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KazaxcTtan Pecry6iukachiHbIH JleHcayIIbIK caKTay CoBMecTHbIH puka3 MUHHCTpa MuHuCTepCcTBO 31paBooXpaHeHus PecryOauku
MHHHCTPJIIri 3apaBooxpaHeHus Pecry6mnku Kasaxcran

Kazaxcran ot 22 anpens 2025 rona
Ne 40 u Munuctpa nudposoro
Pa3BUTHSL, HHHOBALUHY U
A9POKOCMHUYUECKON
npoMblIIeHHOCTH PecmyOnuku
Kazaxcran or 22 anpens 2025 roga
Ne 169/HK

O npoBeneHUN MWJIOTHOTO MPOEKTA MO rOCYIapCTBEHHOI perucTpanumn
JIEKAPCTBEHHBIX CPEJCTB U MEAUIUHCKUX U3/1eJIUil 0 MPUHLIMILY «eJHHOT0 OKHA)

Cuocka. Jleucmeyem 0o 01.07.2025 6 coomeemcmeuu ¢ NyHKmMom 5 HAcmosaue2o
npukasa.

B cootBetcTBUU cO cTaTheit 22 3akoHa PecyOnuku Kazaxcran «O
rOCYJIapCTBEHHBIX YCIyrax», a TAKXKe B LENIX ONTUMU3AILUU MPOLECCOB OKa3aHUs
rocynapcteerHoi ycinyru IIPUKA3BIBAEM:

1. Bo Bcex obOnacTsix, ropogax pecinyOIMKaHCKOTO 3HAYSHUS], CTOIHIIBI
Pecny6nuku Ka3zaxcran 3amycTuTh MUAJIOTHBIM MPOEKT MO OKA3aHUIO TOCYIapCTBEHHON
ycnyru «Belaga peructpanuu JICKapCTBEHHBIX CPEACTB M MEIULIMHCKHUX U3AEIIHUU 110
IIPUHLHUITY «CAUHOTO OKHAY.

2. YtBepauth [IpaBuna peructpaiiuu JeKapCcTBEHHBIX CPEACTB U MEIUIIMHCKUX
U3JIeNIUN 1O MIPUHIUITY «EJUHOTO OKHA» COTJIACHO MPUIIOKEHUIO K HACTOSAIIEMY
pUKasy.

3. Komurery MmeauImHCKOTO U (hapMaIeBTUYECKOro KOHTpoJisi MuHucTepcTBa
3npaBooxpaHeHus Pecryonuku Kazaxcran B yCTaHOBIIEHHOM 3aKOHOJATENbCTBOM
PecnyOnuku Kazaxcran nopsike 00ecrneyuTh:

1) pa3menieHue HaCTOAIIETO MPHUKa3a HA UHTEPHET-pecypce MUHUCTEPCTBA
3npaBooxpaHeHus Pecriyonuku Kazaxcran nmocie ero ouiuasbHOTO Oy OJIMKOBAHUS;

QR-KOJT COAEPIKUT CCHUIKY Ha
nansbiif nokyment B OKb HITA PK
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2) B TEUCHUE AECATU KAJICHAAPHBIX JHEHN CO JIHS YTBEPKJICHHS HACTOSIIETO
COBMECTHOTO TIPHKa3a HalpaBiieHHe B PecryOInmKaHCKOe TOCYJTapCTBEHHOE
IPEANPUHSATHAE HA TIPABE XO3SIMCTBEHHOTO BeJieHUs «PecyOnuKaHCKui IIEHTP
paBoBOM MHPOpMALIUKY» I OUIIMATIBLHOTO OMMyOJIMKOBAHUS U BKIIIOUECHHUS B
DTaJIOHHBI KOHTPOJIbHBIN OAHK HOPMATHUBHBIX MTPABOBBIX aKTOB PecryOnnku
Kazaxcran.

4. KoHTpOJIb 32 MCHIOJHEHUEM HACTOSIIIIEr0 COBMECTHOTO IPUKA3a BO3JIOKUTH Ha
KypHUPYIOILEro BUIIe-MUHHUCTpA 3/ipaBooxpaHeHust Pecriyonuku Kazaxcran u
KypUPYIOILIETO BULIEe-MUHHUCTPA UPPOBOTO Pa3BUTHSA, MHHOBALIUN U a3POKOCMUYECKOM
npoMblItuieHHocTH Pecniybnuku Kazaxcran.

5. Hacrosimuii COBMECTHBINM MIPUKA3 BBOAUTCS B IEMCTBUE CO JHS €r0 MEPBOTO
opuIHABHOTO OIMyOIuKOoBaHus U JaercTByeT 10 1 urons 2025 roga.

HNcnonnsiromuii 0043aHHOCTH MUHUCTPA HU(POBOTO Munuctp
Pa3sBUTHS, HHHOBAIIMH U 2a3POKOCMHYECKOMN 3APaBOOXPAHEHUS
npomMbinieHHOCTH Pecniy0simku Ka3zaxcran PecnyOinku

K. Tysneyumun Ka3axcran

A.
AJbHa3apoBa
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Kazakcran PeciyOnukachIiHBIH
Hudpasik namy, THHOBAIUSIIAP KOHE
a’pOFAPBIII OHEPKICIOl MUHUCTPIHIH
MIHJICTIH aTKapyIIIbl
2025 xbuiFsl 22 coyipaeri
Ne 169/HK men
Kazakcran Peciybmukacer
JleHcayJbIK caKkTay MUHUCTDI
2025 xbutrsl 22 coyipaeri
Neo 40
[Ipunoxenue k npukazy

IIpaBuia perncTpanum JeKapcTBEHHbIX CPEICTB U MeIMIIMHCKHUX U3/1eJIHil 110
NPUHIHIY «eTUHOTO OKHA)»

I'maBa 1. O0mue moJ1o;keHus

1. HacTosiiue npaBuiia perucTpaiiu JEKapCTBEHHBIX CPEJCTB U MEIUIIMHCKUX
U3JIeINH TI0 IPUHITUITY «eAUHOTO OKHa» (Hanee — [IpaBwiia) pazpaboTaHsl B
COOTBETCTBHHM cO cTatheit 22 3akoHa Pecnyonuku Kazaxcran «O rocy1apcTBEHHBIX
yciyrax» (nanee — 3akoH), crarbeit 19 3akona Pecnyonuku Kazaxcran «O0
uHGOpPMATH3AIMN» U ONIPEACIIAIOT MOPSA0K OKa3aHUS 110 MIPUHIIUITY «EIMHOTO OKHAY
rOCYJIapCTBEHHBIX YCIYT «Perucrpaius 1eHbl Ha JIEKapCTBEHHbBIE CPEJCTBA U
MEIUIUHCKUE U3Aenus», «['ocyiapcTBeHHasl perucTpalus, nepeperucTpanus
JIEKapCTBEHHOTO CPEICTBA UM MEIUIIMHCKOIO U3/IeNUsl, BHECEHUE U3MEHEHUH B
PETUCTPAIMOHHOE 10ChE JIEKAPCTBEHHOI'O CPEJICTBA WIIM MEAUIIMHCKOTO U3IEIUSD,
«Bpiaua 3axiodeHus 0 6€30MacHOCTH, KauecTBe U 3()PEKTUBHOCTH JIEKAPCTBEHHBIX
CPEACTB U MEIUIIMHCKUX W3JCIIHI», a TaK)Ke MPOBeAeHUE MTPoPecCroHaTbHON
DKCHEPTHU3BI IS BKIHOUECHUS B Ka3axCTaHCKUI HallMOHAJIbHBIN JICKAPCTBEHHBIN

dbopmysp.
2. DKcHepTr3a JeKapCTBEHHBIX CPEJICTB WA MEAUIIMHCKUX U3IEIHNA U
perucTpaIus 1eHbl, BHECCHIE H3MEHEHUH B IIEHY TIPOU3BOIUTEIS TIPOBOIUTCS
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rocyJapCTBEHHOM 3KCIEPTHOM opraHu3auuei B cpepe oOpanieHus JIeKapCTBEHHbIX
CPEICTB U MEIULIMHCKUX M3JIeIUH (J1anee — rocyJapCTBEHHAs IKCIIEpTHAs
OpraHu3alIus).

3. 'ocyaapcTBEHHYIO pErUCTPAlINIO, IEPEPErUCTPALIMIO, BHECEHHE U3MEHEHUN B
PETUCTPALMOHHOE JOChE JICKAPCTBEHHBIX CPEACTB WU MEIUIIMHCKUX U3CIIHMA
OCYUIECTBJISIET TOCYIapCTBEHHBIN Opra B cepe oOpalleHus JeKapCTBEHHBIX CPEICTB
U MEJIUIMHCKUX U3JICIIUM.

4. TlpodeccuonanbHas SKCIEPTU3a OCYIIECTBISAETCS MOIBEAOMCTBEHHON
OpraHM3alrel YIIOJTHOMOUYEHHOTO OpraHa, B KOMIETEHIIUIO KOTOPOU BXOST BOIPOCHI
MIPOBEJICHUS SKCIIEPTHU3BI, TPEAYyCMATPUBAIOIICH OILICHKY JaHHBIX MO KIMHUYECKON
6e3omacHoCcTH U 3(HEKTUBHOCTH JIEKAPCTBEHHOT'O CPECTBA, MOTBEPIKICHHBIX B
KJIMHUYECKUX UCCIIEIOBAHUSAX, a TAK)KE B METa-aHaNM3axX U (WJIK) B CUCTEMATUYECKUX
0030pax (nanee — LleHtp).

5. Dkcneprrsa, perucTpanys NEHbI, BHECEHHE U3MEHEHUH B LIEHY
IPOU3BOIUTENS, a TAKXKEe MPOodecCHOHaIbHAsI KCIIEPTH3a JIEKAPCTBEHHBIX CPEACTB WU
MEIUIMHCKUX U3JIEINI MPOBOAUTCS HA OCHOBAHUU 3aKJIIOYEHHOTO JIOTOBOpPA B
COOTBETCTBHH C I'Pa)IaHCKUM 3aKoHOAaTeabcTBOM Pecryonuku Kazaxcran 1o
OKa3aHUsl KOMIIO3UTHOHN roCyJapCTBEHHOM YCIIyTH.

6. Omiara CTOUMOCTH PETUCTPALlMU LIEHBI IPOU3BOIUTEIISI 1 BHECEHHE
M3MEHEHU B IIEHY MPOU3BOIUTENS, a TaKKe NPOEeCCHOHATIBHOM SKCIIEPTU3bI
OCYIIECTBIISIETCA B COOTBETCTBUU C IIPEUCKYPAHTOM LI€H, YCTAHOBIIEHHBIM
rOCyJIlapCTBEHHOW 3KCIIEPTHON opranu3anuen u Lieatpom.

7. OmnnaTta CTOUMOCTH 3KCIIEPTU3bI JIEKAPCTBEHHOTO CPEJCTBA WU
MEIULMHCKOIO U3/I€NUsl OCYLIECTBISETCS B COOTBETCTBUU C MPEHCKYPAHTOM,
yCTaHaBIMBAEMbIM YIIOJTHOMOYEHHBIM OPTraHOM IO COTJIACOBAHUIO C
AHTUMOHOIIOJIBHBIM OPTaHOM B COOTBETCTBUU C MPUKA30M UCIOJIHSIOIIETO
o0s3anHOCTH MuHKCTpa 3paBooxpanHeHus Pecriyonuku Kazaxcran ot 20 suBapst 2021
roja Ne KP ICM-7 «O0 yTBep>kKaeHuM 1IEH Ha TOBaphI (paboThl, YCIyTH),
IPOU3BOANMBIE U (WJIH) peau3yemMble CyOBEKTOM roCyAapCTBEHHOW MOHOIIOIUI
(3apeructpupoBaH B PeecTpe rocyjapcTBeHHOM perucTpalud HOPMaTUBHBIX TPABOBBIX
akToB 1o Ne 22096).

8. OmnaTa CTOMMOCTH IOCYIapCTBEHHOM PETUCTPALIMH, IEPEPETUCTPALUU
JIEKapCTBEHHOT'O CPEICTBA WM MEAUIIMHCKOTO U3/1E€IUs1, BHECEHUS NU3MEHEHUN B
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PETUCTPALMOHHOE J10CHE JIEKAPTCBEHHOI'O CPECTBA WIM MEAULIMHKCOTO U3IEINs
ocymiecTBisieTcs: B coorBeTcTBuM ¢ Konekcom PecnyOnuku Kazaxcran «O Hanorax u
JIpyrux 00s13aTeIbHBIX M1aTexax B 010pkeT (Hamoroblil kogekc)».

9. Peructpanus ueHbl WM BHECEHUE U3MEHEHUN B 3aPETMCTPUPOBAHHYIO LIEHY
IIPOU3BOUTES JIEKAPCTBEHHOI'O CPEACTBA U MEAULMHCKOTO U3JIEIINsl OCYLIECTBIIAETCS
B HallMOHaIbHOMU BaitoTe PecnyOnnku Kazaxcran.

10. DkcnepTr3e U perucTpalvy IeHbl 1 BHECEHUIO U3MEHEHUH B LIEHY
IPOU3BOAUTENS MOAJIEKAT Npou3BeieHHbIe B PecniyOnnke Ka3axcraH, a Takxe
BBO3HMBbIC Ha €€ TEPPUTOPHUIO JIEKAPCTBEHHBIC CPEICTBA WM MEIUITUHCKUE U3/IEITH.

11. To noaum 3asiBIE€HUS HAa SKCIIEPTU3Y JIEKAPCTBEHHBIX CPEICTB WIH
MEIMUIUHCKUX U3IEIUNA, TOCYAAPCTBEHHYIO PETUCTPALMIO, IEPEPETUCTPALIUIO
JIEKaPCTBEHHBIX CPEACTB WIIM MEIULIMHCKUX U3/IEJINI, BHECEHUS] U3MECHEHUH B
PETUCTPALIMOHHOE J0ChE JIEKAPCTBEHHOT'O CPEICTBA WIM MEAULMHCKOTO U3JIEIIUS U
perucTpaluy, BHECEHUSI U3MEHEHUSI B 1IEHY ITPOU3BOIUTENS 3asIBUTEIb IO COOCTBEHHOM
MHUIIMATUBE Ha JOTOBOPHOW OCHOBE ITOJYYa€T B TOCYJapCTBEHHOW 3KCIIEPTHOMN
OpraHu3alyy SKCIEPTU3Y MPUHAJICKHOCTU MPOIYKIIMU K METULIMHCKUM U3JICIUSIM U
HE0OXOIMMOCTH €€ TOCYNapCTBEHHOM peructparuu B Pecrryonuke Kazaxcran, a Taxke
UH(OPMAIIMOHHbIE U KOHCYJIbTAlIUOHHBIE YCIYTH IO BOIIPOCAaM, CBSI3aHHBIM C
MIPOBEICHUEM 3KCIIEPTU3BI JIEKAPCTBEHHOT'O CPEACTBA I MEULIMHCKOTO U3/IETIHS.

12. B mactosmux [IpaBunax ucnosb3yroTcs CIeAyOMKUe TEPMUHBI U
OIIPEIEICHUS:

1) MeauIMHCKIE U3AENUS IS in Vitro TMarHOCTUKHU OTKPBITOTO THUIIA —
MEUIIMHCKUE U3EUS JJIsl AMArHOCTUKY 1N Vitro, SKCIUTyaTalus KOTOPhIX B
COOTBETCTBHHU C UX (PYHKIIMOHAIbHBIM Ha3HAYEHUEM BO3MOKHA MPU UCIIOJIb30BaHUNU
peareHToB (PeakTUBOB) MIMPOKOIO Kpyra MpoOU3BOIUTENCH;

2) mporpaMMHO€ 00€CIIeUeHHE ABIISAETCS MEAULIMHCKUM U3JIEIIUEM IIPU YCIOBUU
COOTBETCTBHSI €TI0 BCEM CJIEIYIOIIUM KPUTEPHUSIM:

MpeCTaBisieT co0oil mporpammy st IBM unm ee Moy BHE 3aBUCUMOCTH OT
UCIIOJIb3yEeMOH armapaTHOU MmIaTdopMbl, a TAKKE CIIOCOOOB pa3MEIICHUS
POrPaMMHOT0 O0ECTICUCHHS U TIPEAOCTABIICHUS JOCTYIA K HEMY;

HE SIBJISICTCSI COCTaBHOM YaCThIO APYyroro MEANIMMUHCKOTO U3OCIINA;

MMPCAHASHAYCHO IIPOU3BOJNUTCIICM AJISI OKA3aHHA Me,ZII/IIII/IHCKOﬁ ITOMOIIIH,
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pe3yabTatr JeUCTBUS TPOTPAMMHOT0O 00€CTICUEHUS 3aKITI0UAETCS B
WHTEPIIPETALMHA B aBTOMAaTUYECKOM PEKHUME, B TOM YHCIIE C UCOJIb30BAHUEM
TE€XHOJIOTUH UCKYCCTBEHHOTO MHTEIUICKTA, WU 1O 3aJJaHHBIM MEIULIMHCKUM
PaOOTHUKOM MapaMeTpam, BIHSIONINM Ha MPUHITHE KIMHUYECKUX PEIICHH, Habopa
JAHHBIX, IOJYYCHHBIX OT MEIUIIMHCKUX U3JICINN, TOMYIICHHBIX K O0OpaIlIeHUIO B
YCTAHOBJICHHOM MOPSKE WA BBEJICHHBIX MEAUIIMHCKUMU PAa0OOTHUKAMU B LIEIISAX
OKa3aHUs MEIUIMHCKON MMOMOIIH;

3) pacxo/HBIC MaTepHAIIbl K MEIUITUHCKOMY H3CIHIO 1N Vitro TMarHOCTUKH
3aKpBITOTO TUIA — PACXOAHBIC MaTEpHabl, 00ECTICYMBAIOIIUE €TI0 MOTHOIIEHHOE
(GYHKIIMOHUPOBAHUE B COOTBETCTBUU C 33JIAHHOM II€JIbIO U BKIIFOUEHHBIE B €T0
KOMJICKTAIIHIO JIJII MCTIOJIb30BAaHMUS C JAHHBIM MEIUIIMHCKUM H3JICITHEM;

4) MeAUITMHCKUE U3 JIJIS In Vitro TMarHOCTUKH 3aKPBITOT'O THUIIA —
MEIUIMHCKUAE U3EUS JJIsl AMArHOCTUKY 1n Vitro, SKCIUTyaTaius KOTOPbIX B
COOTBETCTBUM C UX Ha3HAYCHHEM BO3MOKHA TOJILKO MPU UCTIOJIb30BAHUM CIICIMATBHBIX
peareHToB (PEakTUBOB), IPEAYCMOTPEHHBIX MPOU3BOIUTEIEM ISl JTAHHOTO
MEUIIMHCKOTO M3CIHS U €ro MO (PUKAIIHI, BKIIFOYEHHBIX B €T0 KOMILICKTAIIHIO;

5) MeaUITMHCKUE W3NS IS TMarHOCTUKH 1n Vitro (MH BUTPO) — JIFOObIE
WHCTPYMEHTBI, allaparsl, MpUOOPHI, 000pyI0BaHIE, MAaTEpUaIbl, peareHTHI,
KaauOpaTopsl, KOHTPOJIbHBIE MaTEPHAIBI U IPOYHE U3/IEIHS, IPUMEHIEMbIE B
MEIMIMHCKUX 1IeJIIX OTAEIBbHO UM B COYETAHUU MEX]Ly COOOH, a TaK’Ke BMECTE C
IPUHAUICKHOCTAMHU, HEOOXOAMMBIMU JIJIsl IPUMEHEHUS YKa3aHHBIX M3/AETU 110
Ha3HAYCHMIO, BKJIIOYAs CIEIMAIbHOE MPOTrpaMMHOE O0eCTIeueHue, U MpeIHa3HauYeHHbIE
MIPOU3BOJUTENEM MEIUIIMHCKOTO U3JICNHs I TPUMEHEHUS TP UCCIIeIOBAHUAX INVitro
00pa31oB OMOJIOTMYECKUX MAaTEPUAIOB YEJIOBEKA JJIs MOIyYeHUs] HH(OpMALIH
OTHOCHUTEIHFHO (PU3MOJIOTUIECKOTO HITH MATOIOTHIECKOTO COCTOSHUS, BPOKICHHOM
NaTOJIOTHH, IPEIPACTIONOKEHHOCTH K ONPEACIEHHOMY KIMHHUECKOMY COCTOSIHUIO WITH
00JIe3HH, COBMECTUMOCTH TKaHEH ¢ MOTEHUUATbHBIM PELUITUEHTOM, TPOrHO3UPOBAHMUS
peaxiuii Ha TeparneBTHYECKUE BO3JCHCTBHSI, BHIOOpA TEPANeBTHUECKUX CPEACTB U (MIIN)
KOHTPOJIS JICUCHUS;

6) MCAUIMHCKUEC U3ACIINA — U3ACIIHNA MCIUIMHCKOI'O HAa3HAYCHUA U MCAUITUHCKAasA
TCXHHKA,
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7) U3ACINA MCANIUMHCKOI'O HA3HAYCHHA — MaTCPpHallbl, U3ACIINA, paCTBOPLI,
pE€arcHThbl, KOMIIJICKTEI, Ha60p51, HCITIOJIb3YCMBIC I OKa3aHUs MGI[HL[PIHCKOfI IIOMOIIIH
B COOTBCTCTBHUH C (bYHKI_[I/IOHaJ'H)HBIM Ha3HAa4YCHHUECM U I/IHCTPYKL[I/IGI\/II IIPOU3BOIUTCIIA,

8) MenMIMHCKas TEXHUKA — almapaTsl, IpuOopsl, 000pyI0BaHUE, KOMITJICKCHI,
CUCTEMBI, IPUMEHSEMbIE OTJIEIBHO WK B COUETAHUM MEXKIY COOOM ISl OKa3aHUs
MEIUIMHCKON TOMOIIY B COOTBETCTBUH C (PYHKIIMOHAIbHBIM Ha3HAUYECHUEM U
JKCIUTYaTallMOHHBIMH XapaKTEPUCTUKAMU, YCTAHOBIICHHBIMHU IIPOU3BOJUTETIEM;

9) HauMeHOBaHUE METUITMHCKOTO U3/IeNINS — CIIOBECHOE 0003HAYEHUE
MEIUIMHCKOTO U3/IeNus, onpeestoniee ero GpyHKIroHaIbHOE Ha3HAaYeHHE, MOEIIb,
Pa3HOBHUIHOCTh, MOJIU(DHUKAITNIO, THIT;

10) KOMIUIEKTYyIOLIEE MEAULIMHCKOTO U3JEIHS — YACTh MEAUIIMHCKOTO U3JIETHS,
HE SIBJISIFOIIASACS CAMOCTOSITEIIbHBIM MEIULIMHCKUM U3JIEIUEM, B TOM YHCIie OJIOKH,
YaCTH, DJIEMEHTHI U3JEUs, MaTEPUAJIbl, 3alIaCHBIE YACTHU, IPEAYCMOTPEHHBIE
IPOU3BOAUTEIIEM JIJISl HCIIOIb30BAHMSI B COOTBETCTBUHU C (PYHKIIMOHATBHBIM
Ha3HAYEHUEM, IKCIUTYaTallHOHHBIMU XapaKTEPUCTUKAMH, PYKOBOJICTBOM
IPOU3BOIUTENS IO CEPBUCHOMY OOCITYKUBAHMIO;

11) HaGop (KOMIUIEKT) MEIUIIMHCKUX U3/IEJIUNA - COBOKYITHOCTh MEAUIIUHCKUX
U3JIeNIUN, 00beAMHEHHBIX 00IUM (DYHKITMOHAIBLHBIM Ha3HAYCHUEM U 00JIACThIO
MPUMEHEHHUS, UMEIoIIas OOIyI0 MAPKUPOBKY C YKa3aHUEM MEPEUHs] MEAUITUHCKUX
U3JICIINH, BXOSIINX B COCTaB Habopa (KOMILIEKTa), B COOTBETCTBUU C JOKYMEHTAIUCH
IPOU3BOIUTEIIS;

12) MPUHAAIC)KHOCTD K MCIAUITUHCKHUM HU3ACIIUAM — U3JCIINUC, HC ABJIATOIICCCA
MCIUIIMHCKUM HU3ACIIMEM, ITPCAHASHAYCHHOC ITPOU3BOANTCIICM JIJIsI COBMCCTHOI'O
IMPUMCHCHHA C OAHUM HJIN HCCKOJIBKMMHU MCIAUITMHCKUMU U3ACTTUAMUA IJIA
HCIIOJB30BAaHHUA B COOTBETCTBUH C UX HA3HAYCHUCM,

13) 6e30macHOCTh MEAULIMHCKOTO U3/EIINS — OTCYTCTBUE HEJAOIMYCTUMOTO PHCKa
IIPU UCIOJIb30BAaHUH MEIULIMHCKOTO U3ENIHs, CBSI3aHHOTO C IPUYMHEHUEM Bpeaa
’KHU3HH, 30POBbIO UEJIOBEKA, a TAKKE OKPYIKaIOLIEH cpee;

14) 3akitoueHne o 6€30MacHOCTH, kKauecTBe U 3P (HEKTUBHOCTH MEAUIIMHCKOTO
U3JIeNUs — JOKYMEHT, COAEPKAIIUM pe3yJIbTaThl SKCIEPTU3BI U PETUCTPALIUU IIEHBI
3asBJICHHBIX Ha DKCIEPTHU3Y U PETUCTPALINH LIEHBI MEAUIMHCKUX U3JETUN;
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15) pacxonHblil MaTepran K MEAUIMHCKUM U3IEIIHUSIM — U3JEIUS U MaTepualbl,
pacxoyembie MpU UCIOIb30BAHUHN MEIUIIMHCKUX U3ENNiA, 00eCcTieunBatoIfe
IPOBEJCHHE MAaHUTTYJISUN B COOTBETCTBHH C ()YHKIIMOHATHHBIM Ha3HAYCHHEM
MEIULIUHCKOTO U3AENHS, SKCILTyaTallMOHHBIMU XapaKTepUCTUKAMH, PyKOBOJCTBOM I10
CEPBUCHOMY 00CITYKUBAHUIO POU3BOUTES;

16) cocTaBHast 4aCTh MEIUIIUHCKUX U3/I€JIUA — OCHOBHOM OJIOK (4acTh)
MEIUIMHCKOTO U3ENHS, KOMIUIEKTYIOIIEEe, TPUHAJIEKHOCTh, PACXOAHBIN MaTepua,
IPOrpaMMHOE 00ECTIeUeHHUE;

17) ocHOBHOM 0JIOK METUIIMHCKOW TEXHUKHU (anmaparos, MpuOOpPOB,
000pynOBaHUs1) — JIEMEHT (y3€J1) MEIUIIMHCKON TEXHUKH (TPU HATUYUH ),
IPEyCMOTPEHHBIN IPOU3BOIUTEIIEM, SBISIOMUNACS HEOTHEMIIEMON YaCThIO
MEUIIMHCKON TEXHUKH, 00ecreunBaromuii €€ GyHKIMOHUPOBAHUE B COOTBETCTBHUHU C
Ha3HAYEHWEM U PYKOBOJICTBOM IO SKCILTyaTaIluu U CEPBUCHOMY OOCTY>KUBAHHUIO
IPOU3BOAUTEIIS;

18) mpou3BoIUTENb MEAUIIMHCKOTO U3JIeTHUs — CyOBEKT B chepe oOparieHus
JIEKapCTBEHHBIX CPEJICTB M MEIUIIMHCKUX U3/IETUI, OTBETCTBEHHBIN 3a pa3paboTKy U
U3rOTOBJIEHUE MEAUIIMHCKOIO U3JIENHSI, eI €r0 TOCTYITHBIM IS
UCIIOJIb30BaHUS OT CBOEIO0 UMEHH HE3aBUCHUMO OT TOTO, pa3paboTaHo U (WIIH)
M3TOTOBJICHO 3THUM JIMIIOM WM OT €0 UMEHH JIPYTUM JIMIOM (JIMLIAMU), U HECYILIUH
OTBETCTBEHHOCTH 32 €ro 0€301acHOCTb, KaueCTBO U 3 (HEKTUBHOCTH;

19) Ka4€CTBO MCAUIIMHCKOI'O U3JCJIUA — CTCIICHb COOTBECTCTBHA COBOKYITHOCTH
CBOMCTB U XapaKTCPUCTUK MCIUIIMHCKOI'O U3JCJINs HCISAM €T0 IMPCAHA3HAYCHHOT' O
HUCITIOJIB30BaHUA,

20) TOKyMEHT 10 Ka4e€CTBY MEIULIMHCKOTO U3enus (J1ajee — JOKyMEHT 110
KayeCTBY) — JOKYMEHTHI (MEXIyHAPOIHbIE, PETMOHAIbHBIE ), HAIMOHAIbHbIE
CTaHJapThl, CTAHJAPThHl OpraHU3alluy, YCTaHABINBAIOIINE KOMIUIEKC TPeOOBaHUH K
KauyecTBY, 0€30MMaCHOCTH, METOJIMKaM UCIBITAHUMN, a TAKKE TPAHCTIOPTUPOBKE U
XPaHEHHUIO MEAUIIMHCKUX U3EIHI;

21) appekTUBHOCTh MEAUIIMHCKOTO U3/IETUsI — COBOKYITHOCTb CBOMCTB U
XapaKTEPUCTUK MEAUIIMHCKOTO U3JIEHs, 00ECIEUMBAIOIINX JOCTHKEHHUE TIeNIeh
npeAHa3HAUYCHUS, YCTAHOBJICHHBIX MPOU3BOAUTEIEM MEAUIIMHCKOTO U3ICIIUS U
NOATBEPKJACHHBIX MPAKTUKOW €ro UCI0JIb30BaHMUS;
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22) DKCHEepTHBIN COBET rOCYIapCTBEHHOM 3KCIEPTHOM OpraHU3alMHy (Janee —
DKCIEPTHBIN COBET) — KOJUIETUAIbHBIN OpraH, CO3/1aBa€MbIil B TOCYIapCTBEHHOM
AKCIEPTHOM OPraHU3aIMyU N0 PACCMOTPEHMIO CIIOPHBIX BOIIPOCOB B PE3YJIbTATAX
IKCIIEPTU3bl, OCHOBAHUI (IPUYMH) BbLAAYN OTPULIATEIBHBIX 3aKIOYEHUH O
0e30MmacHOCTH, KauecTBe U 3P(HEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB METUIIMHCKHUX
W3JIEJINHA U IPUHSITHIO OKOHYATEIIBHOTO PEIICHHUS;

23) MoauduKanus METUIMHCKOTO U3/AeNNs (BaApUAHT UCIIOTHEHHUS ) —
Pa3HOBUIHOCTH MEAUIIMHCKOTO U3IEHs, UMEIOIIast 00I1e C OCHOBHBIM MEIUITUHCKUM
U3JIeJINeM KOHCTPYKTHUBHBIC, TEXHOJIOTUYECKUE TPU3HAKH, pa3paboTaHHbIE Ha Oa3e
OCHOBHOTO M3/EJIHS C IEJIbI0 €r0 YCOBEPILIEHCTBOBAHUS, PACIIUPEHUS
(GYHKIIMOHAIHPHOTO HA3HAYCHUS, TPUMEHEHHUS JIMOO CrIeMaIN3allui MPUMEHEHHUS B
MEJUIUHCKUX LETAX;

24) MeIUUMHCKUE U3ACTUS — U3ACIUSI MEAUIIMHCKOTO Ha3HAYCHHS U
MEIUIIMHCKAs TeXHUKA;

25) Mozienb — CaMOCTOSITENIbHAS €IMHUIIA METUIIUHCKOTO U3EIINS,
UACHTU(UITIPOBAHHAS TIPOU3BOIUTEIIEM MEAUIIMHCKOTO U3JIETHS, ONIPEACIICHHBIM
OYKBEHHBIM, IU(PPOBHIM WM OYKBEHHO-ITU(DPOBBIM 0003HAUCHUEM;

26) Npou3BOICTBEHHAS IIONIAJKa — TEPPUTOPUATIEHO 000COOICHHBIN KOMILIEKC
MPOU3BOJAUTENS METUIIMHCKUX U3JIeTTUH, MpeIHA3HAUYCHHBIN /JIs1 BHITIOJIHEHUS BCETO
npoiiecca MPOU3BOJICTBA MEAUIIMHCKUX U3/ICTUN WU €ro OMpPEACTICHHBIX CTa Ui,

2'7) yHOJTHOMOYEHHBIN MPEACTAaBUTETb IPOU3BOIUTENS — FOPUINYECKOE WIIH
¢uznyecKoe IO, 3aPETUCTPUPOBAHHOE B KAUECTBE MHAUBUAYAIBHOIO
npeanpuHuMaress, siBistoleecs peauaentTom Pecnyonuku Kazaxcran,
YIOJIHOMOYEHHBIE JJOBEPEHHOCTHIO POU3BOAUTENS MEIULIIMHCKOTO U3AEIINS
IPEICTABIIATH €r0 MHTEPECHI 10 BOIIpOcaM 0OpallleHusl MEAULIMHCKOIO U3IENINs Ha
tepputopun Pecniybnuku Kazaxcran B COOTBETCTBUU € JIEUCTBYIOITUM
3akoHojaTenbcTBOM PecnyOnuku Kazaxctan B 0071aCTH 3ApaBOOXPAHEHNUS;

28) 3asgBUTENb — (PU3UUECKOE UITU IOPUIUIECKOE JTUITO0, SBISIFOIIIEECS
IPOU3BOAUTENEM (M3rOTOBUTEND) WM UX TPEJICTABUTENEM, Pa3paOOTUHKOM,
BJIA/ICJIBLIEM WUJIU JAEPKATEIEM PErMCTPALIMOHHOTO yIOCTOBEPEHHSI MIIM UX IOBEPEHHOE
JIMLIO, YIIOJIHOMOYEHHOE II0/IaBaTh 3as1BJICHUE, JOKYMEHThI U MaTEpUajbl U BBIIIOJIHATD
NENCTBUSA, TPELYCMOTPEHHBIE JOBEPEHHOCTHIO JOBEPUTEIS HA TPOBEICHHUE SKCIEPTU3BI
JIEKapCTBEHHBIX CPEACTB U MEAUIIMHCKOTO U3JENMS ISl PETUCTPALUH,
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NEPEePErucTpaLy, BHECEHHUSI H3MEHEHUI B PETMCTPALIMOHHOE JI0ChE, IPABOMOYHOE
N0/aBaTh 3as1BJICHUS], JOKYMEHTBI U MaTEpHUabl ISl PETUCTPALIMU [IEHBI HIIA
NEePEePErucTpaALMK 3aPETUCTPUPOBAHHON LIEHBI HA JIEKAPCTBEHHBIE CPEJICTBA WU
MEAMLUHCKOTO U3eNHUs, TPO(HEeCCHOHATEHON IKCIIEPTHU3BL;

29) TunopasMepHbIi psll — PAJ U3ACTUN, U3TOTOBJICHHBIX U3 OJTHOPOIHOTO CHIPhS
¢ o0MMU QU3UKO-XUMUYECKUMH CBOMCTBAMHU MO 00IIEMY TEXHOIOTHYECKOMY
poreccy, IMEIOINe eTnHOe (PYHKIIMOHATBLHOE Ha3HAUCHUE U IPUMEHEHHE,
OTJIMYAIONTUECS TOJIBKO pa3MepamMu U (1) 00beMOM U (UJIK) IIBETOM, B COOTBETCTBUU
C IOKYMCHTAIIUEH MTPON3BOIUTEIIS,

30) perucTpalioOHHOE 10Che — KOMIUIEKT TOKYMEHTOB U MaTEpHAJIOB
YCTaHOBJIEHHOI'O COJIEPXKAaHUs, IPEICTABIISIEMbIN K 3asBJICHUIO HA DKCIIEPTU3Y
JIEKapCTBEHHOTO CPEACTBA U MEAULIMHCKOIO U3JIENHS;

31) BHeCeHHE U3MEHEHUH B PErUCTPAIIMOHHOE IOChE — M3MEHEHYSI, BHOCUMBIC
3asIBUTEJIEM B PETUCTPAIIMOHHOE JOChE B MIEPUOJ ICHCTBUS PETUCTPAIIMOHHOTO
yIOCTOBEPEHUS, HE BIUSIONINE Ha 0€30MaCHOCTh, KaYeCTBO U 9(PPEKTUBHOCTD
JIEKapCTBEHHOTO CPEACTBA U MEAUIIMHCKOTO U3IEHSI U TIOIJICKAINE SKCTIEPTH3E B
COOTBETCTBHH C HacTosumu [IpaBunamu;

32) 'ocynapCTBEHHBIN peecTp JIEKapCTBEHHBIX CPEJCTB U MEAUIIMHCKUX U3ETHUI
- BJICKTPOHHBINA HH()OPMAIIMOHHBIN PECYPC, COAEPKAIUN CBEICHUS O
3apEerUCTPUPOBAHHBIX U PA3pPEUIEHHBIX K METUIIMHCKOMY ITpUMEHEHUIO B PecryOunrke
Ka3zaxcraH nekapCTBEHHBIX CPEICTB U MEULIUHCKUAX U3IEIIN;

33) unkorepmc 2020 - MeKTyHAPOIHBI TOPTOBBIA TEPMUH CTAHIAPTHBIX
YCJIOBUH JOTOBOPOB MEXIyHAPOIHON KYIUTU-TIPOJAAXKH, KOTOPHIE pa3pad0TaHbl U
onpeneneHsl Mex1yHapOIHOW TOProBOW MaiaTou;

34) yciyromnoydaTenb — CyObeKThl OTYyYEHHUs YCIYTH PU3NUYECKUe U
IOpUINYECKUE JINIA, 32 UCKITIOYEHNEM LICHTPAJIbHBIX TOCYJAPCTBEHHBIX OPTraHOB,
3arpanyupexaeHuii Pecryonnku Ka3axcran, MECTHBIX MCITOJIHUTEIbHBIX OPraHOB
o0rnacTeit, TOpOAOB PECIyOIMKAHCKOTO 3HAYEHUS, CTOJIULIBI, PailOHOB, TOPO/IOB
00J1aCTHOTO 3HAYEHUSI, aKUMOB PailOHOB B rOPO/i€, FOPOIOB PAaHOHHOTO 3HAYECHMS,
IIOCEJIKOB, CE€Jl, CEIbCKUX OKPYIOB;

35) yciyroaarens - HEHTPalibHbIE TOCY/IaPCTBEHHBIE OPraHbl, 3arpaHyypeKACHUS
Pecny6nnku KazaxcraHn, MecTHbIE HCTIOJTHUTENIbHBIE OpraHbl 00J1acTel, TOPOJIOB
pecnyOJIMKaHCKOTO 3HaYEHUs, CTOJHULbI, pAHOHOB, TOPOJAOB 00JIACTHOTO 3HAYEHHUS,
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aKMMBbI PailOHOB B TOPOJIE, TOPOJIOB PAlOHHOIO 3HAYEHHS], IOCEIKOB, CEJI, CEIbCKUX
OKPYTOB, a TakKe (PU3NYECKUE U IOPUIUIECKHUE JINIIA, OKAa3bIBAIOIINE TOCY1apPCTBEHHBIE
YCIIYyT'H B COOTBETCTBUH € 3aKOHOJaTeNbCTBOM PecnyOnuku Kazaxcran;

36) KOMMEpPUECKOE PEAIOKEHUE - JOKYMEHT, COIep KAl HHGOPMAIUIO O
MU, KOMIUIEKTYIOIMNX U PACXOJIHBIX MaTepualax, KOJIM4eCTBE, HAMMEHOBAHUU,
MOJIENH, TIPOU3BOJIUTENS, C YKa3aHUEM CTOMMOCTHU B pa3pe3e KOMIUIEKTAIINH, a TAKKe
uH(opMaIuio 00 yCIOBUSIX MOCTABKU, TPOBEJECHUN FTAPAaHTUHHOTO U
MOCTTapaHTUIHOTO CEPBUCHOTO 00CITYyXKUBaHUA (YKa3aHHUEM CPOKOB) U BO3ZMOXKHOCTHIO
00y4eHHUs CIEIMATUCTOB OPraHU3alUK 3]PaBOOXPAHCHHUS;

37) pacxoiHbI} MaTepral K MEAUITUHCKOMY U3JCIHIO - U3JIeNUs U MaTepHaIbl,
pacxoayeMble MPHY UCIIOIb30BaHUN MEIUIIMHCKOTO M3/, 00eCIICUMBAIOIITIC
MIPOBEJICHNE MAHUMYJISAIIMN B COOTBETCTBUU C €r0 (DYHKIIMOHAIBLHBIM Ha3HAYEHUEM;

38) pedepenTHoe HIeHOOOpa30BaHKUE HA U3/ENN MEAUIIMHCKOIO Ha3HAYEHMUS -
CHCTEMA aHAJIN3a LIEH Ha TOPIrOBOE€ HAMMEHOBAHUE U TEXHUYECKYIO XapAKTEPUCTUKY
U3JIeNIAs MEAULMHCKOrO Ha3HAYE€HUA, OCHOBAHHAsl HA IPEICTABICHHBIX 3aBUTEIIEM
LIEHaX MPOU3BOAUTENS, B cooTBeTCTBUU ¢ ycnosusiMu DDP MHKOTEPMC 2020,
OJIHOTO U TOTO K€ MPOU3BOAUTENS OJHOTO U TOTO K€ MEAULMHCKOTO U3JIEIUs C YYETOM
KOMIUIEKTHOCTH, BUJIa U TUIIOPA3MEPHOIO psijia, a TaKke (PaKTUUIECKOHN 1IEHbl TOCTaBOK
B PecnyOnuky Kazaxcran;

39) enuHMIIAa U3MEPEHUS U3JENHS MEIUIIMHCKOTO HA3HAYEHUS - OJJHA €IMHHIIA
U3IeNIM MEIUIIMHCKOTO Ha3HAYEHUS C Y4€TOM (PaCOBKH, KOMILJIEKTHOCTU WIIH
IIEPBUYHOMN YIIAKOBKHU;

40) rocyiapcTBeHHas yciyra - ojiHa u3 (opM peasin3aluu OTAEIbHbIX
rOCyJIapCTBEHHBIX (PYHKIIUNA UM UX COBOKYITHOCTH, OCYIIECTBISIEMbIX IO OOpaIICHUIO
WK 0e3 o0pallleHrs yCIyTronoayyaTesie U HalpaBJIeHHBIX HA Peau3alliio uX Mpas,
CBO0O/1 ¥ 3aKOHHBIX UHTEPECOB, MPEAOCTABICHNE UM COOTBETCTBYIOIIUX
MaTepHAIbHBIX WM HEMaTepUaIbHBIX OJar;

41) ananu3 neH MEAULIMHCKOTO U3IEIUs AJI1 JUarHOCTUKHU BHE )KMBOTO
opranusma (in vitro), mpou3BoguMble Ha Tepputopun Pecnybnuku Kazaxcran B pamkax
JOJTOCPOYHBIX JOTOBOPOB IMOCTABKH, 3aKIIOYEHHBIX ¢ EAMHBIM 1UCTpHOBIOTOPOM -
CHCTEMa aHaJIM3a LIEeHOOOPa30BaHMsI Ha TOPrOBOE HAUMEHOBAHUE U TEXHUUYECKYIO
XapaKTEPUCTUKY MEIULUHCKOTO U3AENHS ISl JMArHOCTUKY BHE )KMBOI'O OpraHusma (in
vitro), mpousBoauMble Ha Tepputopun PecrryOnuku Kazaxctan B pamkax
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JOJITOCPOYHBIX JIOTOBOPOB MOCTABKH, 3aKJIFOUEHHBIX ¢ EMUHBIM AUCTpUOBIOTOPOM
OCHOBAHHAsI Ha OMPEJIETICHUN LIEHbl MEIUIIMHCKOTO U3JIETUs ISl AUAarHOCTUKH BHE
’KUBOT0 opranusma (in vitro), mpousBoguMbIe Ha Tepputopuu Pecnybnuku Kazaxcran B
paMKax JI0JATOCPOYHBIX JOTOBOPOB MOCTABKH, 3aKIIOYEHHBIX ¢ ENMHBIM
JUCTPUOBIOTOPOM B pa3pe3e KOMIUIEKTYIOUIUX OT IPOU3BOIUTENS, PACXO/I0B
CBSI3aHHBIX C JOCTABKOW U HALICHKU MPU peaau3aluu;

42) Enuanma u3MepeHuss MEAUITMHCKOTO U3IETHS I TUAarHOCTUKY BHE JKHBOTO
opranusma (in vitro), mpou3BoAUMbIe Ha Tepputopun Pecnybnuku Kazaxcran B pamkax
JOJITOCPOYHBIX TOTOBOPOB IMOCTABKH, 3aKIFOUCHHBIX ¢ EAMHBIM TUCTPHOBIOTOPOM -
0JIHa MOJICNTb METUITMHCKOTO U3CNUS JIJIsl AMAaTHOCTUKY BHE KUBOTO OpraHu3ma (in
vitro), mpou3BoauMBIe Ha TeppuTopun Pecryonmku Kasaxcran B pamkax
JOJITOCPOYHBIX IOTOBOPOB IMOCTABKH, 3aKIFOUEHHBIX ¢ EAMHBIM TUCTPHOBIOTOPOM;

43) Moenb MEAUIIMHCKOTO U3JIEHSI ISl TUarHOCTUKY BHE JKUBOTO OpraHU3Ma
(in vitro), mpousBoauMbie Ha TeppuTopuun Pecnyonuku Kazaxcran B pamkax
JOATOCPOYHBIX JOTOBOPOB IMOCTABKH, 3aKIIOYEHHBIX ¢ EAMHBIM TUCTpHOBIOTOPOM -
CaMOCTOATENbHAS SUHUIIA MEUITTHCKOTO U3ICTHUS IS TUarHOCTUKU BHE KUBOTO
opranuszMa (in vitro), mpou3BoiuMbIe Ha TeppuTopun Pecriyonuku Kazaxcran B pamkax
JOATOCPOYHBIX JOTOBOPOB IMMOCTaBKHU, 3aKIIOUEHHBIX ¢ EAMHBIM 1UCTPHOBIOTOPOM,
UACHTU(UIIMPOBAHHAS TIPOU3BOIUTEIEM MEAUIIMHCKOTO U3JIETHUS ONPECICHHBIM
OYKBEHHBIM, IU(PPOBBIM WM OYKBEHHO-IU(DPOBBIM 0003HAUEHUEM;

44) noptan peepeHTHOTO 1IeHO0Opa30BaHUS - aBTOMATU3UPOBAHHAS
uH(OPMAIIMOHHAS] CUCTEMAa FOCYJapCTBEHHOM SKCIIEPTHON OpraHU3alliu;

45) sanexrponHas nudposas nmoanuck (naiee - ILII) - Habop IEeKTPOHHBIX
IIU(POBBIX CUMBOJIOB, CO3/IAHHBIN CPEICTBAMHU IJICKTPOHHOM ITU(POBOM ITOAITUCH U
TIOITBEPIKIAIOIINI TOCTOBEPHOCTD AJIEKTPOHHOTO JJOKYMEHTA, €T0 MPUHAIC)KHOCTh U
HEHW3MEHHOCTb COJIEP)KaHUS;

46) rocy1apCcTBEHHBIN opraH B cdepe oOpalieHus JTIeKapCTBEHHBIX CPEJICTB U
MEIUIMHCKUX U3JIEINH (J1aree — rocyAapCTBEHHbBIA OpraH) — rocyAapCTBEHHBINA OpraH,
OCYIIECTBIISIOUINI PYKOBOJCTBO B chepe oOpaleHust IEKapCTBEHHBIX CPEICTB U
MEAMLUHCKUX U3JENINN, KOHTPOJIb 32 00OpallleHUEM JIEKAPCTBEHHBIX CPEACTB U
MEINLIUHCKNAX WU3/IEIINN;

47) ynoJTHOMOYEHHBIA OpraH B 00JaCTH 3/ipaBOOXpaHeHus (ajee -
YIOJTHOMOYEHHBIN OpraH) - IIEHTPATbHbIN UCTIOTHUTENBHBIN OpraH, OCYIIECTBIISIONTUN
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PYKOBOJICTBO ¥ MEXKOTPACJIEBYIO0 KOOPJUHALIMIO B 00JIACTH OXPaHbI 3J0POBbS FPAKIAH
Pecny6nuku Kazaxcran, MequiiuHCKoON U (hapMalieBTUYECKON HAyKu, MEAUITTHCKOTO U
dhapMaleBTHYECKOro 00pa3oBaHusl, CAHUTAPHO-IITUIEMUOIOTUUECKOTO OJIaronoayuus
Hacenenus, oopamenus JIC u MU, kauecTBa okazaHuss MEAUITMHCKUAX YCIyT (TTOMOIIH);

48) Banuaalus perucTpaliMOHHOIO JI0ChEe Ha JIEKAPCTBEHHOE CPEJICTBO MITH
MEUIIMHCKOE U3JIeNINE - OIIEHKA MOJHOTHI, KOMIIJIEKTHOCTH U MPAaBUILHOCTH
odopMIIEeHUS JOKYMEHTOB, aHAJIN3 HOPMATUBHOI'O IOKYMEHTA MO Ka4eCTRY,
MPEJICTABICHHBIX 3asBUTEJIEM B PETUCTPALIMOHHOM JIOCHE;

49) 6roaHamOTUYHBIN JIEKAPCTBEHHBIN TIpenapar (6roaHanor, OMONoA00HBIHI
JIEKapCTBEHHBII npenapaT, OMOCUMUIISP) — OMOJIOTMYECKUI JI€KapCTBEHHBIHN Mpernapar,
KOTOPBII COAEPKUT BEPCUIO JIEHCTBYIOIIErO BEIIECTBA, 3aPErUCTPUPOBAHHOTO
OMOJIOTUYECKOTO OPUTHHAIBHOTO JIEKAPCTBEHHOIO Mpernapara uin pepepeHTHOro
JIEKApCTBEHHOTO Mpernapara 1 1o KOTOpoMy MPOoAEMOHCTPUPOBAHO CXOJICTBO (1oao0ue)
Ha OCHOBE CPaBHUTEJIbHBIX UCCIIEJOBAHUN IO MOKA3aTeNsIM KauecTBa, OMOJI0rMueCcKOn
aKTUBHOCTHU, 0€301aCHOCTH U 3()(PEKTUBHOCTH;

50) OMOAOCTYIHOCTh — CKOPOCTb U CTEINEHb, C KOTOPOIl aKTUBHOE BELIECTBO
BCAChIBACTCS U3 JIEKAPCTBEHHON (hOPMBI M CTAHOBUTCS JIOCTYITHBIM B MECTE JICHCTBUS,

51) OuonornvecKkuii JJIEKapCTBEHHBIN MpemnapaT — JCKapCTBEHHBIN Mpemnapar,
JEHCTBYIONIEE BEIIECTBO KOTOPOTO MPOU3BEICHO WM BBIJEICHO U3 OMOJIOTMYECKOTO
VCTOYHUKA U JIJISl OMMCAHUSI CBOMCTB U KOHTPOJISI KAUeCTBA KOTOPOro HEOOXO0UMMO
coueTaHrne OMOJIOTUYECKHUX U (PU3UKO-XUMHUUYECKHX METO/IOB aHAJN3a C OIICHKOM
IIPOU3BOJICTBEHHOTO ITPOIIECCA U METOLOB Er0 KOHTPOJIS;

52) OMOTEXHOJIOTUYECKUI JI€KAPCTBEHHBIN MpenapaT — JeKapCTBEHHBIHI
npenapar, Iporu3BEACHHBIN MPU TOMOIIH OMOTEXHOIOTUYECKUX TIPOIIECCOB U
MPUMEHEHHS METOJIOB C UCITOJIb30BAHMEM TEXHOJIOTHH PEKOMOUHAHTHOM
N€30KCUPUOOHYKIIEMHOBOM KHUCIOTHI, KOHTPOIUPYEMOU 3KCIIPECCHH T€HOB,
KOJUPYIOIIHUX BEIPAOOTKY OMOJIOTHUECKH aKTUBHBIX OEJIKOB, THOPHIOMHBIX
TEXHOJIOTUHA, MOHOKJIOHAJTLHBIX aHTUTEN WU APYTHX OMOTEXHOJIOTHYECKUX MPOIIECCOB;

53) buodapmaneBTuyeckas cucrema kinaccuukanuu (ganee — bCK) — nayunas
cUCTeMa KJIacCU(UKALMU aKTUBHBIX BEIIECTB HA OCHOBE MX PACTBOPHUMOCTH B Cpefax C
OIpeJIeIeHHBIM TI0Ka3aTeIeM KUCIOTHOCTH (1eroyHocTr) (pH) u creneHu mpoHUKaHUS
4yepe3 CTEHKY KUIICUYHUKA;
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54) Ouonoruveckasi SJKBUBAJICHTHOCTh (OMOIKBUBAJICHTHOCTbD) — OTCYTCTBHUE
3HAYMMBIX PA3JIMUUMA 1O CKOPOCTH U CTENEHH, C KOTOPBIMU JEHCTBYIOIIEE BEIIECTBO
WJIM aKTUBHAS YaCTh MOJICKYJIbI IEHCTBYIOIIETO BEMIECTBA (papMaIreBTHIECKIX
SKBUBAJICHTOB WX (hapMalleBTUUECKUX aTbTEPHATUB CTAHOBSTCS JIOCTYITHBIMU B MECTE
CBOETO JICUCTBUS MPU BBEJICHUU B OJITMHAKOBON MOJISIPHOM J103€ B CXOXKUX YCJIOBUSIX B
UCCIIEOBAHUHU C HAJIJICKAITUM JTU3aTHOM;

55) opurvHaNbHbBIN JEKAPCTBEHHBIN ITpenapaT — JIEKapCTBEHHbIN Mpenapar ¢
HOBBIM JICHCTBYIOILIMM BEILIECTBOM, KOTOPBIN ObLIT MEPBBIM 3apETrUCTPUPOBAH U
pa3MelieH Ha MUPOBOM (papMalleBTUYECKOM PBhIHKE, HA OCHOBaHUH JIOChE,
COJIEPIKAILETO PE3YJIbTATHI MOJIHBIX JOKIMHUYECKUX (HEKIMHUYECKUX) U KIMHUUECKUX
UCCJIEIOBAaHUM, TOATBEPKIAIOIIUX €ro 0€30MaCHOCTh, KayeCTBO U 3P(PEKTUBHOCTD;

56) npouienypa «OHoBeBEep» — MPOIETYPa, B COOTBETCTBUU C KOTOPOIt
OINpPEJEICHUE SKBUBAIEHTHOCTH BOCIIPOU3BEIEHHOIO JIEKAPCTBEHHOI'O CPEICTBA
(reHepuKa) MPOBOJIUTCSI HA OCHOBAaHUHU OMO(hapMaleBTUYECKOU CUCTEMBI
KJIaCCU(PHUKAIIUHN U PE3YJIbTaTOB CPABHUTENIbHBIX UCCIIEJOBAHUI BHE OpraHu3Ma (HH-
BUTPO) C UCIIOJIb30BAaHUEM UCTIBITaHUs «PacTBOpeHue» u npuMeHseTcs sl TBEPAbIX
JIEKapCTBEHHBIX (POpM HEMEAJIEHHOTO BhICBOOOXKAeHUs (1 1 3 kiacc no
ounodapmMarieBTHUECKON cucTeMe Kiaccuukaium);

57) rubpunHbIH JIEKapCTBEHHBIN Mpenapar — JEKapCTBEHHBIN Mpemnapar, He
NOANaAAOIINN O] ONPEIEIIEHHE BOCIIPOU3BEICHHOTO JIEKAPCTBEHHOTO IIpenapara npu
HEBO3MOXHOCTH MOATBEPKICHNS €ro OMO3KBUBAJIECHTHOCTH C IOMOUIBIO UCCIIEA0BAHMM
OMOJOCTYITHOCTH, a TAKXKE B ClTydae, €CJIM B JaHHOM IIpernapare MpoU30IILId U3MEHEHHUSI
JEHCTBYIOLIETO BELIECTBA (BEUIECTB), MOKA3aHUN K IPUMEHEHUIO, TO3UPOBKH,
JeKapCTBEHHOM (POPMBI WIIM ITyTH BBEICHUS IO CPABHEHUIO C OPUTHHAIBHBIM
IIpenapaTom;

58) romeonaruueckuii JiekapCTBEHHBIN MTpenapar — JIeKapCTBEHHBIN Mpenapar,
IIPOU3BENECHHBIN 10 TOMEONIATUYECKOW TEXHOJIOTHUH C UCIIOJIb30BaHUEM
rOMEONAaTUYECKOTO ChIPbsl B COOTBETCTBUU C TpeboBaHUsAMHU (papmaxonen PecryOmmku
Kazaxcran u (unn) EBpa3suiickoro 5JkOHOMMUYECKOT0 COI03a WU B CIIydae Ux
OTCYTCTBHSI B COOTBETCTBUHU C TPEOOBAHUSIMHU FOMEONATUYECKUX (papmakomneii;

59) nexapcTBEHHOE CPEJICTBO — CPEACTBO, MPEACTABIISAIONICE COOOM MITH
coJieprKaliiee BEemecTBO JTM00 KOMOMHAITUIO BEIIECTB, BCTYIAIOIIEE B KOHTAKT C
OpraHU3MOM YEJIOBEKa, MpeIHa3HAUCHHOE IS JICUSHHUS, MPO(HIaKTUKH 3200 IeBaHHUM
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YeJI0BEKA WJIM BOCCTAHOBJICHUS, KOPPEKIIMH UM U3MEHEHHSI €T0 (PU3HOTOTHICCKUX
byHKIMN TOCpeIcTBOM (hapMaKOJIOTHIECKOTO, MMMYHOJIOTUYECKOTO JTM00
METa0O0TUICCKOTO BO3ICHCTBUS, WU JIJIs JUATHOCTUKH 3a00JI€BaHUN U COCTOSTHUS
YEJI0OBEKa;

60) 3akiroueHne 0 6€30MacHOCTH, KauecTBe U A((HEKTUBHOCTH JIEKAPCTBEHHOTO
CpeaCTBa — JOKYMEHT, COJICP KA pe3yIbTaThl SKCTIEPTU3bI 3asIBJICHHOTO Ha
TOCYJapCTBEHHYIO PETUCTPAIIHIO, TIEPEPETUCTPAIINIO WM BHECCHUE N3MEHEHUH B
PETHCTPALIMOHHOE JIOCHE JICKAPCTBEHHOTO CPEJICTBA;

61) HepanMoHaIbHast KOMOMHAIMS COCTaBa JICKAPCTBEHHBIX CPEJICTB — COCTAB
JIEKapCTBEHHOTO CPEJICTBA, HE COOTBETCTBYIOIIMM MPENoaraeMbIM
(dhapMaKoIOTrHIeCKUM CBOMCTBAM U JCHCTBUIO;

62) UHCTPYKIIMS IO MEAUIIMHCKOMY MMPUMEHEHUIO JIEKAPCTBEHHOT'O CPE/ICTBA
(JIMCTOK-BKJIAJIBIII) — TOKYMEHT, COJAEPKAIMN HH(OPMAIIUIO I TOTPeOUTens u
CONPOBOKIAIOIINH JIEKAPCTBEHHBIN Mpenapar B YIIaKOBKE;

63) HOpMaTUBHBIN JOKYMEHT 10 KaY€CTBY JIEKAPCTBEHHOT'O CPEJICTBA —
JOKYMEHT, YCTaHaBJIUBAIOIIUNA TpeOOBaHUS K KOHTPOJIIO KaUYeCTBa JIEKAPCTBEHHOTO
CPEACTBA B MOCTPETUCTPALMOHHBIN NIEPUOJ HA OCHOBAHUU ITPOBEJEHHON SKCIIEPTU3bI
JIEKapCTBEHHOTO CPEACTBA MPH €0 PETUCTPALIMU U COAEP KA crieu(pUKaLIUIO,
ONMCAHUE AHATUTUYECKUX METOIUK U MCIBITAHUI JIEKAPCTBEHHOTO CPEICTBA UIIU
CCBUIKM HA TaKUE UCIIBITAHUs, a TAK)KE COOTBETCTBYIOIINE KPUTEPUU TPUEMIIEMOCTH
JUIS TIOKa3aTesen KayecTBa;

64) cranmapTHbIe 00pa3Ilbl JEKAPCTBEHHBIX CYOCTAHIINI U UX TTPUMeECei —
BEILIECTBA CPABHEHMUSI, KCTIOJIb3yEMbIE TIPHU MPOBEJACHUHU IKCTIEPTU3bI UCITBITYEMBIX
JIEKAPCTBEHHBIX CPEJICTB;

65) mpOU3BOIUTENb JTIEKAPCTBEHHBIX CPEJICTB — OPTaHU3alIMs], OCYIECTBRIISIONIAS
JEATEBHOCTD MO MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB U UMEIOIIAs JIUIICH3UIO Ha
MIPOU3BOICTBO JICKAPCTBEHHBIX CPEJICTB;

66) 1eKapCTBEHHOE PACTUTEIBHOE ChIPhE — CBEIKHE WIIM BBICYIIICHHBIC PACTEHUSI,
BOJIOPOCIIN, TPUOBI UITH JIMIIAWHUKY JINOO UX YaCTH, IETbHbIC I U3MEIIbUYeHHBIE,
UCIIOJIb3YEMBbI€ JIJIsl TPOU3BO/JICTBA JICKAPCTBEHHBIX CPE/CTB;

67) ob111ast XapaKTEepUCTUKA JIEKAPCTBEHHOI'O CPEJICTBA - IOKYMEHT,
YTBEPIKIAEMbIN YITOJTHOMOYEHHBIM OPTaHOM TIPH TOCYJAPCTBEHHOW PEruCTpaliuu
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JIEKapCTBEHHOTO CPEJICTBA, COACPKAIINI HHPOPMALIUIO I MEUIUHCKUX PAOOTHUKOB
0 0e3omacHoM U 3G HEeKTHBHOM MPUMEHEHHUH JIEKAPCTBEHHOTO MIpenapara;

68) neKkapCcTBEHHBIN Ipenapar ¢ XOPOIlIO U3YYEHHBIM MEIUIIMHCKUM
MPUMEHEHHUEM — JICKaPCTBEHHBIN IMpernapar, akTUBHOE BEIIECTBO KOTOPOT'O XOPOIIIO
U3YYEHO B X0JI€ MEUITMHCKOTO MMPUMEHEHUS, TIPH 3TOM MIPU3HAHKI €T0 YPHEKTHBHOCTH
U TIpreMJieMast CTEeTIeHb 0€30M1aCHOCTH, MOATBEPKICHHbIE TTOIPOOHBIMU
oubnuorpauuEeCKMMHU CChUTKAMU Ha OIMyOJIMKOBAaHHBIE TAHHBIE O
MOCTPETUCTPAIMOHHBIX U (WJIH) STTUAEMHUOIOTUUECKUX UCCIETOBAHUSIX, U TIPOIILIO HE
MeHee 10 JieT ¢ 1aThl IEPBOTO CUCTEMATUYECKOTO U JIOKYMEHTUPOBAHHOTO MPUMEHEHUS
JEHUCTBYIONIETO BEIlIeCTBA (JCHCTBYIOIIMNX BEIIECTB) JAHHOTO JIEKAPCTBEHHOTO
npenapara;

69) nexapcTBeHHBIE IpenapaThl nepeaoBoi tepanuu (nanee — JINIIT) —
JIEKaPCTBEHHBIE MPEMAPAThl MEAULIMHCKOTO ITPUMEHEHHS, SIBJISTIOIINECS
JIEKapCTBEHHBIMHU MpenapaTaMy F€HHOU TEPANUU, TEPAUU COMATUHYECKUMHU KIIETKAMH,
TKaHEMH)KEHEPHBIMU TperapaTaMy WM KOMOMHUPOBAHHBIE MTPENapaThl i Mepe10BOn
TepaInuu;

70) IMMYHOJIOTUYECKUI JIEKAPCTBEHHBIN MpenapaT (MMMYHOOHOIOTHUECKHIA
JIEKapCTBEHHBIH MpernapaT) — JeKapCTBEHHBIN Mpenapar, npeaHa3HauyeHHbIA 715
(bopMHUpPOBaHUS AKTHBHOTO WJIA MTACCHBHOTO UMMYHHUTETA WM TUArHOCTUKY HATHYIHNS
UMMYHUTETA, WJIN JUArHOCTUKH (BBIPAOOTKH) crieln(ruueckoro npuoopeTeHHOTO
WU3MCHCHHS MMMYHOJIOTHYECKOTO OTBETA Ha aJIJICPTU3UPYIONINE BEIIECTBA;

71) nnaH ynpaBieHUs pUCKaMU — MOAPOOHOE ONMKUCAHUE CUCTEMbI YITPaBICHUS
pUCKaMU;

72) mepuoANIEeCKU OOHOBISIEMBIH OTYET 0 0€30MaCHOCTH — OTYET ACPIKATEIIS
PErUCTPAIMOHHOTO YAOCTOBEPEHUS JICKAPCTBEHHOTO TIpernapara 3a onpeeaeHHbII
NEepPUOJI BPEMEHU B TEUCHHE MOCTPETUCTPALIMOHHOIO MEPUOJIa TPEAOCTABISIEMbIN ISt
OIIEHKH COOTHOIICHUS «I10JIb3a — PUCK» JIEKAPCTBEHHOIO MPernapara;

73) BOCHIpOM3BEAEHHBIN JIEKaPCTBEHHBIN Npenapar (FT€HEpUK) — JIEKAPCTBEHHBIN
rpenapar, KOTOPbId UMEET TaKOM K€ KOJIMUYECTBEHHBIN M KAYECTBEHHBINM COCTAB
JICHCTBYIONTUX BEIIECTB U TY )K€ JIEKAPCTBEHHYIO (POPMY, UTO M OPUTUHATHHBIHI
JIEKapCTBEHHBIH MpernapaT, 1 OMO3KBUBAJIEHTHOCTh KOTOPOTO OPUTHHATBHOMY
JIEKapCTBEHHOMY MpPEINapary MOATBEPKIAETCS COOTBETCTBYIOIMMU UCCIEI0BAHUIMU
ouogoctynHocTH. Pazinudnsie conu, 3¢upsl, 30MEphl, CMECH U30MEPOB, KOMILIEKCHI
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WJIU TIPOU3BOJIHBIE ICHCTBYIOIIETO BEIIECTBA MPU3HAIOTCSA OJHUM U TEM Ke
JEHCTBYIOIITUM BEIIECTBOM, €CJIM X 0€30MacHOCTh U 3 (PEKTUBHOCTH CYIIECTBEHHO HE
oTyinyaroTcs. Paznuunbie nekapcTBEHHbIE (DOPMBI )1l pUeMa BHYTPh C HEMEIJICHHBIM
BBICBOOOK/ICHUEM BEIIIECTB IIPU3HAIOTCS B paMKax UCCIEA0BAHUM OMOJOCTYITHOCTH
OJIHOM U TOM ke JIeKapCTBEHHOU (popMoi;

74) ctpanbl peruoHa MexTyHapo1HOM KOH(EepEeHIH 110 TapMOHU3ALUN
TEXHUYECKUX TPEOOBAHUI K OpEruCTpALMH JIEKAPCTBEHHBIX MPENapaToB s
meauimackoro npumenenus (ICH) (AiCulitu) — rocynapcTBa, peryisaTOpHbIe OpraHbl
KOTOPBIX BXOASAT B COCTaB yupeauteneil u noctostHHbIX wieHoB ICH (cTpanbl
EBpomnetickoro coro3a, BenmukoOpuranus, Coequnennsie [ltater AMepuku, SnoHus,

[ eitapus, Kanana) (nanee — crpansl pervuona ICH (ACudiiv));

75) DKCHepTHBIN COBET rOCYIapCTBEHHOM SKCIIEPTHON OpraHu3alui (1aaee —
OKCHEPTHBIN COBET) — KOJUIETHAIbHBINA OpraH, CO3/aBaEMbIi B TOCY1apCTBEHHOMN
DKCIIEPTHOW OpPraHU3aluy 110 PACCMOTPEHMIO CIIOPHBIX BOIIPOCOB B PE3YJIbTATaX
AKCIIEPTHU3bl, OCHOBAHU (ITPUYMH) BbIAAYM OTPULIATEIbHBIX 3aKIOYEHUH O
Oe3omacHoCTH, KauecTBe U 3(P(HEKTUBHOCTH JIEKAPCTBEHHOT'O CPEJICTBA WIIH
MEIULIUHCKOTO U3AENUS U IPUHATHIO OKOHYATEIBbHOTO PEUICHUS;

76) opdanHbIil (penKuil) JeKapCTBEHHBIN Mpenapar — JeKapCTBEHHBIN Ipenapar,
MPEIHA3HAYCHHBIN U1l JUarHOCTUKH, STHONATOT€HETUYECKOTO MU MTaTOT€HETUYECKOTO
nedenust opdaHHbIX (penKuX) 3a00IeBaHUM, 4aCTOTa KOTOPBIX HE MPEBBIIIACT
odumanbHO onpeneaeHHoro ypoBHs B Pecniyonuke Kazaxcran;

77) paagunodapmaleBTUYECKUNA JIEKapCTBEHHBIN MpenapaT — JeKapCTBEHHbIN
npernapar, CoJlepsKalliil B ToTOBOM ISl IPUMEHEHHS] COCTOSIHUU OJIMH WJIM HECKOJIBKO
PalMOHYKIUIO0B (PaJHOAaKTUBHBIX U30TOIOB) B KAYECTBE JICHCTBYIOILIETO BELIECTBA WIIN
B COCTaBe JICHCTBYIOIIETO BEIECTBA;

78) pedepeHTHBI JIeKapCTBEHHBIN MTpenapar — JICKapCTBEHHBIN ITpenapar,
KOTOPBIM UCIOJIB3YETCS B KAUECTBE IIperapaTa CPaBHEHUS U SABIIIETCS HTAJIOHOM, I10
KOTOPOMY OIPENEISAIOTCS (HOPMUPYIOTCSI) CBOMCTBA JIEKAPCTBEHHOIO IIPENapaTa;

79) nagnexariasi IpoOU3BOICTBEHHAs MTPAKTHUKA — COCTaBHAsI 4YaCTh CUCTEMBI
o0OecrieueHus1 KauecTBa, FapaHTUPYIOIIasi IPOU3BOJICTBO U KOHTPOJIb KauecTBa
JIEKAPCTBEHHBIX CPEJICTB MO CTAHAAPTAM B COOTBETCTBUHM C UX MPEAHAZHAYEHUEM U
TpeOOBAHUSAMU PETUCTPALIMOHHOTO J10CHE;
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80) nepxarteyib pErUCTPAIMOHHOTO YAOCTOBEPEHUS — IOPUANYECKOE JIUIIO,
SIBJISTIOIIICECS] PE3UICHTOM WU HepesuaeHToM Pecryonnku Kazaxcran, Ha ums
KOTOPOTO BBIIAHO PETUCTPALIMOHHOE YAOCTOBEPEHHUE HA JICKAPCTBEHHBIN Mpenapar;

81) papmaneBTuueckas cyoctannus (akTuBHAs (hapMaIieBTUYECKast CyOCTaHITH )
— JIEKapCTBEHHOE CPEACTBO, MPEAHA3HAYECHHOE /ISl IPOM3BOJICTBA U U3TOTOBIICHHUS
JIEKApCTBEHHBIX MPEMAPaTOB;

82) nccienoBaHue 3KBUBAJICHTHOCTH — UCCIIEA0OBAHKUE, KOTOPOE OMPEESIET
9KBUBAJICHTHOCTh MEXy TEHEPUKOM M OPUTHHAIBHBIM (peepeHTHBIM)
JIEKApPCTBEHHBIM CPEACTBOM IPHU UCIIOIB30BAHUHU UCCIEI0BAHUN UH-BUBO (BHYTPH
opranu3Ma) u (Win) UH-BUTPO (BHE OpraHU3Ma);

83) nekapCTBEHHBIN PACTUTENBbHBIN NpenapaT — JEKapCTBEHHbIN Npenapar,
coJiep Kallliii B Ka4eCTBE AKTUBHBIX KOMIIOHEHTOB UCKIIFOUUTEIIBHO JIEKAPCTBEHHOE
PacCTUTENBHOE ChIpbe U (WJIM) Mpenaparbl Ha €ro OCHOBE;

84) no3upoBKa — KOJUYECTBO (CO/IEpKaHKE) IEUCTBYIONIETO BEIIECTBA B €AMHUIIE
JIEKapCTBEHHOM ()OPMBI, a TAKKE B €IMHUIIE MACCHI WJIM 00beMa JIEKApCTBEHHOTO
npernapara, 3Ha4uMoe JJIs1 TPABIIIbHON HASHTU(PUKAIIUN U IPUMEHCHHSI
JIEKapCTBEHHOTO Mpenapara;

85) pedepeHTHBIE CTpaHbl — CTPAHbI €BPOMNEHCKOTO U IIEHTPATIbHO-a3UaTCKOTO
pEerruoHa, MakKpO3KOHOMHYECKH corocTaBuMeble ¢ PeciyOnmkoit Kasaxcran,
OTHOCSIIMECS K TPYIIE CTPAH BBICOKOTO, BBIIIE CPEIHETO MU HUKE CPEAHETO YPOBHS
JI0XO0JIOB, COTIACHO Kiaccudukanuu BcemupHoro 6aHka 1mo orieHOYHOMY YPOBHIO
BAJIOBOTI'O HAIIMOHAJIIBHOTO AOXO0Ja Ha AYIIy HACEIEHUs, U3 KATETOPUHU KPEAUTYEMBIX
MexayHapoIHbIM OaHKOM PEKOHCTPYKLMHU U pa3BuTHs (A3zepOaiimxaH, benapychs,
bonrapus, Benrpus, Keiprescran, [Toasimna, Poccus, Cnoenus, Typuus, Y30ekucran);

86) 3apeructpupoBannas 1iea B pamkax ['OBMII u (wnn) B cucreme OCMC —
pacueTHas 0a3oBas lieHa Ha ToproBoe HauMeHnoBanue JIC mist hopmupoBaHus
peAeNbHOM [IEeHbl Ha TOproBoe HauMeHoBaHue B paMkax 'OBMII u (unu) B cucreme
OCMC, cocrosiias U3 1EHbI TPOU3BOIUTEIIS;

89) DDP MHKOTEPMC 2020 — MexayHapOHbIN TOPTOBBIN TEPMUH
CTaHJAPTHBIX YCIOBUN JOTOBOPOB MEKIyHAPOIHON KYTUIU-IPOAAXKH, KOTOPHIE
pa3zpaboTaHbI U OIpeaesieHbl MexXTyHapOoJHOW TOProBOil mayiaToi.



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025
aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 30.04.2025
o ‘ a [ ¥ | DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata pesakiyuu 22.04.2025

P K
eciryOnuku KazaxcraH B 2JIeKTPOHHOM BHJIE Tlata ckaumBanms 30.04.2025

90) pedepentHoe 1IeHOo0Opa3oBanue Ha JIC - cucTeMa aHanm3a IieH Ha TOPrOBOe
HanMmeHoBanue JIC, ocHOBaHHas Ha MIPEJCTABICHHBIX 3asiBUTEIEM 1IEHaX OJHOTO U TOTO
xe npousBojutena JIC ¢ OTHUM U TeM K€ aKTUBHBIM BELIECTBOM, C YUYETOM
JIEKapCTBEHHOM (POPMBI, KOHIICHTPALIUU U JJO3UPOBKHU B PEPEPEHTHBIX CTPAHAX U
JTAHHBIX CAaTOB MEXKyHAPOIHBIX OpraHU3aIMii, B TOM YUCJIE B CTPAHE MPOU3BOIUTEIIS
JIC mipm ero peanuzanui, a Takke (hakTUIECKoM 1eHbl BBo3a B Pecniybnuky Kazaxcran;

91) enununa uzmepenus JIC (eauHuna 3akymna) — eIMHUIA JO3UPOBAHHON
(pa3zneneHHoi) JeKapcTBEHHON (hOPMbI WIIH OTPAHUYEHHOTO IEPBUYHON YIaKOBKOU
o0beMa (Macchl) HeIO3UPOBaHHOM (Hepa3aeaeHHOM) IekapcTBeHHOM Gopmbl 1t JIC;

92) 3apeructpupoBaHHas IeHa JJIsl ONITOBOM U PO3ZHUYHOW peaau3aiuy —
pacueTHas 0a3oBas 11eHa Ha ToproBoe HaumeHoBaHue JIC mis hopmupoBanus
MpEIETBbHON IEHBI Ha TOProBoe HanmMeHoBaHue JIC 11t ONTOBOM M pO3HUYHOU
peanuzanuu JIC, cocTosinias U3 npeieabHON IEHbI TPOU3BOIUTEIIS;

93) KazaxcraHCKuil HAIIMOHATBLHBIHN JIEKAPCTBEHHBIA (DOPMYJISIP — MIEPEUCHD
JIEKapCTBEHHBIX CPEJCTB C JIOKa3aHHOW KIIMHUYECKOW 0€301aCHOCThIO U
3¢ (HEeKTUBHOCTBIO, a TakKe Op(haHHBIX (PEAKUX) JIEKapCTBEHHBIX MPENapaTos,
SIBIIAIOIIMICS 00s3aTeIbHON OCHOBOM JI pa3pa0bO0TKH JIEKApCTBEHHBIX (OPMYIISIPOB
MEUIIMHCKUX OpraHu3aluii 1 GOpMHUPOBAHUS CIIUCKOB 3aKyIa JEKAPCTBEHHBIX
CPEIICTB B paMKaX rapaHTUPOBAHHOTO 00BbeMa OECTUIATHON MEIUITMHCKON TTOMOIIU U
(w1n) B cUcTeEME 00513aTEIbHOTO COIMATIBHOTO MEIUIIMHCKOTO CTPAaXOBaHUSI.

I'nasa 2. Ilopsaaok oka3aHUs KOMIIO3UTHOM rocy1apCTBEHHOM yCIYyIH
«Perucrpanus JeKapcTBeHHbIX CPEACTB U MEAUIMHCKUX M31eJIUH 110 MPUHIUITY
«eIMHOI'0 OKHA»

13. Ins nosty4eHus KOMIIO3UTHOW FOCYIapCTBEHHOM yciyru «Peructpanus
JIEKapCTBEHHBIX CPEACTB U MEAULIMHCKUX U3EIIUNA 110 MPUHIIMUITY «EAHMHOTO OKHA»
(manee — rocygapcTBeHHas ycuyra) GU3ndecKue Wi I0pUIndecKre aura (aanee -
yCIIyTOIOoIy4aTelb) yepe3 HHHOPMAILIMOHHYIO CUCTEMY YIIOJTHOMOYEHHOTO OpraHa
NOJIAI0T 3asiBJIEHUE MO popMe, COraacHo npuioxkeHusM 1 u 2 k Hacrosuum IIpaBunam,
MOJINMKUCAHHOE AIEKTPOHHOM 1 poBoii noanuckio (panee — DLI1) ycnyrononyvarens
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WIH YIOCTOBEPEHHOE OJJHOPA30BbIM MTAPOJIEM, IPH PETUCTPALIUU U TTOJKIIOYECHUS
a0OHEHTCKOT0 HOMEpa YCIyTronoy4aresis, IpeI0CTaBICHHOTO OMepaTOpOM COTOBOM
CBS3H, K YUETHOH 3anucu HH(OOPMAIMOHHON CUCTEMBI YIIOJTHOMOYEHHOTO OpraHa.

14. HaumeHoBaHue TOCyAapCTBEHHON yCIIyT'y, HAUMEHOBAHHUE YCIYToaTess,
CIOCOOBI MPEI0CTABIICHUS, CPOK OKa3zaHus, popmy, pe3yinbTaT OKa3zaHUs
rocyJapCTBEHHON yCIIyTH, rpaduk paboThl yciayroaareis U 00beKTOB HH(POPMaLIUH,
NepeYeHb JOKYMEHTOB U CBEACHUI, UCTPEOYEMBIX Y YCIyTOMOIyYaTelis sl OKa3aHUs
roCyJIapCTBEHHOM YCITyTH, OCHOBAHMS ISl OTKa3a B OKa3aHUU TOCYJapCTBEHHOM
yCIIYTH, yCTaHOBJIEHHbIE HacTos MU [[paBuiamMu MpuBeIeHbI B IEPEUHE OCHOBHBIX
TpeOOBaHMIA K OKa3aHUIO TOCYIAPCTBEHHOM YCIyTH (J1anee — TpeOOBaHMS K OKA3aHHIO
rocyJapCTBEHHON YCIIYTH) COTJIaCHO MPUIIOXKEeHHIO 3 K HacTosmuM [IpaBunam.

[Tpu 3TOM, 3adBUTENDL BEIOMPAET BCE BUBI YCIYT, BKIOYEHHBIX B KOMIIO3UTHYIO
rOCyIapCTBEHHYIO yCIIyTY, IM0OO IO OTAEIbHOCTH.

15. Ycnyronony4darens JaeT COrjaacue Ha UCIOIb30BAHUE CBEACHUM,
COCTAaBJISIFOIINX OXPaHAEMYI0 3aKOHOM TaifHYy, COJIep KaIIuXcsi B MHOOPMAITMOHHON
CUCTEME YNOJIHOMOYEHHOr0 OpraHa, pu OKa3aHUM rocyJapCTBEHHOM YCIyTH, €cliv
WHOE HE MpeayCMOTpeHo 3akoHamu Pecryonuku Kazaxcran.

16. Ycnyrogatenu moiaydaroT nu(poBbie TOKYMEHTHI U3 CEpBHUCA ITUGPOBBIX
JOKYMEHTOB U€pe3 peaIn30BaHHYI0 HHTETPALIMIO IIPU YCIOBUM COTJIACHs BIIaJelblia
JNOKYMEHTA, MPEIOCTABIECHHOIO IMIOCPEACTBOM 3aPETUCTPUPOBAHHOTO B
UHGOPMAITMOHHON CUCTEME YIIOTHOMOYEHHOTO opraHa abDOHEHTCKOT0 HOMEPa COTOBOM
CBSI3M MOJI30BATENS IYyTEM IMEPEIadun OJTHOPA30BOI0 MapOJIsl MJIU ITyTEM OTIPABICHUS
KOPOTKOT'O TEKCTOBOTO COOOIIIEHUS B KAYECTBE OTBETA HA YBEJOMIICHUE U3
UH(OPMAIIMOHHON CUCTEMBI YIIOJTHOMOYEHHOT'O OpraHa.

17. Tlpu oOpaliieHu# yCIyTomorydaTesl ocjie OKOHUYaHUS pabouero BpeMeHH, B
BBIXOIHBIC U TTPa3THUIHBIC THU COTJIACHO TPYIOBOMY 3aKOHOIATEILCTBY, MPUEM
3as1BJICHUI U BbIJIaya pe3yJbTaTOB OKa3aHUS FOCYJaPCTBEHHOM YCIYTH OCYIIECTBISETCS
CIEAYIOIIUM pabOUuuM JTHEM.

18. IIpu pegocTaBiaeHUN YCIYTonoydaTeaeM MocpeACcTBOM HHPOPMAITMOHHOM
CHUCTEMbI YIIOJIHOMOUYEHHOT'O OpraHa JOKYMEHTOB, IPEAYCMOTPEHHBIX TPEOOBAaHUEM K
OKa3aHMIO TOCYIAPCTBEHHOM YCIyTH, B «(JIMUHOM KaOWHETE» YCIyromnoaydaress
0TOOpaXaeTcs CTaTyC O MPUHSATUU 3asIBIICHUS JJISI OKa3aHUs TOCYJapCTBEHHOU YCIYTHU C
yYKa3aHHUEM J1aThl [TOTYUYEHHUS €€ pe3yIbTaTa.
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19. Ycnyromnomnyuarenb 00€CreUnBaET 10CTOBEPHOCTD, ITOJTHOTY U COAEPKaAHUE
IIPEIOCTABIEHHBIX JOKYMEHTOB B COOTBETCTBUH C ACHCTBYIOLIMM 3aKOHOAATEIbCTBOM
Pecny6nuku Kazaxcran u nacrosimumu [lpasunnamu. [IpegocraBinenue
yCIIYyTOII0JIy4aTeIeM HEJOCTOBEPHBIX JAHHBIX SIBIIETCS OCHOBAHUEM UL OTKa3a B
OKa3aHUHU roCy/1IapCTBEHHOMN YCIIyTH.

20. B ciiydae nosrydeHus ycayromnoiydareseM IUCbMEHHOTO OTKa3a B OKa3aHUU
roCyIapCTBEHHOM YCIIyTH, IPOU3BEACHHAS UM OILIaTa HE BO3BPAIAETCA.

21. Ilo pe3ynpTaram OKa3aHusi TOCYAAPCTBEHHOM YCIYTH YCIYTOMOIY4YaTENIO
BBIJJAETCS OJUH U3 IOKYMEHTOB, IPEAYCMOTPEHHBIX NpHIIOKEHUsIMU 4, 5, 6, 7 1 8
HacTosiux [TpaBun mubo oTpULIaTENbHBIX 3aKII0OUEHUN 0 0€30MaCHOCTH, KAYECTBE U
3¢ (GEKTUBHOCTH JIEKAPCTBEHHOT'O CPECTBA MIJIM MEAUIIMHCKOTO U3ICIIUS WU
MOTHBUPOBAHHBINA OTKA3 B OKa3aHUU TOCYAapCTBEHHON yCIIyTH, 10 hopMam
IpeAyCMOTPEeHHBIM NpuitokeHusaMu 9, 10, 11 u 12 nacrosmux [IpaBuii, koTopsie
HAIPABJISIIOTCS B «JIMYHBIN KaOMHET» yCIyromnoiaydarens B opMe dJIEKTPOHHOTO
JTOKYMEHTA.

22. OO0muii cpok OKa3zaHus TOCyAapCTBEHHOU yciayru He npesbimaet 100 (cTo)
pabouux THEH.

23. ’Kanob6a Ha peunieHue, aeiictus (0e3A€MCTBUS) yCIyTroaaTess Mo Bompocam
OKa3aHMsI TOCYIAPCTBEHHOMN YCIYyTrd MOXKET OBITh IMOJJaHa Ha UMS €TI0 PYKOBOJIUTES, B
YIOJIHOMOYEHHBIN OpraH Mo OIEHKE U KOHTPOJIIO 32 KAUECTBOM OKa3aHUs
rOCyJapCTBEHHBIX YCIYT B COOTBETCTBUU C 3aKOHOAATENHLCTBOM PecryOimku
Kazaxcras.

B ciiyuyae nocTymiieHus kano0bl B COOTBETCTBUM C MYHKTOM 4 cTaThu 91
AJIMHUHUCTPaTUBHOIO MPOLIETypPHO-TIPOLECCYyalbHOT0 Kojiekca PecyOnuku Kazaxcran
(manee - AINTIK PK) ycioromarenem HanmpaBisieTcsl B OpraH, pacCMaTPUBAIOITUN
#ajno0y B TeueHue 3 (Tpex) pabouux AHEH CO JHS €€ MOCTYIUICHHUS.

KanoOa yciyrogarens He HapaBIsAe€TCA B OpraH, paccMaTpUBaOLINi kano0y B
Ciy4yae IpUHSTHS OJaronpusiTHOTO aKTa, COBEPIICHUS aIMUHUCTPATUBHOTO JACHCTBUS,
MOJIHOCTBIO YAOBIIETBOPSIONIME TpeOOBaHNUSA, YKa3aHHbIE B Kajno0e.

24. XKanoOa 3asBUTENSI B COOTBETCTBUU C IMTyHKTOM 2 cTaThu 25 3aKoHa
HOJJIEKUT PAaCCMOTPEHUIO:

yCIIyrojiaTesnem - B TeueHue S (MmaTr) pabounx JHEH cOo JHS €€ perucTpallny;
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YIIOJITHOMOYEHHBIM OPTaHOM IO OLIEHKE U KOHTPOJIIO 3a KAYECTBOM OKAa3aHMs
roCyJIapCTBEHHBIX YCIYT - B TeueHue 15 (maTHaaiaTi) pabouux JHEH co JHS ee
perucTpanuu.

25. Cpok paccMOTpEHHUS Kano0bl yCIIOTry1aTesieM, YIIOJTHOMOUYEHHBIM OPTaHOM
MO OLICHKE U KOHTPOJIIO 33 KaUeCTBOM OKa3aHUs TOCYIapCTBEHHBIX YCIYT B
COOTBETCTBHH C MYHKTOM 4 cTaThu 25 3akoHa npojyieBaeTcs He 6osee yem Ha 10
(mecsiTh) pabouux AHEH B CydasiX HEOOXOIUMOCTH:

1) npoBeieHNs AOMOTHUTEILHOTO U3YYEHUS WU TPOBEPKHU IO xKano0e Tubo
IIPOBEPKH C BBIE3/IOM Ha MECTO;

2) noty4eHus AOTOJTHUTEIbHON H(GOPMAIIHIH.

B ciyuae npojyieHus cpoka pacCMOTPEHHUS KaloObl TOKHOCTHOE JIUIIO,
HaJeJICHHOE TTOJIHOMOUYHUSAMH 110 PACCMOTPEHUIO Kano0, B TeueHue 3 (Tpex) padbouux
JHEW ¢ MOMEHTa MPOJICHUS! CPOKA PACCMOTPEHUS Kallo0bl COOOIIAET B MUChMEHHON
dbopme (pu mojaye xano0bl Ha OYyMaKHOM HOCHUTEIIE) UK JIEKTPOHHOM dhopme (TIpu
1o/1aye >Kajio0bl B AJIEKTPOHHOM BHU/IE) 3aBUTEIIO, TOAABIIEMY Kajno00y, O IPOJICHUH
CpOKa pacCMOTPEHUs KajloObl ¢ yKa3aHWEM IPUYUH MPOITICHHUSL.

26. Ecniu unoe He npemycmoTpeno 3akoHamu PecryOmnku Kazaxcran,
00’kaJIoBaHME B Cy/I€ JIOMTyCKAETCs MOCie 00KajJoBaHUS B aAMUHUCTPATUBHOM
(mocymeGHOM) MOpsiAKE B COOTBETCTBUH C myHKTOM 5 ctathul 91 AIIIIK PK.

I'naBa 3. [lopsiiok npoBeieHUs IKCIIEPTU3bI, PETHCTPALIMU, NepPepPerucTpannu,
BHECEHMSI U3MEHEHM B PeruCcTPAIlMOHHOE 0Che JIEKAPCTBEHHOT'0 CPeCTBA WIH
MEeIUIUHCKOT0 U3/1eJIUsl, PErHCTPalus HeHbl U BHECEHUS] N3MEHEHUS B LIEHY
NMPOU3BOAUTEJISl JIEKAPCTBEHHOI0 CPeICTBA WJIM MEIUIMHCKOI0 U3/1eJus,
(opMupoBaHu npeaebHBIX IIeH HA JIEKAPCTBEHHbIE CPEACTBA

27. DKkcnepTu3a JIEKapCTBEHHOTO CPEJICTBA COCTOUT U3 CIAEAYIOIIMUX ATAIOB:
1) HayanpHas SKCIEPTHU3A;
2) crienuanu3upoBaHHAs IKCIIEPTU3A;

3) naGopaTopHbIC UCTIBITAHUS.
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28. [Ins mpoBeAeHUs SKCIEPTU3bI JIEKAPCTBEHHBIX CPEJCTB MPU UX
roCy1apCTBEHHOMN PErUCTPaALMU U NIEPEPETUCTPAIIUHN 3aIBUTEIb MIOCPEICTBOM
MH()OPMALIMOHHOM CUCTEMBI YIIOJTHOMOYEHHOTO OpraHa MpeOCTaBIsAET CIEaYIOIIe
JOKYMEHTBI:

1) 3asiBieHME HA MPOBEJCHUE YKCIIEPTHU3bI JIEKAPCTBEHHOT'O CPEACTBA (J1anee —
3asIBJICHHE) B 3JICKTPOHHOM BHJIE TIO (POPME COTIIACHO MPWIOKEHUIO | K HACTOSAIIUM
[IpaBunam;

2) perucTpalmoHHOE TOChE B IIEKTPOHHOM BHUJE B hopMare
MEXIIITaT(MOPMEHHOT0 3JIEKTPOHHOTO TokyMeHTa («pdf» popmar):

nepevyeHb JOKYMEHTOB, IPENOCTABISEMbIX JJIS SKCIIEPTU3bI IPOU3BOIUTEIISIMU
Pecnyonuku Kazaxcran no ¢popme cornacHo npuioxkennto 13 k HactosiuMm [IpaBuiam;

NepeYeHb TOKYMEHTOB, IPEJOCTABIsIEMBIX B (hopmaTe OOILIEro TEXHUYECKOrO
JOKYMEHTa, 110 (popMe COrJIacHO MpuiioxkeHuto 14 k HactosiuM [IpaBunam;

3) cBeAeHUs, MOATBEPKAAIOIIME OIUIATy 3asBUTEIEM HA PACUETHBIN CUET
roCyapCTBEHHOM SKCIEPTHOW OPraHU3alMKU CYyMMBI JIJIs1 IPOBEACHUS SKCIEPTHUBI,

4) 00pa31ibl JEKAPCTBEHHBIX CPEACTB, CTAHIAPTHBIE 00Pa3Ibl XUMUYECKUX
BEIIECTB, CTaHAAPTHBIE 00PA3I[bl OMOJIOTMUYECKHX JIEKAPCTBEHHBIX MPENapaToB, TECT-
ITAMMbl MUKPOOPTaHU3MOB, KYJbTYpPbI KJIETOK, B KOJIMYECTBAX, JOCTATOUHBIX JIJIS
TPEXKPATHBIX JJAOOPATOPHBIX UCIIBITAHUI C OCTATOYHBIM CPOKOM FOJTHOCTH HE MeHee 9
(teBsITH) MeCSIIeB (32 UCKITIOYEHUEM CITy4YaeB, HE TPEOYIOIINX MPOBEACHUS
1a00paTOPHBIX UCIIBITAHUI ),a TAK)KE ClieUU(PUUECKUEe peareHThl, pacXOoaHbIe
MaTepHalIbl, MPUMEHSIEMbIC TTPH MPOBEICHNH JTa00PATOPHBIX UCTTBITAHHMA
JIEKapCTBEHHBIX CPEACTB, 00PA3IbI IEKAPCTBEHHBIX CPEJCTB, COJIEpPIKAILINE
HapKOTHUYECKHUE CPEJICTBA, ICUXOTPOITHBIE BEUIECTBA U IIPEKYPCOPHI, a TAKKE
TpeOyrolre 0COOBIX YCIIOBUN XpaHEHHUsI (TEMITEpaTyPHBIN PEeKUM, BIAKHOCTD)
3asIBUTEJIb MPEJIOCTABIIACT B TeUeHUE 2 (J1Ba) pabounx JHEW ¢ MOMEHTA Mo1auu
3asBJICHUSI HAPOYHO 110 aKTy MpUeMa-Iepeaadu B UCTIBITATENbHYIO JIa0OpaTOPHUIO
rocyJapCTBEHHOM SKCIEPTHON OpraHU3alltu.

[Ipu nepeperucTpanuu JeKapcTBEHHBIX CPEACTB MpPeIOCTaBIeHIE 00Pa3IOB,
IPEeTyCMOTPEHHBIX TAHHBIM IIYHKTOM HE TpeOyeTcs.



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025
aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 30.04.2025
o ‘ a [ ¥ | DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata pesakiyuu 22.04.2025

PeCHy6JII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC IlaTa CKAUMBAHUS 30.04.2025

IIepedensp npe1ocTaBIsEMbIX MATEPHUAIIOB PETUCTPALMOHHOTO JOCHE B
3aBHCUMOCTH OT BHJIa JIEKAPCTBEHHOI'O CPEACTBA COOTBETCTBYET MPUIIOKEHUIO 15 K
HactosiuM [IpaBuam.

29. Ilpn BHeceHnH n3MeHeHU Tuna [A 3asBUTENb PEACTABIISIET 3asABICHUE 110
(dopme cornacHo npuiiokeHuto 1 k Hactosum [IpaBunam U JOKYMEHTBI COTIacHO
npuiokeHnto 16 k HacrosmuM [IpaBunam.

3asBUTEIb U3BEILAET TOCYAAPCTBEHHYIO SKCIEPTHYIO OPraHU3allIo B CIy4yae
u3MeHeHus tuna [A, TpeOyroiero HeMeIICHHOTO U3BEIICHUS C IEJIbI0 HEMPEPHIBHOTO
KOHTPOJIS JIEKAPCTBEHHOTO CPEJICTBA;

I[ep}KaTeJ'IB PETUCTPAIUOHHOTO YAOCTOBCPCHUA B paMKaX OJHOTO 3asABJICHUA
YKa3bIBaACT O HCCKOJIBKNX HECCYIICCTBCHHBIX U3MCHCHUAX THUIIA IA, KaCaromuxcsa OaHOoro
PETUCTPAIUOHHOT'O YAOCTOBCPCHU A,

B cnydae BHeceHMst u13MEHEHUHN, TPEOYIONUX U3MEHEHUS JaHHBIX
PETUCTPAIMOHHOTO YAOCTOBEPEHUS, TOCYJaPCTBEHHBIM OPTaHOM BBIIACTCS HOBOE
PETUCTPAIMOHHOE YI0CTOBEPEHHUE MO TPEKHUM HOMEPOM Ha OCTATOYHBINA CPOK
JNEUCTBUSI PETUCTPALIMOHHOTO YOCTOBEPEHHUSI.

30. ITpu BHecenuu n3Menenuii tumna Ib 3asBuTENL MpEICTABISAET 3asIBICHUE 110
dbopme cornacHo npuioxkenuto 1 k Hactosmum [IpaBunam U JOKyMEHTBI COTJIACHO
npuioxkenuto 16 k HacrosmuM [IpaBunam.

JlepkaTeny perucTpaloOHHOIO YAOCTOBEPEHHUS B pAMKax OJTHOIO 3asBJICHUS
YBEIIOMJISIFOT O HECKOJIBKUX M3MEHEHUsIX Tuna Ib, kacaronmxcst 0JHOTro
PErUCTPALMOHHOTO YAOCTOBEPEHUS, WU CTPYIIIIUPOBATH OJJHO WJIM HECKOJIBKO
u3MeHeHni tuna Ib ¢ apyrumu n3menenusmu tumna [A, cBsI3aHHBIMH C OJTHUM
PETUCTPAILMOHHBIM YIOCTOBEPEHHUEM, NIPH YCIOBUH, YTO TAKas IPYNITUPOBKA
COOTBETCTBYET YCJIOBUSIM, IEPEUYNCIICHHBIM B NpUiIokeHuu 16 k HacTtosiuuM [IpaBunam.

B cnydae BHeceHMsI ©13MEHEHUHN, TPEOYIONTUX U3MEHEHUS JaHHBIX
PETUCTPAIMOHHOTO YAOCTOBEPEHUS, TOCYJaPCTBEHHBIM OPTaHOM BBIIACTCSI HOBOE
PETUCTPAIMOHHOE YI0CTOBEPEHHUE MO TPEKHUM HOMEPOM HA OCTATOUYHBINA CPOK
JNEUCTBUSI PETUCTPALIMOHHOTO YOCTOBEPEHHUSI.

31. B ciiyuyae BHeceHust u3meHneHnust Tuna Ib, Biekyiero 3a coboit npyrue
nocae0BaTeNnbHble n3MeHeHus Tuma [A u tuna Ib, nogaercs onHO 3asaBieHUE,
coJepKallee BCe MOCIeI0BATEbHbIC U3MEHEHHUS THUIIA .
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32. B cny4ae BHECEHHS 3HAUUTENbHBIX n3MeHeHn Tuna I1 3asBurens
MPE/ICTaBIISACT 3asiBICHUE MO (hopMe CorTacHo mpuiioxkeHuto 1 k Hactosimum [IpaBunam
U JJOKYMEHTHI COTJIACHO MpUIoKeHuto 16 k HactosiuuM [IpaBunam.

3asBJICHHE COJEPKUT OJHO n3MeHeHue tTuna Il. B ciyyae BHECEHUST HECKOIBKUX
n3MeHeHui tuna II, oTneapHOe 3asgaBIeHNUE MOJAETCSI OTHOCUTEIBHO KA 0T 0
M3MEHEHMS, KaXKJI0€ 3asBJICHUE COACPKUT CChUIKU Ha APYTO€ 3asIBJICHUCE;

B cnyuae ecnu usmenenue turna Il npuBOAUT K APYTUM MOCIENOBATEIbHBIM
n3MeHeHusaM tuna I, ogHo 3asBiIeHNEe BKIIIOYAET BCE IOCIEN0BATEIbHBIC N3MCHCHUS
BMECTE C ONMCAHUEM COOTBETCTBUM MEXKAY TAKUMHM ITOCIICI0BATEIIbHBIMU
n3MeHeHusiMu tumna II.

B cnyudae ecnu usmenenue tuna Il npuBoauT K ApYyrum NoCiaea0BaATEIbHBIM
W3MEHEHUSIM Tuna I, oaHO 3asBiaeHHE BKIIOYAET BCE MOCIEA0BATEIIbHBIC N3MECHCHUS
BMECTE C ONKMCAHUEM COOTBETCTBHUI MEXK]Iy TAKUMHM MOCJIEA0BATEIbHBIMU
n3MeneHussMu tuna I u I1.

Ilonava 3asBieHUs Ha SKCNIEPTU3Y BHECEHU n3MeHeHn tuna [A, Ib, II B
PErUCTPALMOHHOE J0ChE OCYLIECTBIIAECTCS 3asiBUTEIIEM B TEUEHHUE TPEX MECSLIEB M1OCIIE
YTBEPKIAEHUS BHOCUMBIX U3MEHEHUH B CTPaHE ITPOU3BOIUTEIIS WIIN AEPKATENS
PErUCTPALMOHHOTO YAOCTOBEPEHHUS.

33. [Ipu BHECEHUHU U3MEHEHHU, TPeOYIOIUX HOBOM PETUCTPALIUU
JIEKapCTBEHHOTO TIpenapara, 3asBUTeIb MPEACTABISAET 3asBICHUE MO (POpME COTIACHO
npuioxkenuto 1 xk Hactosamum [IpaBunam ¢ ykazaHueMm TUma npoueaypsbl
«pEerucTpauus» U JOKYMEHTBI COTJIACHO MPUIIOKEHUAM 13 mnn 14 k HacToSIIIMM
[IpaBuwiiam, a Tak»ke CBEICHUS, TOATBEPKIAIOIIUE OTUIATY 3asBUTEJIEM Ha pacUeTHBIN
CYET TOCYyJapCTBEHHOW SKCIEPTHON OpraHU3aluy CyMMBI ISl IPOBEACHUS SKCIEPTU3bI
P PErUCTPaLIUU.

MMaparpa¢ 1. Ilopsiaok npoBegeHUsT HAYAJIBLHOM IKCIEPTU3BI JIEKAPCTBEHHBIX
CpeaACTB

34. Ilocne peructpauuu TOKyMEHTOB, YKa3aHHBIX B TyHKTax 28, 29, 30, 31 u 32
HacTosmuX [IpaBuit MpoBOAUTCS HaYaIbHAsI SKCIIEPTH3A JICKAPCTBEHHOT'O CPEJICTBA B
TedeHue S5 (IsATh) pabouux JAHEH.
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B cnydae Hanuuus 3aMe4aHuid 3aABUTEIIb YCTPAHSAET 3aMEUYaHUS B TCUEHHE S
(ms1TH) pabounX THEH.

ITpu coBmecTHOI npouenype peructpaunn ¢ BO3 HauanbHas sKkcnepTusa
MIPOBOJIUTCS B CPOK HE MPEBBIIAIONINH 2 (11Ba) pabouux JHEN CO AHS MOITYUYEHUS
JIOKYMEHTOB, YKa3aHHBIX B IMyHKTe 28 HacTosAmux [IpaBui.

35. Ilpu HayanbHOM HKCHEPTHU3E JIEKAPCTBEHHOTO CPEJCTBA MPOBOJUTCS OLIEHKA
MOJIHOTHI, KOMITJIEKTHOCTH ¥ MPAaBUIBHOCTH O(POPMIICHUS JOKYMEHTOB,
MpEACTaBICHHBIX 3aIBUTEJIEM B PETUCTPAIMOHHOM JJOChE B OTHOIIICHUU JOKA3aTEIbCTB
0e30macHOCTH, KauecTBa U 3 (HEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTRA.

36. [Ipu HenpeacTaBlieHU JOKYMEHTOB, TPEAYCMOTPEHHBIX B ITyHKTax 28, 29,
30, 31 n 32 nactosmux [IpaBui, rocyaapcTBEHHas SKCIIEPTHAS OPTaHU3ALIMS
HampaBJseT 3asSBUTENIO YBEJOMJICHHUE (B MMPOU3BOIBHOM (popMe) 0 MpeKpaiieHun
AKCTIEPTHU3bI JICKAPCTBEHHOTO CPEJICTBA B COOTBETCTBUU C MOJAMYHKTOM 1) myHKTa 4
cratbu 239 Konekca.

37. Ilo pe3ynpTaTaM HadyaJbHOM DKCIEPTU3BI JIEKAPCTBEHHOT'O CPENCTBA
COCTABJISICTCS OTYET HAYaJIbHOM DKCIIEPTU3bI JIEKAPCTBEHHOI'O CPEICTBA COTIIACHO
npuioxkeHnto 17 k HactosmuM [IpaBunam wim oT4eT HaYaIbHOM YKCIIEPTU3BI
VU3MEHEHNH, BHOCUMBIX B PETUCTPALMOHHOE JOCHE JIEKAPCTBEHHOTO CPEACTBA COTIACHO
npwiokeHuto 18 k Hacrosumm IIpaBunam.

IMaparpa¢ 2. Ilopsaok npoBeaeHus CieMAJIN3UPOBAHHON IKCIIEPTU3BI
JIEKAPCTBEHHBIX CPEACTB

38. I[1010KUTENBHBIA PE3YyJIbTAT HAYAJIBHOW SKCIIEPTU3HI JIEKAPCTBEHHOTO
CPEZICTBA SBJISIETCSI OCHOBAHUEM ISl IPOBECHUS CIIELUAIN3UPOBAHHOMN 3KCIIEPTU3BI
JIEKapCTBEHHOT'O CPEJCTBA.

39. Cnenmanu3upoBaHHas SKCIEPTU3A JIEKAPCTBEHHOTO CPEJICTBA BKIIFOYAET
OIIEHKY 0€30MacHOCTH, KauecTBa U Y(PPEKTUBHOCTU U COOTHOIICHUS MOJIb3a-PUCK
JIEKAPCTBEHHOTO CPEJCTBA HA OCHOBAHUY aHAJIM3a U SKCIIEPTU3bI JAHHBIX B
JOKYMEHTAX PETMCTPALMOHHOTO JOChE, AHAIU3 OTYETA IO PE3yJIbTaTaM
dbapmareBTH4eCKOi MHCTIEKIIUU TTPU TOCYIapCTBEHHON PETUCTPAIIHH,
NepepPerucTpay WM BHECCHUU U3MEHEHUN B PETUCTPAIIMOHHOE JTOChE
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JIEKAPCTBEHHBIX CPEJICTB, a TAKKE OIIEHKY PallMOHATLHOCTH KOMOMHAIIUN
JEUCTBYIOIIUX BEIIECTB B COCTABE JIEKAPCTBEHHOI'O CPEJICTBA B COOTBETCTBUU C
[Tepeunem HepalMOHAIBHBIX KOMOMHAITUHN JIEKAPCTBEHHBIX CPEJICTB COTIACHO
npuioxennto 19 k nacrosiuum [IpaBunam.

B nepuon npoBenenus cnenquanin3upoOBaAHHN SKCIIEPTHU3BI JIEKAPCTBEHHOTO
CpeACTBa MMPOBOAUTCS MTPOBEPKA AyTEHTUYHOCTHU MEPEBO/IAa UM NIEPEBO/IA HA Ka3aXCKUI
A3BIK OOLIEN XapaKTEPUCTUKH JIEKAPCTBEHHOI'O CPEACTBA, MHCTPYKLIUH I10
MEUITUHCKOMY MPUMEHEHHIO (JINCTOK-BKIIA/IBIIT), MAKETOB MAPKUPOBKH YIIAKOBKH,
JTUKETOK, CTUKEPOB C MAPKUPOBKOM.

40. YckopeHHas SKCIepTH3a JIEKapCTBEHHBIX CPEICTB OCYILIECTBIIAETCS 110
PELIEHUIO YTIOJTHOMOYEHHOTO OpraHa v MPOBOJUTCS B CIIyUasX:

1) mpeaHa3zHAYCHUS JICKAPCTBEHHBIX CPENICTB IS MPODUIAKTUKY, JICUCHUS,
JMArHOCTUKH PEIKUX 3a00JIeBaHMUI;

2) BOBHUKHOBEHUS U YCTPAHEHUU MOCIEACTBUN AIUIEMUN, TTAaHIEMUU
MH(EKIIMOHHBIX 3a00JI€BaHN (JIEKapCTBEHHBIE MpenapaThl STHONATOI€HETUYECKOM
Teparnuu, IPUMEHAEMbIE B SKCTPEHHBIX CUTYyalUsX B OTBET HA yTPO3bl 30POBBIO
HacesieHus (MMaHIeMUH) U BKIIFOUEHHbIE B KIIMHUYECKHUE MPOTOKOJIbI JICUESHHUS;

3) BOCHHBIX JEUCTBUM M JIMKBUJALMH UX MOCIEACTBUI, BOBHUKHOBEHUSI,
MPEAYIPEKICHUS U JTUKBUIAIWHA IMOCIIEACTBUN YPE3BbIUANHBIX CUTYAllUM, YTPO3bI
BO3HUKHOBEHHUS, PACIIPOCTPAHEHUS HOBBIX 0CO00 OMACHBIX HH(PEKITMOHHBIX
3a00JICBaHUM U TUKBUJAIIUN MX TOCJICICTBHI;

4) mpenHa3HAaYCHHSI IEKAPCTBEHHOTO MIpenapara, MHOCTPAaHHOTO TPOU3BOIUTEIIS,
114 TpaHc(depa TEXHOJIOTUI Ha MPOU3BOICTBEHHYIO IUIOMIAKY Ha TEPPUTOPUH
Pecny6nuku Ka3zaxcras.

[Tpu poBeIeHNN YCKOPEHHOM AKCIIEPTU3BI HE CHIDKAFOTCS TPeOOBaHUS K
0e30macHOCTH, KauecTBY M 3(PHEKTUBHOCTH JIEKAPCTBEHHBIX CPEJCTB.

41. CoBMecTHas mpolieaypa perucrpanuu ¢ BcemupHoii opranuzanueit
3IpaBOOXpaHEHUS TPOBOUTCS TIPU IKCIIEPTU3E JIEKAPCTBEHHBIX CPEJICTB, B paMKax
poLeAYPhl NpEeKBATU(PUKAIIUN U (WIN) IPOLETyPhl IPU3HAHUS JIEKAPCTBEHHBIX
pernapaToB, 0JI0OPEHHBIX PETYIISATOPHBIM OPTaHOM CO CTPOTON PETYIISITOPHOM
cucremoii (SRA) (CHIA, EC (EMA), Kanana, [lIseiiniapus, Benukooputanusi,
ABcTpanusi, SnoHus) (nanee — coBMecTHas npoueaypa peructpanuu ¢ BO3) u
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OCYIIECTBIISIETCA B COOTBETCTBUM C IpuiioxeHneMm 8 Cepun TexXHUUECKUX JOKIIAI0B
BO3, Ne 996, 2016 r. «IIpoueaypa COBMECTHON PETUCTPALIMU MEXKIY TPYHIION MO
peaBapuTeIbHOM olleHke BeeMupHoit opranuszanuu 3apaBooxpanenus (BO3) u
HallMOHAJILHBIMUA OPTaHaMU PETYJIMPOBAHHUS I OLIEHKU U YCKOPEHHON HAllMOHAJIBHOU
peructpanuu GpapMaleBTUYECKUX MPOYKTOB U BaKIMH, MPOIIEIITNX
npeaBapuTeabHyto kKBasndukanuo BO3y.

42. B nepuon npoBeIeHUsI SKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEICTBA IPOBOINUTCS
(apmarieBTHYECKasi MHCIIEKIMS B MOPSIIKE U CPOKHU IperycMoTpeHHble [IpaBunamu
npoBeieHUs (papMalleBTUYECKUX MHCTIEKIMHI 10 HAJIeKAIUM (papMalieBTHYECKUM
IpaKTHKaM, YTBEP>KICHHBIMU MpHUKa3oM MuHuUCTpa 3apaBooxpaHenus Pecryonuku
Kazaxcran ot 27 saBapst 2021 roga Ne KP JICM-9 (3apeructpupoan B Peectpe
rocyJapCTBEHHOW pErucTpalii HOPMAaTUBHBIX PABOBBIX akTOB noj Ne 22143) (nanee
— npuka3 Ne 9) B OTHOIIEHHUU:

paHee He MPOXOAUBIINX FOCYAAPCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX
CPEACTB;

IIPY BHECEHUU HOBOT'O THIA JIEKAPCTBEHHOTO Mpenapara (peKoMOMHAHTHBIN
npenapar, KJIe€TO4Has Tepanusi, TeHHas Tepanus, AeHCTBYIOIIEE BEIIECTBO, SBISIOIIEEC
HOBBIM XUMHUYECKUM COEUHEHHEM, IIpenapaT KpoBHU, OppaHHbIN Ipenapar, NepBbIi
BOCIIPOU3BEAEHHBIA WU OHoaHasIor (OMOCUMUIISP) Ha TeppUTopHio PecrryOmuku
Kazaxcran;

HOBOM (HOBBIE) MPOU3BOJICTBEHHOM TUIOIIAAKHU (TIPOU3BO/ICTBEHHBIE TUIOIIAIKH)
JIEKApCTBEHHOTO Tpernapara, OuoJIOrn4eckor (MMyHHOOMOJIOTHYECKOM ) aKTUBHOM
dbapmareBTHIeCKOi CyOCTaHIIMN WM KIMHIYECKOTO MEHTpa (KITMHUYECKUE TIEHTPHI)
UCCJIeIyEMOT0 JIEKapCTBEHHOTO Mpernapara;

B CJTyyae BBISBJICHUS B XOJI€ IPOBEJICHUS MIPOLIEAYP PETUCTPALIUH,
NepePErucTpaliii, BHECEHHUSI U3BMEHEHUN B PETUCTPALIMOHHOE JOChE, (PaKTOB, CTaBAIINX
10Ji COMHEHUE JOCTOBEPHOCTh CBEJICHUM, IPEICTABIICHHBIX 3asIBUTEJIEM B
PETUCTPAIMOHHOM JI0ChE B OTHOIICHUU MTPOBEACHHBIX TOKJIMHUYECKUX
(HEKJIMHUYECKUX ) HUCCIIEIOBAHUM (MCIIBITAHUMN ) JIEKAPCTBEHHBIX CPEJCTB U
KJIMHUYECKUX UCCIIEIOBAaHUMN (MCIIBITAHU ) JTI€KaPCTBEHHBIX MTPENapaToB WU
IPOU3BOJICTBA JIEKAPCTBEHHOI'O CPEJCTBA;

B clly4ae MPUBJICYEHUSI ayTCOPCUHTOBBIX YCIYT JJIsl CUCTEMBI (hapMakoHaA30pa
JIepKaTeIIsl PETUCTPALMOHHOIO YAOCTOBEPEHMUS;
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MIPY IPOTUBOPEUYNBOCTH JAHHBIX: OTCYTCTBUE MM HETOCTATOYHOCTH B TIPOTOKOJIE
¥ OTYETE O KIIMHUYECKOM HCCIIEOBAHUH CBEICHHM, OMUCHIBAIOIIUX OIPEIeIICHNE
nokazatesei 23 PpekTUBHOCTH U (WIK) 0€30MacHOCTH;

B clTy4ae BKJIFOUEHUS B KJIMHUYECKHUE UCCIICI0BaHUS 11€JIEBON MOMYISIUU (JETH,
KPUTHUYECKU OOJLHBIC MAIIECHTHI).

B cityuae BbIsIBIIEHUS ClTy4yaeB, MPETyCMOTPEHHBIX MMYHKTOM 42 HAaCTOAIIUX
[IpaBun rocynapcTBeHHas dKcrepTHas opranuzaius B teuenue 10 (necsars) pabounx
JHEW CO AHS Hayaja CIeUUaTIu3uPOBAaHHOMN DKCIIEPTU3bl HAIPABJISAET 3aBUTEIIIO
yBEJIOMJICHHE O HEOOXOJUMOCTH MPOBEAeHUS (hapMaleBTUUECKON WHCTIEKIIHH.

[Tpo10IKATENPHOCTh OPTAHU3ALMHU U IIPOBEICHUS NHCIIEKIIUU IIPOU3BOJICTBA HE
peBhIIAET 65 (IIeCThAECAT MATh) pabOUYMX JTHEN CO JTHA MOIYUYEHUS 3asiBUTEIIEM
YBEJOMJIEHHS 0 HEOOXOIMMOCTH €€ MPOBEICHUS.

43. Cneunanu3upoBaHHas SKCIEPTU3A JIEKAPCTBEHHOI'O CPEJICTBA
OCYIIECTBIISIETCS TPYIIION SKCIEPTOB rOCYAapCTBEHHOM SKCIIEPTHON OpraHU3aliu ¢
npuBJiiedeHrEeM (IIPU HEOOXOIUMOCTH ) BHEIITATHBIX MPOQUIBHBIX KCIIEPTOB.

44. 11o pe3ynpTaraM W3y4€HUs TOKYMEHTOB PETMCTPALIMOHHOTO JIOChE HA ATaIle
CHEIMATU3UPOBAHHOM SKCIIEPTU3bI 3asBUTEIIO HAMIPABIISIETCS CBOAHBIN 3ampoc (B
IPOU3BOJIBHOM (hopMe) 10 6€30MaCHOCTH, KaueCTBY U 3PPEKTUBHOCTH JIEKAPCTBEHHOTO
CpelCTBA:

IIPY TOCYJAPCTBEHHOW PErUCTPali, B TOM YUCJIE BHECEHUE U3MEHEHNH,
TpeOyIOIMUX HOBOM perucTpanuu, pyu nepeperucTpauuu, Npu BHECEHUH U3MEHEHUH B
peructpaunonHoe nocke Thna Ib u Tuna Il ¢ npoBegeHnem 1a00paTOPHBIX UCTIBITAHUN
— B TeueHue 45 (COPOK ISITh) paboYuX THEH;

MIpY BHECEHUU U3MEHEHUI B perucTpaliioHHoe focke Tumna [A, tuna Ib u tuna II
0e3 MpoBeIeHUs JTA00PATOPHBIX UCIIBITAHUHN — B TeUeHue 25 (1BaalaTh MsaTh) pabounx
JTHEM;

MIPU YCKOPEHHOM PETUCTPALINU JIEKAPCTBEHHOTO CPE/ICTBA - B TEUEHUE 25
(1BaAIaTh MATH) pabOUMX JTHEH;

IpY COBMECTHOU npoueaype peructpauuu ¢ BO3 - B cpok He NpeBbIIAOIIUN 5
(ns1TH) pabouux AHEH.

CBoHBII 3ampoc, BKIIIOYAs 3aMEUaHMs K 00IIeH XapaKTEPUCTUKE
JIEKAPCTBEHHOTO CPEJCTBA, UHCTPYKIIUU MO MEAUIMHCKOMY NPUMEHEHUIO (JINCTOK-
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BKJIQJIBII ), MAKETaM MAapKUPOBKHU YIAKOBKHU, STUKETOK, CTUKEPOB C MAPKUPOBKOM,
HOPMAaTUBHOMY JOKYMEHTY, 3aBEPEHHBII MOCPEACTBOM JIEKTPOHHOU TU(PPOBOI
MOJAMKUCH HaIpaBIISIETCs Yepe3 NH(POPMAIIMOHHYIO CUCTEMY 3asIBUTEIIIO B «JTMYHBIN
KaOWHEeT» B JICHb MMOITUCAHUS UCXOIAIIETO 3ampoca.

45. 3asBUTENH HAIPABIISIET B MIOJTHOM 00bEME OTBET U HEOOXOMMbBIC MaTEPHAITBI
Ha 3alpocC roCyIapCTBEHHOM 3KCIIEPTHON OpraHU3alliN:

IPU TOCYAApPCTBEHHOW PETUCTPAIMU, B TOM YUCJIE BHECEHHE N3MEHEHUH,
TpeOYIOIUX HOBOM perucTpaluu, Npy nepeperucTpaiuu, Ipu BHECCHUU U3MEHEHUN B
peructpannonHoe nocke Tuna Ib u tuna Il ¢ npoBegeHnem 1a00paTOPHBIX UCTIBITAHUN
- B CPOK He mpeBblatonui 15 (msTHaanaTe) pabounx aHe;

IIPY BHECEHUU U3MEHEHUI B PETUCTPAIMOHHOE Tocke Tuma [A, tuna Ib u tuna II
0e3 mpoBeieHns 1ab0paTOPHBIX UCIIBITAHUI — B CPOK HE mpeBbimatonuii 10 (1ecsTs)
pabounx THEHH;

IPU YCKOPEHHOM pEerucTpaIny JICKapCTBEHHOTO CPEJICTBA - B CPOK HE
npeBbIaromuii 15 (maTHaauate) pabounx JHew;

46. I1o pe3ynpTaram creuagIu3upoOBAHHON SKCIIEPTU3BI B CPOK HE
npesbimaromuii 10 (1ecsaTh) pabouux THEH COCTaBIASTCS MOJ0KUTSIHHBIN HIIH
OTpUIIATEIHHBIN CBOAHBIN OTUET AKCIIEPTOB MO OIEHKE JIEKAPCTBEHHOTO TIpernapara 1o
dbopme cornacHo npuinoxenuio 20 k HactosuM [IpaBunam U CBOIHBIN OTUET
AKCIIEPTOB MO OLICHKE JICKAPCTBEHHOTO TIpenapara nNpu U3MEHEHHUIX, BHOCUMBIX B
PETUCTPAILIMOHHOE JIOChE COTJIACHO MPUIOKEHUIO 21 k HactosiuM [IpaBuiiam.

ITpu sxcnepTu3e mo COBMECTHOM mpoueaype peructpaunu ¢ BO3 no
pe3yiibTaTaM CIeUaIu3upOBaHHOMN SKCIIEPTU3BI B CPOK HE MPEBBIIAIOIINN 3 (TpH)
pabounx JHEN COCTaBIISIETCS MOJIOKUTEIbHBINA UK OTPUIIATEIBHBIN CBOAHBIN OTUET
AKCIIEPTOB TIO OIEHKE JIEKAPCTBEHHOTO TIpemnapara 1o ¢GopMe COrJIaCHO MPHUIIOKECHHUIO
20 k HacTossuuM I[IpaBuiiam ¥ CBOAHBIN OTYET HKCIEPTOB MO OLEHKE JIEKAPCTBEHHOTO
npernapara npu U3MEHEHUAX, BHOCUMBIX B PETUCTPALMOHHOE JIOChE COTJIACHO
npuioxennto 21 k HacrosmuM [IpaBunam.

47. OCHOBaHUSIMU COCTABJICHUS OTPpHUOATCIIBHOI'O CBOAHOI'O OTUYCTA 3KCIICPTOB I10
OLCHKE JICKAPCTBCHHOI'O U OTPHUIATCIbHOIO CBOAHOT'O OTYCTA 3KCIICPTOB 11O OIICHKE
JCKApCTBCHHOTI'O IIPCIiapaTa IIpUu U3MCHCHUAX, BHOCUMBIX B PCTUCTPALITMOHHOC JOCHC
SABJIAIOTCA:
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1) mpexacraBiieHNe 3asBUTEIEM HETOCTOBEPHBIX CBEACHUIA;

2) HenpeACTaBJICHHUE MOJHOTO KOMIUIEKTa PETUCTPALIMOHHOTO JOChE MOCHE
BBIJJaYM 3aMEUAHUI 3asIBUTEIIO B MPOLIECCE MPOBEACHUS IKCIIEPTU3bI B CPOKH,
yCTaHOBJIEHHbIE HacTosMHU [IpaBunamus;

3) OTHOLICHUC OH(HHaCMOﬁ ITOJIB3bI K BO3MOXHBIM PHUCKaM, CBA3aAHHBIM C
IMPUMCHCHHUCM JICKAPCTBCHHOI'O IIpCIIiapara, HC ABJISACTCA 6J'IaFOHpI/I$ITHBIM;

4) 6onee HU3KHUE TOKA3aTeNU KayecTBa U OE30MaCHOCTH, PETIIAMEHTHPOBAHHBIE
I'ocynapcrBenHol ¢papmaxoneeit Pecniy6nuku Kazaxcran niu papmakonesmu,
NPU3HAHHBIMU JIEUCTBYIOIIMMU Ha Tepputopuu PecniyOnuku Kazaxcran, wiu B
CPaBHEHMHM C PAHEE 3apErUCTPUPOBAHHBIMU aHAJIOTAMU;

5) Hanuyue B COCTaBe JICKAPCTBEHHOT'O CPE/ICTBA BEIIECTB U MAaTEPUAJIOB,
3ampelleHHbIX K npuMeHeHuto B PecyOnuke Kazaxcran;

6) HaJIM4KE B COCTAaBE TBEPBIX JIEKAPCTBEHHBIX (HOPM KOHCEPBAHTOB;

7) moyiy4eHue OTpUIATENbHBIX PE3YJIbTATOB OJTHOTO U3 ATANIOB IKCIIEPTU3bI U
(M7TM) OTPULIATENBHBIX 3aKIIOUEHUH KCIIEPTOB MPOPMIBHBIX OpraHU3aIuii;

8) HECOOTBETCTBHE (PAKTUYECKUX YCIOBUN IPOU3BOJICTBA U CUCTEMBI
o0ecrniedyeHns: KauecTBa yCIOBUAM, 00eCIIEUNBAIOIINM 3asIBICHHYIO 0€3011aCHOCTb,
3¢ (PEeKTUBHOCTD U KaYECTBO, 110 PE3yJIbTaTaM OLEHKH CUCTEMbI 00ECIIEYeHUs KaueCTBa;

9) oTka3 3asBUTENS OT OpPraHU3alMi MOCEIEHUs TPEANPUATUS
(MpOU3BOICTBEHHOM IJIOLIA/IKH) C IEJIbIO OLIEHKU CUCTEMBI OOeCIIeueHUsI KaueCTBa B
COOTBETCTBHUHM € TpeOOBaHUAMM 3aKOHOaTenbcTBa Pecnyonuku Kazaxcran, a Taxoke He
opraHu3zanus GpapMalneBTUHYECKON HHCIIEKIUU CPOKH, IPEAYCMOTPEHHBIE MyHKTOM 42
HacTosmux IIpasun;

10) BBIsIBJICHUE HEPAIMOHATBHBIX KOMOWHAIIMH JIEKAPCTBEHHBIX CPEJICTB;

11) 3asBuTeneM He JoKa3aHa KIMHUYECKas 3PPEeKTUBHOCTD U O€30MaCHOCTh
JIEKapCTBEHHOTO Mpemnapara;

12) kauecTBO JIECKapCTBEHHOI'O Mpenapara He MOITBEPKICHO;

13) nokazanHoe HEOIArOMPUATHOE COOTHOILLIEHUE IOJIb3a-PUCK» WU
BBISIBJICHHOE OTCYTCTBUE TepaneBTU4Yeckoi 3()()eKTUBHOCTH MPHU COOIIOICHNHN YCIOBHIMA
IPUMEHEHUS JIEKApCTBEHHOTO NpernapaTa, ONUCaHHbIX B YTBEPKICHHON 0011eH
XapaKTEPHUCTHUKE JIEKAPCTBEHHOTO MpernapaTa B HOCTPErUCTPAlMOHHBIN TEpUO;
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14) ycraHOBIEHHBIE 110 JAHHBIM (PapMaKoOHa130pa (PaKThl, yKa3bIBAIOLIUE Ha
HEOJaronpUsTHOE COOTHOIICHUE «I10J1b3a-PUCK» JIEKAPCTBEHHBIX CPEJCTB, B TOM UHUCIIE
IPEBBILIEHNE YaCTOThI PEMOPTUPOBAHUS HEXKENATEIbHBIX PEAKIIMI 110 CPABHEHUIO C
JTaHHBIMU, YKa3aHHBIMU B YTBEP)KJIEHHOM 00IEl XapaKTepUCTUKE JIEKapCTBEHHOTO
npernapara;

15) HECOOTBETCTBHE KAUECTBEHHOTO M KOJIMYECTBEHHOTO COCTaBa Mpernapara
3asBJICHHOMY WJIM HEOJHOKPATHOE HECOOTBETCTBHE KAYECTBA JIEKAPCTBEHHOIO
npenapara B IeproJI ero 0OpalieHusl Ha PhIHKE 3asBJICHHOMY Ha MOMEHT €T0
perucrpanuu;

16) HEBbINOIHEHUE AEpPKATENEM PETUCTPALMOHHOTO YI0CTOBEPEHUS
00s13aTeNBCTB 0 (PapMaKoHAI30DY;

17) BHOCHMBIC UI3BMCHCHH OKA3bIBAIOT OTPULIATCIIbHOC BJIMAHUC HA COOTHOIICHUC
«I10JIb3a-PUCK) JICKAPCTBCHHOTO IIPCIIapara.

48. Ilo pe3yiibTaTaM OTPpULATCIBHOI'O CBOAHOT'O OTUCTA SKCIICPTOB 110 OLICHKE
JICKAPCTBCHHOI'O U OTPHULATCIIBHOI'O CBOJHOI'O OTUCTA SKCIICPTOB 110 OIICHKC
JICKaApCTBCHHOI'O IIPCIIapaTa IIpU U3MCHCHUAX, BHOCUMBIX B PCTUCTPALIMOHHOC TOCHC
MaTepualibl HAITPABJIAIOTCA B 9KCHCpTHBIf/’I COBCT IJIA IIPHUHATHSA PCHICHHA.

DKCIIEPTHBIN COBET PACCMATPUBAET MOCTYNHUBIINE MAaTEPUAIIbI B TEYEHUE 5
(msTh) pabOYMX THEW U PE3YJIBTATHI PELICHUS C YKA3aHUEM MPUYUH HAIPABIISIIOTCS
3asBUTEIIIO.

[Ipu coBMecTHOI npouenype peructpaunn ¢ BO3 DkcriepTHBIN COBET
paccMaTpuBaeT MOCTYNUBIIKE MaTepualibl B TeueHue 1 (oiuH) pabouero AHs U
pEe3yJbTaThl PEIICHUS ¢ YKa3aHUEM MPUYHUH HAPABISIOTCS 3asIBUTEITIO.

49. I1pu NOJOKUTENBHBIX PE3YIbTATAX IKCIIEPTU3BI TOCYAAPCTBEHHAS
AKCIEpTHAsl OpraHu3anus B TeueHue 5 (msaTh) pabouux JHEH JAOMOIHSAET CBOIHBIA OTYET
AKCIIEPTOB MO OICHKE JIEKAPCTBEHHOTO MpernapaTa 1mno ¢GopMe COrjiacHO MPUI0KEHUIO
20 k HacrosiuuM [IpaBuiam v CBOJHBIN OTYET KCIEPTOB IO OLIEHKE JIEKAPCTBEHHOTO
npenapara npu U3BMEHEHHUSX, BHOCUMBIX B PETUCTPAIMOHHOE JOChE COTIIACHO
npuioxennto 21 k HacrosimuM [IpaBunam.

ITpu coBmecTHOI npouenype peructpaunu ¢ BO3 nipu nonoKuTenbHbIX
pe3yJibTaTax dKCIEPTU3bI TOCYaPCTBEHHAS IKCIIEPTHAS OpraHu3aIus B TeueHue 1
(omuH) paboyero AHS IOIMOJHIET CBOJHBIM OTYET SKCIIEPTOB IO OIICHKE
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JIEKApCTBEHHOTO Mpernapara 1o Gopme corjiacHO MPUIoKeHUIo 20 K HaCTOAIIUM
[IpaBunam 1 CBOJHBINA OTYET IKCIIEPTOB MO OLICHKE JIEKAPCTBEHHOTO Ipenapara Ipu
M3MEHEHUAX, BHOCUMBIX B PETUCTPAIMOHHOE JI0ChE COTJIACHO MPUIOKEHUIO 21 K
HactosmuM [IpaBuiiam.B oTuere 3KkcnepToB IO OLEHKE JIEKaPCTBEHHOIO Mpenapara
OTpaXaroTCs BCE ACTIEKThl 0€30MaCHOCTH, KauecTBa U 3(PPEKTUBHOCTHU JEKAPCTBEHHOTO
npenapara.

IIpy oTpULIATENBHBIX PE3YJIBTATAX IKCIEPTU3HI TOCYAAPCTBEHHAS IKCIIEPTHAS
OpraHu3allysl HAIPAaBIISET 3asIBUTENIO PEIIEHNE DKCIEPTHOIO COBETA C YKA3aHUEM
IIPUYMH.

50. Uudopmaiusi B MHCTPYKIIMHU IO MEAUITUHCKOMY MPUMEHEHUIO (JIUCTOK-
BKJIQJIbII) OPUTMHAIIBHOTO JIEKAPCTBEHHOTO Mpenapara, npejgaracMou st
Pecny6nuku Kazaxcran cooTBeTcTBYeT HH(DOpMAIUK, U3JI0KEHHON B 001Iei
XapaKTEPHUCTUKE JIEKAPCTBEHHOTO MpernapaTta 0J0OPEHHON YITOJIHOMOYEHHBIMU
OpraHaM¥ CTPaHbl MPOU3ZBOJAMUTEIS WIIK CTPAHbI AEPKATENS] pETUCTPALIMOHHOTO
YAOCTOBEPEHHUSL.

B o01eii xapakTepuCTHKE JIEKapCTBEHHOT 0 MpenapaTa, HHCTPYKIMH 110
MEIULMHCKOMY MPUMEHEHHIO JIEKaPCTBEHHOI'O MpernapaTa (JIMCTOK-BKIIA IbILI)
oTpakaeTcsi UHPOpMaIs O BCIIOMOTraTeNbHbIX BEIIECTBAX, HOMUHAIBHOM UX
COJIEP’KaHMM B JIEKAPCTBEHHBIX NPEINAPATAX, @ TAKKE OIPAHUYECHUS TPUMEHEHUS
JIEKapCTBEHHOT'O IIpenapara CorjaacHoO MpUIIoKeHUo 22 k HacTosmuM [IpaBunam.

51. O6m1as xapakTepruCTHUKa JICKapCTBEHHOTO IIpenapaTa, HHCTPYKIIUS 110
MEJUIIMHCKOMY TPUMEHEHHIO (JIMCTOK-BKJI/IbIII) BOCIIPOU3BEACHHOTO,
OMOAHAIOTUYHOTO JICKAPCTBEHHOTO IIperapaTa COOTBETCTBYET OOIIECH XapaKTEePUCTHKE
OPUTMHAJILHOTO JIEKAPCTBEHHOTO MpenapaTa. B ciydae oTinuusi B MHCTPYKIIMU 110
MEUIIMHCKOMY TPUMEHEHHIO (JIMCTOK-BKJIIbIII) BOCIIPOU3BEACHHOTO,
OMOaHAIOTUYHOTO JICKAPCTBEHHOTO IpernapaTa OT OPUTHHAIBLHOTO Mperapara 1o
MOKAa3aHUSAM K IPUMEHECHUIO B CTOPOHY PACIIUPEHUS], WJIU PEKUMA TO3UPOBAHUS WU
IyTH BBEJICHUSA NPEJOCTABIIAIOTCS PE3yIbTaThl COOTBETCTBYIOIIUX KIMHUYECKUX
HUCCIIETOBAaHUM.

52. Jlepkateiib perucTpaliOHHOTO YI0CTOBEPEHHUSI OPUTMHAIBLHOTO MpernapaTa
MOJAET 3asBJICHUE HA BHECEHUE U3MEHEHUM B MHCTPYKIIUIO IO MEIUIIUHCKOMY
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MPUMEHEHUIO (JIMCTOK-BKIaAbIII) B TeueHue 70 (cembaecsart) pabouux AHEH mocie
0oOHOBIIEHUS 00IIEH XapaKTepUCTUKH JIEKAPCTBEHHOTO CPECTBA B CTPAHE
IPOU3BOIUTEIIS WM JIePHKATEIs PETUCTPAIIMOHHOTO YI0CTOBEPEHUSI.

53. lN'ocynapcTBeHHas 3KCIEpTHASE OpraHU3alnsl TOCIE BHECEHNS] U3MEHEHUN B
VHCTPYKLHIO OPUTHHAIIBHOTO JIEKAPCTBEHHOIO Mpenapara Win, PU OTCYTCTBUU
perucTpaluy OpuruHaibHoro npemapata B Pecrryonuke KazaxcraH, npu BbISIBIIEHUH 110
MEXTyHapOIHBIM UCTOYHUKAM U pe3yibTaTaM (papmakoHaa30pa 00 U3MEHEHUSIX B
o0111el XapaKTepruCTUKEe OPUTHHAIILHOTO JIEKaPCTBEHHOTO TIpernapara u3BeIaeT yepes
MH()OpPMaIIMOHHBIE PECYPCHI BCEX JIepKaTeIeH PErUCTPALIMOHHBIX YAOCTOBEPEHUI
TeHEPUUYECKHX MPEnapaToB 0 HEOOXOIUMOCTH BHECEHHUSI COOTBETCTBYIOIINX U3MEHEHU I
B UHCTPYKIIUIO 10 MEIUIIMHCKOMY TTPUMEHEHUIO (JTMCTOK-BKJIAIBIII) U OOIIIYIO
XapaKTEPUCTHUKY JIEKAPCTBEHHOTO CPEICTBA Uepe3 MPOUEAYPY BHECEHUS U3MEHECHUN B
peructpanronHoe 1ocke B Teuenue 70 (cembrecar) pabounx JHEH mocie BHECEHUs
W3MEHEHUM B MHCTPYKIIUIO OPUTHHAIIBHOTO Mpenapara nHGOpMaIlUu 1Mo 0€30MacHOCTH
C IaThl pa3MenieHuss THGOPMAIIMH Ha CaliTe HKCIIEPTHON OpraHU3aIiuu. CIIell

JlepkaTenb perucTpalluoOHHOTO YJOCTOBEPEHUSI OPUTHHAIBHOTO IIpenapara
BHOCUT U3MEHEHHUSI B MHCTPYKIIUIO IO METUIIMHCKOMY TPUMEHEHUIO (JIMCTOK-
BKJIQJIBII) ¥ OOIIYIO0 XapaKTePUCTUKY JIEKAPCTBEHHOTO CPEACTBAa HA OCHOBAHUU
pa3MeleHHON Ha HHPOPMAIIMOHHOM PeCcypce rocy1apCTBEHHOM SKCIIEPTHON
opraHu3zaluu UHGOpPMAaIUHU 10 HECOOTBETCTBUSM, BBISBICHHBIM B PE3yJIbTaTe
dbapmakoHaa30pa U 10 OPUIHATIEHBIM MEXTYHAPOIHBIM UCTOYHUKAM B TeueHue 70
(cempecaT) pabouux JHEH ¢ AaThl pa3MelieHrs nHGOpMaIlMy Ha CaliTe SKCIIEPTHOMN
OpraHH3alluu.

JlepkaTenu perucTpalioOHHbBIX YIOCTOBEPEHU MOJAI0T 3asBJICHUE HA BHECCHUE
U3MEHEHHI B pErUCTPAIIMOHHOE 10Che B TeueHue 70 (cembaecsT) pabouux THel ¢ AaThl
pa3MenieHus rapMOHU3UPOBAHHON MH(OPMAILIUK HA CATe IKCIIEPTHON OpraHU3aluy 1Mo
3aperuCTPUPOBAHHBIM JICKAPCTBEHHBIM IIpenapaTaM B OOIIei XapaKTepUCTHKE
JIEKApCTBEHHOTO Tpernapara U MHCTPYKIIUHU 10 MEAUITMHCKOMY MPUMEHEHUIO
JIEKapCTBEHHOTO cpeacTBa (mucTok-BKaaasii) (qanee — OXJII u Uuctpykuus JIC)
JIEKapCTBEHHBIX MPENapaToB ¢ OJTHUM U TEM K€ MEXITYHAPOIHBIM HEMTATEHTOBAHHBIM
HA3BAaHUEM WIH C OJTHUM U TE€M K€ JICUCTBYIOIIUM BEIIECTBOM.
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54. IIpu HEBBINIOTHEHUHU YCIOBUS, YKa3aHHOTO B MyHKTax 52 U 53 HACTOSIIMX
[IpaBui, rocyiapcTBeHHast SKCIIEPTHAsI OpraHU3alusl YBEAOMIISIET (B IPOU3BOILHOMN
dbopme) TocyapCTBEHHBIN OpraH 0 HEOOXOAUMOCTH MPHUOCTAHOBIICHUS JIEHCTBHUS
PErUCTPALIMOHHOTO Y/IOCTOBEPEHUS.

55. SKCHepTI/ISa I/ISMGHGHI/II?I, BHOCHMBIX B PCTUCTPAINOHHOC JOCHC,
OCYIICCTBIIACTCA HaA JICKAPCTBCHHOC CPCACTBO B IICPHUOA I[efICTBHH PErucTpanroHHOrO
YAOCTOBCPCHUA M HC OKA3bIBACT OTPHUIATCIIBHOI'O BIIMAHWA Ha COOTHOIIICHUC I10JIb3a-
PHUCK JICKaApCTBCHHOT'O IIpCIiapara.

56. 3menenust kinaccu@uiupyroTes B cOoTBeTCTBUU ¢ [lepeunem Bu0B
VW3MEHEHU, BHOCUMBIX B PETHCTPALMOHHOE T0CHE JIEKAPCTBEHHOTO CPEJICTBA COTJIACHO
npuioxkeHnto 16 k HactossuuM [IpaBunam Ha:

1) HecymiecTBeHHOE M3MeHeHue Tuma [A - (I3MeHeHHe, KOTOPOE OKa3hIBaeT
MUHUMAJIBHOE BIIMSIHUE WIIA HE OKa3bIBAa€T BIUSIHUS Ha 0€30MTaCHOCTh, KAYECTBO U
3¢ (HEKTUBHOCTH 3aPETUCTPUPOBAHHOTO JIEKAPCTBEHHOTO MIpenapara, MmoJJaHHoe B
NIEPHO/T ICHCTBUS PETUCTPAIMOHHOTO YAOCTOBEPEHUS JICKAPCTBEHHOTO TperapaTa 1 He
TpeOyrolee HOBOM PErUCTpaLNN);

2) HecyllecTBeHHOE u3MeHeHnue tuna Ib - (u3MeHeHue, KoTopoe He
nojAmnajaaroiee moj onpeneneHus naMeHeHui tumna A u tuma 11, He TpeOyroree HOBOI
perucrpanun);

3) 3naunmoe uzmenenue tumna Il - Jro0bie 3MeHeHus K MaTepuaiam
PETUCTPALIMOHHOTO JJOChE, HE TPEOYIoLe HOBOM perucTpaiuu JeKapcTBEHHOTO
npernapara u KOTOpble OKa3bIBalOT 3HAUUTEIbHOE BIUSHUE HA €ro 0€3011acHOCTb,
Ka4yecTBO U 3((PEKTUBHOCTb;

4) u3MeHeHus1, TPEOYIOIINEe HOBOM PEruCcTpallvy JICKAPCTBEHHOTO IIpernapara;

5) cpouHbIEe U3MEHEHUS, Kacaroluecs: 0€30MacCHOCTH JIEKaPCTBEHHOI'O CPEICTBA -
CPOYHBIE BPEMEHHbIE OTPAaHUYCHMSI, CBSI3aHHbBIE C 0€30MMACHOCTHIO UCTIOIB30BAHMS
JIEKApCTBEHHOTO Tpernapara, KOTOPbIe BHEAPSIOTCS 3asiBUTEIEM B CITydae BbISIBICHUS
pHUCKa JIs1 OOIIIECTBEHHOTO 3/I0POBbS MPU TPUMEHEHUH 3aPETUCTPUPOBAHHOTO
(mepeperucTpupoBaHHOT0) JIEKAPCTBEHHOI'O MIpenapara.

Jlep>kaTenb perucTpallMOHHOTO yI0CTOBEPEHHS B TEUCHHE IBAIIIATH YEThIPEX
4acoB yBEJOMJISIET O BBOJUMBIX UM OTPAHUUYEHUSIX TOCYNapCTBEHHBIN opraH. Eciu B
TedeHue 24 (IBaalaTh YETHIPE) YaCOB MOCIIE MOIYYSHHS 3TOM HHGOPMAITIHN OT
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rOCyJIapCTBEHHOT'O OpraHa HE MOCTYIINIIO BO3PAXKEHNN, SKCTPEHHBIE OTPAaHUYECHUS,
CBSI3aHHBIE C O€30MACHOCTHIO, CUNTAIOTCS NPUHATHIMU. CPOKH peanu3aiuu
OTPAaHUYCHHM OTOBAPUBAIOTCA JIEPHKATEIEM PETUCTPALMOHHOTO yIOCTOBEPEHHS U
rOCyJ1apCTBEHHBIM OPraHOM.

9KCTpeHHI>Ie OI'paHHUYCHUS, CBA3AaHHBIC C 6630H3CHOCTBIO, HMHUIHUHUPYIOTCA
ToCyaAapCTBCHHBIM OPraHOM IIpU HAJIMYWUU PUCKA OJIA ) KU3HU U 310POBbA YCIIOBCKA.

3asBieHUE HA BHECEHUE U3MEHEHMIM, KacaroluXcsl BBEJICHUSI IKCTPEHHBIX
OTpaHUYCHUN (MHUIMMPOBAHHBIX JIEPKATEIIEM PETUCTPAIMOHHOTO YAOCTOBEPEHUS UITU
roCcyJapCTBEHHBIM OPTaHOM), IOAAETCS IepKATEeIIeM PETUCTPAIIMOHHOTO
YAOCTOBEPEHUS HA PACCMOTPEHUE HE TO3/IHEE, UeM B TeUueHHE 45 (COpOK MATh) pabounx
JTHEW ¢ MOMEHTA YBEJAOMIICHHUSI.

57. B ciy4yae BHECEHUSI U3MEHEHHS, KOTOPOE HE KJIAaCCU(DHUIIMPOBAHO B
HACTOSIIIIUX MPAaBUIIAX, 3aIBUTENb 00PAIIAETCsl B TOCYAapPCTBEHHYIO SKCIIEPTHYIO
OpraHu3alMIo0 Yepe3 MpoLeaypy KOHCYIbTALMH C LEIbIO MOTYyYEHUs PEKOMEHIAIUH 110
KJ1accu(UKaIMu N3MEHECHHUS.

['ocynapcTBeHHast SKcniepTHAst opranusaius B Tedenue 20 (1Baanarh) padbounx
JTHEH 1ociie MOJy4YeHHsI 3aIIpoca HAIMPaBIseT OTBET 3asBUTEIIO B 3JIEKTPOHHOM U (WJIH)
OyMa)kHOM BUJIE.

58. Jlepxareib peruCTPallMOHHOTO YAOCTOBEPEHUS MPEIOCTABISAET ICKIAPALIHIO
o ToM, uto B ipoekTax OXJIIT u Uactpykiuu JIC Bocpou3BeI€HHOT0, THOPUIHOTO
WK OMO0aHAIOTMYHOTO (OMOMO00HOT0) JIEKAPCTBEHHOTO MpernapaTa OTCyTCTBYIOT
otimuus ot aerctByronux OXJII u Uactpyknuun JIC opurunHanbHOTO (pedepeHTHOTO)
JIEKApCTBEHHOTO Tpernapara, 3a UCKIIOUCHHEM OTINYUA UHPOpMAIUH O
MPOU3BOJIUTENE, CPOKE TOJIHOCTH, COCTABE BCIIOMOTATENIbHBIX BEIIECTB U Pa3Inyuil B
OMOJOCTYITHOCTH WM (DapMaKOKMHETHKE.

59. Jlepkatesib perucTpallioOHHOTO YI0CTOBEPEHHUS MPEAOCTABIISET MOCTPOUHOE
(pacmoyiokeHHOe Mapalie]IbHO Ha OJHOM JiucTe) cpaBHeHHe nercTByromux OXJIT u
Wuctpykuun JIC opurnHanbHoro (pedepeHTHOro) IeKapcTBEHHOIO IpenapaTa u
npoekToB OXJII u Uuctpykuuu JIC Bocripon3BeieHHOTO, THOPUTHOTO WU
OonoaHagoruyHOro (OMOTOI0OHOTO) JIEKAPCTBEHHOTO TPEerapaTa C BhIICICHUEM U
000CHOBaHUEM BCEX OTIUYMIA.

60. JlepxkaTesb perucTpalOHHOTO YIOCTOBEPEHHUS IIPY 110/1a4€ 3asBJICHUS HA
BHeceHue nsmenennii B OXJIII n Muctpykium JIC npenocraBiseT BEAOMOCTb
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VM3MEHEHUN C YKa3aHUEM MOCTPOYHO PACTIOIOKEHHOTO CPABHEHUS TEKCTA BHOCUMBIX
VU3MEHEHUN C TEKCTOM YTBEPKICHHON BEPCUM.

61. DxcniepTHast opraHu3alys MHULMUPYET MPOLETypY IPUBEICHUS B
COOTBETCTBHE (rapMOHU3aIMs1) HHPOPMAIIMHU TIO 3aPETUCTPUPOBAHHBIM JICKAPCTBEHHBIM
npenapataM B OXJIIT u Muctpykumu JIC nekapcTBEHHBIX MPENApaTOB C OJHUM U TEM
K€ MEXKyHApOIHBIM HEMIATEHTOBAHHBIM HAa3BAHHEM WJIM C OJTHUM U TEM K€
JNEUCTBYIOIIUM BEIIECTBOM.

62. JlepxaTenb perucTpalluOHHOTO ya0cTOBepeHus npu pazpadotke OXJII u
Wuctpykuun JIC Bocripon3BeA€HHOTO, THOPUIHOTO WIM OMOAHAJIOTHYHOTO
(Orono1006HOT0) JEKapCTBEHHOT'O IIpenapara Mpu nojave 3asBJICHUs Ha SKCIIEPTU3BI
IIPYU PErUCTPALINHU, & TAK)KE IPU IIEPEPETUCTPALUN U BHECEHU N3MEHEHUI
PYKOBOJICTBYETCSI IPUBEIEHHOW B COOTBETCTBUE (FrapMOHU3UPOBAHHOI) HH(pOpMaLen
no OXJIII n Uuctpykium JIC o MexayHapOoTHOMY HENMATEHTOBAHHOMY Ha3BaHUIO WIIH
COCTaBy JICMCTBYIOLIUX BELIECTB, PA3MEIICHHBIX HA CAUTE DKCIIEPTHOW OPraHU3alliu Ha
Ka3aXCKOM M PYCCKOM SI3bIKaX.

IHaparpad¢ 2. [lopsinok npoBeaeHUs J1a00PATOPHBIX UCTILITAHUM

63. JlabopaTtopHbIi€ UCTIBITAHUS JIEKAPCTBEHHOTO CPEJICTBA OCYIIECTBISIOTCS B
Ccpoku, He npeBbimatonue 60 (mectbaecsaT) pabouux AHEH Co THS MOCTYILICHUS
JIOKYMEHTOB Ha CTCIUATU3UPOBAHHYIO SKCIIEPTU3Y B UCIIBITATEIIbHBIX JJAOOPATOPHSIX
roCyJIapCTBEHHOM SKCIEPTHON OpraHU3alluy B IEJISIX MOTBEPKICHUSI COOTBETCTBUS
nokazaTesielt 0€30IacHOCTH U Ka4eCcTBa JIEKApPCTBEHHOT'O CPEJICTBA U BKITIOYAFOT:

1) aHanKU3 aHATUTUYECKOTO HOPMATUBHOI'O IOKYMEHTA JIEKAPCTBEHHOT'O CPE/ICTBA
B YAaCTH METOJIMK MPOBEJACHUS UCIIBITAHUN;

2) npoBeieHNe JIabOpaTOPHBIX UCIIBITAHUN Ha COOTBETCTBUE TPEOOBAHUSIM
HOPMAaTUBHOIO JIOKYMEHTA MO0 KaYECTRY;

3) ompezeneHue BOCIPOU3BOAUMOCTH aHATUTUYECKUX METOJIUK KOHTPOJIS
Ka4yecTsa.

HcnbrTanne o0pa3iioB JIEKapCTBEHHBIX CPEICTB C UCTIOIB30BAaHUEM KOMILIEKCA
(UBUKO-XUMUYECKUX, OMOJIOTUYECKUX UCCIIeI0BAaHUN HAMPABIICHO HA OMpecICHUE
KOJIMYECTBEHHOT'O ¥ KaY€CTBEHHOTO COAEPKAHUS JEHCTBYIOMINX U BCIOMOTaTEIIbHBIX
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BEILIECTB, MPUMECEH, a TAK)KE CTENIEHU OMOJIOTHYECKON O€30MacHOCTH
(MHKpOOMOJIOTHYECKAs! YUCTOTA, TOKCUYHOCTh, TUPOTEHHOCTD ).

64. JlabopaTtopHbie UCTIBITAHUS HE MPOBOASATCS TPHU:
1) nepeperucrpanuu J€KapCTBEHHOTO CPEJCTBA;

2) 3KCIEPTHU3E JICKAPCTBEHHOTO CPEICTBA, IPOU3BEICHHOTO B COOTBETCTBHHU C
GMP ctpan perunona ICH (AitCudiiu), B Pecmy6iuke Kazaxcran B COOTBETCTBHHM C
GMP Pecny6mmku KazaxcTran u MMEIOIIETO PETUCTPAIIMOHHOE T0Che B (hopmaTe
OO6111ero TEXHUYECKOTO JOKYMEHTA,

3) sKCnepTU3€e JIEKapCTBEHHBIX CPEJICTB, B paMKaX MPOLELYPbI
npekBanupuduranmy u (WIM) Tpoueaypbl NpU3HAHUS HAYYHOH OLICHKU
JIEKapCTBEHHBIX MTPENAPATOB PETYIATOPHBIX OPraHOB CO CTPOrOM PEryIATOPHOU
cucremoii (SRA) (CHIA, EC (EMA), Kanana, [lIseliniapus, Benukooputanusi,
ABcTpainusi, SoHus ) HA OCHOBAHUU COBMECTHOW MPOUETYPhl YCKOPEHHOM
peructpauuu ¢ BcemupHo# opranu3zanuend 34paBoOXpaHEHNUs;

4) yCKOPEHHOM KCTePTH3E JIEKAPCTBEHHBIX CPEJICTB.

65. B ciyuae BbISIBIECHUS 3aMEUaHUN MTPU POBEICHNUN J1a00paTOPHBIX
UCTIBITAHUN B T€UCHUU S (MATh) pabo4uX JTHEH 3asBUTENIO Yepe3 NHPOPMAIIMOHHYIO
CUCTEMY B «JIMYHBIN KaOWHET» HAMPABISAECTCS MUCHMO C YKA3aHUEM BBISIBICHHBIX
3aMe4YaHui U HEOOXOIUMOCTH X YCTPaHEHHUS B TIOJIHOM 00bEME B CPOK, HE
npesbimaromuii 20 (1BaanaT) paboynx JHEH.

66. IIpu HE yCTpaHEHUU WA HE TIOJIHOM YCTPAaHEHUH 3aMedyaHunil B TeueHue 10
(ecatp) paboumnx JHEHN CO JHS MOJYYSHHS OTBETA OT 3asBUTENIS FOCyJapCTBEHHAs
SKCIIEPTHAS OpPraHU3alys HAIIPABIISIET 3asBUTEIO TUChMO C YKa3aHUEM

JIOTIOJTHUTENIBHBIX 3aMEUaHUN U HEOOXOIMMOCTH MX yCTpaHeHuii B TeueHnue 10 (aecsTs)

pabounx JTHEH.

67. Ilpu HE IpeI0CTaBICHUM 3asIBUTEIIEM OTBETOB BBHICTABJICHHBIEC B IUCHME
roCy1apCTBEHHOM AKCIIEPTHOW OPraHU3alNK 3aMEUYaHHs B YCTAHOBJICHHBIN CPOK
COTJIACHO MyHKTY 66 HacTosmux [IpaBui U OTpULIATENIBHBIX PE3YIbTATAX
71a00paTOPHBIX UCTIBITAHUN MaTEpHUaIbl HAMPABIISIIOTCS B DKCIIEPTHBIN COBET IS
NPUHATHUS PEIIeHrs 00 0TKa3e U MPEeKPaIeHUH IKCIIEPTU3bI JICKAPCTBEHHOTO CPEJICTBA
coryiacHO yHKTY 48 HacTtosimux [IpaBui.
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68. I1o pe3ynbpTaTam 1a00paTOPHBIX UCTIHITAHUN JTEKAPCTBEHHOTO CPEICTBA
UCIIBITaTeILHOM TabopaTopueit B Teuenue 10 (ecsiTh) pabodyux THEH COCTABISIETCS
IIPOTOKOJ UCTIBITAHUH TI0 popMe coriacHo mpuiokeHuto 23 k HacTosimuM [IpaBuiam.

69. He TpeGyeTcs mpeacTaBiaeHue o0pa3oB, CIEIU(UIESCKUX PEareHTOB U
JIPYTUX MaTepUAIOB IPU HEBO3MOXKHOCTH MPOBEICHHUS UCTIBITAHUHN B 3KCTICPTHOM
OpraHM3aIllH BCIEACTBHE:

TPYJHOAOCTYITHOCTH 00pa3I0B JIEKAPCTBEHHBIX MPEMAPATOB CTAHAAPTHBIX
00pa31oB, crenupUIecKuX peareHTOB U APYyTUX MaTepHalioB (B TOM YHKCIE, IPU UX
OTHECEHHMH K KaTeropuu op(paHHbIX, BBICOKOTEXHOJIOTUYECKHUX,
paanodapMaleBTUYECKUX, HAPKOTUYECKUX, ICUXOTPOIHBIX WX MPEIHA3HAYCHHBIX TS
JICYEHUSI BBICOKO3aTPATHBIX HO30JIOTUH BCJIEICTBUE UX BHICOKON CTOMMOCTH);

HEBO3MOXHOCTH COOJIIO/ICHHSI YCIIOBUH TPAHCIIOPTUPOBKH YKa3aHHBIX 00pa3IioB
Ha TeppuToputo PecnyOnuku Kazaxcran u (W) UX XpaHEHUS;

OTCYTCTBUS CIICIIMATILHOTO 000PYI0BaHUS U PACXOIHBIX MAaTEPUAJIOB B
AKCIIEPTHOM OpraHu3allly;

JOPYTUX IPUYHH MO PELICHUIO YIOJIHOMOYEHHOTO Oprana (3KCnepTHOM
OpraHu3alliu) IPU BOZHUKHOBEHUH OOCTOSTENHCTB HEMPEO0TMMON CUITBI UITH
00CTOSTENIbCTB, HE3ABUCAIINX OT BOJIM CTOPOH, B TOM YHCJI€ B CBSI3U C OCOOCHHOCTSIMU
MPOU3BOJICTBA U KOHTPOJIA KAYECTBA JIEKAPCTBEHHOTI'O MpErapara.

B cnydasx, ykazaHHBIX B JaHHOM ITyHKTE, JJA0OPATOPHBIC UCTILITAHUS
MPOBOJISITCSI B TAOOPATOPUU KOHTPOJISI KaueCcTBa MPOU3BOUTENS JIEKAPCTBEHHOTO
Ipernapara B IPUCYTCTBUM MPEACTABUTENICH IKCIIEPTHON OpraHU3aluy Uild B
KOHTPAKTHOM J1abopaTopuu, UCIIOIb3yEMOU MPOU3BOJUTENEM, B IPUCYTCTBUU
MPEICTABUTEIICH SKCIIEPTHON OPraHU3alUH.

B cnydasx HEBO3MOXXHOCTH MPOBEAEHUS 1a00OPATOPHBIX UCIIBITAHUI B
nabopaTopusx KOHTPOJIS Ka4ecTBa MPOU3BOIUTEIS JIEKAPCTBEHHOTO Mpernapara uin
KOHTPAKTHBIX J1a00paTopusix, UCTIOIb3yEMbIX TPOU3BOAUTENEM (IIPHU YIpo3e
BO3HUKHOBEHUS, BO3HUKHOBEHUH YPE3BBIYAHON CUTYyalllU U JIMKBUJIALIUU €€
HOCJIEACTBUN U (MJIN) NIPU YIPO3€ paclpoCTpaHEeHUs 3a00JIeBaHUM, IPEACTABIISIOIINX
OMACHOCTH JUIsl OKPYKaroUIUX, 3a001€BaHUI U OPaXKEHUH, MOJYyYEHHBIX B pE3yJIbTaTe
BO3/I€MCTBHSI HEOIArONPUATHBIX PUPOIAHBIX, XUMHUUECKUX, OMOJIOTUYECKUX,
paauaMoOHHbIX (PAaKTOPOB, MPU KOTOPBIX MPUCYTCTBHUE MPEACTABUTENS SKCIEPTHOM
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OpraHU3alliy HE MPEJICTABIISIETCS BO3MOXKHBIM, WU MPU JPYTUX 00CTOATEIbCTBAX
(HampuMep, CBS3aHHBIX C OCOOCHHOCTSMHU MPOU3BOJICTBA M KOHTPOJIS KAYECTBA
KOHKPETHOTO JIEKapCTBEHHOT'0 MperapaTa), o COrIaCOBAHUIO C SKCIIEPTHOU
OpraHM3alren SKCIepTru3a KauyecTBa NPOBOIUTCS HA OCHOBAaHUU JOKYMEHTALINU
POU3BOAUTENS (IPOTOKOJIOB aHATIM3a MPOU3BOAUTEIISI) B TOM YHCIIE C UCTIOJIb30BaHUEM
CPEACTB AUCTAHIIMOHHOTO B3aUMOJICHCTBHS, BKJIIOUYAs ayAUO- UIIN BUJIEOCBS3b.

ITo pe3ynbpTaTaM 1a00paTOPHBIX UCHBITAHUN cocTaBisieTcss OTYET O pe3yabTarax
IPOBENICHUS TAOOPATOPHOTO UCTIBITAHUS B JIA0OPATOPUHN KOHTPOJISI KAYeCTBa
MPOU3BOJIUTENS UM B KOHTPAKTHOM J1a00paTOpuu, UCIIOJIH3yEMON MTPOU3BOIUTEIIEM
COTJIacHO NpuioxkeHuto 24 k HacrosmuM [IpaBunam.

IMaparpa¢ 3. Ilopsaok popMupoBaHus pe3yabTATOB MPOBEACHHON IKCIEPTU3BI
JIEKAPCTBEHHBIX CPEACTB

70. ITo okOHYaHUU PKCIIEPTU3bI 3aBUTEIb COTIIACOBBIBAET C TOCYJAPCTBEHHOM
AKCIEPTHOM OpraHu3aiueil B 3JIEKTPOHHOM BHjI€ 0011e (aAMUHUCTPATUBHBIC)
CBEJICHHS O JIEKAPCTBEHHOM IIPENapaTe, UTOrOBbIE IOKYMEHThI (HOPMATHUBHBIM
JIOKYMEHT I10 Ka4€CTBY, MHCTPYKIIUIO M0 MEIUIIMTHCKOMY ITPUMEHEHHUIO U MaKETOB
MapKUPOBKHU YIAKOBKH, STUKETOK, CTUKEPOB C MAPKHUPOBKOI ), B TOM UUCIIE
KOPPEKTHOCTh 3aHECEHHBIX JTAHHBIX:

IPU TOCYAAapCTBEHHOW PErUCTPAIli, B TOM YUCJIE BHECEHHE N3MEHEHUH,
TpeOYyIOLIMX HOBOW PErnuCTpallu, IpH NepeperucTpauuu, Npyu BHECEHUH U3MEHEHUN B
peructpannonHoe nocke Tuna A, tuna Ib u Tuna Il ¢ npoBenenneM mabopaTopHbIX
VCIIBITAHU, TP BHECEHUU U3MEHEHHI B PETUCTPALIMOHHOE Tocke Tuma [A, tuna Ib u
tuna Il 6e3 nmpoBeaeHMs 1a00PaTOPHBIX UCTIBITAHUHN - B CPOK HE MPEBBINIAONIHIA 2 (1Ba)
pabounx JTHEHH;

IPpU YCKOPEHHOM PErucTpaluu JEKapCTBEHHOTO CPEICTBA U NMPU COBMECTHOM
npoteaype peructpanuu ¢ BO3 - B cpok He npebimaronuil 1 (oguH) paboyux aHE;

HpI/I BBISIBJICHUHM HECOOTBETCTBUS OOHOBJICHHSI HTOTOBBIX JOKYMCHTOB 3asBUTCJIb
OJHOKPATHO HAITPABJIACT IIMCBbMO C YBECAOMJICHUCM O HCCOOTBCTCTBHH U IIPHUKJIIAABIBACT
KOPPCKTHBIC UTOI'OBLIC JTOKYMCHTLI B TCUHCHHUC C MOMCHTA 3aBECPHICHUA SKCIICPTUIBI.
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B cnydae oTCyTCTBHSI COTIIaCOBaHMS 3asBUTEIIEM 3aKITIOYCHHE O OE30TaCHOCTH,
KadecTBe U 3 (PEKTUBHOCTH JICKAPCTBEHHOTO CpeAcTBa (hopMupyercs 6e3 ero
COTJIACOBAHUSI.

71. I'ocymapcTBeHHas SKCIEPTHAS OpraHU3aLs IPOBOAUT IIPOBEPKY
IpEeICTaBICHHON HH(pOpPMALMK 3asiBUTENIEM, a TAK)KE IIPU BbISIBIEHUH HECOOTBETCTBUS
KOPPEKTUPYET 3aHECEHHBIE TAHHBIE U OOHOBJISIET UTOTOBBIE TOKYMEHTHI:

IIpY FOCYAAPCTBEHHOM PErMCTpaliiy, B TOM YUCIIE BHECEHUE U3MEHEHUH,
TpeOyIOIMX HOBOM perucTpaiiu, Npyu nepeperucTpanuu, Npu BHECEHUU U3MEHEHUH B
peructpannonHoe nocke Tuna A, tTuna Ib u Tuna Il ¢ npoBenenneM nadbopaTopHbIX
VICIIBITAHWM, TP BHECEHUN N3MEHEHHMU B PETUCTPALIMOHHOE ocke Thma [A, tnna Ib u
tuna Il 6e3 npoBeneHus 1a0OPaTOPHBIX UCTIBITAHUM - B CPOK HE MpeBbIIatonui 3 (Tpu)
pabouux JHEH;

MIPU YCKOPEHHOM PETUCTPaIIMK JICKAPCTBEHHOTO CPEJICTBA U ITPU COBMECTHOM
npouenype peructpaiuu ¢ BO3 - B cpok He npeBbimaromuii 1 (0uH) pabounx JTHEH.

72. I1o pe3ynbpTaTaM NPOBEICHHOW SKCIEPTU3I JIEKAPCTBEHHOTO CPEACTBA
rocyJapCcTBeHHas SKCIIEPTHAsI OPraHU3alvsl COCTABIISIET 3aKIII0UeHrEe 0 0€30MaCHOCTH,
KayecTBe U 3P (HPEKTUBHOCTH JIEKAPCTBEHHOT'O CPEJCTBA, 3aBJICHHOIO HA HKCIIEPTU3Y
COTJIaCHO MpUJIOKEHUI0 25 K HacTosmuM [IpaBunam u 3akirodeHre o 6e30macHOCTH,
KayecTBe U 3P (HEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA, 3aBJICHHOIO Ha AKCIIEPTU3Y
M3MEHEHU, BHOCUMBIX B PETUCTPAIMOHHOE JJOChE COTJIACHO MPUIIOKEHUIO 26 K
HactosiuM [IpaBunam:

IPU TOCYAAPCTBEHHOW PETUCTPAIMU, B TOM YUCJIE BHECEHHE N3MEHEHUH,
TpeOYIOIINX HOBOW PErHCTpalliu, IPH NEPEPErUCTPaLuU, IPU BHECEHUH U3MEHEHUN B
peructpaimontoe aoche tTuna IA, Tuna Ib u tuma Il ¢ mpoBeaeHneM 1a6opaTopHBIX
VCIIBITAHU, TP BHECEHUU U3MEHEHHI B PETUCTPALIMOHHOE Tocke Thma [A, tuna Ib n
tuna Il 6e3 nmpoBeaeHMs 1a00PaTOPHBIX UCTIBITAHUN, IPH YCKOPEHHOM PErHCTpaIluu
JIEKapCTBEHHOTO CPEJICTBA - B CPOK HE MpeBblIatonuil 5 (1msTh) pabounx JHEH;

IIPH COBMECTHOM Tporieype peructpaiuu ¢ BO3 - B cpok He peBbIMIAOIMNAN |
(oauH) pabouux AHEH.

73. I1o pe3ynbpTaTaM MOJ0KUTEIHHOTO 3aKII0UEHUS O 0€30MaCHOCTH, KAYECTBE U
3¢ (HEKTUBHOCTH JIEKAPCTBEHHOI'O CPEJICTBA, 3asBJICHHOIO Ha 3KCIEPTU3Y U 3aKIIOUYECHHUS
0 0e30MacHOCTH, KauecTBE U 3PPEKTUBHOCTH JIEKAPCTBEHHOI'O CPENICTBA, 3asIBJIEHHOTO
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Ha 3KCIEPTU3Y U3MEHEHU, BHOCUMBIX B PETUCTPALIMOHHOE J10ChE, POPMHUPYIOTCS
CJIEYIOIINE AJIEKTPOHHBIE IOKYMEHTBHI, MOAMMCAHHBIE 3JIEKTPOHHO-IU(POBOI
NOAMMUCHIO PYKOBOJUTEIIS TOCYAAPCTBEHHOIO OpPraHa:

1) peructpanmoHHOE yJ1I0CTOBEpEHUE, ISUCTBYIOIEe Ha TeppuTopuu Pecnyonuku
Kazaxcran cornacHo npunoxenus 4 k Hactosium [IpaBuinawm;

2) 3aperucTpUpPOBAHHBIC HHCTPYKIUSA (JTUCTOK-BKJIABII) IO MEAUIIUHCKOMY
NPUMEHEHUIO JIEKaPCTBEHHOTO CPEICTBA UM MEAUIIMHCKOTO U3/IeTUs U o01Ias
XapaKTEepUCTHUKA JIEKAPCTBEHHOTO CPEACTBA HAa Ka3aXCKOM M PYCCKOM SI3bIKaX;

3) 3aperucTpupOBaHHBIE MAKETHI YIIaKOBOK, 3TUKETOK, CTUKEPOB Ha
JIEKapCTBEHHBIE CPEIICTBA, MEIUIIMHCKUE U3/IEIINS HA Ka3aXCKOM U PYCCKOM SI3bIKaX.

74. J11s1 IeKapCTBEHHBIX CPEACTB OTEUECTBEHHOI'O MPOU3BOICTBA,
MIPOU3BOAUMBIX JJIs1 SKCIIOPTA U BHYTPEHHETO PhIHKA CTPaHbI MO Pa3HbIMU TOPTOBBIMU
HA3BaHUSIMU, IKCIIEPTH3a TPOBOIUTCS C BbIIaUei OJTHOTO 3aKITIOYCHUS O 0€30MaCHOCTH,
KauecTBe U 3((HEKTUBHOCTH JIEKAPCTBEHHOT'O CPEICTBA.

75. B ciayyasix OTpUIIATENIBHOTO 3aKII0UEHHUs 0 0€30MMaCHOCTH, KaYECTBE U
3 PEKTUBHOCTH JEKAPCTBEHHOTO CPEJICTBA UM OT3bIBA 3aIBUTEJIEM 3asIBJICHUS HA
DKCIEPTU3Y MOCIE Havyaja MPOBEACHUS SKCIIEPTU3bI, CTOUMOCTb IPOBEACHUS
AKCIIEPTHBIX PabOT 3asiBUTEINIO HE BO3BpAIIAETCS.

76. I1o pe3ynbpTaTaM 3KCIEPTU3BI TOCYJaPCTBEHHAS DKCIIEPTHAS] OpraHu3alus
(dbopMHUpYET CBOJIHBIN OTYET MO OE30MaCHOCTH, Ka4eCTBY U 3((HEKTUBHOCTH
JIEKApPCTBEHHOTO Mperapara B COOTBETCTBUU C MPUIIOKEHUEM 27 K HACTOSIIUM
[IpaBuinam, He KOH(DUACHITMATBHAS YaCTh KOTOPOTO Pa3MEIIAETCsl Ha UHTEPHET-pecypce
roCyapCTBEHHOM SKCIIEPTHOW OpraHU3aLNH.

77. Ilocne 3aBepuieHHs] TPOLEAYPBI SKCIIEPTU3BI TOCY AAPCTBEHHAS SKCIIEPTHAS
opraHuzaius GopMHUPYeT FJIECKTPOHHBIN apXUBHBIN YK3EMILISAP PETUCTPALTMOHHOTO
JIOChE, COJIepKAIUNA TOKYMEHTBI U MaTepUaJIbl pe3yJibTaTa SKCIEPTU3bI
(IOTIOTHUTENBHBIE MAaTEPUAIIbL, IPECTABICHHBIE 3aBUTEJIEM T10 3aIIPOCY
roCyJIapCTBEHHOM 3KCIEPTHON OpraHu3aliiu, OTYET BaTUJAlUA PETUCTPAIMOHHOTO
JIOCHE, 3aKJIFOUUTENIbHBINA CBOJHBIN OTUET IKCHEPTOB 110 KPUTUYECKON OLICHKE
JIEKapCTBEHHOTO Ipenapara, IpOTOKOJIbI UCIIBITATEIBLHOM J1a00paTOpHn ), 3aKIIOUEHHUE O
0e30macHOCTH, KauecTBY U 3(PPEKTUBHOCTH, OOIITYIO XapaKTEPUCTUKY JIEKAPCTBEHHOTO
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CpPEACTBA, MHCTPYKIIMIO M0 METUIIMHCKOMY MPUMEHEHUIO (JIMCTOK-BKJIAJIBIIN),
HOPMAaTHUBHBIN JIOKYMEHT 10 KaYECTBY JIEKAPCTBEHHBIX CPEJICTB, 3aPETUCTPUPOBAHHBIE
MAaKETHI YITAKOBOK, 3TUKETOK, CTUKEPOB, XPAHSIIIUECS B SJIEKTPOHHOM apXHBE.

Bo Bpems AeiCTBHS pErMCTPAlMOHHOIO YIOCTOBEPEHUS ApXUBHOE
PErUCTPALMOHHOE A0ChE, NOMOIHACTCA PErUCTPALMOHHBIM JOChE, IIOJAaHHBIM Ha
BHECCHUE U3MEHEHUM, COAEPKAIIUM JOKYMEHTHI U MaTepUaibl pe3yJbTaToB
JKCIEPTU3BI.

PGFI/ICTpaHI/IOHHOG AOCHC XPAHUTCS B 9JICKTPOHHOM apXHBC HA 3JICKTPOHHOM
HOCHTCJIC B TCUCHUC ICCATH JICT.

78. I1pu rocy1apCTBEHHOM pErMCTpallii YCTaHABINBAETCS CPOK JIEUCTBUS
PErUCTPAlMOHHOTO YAOCTOBEPEHUS ISl JIEKAPCTBEHHBIX CPEACTB — S5 JIET, 32
UCKIIIOYEHUEM JIEKApCTBEHHBIX CPEJICTB, MpOoU3BeIeHHbIX B PecyOnuke KazaxcraH.

[Ipu rocy1apcTBEHHOM perucTpaluu JeKapCTBEHHBIX CPEJICTB, MPOU3BEICHHbBIX B
Pecny6nnke Kaszaxcran BbijaeTcsi 6€cCpoUHOE PETUCTPAIIMOHHOE YI0CTOBEPEHHE.

[Ipu nepeperucTpanuu BoIaeTCsi 6€CCPOUHOE PETUCTPAIMOHHOE YI0CTOBEPEHHE
Ha JIEKapCTBEHHbIE CPEICTBA.

IHaparpa¢ 4. Ilopsinok perucTpauuu ¥ BHECEHUS] U3MEHEHHS B II€HbI
Npou3BoaANTEIs1, YOPMHPOBAHMS NMPeAeJbHbIX LIEH HA JIEKAPCTBEHHbIE CPeICTBA

79. s perucTpalvy WM BHECEHUSI U3BMEHEHUN B 3aPETUCTPUPOBAHHYIO LIEHY
npouszBoautens JIC, 3a1BUTENb NPENOCTABISIET B TOCYJAPCTBEHHYIO IKCIIEPTHYIO
OpraHu3alMIo 3asBJIEHUE MO (POpME, COTTACHO MPUiIoKeHUto 1 k HactosmmMm [IpaBunam.

B ciyuae BBo3a JIC Ha tepputoputo PecnyOnuku Kazaxcran nocie peructpanuu
niensl Ha JIC, 3asBuTens B Teuenue 60 (1ecThAecsT) KaJeHIapHBIX JHEH co JHS BBO3A B
00s13aTeJIbHOM TMOPSIJIKE BHOCUT U3MEHEHUE B paHee 3apErUCTPUPOBAHHYIO LIEHY
POU3BOIUTETIS.

80. IIpu peructparuu 1ieHsl mpousBoauTens JIC k 3asBICHUIO TPUIIAralOTCs
CIEYIOIINE JOKYMEHTHI:

1) TOKyMeHT, MOATBEP K IAIOIINIA MTPABO 3aSBUTEIIS OCYIIECTBISATh PETUCTPAIIUIO
I[EHbI WM BHECEHUE U3MEHEHUN B IICHY MPOU3BOAUTENS.
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2) ny1st uHOCTpaHHbIX npousBoautenei JIC u s 3aKka34uKOB KOHTPAKTHOTO
npousBoacTBa JIC: nunpopmanus Ha PrupMEeHHOM OJIaHKE 3asBUTEISA, 3aBEPEHHAS
HOJNUCHIO YIIOJTHOMOYEHHOTO JIULIA 3asIBUTENS O LIEHAaX B pePEPEHTHBIX CTPaHaX, B
clly4ae OTCYTCTBHS LIEH B pePEPEHTHBIX CTpaHaX - B CTPAHE MPOU3BOJAUTENS.

81. Peructpanus nensl npousBojautens JIC u BHeCEHHE U3MEHEHU B
3aperUuCTPUPOBAHHYIO 1IeHy npousBoauTesst JIC ocymiecTBiseTcsl Ha OCHOBaHUU
MOJAHHOTO 3asBJIEHUs B CpOoK He no3aHee 10 (necsaTh) paboumnx THEH co aHs
PEAOCTABJIEHUS 3asBUTEIIEM 3asBICHUS.

82. I'ocynapcTBEHHAs IKCIIEPTHASI OpraHu3alusl pErUCTPUPYET LIEHY
MPOU3BOAUTENS PU COOTBETCTBUHM CICAYIOIIUM KPUTEPUSIM:

1) mpenocTaBieHHas 1ieHa pou3Boautens st BBo3uMbIx JIC mis PecryOnuku
KazaxcraH He mpeBhIIaeT CpeHEE 3HAYCHUE TPEX MUHUMAJIbHBIX IIEH U3 YHCIa
MOJAHHBIX B 3asBJICHUU PeEPEHTHBIX CTPaH, a TAKXKE HE MPEBBIIIACT CPEIHEE
3HAYEHHE TPEX MUHUMAJIbHBIX [I€H, MOJIYUYECHHBIX U3 JaHHBIX CANTOB MEXKAYHAPOIHBIX
OpraHU3aIuu.

HpI/I PaCcCMOTPCHHUU IICH YUUTBIBACTCA MUHUMAJIBHOC 3HAYCHUC 1LICH, U3 YHCJIa
CBCHGHHﬁ, YKa3aHHBIX B 4aCTHU HGpBOfI HACTOAIICTO IMOAITYHKTA.

[Ipu orcyTcTBUUM rocyaapcTBeHHOM peructpanuu JIC B pepepeHTHBIX cTpaHax,
L[€HA [IPOU3BOAUTENSA HE MPEBBIIIAET 3HAYECHUS LIEHBI B CTPAHE-IIPOU3BOAUTEIA.

83. IIpu BHECEHUHU U3MEHEHUI B 3apETrUCTPUPOBAHHYIO 1IeHY npousBoauTesns JIC,
K 3as1BJICHUIO MIPUJIATAIOTCS CIEIYIOMINE TOKYMEHTBI:

I[JIH OTCUCCTBCHHBIX HpOPISBOI[HTCJIGﬁ:

1) TOKyMEHT, MOATBEPKIAIOIINIA MTPABO 3aBUTEIIS OCYIIECTBISATH PETUCTPAIUIO
I[EHbI WM BHECEHUE U3MEHEHH B 1IEHY MPOU3BOAUTEIS;

2) uadopmaius ¢ MOATBEPKIAIOIMMUMHI JOKyMEHTaMU (KOHTPAKT, JOTOBOP) O
neHax JIC peanusyembix B Ipyrux cTpaHax 3a 12 mecsieB, NpealecTBYONIUX 1aTe
M0/1aYy 3asBJICHUS HA PETUCTPALIUIO JINOO BHECEHUSI U3BMEHEHHI B
3apErUCTPUPOBAHHYIO LIEHY.

B ciywae oTcyTcTBUSA peanu3anuu B IpYTUX CTpaHax, 3assBUTEIb NOATBEPKAACT
OTCYTCTBHE pealin3alliy Ha PUPMEHHOM OJaHKE 3asBUTEIS], 3aBEPEHHOM IOAIUCHIO
YIOJIHOMOYEHHOT'O JIUIA 3asSBUTENS;
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3) nuis JIC, cpok AeMCTBUS PETUCTPALMOHHOIO YAOCTOBEPEHUS KOTOPBIX Ha
MOMEHT I0JIa4M 3asIBICHUS UCTEK, MPOU3BEICHHBIX Ha TeppuTOpun Pecrybnuku
Kazaxcran 10 uctedeHus cpoka AeCcTBUsL perucTpauoHHoro yaocrosepenus JIC,
IPEIOCTABISAIOTCS JOKYMEHTBI, MOATBEpKAatoue npousBoactso JIC.

J171s1 3aKa34UKOB KOHTPAKTHOTO Tipon3BojictBa JIC:

1) TOKyMEHT, MOATBEPKIAIOIIHI IPaBO 3aABUTENS OCYIIECTBISATh PETUCTPAIUIO
LICHBbI WJIM BHECEHUE U3MEHEHHU B LICHY IIPOU3BOINUTEIIS;

2) undopmarus Ha GUPMEHHOM OJIaHKE 3asBUTEIIS, 3aBEPEHHAS MMOITUCHIO
YIOJIHOMOYEHHOTO JIUIIA 3asBUTEJS O lIeHaX B pe)ePEHTHBIX CTPaHAX, B CIydae
OTCYTCTBUS 1I€H B pe(hepPEHTHBIX CTPAHAX, B CTPAHE MPOU3BOIUTEIS;

3) KOmusl AOJTOCPOUYHOTO JOTOBOPA MOCTABKU C 3aKa3YMKOM KOHTPAKTHOIO
npousBojicTBa JIC ¢ undopmanueit o nene npousBoautens JIC, nelicTByromiero Ha
MOMEHT II0Ia4yH 3asBJICHUS Ha PETUCTPaIlUIO JU00 BHECEHUS U3MEHECHUN B
3apEruCTPUPOBAHHYIO 1IEHY;

4) nns JIC, cpok OelCTBUSL PETUCTPALIMOHHOTO yIOCTOBEPEHHS KOTOPBIX Ha
MOMEHT I0JIa4M 3asiBJICHUS UCTEK, TPOU3BEICHHBIX Ha TeppuTopun PecryOnnku
Kazaxcran 10 ucteueHnus cpoka IelcTBUs peructpauuoHHoro yaocrosepenus JIC, mis
VM3MEHEHUSA 3aPETUCTPUPOBAHHOMN 1IEHBI TPEAOCTABIISIIOTCS JOKYMEHTHI,
noaTBepxkaarontue mponsBoacTBo JIC (komus cepTudukara 0 COOTBETCTBUU
MIPOTYKITUH ).

J1J1s1 ”THOCTPAHHBIX MPOU3BOIUTEIICH:

1) HOKyMEHT, MOATBEPKAAIOIINI TPAaBO 3asBUTENS OCYIIECTBIISITH PETHCTPALHIO
IIEHbI WJIM BHECHUE N3MEHEHUH B IIEHY MPOU3BOIUTEIS, BKITIOUYAs TIPABO MPEIOCTABIISATh
uHGOpPMAIINIO O IIeHaX B pe)epPEHTHBIX CTPAHAX U O IeHaX (aKTHUECKUX BBO3OB;

2) xonusl TOKyMeHTa, noaTeepxaatoias neny JIC (konus nHBolca (HaKJIaHOW),
cueT-(pakTypsl) 3a nocnegHue 12 mecsues (mpu HATMYUU (HAKTUUECKOTO BBO3a), 32
UCKJIFOUEHUEM CITy4aeB BBO3a Ha Tepputoputo Pecniyonuku Kazaxcran JIC Ha
OCHOBAHUSX, MTPEIYCMOTPEHHBIX MOANYHKTOM 4) ctaThu 252 Komekca.

IIpu oTcyTcTBUMU (paKTHUUECKUX BBO3OB 32 MocjaeaHue 12 mMecsies,
MPEIOCTABIISIOTCS KONMU IOKYMEHTOB 32 MPEAbIAYIIN nepuos 12 Mecsies.
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[Ipu orcyTcTBUU (haKTUUECKUX BBO30B 32 YKa3aHHBIN MEPUOI, 3asIBUTEID
MOATBEPKAAeT OTCYTCTBUE BBO3a HA (PUPMEHHOM OJIaHKE 3asiBUTEJISA, 3aBEPEHHOM
MNOAMMUCHIO YIIOJTHOMOYEHHOTO JIMIA 3asIBUTEIIS;

3) Komnus TaMOKEHHOW JeKIapaliu K JOKYMEHTY, YKa3aHHOMY B IOJITYHKTE 1)
IYHKTa 6 (JUIs1 ”HOCTPAHHBIX MPOU3BOAUTENEH);

4) Komusi KOHTpaKTa Uik gorosopa o npuodbperenuu JIC ¢ nieHoi, neicTByomen
Ha MOMEHT I10JIa4¥ 3asIBJICHUS Ha U3MEHEHUE 3aperucTpupoBaHHoi 1iensl JIC;

5) ana JIC, cpok IeUCTBUS pETUCTPALIMOHHOTO yIOCTOBEPEHHS KOTOPBIX Ha
MOMEHT I0JIa4M 3asIBJICHUS UCTEK, BBE3CHHBIX Ha Teppuropun Pecrrybnuku Kazaxcran
710 ACTEYEHUS CPOKa IEUCTBHS PErUCTPALIMOHHOTO ynocTtosepenus JIC,
IPEIOCTABISAIOTCA JOKYMEHTHI, MOATBEpKAatomue BBo3 JIC: konus ceprudukara
COOTBETCTBUM NMPOAYKIMH, KOS TAMOKEHHOH JEKIapalyH.

['ocynapcTBeHHast SKCIIEpTHAS OpraHu3alus MPOBOAUT CPAaBHEHHE
MPEAOCTABICHHBIX JIAHHBIX 3asIBUTEJIEM Ha COOTBETCTBUE TPEOOBAHUSM HACTOSIIIINX
[TpaBun 1 MaHHBIX U3 UHTETPUPOBAHHONU MH(POPMAITMOHHON CUCTEMBI TAMOKEHHBIX
OpTraHoB.

84. BHeceHre N3MEHEHHI B 3apETUCTPUPOBAHHYIO LIEHY MPOU3BOAUTENS
JIEKAPCTBEHHBIX CPEJICTB MPOU3BOAUTCS Ha OCHOBAHUM 3aBJICHUS U MPUJIAracMbIX
JIOKYMEHTOB, YKa3aHHBIX B MyHKTE 83 Hactosamux [IpaBui.

85. BHeceHue U3MEHEHH B 3apETUCTPUPOBAHHYIO LIEHY MPOU3BOAUTENS AJIsI
BBO3UMBIX JIC, CpOK ACHCTBUS pETUCTPALIMOHHOTO YIOCTOBEPEHUS KOTOPHIX HA MOMEHT
110/1a4Y¥ 3asBJICHUS HCTEK, BBE3CHHBIX Ha TeppuToputo Pecybnmku Kazaxcran 1o
MCTEUYEHHUs CPOKA IEVCTBUS PErUCTPAMOHHOTO YAOCTOBEPEHUS, OCYILIECTBIISIETCS HA
OCHOBE CBEJIeHMI 0 1leHax (pakTuueckux BBO30B B PecnyOnuky Kazaxcran 3a
nocieaHue 12 MecseB JelCTBUSL PETUCTPAIMOHHOTO YA0CTOBEPEHHUS.

B ciiygae orcyTcTBus (pakTHUECKUX BBO3OB 3a MocieaHue 12 MecsIes,
MPEIOCTABISAIOTCSA KONMU IOKYMEHTOB 32 MPEAbIAYIINNA nepuos 12 Mecsies.

BHeceHne n3MeHEeHNH B 3apETUCTPUPOBAHHYIO LIEHY NPOU3BOIUTENS CPOK
JNEUCTBUS PETUCTPALMOHHOIO YIOCTOBEPEHHSI KOTOPBIX HA MOMEHT ITOJA4M 3asBJICHUS

MPUOCTAHOBJICH, OCYIIIECTBIISICTCS B MOPSJKE U B CPOKH, IPETYCMOTPEHHbBIE TyHKTaAMHU
79, 80, 81, 82, 83, 84 u 85 nacrosmux [IpaBui.
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86. Ilpu oTcyTcTBHM BBO3a Ha TeppuToputo Pecnybnuku Kazaxctan BBO3UMOTO
JIC B Teuenue nocieannx 24 MecsIeB 10 BHECEHHUI U3MEHEHUN B
3apPErUCTPUPOBAHHYIO LIEHY TPOU3BOAUTENA, LIEHA TPOU3BOIUTEIISI PETUCTPUPYETCS HA
OCHOBAHUU:

1) koHTpakTa K goroopa o npuodpereHuu JIC neicTByOMEro HAa MOMEHT
[10/1a4Y¥ 3asBJICHUS] HA BHECEHUE U3MEHEHUI B 3apETUCTPUPOBAHHYIO LIEHY
IPOU3BOUTEIIS;

2) cBeZIeHHH O 1IeHE B pePepEeHTHBIX CTpaHaxX WM B CTPAHE-IIPOU3BOJUTENS IPU
OTCYTCTBUHU rocyaapcTBeHHoi peructpauuu JIC B pedepeHTHBIX CTpaHax.

87. FOCy,Z[apCTBCHHa}I OKCIICPTHAA OpraHu3anuda IpOrUu3BOJNUT BHCCCHUC
U3MCHCHUM B 3apCruCTPUPOBAHHYIO LICHY ITPOU3BOANUTCIIA IIPU COOTBCTCTBUHU
CICOYIOIINM KPUTCPHUAM:

1) mpenocTaBieHHas 1ieHa Tpou3BoauTeNs s BBo3uMbIX JIC mis PecryOnuku
Kazaxcran He npeBbIlIaeT cpeiHee 3HAUCHUE TPEX MUHUMAJIBHBIX 1I€H U3 YHClia
MOJAHHBIX B 3asBJICHUU PeEPEHTHBIX CTPaH, a TAKXKE HE IIPEBBIIIACT CPETHEES
3HaQYEHHUE TPEX MUHUMAJIBLHBIX IIE€H, OJYYEHHBIX U3 JaHHBIX CAUTOB MEXTyHAPOIHbIX
OpraHu3alui.

IIpn paccMOTpPEHNN LIEH YYUTHIBAECTCS MUHUMAJIBHOE 3HAYEHUE 1IEH, U3 YHCIIA
CBEJICHMH, YKa3aHHBIX B YACTH IIEPBOU HACTOSILETO MOAITYHKTA.

[Ipu orcyTcTBUM TOocyaapcTBeHHOU peructpaiuu JIC B peepeHTHBIX CTpaHax,
LIEHA TPOU3BOAUTENSL HE MPEBBIIIAET 3HAYCHUS LIEHBI B CTPAHE-IIPOU3BOIUTENS;

2) npeocTaBlIeHHAs IieHa MPOU3BoAUTENs Ha BBO3UMBIEe JIC He BhIle 3HAUCHUS
II€H, YKa3aHHBIX B IPEJAOCTABICHHBIX TOKYMEHTaX, noATBepxaaromux 1ueny JIC (komus
MHBOlCa, TAMOXKEHHOU JIeKJIapaliy Wik cueT-(akTypsl (HAKIIaHOW)) MOCIIETHErO
BBO3a 32 BHIUETOM CKUJIKH;

3) npenocTaBiieHHAs IIeHA TPOU3BOIUTEN Ha BBO3UMBIE JIC He BbIlIE 3HAUCHUS
LEHBI, YKa3aHHOI B MPEAOCTABIEHHBIX IOKYMEHTaX, MoaTBepkaatomieto ueny JIC B
KOHTPAaKTE WIH JIOTOBOPE O MIPUOOPETEHHH, IEUCTBYIOIIETO HA MOMEHT MOJAauH
3as1BJICHUS HA BHECEHUE U3MEHCHUH B 3aPETMCTPUPOBAHHYIO LIEHY MMPOU3BOIUTEIS;

4) npeiocTaBiieHHAs IIeHA OT€YECTBEHHOTO MPOU3BOAUTENS HE IPEBBINIAECT 1IEH
JIC, peanu3yeMbIX B IpYyTUX CTPaHAX;
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5) nmpenocTaBieHHas [ieHa TPOU3BOAUTENS HE MpeBbiiaet el JIC
JOJITOCPOYHOIO IOTOBOPA MOCTABKHU € 3aKa34YMKOM KOHTPAaKTHOTO mpou3Boactsa JIC.

['ocymapcTBeHHAs SKCIIEPTHAS OpraHU3aIys MPOBOJIUT CPaBHEHUE
NPEI0CTABIICHHBIX TAHHBIX 3asBUTEJICM Ha COOTBETCTBUE TPEOOBAHUSM HACTOSIITUX
[TpaBwI 1 TaHHBIX U3 UHTETPUPOBAHHOW MH(DOPMAIIMOHHON CUCTEMBI TAMOXCHHBIX
OpTaHoB.

88. ['ocynapcTBeHHas 3KCIEPTHASE OPraHU3alNs BBIJAET 3aKIFOUYECHHUE O
pEerucTpaIuu 1eHbl MO0 0 BHECEHWH U3MEHEHUH B 3apETHUCTPUPOBAHHYIO IICHY
MPOU3BOJIUTEIISA, COTJIACHO MPUIIOKEHUIO 5 K HacTosuM [IpaBuam.

89. B ciryyae HECOOTBETCTBHS 3aPETUCTPUPOBAHHOMN LIEHBI KDUTEPUSIM,
YKa3aHHBIM B IyHKTax 82 u 87 Hacrosmmx [IpaBui, rocynapcTBeHHas SKCepTHas
OpraHM3alysl HalpaBisieT MOTUBUPOBAHHBIA OTKa3 B PETUCTPALIUU 1IEHbI, INOO BO
BHECEHUU W3MEHEHUH B 3apErUCTPUPOBAHHYIO LIEHY MPOU3BOIUTEINS 110 (hopMme,
corsacHo nipuioxkenuto 10 k HacrosmuMm [IpaBunam.

90. 3asBuTENHh 00ECTICYNBALT TOCTOBEPHOCTD, TIOJIHOTY U COACPIKAHUE
IIPEAOCTABIEHHBIX JOKYMEHTOB B COOTBETCTBHHU C JIEVCTBYIOIIUM 3aKOHOIATEIbCTBOM
Pecnybnuku Kazaxcran u nHacrosmumu [Ipasunamu. [IpenoctaBnenue 3asBuTenem
HEJIOCTOBEPHBIX JAHHBIX SIBJISIETCSI OCHOBAHUEM JISl OTKA3a B PETHCTPALIMU LIEHBI WIIH
BHECCHUU U3MEHEHUM B 3apETUCTPUPOBAHHYIO LIEHY MPOU3BOIUTEIS.

91. Perucrpanus 1ieHbl WJIM BHECEHWE N3MEHECHHI B 3aPETUCTPUPOBAHHYIO IIEHY
npousBoautens JIC ocymiecTBisieTcs B HallmoHaabHOM BamoTe Pecryonuku KazaxcraH.

92. Ilenst npousBoautesst Ha JIC perucTpupyroTcs 3a mOoTpeOUTEIHCKYIO
YIAKOBKY, OT/I€JIbHO Ha Ka)XK/10€ TOPrOBOE€ HAUMEHOBAHUE C YUETOM JIEKAPCTBEHHOU
(opMBI, T03UPOBKH, KOHLIEHTpAlu1, 00beMa, (PacOBKH, TPOU3BOAUTEIS U
perucTpanroHHoro yaocrosepenus JIC Ha naTy nogadu 3asBJIEHUS O PErUCTPaLAA
LEHBI POU3BOIUTEINS, TUOO U3MEHEHUS 3aPETrUCTPUPOBAHHON LIEHBI TPOU3BOAUTEIIS.

93. B ciyyae, ecnu B paMKax OJHOTO PETHCTPALIMOHHOTO YI0CTOBEPEHHUS
3apEruCTPUPOBAHO HECKOJIBKO BAPUAHTOB MOTPEOUTETHCKUX YIIAKOBOK, 103UPOBOK,
nexapcTBeHHbIX (opM U pacoBok JIC, 3asBUTENb NPEAOCTABISET 3asIBICHUE OTIEIBHO
JUTSL KQKJI0T0 U3 BapUAHTOB.

94. IIpu KOHBEpTALIMX MHOCTPAHHOM BAJIOTHI LICH B 3asIBJICHUU 10 KOTUU
MHBOlCA (HaKIaHON) WIIA CYET-(PaKTyphl, a TAK)KE B KOHTPAKTE HIIA JJOTOBOPE O
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npuobperennn JIC B HallMoHanbHY10 BamoTy Pecryonuku Kazaxcran ucnosb3yroTcs
ouMaTbHBIE KypChl HHOCTPAHHBIX BAJIIOT B CPEAHEM 3a MECALL, PE/IIECTBY O
nojaye 3agBieHus (cpeaHuii ooMeHHbI Kype) Hanmonansaoro banka PecryOnnku
Kazaxcran.

B cnydae oTcyTeTBHs 0(pHUIIHATIEHOTO Kypca BATIOT B IEPEUYHE MHOCTPAHHBIX
BAJIIOT, YTBEPKJIECHHOM NocTtaHoBiieHueM [IpaBnennss HanmonansHoro banka
Pecny6nnku Ka3zaxcran ot 24 aBrycra 2012 rona Ne 242 «O6 ytBepxkaenuu Ilpasun
yCTaHOBIICHUS O0(QUIIMATIEHOTO Kypca HallMOHAIbHOM BamoThl PecmyOmuku Kazaxcran k
MHOCTPAaHHBIM BaJlOTaM» (3aperucTpupoBaH B Peectpe rocyaapcTBEHHON perucTpanuu
HOPMAaTHUBHBIX MPABOBBIX akTOB 1o Ne 7977), mabopmanus o 1ieHe B peepeHTHBIX
cTpaHax nojaaercs B noyuapax Coenunennbix LlITatoB AMepuKH COTIIaCHO pacue€THOMY
KypcCy ONepanuii 3a NpeecTBYOIINI MeCsL, NPEIOCTABICHHBIX Ka3HAUYEHCTBOM
Opranuzanuu O6benuuennbix Hamwmii, Ha caiite https://treasury.un.org.

95.®opmupoBanue npeaeabHoi eHbl JIC ocylecTBaseTcsl B HallMOHAJIbHOM
BamoTe PecriyOonuku Kazaxcras.

96.®opmupoBanue npeneabHoit nensl JIC mpoBoauTcst B MHGOpMaMOHHON
CUCTEME ITyTEM aBTOMAaTHYECKOTO J100aBIICHUS K [IEHE MPOU3BOAUTENS HALIEHKH,
T depeHIMPOBAHHON UCXO01 U3 BETMUYHUHBI 3apPETUCTPUPOBAHHOMN 1IEHBI
IIPOU3BOAUTENS 32 HOTPEOUTENBCKYIO YIIAKOBKY.

97. B nepuol OTpaHUYNATENIBHBIX MEPOIIPUATUI, B TOM YUCJIE KAPAHTHHA,
BBEJICHHS YPE3BBIYANHOIO MOJIOKEHUS, BOSHUKHOBEHUSI UYPE3BbIYAHBIX CUTYallUN
COIMAILHOTO, IPUPOJIHOTO ¥ TEXHOTEHHOT'0 XapaKTepa Ha TeppuTopuu PecryOnuku
Kazaxcran, ocymectBisercs ocoObIit mopsaok hopMHUpOBaHUS MpeAebHBIX 1eH Ha JIC
JUISl OITOBOM M pOHUYHOM peanin3aliuy, a Takxke B pamkax (ganee — [OBMII) u (win) B
cucTeMe 00s3aTeIbHOTO COIMAIbHOIO0 MEAUIIMHCKOTO cTpaxoBaHus (nanee — OCMC).

[Tpu ocoboM nmopsiiKe yIoITHOMOUYEHHBIN OpraH HanmpaBiisieT B TOCYAapCTBEHHYIO
AKCIEPTHYIO opraHu3anuio cnucok JIC mo Mex1yHapoJHOMY HEMMATEHTOBAHHOMY
HAaMMEHOBAHUIO I POpMUPOBAHUS TIPEACIBHBIX 1IEH Ha TOProBoe HaumeHoBanue JIC
JUIsl OITOBOM M pOZHUYHOM peanu3anuu, a Takxke B pamkax [[OBMII u (unn) B cucteme
OCMC, B COOTBETCTBUU C PETPECCUBHOMN MIKAJION HAIICHOK.

98. B ciyuae MecsYHOro U3MEHEHUS OOMEHHOTO Kypca TEHI'e€ K MHOCTPAaHHBIM
BamoTaM Ha 10 unu Gosiee MPOIEHTOB U (KUJK) MIPEBBIICHUS (PAKTUUECKOUN rO0BOM
UHGIAIMY BEpXHEH rpaHullbl IeTIeBOT0 Kopuaopa 6osee ueM B 1,5 pa3a, nmpenenbHble
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1eHbl (POPMUPYIOTCA 110 TOProBoMy HauMmeHoBaHUIO Ha JIC myTeM Ha/10aBKH K IIEHE
IIPOU3BOAUTEIIS IPOLICHTHOIO 3HAYEHUS, IPENOCTABIIIEMOTO YIIOJTHOMOUYECHHBIM
OpPTaHOM.

99. B ciyuyae MecSs4YHOro M3MEHEHHUs OOMEHHOI0 Kypca TEHI'€ K MHOCTPaHHbBIM
BamtoraM Ha 10 mam 6osee MpoOIeHTOB U (MJIM) YMEHbIEHUS (DaKTUIECKOM T0T0BOM
UH(IAIMY BEpXHEH rpaHullbl IeJIeBOro Kopuaopa 6osee ueM B 1,5 pa3za, npenenbHble
LEHBI POPMUPYIOTCS IO TOPrOBOMY HauMeHOBaHMIO Ha JIC myTeM BbIYETa OT LEHBI
IIPOU3BOJUTENS IPOLIEHTHOIO 3HAYEHHUS, TPEAOCTABIIIEMOI0 YIIOJHOMOYEHHBIM
OpraHoM.

100. ®opmupoanue npeaenbHbix eH JIC npoBoauTcs: B ”HGOPMAIIMOHHON
CUCTEME ITyTEM aBTOMAaTHUYECKOTO 100aBIICHUS K 3apETUCTPUPOBAHHOMN IICHE
IPOU3BOAUTENS HALICHKH JIJIsl ONITOBOW peanu3auuu, 1udepeHupoBaHHON NCXO U3
BEJIMYMHBI 3APETUCTPUPOBAHHOMN 1LIEHBI TPOU3BOAMUTENS U COCTABIISIOT:

1) 25 % nns JIC, croumocthio 10 350,00 TeHTe BKIIOUYUTEIBHO;

2) 23,5 % nmns JIC, croumocthio cBoiiie 350 Tenre u 1o 1000,00 Tenre
BKJIFOUMTENILHO;

3) 22 % nns JIC, croumocTtsio cBbiie 1000 tenre u 10 3000,00 Tenre
BKJIFOUHTENHHO;

4) 20,5 % mnsa JIC, croumoctsio cBoire 3000 Tenre u 10 5000,00 Tenre
BKJIFOUNTENILHO;

5) 19 % nns JIC, ctroumocTsio cBaiiie S000 tenre u 1o 10000,00 tenre
BKITFOUUTEIILHO;

6) 17,5% nns JIC, croumocTtsto cBbiiie 10000 tenre u o 20000,00 Tenre
BKJIFOUHTENHHO;

7) 16 % nns JIC, croumoctrio cBoiie 20000 tenre u g0 40000,00 Tenre
BKJIIOUHUTEIILHO;

8) 14,5 % nnsa JIC, croumoctsio cBbitie 40000 tenre u g0 100000,00 Tenre
BKJIFOYNTENLHO;

9) 13 % nns JIC, croumocTtsto cBeimie 100000 Tenre u go 200000,00 Tenre
BKJIIOUHUTEIILHO;
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10) 11,5 % nnsa JIC, croumoctsio cBbiiie 200000 Tenre u 10 500000,00 Tenre
BKJIFOUHTENLHO;

11) 10 % nns JIC, croumocTtsio cBeimie S00000 Tenre.

101. OnroBsle HaneHku Ha JIC pu ocobom nopsiake AuddhepeHuupyroTcs B
COOTBETCTBHMHM C PETPECCUBHON IIKAJIOW HALICHOK U COCTABIIAOT:

1) 10 % mns JIC, croumocthio 10 350,00 TeHTe BKIIOUYUTEIBHO;

2) 9,75 % nns JIC, croumocthio cBbiiie 350 Tenre u 1o 1 000,00 Tenre
BKJIIOUHUTEIILHO;

3) 9,5 % nas JIC, croumocTtsio cbiiie 1 000 tenre u g0 3 000,00 Tenre
BKJIFOUHTENHHO;

4) 9 % nns JIC, croumoctbio cBaiie 3 000 Tenre u 10 5 000,00 Tenre
BKJIIOUHUTEIILHO;

5) 8,5 % nna JIC, croumoctsio cBbitie 5 000 terre u o 10 000,00 Tenre
BKJIFOUNTENLHO;

6) 8,25 % nna JIC, croumoctsto cbiiie 10 000 tenre u go 20 000,00 Tenre
BKJIFOUHTENHHO;

7) 8 % nns JIC, croumocthio cBoimre 20 000 tenre u g0 40 000,00 Tenre
BKJIIOUHUTEIILHO;

8) 7 % nnst JIC, croumocTthio cBbiiie 40 000 tenre u o 100 000,00 Tenre
BKJIFOUHMTEIILHO;

9) 6,5% ns JIC, croumocTtsto cBeiire 100 000 tenre u 1o 200 000,00 Tenre
BKJIFOUMTENHHO;

10) 6% nns JIC, croumoctsio cBbiie 200 000 tenre u go 500 000,00 Tenre
BKJIFOYUTEIBHO;

11) 5,5 % nna JIC, croumoctsio cBbitie 500 000 TeHre.

102. ®opmupoBanue npeaenbHbX e JIC 1ig po3HUYHON peanu3aiuu
IPOBOJUTCS yTeM JI00ABJICHUS K TIPE/IETBHOM 1IeHe Ha TOproBoe HanmeHoBaHue JIC
JUISL OIITOBOM pealii3allii PO3HUYHOM HalleHKH, TudPepeHIIMPOBAaHHON NCXOIS U3
BEJIMYMHBI IPEAEIBHON 1IEHBI Ha TOproBoe HauMeHoBanue JIC 115t onToBoi
peanu3aliuy 3a NoTPEeOUTETHCKYI0 YIIaKOBKY.
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103. Po3nnunas Hauenka Ha JIC guddepeHuupyercs B COOTBETCTBUU C
PETrpECCUBHOM LIKAJION HALIEHOK U COCTABIISIET:

1) 30 % nns JIC, croumocthio 10 350,00 TeHre BKIIOUUTEITHLHO

2) 29 nns JIC, croumoctsio cBbinie 350 tenre u go 1 000,00 tenre
BKJIFOUUTENHHO;

3) 27,5 % nnsa JIC, croumoctsio cBoimie 1 000 terre u go 3 000,00 Tenre
BKJIFOUMTENHHO;

4) 25 % nns JIC, croumoctsio cBeiie 3 000 tenre u 10 5 000,00 Tenre
BKJIFOUUTEIBHO;

5) 22,5 % nns JIC, croumoctsio cBeimie 5 000 tenre u 1o 7 500,00 Tenre
BKJIFOUMTENLHO;

6) 20 % mis JIC, croumoctrio cBoiiie 7 500 tenre u g0 10 000,00 Tenre
BKJIIOUMTEIBHO;

7) 18% nns JIC, croumocTtsio cBbiiie 10 000 tenre go 13 500,00 Tenre
BKITIOUUTEIHHO;

8) 16 % nns JIC, croumoctsio cBaiie 13 500 tenre u 1o 20 000,00 Tenre
BKJIIOUHUTEIILHO;

9) 14 % nns JIC, croumocTtsio cBoie 20 000 tenre u g0 40 000,00 Tenre
BKJIIOUMTEBHO;

10) 12 % nas JIC, croumocTtsio cbiiie 40 000 tenre u o 100 000,00 Tenre
BKJIFOUHTENHHO;

11) 10 % nnsa JIC, croumoctsio cBbire 100 000 Tenre.

104. Po3nuunas narenka Ha JIC npu ocoboM nopsike nuddepeHuupyercs B
COOTBETCTBHM C PETPECCUBHOM IIKAJION HALICHOK U COCTABIISIET:

1) 15 % nns JIC, croumocthio 10 350,00 TeHTe BKIIOUUTEIBHO;

2) 14,5 % nns JIC, croumoctsio cBbiiie 350 Tenre u 10 1 000,00 Tenre
BKJIFOUHTENLHO;

3) 13,75 % nnsa JIC, croumoctsio cBbitie 1 000 tenre u go 3 000,00 Tenre
BKJIFOUUTENLHO;
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4) 12,5 % nns JIC, croumocTtsio cbiiiie 3 000 tenre u g0 5 000,00 Tenre
BKJIFOUHTENLHO;

5) 11,25 % pns JIC, croumoctbio cBaiie 5 000 Tenre u 1o 7 500,00 Tenre
BKJIIOYMTENIHHO;

6) 10 % mns JIC, croumoctrio cBoitie 7 500 tenre u 10 10 000,00 Tenre
BKJTFOUUTEIIHHO;

7) 9 % nnsa JIC, croumoctbio cBaiie 10 000 tenre g0 13 500,00 tenre
BKJIIOUHMTEIIBHO;

8) 8 % mis JIC, croumocTthio cBoimie 13 500 tenre u g0 20 000,00 Tenre
BKJIIOUMTEIBHO;

9) 7 % nnsa JIC, croumocthio cBaiiie 20 000 tenre u g0 40 000,00 Tenre
BKJIFOUHMTEIILHO;

10) 6 % nns JIC, croumocTthio cBbiiie 40 000 tenre u go 100 000,00 Tenre
BKJIFOUHTENHHO;

11) 5 % nns JIC, croumocTtsio cBeiiie 100 000 tenre.

IIpenenpHas nena Ha ToproBoe HauMeHoBaHue JIC 171 pO3HUYHON pean3alnuu
(opMupyeTCs HE BbIIIE CPETHEr0 3HAYCHHSI OTIYCKHBIX LIEH B alTEYHBIX CETSIX,
NOJIYYEHHbIE U3 UHTETPUPOBAHHON MH(OPMAIIMOHHON CUCTEMBI YITOJITHOMOYEHHOTO
OpraHa rocy1apCTBEHHBIX TOXOJOB 10 KOHTPOJIbHO-KACCOBBIM YEKaM.

105. Hauenku B pamkax ['OBMII u (unu) B cucteme OCMC na JIC
i depeHIupyOTCS B COOTBETCTBUH C PEIPECCUBHON MIKAON HAIICHOK M COCTABIISIOT:

1) 20 % nns JIC, croumocthio 10 350,00 TeHTe BKIIOUUTENBHO;

2) 19,5 % nns JIC, croumocTtsio cBbiiie 350 Tenre u 10 1000,00 Tenre
BKJIFOUUTENLHO;

3) 19 % nns JIC, croumocTthio cBbimie 1000 tenre u 1o 3000,00 Tenre
BKJIIOUMTEIBHO;

4) 18 % nns JIC, croumoctsio cBbiiie 3000 tenre u 1o 5000,00 Tenre
BKITFOUUTEIIHHO;

5) 17 % naa JIC, croumocTsto cBbiie S000 tenre u go 10000,00 Tenre
BKJIFOUMTENHHO;
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6) 16,5 % nnsa JIC, croumocTtsto cBoitie 10000 terre u o 20000,00 Tenre
BKJIIOUMTEBHO;

7) 16 % nns JIC, croumocTthio cBbitiie 20000 Tenre u g0 40000,00 Tenre
BKJIFOUMTENHHO;

8) 14 % nnsa JIC, croumocTtsio cBoitie 40000 terre u 1o 100000,00 Tenre
BKJIIOUHUTEIILHO;

9) 12 % nns JIC, croumocTtsio cBeiiie 100000 tenre u o 200000,00 Tenre
BKJIFOUUTEIHHO;

10) 11 % nas JIC, croumocTtsio cBbiiie 200000 tenre u 1o 500000,00 Tenre
BKJIFOUMTENHHO;

11) 10 % nns JIC, croumocTsio cBeimie 500000 Tenre.

106. Hauenku B pamkax I'OBMII u B cucteme OCMC na JIC npu ocobom
nopsiake 1udpepeHuupyoTcs B COOTBETCTBUH C PETPECCUBHOMN MIKAJION HALIEHOK U
COCTaBJISIIOT:

1) 10 % nst JIC, croumocThio 10 350,00 TeHre BKIIOUUTENIBHO;

2) 9,75 % nns JIC, croumoctsio cBaiie 350 tenre u 10 1 000,00 Tenre
BKJIFOYMTENHHO;

3) 9,5 % nns JIC, croumocTtsio cBoiie 1 000 tenre u g0 3 000,00 Tenre
BKJIFOUMTENILHO;

4) 9 % nns JIC, croumoctbio cBaiiie 3 000 Tenre u 10 5 000,00 Tenre
BKJIIOUHMTEIILHO;

5) 8,5 % nna JIC, croumoctsio cBoitie 5 000 terre u go 10 000,00 Tenre
BKJIIOUMTENHHO;

6) 8,25 % nna JIC, croumoctsio cBbitie 10 000 tenre u go 20 000,00 Tenre
BKJIFOUNTENLHO;

7) 8 % nns JIC, croumoctsio cBaiiie 20 000 tenre u g0 40 000,00 Tenre
BKJIFOUHTENHHO;

8) 7 % mns JIC, croumoctrio cBoiiie 40 000 terre u o 100 000,00 Tenre
BKJIIOUHUTEIILHO;
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9) 6 % nna JIC, croumocthio cBaimie 100 000 tenre u go 200 000,00 Tenre
BKJIFOUUTEILHO;

10) 5,5 % nnsa JIC, croumoctsio ceite 200 000 Tenre u go 500 000,00 Tenre
BKJIIOYMTENIHHO;

11) 5 % nns JIC, croumocTtsio cBeiiie 500 000 tenre.

107. IIpenenbHas 1ieHa HA MEXTYHAPOJHOE HEMATEHTOBaHHOE HauMeHoBanue JIC
dbopmupyeTcsi B *HGOPMAIIMOHHON CUCTEME U HE JIOJDKHA MPEBBIIIATh MAKCUMAIBLHOTO
3HAYCHUS TPEX MUHUMAJIbHBIX TIpeAenbHbIX 1ieH JIC B pamkax 'OBMII u (unn) B
cucteme OCMC.

B ciiyuyae nannuus npegensHoit nieHsl JIC B pamkax 'OBMII u (unm) cucteme
OCMC 0Te4ecTBEHHOTO TOBAPOIPOU3BOINUTENS, TPOU3BEACHHOTO B YCIOBUAX
HaJjIeKalieil IpOU3BOJCTBEHHON MPAKTUKHU U TTOCTABISIEMOr0 B paMKaX JOJITOCPOUHBIX
JIOTOBOPOB, IipeAenbHast iena Ha MHH onpenensiercst no npenenbHoit nene JIC
OTEYECTBEHHOI'0 TOBAPOIIPOU3BOIUTEIS, IPOU3BEICHHOTO B YCIOBUAX HaJIeKalel
MPOU3BOJICTBEHHOM MPAKTUKHU U MOCTABIISIEMOT0 B paMKaX JIOJITOCPOYHBIX JOTOBOPOB B
pamkax ['OBMII u (unu) cucreme OCMC.

108. ITpn HanM4YMKM NpeAeIbHON ONTOBOWM U PO3HUYHOM LIEHBI, 4 TAK)KE B pAMKax
I'OBMIT u (unn) B cucteMe OCMC Ha opUTrHHANIBHBIN JIEKAPCTBEHHBIN Mpernapar
npezenbHas lieHa Ha ToproBoe HaumeHoBanue JIC 1uist onToBOM M pOZHUYHOM LIEHBI, a
takke B pamkax ['OBMII u (wnm) B cucteme OCMC Ha BoCIIpOU3BEACHHBIN
JIEKapCTBEHHBIH MpernapaT (TeHepuK) Wik OMOaHATOTUYHBIN JIEKaPCTBEHHBIN MpernapaT
dbopMupyeTCsl HIXKE MPEeIbHON ONTOBON LIEHBI OPUTMHAIBHOTO JIEKAPCTBEHHOTO
cpenctBa s renepuka Ha 30 % 1 OMoaHaIOrMYHOIO JIEKapCTBEHHOI O IIpenapara - Ha
10 %.

[Ipu n3mMenennu nopsiika peepeHTHOro 1eH000Pa30BaHUs U PETUCTPAIIUU [[EHBI
B Ipoliecce (popMupoBaHus NpeeabHbIX 1IEH Ha ToproBoe HauMeHnoBanue JIC s
ONTOBOU M PO3HUYHON peanu3anuu, a Takxke B pamkax [[OBMII u (unn) B cucteme
OCMC rocyaapcTBeHHas SKCIIEPTHASI OPTaHU3AIUs OCYIIECTBIsET (POPMHUPOBAHKE
IIPEACIBHBIX IEH Ha TOProBoe HaumeHoBanue JIC st onTOBOM U pO3ZHUYHOU
peanuzaiuu, a Takxke B pamkax ['OBMII u (unm) B cucteme OCMC ¢ yuetom
U3MEHEHHOI0 MOpsAKa pePepeHTHOrO LIEHOOOPa30BaHMS U PETUCTPALIUU LIEHBI, B TOM
YHCJIE 10 3alPOCY YIOJHOMOYEHHOTO OpraHa Ha YTBEP K/ICHHbBIE LIEHBI.
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109. ®opmupoBaHue HALIEHKU €JUHOTO JUCTPUOBIOTOPA OCYIIIECTBISETCS:

1) myTem npubaBlieHUs] HALIGHKU €IUHOTO TUCTPUOBIOTOpPA K (PUKCUPOBAHHOM
uene JIC u (unmu) MU, nocraBnennsix Ha ycnousix DDP MHKOTEPMC 2020;

2) nmyTtem npubaBlieHUs HAIIEHKU €IMHOTO TUCTPUOBIOTOPA U JIOTIOJIHUTEIbHON
HaIICHKH, B pa3Mepe YCTAaHOBJIEHHOW MyHKTOM 69 HacTosimux [IpaBui, k
dbukcupoBannoit rieHe JIC u (unm) MU, mocTaBieHHBIX HA YCIOBUAX OTIUYHBIX OT
ycaoBuit DDP MHKOTEPMC 2020;

3) myTeM npuOaBJICHUS HAIIGHKH €IMHOTO JTUCTPUOBIOTOpA K (PUKCUPOBAHHOMN
uene JIC u (unu) MU B cityyasix BO3MEIICHUS TOCTABIIIMKOM PacX0I0B €TUHOTO
JTUCTPUOBIOTOPA, CBSI3aHHBIX C YIUIATOM TAMOYKEHHBIX MOIUIMH B COOPOB, M MHBIX
pPacxo/ioB, CBSI3aHHBIX C MOCTABKON €IMHOMY JAUCTPUOBIOTOPY;

4) myteMm npubaBICHUS HALICHKU €IMHOTO TUCTPUOBIOTOPA K CyMME 3aTpar 3a
equauLy JIC n (mnn) MU Ha ymuiaty TaMOKE€HHBIX ITOIUIMH U COOpPOB, IPH ITOCTaBKE
JIC u (unmn) MU enuHOMY JUCTpUOBIOTOPY MO HYJIEBOH 1IeHE (0eCIIaTHO);

5) B ciiyuasix noctaBku JIC u (mnn) MU no HyneBoi ieHe €AMHOMY
nuctpuorstoTopy Ha ycnoBusix DDP MHKOTEPMC 2020 wiu Bo3MeleHus
MOCTABIIMKOM PAaCX0JI0B €IMHOTO TUCTPUOBIOTOPA, CBSI3aHHBIX C YIIATON TaMO>KEHHBIX
MOIUIMH U COOPOB, M MHBIX PACX0/I0B CBsi3aHHBIX ¢ nmoctaBkoi JIC u (unun) MU no
HYJIEBOU IIeHE €IMHOMY AUCTPUOBIOTOPY, HalleHKa 3a eqununy JIC u (unu) MU
yctanaBiuBaetcs B pazmepe 0,01 tenre.

110. Hanenka x nenam Ha JIC u (unu) MU ycranaBnuBaeTcs B
mudpepeHIMPOBAHHBIX POIIEHTAaX MO perpeccuBHOM mikane. [Ipu sTom HaleHka
€IMHOTO TUCTPUOBIOTOPA OT PUKCUPOBAHHOM IIEHBI YCTAHABIMBACTCS B pa3Mepe:

1) 7 % nna JIC u () MU, croumoctsio 70 100 000,00 TeHre 3a eqUHUILY
U3MEPECHUS;

2) 6 % nna JIC u (wnu) MU, ctoumocts koTopbix Bapsupyetcs ot 100 000,01 u
10 139 999, 99 Tenre 3a equHALY U3MEPEHNS,

3) 5 % s JIC u (unm) MU, ctoumoctsio ot 140 000,00 TeHre 3a equHuUIly
U3MEPECHUSL.

111. Hanenka eguHOTo MUCTpUOBIOTOpa OT (pukcupoBanHOi 1eHs! JIC mpu
0Cc000M TIOPSIZIKE YCTAaHABIMBACTCS B pa3Mepe:
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1) 3,5 % s JIC, croumocTtsio 1o 100 000,00 TeHre 3a e1MHUIYY U3MEPEHNUS;

2) 3 % nns JIC, croumocth koTOphiX Bapsupyetcs ot 100 000,01 u qo 139 999,
99 TeHre 3a eIUHUILY U3MEPEHHUS;

3) 2,5 % nas JIC, croumocTthio ot 140 000,00 TeHre 3a eMUHUILY U3MEPEHHUS.

112. TononuurenbHas HaneHka K uenam Ha JIC u (wnm) MU ycranaBinuBaeTcs
npu 3akyne JIC u (uin) MU cnoco6oM U3 0JTHOrO UCTOYHHUKA:

1) gepe3 MeKIyHAPOIHBIC OPTaHU3AINH, YUPEIKICHHbIC | eHepanbHON
accambOueeit Opranuzanuu O0beanHeHHBIX Haruii, K GUKCUpOBaHHOM IIEHE - B
pazmepe 7 %;

2) yepe3 MHOCTPAHHOIO MTPOU3BOAUTENS (3aBOAA-U3TOTOBUTEIS) K
(uKCcHUpOBaHHOM 1IEHE - B pazmepe 3 %.

113. Pacuer BbIA€IEHHON CyMMBI JUIsl 3aKyIa €AUHBIA JTUCTPUOBIOTOP
MIPOU3BOJIUT B COOTBETCTBUU ¢ TyHKTOM 110 Hacrosux [IpaBui, a mpu ocobom
NOpAJIKE B COOTBETCTBUU ¢ MyHKTOM 111 Hacrosuux IIpaBui, B cienyroeM nopsiike:
Iena 3akyna = IIpenenpHas neHa MUHyC HatleHKa. [Ipu 3ToM OT npeaesbHON HEHBI
TaK)K€ OTHUMAETCsI TOMOJIHUTENbHAs HalleHKa rpu 3akyne JIC u (unu) MU cnoco6om
U3 OJHOTO0 UCTOYHHMKA Yepe3 MEXTyHAPOIHbIE OPraHU3aluH, YUPEKICHHbIE
I'enepanwsHoil accambneeit Opranuzanuu O0benuHeHHbIx Hanmid, a Takxke y
MHOCTPAHHOTO TPOU3BOAMTENS (3aBoja-u3roroButens) npu nocraske JIC u (miam) MU
Ha YCIOBUSX, OTIMYHbIX OT ycsaoBuid DDP MHKOTEPMC 2020.

114. 'ocynapcTBeHHas SKCIIEpTHAS OpraHu3anus GopMUpPYET MPOEKT MEePEUHS
JIC, noxnexaimux HEHOBOMY PETYJIMPOBAHUIO I ONTOBOW U PO3HUYHON pealn3aluu
(layee - MPOEKT MEPEUHs), HA OCHOBE PeleNTYpPHBIX 3apeructpupoBanHbix JIC, a Takxke
MMEIOIINX PETUCTPALlMOHHOE yA0CTOBEPEHUE B paMKax EBpasuiickoro
HSKOHOMHUYECKOTO COK03a IO COCTOSIHUIO Ha 15 AHBaps u 15 urons Tekyiero roaa.

[NocynapcTBeHHast SKCIEpTHAS OpraHU3aIvs HanpapiseT mpoekT nepedns JIC,
MOJJICKAIUX [IEHOBOMY PETYJIMPOBAHUIO B YIIOJIHOMOYEHHBIA OPraH JiJisi COTJIaCOBaHUs
C aHTUMOHOIIOJIbHBIM OPTaHOM M YTBEPXKACHHS, B CPOK HE To3/1Hee, ueM 3a 40
KaJICHJIApHBIX THEH 10 yTBEPKACHUS YIIOJIHOMOUYEHHBIM OpraHoMm nepeuns JIC,
MOJJICKAIKUX IEHOBOMY PETYJIMPOBAHUIO B COOTBETCTBUM C MYHKTOM | cTaThu 245
Konekca no ¢popme, cornacHo npusoxenuro 1 k Hacrosumm [IpaBunam.
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115. AHTUMOHOIIOIBHBIN OpraH corjiacoBbiBaeT MpoekT nepeuns JIC,
NoJIeKAIIUX IEHOBOMY PETYIMPOBAHUIO JIJIsi ONTOBOM M POSHUYHON peasin3alii,
perucTpanys uiv NepeperucTpanns LEeHbl A1 ONTOBOW U PO3HUYHON peain3aluy Ha
TOProBO€ HAMMEHOBAHKE JIEKAPCTBEHHBIX CPEJCTB C(HOPMHUPOBAHHBIN HAa OCHOBE
JAHHBIX TOCYAapPCTBEHHOM DKCIEPTHOW OPTaHU3ALINH.

I'naa 4. Ilopsaaok npoBeieHUs IKCNEPTU3bl, PErHCTPAIlUN, NIePePerucTpannm,
BHECEHUs] U3MEHEHUIl B PerHCTPALIMOHHOE 10Che MeINIINHCKOr0 u3/1eJusl U
perucTpanuu, BHeCeHHe U3MeHEHUs LieHbl PONU3BOINTEJIS

116. DxcniepTr3a METUIMHCKOTO U3ENIHSI COCTOUT U3 CIEIYIOLIUX ITAIOB:
1) HayanpHas SKCHIEPTHU3A;
2) crienuanu3upoBaHHAs IKCIIEPTU3A;

3) naGopaTopHbIe UCIIBITAHUS MEIUIIMHCKOTO M3/Ieus (32 HCKIIOUCHHEM
MEIUITUHCKON TeXHHUKH).

117. Jlyist mpoBeneHUs SKCTIEPTU3bI MEAUITMHCKOTO U3/1EIUsl 3aIBUTEh
IIPEOCTABIISIET B TOCYJaPCTBEHHYO DKCIIEPTHYIO OPraHU3ALUIO CIEAYIOIINE
JIOKYMEHTHI:

1) 3asiBieHNE HA MPOBEJAECHUE IKCIIEPTU3bI MEAUIIMHCKOTO U3/IEIHS B
AJIEKTPOHHOM U OyMakHOU (popMe coriacHO MprIiokeHuto 2 k HactosuuM [IpaBunam;

2) perucTpaluoHHOE J0ChE, COAEpIKALLEE IEPEUEHb TOKYMEHTOB
PErUCTPALMOHHOTO JOCHE VISl SKCIIEPTU3bl MEAUIIUHCKOTO U3JIEIUs HA DJIEKTPOHHOM
HOCHUTEJE COTJIAaCHO NPUIOKEeHMIO 29 k HacTosmuM [IpaBunam;

3) cBeAeHUS, TOATBEPKAAIOIINE OIJIATy 3assBUTEIIEM CyMMBI JJIsSl IPOBEICHUS
DKCHEPTU3BI HA PACYETHBINA CUET IrOCYJapCTBEHHON 3KCIIEPTHON OpraHu3aluy;

4) 00pa3Ibl METUITMHCKOTO U3CIHS, TTOJICKAIIETO JIA00PATOPHBIM
UCIIBITAHUSIM, CTAHJIaPTHBIE 00pa3Ilbl XUMUYECKUX BEIIECTB, TECT-IITAMMOB
MUKPOOPTAaHU3MOB, KYJIbTYpP KIETOK, CIEIU(DPUUECKUX PEareHTOB, PaCXOAHBIX
MaTepHalIoB, HEOOXOIUMBIX JIJISi BOCIIPOU3BOIUMOCTH METO/IUK JIA0OPATOPHBIX
UCIIBITAHUA MEIUITUHCKOTO U3JIeTUS B KOJIMYECTBAX, IOCTATOYHBIX JIJISl TPEXKPATHBIX
UCIIBITAHUN C OCTATOYHBIM CPOKOM T'OJJHOCTH HE MEHEE IIECTH MECSIIEB C
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COOJIIOICHUEM YCIOBUM XpAHEHUS U TPAHCIIOPTUPOBKH, €CIIM MHOE HE MPETyCMOTPEHO
JOKYMEHTAMH IO KaYECTBY MPOU3BOJUTEIISL, B COOTBETCTBUH C MPUIIOKEHUEM 3 K
HacTtoswuM [IpaBunam.

118. Ilpu ogHOBpEMEHHOM N0/1aye Ha SKCIEPTU3Y HECKOJIbKUX MOIU(pUKAIUI
MEIULUHCKOIO U3/, OTHOCAIIMXCS K OTHOMY BUAY MEIULIUHCKOTO U3AEIINS U
OJIHOMY KJIacCy NOTEHIMAIBHOIO pPUCKa IPUMEHEHMS], U3TOTOBIEHHBIX OJHUM
IPOU3BOAUTENEM, OTINYAIOUIUXCS IPYT OT IpYyra U3MEHEHUSIMU KOMIUIEKTAlUU U (WIIN)
TEXHUYECKUX MapaMeTPOB, HE BIUSIOUIMMU Ha (YHKIIMOHAJIBLHOE Ha3HAYCHHE,
3¢ (PEKTUBHOCTH KIMHUYECKOTO TPUMEHEHUS U O€30MACHOCTh U UMEIOIIUMHU OOIIYIO
MHCTPYKIIUIO WK PYKOBOACTBO I10 SKCILTYaTAlMK IPOU3BOJUTEINS, 3asIBUTEIb
npenocTaBisieT 1 3asBiaeHue U 1 perucTpaiuoHHOE JOChE C TAHHBIMU
TOKCUKOJIOTUYECKUX, TEXHUYECKHUX, KITMHUYECKUX HCIBITAHUN HA BCE BUJIBI
MO (UKALINN, BKIIIOUYECHHBIX B OJHO 3as1BJICHUE.

119. B cnyyae ecnu npecTaBiieHHbIE MOIU(PHUKAIIUNA OTHOCATCS K pa3HBIM
KJIaccaM MOTEHI[MAIBLHOTO PUCKa MPUMEHEHHUS Ha KKy MOIUDUKAIINIO
MPEAOCTABISAETCA OTAEIBHOE PETUCTPALIMOHHOE JTOCHE.

120. DxcnepTr3a U3MEHEHU, BHOCHMBIX B PETUCTPAIIMOHHOE J10ChE,
OCYIIECTBIISIETCS HA MEIUIIUHCKOE U3EIUE B EPUOJ ACHCTBUS PETUCTPALTMOHHOTO
YAOCTOBEPEHUS. 3asIBUTEIIb MOJJEPKUBAET aKTyaIbHOCTh TOKYMEHTA MO Ka4yeCTBY,
MPEJICTABICHHOIO B PETMCTPALIMOHHOM JIOChE ITyTEM CBOEBPEMEHHOTO BHECEHUS
W3MEHEHHUH B HETO.

121. VI3MeHeHus Ki1acCUPUIMPYIOTCS] B COOTBETCTBUU € IEPEUYHEM BHUJIOB
WU3MEHEHNW, BHOCUMBIX B PETUCTPALIMOHHOE JOCHE MEIULIMHCKOIO U3EIUS B IIEPUOL
JENCTBUS PETUCTPALIMOHHOTO YOCTOBEPEHUS COTIIACHO NMPUIIOKEHUIO 30 K HACTOSIIUM
[IpaBuiam. MI3MeHeHus, HE BKIIOUECHHBIE B YKa3aHHBIN IEPEYEHb, OJIEKAT HOBOM
pEerucTpanuu B COOTBETCTBUU ¢ HacTosAmuMHU [IpaBunamu.

122. 3asButens B TeueHHUE 2 (IBYX) MECSILIEB NIOCIIE YTBEPKICHHUSI BHOCUMBIX
WU3MEHEHUM MPOU3BOAUTENIEM MOIACT 3asBJICHUE HA TPOBEACHUE IKCTIEPTU3bI
MEIUITUHCKOTO U3JIeTus 10 JopMe COTTACHO MPHUIIOKEHUIO 2 K HacTosmM [IpaBumam.

123. K 3as1BJIeHHIO O BHECEHUU U3MEHEHU B PETUCTPALIMOHHOE JOChE
MEIUIMHCKOTO U3/IeNUs IPUIIAraloTCs TIOKYMEHThI U MaTepuaibl, HEOOXOUMBbIE JJIs
BHECEHUSI U3MEHEHUM, COTIaCHO MEPEYHIO BUJIOB U3MEHEHUI, BHOCUMBIX B
PETUCTPAIMOHHOE J0ChE MEAUIIMHCKOTO U3/IENINs B IEPUO IEUCTBUS
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PETUCTPALMOHHOTO yIOCTOBEPEHHMS COTIIACHO NPHIIOKEHHIO 30 K HACTOSAIUM
[IpaBunam.

124. I'ocynapcTBEHHAs SKCIIEPTHASI OpraHU3alisi Ha OCHOBAHUM PE3yJIbTaTOB
AKCHEPTU3bI COCTABIISCT SKCIEPTHBIN OTUET CIEIMATM3UPOBAHHON SKCIIEPTHU3HI O
BIIUSTHUY BHOCUMBIX U3MEHEHUH B PETUCTPAIMOHHOE JJOChE Ha 0€30MaCHOCTh, KAYECTBO
1 3 (HEKTUBHOCTh MEAUIIMHCKOTO U3IETHS.

125. TIpon3BoauTens WIN yIIOJHOMOYEHHBIN NPEICTaBUTEIb IPOU3BOIATENSA
MEIUIMHCKOIO U3/IeTusl B TeUeHHE 2 (ABYX) MECSLIEB BHOCUT U3BMEHEHUS B
PETUCTPALIMOHHOE JOChE HA OCHOBAaHMM MOHUTOPHUHTa 0€3011aCHOCTH IPOBOIUMOTO B
COOTBETCTBHHU C NMPUKa30M MuHHCTpa 31paBooxpaHeHust Pecriyonuku Kazaxcran ot 23
nexadps 2020 roga Ne KP ICM-320/2020 «O06 yTBep>KIeHUYU TIPABIIT IPOBEACHUS
(apMaKoHa30pa U MOHUTOPUHIA OE30IIaCHOCTH, KauecTBa U 3(pPeKTUBHOCTH
MEIULMHCKHUX U3 (3eperucTpupoBaH B Peectpe rocy1apcTBEHHOM peructpaiun
HOPMAaTUBHBIX TPaBOBbIX akTOB 1o Ne 21896).

126. ITpu 3xcniepTU3e MEAUIMHCKUAX U3IEIINN, IPOU3BOAUMBIX TPOU3BOIUTEIIIMU
Pecnybnuku Kazaxcran Ha ocHOBe TpaHc(]epa TEXHOIOTHIA ITyTeM OpraHUu3aIuu
JIOKaJIbHOTO MPOU3BOJICTBA HA OCHOBE IEepeiauu, BHEApEHU (IPUMEHEHUS ), afanTaluu
CYILIECTBYIOIIUX TEXHOJOTUH (pe3yIbTaTOB HAYYHBIX UCCIIEI0BAHUM, HOBBIX
pa3paboTOK), OCYIIECTBIISIEMBIX OT MEPEAAIOUIEH CTOPOHBI K IPUHUMAIOIIEH CTOPOHE
JUTS1 TPOU3BOJICTBA MEAUIIMHCKUX U3JIEIUHN, K PETUCTPAIMOHHOMY J10ChE
JOTIOJTHUTENBHO MPEACTABIISIIOTCS CIEAYIOINE JOKYMEHTBI:

1) TOKYMEHTBI 110 PKOJOTUUECKON 0€30MaCHOCTHU: PElIeHNE YITOJTHOMOUYEHHOTO
OopraHa 1o OmnpeesICHHI0 KaTerOpuru 00bEKTa, OKa3bIBAOIIETO HEraTUBHOE
BO3JICVICTBHE HA OKPYKAIOIIYIO CPENlY, B COOTBETCTBUH CO CTaThel 12 DKOIOrnuecKkoro
koaekca PecriyOonuku KazaxcraH; 3KOJI0rH4ecKoe pa3pelieHue B COOTBETCTBUU CO
cratbeil 106 DKOIOrMUYeCKOro KOJIEKCa, BbIJAHHBIN YIIOJIHOMOYEHHBIM OPTaHOM B
obJlacT OXpaHbl OKpyxatotieit cpenbl Pecmyonuku Kazaxcran;

2) nepeueHb HAUMEHOBAHUH JOKYMEHTOB 10 TEXHOJIOTUHU TTPOU3BO/ICTBA,
CTaHJIAPTHBIM ONEPALMOHHBIM IIPOLEyPaM, PYKOBOJACTBO 10 KAYECTBY.

3) BBITIUCKA U3 IOTOBOPA WJIA COTJIAIIICHUE MEXKTy OTCUYECTBEHHBIM
MIPOU3BOIHUTEIIEM U 3apyOEIKHBIM MTPOU3BOTUTENIEM O MTEPEHOCE MPOU3BOICTBEHHBIX U
TEXHOJIOTUYECKHUX TIPOIIECCOB C TIPABOM Iepeau TEXHUICCKON TOKYMEHTAIIUN B
paMKax TpaHcdepa TEXHOJIOTHH U I1aHa TpaHc(epa TEXHOIOTU;
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4) pe3yJbTaThl MPOBEICHHOTO TpaHC(epa TEXHOIOTHH, BKIIOYAIOLIET0 OMUCAHUE
ATaNoB, MepeyeHb HE0OXOAUMOTO MMPOU3BOACTBEHHOTO 000PYI0BaHUS; O0IINE CXEMbI
TEXHOJIOTUU MTPOU3BOACTBA M METOJUK KOHTPOJIS Ka4eCTBa;

5) mPOTOKOJI TECTOBOTO 3aIycka 000py1I0BaHUS IPUHUMAIOIIEH U JaI0IIeH
CTOPOHBI;

6) OTYCThI KIIMHUYCCKUX U JOKIIMHUYCCKHUX I/ICCJ'IGI[OBaHI/Iﬁ MCAMIMHCKHUX
HB,Z[@JIPIﬁ; KJII/IHI/IKO-JIa60paTOpHBIX HCIIbITAHUHN Hepenafomeﬁ CTOPOHBI;

7) OTYETHI UCTIBITAHUH TIEpEeAAIOIIel CTOPOHBI C AyTEHTUYHBIM MIEPEBOIOM Ha
PYCCKH S3BIK PE3YIHTATOB M BBIBOJIOB UCTIBITAHHH (MCIIBITAHUH C IIETBIO OIICHKH
OMOJIOTMYECKOT O NEHCTBUS MEIUIIMHCKUX U3IEINN, TEXHUUECKUX UCIIBLITAHUH, 00
UCCJICIOBAHUSX CTAOMIIBHOCTH, 0OOCHOBBIBAIOIITUI CPOK XPAHCHUS MEIUIIMHCKOTO
U3JIeTINS, OTYET WIIA JAHHBIC UCTIBITAHUHN Ha CICIIMPUIHOCTh U aHATTUTHIECKYTO
YyBCTBUTEIBHOCTh MEIUIIMHCKOTO M3Aenus A in vitro (IVD) nuarnoctuxn).

[Ipu nomHoM TpaHcdepe TEXHOTOTUM JTOKAIbHBIA TPOU3BOAUTENH 00ECTICUNBACT
MIOJIHOE COOTBETCTBHE YCIOBHM MPOU3BOJCTBA U CUCTEMBI 00ECIICUEHHSI KaueCcTBa Ha
IPOU3BOICTBEHHOM ITomaake B PecmyOnuke Kazaxcran ycinoBusiM Mpou3BOJICTBA U
cuctemMe o0ecreyeHus: KauecTBa MPOU3BOACTBEHHOM mtomaaku BHe Ka3axcraHa.

127. YckopeHHas sKkcnepTr3a MEIUIMHCKAX U3JETUNA OCYLIECTBIISECTCS IPU
NEePEPErUCTPALIMN METUIIUHCKOTO U3/ICIIHSI, 0 PEHIEHUIO YTIOJTHOMOYEHHOTO OpraHa B
00J1acTH 37paBOOXPAaHEHHUSI B CITyYasX BOCHHBIX JACHCTBUM M JIMKBUIAIINH UX
MOCJICICTBUM, BOSHUKHOBEHUS, IPEAYIPEIKIACHUS U JIMKBUAAIIUN TTOCIEACTBUN
Ype3BbIYAMHBIX CUTYAIlUH, YyTPO3bl BOSHUKHOBEHHUS, PACTIPOCTPAHEHHS HOBBIX 0CO00
OmNacHbIX MHPEKITMOHHBIX 3a00JIeBaHUMN U JTUKBUIAIMN UX TTOCIIEACTBUMN, a TAKXKE
AKCHEPTU3E MEAULIMHCKOTO U3/IEUsl, TPOU3BEACHHOTO HA MTPOU3BOJICTBEHHBIX
TJI0IAIKaX MpoU3BOAUTENEH 3 cTpan EBponelickoro corosa u (Win)
BenukoOpurtanuu, CLIA unu SInoHuu, OMyIIEHHOTO K OOPAIllEHUIO PEryISTOPHBIMU
opranamu cTpaH EBpomneiickoro coro3a, Benukoopuranuu, CIIA niu Anonumn.

IMaparpa¢ 1. Ilopsaok npoBegeHUs1 HAYAJIBLHOM IKCIEPTU3BI METUIMHCKUX
U3/1eJIUM.
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128. ITocne perucrpauuu T0KyMEHTOB, YKa3aHHBIX B MyHKTE 117 HacTosmumx
[IpaBwi1 mpoBOIUTCS HavadbHAs DKCIIEPTH3a MEIUIIMHCKOTO U3/ICNIHUS B CPOK HE
MPEBBIMAIOMNN 5 (MATh) paboYnX THEH.

B ciiyyae Hanu4us 3aMe4aHui 3asiBUTEIb YCTPAHSAET 3aMEUYaHus B TCUEHHUE 5
(mATh) pabouux JHEH, 3a UCKIIIOUEHUEM YCKOPEHHOM 3KCIIEPTU3bI.

[Tpu npoBeieHUU HaYaIbHON KCIEPTU3bI MEIULIMHCKOTO U3Eus,
IPOU3BEAEHHOr0 Ha MPOU3BOCTBEHHBIX IJIOIIAIKAX IPOU3BOAUTENEH U3 CTpaH
EBpomeiickoro coro3a u (wm) BenukoO6puranuu, CIIA nnu SnoHuu, 10MyImeHHOro K
oOpalieHIo peryIsiTOpHBIMU OpranaMu cTpaH EBporielickoro coro3sa,
BenukoOpurtanuu, CLIA nnu SInoHuu - B CpoK HE MPEBBIAOIINM 2 (1Ba) padouux
THSL.

129. TTpu HaYaBbHOM PKCIIEPTHU3E METUITMHCKOTO U3ACIIHS TIPOBOJIUTCS OLICHKA
MOJIHOTHI, KOMIUIEKTHOCTH ¥ COOTBETCTBUSI IOKYMEHTOB PETUCTPAIIMOHHOTO J0ChHE,
IpeACTaBISHHBIX 3assBUTEIEM, TPEOOBAHUSAM JICHCTBYIOIIETO 3aKOHOIaTEIIbCTRA.

130. Ilpu HempeACTaBICHUH B IOJTHOM 00beMe JOKYMEHTOB, ITPETYCMOTPEHHBIX
nyHkToM 117 Hacrosiuux [IpaBui, a Takxke He KOMIUIEKTHOCTH U HE COOTBETCTBUS
JIOKYMEHTOB PETUCTPALMOHHOIO JI0ChE, TOCYIAPCTBEHHAS AKCIIEPTHAST OpraHU3allUs
HAIPaBJISIET 3asBUTEIIO YBEIOMIICHHE (B MMPOU3BOIBHOM PopMe) O IpeKpaIieHUu
AKCIEPTU3bI MEUIIMHCKOTO U3/ENHS B COOTBETCTBUM C MOAMYHKTOM 1) myHkTa 4
cratbu 239 Konekca.

131. ITo pe3ynbpTaTaM Ha4aaIbHOU SKCIEPTU3bI COCTABISAETCS OTYET HAaYaJIbHOU
AKCIIEPTU3bI MEIUIIUHCKOTO U3/IEIHUsI, IPEACTABICHHOIO Ha YKCIEPTU3Y COTJIACHO
npuioxeHnto 31 k HacrosmuM [IpaBunam uinmM OT4ET HaYaIbHOM DKCIEPTU3bI
W3MEHEHU, BHOCUMBIX B PETUCTPALMOHHOE 10ChE MEIUIIMHCKOTO U3/IeNIUS COTJIACHO
NpUIIOKEHNIO 32 K HacTosuM lIpaBunam.

132. B nepuon npoBeneHuss HAUAIbHOM SKCIIEPTU3bI METUIIMHCKOTO U3IETIUS
IIPUHUMAETCS PEIICHUE U HAIIPaBJISACTCS YBEIOMIICHHE 3assBUTEII0 O HEOOXOIUMOCTH
MPOBEICHUS UHCIICKIIUY MEUIIMHCKOTO U3/IETUS B TIOPSJKE U CPOKH
npeaycMmotpennsie [IpaBunamu nmpoBeeHNsS UHCIEKIINI MEUIIMHCKUX U3JIeTUNI,
YTBEPXKJACHHBIMU MTpHKa3zoM MUHHUCTpa 3paBooxpanenus Pecryonuku Kazaxcran ot
23 nexabpst 2020 romga Ne KP JICM-315/2020 (3apeructpupoBan B Peectpe
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roCyJIapCTBEHHOM perucTpalui HOPMAaTUBHBIX MPAaBOBBIX akTOB 1o Ne 21898) B
OTHOULIEHUH PAaHEE HE MPOXOAUBIIUX I'OCYJaPCTBEHHYH0 PErUCTPALMIO MEAULIUHCKUX
U3,

IHaparpad¢ 2. [lopsinok npoBeeHUs CNIENHATUZUPOBAHHON IKCNIEPTU3BI
MeIMIUHCKUX U3/1e/IMid, PperucTpPalum, epeperucTpauum, BHECEHNsS] U3MECHEHNH B
PerucTpanuoOHHOE 10Che MEAMIMHCKOI0 U3/1e/ U

133.B CJIy4ac IIOJOKHUTCIBbHOI'O OTUCTA HayaJIbHOU OKCIICPTU3LI IIPOBOIUTCA
CIICUAIM3UPOBAHHAA SKCIICPTHU3a MCAULIMHCKOI'O U31CIIHs.

134. Cenmanu3upoBaHHask SKCIIEPTU3a MEAUIIUHCKOTO U3ACIUS
npeAycMaTpUBaAET SKCIEPTHYIO OIIEHKY U aHAJIU3 JOKYMEHTOB PErHUCTPALIMOHHOTO
JIOChE, TOATBEPXKAAIOITUX 0€30MaCHOCTh, KaueCTBO U 3(P(HEKTUBHOCTH MEIUIIUHCKOTO
U3JIeIIYsl, B TOM YHCIIEe MPOBEPKY ayTEHTUYHOCTH MEePEBO/Ia WU NEPEBOJIa Ha Ka3aXCKUI
SI3BIK MHCTPYKIIUU 110 TPUMEHEHUIO U3JIEINI MEIUIIMHCKOTO Ha3HAYEHUs, MAKETOB
MapKUPOBKHU YIAKOBKH, STUKETOK, CTUKEPOB C MAPKUPOBKO.

135. Cnenmanu3upoBaHHas SKCIEPTU3a MEIULMHCKUX WU3EIINI IPOBOIUTCS HA
cootBetcTBHEe OOIUM TpeOGoBaHUSIM 0€30MacHOCTH U 3PHEKTUBHOCTH METUIIMHCKUX
U3JIeui, TpeOOBaHUSAM K UX MapKUPOBKE U IKCIUTYyaTallMOHHOM TOKYMEHTAllUU Ha HUX,
yTBepxkAeHHBIM perienueM Coeta EBpa3uiickoil 5)KOHOMUYECKONH KOMUCCUU OT 12
despans 2016 roga Ne 27.

136. Cnenimanu3upoBaHHasi SKCIEPTU3a MEAUIIUHCKUX U3ICITUM
npeaycMaTpUBaeT SKCIEPTHYIO OIIEHKY U aHAJIU3 JOKYMEHTOB PErUCTPAIIMOHHOTO
JIOChE, TTOATBEPKTAFOITUX 0€30IIaCHOCTh, Ka4eCTBO M 3(P(HEKTUBHOCTh MEIUITMHCKOTO
W3JIeNIUs U BKIIIOYAET:

1) o1leHKY COOTBETCTBHSI YKa3aHHOTO 3asiBUTENIEM KJIacca MOTEHIIMATBHOTO pUCKa
IPUMEHEHUS! MEAUIIMHCKOTO U3JIETUsl B COOTBETCTBUM C MMPUKa30M MUHHUCTpa
3npaBooxpaHenus: Pecriyonuku Kazaxcran ot 15 nekabps 2020 roga Ne KP JICM-281
/2020 «O06 yTBepkAeHUU TpaBUil KJlacCU(pUKAIIUK METUIIMHCKUX U3 B
3aBUCUMOCTH OT CTENEHHU MOTEHIUAIBHOTO PUCKA NPUMEHEHUS» (3apETUCTPUPOBAH B
Peectpe rocynapcTBeHHOM perucTpaliii HOpMaTUBHBIX MPaBOBbIX akTOB 1ol Ne 21808);
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2) OLIEHKY PaBUILHOCTU ONPEACICHUSI HOMEHKJIATYPHOM MPUHAIEKHOCTH
MEJUIMHCKOTO U3/ENIHS B COOTBETCTBUU C TOPSAKOM (hOPMUPOBAHUS U BEACHUS
HOMEHKJIATyphl METUIIMHCKUX m3Aenuii Pecryonmmku Kazaxcran, yTBepk1aeMbIiM
YIOJIHOMOYEHHBIM OPTaHOM B COOTBETCTBUHU C IMYHKTOM 4 ctatbu 258 Koaekca;

3) OolIeHKY COOTBETCTBUSI MOU(DUKAINI (BAPUAHTOB UCIIOTTHEHHUS)
MEUIMHCKOT0 U3Aeus (TIPU HAJIMYKH ), BKIIFOUa€MbIX B OJJTHO PETUCTPALIMOHHOE
yIOCTOBEPEHHE ¢ TpeOoBaHUsAMHU HacTosimux [1paswn;

4) aHanu3 TaHHBIX O Pa3pabOTKe U MPOU3BOJCTBE MEIULIMHCKOTO U3/IENIUs
(cxeMbI MPOLECCOB MPOU3BOJICTBA, OCHOBHBIX CTaJMM MPOU3BOJICTBA, YIIAKOBKH,
UCHBITAHUM U MPOLIEAYPHI BBITYCKAa KOHEYHOTO IMPOAYKTA);

5) aHanu3 OMOJIOTHYECKOM OE30MaCHOCTH MEAUIIMHCKOTO U3CIUsI Ha OCHOBE
aHaJIM3a CBEJCHUH 0 MaTepuaiax »KUBOTHOTO W YCIIOBEYSCKOTO IMIPOUCXOXKICHHUS,
BXOJIAIINX B MEAUITMHCKOE U3JIENHE, a TakKe HH(opMaIuu o moao0ope HCTOYHUKOB
(ToHOPOB), OTOOpPE MaTepHalia, MPOIECCUHTe, XPAaHECHUH, TECTUPOBAHHUH, IIPUOHOBOM
0€30MacHOCTH, a TAKXKe OOpAIICHUS ¢ TKAHSIMU, KJICTKaMHU, CyOCTaHIIUSMH )KUBOTHOTO
WM 9€JI0BEYECKOTO MPOUCXOKIACHUS, KyJIbTYpaMu MUKPOOPTAaHN3MOB U BUPYCOB;

6) aHaIM3 OTYETa KIIMHUYECKUX UCTIBITAHUMA, OTIBITA TPUMEHEHHUS B KIIMHUYECKON
NPAaKTHKE MEIUITUHCKOTO M3eus Kiaacca 2 a (Ipu HAJIMYWUU B COCTaBE JICKAPCTBEHHOTO
CpeAcTBa), Kiacca 3 (C BLICOKOM CTEMEHbIO PUCKA), METUIIMHCKUX U3JCIIHM,
peIHa3HAYCHHBIX 7151 3a00pa, XpaHEeHUs], IEPETUBAHUS KPOBU U €€ KOMIIOHEHTOB,
KJIMHUKO-1a00PaTOPHBIX UCIBITAHWA MEIUIIMHCKOTO M3CIHS JIJIS in Vitro THarHOCTHKU
HE3aBUCUMO OT KJIacca PHUCKa,

7) aHalIu3 3asIBJICHHON B PErUCTPAIMOHHOM JOChE CTAOMIBHOCTH METUIIUHCKOTO
u3JIeus ¥ (UIIK) JIKApCTBEHHOTO CPEJICTBA, BXOISIIETO B COCTaB MEAUIIMHCKOTO
u3JieNus, CTAOUIBHOCTH PEareHTOB U PACXOIHOT0 MaTepuaia BXOIAIIUX B
KOMIUJIEKTAIIUIO MEIUIIMHCKUX M3JEIHUH [ in Vitro TMarHOCTUKY 3aKPBITOTO THIIA,;

8) OIleHKY COOTBETCTBHS ITOKa3aTeliel 0€30IMacCHOCTH M KaueCTBa, YKa3aHHBIX B
JOKYMEHTE 110 KaueCTBY IIPOU3BOIMUTENSA, CTaHAapTaM (HaIMOHAIBHBIM,
pETHOHATBHBIM, MEKYHAPOHBIM);

9) aHanM3 OTYETOB U MPOTOKOJIOB TEXHUYECKHUX, TOKCUKOJIOTUYECKUX UCTIBITAHUI
MEIUIMHCKUX U3JCINM;
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10) oreHKY BaJIMTHOCTH IMPOTPAMMHOI0 00SCIIeUeHNs Ha OCHOBE aHaIM3a
JAHHBIX O €ro BepuUKaIlliu, B TOM Ynciie HHpopMaluu o ero pazpadboTke u
TECTUPOBAHUY HA MPEANPUITUU U TIPU MYJIbTULIEHTPOBBIX HCCIIEI0BAHUAX, TAHHBIX 00
UJCHTU(PUKAIIMY 1 MAPKUPOBKE OMIEPAITMOHHON CUCTEMBI;

11) ananu3 npouexypsl U METOJIOB CTEPUIIU3AIIUN MEIUIIMHCKOTO U3IEIHS,
MaTtepuaaoB, 000CHOBBIBAIOIIUX CIIOCO0O CTepUITU3AIUH, TIPEJIaraéMbIX METOJI0B
KOHTPOJIS Ka4ueCTBa U OINPEJICNICHUSI OCTAaTKOB CTEPHIM3YIOIIETO BEIIeCTBA MPU
MPUMEHEHUH XUMUYECKOTO CIoco0a CTepUIIN3aIINg;

12) ananu3 6e3onacHOCTH U A3(HPEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA B
COCTaBE MEIAMIIMHCKOTO U3/ICHS, €T0 BIUSHUS HAa QYHKIIMOHATHHOCTh MEIUIIUHCKOTO
U3JIENNS, COBMECTUMOCTH JIEKAPCTBEHHOT'O CPEICTBA C MEIUITMHCKUM H3/CIHEM (32
UCKITFOUCHUEM METUITMHCKOTO U3ACIUS JIsl AMarHOCTHKY In Vitro;

13) OLIEHKY COOTBETCTBUS TEKCTA MPOEKTAa MHCTPYKIHMH 110 MEAUIIUHCKOMY
IIPUMEHEHUIO MEIUIIMHCKOTO U3JEIUsl OPUTUHALY HHCTPYKIIMK OT OPraHU3aLuu-
POU3BOAUTENS U OPOPMIIEHUS TPOEKTa MHCTPYKIIUUA B COOTBETCTBUU C TIOPSIKOM
cocTaBJICHHS U 0OPMIICHHUS UHCTPYKLIUU IO METUIIMHCKOMY PUMEHEHHUIO
JIEKapCTBEHHBIX CPEJCTB U MEIULIMHCKUX U3/IETH, 001Iel XapaKTepUCTUKU
JIEKAPCTBEHHOTO CPEACTBA, MPEYCMOTPEHHBIM IyHKTOM 4 ctaThu 242 Konekca;

14) ouenky uHopmanuu, coepKaliencs B 3KCIUTyaTalMOHHOM JIOKYMEHTE
MEIULUHCKOTO U3EINS;

15) ananu3 uHpopmauu, coaepkaiieics Ha 00paslax MakeToB YIaKOBKH,
ATUKETOK, CTUKEPOB MEIUIIUHCKOTO U311l B COOTBETCTBUU C TPEOOBaAHUSIMU
3akoHojaTenbcTBa Pecryonuku Kazaxcran B cepe oOpalieHus JIeKapCTBEHHBIX
CPEICTB U METULIMHCKUX U3JIEIHI;

16) paccMoTpeHue pe3yabTaTOB MPOBEICHHONW NHCIEKIIMU MEAUIIUHCKOTO
U3JIeNIUS TIPU €T0 TOCYJapCTBEHHOU PErucTpaluu;

17) ananu3 npeacTaBIeHHbIX TPOU3BOAUTENIEM CBEJICHUN O HAIMYUU WK 00
OTCYTCTBHH COOOIIEHUN O HECYACTHBIX CIIy4asiX U OT3bIBaX C PbIHKAa MEAUIIMHCKOTO
U3/IENINA, O HEOJIaroNnpusATHOM COOBITUN (MHLIMJIEHTE), CBA3aHHOM C UCIIOJIb30BAHUEM
MEIUIMHCKOTO U3/I€Nus, YBEIOMIIEHUH MO0 0€30MaCHOCTH MEIULIMHCKOTO U3/ENHS,
HOJX0/a K pACCMOTPEHUIO 3TUX MPOOJIEM U UX PELICHUS TPOU3BOIUTENSMU B KaXKIOM
U3 TAKUX CIIy4aeB, ONMUCAHUSA KOPPEKTUPYIOIINX JEHCTBUM, IPEANPUHSTHIX B OTBET HA
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YKa3aHHBIC ClIydan, a4 TaKKEC COOTHOIICHUS YPOBHA IPOAAK U KOJIMICCTBA HCCHACTHBIX
ClIy4acB U OT3bIBOB MCIHUIIMHCKOI'O U3ACIINA U3 O6paHI€HI/I$I;

18) aHanu3 TOKYMEHTOB U CBEJICHHI1 O BHOCUMBIX U3MEHEHUSIX, B TOM YHCIIE
JIOKYMEHTOB, IMOJITBEPKIAOIINX MTEPEUNUCICHHbBIE U3BMEHEHUS U CBUJIETEILCTBYIOIINX O
TOM, YTO BHECEHHUE 3asIBJICHHBIX U3MEHEHUI HE BI€UYET N3MEHEHUSI CBOWMCTB U
XapaKTEPUCTUK, BIMUSIONIMX Ha 0€30MaCHOCTh, Ka4eCTBO U 3((PEKTUBHOCTH
MEUIIMHCKOTO U3JENNS, WIH COBEPIICHCTBYET CBOMCTBA U XapaKTEPUCTUKH MPU
HEU3MEHHOCTU (DYHKIIMOHAJIHLHOTO HA3HAYEHUSI MEUIIMHCKOTO U3/IEIHS;

19) aHanu3 coOTBETCTBUS 3asBICHHBIX N3MEHEHHI, BHOCUMBIX B
PErUCTpaIMOHHOE J0Che MEAUIIMHCKOTO U3/IeNIUs BUaM U3MEHEHUM, YKa3aHHBIM B
nepeyHe corjacHo npuioxennto 30 k HacrosmuM [IpaBunam.

137. Tlo pe3ynbTraram aHagu3a JOKYMEHTOB PETUCTPALMOHHOIO JOChE HA 3TaIe
CIEIHAIU3UPOBAHHON SKCIEPTU3BI IPU HATMYHMH 3aMEUYAHUN 3asIBUTEIIO MIOCPEICTBOM
UH(OPMAIIMOHHON CUCTEMBI YIIOJITHOMOYEHHOI'O OpraHa rocyJapTCBEHHas SKCIepTHas
OpraHu3alys HaMpaBJseT 3anpoc (B MPOU3BOILHOM (opMe) C YKa3aHUEM BBISBICHHbBIX
3aMeYaHuil U HEOOXOAMMOCTH UX YCTPAHEHUS B MTOJIHOM 00bEME B CIAEAYIOIINE CPOKHU:

1) npu sKCIepTU3€ MEAUITUHCKOTO U3IeTUs HEe TPEOYyIOIIUA MPOBEICHUS
71a060paTOPHBIX UCTIBITAHUN HE3aBUCUMO OT KJIACCa MEIUIIMHCKOTO M3CIHS, TIPU
BHECEHUU M3MEHEHUH B PETUCTPAIMOHHOE JOChEe MEIUIIMHCKOTO u3enus (6e3
MPOBEJCHUS TA00PATOPHBIX UCIIBITAHUH), IPU BHECEHUH U3MEeHEeHUM Tuma [ B
PETHCTPALIMOHHOE TIOChE MEAUIIMHCKOTO U3IEus (C MPOBEACHUEM JTA00PATOPHBIX
UCTIbITaHUi) - B TeueHuu 40 (Copok) pabouux AHEHN CO JHS MOJyYEHUs TOKYMEHTOB,
yKa3aHHbIX B ITyHKTE 117 Hacrosmumx [Ipasui;

2) npu YCKOPEHHOW SKCIEPTU3E MEAUIIMHCKUX U3Jeui - B TeueHue 20
(mBanuath) pabovux JHEH, B TOM YHUCIIE MPHU IKCIEPTU3E METUIIMHCKOTO U3/IeIHs,
MPOU3BEJICHHOTO HA MTPOU3BOJICTBEHHBIX IUIONIAKAaX MIPOU3BOIUTENICH U3 CTPaH
EBpomeiickoro corosa u (wim) Benukoopuranuu, CIIA wnu SnoHuu, 10MyImeHHOTo K
o0pallleHHIO PETyISATOPHBIMU OpraHaMu cTpaH EBporeiickoro corosa,
Benukoopurtanuu, CIIA unu SInonuu - B Tedenue S (Ms1Th) pabouux THEH CO THS
MOJIyYeHHsI IOKYMEHTOB, YKa3aHHbIX B MyHKTe 117 Hacrosuux [IpaBui.

3anpoc ¢ 3aMeyaHusIMU 3aBEPEHHBINA TOCPEICTBOM AIEKTPOHHOM UG POBOH
MOJAMKUCH HaIpaBJeTCs Yepe3 HHOOPMALIMOHHYIO CUCTEMY YIOJHOMOYEHHOTO OpraHa
3asIBUTENIO B <«JIMYHBIN KAOMHET» B JIEHb MOAMMUCAHMS HCXOSIIETO 3ampoca.
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138. 3asBuUTENb HAPABISET B MOJTHOM 00BEME OTBET U HEOOXOUMBIE
MaTtepualbl Ha 3alpoc TOCYJapCTBEHHOW SKCIIEPTHON OpraHu3aluu:

1) mpu sKcniepTH3e MEAUIIMHCKOTO U3/IeTUsl He TPpeOyIoIIe MpoBeIeHNs
J1a00paTOPHBIX UCTIHITAHUN HE3aBUCHUMO OT KJIacca MEIUIIMHCKOTO U3JEusl, IPU
BHECEHUU U3MEHEHUI B PETUCTPALIMOHHOE JOChE MEIUIIMHCKOTO u3aenus (0e3
POBEJICHUS TaOOPATOPHBIX UCIIBITAHUH ), IPU BHECEHUU M3MEHeHUH Tuna | B
PErHCTPAMOHHOE JOChE MEAUIIMHCKOTO U3ENHS (C MPOBEACHUEM JIa0OPATOPHBIX
UCTIBITAHHI ) — B CPOK HE MPEBBIIAONIMK 15 (maTHaanaTe) paboynx qHeH;

2) pu YCKOPEHHOM IKCIEPTU3E METUIIMHCKUX U3JIETUH - B TeueHue 5 (IATh)
pabouux IHEM.

[Ipu HEeycTpaHEeHUHU 3aMeUaHuid B MOJTHOM 00bEME B YKa3aHHBII CPOK MpU
JKCHEPTU3E MEAUIIMHCKOTO U3JEIus, IPOU3BEAECHHOTO HA TPOU3BOICTBEHHBIX
IUIOIIAIKaxX MPOU3BOANTENEN U3 cTpaH EBpomnelickoro coro3a u (Uim)
BenukoOpurtanuu, CLIA unu SInoHuu, OMyIMIEHHOTO K OOPAIllEHUIO PEryIITOPHBIMU
opranamu ctpan EBpomneiickoro coro3a, Benukoopuranuu, CIIA unu Snonun
3asIBUTENIO HAIIPABIISIETCS] YBEIOMJIEHUE 00 OTKa3€ B MPOBEACHUU IKCIIEPTU3bI
MEIUIIMHCKOTO U3CNHS (B IPOU3BOJIBLHON (opMme).

139. OrpuniarenpHOE 3aKTI0UEHNE O 0€30MTaCHOCTH, KauecTBE U 3(PPEeKTUBHOCTH
MEIUIIMHCKOTO U3/ICNIHS BBIAACTCS B CITydasX:

1) HCIIPCACTABJICHUC ITOJIHOT'O KOMIIJICKTA PCTUCTPALMOHHOT'O JOCHEC ITOCIIC
Bblaa4u 3aMEUaHUM 3asIBUTEIIO B IMpoIeCCC MPOBCACHHA OKCIICPTU3BI B CPOKU,
YCTAaHOBJICHHBIC HACTOAIIUMU HpaBI/IJ'IaMI/I;

2) mpeACcTaBJICHU 3aIBUTEIIEM HEJIOCTOBEPHBIX CBEJICHMUIA;

3) mosty4eHue OTPULATENBHBIX PE3YJIbTaTOB OJTHOTO U3 3TANIOB 3KCIIEPTU3bI U
(unM) OTpULIATENBHBIX 3aKIIFOUEHHUI SKCIEPTOB MPO(PUIBHBIX OPraHU3aIUH;

4) HECOOTBETCTBUSI CUCTEMbI OOECIICUEHHS KAYECTBA YCIOBUSM,
o0ecreynBaroInM 3asBICHHYI0 0€30MacHOCTh, 3()(hEKTUBHOCTh U Kau€CTBO
MEAMLIMHCKOTO U3IENHNs, IO Pe3yJibTaTaM MHCIIEKIIMY MEIUIIMHCKOTO U3/1EIHS;

5) He npoBeIeHUsI M OTKa3a 3asBUTEJIEM OT OpraHU3aIUHU TTOCEIICHUS
npeAnpusaTUs (MPOU3BOICTBEHHOM TUIOIIAIKK) U C IEJIbI0 MHCTIEKIIMU MEAUITUHCKOTO
U3JIeNINS, B COOTBETCTBUH C TPEOOBAHUSIMH 3aKOHOAATEIBHBIX akKTOB PecimyOnku
Kazaxcras.
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140. [Ipu HE MpeaOCTAaBICHUH 3aIBUTEIIEM OTBETOB Ha 3aIIPOC TOCYIapCTBEHHOM
AKCIEPTHOM OpraHU3alluy B CPOKU yCTaHOBJICHHbIE B MyHKTE 138 Hactosmux [IpaBui,
a TaKXe MPeI0CTaBICHIUN HEMOIHOTO OTBETa U HEOOXOAMMBIX MaTEPHAJIOB,
rocyJapCcTBEHHas 3KCIIEPTHAs! OPraHU3alvsl HAIIPaBJISET 3asIBUTEIIO B TEUEHUE 5 (TISATh)
pabouux HEW yBEJOMIIEHHE O MPEIBAPUTENHHOM PEIIEHUH 00 0TKa3e B MPOBEACHUU
AKCIEPTU3bl MEAUIIMHCKOIO U3/1eTus (B IPOU3BOJIbHOM (hOpPME), a TAKKE BPEMEHU U
MECTE TIPOBEJICHUS 3aCIyIIMBAHUS ISl BO3SMOKHOCTH BBIPA3UTh 3aIBUTEIIO MO3UIUIO
0 MPEABAPUTEIBHOMY PELIECHUIO.

B ciiyuyae oTkaza B mpoBeeHUH SKCIIEPTU3BI METUIIMHCKOTO U3/IEHS,
MPOU3BEICHHOTO HA MTPOU3BOJICTBEHHBIX IUIOMIAKAaX MPOU3BOIUTENICH U3 CTPaH
EBponetickoro coro3a u (mim) Benukoopuranuu, CIIA unu SInoHuu, TOMyIIEHHOTO K
00OpallleHHIO PETYISATOPHBIMU OpraHaMu cTpaH EBporeiickoro corosa,
BenukoOpurtanuu, CIIA unu Slnonuu, a Takxke Mpyu yCKOPEHHON IKCIIEPTU3E
MEUIMHCKUX U3JIeNIUi, yBeIoMIIeHHE (B MPOU3BOJILHOM (hOpMeE) MOATOTaBINBACTCS
rocyJIapCTBEHHOM IKCIIEPTHOM Oopranu3aiueil B TedeHue 2 (1Ba) pabounx JTHEH.

141. ITo pe3ynbTaTaM HaINPaBICHHOTO 3asBUTEIIO YBEIOMIICHHUS O
PEIBAPUTEIBLHOM PEIIEHNU 00 OTKA3€ B POBEACHNUN IKCIEPTU3bI MEAULIMHCKOTO
u3zienus (B MpOM3BOJIBHOM (POpME) MaTepralibl HAIPABIISIIOTCSA B DKCIIEPTHBIA COBET
VI IPUHSTHS PEILICHUSI.

DKCHEPTHBIN COBET pacCMaTpUBaeT NOCTYIHUBIIAE MaTepUaIbl B TCYEHUE 5
(ms1Th) pabouMX IHEW U Pe3yJIbTATHI PELICHUS C YKA3aHUEM MPUYUH HAIPABIISIOTCS
3asIBUTEIIIO.

B cnydae paccMoTpeHuss MaTepuanoB SKCIEPTU3bl MEAULIMHCKOTO U3EINs,
IIPOU3BEIECHHOIO Ha MPOU3BOCTBEHHBIX IIOIMIAIKAX IIPOU3BOAUTEIIEH U3 CTPaH
EBponeiickoro coro3a u (min) BenukoOpuranuu, CIIA nnu SAnoHuu, 10MyIEHHOTO K
oOpallleHUIO PEryIATOPHBIMU OpraHamu ctpad EBpomnelickoro corosa,
Benukobopurtanuu, CLIA unu SnoHun, DKCHEpTHBINA COBET pacCMaTpPUBAET
MOCTYIMBIIIME MaTEepPHAIIbl B CPOKH HE MO3/1HEe 2 (11Ba) paboumii THEH.

142. B ciy4ae moJI0KUTEILHOIO OTYETA CIIEHUATIM3UPOBAHHOM AKCIEPTHU3HI B
CPOK HE MpeBbIIaoNMil 5 (1Th) pabounx AHEN COCTaBIAETCS IKCIIEPTHBIN OTYET
CIIEIHAIM3UPOBAHHON IKCIEPTU3BI MEAULIUHCKOTO U3ENHS COTIIACHO IPUIIOKEHHIO 33
K HacTosmuMm [IpaBunamM Wi 3KCIIEPTHBIN OTYET CIIELIUATU3UPOBAHHON IKCIIEPTU3HI O
BIIMSIHUM BHOCHUMBIX U3MEHEHUN B PETUCTPALIMOHHOE JJOChe Ha O€30M1aCHOCTh, KAYECTBO
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1 3 (PEKTUBHOCTH MEUIIMHCKOTO U3ENHS TTO (POpPME, COTIACHO MPHIIOKEHUIO 34 K
HactosmuM [IpaBunam.

[ToJIOKUTENBHBINA OTUET CIEUAITM3UPOBAHHON SKCIEPTU3BI MEAUIIMHCKOTO
U3JIeIIUsl, POU3BEJIEHHOIO Ha MPOM3BOACTBEHHBIX TUIOIIA/IKaX MPOU3BOAUTENCH U3
ctpan EBpomnelickoro coto3a u (win) Benukoopuranuu, CIHA unu Snonuw,
JOMYIEHHOTO K 0OpaIIieHUI0 PEeryIsITOPHBIMU OpraHaMu cTpaH EBporielickoro coro3sa,
Benuko6putanuu, CIIA unu SInoHuu coctaBisieTcst B Cpok He no3aHee 1 (oauH)
pabounii 1eHb.

IIpu oTpunaTenbHBIX pe3yJibTaTax dKCIEPTU3bI IKCIEPTHAS OPraHU3aLus
HaIpAaBJISICT 3aABUTEIIIO PEHIEHUE DKCIIEPTHOTO COBETA C YKA3aHUEM MPUYMH.

143. Pa3bsicHEHHs WIIM YTOYHEHUSI, BO3HUKAIOIKE B MIEPUOJI TPOBEAECHUS
3KCIIEPTU3bI MEXK/1y TOCYJAPCTBEHHOM SKCIIEPTHOW OpraHru3alnei u
yCIIyTOIOIy4YaTesIeM, OCYIIECTBISIOTCS MyTeM (POPMUPOBAHHUS DJIEKTPOHHOTO
JOKYMEHTA 110 €ro MHAUBUYAIbHOMY HapoJIi0 Yepe3 HHPOPMALUOHHYIO CUCTEMY
ynosHoMoueHHoro oprana ¢ DI ycmyromnonydarens u rocy1apCTBEHHON SKCIIEPTHOM
OpraHH3aLHH.

144. Jlna npoBeneHus 3KCIEPTU3bI NPUHAMJICKHOCTH MPOAYKIUH K
MEIMIUHCKAM M3IEIUAM 3asBUTENb NocpeacTBoM [loprana rocynapcTseHHOM
JKCIIEPTHOM OPraHU3alU IPEIOCTABIAET CIEIYOIUE MATEPUAIIBI U IOKYMEHTHI C
AyTEHTUYHBIM NIEPEBOJOM Ha Ka3aXCKUU M PYCCKUH SA3BIKU:

1) HanMeHOBaHKE POYKIIHH;
2) HaMMEHOBAHKE NMPOU3BOUTEINS], CTPAHBI;

3) UHCTPYKIIUS 110 TPUMEHEHHIO WJIU KCIUTyaTallMOHHBIA TOKYMEHT, UIN
PYKOBOJICTBO IOJIb30BaTENS;

4) potorpaduueckoe H300pakeHUE, OTOOpaKarolIee BHEITHUN BT TPOAYKITUH,
pa3mepom He meHee 18 x 24 cantumerpa;

5) undopmalfio 0 perucTpaluy B CTpaHe IPOU3BOIUTENS, BbIIAHHYIO
rOCYJIapCTBEHHBIM YIIOJTHOMOYEHHBIM OPraHOM CTPaHbl MPOU3BOAUTENS;

6) TEXHUYECKOE OMHCAaHKE, 00IaCTh MPUMEHEHHS, 1IeJIEBOE Ha3HAUYCHNE
npoayKiuu (MHGOpMAIIHS OT TPOU3BOAUTEIS).
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145. I'ocynapcTBEeHHAs SKCIIEPTHASI OpraHu3alus MPOBOAUT IKCIIEPTUIY
MPUHAICKHOCTH MPOYKIIMU K METUIIMHCKUM U3JIeTUsIM B TeueHue 15 (maTHaanaTh)
pabouux IHEW ¢ AaThl PETUCTPAITUU 3asBIICHUS U MIPEAOCTABICHUS 3asBUTEIIEM
JOKYMEHTOB B TOCYJapPCTBEHHYIO SKCIIEPTHYIO OpraHU3alIo.

B cnydae npenocraBieHus 3asBUTEIEM HEOCTOBEPHBIX JTAHHBIX, HETIOJTHOTO
NakeTa JOKYMEHTOB U HaJIM4us 3aMEUaHUN K MIPEACTaBICHHBIM JOKYMEHTaM U (UJIH)
MaTepuaiiaM, B UHQOPMaAIMOHHOM CUCTEME TOCYJapCTBEHHOM SKCTIEPTHOM
OpraHU3alliy B JIMYHOM KaOMHETE 3asIBUTEIIS pa3MellaeTcs yBeIoMieH e (B
IPOU3BOJIBHON (hOopMe) 0 HEOOXOIMMOCTH YCTPAHEHUS BBISBIICHHBIX 3aMEYaHHUH B CPOK,
HE TpEeBBIIAIOMUN 5 (MATh) pabOYuX JTHEH, CO THS BBHICTABJICHUS 3aMEUaHUN
SKCIIEPTHOW OpraHU3aIuen.

Ha Bpems ycTpaneHust 3aMme4aHuid, CPOKH PACCMOTPEHUS 3asBJICHUS
IIPUOCTaHABIINBAIOTCS.

146. ITpu He ycTpaHEHUU 3asiBUTENIEM 3aMEUaHU, YKa3aHHbBIX B IyHKTE 145
Hacrosuux [TpaBuit, rocyapcTBeHHAs IKCIIEPTHASI OpraHU3alis HalpaBJsieT
3asIBUTEIIIO PEIICHUE O MPEKPAIICHUHU YKCTIEPTU3bI NPUHAJICKHOCTU MPOAYKIIUU K
MEIUIMHCKUM U3/IeNIUAM U HEOOXOANUMOCTHU €€ TOCYAapCTBEHHON PETUCTpaIuu B
Pecnybnuke Kazaxcran B mpou3BoJIbHOM Gopme.

147. DxcniepTr3a npUHAAJIEKHOCTH MMPOAYKIUHA K MEAULIUHCKAM U3ETUAM
OCYILECTBIISIETCS ITyTEM IIPOBEICHUS aHAIN3A IIPEICTABICHHBIX MaTEpUAIIOB U
JIOKYMEHTOB C Y4€TOM 00JIaCTH MIPUMEHEHUS U Ha3HAYEHUS 3asBICHHON MPOTYKIUU.

HpI/I IMPOBCACHUH aHAJIN3a YUHUTBIBAIOTCA OAHHBIC U3 FOCy,Z[apCTBeHHOFO pececTpa
JICKAaPCTBCHHBIX CPCACTB U MCANTTNHCKUX H3I[CJ'IPII>1.

I[To pe3ynpTaTaM SKCIIEPTU3bI MPUHAIS)KHOCTH MTPOTYKIIUN K METUIIMHCKUM
U3JIeTUSIM B MH()OPMAITMOHHON CHCTEME B TUYHOM KaOMHETE 3asiBUTENS pa3MelaeTcs
uH(opMalus B MPOU3BOJIbHOU PopMe co CpoKOM JeicTBUS He Oosiee 12 (IBeHaAIATh)
MECSIIEB CO JHS €€ BhIIayu.

IMaparpa¢ 3. Ilopsinok npoBeaeHus JA00PATOPHBIX UCIIBLITAHUI METUINHCKOTO
U3Aeus
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148. JlabopaTopHbIe UCTIBITAHUS 00PA3I[0B MEAUIIMHCKOTO U3/IETHS
OCYILIECTBIISIIOTCS] B UCIIBITATEIBHBIX JIA0OPATOPUSIX TOCYIaPCTBEHHOM IKCIIEPTHOM
OpraHu3alliy B CPOKU He TpeBbimatomue 60 (ImecTbaecsT) pabouux THEH CO THS
NOCTYTIUICHUS 3asIBJIEHUS HAa MPOBEICHUE CIIEHNATN3UPOBAHHOMN IKCIIEPTU3BI
MEJIMIIMHCKOTO U3/ENHS U JOKYMEHTOB, yKa3aHHbIX B TyHKTe 117 Hactosimux [IpaBu.

149. JTabopaTopHbie UCTIBITAHKS O0OPA3II0B MEIUIIMHCKOTO U3/ACIIHS IPOBOJATCS B
LEJISAX TOATBEPKICHUS COOTBETCTBUSI OKA3aTENsIM O€30MIaCHOCTH U Ka4eCTBa
MEUIIMHCKOTO U3IENHS, 3asIBJICHHBIM B JOKYMEHTE 10 Ka4€CTBY ITPOU3BOIUTENS U
BKJIFOYAIOT:

1) aHanM3 TEXHUYECKOW U HOPMATHUBHOM TOKYMEHTAlMU MEIULUMHCKOIO U3/1ETuUs
B 4YaCTU METOJUK ITPOBEACHUS UCIIBITAHN;

2) npoBeieHUE Ta0OPATOPHBIX UCTIHITAHUN HA COOTBETCTBUE TPEOOBAHUIM
JOKYMEHTa 10 KayeCTBY;

3) ompejeneHue BOCIPOU3BOAUMOCTH aHATUTHYECKUX METOJIUK KOHTPOJIS
KauecTBa.

HcnpiTanns o0pas3oB METUITMHCKOTO U3ACIHS OCYIIESCTBIISIIOTCS ITyTEM
POBEJCHUS (PUBUKO-XUMUYECKHUX, OMOJIOTHYECKUX U TEXHUUECKUX UCIIBITAHUHN B LIEJIAX
MOATBEPKACHUSI COOTBETCTBUS MTOKa3aTeIel O€30MaCHOCTU U Ka4eCTBAa MEIUIIMHCKOTO
W31CIIHS.

[Tpu ucnpiTannu 00pa3OB MEIUIIMHCKOTO U3/1EIIHUS OIIpeeseTCs
Oounosornyeckas 6€30MacHOCTh WIIM OLIEHKA OMOJIOTMYECKOTro IEUCTBUS, PU3NYECKUe U
MEXaHWYECKHUE MOKa3aTeNu, (yHKIMOHAIbHbIE, TEXHUUECKHE U (PU3UKO-XUMHUYECKUE
MOKa3aTen, IOATBEeP K IaIoIIe Oe30MaCHOCTh U Ka4eCTBO MEUIIMHCKOTO U3/IEIHS.

150. JIJabopaTopHble UCTIBITAHUS HE TPOBOJAATCS MPU:
1) skcniepTU3e METUIIMHCKON TEXHUKU;

2) HUIMYUM TOKYMEHTa HOTU(UIIMPOBAHHOTO OpraHa 0 COOTBETCTBUH
MPOU3BOACTBA MEIULIMHCKOTO U3/ICTNS U CUCTEMBI KOHTPOJISI KAYECTBA MPOAYKIIMHU
TpeboBaHusaM J{upekTuB EBporeiickoit KOMUCCUU 110 METUIIMHCKUM H3STUSAM UITH
ceptuduxara MDR (Medical Device Regulation — PernameHT mo MeAUIIMHCKUM
U3JICIIUSIM);

3) IKCIICPTU3C U3ACINA MCAUITMHCKOI'O HA3HAYCHHA, IIPOU3BCACHHOIO Ha
IMPOU3BOACTBCHHBIX ILNIOIIAAKAX HpOI/I3BO,ZII/IT€J'Ief/'I H3 CTpaH EBpOHGP'ICKOI“O CO103a u



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 30.04.2025

e‘ ‘ a ,' , DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata peaKkmum 22.04.2025
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE o
JlaTta ckaunBaHMs 30.04.2025

(wn) Benukooputanuu, CIHA unu SInoHuu, AOMyIIEHHOTO K 00paIlleHUI0
perynsTopHbIMU opraHamu cTpal EBpomneiickoro corosa, Benukoopuranuu, CIIA umu
Snonum;

4) nepeperucTpalui MEAUIIUHCKOTO U3IeIHs;
5) yCKOpEHHOM AKCHEPTU3E MEIUIIMHCKOTO U3/IEITHS.

151. B ciyyae BbIsIBJI€HHS 3aME€UaHUM Ha 3Tare Ja00paTOPHBIX UCTIBITAHUN
3asIBUTENIO B TeYCHUH S5 (TISITh) pabounx AHEH dyepe3 nHPOPMAITMOHHYIO CHCTEMY
YIOJHOMOYEHHOTO OpraHa B «JIMYHBIA KaOMHET» HANPABIISIETCS MUCHMO C YKa3aHUEM
BBISIBJIEHHBIX 3aMEYaHUN U HEOOXOAMMOCTH UX YCTPAHEHUS B ITOJIHOM 00BEME B CPOK,
He npesbimatonuii 20 (ABaAnaTh) pabounx JTHEH.

152. ITpu He npeAoCTaBIEHUH 3asIBUTENIEM OTBETA HA BHICTABIICHHBIC B IUChME
rOCYJapCTBEHHOU 3KCIIEPTHON OPraHU3aIMU 3aMEYaHUs B YCTAHOBIIEHHBIN CPOK,
NpeAyCMOTPEHHBIN MyHKTOM 151 HacTosiux [IpaBun u oTpuniaTenbHBIX pe3yabTaTax
71a00paTOPHBIX UCTIBITAHUM, MaTepUabl HAMIPABJISIOTCS B DKCIIEPTHBIN COBET IS
MPUHATHS peIlIeHHs] 00 0TKa3€ U MPEKPAILCHUS YKCIIEPTU3bI MEAUITUHCKOTO U3/IEIHS.

153. TTo pe3ynbTaTam 1a00pPATOPHBIX UCTIBITAHUM MEAUITUHCKOTO U3/IETHUS
UCTIBITATEeNILHOM JIA00paTOPHEN COCTaBIAETCS MPOTOKOJ UCTIBITAHUMN 110 hopMe
COTJIACHO MpUJIO0KEHUIO 35 K HacTosamuM [IpaBunam.

154. TIpy HEBO3MOKHOCTH MPOBEAEHUS 1a00PATOPHBIX UCTIBITAHUI 00pa30B
MEIUIMHCKUX U3JIeJIUIA B UCTIBITATENbHOM Ta0OpaTOpUH rOCYyAapCTBEHHOM AKCIEPTHOM
OpraHu3alliy M0 OTJEIbHBIM IMOKA3aTENSIM, YKa3aHHBIM B cepTudukare (IpoTOKOJIe)
aHaIKM3a IPOU3BOJUTENS, TAKUE UCTIBITAHUS OCYIIECTBIISIFOTCS B CyOKOHTPAKTHOM
n1a0opaTopuu Ha OCHOBAHHUHU JJOTOBOPA MEKIY I'OCYIapCTBEHHON KCIEPTHOM
opraHu3alyen U CyOKOHTPaKTHOM J1abopaTopueil CorjacHO 3aKOHOIaTEeIIbCTBY
PecnyOnnku Ka3axcraHn o rocy1apCTBEHHBIX 3aKyIKaX.

B cnydae oTcyTCcTBHE CYOKOHTPAKTHOM JTAOOPATOPUH, TTPOBOISAIITUX UCTIHITAHUS
MEIUIMHCKUX U3JIEINH, TOCYIapCTBEHHAs SKCIIEPTHASI OpTraHU3alMsl IPU3HAET
pe3yJbTaThl 1a00PATOPHBIX UCTIBITAHUM MO OTACIBHBIM MTOKA3aTENsIM, YKa3aHHBIM B
ceprudukare (IPOTOKOJIC) aHATN3A TPOU3BOIUTEIIS.

155. Tlpu HEBO3MOKHOCTH MPOBEECHUS 1a00PATOPHBIX UCTIBITAHHUI 00Pa3I0B
U3JIeNIUA MEUITUHCKOTO HA3HAUYCHUS B UCTIBITATEIILHON JTA00paTOPUU TOCYIapPCTBEHHOM
AKCIEPTHOM OpraHU3aIiu B CBSI3U C HEBO3MOXKHOCHIO COOJIIOICHUS YCIOBUI
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TPaHCIOPTUPOBKHU YKa3aHHBIX 00pa3LoB Ha TeppuToputo PecnyOnuku Kazaxcran u
(MnM) UX XpaHEHUU, OTCYTCTBHH CIIELUAIBHOIO 000PYI0BaHUS M PACXOIHBIX
MaTepHaJIOB B SKCIIEPTHON OpraHu3alru, a TaKkKe, €CJIM HOPMATUBHBIMU JIOKYMEHTaMU
10 KaYeCTBY MPOIYKIIUN YCTAHOBJIECHBI UCIIBITAHUS, CBSI3aHHBIE C OOJIBIIMMU 3aTpaTaMu
CPEICTB MPOU3BOAUTENS, TOPOTOBU3HOM 00pa3LoB, ¢ 00pa3namMu, TpeOyoIUMU
0COOBIX yCIIOBU TPAaHCHOPTUPOBKH, CEU(PUIECKOTO 000PYI0BAHUS U
BCIIOMOT'aTEJIbHBIX CPEICTB JJaOOPATOPHbBIE UCTIBITAHUSI IPOBOJSATCS B IPUCYTCTBUU
IpeCTaBUTENEN TOCYAapCTBEHHON AKCIIEPTHOM OpraHu3aluu B 1a00paTOpuu KOHTPOJISA
KayecTBa MPOU3BOUTEINS UM B KOHTPAKTHOW Ja00paTopuu, UCTIONIb3yEeMOMH
IPOU3BOJUTEIIEM.

156. IIpu sxcniepTU3e MEAULIMHCKUX U3/ICIHNI, TPOU3BEICHHBIX HA OCHOBE
TpaHc(epa TEXHOIOTUM Ta00PATOPHBIE UCTILITAHUS MMPOBOJSATCS TUCTAHIIMOHHO C
MOATBEPKACHUEM T'€OJIOKAIIMU U C YYACTUEM MPEACTABUTEIIEH IOCY 1apCTBEHHOMN
AKCIEPTHOM OpraHu3aluu B J1a00paTOpuu KOHTPOJIS KauecTBa MPOU3BOUTENS UITU B
KOHTPAKTHOM J1abopaTOpuu, UCIIOIH3yEMOU MPONU3BOIUTEIIEM.

157. ITpu opranu3anuu U NPOBEICHUH CAHUTAPHO-MPOTHUBOSNHUIEMUYECKUX U
CaHUTAPHO-NIPOYUIAKTUIECKMX MEPOIIPUIATUN U CBA3aHHBIX C HUIMH OTPaHUYUTEIbHBIX
MEPOIPUATUI, B TOM YUCJIE KAPaHTHH, SKCIIEPTHBIE pabOThI 3aBepIIatoTCs 0€3
1a00paTOPHBIX UCIBITAHUH B 1TaOOPATOPUM KOHTPOJISI KAUeCTBA IPOU3BOIUTENS WIN B
KOHTPAKTHOM J1abopaToOpHH, UCIIOIb3yEMOM MPOU3BOJUTEIIEM.

ITo pe3ynbpTaTaM 1a00paTOPHBIX UCHIBITAHUIN COCTaBIsAETCS OTYET (ITPOTOKOIT) O
pe3yJibTaTax MpoBeIEHUS J1a0OPaTOPHOIO UCIIBITAHUS B JIa0OPATOPUU KOHTPOJIS
KayecTBa IPOU3BOUTEINS UM B KOHTPAKTHOM J1a00paTopuu, UCIIOIb3yEMON
IIPOU3BOINUTEIIEM COIIACHO NMPUIIOKEHUIO 36 K HacTosammM [IpaBunam. PesynbraTel
NOJIyYEHHBIX MUCIBITAHUN OTIPABIIIOTCS B TOCYAAPCTBEHHYIO dKCIIEPTHYIO
OpPraHM3aLHMIO C IEPEBOJAOM Ha Ka3aXCKUU U PYCCKHUM S3BIKH.

158. 1o pe3ynbTaTaM UCIBITAHAN COCTABIISIETCS OTYET O PE3YJIbTAaTaAX
IpOBEICHUS TaOOPATOPHOTO UCTIBITAHUS B JIAOOPATOPUH KOHTPOJIS KaUeCcTBa
IPOU3BOJUTENS WIN B KOHTPAKTHOH JIaOOpaTOPHU, UCIIOJIB3YEMOU TPOU3BOIUTEIIEM
COTJIACHO IPUJIOKEHUIO 36 K HacTosamuM [IpaBunam.

IHaparpa¢ 4. [lopsinok popMupoBaHus Pe3yJbTATOB IPOBEACHHOM IKCIEPTU3bI
MEIUIMHCKOT0 M3/1eJIHsl
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159. I1o okOHYaHUM CIIENUAITU3UPOBAHHON IKCIIEPTU3BI 3asIBUTEIb
COIJIACOBBIBAET C TOCYIAPCTBEHHOM IKCIIEPTHOM OPraHU3ALHUEN B 3JIEKTPOHHOM BUE
UTOTOBBIE IOKYMEHTBI: HHCTPYKIUIO 110 MEIUIIMTHCKOMY TPUMEHEHUIO U MAPKUPOBKH
MaKETOB YIIAKOBKH, 3TUKETOK, CTUKEPOB), B TOM UUCJIE KOPPEKTHOCTh 3aHECEHHBIX
JAHHBIX B CIEAYIOLINE CPOKHU:

1) mpu sKCcniepTH3E MEAUITMHCKOTO U3/IeTus He TpeOyIoIe MpoBeIeHUs
J1a00paTOPHBIX UCTIHITAHUN HE3aBUCHUMO OT KJIacca MEIUIIMHCKOTO U3JEIusl, IPU
BHECEHUU U3MEHEHUI B PETUCTPALIMOHHOE JOChE MEUIIMHCKOTOo u3zaenus (0e3
IPOBEJICHUS TaO0OPATOPHBIX UCIIBITAHUH ), IPU BHECEHUU M3MEHEeHUH Tumna | B
PErHCTPALMOHHOE JOChE MEAUIIMHCKOTO U3ENHS (C MPOBEACHUEM JIa0OPATOPHBIX
UCIIBITAHH) - B CPOK HE MPEBBIIAIONINI 2 (Ba) pabounx IHS;

[IPU YCKOPEHHOM 3KCIEPTU3€ MEIULIMHCKOTO U3IENHS, B TOM YUCIIE NPH
AKCIEPTU3E MEAUIIMHCKOTO U3/IETHsI, TPOU3BEACHHOTO HA MTPOU3BOJICTBEHHBIX
IJI0IAJIKaxX Mpou3BoAUTENeH u3 cTpad EBponelickoro coro3a u (Win)
BenukoOpurtanuu, CIIA unu SInoHuu, 10MyIIEHHOTO K OOpaIlleHuI0 peryIsTOPHbIMU
opranamu cTpad EBporneiickoro coro3a, Benukoopuranuu, CIIA unu SinoHuu - B cpok
He npeBbimatomuii 1 (oaun) pabouuii 1eHb.

HpI/I BBISIBJICHUM HECOOTBETCTBHS OOHOBJICHUS] HTOIOBBIX JOKYMCHTOB 3as4BUTCIIb
OJHOKPATHO HaITPaBJIACT IMIUCbMO C YBEAOMIICHUEM O HCCOOTBCTCTBUHU M IIPUKIAABIBACT
KOPPCKTHBIC UTOTI'OBBIC JTOKYMCHTHBI B TCHCHHUC C MOMCHTA 3aBCPHICHUA SKCIICPTU3DI.

B cimydae oTCyTCTBHSI COTIIACOBaHMS 3asBUTEIIEM 3aKITFOYCHHIE O OE30TIaCHOCTH,
KauecTBe U 3(HEKTUBHOCTH JIEKAPCTBEHHOTO cpecTBa hopMHUpYyeTCs 6€3 ero
COrJacoBaHUsl.

160. I'ocynapcTBEeHHAs SKCIIEPTHASI OpraHU3alus IPOBOAUT POBEPKY
IpEeICTaBICHHON HH(pOpMaLMK 3asiBUTENIEM, a TAK)KE TIPU BbISIBJICHUHU HECOOTBETCTBUS
KOPPEKTUPYET 3aHECEHHBIE TAHHbIE U OOHOBJISIET UTOTOBBIE JOKYMEHTHI:

MPU SKCIEPTU3E MEAUIIMHCKOTO U3JIeTusl He TpeOyrouiel NpoBeIeHus
71a00paTOPHBIX UCTIBITAHUI HE3aBUCUMO OT KJIacCa MEIULIMHCKOTO U3/eNus, IpU
BHECEHUH U3MEHEHMI B PETUCTPALIMOHHOE JOChE MEAULIMHCKOrO u3aenus (6e3
IPOBE/ICHUS TaOOPATOPHBIX UCIIBITAHUH), P BHECEHNUU MU3MEHEHUH Thna | B
PETUCTPALIMOHHOE J0ChE MEAUIIMHCKOTO U3/1eNus (C MPOBEACHNUEM J1a00paTOPHBIX
UCIIBITAHUI) - B CPOK HE MpeBbIIatonnil 3 (Tpu) pabounx JIHS;
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MIPU YCKOPEHHOM IKCTIEPTU3E METUIIMHCKOTO U3ENHS - B TOM YHCIIE NPU
AKCHEPTU3E MEIULIMHCKOTO U3/IEIus1, TPOU3BEACHHOTO HA TPOU3BOJICTBEHHBIX
TJI0IAIKaxX Mpou3BoAUTENeH 3 cTpan EBponelickoro corosa u (Win)
Benukoopuranuu, CIIA unu SIlnoHuu, 10MyIEHHOro K 0OpalIeHUIO pEeryasiTOPHBIMU
opraHamu cTpad EBpormeiickoro corsa, Benukoopuranuu, CIIA unu SinoHuu - B cpok
He npeBblmatomuii 1 (oaunH) pabouunii 1eHb.

161. ITo pe3ynbTaram NpoOBEICHHON IKCIEPTU3BI MEAULIMHCKOTO U3AETUA
rocyJapCTBeHHAas SKCIIEPTHAS OPTaHU3aIMsl COCTABIISIET 3aKIII0UeHrEe 0 0€30MacCHOCTH,
KadecTBe U 3Q(PEKTUBHOCTU METUIIMHCKOTO U3/CIHS, 3aIBICHHOTO Ha SKCIIEPTU3Y
COTJIACHO MpUJIOKEeHUI0 37 K HacTosAmuM [IpaBunam u 3akitoueHne 0 0€30MaCHOCTH,
KauecTBe U 3 (PEKTUBHOCTH METUIIMHCKOTO WU3/CJINS 3aIBJICHHOTO Ha SKCIIEPTU3Y B
LEJISIX BHECEHHS] I3MEHEHUI B PETMCTPALIMOHHOE JIOChE COTJIACHO MPUIIOKEHUIO 38 K
HacTosiiuM [IpaBuiiaM B cleAyroIme CPOKH:

MIPU SKCIEPTU3E MEAUITMHCKOTO U3JIeTUs He TpeOyoIel MpoBeIeHus
Ja00paTOPHBIX UCTIBITAHUN HE3aBUCHUMO OT KJIacca MEIUIIMHCKOTO U3JEIus, IPU
BHECEHUU W3MEHEHUH B PETUCTPAIMOHHOE JJOChE METUIIMHCKOTO m3enus (0e3
POBEJICHUS TaO0OPATOPHBIX UCIIBITAHUH), IPU BHECEHUU M3MEHEeHUH Tumna | B
PErHCTPALMOHHOE JOChE MEAUIIMHCKOTO U3ENHS (C MPOBEACHUEM JIa0OPATOPHBIX
UCIIBITAHUN) - B CPOK HE MPEBBIMAIOIIMNKN 5 (TIITh) pabovyuX JTHEH;

MIPU YCKOPEHHOM 3KCIEPTU3€ MEIULIMHCKOTO U3ENUS, B TOM YUCIIE NPH
AKCIEPTU3E MEIUIIMHCKOTO U3/IEHs, TPOU3BEACHHOTO HA MTPOU3BOJICTBEHHBIX
IJIOIIA/IKaX MPOU3BOAUTENEH U3 cTpad EBponelickoro coro3a u (Win)
BenukoOpurtanuu, CIIA unu SInoHuu, 10MyIIEHHOTO K OOpallleHuI0 peryIsTOpHbIMU
opranamu cTpad EBponeiickoro coro3a, Benukoopuranuu, CIIA unu SinoHuu - B cpok
He TIpeBbImaromui 1 (oauH) pabounii 1eHb.

162. I'ocynapcTBEHHAs! 3KCIIEPTHAs. OPraHU3aIMs TOCPEACTBOM
MH(()OPMAIIMOHHOTO TOpTalia YIOJHOMOYEHHOT'O OpraHa HalpasisieT B 3JIGKTPOHHOM
BU/JIE B TOCYAapCTBEHHBIN OpraH:

1) 3akmoueHue o 6€30MacHOCTH, KadyecTBe M 3PHEKTUBHOCTH MEIUITMHCKOTO
U3JICITHS;

2) UHCTPYKIHIO 110 MEAUIIMHCKOMY MPUMEHEHUIO MEAUIIMHCKOTO U3/ Ha
Ka3aXCKOM U PYCCKOM SI3bIKaX, pa3padaThiBa€MyI0 B COOTBETCTBUU C IPUKA30M
Mumnuctpa 3apaBooxpanenust Peciyonmku Kazaxcran ot 10 centsaops 2020 roga Ne KP
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JACM-101/2020 «O6 ytBepxkaenuu [IpaBun coctaBneHus 1 0popMIIEHUS HHCTPYKIIUU
10 MEIULIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHBIX CPEJCTB U MEAULIMHCKUAX U3JEIUI U
oO1el XapaKTepUCTUKH JIEKAPCTBEHHOTO CPEACTBay (3apeructpupoBaH B Peectpe
roCyJIapCTBEHHOM perucTpalui HOPMaTUBHBIX MPaBOBBIX akToB moa Ne 21200);

3) MakeThl YIaKOBOK, 3TUKETOK, CTUKEPOB MEIAUIIMHCKOTO U3JICIIHS,
COTJIACOBAHHBIX I'OCY/IAPCTBEHHOM SKCIIEPTHON OpraHu3aliei Ha Ka3aXxCKOM U PyCCKOM
SI3BIKAX.

163. [Ipu rocy1apCTBEHHOW PETUCTPALMNA U IEPEPETUCTPALIMN METUITUHCKHAX
U3JIeINI BhIIaeTCA OECCPOYHOE PErHCTPALIMOHHOE YI0CTOBEPEHUE.

164. B ciy4asix oTpHUIIATEILHOTO 3aKII0YEHUS O 0€30MaCHOCTH, KAYECTBE U
3 PEKTUBHOCTH METUIIMHCKOTO U3JIEIUS UJIU OT3bIBA 3asIBUTEJIEM 3asBJICHUS Ha
AKCHEPTU3Y MOCIJIE Havalla MPOBEJICHUSI SKCIIEPTU3bI, CYMMa, OIlJIadyeHHAas 3a
IIPOBEJICHUE IKCIIEPTHBIX PaboT, 3aIBUTEIIO HE BO3BPAIIACTCS.

165. ITocne 3aBepieHus: TPOLEAYPBI IKCIEPTU3BI TOCYJaPCTBEHHAs HKCIIEPTHAs
opraHu3zanus GopMUPYET FNEKTPOHHBIN apXUBHBIN IK3EMIUISIP PETUCTPALIUOHHOTO
JI0ChE, COACPIKALINI MPEICTABICHHBIE 3asBUTEIEM MAaTEPHUAIIbI, PE3YIbTaThI
AKCIEPTHU3bI (OTYET BATUAALNH UM OTUYET BaJIUAALMKU U3MEHEHUN, BHOCUMBIX B
PErMCTPALMOHHOE JTIOChE MEAUIIMHCKOTO U3JIEIHS; TPOTOKOJ UCIIBITAHUI; OTYET O
pe3yJibTaTax MpOBEIEHUS JJaOOPATOPHOIO UCIIBITAHUS B JIa0OPATOPUU KOHTPOJIS
Ka4yecTBa MMPOU3BOAMTENS UM B KOHTPAKTHOM J1aO0OpaTOpUHU, UCIIOJIb3yEMOU
IPOU3BOJUTEIIEM; OTUET CIIEHUATU3UPOBAHHOMN 3KCIEPTU3BI MEIULIUHCKOTO U3EIIHNS),
3aKII0YEHUE 0 0€30aCHOCTH, KauecTBE U 3(YPEKTUBHOCTU MEIUIIMHCKOTO U3/IETu,
MHCTPYKIMIO IO MEIUIIMHCKOMY ITPUMEHEHUIO MEIULIUHCKOTO U3EIIHSI, MAKETBI
YIaKOBOK, I TUKETOK, CTUKEPOB.

Bo BpeMms neicTBUS pErucTpalliOHHOTO YIOCTOBEPEHUS apXUBHOE
PETUCTPAIIMOHHOE 10ChE, TOMOJHIETCS KOMUSIMU PErUCTPAIMOHHBIX YOCTOBEPEHUH O
BHECEHUU U3MEHEHUI CO BCEMU MPUIIOKEHHBIMU TOKYMEHTAMHU 3asBUTEIS B
AJIEKTPOHHOM BHJIE.

PGFI/ICTpaI_II/IOHHOC A0CHC XPAHUTCS B 9JICKTPOHHOM apXHBC C CO6J'IIO,Z[€HI/I€M
Tpe6OBaHHfI KOH(l)I/II[eHI_II/IaJII)HOCTI/I, HCKIHOYCHHUECM IKCINTYaTaAlMOHHOI'O JIOKYMCHTA
HJIM UHCTPYKIOHH 110 IIPUMCHCHUIO MCAUIIUHCKOT'O U3ACJINA, PYKOBOACTBA I10
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CEpPBUCHOMY OOCITY>KHBAHUIO, TAHHBIX O MAPKUPOBKE U YITAKOBKE (MIOJHOIBETHBIE (C
yKa3aHHEeM KOJMPOBKH IIBETA) MAKEThI YIIAKOBOK U TUKETOK), HE3aBHCHUMO OT
pEe3yAbTATOB 3KCIEPTHU3HI.

PeructpanrioHHoe 10cbe METUIMHCKOTO U3/1€Us Ha DIIEKTPOHHOM HOCHUTENE
xpanutcs 10 (mecars) ner.

IMaparpad S. Ilopsanok perucTpanuu, BHeCEHUsI U3MEHEHHMS B LIEHY
NMPON3BOANTEJISI HA U3/1eJTUA MeIMINHCKOT0 HA3HAYEHH S UM MeIMINHCKOe
U3/1eJIMe 1Jisl AMATHOCTUKHU BHE KHUBOIr0 opranu3ma (in vitro), npou3Boaumbie HA
Tepputopun Pecnnyosmku Kazaxcran B paMmkax 10JroCpoYHbBIX JI0TOBOPOB
NMOCTABKM, 3aKJIKYEHHBIX ¢ ENMHBIM TUCTPUOBIOTOPOM

166. B nepuon hopMupoBaHUs Pe3yIbTaTOB MPOBEACHHOM SKCIEPTU3BI
MEIUITMHCKOTO U3/IeTUS TOCYAapCTBEHHAS SKCIIEPTHASI OPTAHU3AIUS OCYIIECTBIISET
pErucTpaIurio, BHECEHIUE M3MEHEHHUS B IIEHY TPOU3BOAUTENS U3ICTUS MEIUITUHCKOTO
m3aenus (nmanee — UMH) uian MeIUITMHCKOTO U3ACNIHS IS JUarHOCTUKY BHE KUBOTO
opranusma (in vitro), mpou3BoaUMbIe Ha Tepputopun Pecnybnuku Kazaxctan B pamkax
JIOJITOCPOYHBIX IOTOBOPOB MOCTAaBKH, 3aKIFOUEHHBIX ¢ EAMHBIM TuCTprOBbIOTOPOM
(anee - MEIMUMHCKOE MU3/I€NMeE AJIA In Vitro AMarHOCTUKH) B CPOK He no3aHee 10
(ecatp) pabounx JHEH CO THS MPEAOCTaBICHUS 3asiBUTEIEM 3asBIICHUS 110 (hopme
COTJIaCHO MPHUJIOKEHUIO 2 HacTosImuX [IpaBui u TOKyMEHTOB 1O (hopMe U IEPEUHIO
IPeIyCMOTPEHHBIMU TIpHIokeHreM 3 Hactosmux [IpaBumn, mocpeactBom
WH(OPMAITMOHHOTO MTOPTajla YIIOJTHOMOYEHHOTO OpraHa.

167. Peructpanus 1ieHbl, BHECEHUE U3MEHEHUS 1IeHy nTpousBoautens MMH
OCYIILIECTBIISIETCS B HAIlMOHAIBHOU Bamtote Pecriyonnku Kazaxcran (nanee — TeHre) u
BKJIIOYAET B ce0s1 aHAIM3 I[eH Ha TOPrOBOE HAMMEHOBAHUE U TEXHUUYECKYIO
xapakrepuctuky UMH, ocHOBaHHas1 Ha IIPEACTABICHHBIX 3asBUTEIIEM LIEHAX
IIPOU3BOJAUTENISA, C YUETOM KOMIUIEKTHOCTH, BUJIA U TUIIOPA3MEPHOIO psifa, a TAKXKE
dakTudyecKkon 1eHbl mocTaBok B Pecnybnuky Kazaxcras.

168. Ilenst Ha UMH B pamkax 'OBMII u (wnm) B cucreme OCMC
PETUCTPUPYIOTCS, BHOCSITCSI H3MEHEHUS, 32 OJHY €IMHUITY U3MEPEHUS C yIETOM
(acoBKH, KOMITJICKTHOCTH WJIH NIEPBUYHON YIIAaKOBKH (TUTACTHIPH, IIIIPHII, MTAKET, TyO0a,
HaOOp, KOMIUIEKT, MTAHEIb, KaCCETa, KAPTPHUJIK), TPOU3BOIUTENS M PETUCTPAIIMOHHOTO
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ynoctoBepenuss UMH Ha naty nomauu 3asiBI€HHS O pETUCTPALliN, BHECECHUS
V3MEHEHUS B LIEHY [IPOU3BOINUTEIIS.

169. B ciydae ecnu B paMKax OHOTO PETUCTPALIMOHHOTO YIOCTOBEPEHUS
3apErUCTPUPOBAHO HECKOJIBKO BapuaHTOB ucnonHeHuss MIMH, 3asBurens
PEAOCTABIISET 3asIBJICHUE OTACIBHO JIs1 KaXKJA0r0 U3 €ro BApUaHTOB UCIIOJTHEHUS 32
EAVHUILY U3MEPEHHUS.

170. Cenenus 06 IMH yka3biBatoTCsl B 3asBJICHUM B COOTBETCTBHH C
PETUCTPALIMOHHBIM YJIOCTOBEPEHUEM HA MEIUIIMHCKOE U3EIHE.

171. IIpn KOHBEpTALIMM UHOCTPAHHOM BAJIOTHI LICH B 3asBJICHUH, A TAKKE B
JOKYMEHTaX, NOJTBEPKIAI0UINX (PaKTUYECKYIO IIEHYy IIOCTaBOK KOIUSIX MHBOICa
(HaKIaHOM) WK CYET-(PaKTyphl, a TAK)KE B KOHTPAKTE WK JOTOBOPE O MPUOOPETEHUU
MU B HanmoHanbHy!0 BamtoTy Pecriybnuku Kazaxcran ucnonb3yroTcest opuuanbHbie
KypPCBI MHOCTPAHHBIX BAJIIOT B CPEIHEM 3a MECSILL, IPEAIIECTBYOIINN ITofade
3asBieHus (cpeaqHuii oOMeHHbId Kypc) HannonansHoro banka PecnyOnuku Kazaxcras.

172. B ciiyyae oTCyTCTBUSL OPUIMATBHOTO Kypca BAIIOT B IEPEYHE MHOCTPAHHBIX
BAJIIOT, YTBEPKIEHHOM NocTaHoBIeHUEM [IpaBnenns HanmonansHoro banka
Pecny6nnku Kazaxcran ot 24 asrycra 2012 roma Ne 242 «OG0 ytBepxaenuu [Ipasun
yCTaHOBJICHUS OQUIIMATIBHOTO Kypca HallMOHAIbHOM BamoThl PeciyOnuku Kazaxcran k
MHOCTPaHHBIM BAJIIOTaM» (3aperUCTpUpPOBaH B PeecTpe rocy1apcTBEHHON perucTpaluu
HOPMAaTHBHBIX MPAaBOBBIX akTOB 1o Ne 7977), unpopmaius 0 HeHe B pePepeHTHBIX
cTpaHax nojaaercd B nosuiapax CoenuHeHHbIX IITaToB AMEpUKH COMNIACHO PACUETHOMY
KypcCy Omnepaluii 3a NpeecTBYOINI Mecsl, NPEeIOCTABICHHBIX Ka3HAUYEHCTBOM
Opranmsarnuu O0benuuenHbix Hamwmii, Ha caiite https://treasury.un.org.

173. Jlyist peructpalvy Uil BHECEHUS U3MEHEHUH B 3apETUCTPUPOBAHHYIO IIEHY
npouszBoautenss UMH, 3aaBuTens npegocTaBisieT B TOCYIapCTBEHHYIO SKCIIEPTHYIO
OpraHM3aLUIo:

1) TOKyMEHT, MOATBEP KA PABO 3aIBUTENS OCYIIECTBISATh PETUCTPAIUIO
LICHBI WJIK BHECEHUE U3MEHEHHU B LICHY NIPOU3BOINUTEIIS;

2) 3asBJICHHE TI0 (hOpME, COTJIaCHO MPHIIOKEHUIO 2 K HacTosuM [IpaBumam.

B cnydae BBo3za UMH na Tepputoputo Pecniyonuku Kazaxcran mocne
peructpaiuu 1iensl Ha UMH, 3asButens B Teuenue 60 (1ecThaecsT) KajleHIapHbIX
JTHEH CO JHS BBO3a B 00s3aTEIILHOM TOPSIIKE BHOCUT U3MEHEHUE B PaHee
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3apEerUCTPUPOBAHHYIO IIEHY TPOU3BOJUTENS C IPEAOCTABICHUEM CIIETYIOIINX
JIOKyMEHTOB:

JI71s OT€4eCTBEHHBIX TPOU3BOIUTEIICH:

1) TOKyMeHT, MOATBEPKIAIOIINIA TTPABO 3aSBUTEIIS OCYIECTBISATh PETUCTPAIUIO
IIEHbI WJIM BHECCHHUE N3MEHEHUS PaHEe 3apEeTUCTPUPOBAHHOMN IICHBI POU3BOIUTEIIS B
pamkax ['OBMII u (unu) B cucreme OCMC;

2) uadopmarus o GaKTUIECKOH IIEHE TTOCTaBKU C YKa3aHUEM CCHUIKH Ha BEO-
nopTai 3aKynok EnuHoro nuctpuObroTopa, ¢ MpeoCTaBISHUEM MOITBEPKIAF0IITNX
JOKYMEHTOB (IIPOTOKOJI, IOrOBOP 3aKyIa U (WJIH) JOTOBOP MOCTaBKH) MOCIETHETO
3akymna 3a 12 (ABeHaAlaTh) MECAIIEB, MPEIISCTBYIONIMX AaTe MOJa4YH 3asBJICHUS;

3) undopmarus o paKTUIECKOM IIeHE TTOCTABKU C YKa3aHUEM CCHUIKU Ha BeO-
MOpTaJI TOCYIapCTBEHHBIX 3aKYIIOK, C MPEIOCTAaBICHUEM MO ITBEPKIAFOIIINX
JIOKYMEHTOB (IIPOTOKOJI, IOTOBOP 3aKyIa U (KMju) I0roBOP MOCTABKH) MOCIEIHETO
3aKymna 3a 12 (a1BeHaalaTh) MecsIeB, MPEIIECTBYIONINX JaTe MO auu 3asBICHUS.

B ClIydac OTCYTCTBHUA (baKTI/I‘IGCKI/IX IMTOCTABOK ITOCJICIHCTO 3aKYyIIa 3a 12
(I[BeHaI[HaTB) MCCALCB, MPCAICCTBYIOIUX JaTC IMoAa4Y1 3as4BJICHUA, 3asBUTCIIb
IMOATBCPKIAACT OTCYTCTBHC (baKTH‘-IeCKI/IX IIOCTABOK ITOCJICIHCTO 3aKYyIIa Ha (1)I/IpM€HHOM
OlaHKe 3asABUTCIIA, 3aBEPCHHOM MMOAIMNCHIO YIIOJTHOMOYCHHOT'O JIMIA 3asIBUTCIIA.

4) uadopmanus o pakTUYECKH MOHECEHHBIX pacxodax Ha OLIEHKY KayecTBa B
pamkax 'OBMII u (nnn) cucreme OCMC Ha pupmMeHHOM OJIaHKE 3asBUTEIIS,
3aBEPEHHOM IOIUCHIO YIIOJIHOMOYEHHOTO JIUIIa, TT0 (hOpMe COTJIacHO MPHIIOKEeHHIO 39
K HacrosuMm [IpaBunam;

5) undopmarius ¢ TOATBEPKAAIOUIUMHU IOKYMEHTaMU (KOHTPAKT, HHBOMC) O
ueHax UMH peanu3zyemsbiX B Ipyrux cTpaHax 3a 12 (I1BeHaauaTh) MECSIEB,
IPEeAIIECTBYIOUX JIaTe M01auy 3asBJICHUS HA PETUCTPALIUIO JIMOO BHECEHUS
VU3MEHEHHUs B PAHEE 3apErUCTPOBAHHYIO LIeHy npousBoauTens IMH.

B ciywae otcyTcTBUSA peanu3anuu B IpYTrux CTpaHax, 3assBUTEIb NOATBEPKAACT
OTCYTCTBHE pealin3alliy Ha (PUPMEHHOM OJIaHKE 3asBUTEIIS], 3aBEPEHHOM IOAINUCHIO
YIIOJIHOMOYEHHOT O JIMLA 3asSBUTEILS;

JIJ1s1 ”THOCTPAHHBIX MTPOU3BOIUTEIICH:

1) anmocTuiMpoBaHHAs WM JIETAIM30BaHHAs JOBEPEHHOCTh OT 3aBO/IA-
MPOU3BOIUTENSA, TOATBEPAKAAIONIAS PABO 3aBUTENS OCYIIECTBIISITH PETUCTPALIUIO
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I[EHbI WM BHECEHUS] U3BMEHEHHUS B paHE€e 3apETrUCTPOBAHHYIO 1IEHY MPOU3BOAUTEINS B
pamkax 'OBMII u (unu) B cucreme OCMC ¢ ykazaHnem cpoka ACHCTBUS TOKYMEHTA
(HOTapUaJIbHO 3aBEPEHHAs KOMHA);

2) Komusl TOKyMEHTOB, noaTBepxkaatonux ueny MMH (konuu nHBoiCOB
(HakmamHOM), cueT-hakTypsl, 3a mocnenuue 12 (aBeHaanaTh) Mecsies (Ipu HaTUIUH

q)aKTI/I‘IGCKI/IX HOCTaBOK), C YKa3aHucEM Q)aKTH‘ICCKOI\/i OCHEI ITOCTABKH, 3a NCKIIIOYCHHUCM

CJIy4aeB BBO3a Ha OCHOBAHUSX, IPEyCMOTPEHHBIX MOAIYHKTOM 4) ctatbu 252
Konekca;

3) Konusi TAMOXKEHHOM JEKJIapallii K JOKYMEHTY, YKa3aHHOMY B MOJITYHKTE 2)
nyHkTa 173 (17151 ”HOCTpaHHBIX TPOU3BOAUTEIIEH).

B ciiyuae otcyTcTBUs (pakTHUUECKUX TTOCTABOK 3a Mocyeanue 12 (aBeHaaaTh)
MECSIIEB, TPEAOCTABISIOTCS KOMUH IOKYMEHTOB 3a MPEeAbIAYyIni nepuos 12
(1BEeHAIIATh) MECSIICB.

[Tpu oTCyTCTBUM (paKTUUECKUX MTOCTABOK 3a YKa3aHHBII MEpUO/I, 3aBUTENb
NOJTBEPKIAAET OTCYTCTBUE BBO3a Ha (PUPMEHHOM OJIaHKE 3asBUTENIS, 3aBEPEHHOM
HOJIKCHIO YIIOJTHOMOYEHHOTO JINIA 3asiBUTEIIS.

Kpome Toro, rocyjapcTBeHHasi SKCIIEpTHAs: OpraHu3alys Py aHAIN3e
UCIIOJIb3YET KOMUHU UHBOWCOB (HAKJIAIHBIX) WA CUET-PaKTyp, MPEAOCTABIECHHBIX IS
IPOXOKJIECHUS OLIEHKH KaueCTBA JIEKAPCTBEHHBIX CPEICTB U MEAULIMHCKUAX U3EIHI,
3apeructpupoBaHHbix B PeciyOnuke Kazaxcran;

4) xomusi KOHTpaKTa uiu gorosopa o npuodbperennu UMH ot 3aBoga
MpOU3BOIUTENS (HOTapUATBHO 3aBEPEHHAs KOIHS);

5) undopmarius o pakKTUIECKOM 1IEHE MOCTABKU C YKa3aHUEM CCBhUIKU Ha BEO-
noprai 3akynok EquHoro nuctpuObioTOpa, ¢ MpeIoCTaBICHUEM TTOATBEPKIAONTUX
JIOKYMEHTOB (IIPOTOKOJI, IOTOBOP 3aKyIa U (KUJIu) J0TOBOP IMOCTABKH) MOCIETHETO
3aKkyrna 3a 12 (ABeHaauaTh) MECsIEB, MPEAIIECTBYIONIMX JaTe MOAa4YH 3asBICHUS;

6) nadopmarus o paKTUIECKOH IIEHE TTOCTABKU C YKa3aHUEM CCHUIKH Ha BEO-
MOpTAaJI TOCYIAPCTBEHHBIX 3aKYIIOK, C MPEIOCTABICHUEM MO ITBEPKIAFOIIINX
JOKYMEHTOB (IIPOTOKOJI, I0rOBOP 3aKyIa U (WJIH) JOTOBOP MOCTaBKH) MOCIETHETO
3aKymna 3a 12 (ABeHaAaTh) MECAIIEB, MPEIICCTBYIONIMX JAaTe MOJaur 3asBJICHUA.

B cnydae oTcyTcTBHS (haKTUUECKHUX TTOCTABOK MOCIIEIHETO 3aKyma 3a 12
(I1BeHAIIIATh) MECSIIEB, MTPEAIICCTBYIOMIMNX JaTe MOAa4H 3asBJICHUS, 3asIBUTEIb
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IMOATBEPKAACT OTCYTCTBHC (1)aKTI/I‘-I€CKI/IX IMOCTAaBOK ITOCJICAHCTO 3aKyIla Ha (1)I/IpMeHHOM
OnaHke 3a4BUTCIIA, 3aBCPCHHOM IIOAINKUCHIO YIIOJTHOMOYCHHOI'O JIMIA 3aABHUTCIIA.

['ocynapcTBeHHast SKCIEpTHAS OpraHu3alus MPOBOJUT CPAaBHEHHE
NPEAOCTABICHHBIX JIAHHBIX 3asIBUTEJIEM Ha COOTBETCTBUE TPEOOBAHUSM HACTOSIIIINX
[TpaBun 1 MaHHBIX U3 UHTETPUPOBAHHONU MH(POPMAITMOHHOM CUCTEMBI TAMOKEHHBIX
OpTraHoB.

174. ITpn HanU4YMKU PETUCTPALIMOHHOTO YIOCTOBEPEHHUS U OTCYTCTBUU
3apEruCTPUPOBAHHON LIEHBI WJIM BHECEHUS U3MEHEHHUS B LICHY 3asIBUTENb MTOJACT
3as1BJICHUE HA PETUCTPALMIO UM BHECEHUE U3MEHEHUS B LICHY MIPOU3BOIUTEIIS 110
dbopme, coraacHo MPUWIOKEHUIO 2 K HacTosAmuM [IpaBunam ¢ mpuioKeHruemM
JIOKYMEHTOB, YKa3aHHbIX B ITyHKTe 173 [IpaBui.

174. lns UMH, cpok AeHCTBHS perUCTPALIMOHHOTO YJIOCTOBEPEHUS KOTOPBIX Ha
MOMEHT MOJJa4M 3as1BJICHUS UCTEK, BBE3EHHBIX Ha Tepputoputo Pecryonuku Kazaxcran
JI0 UCTEUEHUS CPOKA AEHUCTBUS PETUCTPALMOHHOTO yIOCTOBEPEHHS OCYIIECTBIISIETCS HA
OCHOBE CBEJICHMI 0 IleHaX (pakTudecKkux nmoctaBok B PecnyOnuky Kazaxcran 3a
nocyieanue 12 (ABeHaaaTh) MECSIEB IEUCTBUS PETUCTPALIMOHHOTO YOCTOBEPEHUSI.

[Ipu orcyTcTBUM (haKTHUECKUX MMOCTABOK 3a nocieanue 12 (qBeHaauaTh)
MECSLEB, IPEAOCTABIIIOTCS KONUU JOKYMEHTOB 3a MPEAbITyIIHi nepuos 12
(1BeHAIIIATh) MECSIICB.

175. B cnmydae orcyTcTBUs (DAKTHUYECKUX IMMOCTABOK B TeUeHHE 24 (IBaIIaTh
YETBIPE) MECSLEB A0 U3MEHEHUS 3apErUCTPUPOBAHHON LIEHBI, 3aPETUCTPUPOBAHHAS
LIEHA PETUCTPUPYETCS WIM BHOCATCS U3MEHEHUS B paHEE 3apErUCTPOBAHHYIO LIEHY
npousBoautenss UMH Ha ocHOBaHMM KOHTpaKTa WK AoroBopa o npuoodperennn UMH.

[Ipu stom 1t UMH, npoussenennbix B Pecyonuke Kazaxcran,
NPEIOCTaBISAIOTCS JOKYMEHTBI O HaJIMUUU 3asBJIEHHOTO 00beMa - Komus cepTudukara
COOTBETCTBHS MPOAYKLUH, 17151 BBO3UMBIX IMH - xonus TaMoXeHHOH JeKapalyi.

176. T'ocynapcTBeHHasi SKCIIepTHAsI OpraHU3alys MPOU3BOIUT BHECEHUE
W3MEHEHUS B IIEHY TIPU COOTBETCTBUHU CIICYIOIIUM KPUTEPUSIM:

1) npenocTtaBneHHas 1ieHa npousBoautensa B pamkax [[OBMII u (win) B cucteme
OCMC nns BBo3uMbix UMH, He Bbillie 3HAYEHUS LIEH 32 €JUHUILY U3MEPEHUS,
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yKa3aHHBIX B IPEIOCTaBICHHBIX JOKYMEHTAX, oaTBepxkaaronux neny MMH (xomus
WHBOlCa (HaKJIaHON) I CYET-(PaKTypbl, TAMOKEHHOM JCKIapaliiu) MOCIETHETO
BBO3a 32 BBIUCTOM CKHUJIKH;

2) npenocTaBiieHHas 1ieHa npousBoautens B pamkax [[OBMII u (win) B cucteme
OCMC nns BBo3uMbix UMH He BbIIIe 3HaU€HHUS 1IEH 33 €IUHUILY U3MEPEHUS,
yKa3aHHBIX B IPEIOCTaBICHHBIX JOKYMEHTAX, OJITBEPKAAIONINX LIEHY B KOHTPAKTE
WJIM IOTOBOPE OT 3aBoja npousBoautens MMH;

3) npenocraBneHHas neHa MMH oTedecTBEHHOro MpOU3BOJUTEINS B paMKax
I'OBMII u (wnmn) B cucreme OCMC He nipeBsbimaet 1ied UMH, peanusyeMbix B 1pyrux
CTpaHax;

4) 3apeructpupoBanHas 1ieHa B pamkax [[OBMII u (wm) B cucteme OCMC He
MPEBBINIACT IIEHY MOCJIEIHEr0 3aKyna Ha BeO-nopTaine Enunoro nuctpudbtoTopa 3a 12
(IIBeHaL1aTh) MECALIEB, MPEAIIECTBYIOIIMNX AaTe MOJa4u 3asBJICHUS Ha 3asBISIEMOE
NMH;

5) 3apeructpupoBanHas 1ieHa B pamkax ['OBMII u (unu) B cucteme OCMC He
MPEBBINIACT IIEHY MOCIEIHEr0 3aKyla Ha BeO-TIopTaie rocyJapcTBEHHBIX 3aKyTOK 3a 12

(I1BEeHAIIIATh) MECSIIEB, MTPEIISCTBYIOMINX JaTe MOAa4M 3asBJICHUS Ha 3asBIIIEMOE
HNMH.

I'ocynapcTBeHHas SKCIEpTHAS OpraHu3anus IPOBOAUT CPAaBHEHHE
NPEIOCTABIECHHBIX JAHHBIX 3asBUTEJIEM Ha COOTBETCTBUE TPEOOBAHUSAM HACTOSALIUX
[IpaBuia ¥ 1aHHBIX U3 UHTETPUPOBAHHOW MH(POPMALIMOHHOM CUCTEMBI TAMOKEHHBIX
OpraHoB.

177. T'ocynapcTBEHHAs SKCIIEPTHASI OpraHU3alisl BbIIAET 3aKIFOUYCHHE O
perucTpaiuu, BHECEHUSI U3MEHEHUS B LIeHy npousBoautenss UMH, cornacHo
MPpUIIOKEHNIO 6 K HacTosmuM [ IpaBunam.

178. B cinydyae HECOOTBETCTBUS 3aPETUCTPUPOBAHHOM LIEHBI IPOU3BOIUTENS
KpUTEpHUSM, YKa3aHHBIM B HacTosmeM nyHkTe 176 ITpaBui, rocygapcTBeHHas
AKCIEPTHAsl OpraHu3allys HapaBiIsieT MOTUBUPOBAHHBIN OTKAa3 B pETUCTPALINH,
BHECEHUS U3MEHEHUS B IIEHY MPOU3BOIUTENS TI0 (popMe, corTacHO mpuiioxeHuto 11 k
HactosmuM [IpaBunam.

179. ®opmuposanue npeaenbHoi nensl UMH npoBoauTtcst B tHGOpMaMOHHON
CUCTEME IyTEM aBTOMATHYECKOI0 JOOABIICHHUS K LIEHE MPOU3BOIUTENS HALIEHKH,
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b depeHunpOoBaHHOM UCXOsI U3 BEIUYHUHBI 3aPETUCTPUPOBAHHON LIEHBI
IIPOU3BOIUTEIIS.

180. Hanienku B pamkax I'OBMII u (unn) B cucteme OCMC na UMH
mudGepeHITUPYIOTCS B COOTBETCTBUH C PETPECCUBHON MTKAJION HAICHOK 3a SAMHUILY
U3MEPEHHUS U COCTABJISIOT:

1) 20 % nns UMH, ctoumoctsio 10 350,00 TeHre BKIFOYHUTEIBHO;

2) 19,5 % nns UMH, ctoumoctsio cBeiiie 350 tedre u g0 1000,00 Tenre
BKJIFOUNTENLHO;

3) 19 % nnst UMH, ctoumoctsio cBbitie 1000 tenre u 1o 3000,00 Tenre
BKJIFOUMTENHHO;

4) 18 % nnst UMH, croumoctsio cBbiiie 3000 Tenre u g0 5000,00 Tenre
BKJIFOYUTEIBHO;

5) 17 % nans UMH, croumocTtsto cBbitie 5000 tenre u 1o 10000,00 Tenre
BKJIFOUHMTEIILHO;

6) 16,5 % nns UMH, ctoumocTtsto cBeimie 10000 Tenre u g0 20000,00 Tenre
BKJIIOYMTENHHO;

7) 16 % nnss UMH, ctoumoctsio cBeimie 20000 tenre u g0 40000,00 Tenre
BKJIFOUMTENILHO;

8) 14 % nna UMH, ctoumoctbio cBeimie 40000 tenre u 1o 100000,00 Tenre
BKJIFOUMTENLHO;

9) 12 % nns UMH, ctoumoctsio cBeimie 100000 tenre u mo 200000,00 Tenre
BKJIIOUHUTEIILHO;

10) 11 % nnsgs UMH, ctoumoctbio cBaimie 200000 Tenre u 10 500000,00 Tenre
BKJIFOUNTENLHO;

11) 10 % nas UMH, ctoumoctbio cBeiiie 500000 Tenre.

181. IlpenenpHbIe HIeHBI U HarleHKH Ha MU 1t nuarHoctuky (in vitro), 3a
UCKJTIOUCHHEM aIllapaToB, MPUOOPOB, 000PYAOBaHUS, a TAKKE MPONU3BOJUMBIX Ha
teppuropun Pecniyonuku Kazaxcran, He ycTaHaBIMBAIOTCS.

182. Ilpu MecauHOM U3MEHEHUH OOMEHHOTO Kypca TEHTe K MHOCTPAHHBIM
BaytoraM Ha 10 uim Oosee npoIeHTOB U (KMJIK) MPEBbIIEHUS (aKTUUECKON TOJI0BOM
UHGISIIMY BEpXHEN TpaHUIlbI [IEIeBOro Kopuaopa 6omee yem B 1,5 pasza, npeaenbHbie
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1eHbl (POPMUPYIOTCA 110 TOProBoMy HauMmeHoBaHu0 Ha UMH nytem Han0aBku K 1ieHe
IIPOU3BOAUTEIIS IPOLICHTHOIO 3HAYEHUS, IPENOCTABIIIEMOTO YIIOJTHOMOUYECHHBIM
OpPTaHOM.

183. Ilpu MecaYHOM U3MEHEHUH OOMEHHOTO Kypca TEHI'€ K MHOCTPAHHbBIM
BamtoraM Ha 10 mam 6osee MpoOIeHTOB U (MJIM) YMEHbIEHUS (DaKTUIECKOM T0T0BOM
UH(IAIMY BEpXHEH rpaHullbl IeJIeBOro Kopuaopa 6osee ueM B 1,5 pa3za, npenenbHble
1eHbl (POPMUPYIOTCA 110 TOProBOMy HauMeHoBaHuiO Ha UMH myTem BbIueTa OT LIeHbI
IIPOU3BOJUTENS IPOLEHTHOIO 3HAYEHUs, IIPEJOCTABIAEMOr0 YIIOJHOMOYEHHBIM
OpPTaHOM.

184. T'ocynapcTBeHHast SKCIiepTHAs: opraHu3anus GoOpMUpPYET MpeaebHbIE [IEHbI
Ha TOProBO€ HAUMEHOBAHUE U TeXHUUYECKYI0 xapakrtepuctuky MUMH B pamkax TOBMII
u (mm) B cucteme OCMC.

185. IIpu popmupoBaHUM NPEAETBHBIX IIEH Ha TEXHUYECKYIO XapaKTEPUCTUKY
NMH npumensieTcs cpeiHee 3Ha4eHHE NPEIEIbHbBIX [IEH HA TOPrOBOE HAUMEHOBAHUE
HNMH B pamkax 'OBMII u (unm) B cucreme OCMC.

186. IlpenenbHas 1ieHa Ha TEXHUYECKYIO XapakTepuctuky MMH dopmupyetcs B
WH()OPMAIIMOHHON CHCTEME He JJOJKHA MPEBHIIIAaTh MAKCUMAILHOTO 3HAYCHUS TPEX
MUHUMaNbHBIX npeaenbHbix ieH MMH B pamkax 'OBMII u (wnn) B cucteme OCMC.

B ciyuyae nannuus npeaensHoit iensl UMH B pamkax I'OBMII u (unu) cucreme
OCMC 0TeuecTBEHHOTO TOBAPOIPOU3BOINUTENS, TPOU3BEACHHOTO B YCIOBUAX
HaJJIe’Kalleil NpOU3BOJICTBEHHON TPAKTUKH U MOCTABJISIEMOTO B PaMKax J0JITOCPOUYHBIX
JOTOBOPOB, IIPEIEIbHAS LIEHA HA TEXHUYECKYIO XapaKTEPUCTUKY OINPEIEIISIETCS 110
npenenbHoi iene IMH oredecTBEHHOTO TOBapONPOU3BOAUTEINS, IIPOU3BEICHHOTO B
YCIIOBHSX HaJUIeKalell MPOU3BOICTBEHHON TPAKTUKH U ITOCTABISIEMOT0 B paMKax
JOJITOCPOUYHBIX J10roBOopoB B pamkax ['OBMII u (wm) cucteme OCMC.

187. Ilpu n3amMeHeHnH NopsiJIKa pEruCTpaluu IIeH B poliecce GopMUpOBAHHUS
npeAeNbHBIX 1IeH Ha ToproBoe HaumeHoBanue UMH B pamkax ['OBMII u (wn) B
cucreme OCMC rocynapcTBeHHasi SKCHEPTHAS OpraHU3alrs OCYyIIECTBISET
dbopmupoBaHue MpeaeabHbIX 1IeH Ha ToproBoe HauMeHoBanue UMH B pamkax 'OBMII
u () B cucteMe OCMC ¢ yueToM U3MEHEHHOTO NOPSIIKA, B TOM YHUCJIE O 3aMpoCcy
YIOJIHOMOYEHHOI'O OpraHa Ha yTBEP KJICHHBIE LICHBI.

188. [lns peructpaiiyiv, BHECEHUSI U3BMEHEHHUSI B IICHY ITPOU3BOAUTEIS HA
MEUIIMHCKOE U3JIeNIUE JIJIS In Vitro TUarHOCTUKH 3asiBUTENIb 0OPMIISIET 3asiBJICHUE 10
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(dopme, cornacHo NPUIIOKEHUIO 2 K HacTosmuM [IpaBunam B MHGOpMALIMOHHON
CHCTEME rOCYyAaPCTBEHHOM IKCIIEPTHOW OPraHU3alMu.

189. K 3asBiIeHHIO NTpUIAratoTCs JOKYMEHTBI COIJIACHO MEPEYHIO, YKa3aHHOMY B
npuioxxkennu 40 Hacrosmux [IpaBui, a Takke nHGOpMaIKsI OTEYECTBEHHOTO
IPOU3BOAUTENS O (PAKTUUECKH MMOHECEHHBIX 3aTpaTax Jjisl OMPESICHHS IICHBI 0
dbopme cornacHo npuiioxkenuto 41 k Hacrosmum [IpaBunam 3a oIHy eIUHUILY
U3MEPEHUSL.

190. Perucrpanus, BHECEHNE N3MEHEHMS B LICHY ITPOM3BOIUTEIS HA
MEAMIMHCKOE U3JIeNne AJIs in Vitro AMarHOCTUKH ITPOBOJUTCS B pa3pes3e
3apETUCTPUPOBAHHBIX KOMIUIEKTYIOIINUX B COOTBETCTBUU C PETUCTPALIMOHHBIM
YAOCTOBEPEHUEM 3a OJIHY €AUHUILY U3MEPEHUS WU OHY MOJEIb.

B cnydae Hanuamsi pa3HUIEI B KOMIUICKTYOIIUX WIH B (YyHKITMOHATBHBIX
pekuMax padOThl Ha MEIUIIMHCKUE U3JICIHS JIJIS in Vitro JMarHOCTHKHU, Pa3HUIIA B IICHE
cynrTaercsa 000CHOBAHHOM.

191. IIpn HanM4MM 3aKIOYEHUN TOCY TAPCTBEHHOM DKCIIEPTHOW OPTaHU3ALMHU Ha
TaKoE€ € TOProBOE HAUMEHOBAHUE, MO/JIEJIb U TPOU3BOJAUTENS HA MEUIIMHCKOE
u3JIeNue JJIs In Vitro TMarHOCTUKHM M €r0 KOMIUICKTYIOIUE 3a Tocieanue 12
(IBEHAIIIATh) MECSIICB MMPOBOIUTCS COMOCTABICHHE IICHBI ¢ 3asBisieMort MU (in vitro).

[Ipu 3TOM, ComocTaBseTCs IIeHa HAa MEAUITMHCKOE U3/IEHe IS in Vitro
JMAarHOCTUKU B Pa3pe3€ OTIACIbHBIX KOMIUICKTYIOIINX, UMEIOIIUX OJUHAKOBbIC
XapaKTepHbIE OCHOBHBIE TPU3HAKHU, C YUETOM OOMEHHOI0 Kypca BaJIIOT Ha JIaTy MOJAauu
HOBOT'O 3asIBJICHHSI, B COOTBETCTBHM C MyHKTOM 171 Hactosmux [TpaBui.

192. B npouecce conocTaBiieHHs IIEHbI KOMIIEKTYIOIIUX YUYUTHIBAECTCS
HauMEHbIIIee 3HaYEHUE TIEHBI COMOCTABIISICMBIX KOMIUICKTYIONTUX YKa3aHHBIX BO BCEX
JOKyMEHTaX, TOATBEPIKIAIONTUE TIEH MPOU3BOIUTENS HA MEIUIIMHCKOE H3EIIHUE TS in
Vitro TMarHOCTHKH.

193. B cnydae eciiv B KOMILIEKTAIlMKA Ha MEIUIIMHCKOE U3JCIIHE IJIs in Vitro
JTUATHOCTUKH C U3MEHEHHBIMH TEXHUYECKUMH XaPAKTEPUCTUKAMHU COTIIACHO
PETUCTPAIMOHHOMY YJIOCTOBEPEHHUIO, IPUCYTCTBYIOT KOMIUICKTYIOIIHE, ITPOIICIIIHIEC
aHaJu3 IIeHBI 3a TTocyieaHue 12 (ABeHaaaTh) MecsIeB, TO UX IIeHa ocTaeTcs 0e3
W3MEHCHUM.
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194. B ciiyvae n3MeHEHUS [IEHBI Ha MEIMITMHCKOE U3CIHE IS in Vitro
JTMAarHOCTUKH, aHAJIU3 1IEHbI ITPOU3BOIUTCS HA OCHOBAHUU 3asIBJICHUS OT 3asBUTEIIS.

195. JIy1st MEAUMITMHCKOTO U3AENUsS 7S in Vitro TIMarHOCTUKH, K YKa3aHHOU 1IEHE
BKJIFOYAKOTCS PACXO/Ibl, CBSI3aHHBIE C €70 JOCTABKOW B paMKaXx JOJITOCPOYHBIX
JIOTOBOPOB MTOCTABKH, 3aKJIIOUEHHBIX ¢ EAMHBIM THUCTPpHOBIOTOPOM JI0 3aKa34HKaA.

Ilena MeauIMHCKOTO M3IeNUs s in vitro nuarnoctuku (6e3 HIAC) = 11 +H, rae:

I1 - 3asBieHHas 1IeHa, yKa3aHHasl B [Ipalice OTEYECTBEHHOIO IPOU3BOAUTENS U
BKJIIOYAET B c€0s1 MPOU3BOJACTBEHHYIO CE0ECTOMMOCTbD, PACXO/IbI 10 Peallh3aliu;

H - HanieHka 0T€4eCTBEHHOT'O TOBApOIPOU3BOJAUTEISI MIPU peaiu3aluu
3asIBJICHHOTO MEIUIIMHCKOTO U3JIENHS JIJIS in Vitro IMarHOCTUKU, KOTOpas He
npesbimaeT 15 % ot ero ctouMocTH.

196. B cTouMOCTh MEUIIMHCKOTO U3/I€NHUs VIS In Vitro JUarHOCTUKH
BKJIFOYAETCS TapaHTUUHBIA CPOK CEPBUCHOTO 00CITYKUBaHUS HE MeHee 37 (Tpuauarh
CEMb) MECSIEB C JIaThl BBOJIA €0 B AKCILTYaTalIHIO.

197. B cToMMOCTh TapaHTUMHOTO CEPBUCHOT'O OOCTYKMBAHUS HA MEIUITMHCKOE
u3JIeNre JJIs 1N Vitro TMarHOCTUKY HE BKIIFOYAIOTCS pacXOAHbIE MaTepHUaibl U
MIPUHAJIC)KHOCTH.

198. B ciiyuae npenoctaBiieHus 3aBUTENIEM JOKYMEHTOB B HEMIOJHOM 00BbEME U
(MIM) HEMOJIHOTHI COJEPIKAIINXCS B HUX CBEJCHUN B COOTBETCTBUU C TPEOOBAHUSIMU
HacTosiuux I[TpaBun uim yka3aHusi UM HETOCTOBEPHBIX TaHHBIX B MPEIOCTABICHHBIX
JOKYMEHTaX, TOCyAApCTBEHHAsI SKCIIEPTHAsI OPraHU3aLUsl HAIIPABJISIET 3aBUTEIIIO
MOTHBUPOBAHHBIA OTKA3 B PETUCTPALIMH, BHECEHUS] U3MEHEHHUS B LICHY ITPOU3BOAUTENS
MEAMIUHCKOTO U3JENNS JUI TUAarHOCTHKHU BHE KMBOTO opranu3ma (in vitro),
Ipou3BOANMBIE Ha TeppuTopun Pecniybnuku Kazaxcran B pamkax JOJITOCPOUYHBIX
JIOTOBOPOB MOCTaBKH, 3aKIOYEHHBIX ¢ ENMHBIM AUCTPUOBIOTOPOM, 11O (POPME COTIIACHO
npuioxennto 12 k HacrosmuM [IpaBunam.

199. Ilo pe3ynbpTaTaM MPOBEACHUS aHAIM3A 1IEH Ha MEIUITUHCKOE M3/EIUe IS in
Vitro TMarHoCTUKU 0OPMITSIETCS 3aKITFOUCHHE C 3aPETUCTPUPOBAHHON MIIM U3MEHEHHOMN
IIEHOM ITPOM3BOIUTEIS 110 (DOPME COTIIACHO MPUJIOKEHHUIO 7 K HacTosmuM IIpaBuiam.

200. Cpok neiicTBUSA 3aKJIIOUEHUS IO pe3yJibTaTaM aHajlu3a [IeH Ha MEUIIUHCKOE
U3JIeNIMe JIJIS 1N Vitro TMarHOCTUKH cocTaBiseT 12 (1BeHaaaTh) MECSIIEB CO JIHS €T0
BBIJIaY .
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201. OT3BIB paHee BBIAAHHBIX 3aKIIIOYEHUHN IO AHAIU3Y LIEH HA MEIUIIMHCKOE
U3JeNre AJIs in vitro JUarHOCTUKK OCYILECTBIISIETCS HA OCHOBAaHUH aKTOB
IPABOOXPAHUTENbHBIX OPTaHOB U Cy/I€OHBIX aKTOB, BCTYIMBILIUX B 3aKOHHYIO CUJTY.

I'nasa S. IIpaBuia ¢gopmupoBanus KazaxcTaHCKOro HaMOHAJIBHOIO
JIEKAPCTBEHHOT0 opmysipa

202. TIopsmox dhopmupoBanus KazaxcTaHCKOTO HAITMOHATBHOTO JIEKAPCTBEHHOTO
dbopMysipa BKIIOYAET B ce0s Cleayolee:

1) nonaua 3asBnenus 3assureis LIeHTp cornacHo MpUIokKeEHUIO 42 K HACTOAIUM
[IpaBunawm;

2) nposeaenue LlenTpom npodeccruoHaabHOM 3KCIEPTHU3HI;

3) noaroroBka l{eHTpoM 3akitoueHUs 1O pe3ysibTaTaM MpodecCuOHaATbHON
AKCIIEPTHU3bI 111 DOpMyIISIPHONH KOMUCCHUH YIIOJTHOMOUYEHHOTO OpraHa B 00J1acTu
3npaBooxpaHeHus (nanee — opMyasipHO KOMUCCHH);

4) paccMOTpeHUE U IPUHATHE peleHne PopMyIIsIpHON KOMUCCHENH HA OCHOBAHHUU
3aKJII0YEHUS TI0 pe3yibTaTam NpohecCuOHaIbHOW 3KCIEPTU3BL;

203. K 3asBJICHUIO TPUIIATAIOTCS:

1) nocke, coCcTaBIEHHOE B COOTBETCTBUU C TPEOOBAHUSAMH, ITPEAYCMOTPEHHBIMU B
npuioxxeHnu 43 k Hactosiium [TpaBunam;

2) Matepuaibl (CTaTbH, pe3toMe, U3 HAYYHBIX U MEIUIIMHCKUX IMyOJIMKAIU),
MOATBEPKAAIOIIME CBEACHUS, COIeprKaIllUecs B JOChE Ha SI3bIKE OPUTHHAJIA B BUJIE
MOJIHBIX TEKCTOB, B IEPEBOJIE HA Ka3aXCKUI WM PYCCKUH SI3bIK.

204. LleHTp ¢ MOMEHTA MOCTYIJICHNs MAaTEPUAJIOB, YKa3aHHBIX B ITyHKTE 203
Hactosaumx [TpaBui1, mpoBOAUT UX NPOBEPKY HA MOJHOTY U MPaBUIBHOCTH O(OpPMIIEHUS
IPEICTAaBICHHBIX TOKYMEHTOB, B CPOK He OoJiee 5 (1maATu) pabouux JHEH.

ITo pe3ynbpTaTam npoBepku LIeHTp cocTaBisieT 3aKIIOUEHUE C YKa3aHUEM
BBISIBJIEHHBIX 3aMeUaHuii (Ipy HATMYUH) 110 (OpMe, COTTIACHO MPUITOKEHHIO 44 K
HacrosuuM [IpaBunam, KOTOpOE HAMPABIISIETCS 3aBUTEITIO JJISI YCTPAHCHHS 3aMeUYaHU
B TeueHue 10 (mecsatn) pabouux JHEH.
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[Ipu HenpencraBnenuy 3asButenemM B TeueHue 10 (aecsti) pabounx nHEH B
paMKax YCTpaHEHHS 3aMeYaHUM 3ampOoIIeHHBIX MAaTEPUATIOB WM MTUCEMEHHOTO
obocHoBaHus, LleHTp mpekpaliaer pacCMOTPEHUE 3asiBIICHUS U I0ChE JIJIsl BKIIOUEHHUS B
KazaxcTranckuii HallMOHANbHBIN JEKAPCTBEHHBIN (POpMYIISIp.

B cnydae moiHOTHI ¥ IPaBUILHOCTH O(POPMIIEHHS MPEICTABIEHHBIX JOKYMEHTOB
100 ycTpaHeHus 3aMedanuil B teueHue 10 (mecaru) pabounx qHENH MaTepualibl
nepenaroTCs AJisk MPoBeaeHUs MPOGECCHOHATBHON YKCIIEPTHUBHI.

205. LenTp npoBoauT mpodeccuoHanbHyI0 SKCIIEPTU3y B Cpok He Oonee 20
(m1BaamaTh) pabouyux JAHEH, HAa OCHOBAaHUU JOTOBOPA, 3aKIFOYEHHOTO C 3asBUTEJIEM B
COOTBETCTBHHU C IPAXKIAHCKUM 3aKOHOAATEIHCTBOM.

206. B xone npoBeneHus npopecCHOHAbHOM 3KcnepTU3bl LIeHTpoM B cpokw,
yKazaHHble B myHKTe 205 HacTosAmux [IpaBu, npoBoasTCs CiaenyIonye neciae10BaHus:

1) Ha mpeaMeT HaXOXKAEHUS JTIEKAPCTBEHHOI'O CPEACTBA B ['ocyqapcTBEHHOM
peecTpe JeKapCTBEHHBIX CPEJICTB U MEAUITMHCKUX u3enui (nanee - Peectp) u (wnm) B
EnuHOM peecTpe 3aperucTpupOBaHHBIX JICKAPCTBEHHBIX CPEACTB EBpasuiickoro
AKOHOMHUYECKOTro coro3a juist Pecniybnuku Kazaxcran u (unm) B [lepeune opdanubix
3a00JI€BaHUH U JIEKAPCTBEHHBIX CPEJCTB JIJIsl UX JieueHUs (Op(aHHBIX), ONPEIeTICHHOM
corytacHo yHKTY 3 ctathu 177 Konekca (nanee - [lepedens).

2) xinHUYecKor 3 (PEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA TIO
3apETUCTPUPOBAHHBIM ITOKA3aHUAM K IPUMEHEHHIO, COOTBETCTBYIOIIEN COOTHOLIEHUIO
ypoBHe# gokazatenbHocTH | v 11 u rpamanmii pekomenganuii A u B, o mikane
pa3paborannoit Okcdopackum LleHTpom nokazaTenbHOM METUIIMHBI B COOTBETCTBHUH C
npuioxeHueM 45 k HacrosmmMm [Ipasuiiam (nanee - llkana), oaATBEPKACHHON
pe3yJbTaTaMu KIIMHUYECKUX UCCIEA0BAaHUN BHICOKOTO METOJA0JIOTMUYECKOTO KaueCTBA B
KAa3aXCTAHCKUX U MEXAYHAPOIHBIX MPU3HAHHBIX UICTOYHHUKAX.

3) 6e30nmacHOCTH JIEKAPCTBEHHOI'O CPEACTBA MO 3apETrUCTPUPOBAHHBIM
MOKa3aHUsAM K MPUMEHEHHI0, COOTBETCTBYIOIIEH COOTHOIICHUIO YPOBHEH
nokazarenbHocT [ v I u rpaganmii pexkomenaanuii A u B, no [lkazne,
NOATBEPKACHHOU pe3ysibTaTaMU KIMHUYECKUX UCCIEOBAHUM BRICOKOTO
METO/I0JIOTMYECKOT0 Ka4eCTBA B Ka3aXCTAHCKUX U MEXKIYHAPOIHBIX MPU3HAHHBIX
HCTOYHHUKAX.
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4) 1o 3a00JIeBaHUSIM, SIBISIONUMUCS 3apETUCTPUPOBAHHBIM TTOKA3aHUSIM K
MIPUMEHEHUIO JIEKAPCTBEHHOTO CPEJICTBA, YPOBHS U CTPYKTYPhI 3a00JI€BAEMOCTH
Hacenenus Pecnyonuku Kazaxcra, mo JaHHBIM O(UITMATIEHBIX SJIEKTPOHHBIX
UH(OPMAIIMOHHBIX PECYPCOB U MH(DOPMAIMOHHBIX CUCTEM CO3/IaHHBIM COTJIACHO
noanyHkTy 30 cratbu 7 Konekca, a Takke OMmyOJIMKOBAaHHBIX CTATUCTUUECKUX
COOPHUKOB YIIOJITHOMOUYEHHOT'O OpraHa WM STUIEMUTIOTUYECKUX UCCIIECIOBAHU;

5) Ha HaTMYKe B pEKOMEHAAIUAX KIMHUYECKUX IIPOTOKOJIOB PecyOmuku
Kazaxcran;

6) Ha HAJINYKE B PEKOMEHIAIMIX MEXKTYHAPOIHBIX (€BPONEHCKUX ) KIMHUYECKUX
PYKOBOJICTB U (WJIM) KIIMHUYECKUX PYKOBOJICTB, IPOTOKOJIOB CTPAH-YJICHOB
Opranuzaiuu 3KOHOMHUYECKOro coTpyauudecTBa u pa3Butus (OOCP);

7) Ha HaJIMYKE B CIMCKE OCHOBHBIX JIEKAPCTBEHHBIX cpeacTB BeceMupHoi
OpraHu3alliy 3ApaBooxpaHeHus U (win) B bputaHckoM HallMOHAIBLHOM JIEKAPCTBEHHOM

dbopmysipe (B TOM "mcie i AeTei) u (M) BO3MEIIAaeMbIX CITUCKaX U GopMyIIsipax
ctpan OOCP;

8) Ha HAJIMYKE PETUCTPAIMU JIEKAPCTBEHHBIX MIPEMapaToOB B CTPaHaX PeruoHa
MexyHapoiHOU KOH(GEPEHIIUH 110 TaApPMOHU3AINN TEXHUYECKUX TPEOOBaHUMN K
perucTpanuu JEeKapCTBEHHBIX MpenaparoB A MeaunuHckoro npumenenus (ICH) u
(nmn) OOCP unu perucTpanu 1no HEHTPATM30BAHHON MPOLIETypPe KOMIIETEHTHBIM
opranom EBpomnetickoro Coro3za, Hanuuue mpoienypsl nepekBanuduxanuu BO3 win
BKJIIOUEHHE B niepedeHb BO3 npekBanuuiMpoBaHHbIX JEKAPCTBEHHBIX CPEICTB,
npeaHa3HadeHHbIX uig 60ppObl ¢ BUY, TyOepkysie3oM, remaTtuToM U JpyruMu
00JIE3HSIMHU.

207. 1o pe3ynbpTaTaM npodeccHoHAIbHOM dKcriepTu3bl LIeHTp B cpok He Oomee 5
(msiTH) paboyux AHEH COCTaBISET 3aKII0UECHHE MO (PopMe, COTIIACHO MPUIIOKEHUI0 46 K
HacrosAmuM [IpaBuinam K KOTOpOMyY IPWIATAIOTCS MTOATBEPKIAAIOIINAE TOKYMEHTBHI,
pe1yCMOTPEHHbIE B MOANYHKTAX 1), 2), 3), 4), 5), 6), 7), 8) mynkra 206 HacTOSAIIMX
[IpaBun (nanee - 3aKIOYEHUE).

208. ®opmynsapHas komuccus B TedeHue 10 (necartu) pabounx qHen
paccMaTpuBaeT npejcraBieHHoe LIeHTpoM 3akioueHne 1 OIeHUBAET COOTBETCTBUE
JIEKApPCTBEHHOTO CPEJICTBA MOANYHKTaM 1), 2), 3), 4) 1 ogHOMY U3 TIOAMYHKTOB 5), 6),
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7), 8) mynkra 206 Hactoamux [IpaBui, ¢ yueToM KOTOPOro NPUHUMAETCS PELIEHUE O
BKJIFOUECHUH JICKAPCTBEHHOI'O cpeicTBa B Ka3zaxcTaHCKHUM HAIMOHAIbHBIN
JIEKapCTBEHHBIN PopMyIsIp.

209. IIpu BxnroueHnn B Ka3zaxcTaHCKUI HAllMOHAJIbHBIN JIEKAPCTBEHHBIN
(dopMyJIsip IEKapCTBEHHOI'O CPEJICTBA, IPUMEHSIEMOTO ISl JiIeueHus op(haHHOTO U (MIIH)
COLIMAJIbHO 3HAYUMOTO 3a00JI€EBAHNUS, IEPEUYHU KOTOPHIX ONPEIEINIAIOTCS B COOTBETCTBUN
¢ mpukazamu Munuctpa 3apaBooxpanenusi Pecnyonuku Kazaxcran ot 20 oxTa0ps
2020 roma Ne KP JICM - 142/2020 «O06 yTBepx)aeHIM niepeyHs oppaHHBIX
3a00s1eBaHUH U JIEKAPCTBEHHBIX CPEJICTB ISl UX JeueHUs (OpPaHHBIX )»
(3apeructpupoBaH B PeecTpe rocyjapcTBEHHOM pErucTpalii HOPMATUBHBIX TPABOBBIX
aktoB 1o Ne 21479) u Munuctpa 3npaBooxpanenust Pecriyonuku Kazaxcran ot 23
cenTsa0pst 2020 roga Ne KP JICM-108/2020 «O6 yTBep»)AEHIUN NEPEYHS COLIMAIBHO
3HaYUMBIX 3a00J1€BaHUID) (3aperucTpupoBaH B PeecTpe rocy1apcTBEHHON perucTpaluu
HOPMAaTUBHBIX MTPaBOBBIX akTOB 1Mo Ne 21263), nomyckaercs pacCMOTPEHUE
DopMyJISIPHOM KOMUCCHEN BKIIFOUEHHUE JIEKAPCTBEHHOTO cpeacTBa B KazaxcTtaHckui
HAIMOHAJIbHBIN JIEKAPCTBEHHBIN (POPMYJISIp O MHUIIMATUBE YIIOTHOMOYEHHOTO OpPTaHa,
C MOATOTOBKOM 3aKI0ueHus IpoecCHOoHaIbHON IKCnepTr3bl LieHTpoMm B
COOTBETCTBHUHM C TPEOOBAHUSAMU NMPUIIOKEHUS 46 HACTOAIUX MTPABUIL

210. [IpunsTue pemieHus 00 UCKIOYEHUHN JIEKApPCTBEHHBIX CPEJCTB U3
KazaxcTanckoro HalmoHaJIbHOTO JIeKapcTBEHHOTO (hopmysipa DopmyssspHoit
KOMHUCCHEN pacCMaTpHUBAETCS IIPU HAJTMYUHU OJJHOTO U3 CIEAYIOIINX OCHOBAHHM:

1) nosiBneHne Hay4YHO-0OOCHOBAHHBIX PEKOMEHIAIUN O HEJOCTATOUHOM
3¢ (PEeKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA;

2) nosiBJIeHUE CBEJICHUN O TOKCUYHOCTH U (MJIM) BBICOKOM 4acTOTE
HEeXeJIaTeIbHbIX MOOOYHBIX SBJICHUN IPU IPUMEHEHUH JIEKAPCTBEHHOT'O CPEJICTBA;

3) OT3bIB YIIOJTHOMOYEHHBIM OPraHOM PETUCTPALIMOHHOTO YI0CTOBEPEHUS Y
JIEKapCTBEHHOTO TperapaTa Wik HCTeUeHUEe CpoKa perucrpaiuu B PecriyOnmke
Kazaxcran B TeueHuMe nepro/ia, MPEeBHIIAIIIETO TPHU TOJ1a WU UCKIIIOYEHUE U3
ITepeuns opdhaHHBIX JIEKAPCTBEHHBIX CPEICTB, ONPEACICHHOTO COTJIACHO MTyHKTY 3
crateu 177 Konekca.

211. B cootBercTBHU C penieHUsIMU POpMYIIIPHON KOMUCCUH, YIIOJTHOMOYEHHBIH
opral o00psier KazaxcTaHCKuii HalMOHAJIbHBIN JIEKAPCTBEHHBIN (POpMYIISp.
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212. B KazaxcraHckuii HallMOHAJIbHBIN JICKAPCTBEHHBIN (POPMYIISIp BHOCATCS
JIEKapCTBEHHBIE CPEJICTBA, 3aperucTpupoBannbie B Pecnybnuke Kazaxcran, mom MHH
(npu orcyrctBur MHH — 1o rpynnupoBaHHOMY MM XUMUYECKOMY HAUMEHOBAHUIO), C
y4ETOM JICKaPCTBEHHOUN (POPMBI, I03UPOBKU, KOHILIEHTPAIIMU U 00BbEMA, C YKa3aHUEM
KOJIa aHaTOMO-TEPANEBTUUECKO-XUMUYECKOMN KilacCU(UKAIIUU JIEKAPCTBEHHBIX CPEJICTB
(mamee — ATX), ¢ 00s13aTeTbHBIM BKITFOUCHHEM KaXKJIOI'0 TOPTOBOTO HAMMECHOBAHUS
JIEKapCTBEHHOTO cpenicTBa ¢ aHagornyHbiM MHH nekapcrsennoit hopmoid,

JI03UPOBKO#, KOHIICHTpaIue 1 00beMoM 0e3 paccMoTpeHust PopMyITsIpHONH KOMUCCHEH.

213. Ilpu BKIIOYCHUH JICKAPCTBEHHBIX CPENICTB IS JIeUeHUsT Op(paHHBIX
3a00yieBaHUM, I€AETCs OTMETKA, YTO JAHHBIN ITpernapar sSBiIseTcs OppaHHbIM.
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[Ipunoxenue k [IpaBunam
Hcnonusronuii 006513aHHOCTH MUHUCTpPaA
M(ppoBOro pa3BUTHS, THHOBALIUMA U
a’3POKOCMUYECKOW MPOMBIIIEHHOCTH
PecnyOnuku Kazaxcran
ot 22 anpens 2025 roga
Ne 169/HK u
MunucTp 3apaBOOXpaHEHUs
Pecny6nuku Kazaxcran
oT 22 anpens 2025 roaa
Ne 40

[Ipunoxenue 1 k [IpaBunam
pEerucTpauu JeKapCTBEHHBIX CPEJICTB U
MEIUIMHCKUX U3CJIUNA 10 NPUHIIUITY
«EJIMHOTO OKHaY

3asiB/ieHMe HA MPOBe/eHNE IKCIIEPTU3bI, PETHCTPAIIUN, IEPePerucTpaum,
BHECEHHSI K3MEHEHNH B PeruCTPAlMOHHOE 10Che JIEKAPCTBEHHOI 0 cpeacTBa™

1. Tun npoueaypst Perucrpanus
[Iepepeructpanus
Buecenue usmenenuit
2. CBelieHus 0 perucTpary- Ne peructpalilMOHHOTO y0CTOBEpeHUs, BblgaHHOrO B PecnyOnuke Ka3axcraH ¢ yka3zaHueM JaThl BblIa-

OHHOM YZOCTOBEPEHUU YM U CPOKa AEHCTBUS
(pu nepeperucTpauuy u
BHECEHUH HU3MEHEHuUil B

PETHCTPALMOHHOE JI0ChE)

3. ToproBoe HanMeHOBaHKE Ha Ka3aXCKOM SI3bIKE
Ha PYCCKOM SI3bIKE
HA aHTJIMHACKOM SI3BIKE
4. ToproBoe HanMeHOBaHKE Ha Ka3aXCKOM SI3bIKE Ha PYCCKOM SI3BI- Ha aHTJIMHACKOM SI3BIKE Crpana
Ha IKCIOpPT (17151 oTeye- Ke

CTBEHHBIX IIPOU3BOJIUTE-
neit)

MesxyHapoaHOE Hena-
TEHTOBAHHOE Ha3BaHUE

Ha Ka3aXCKOM S3BIKC

Ha PYCCKOM SI3bIKC

Ha aHTJIMUCKOM SI3BIKE

JlexapcTBeHHast popma

Ha Ka3aXCKOM S3BIKC

Ha PYCCKOM SI3bIKC

Jlo3npoBka (KOHIIEHTpa-
nus) (3amonHseTcs npu
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Hanuuuu. O6beM 3anos- Konuentpanus ykasbiBaeTcs A KHIKHX,
HSCTCS B YIIAKOBKE) MSATKHUX U Fa3000pa3HbIX JEKapCTBEHHBIX

opm

AHaToMo-TepaneBTHIe- Kon

CKO-XMMHYCCKaA Ki1aCcCHu-
HanmeHoBaHMe Ha Ka3aXCKOM SI3BIKE

buxanus

HaunmenoBanue Ha PYCCKOM S3bIKE

Tun JICKapCTBEHHOI'O CPEACTBA (33.HOHH$[CTC$[ JUIsL COOTBETCTBYIOLICTO JICKAPCTBEHHOTI'O IIpeIiapara, BI)I6I/IpaCTC$[ TOJIBKO OIUH THUII

JIC)

D

OpuruHaIbHBIN IeKapCTBEHHBIN Mpemnapar

OIHOKOMIIOHEHTHBII

MHOTOKOMITOHEHTHBIH

OuosorudecKuil JeKapCTBEHHBIH ITpenapar

HMMMYHOOUOJIOTHYECKU JIEKapCTBEHHBIH IpenapaT

HOBasA aKTUBHast q)apMaHeBTI/I‘ICCKHJI Cy6CTaHI_II/I$I

2)

BocnpousseieHHbIi 1eKapCTBEHHBII IpenapaT

OIHOKOMIIOHEHTHBII

MHOTOKOMITOHEHTHBII

OpI/II‘I/IHaIILHHﬁ J'ICKapCTBCHHLIfI Ipenapar:

HaNMCEHOBAHUE JICKAapCTBEHHOTI'O IIperiapaTa, 103UpPOBKa, JICKAPCTBCHHAs (1)0

pMa

Jiep>KaTelb PErHCTPAlOHHOTO YI0CTOBEPEHHS (KOMITaHHS, Ha HMS KOTO-
POii BBIIAHO PErUCTPAIMOHHOE YIOCTOBEPEHHUE), 1aTa PETHCTPALMH, HO-
Mep PEruCTPALMOHHOTO YIOCTOBEPEHHUS, TOCYAaPCTBO, I/I€ 3apPETUCTPH-
POBaH OPUTHUHANIBHBIN JIEKAPCTBEHHBIN IpenapaT

PedepenTHblit JekapcTBEHHBIN Mpenapar Ajsi 0Te4eCTBEHHOTO POU3BO-
JTUTENs, KOTOPBIH HCIOIB30BAJICS B MCCIIEAOBAHUSIX SKBUBAIICHTHOCTH
(ecnm TaKOBBIE IPOBO/IMIINCH):

HaMMEHOBAaHUE JICKapCTBEHHOI'O IIperiapaTa, 103MpPOBKa, JICKAPCTBCHHAs (1)0

pMa

Jiep>KaTelb PErHCTPAllMOHHOTO YI0CTOBEPEHHS (KOMITaHHs, Ha UM KOTO-
PO¥i BBITAaHO PETHCTPAIIMOHHOE YAOCTOBEPEHHE), aTa PErUCTPaiy, HO-
Mep PEruCTPALMOHHOTO YIO0CTOBEPEHHUS, TOCYAaPCTBO, I/I¢ 3apPETUCTPH-
poBaH pedepeHTHBIH JeKapCTBEHHBIN Mpenapar

MPHBECTH 000CHOBAHMUSI HCIIOIb30BaHHs pe(hePEeHTHOTO MpenapaTa npu
€ro OTJIMYUH OT OPUTMHAIBHOTO TIpernapara

IIpumeuanue. Pa3nen HE0OXOAMMO 3aMOIHATH ISl KAXKI0TO JICKAPCTBEH-
HOTO TIperapaTa, KOTOPBIA MCIIOIb30BAJICS B UCCIIEIOBAHUSIX SKBHBA-
JIGHTHOCTH.

3)

Buoananornunslii texapcTBeHHsli npenapar (buoananor)

OpHruHanbHbIA OHMOIOrHYecKuil TeKapCTBEHHBIH Ipenapar:

HaNMMCEHOBAHUE JICKAPpCTBEHHOTI'O IIpeIiapaTa, 103UpPOBKa, JICKAPCTBCHHAs (1)0

pMa

Jiep>KaTelb PErHCTPAllOHHOTO YI0CTOBEPEHHS (KOMITaHHS, Ha UM KOTO-
POii BBIIAaHO PErUCTPAIMOHHOE YIOCTOBEPEHHUE), 1aTa PETHCTPALHH, HO-
Mep PEruCTPALMOHHOTO YI0CTOBEPEHHUS, TOCYAaPCTBO, I/1€ 3aPETUCTPH-
POBaH OPUTHHANILHBIN JIEKAPCTBEHHBIN IpenapaT

PedepentHblit Ononornyeckuii JeKapcTBEHHBIN Mpenapar:

HalMEHOBaHHE JICKaPCTBEHHOT'O TIpenapara, 103UpOBKa, JeKapcTBeHHas (o

pma

Jiep KaTesib PETUCTPALMOHHOTO YA0CTOBEPEHNS], 1aTa PETUCTPAIUH, HO-
Mep PerucTpalMoOHHOIO yJOCTOBEPEHUs, TOCY1apCTBO, I'JIe 3aperuCTpH-
poBaH peepeHTHBII! 1eKapCTBEHHBIH Mpemnapat
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pasaM4us 0 CPaBHEHHMIO ¢ pehepeHTHBIM OHOJIOTHUECKUM JICKapPCTBEH-
HBIM IpenapaToM (€CJIM TAKOBbIE UMEIOTCS):
4 I'nOpuIHEIIA TeKapCTBEHHBIH ITpenapar pasiaMuus B UCXOJHOM MaTepHalle;
pa3auuus B IPOU3BOJCTBEHHOM IIPOLIECCE;
Jpyrye NOKa3aHHs K MPUMEHEHHUIO;
pazauuus B IEKapCTBEHHOM (opme;
Jpyrasi JO3UpPOBKa;
(KoyIMUEeCTBEHHBIC H3MEHEHHs aKTUBHOM (hapMarieBTH-
4YecKoH cyOcTaHIum);
JIpyToH crioco0 BBEICHMUS;
JIpyTHE OTINYUS
OIHOKOMITOHEHTHBINA
MHOroKOMIOHEHTHBIH
OpurnHaIbHBIN JISKapCTBEHHBIH Iperapar:
HaNMEHOBaHHME JICKAPCTBEHHOTO TIpeTapaTa, 103UpOBKa, JIeKapCTBeHHast (hopMa
JeprKarellb PErHCTPALHOHHOTO YIOCTOBEPEHH S, JaTa PErUCTPALlUH, HO-
Mep PEeruCTPALMOHHOTO YIO0CTOBEPEHHUS, TOCYAaPCTBO, I/I€ 3aPETUCTPH-
POBaH OPUTHHANILHBIN JIEKAPCTBEHHBIN MpenapaT
Paznuuus no cpaBHEHUIO C OPUTHHANBHBIM JIEKAPCTBEHHBIM IIPENIapaToM:
5) KomOunupoBaHHbI# JeKapCTBEHHBIH Mpenapar HM3MEHEHUsI aKTHBHOW (hapMalieBTU4IeCKOl cyOCcTaH-
1UH;
npyras jgekapcTBeHHas Gopma;
npyrasi(ue) 1o3upoBKa(y) (KOJINYECTBEHHbIE H3MEHE-
HHsI aKTHBHO# (hapMalleBTHYECKOM CyOCTaHIMN);
npyroii (ue) crocoO(bl) BBEICHUS;
npyrasi papMakOKHHETHKa (BKIIIOUas Apyryro 61omo-
CTYITHOCTB);
Jpyroe Ioka3aHue K IpUMEHEHHIO;
Jpyrye OTJINYus
M3BECTHAs! KOMOMHAIMS
HOBasi KOMOMHALHA
OpHryuHaIbHbIH JIEKapCTBEHHBIH Ipenapar (B cilyyae U3BECTHOH KOMOMHALIN)
HauMEHOBaHHeE JIEKapCTBEHHOI'0 Ipernapara, JI03UpOoBKa, JIeKapcTBeHHas hopma
JepKarellb PerucTPaliOHHOTO YJ0CTOBEPEHHS, JaTa PerucTpaLim, Ho-
MeEp PErUCTPALIMOHHOTO YI0CTOBEPEHHUS, TOCYIapPCTBO, T/I€ 3apPEerUCTpH-
POBaH OpUIMHAJIBHBIH JIEKAPCTBEHHBIN Ipernapar
6) JlexapcTBEHHBIH MpenapaT ¢ XOPOIIO H3YYEHHBIM MEIUIIMHCKUM TIpHMe-
HEHUEM
HaMMEHOBaHHE JISKAPCTBEHHOT'O IIperapara, J03UpoBKa, JIekapcTBeHHas Gpopma
JieprKaTesb PeruCTPalMOHHOTO YJOCTOBEPEHHS, JaTa PErUCTPALliK, HOMEP PErUCTPAMOHHOTO yJOCTOBEPEHUS.
7 PannodapmaneBTHUECKHIT IEKAPCTBEHHBIN Mpenapar
paarodapmareBTHIECKuil Habop
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HPEKYPCOp PaLHOHYKIHIA

HCTOYHUK PAAMOHYKJINA (IEPBUYHBIN U BTOPUYHBIN) (IIpU HAJTMYHH)

I'eneparop
8) T'omeonaTnyueckuii J1eKkapcTBEHHBIH Npenapat
HOBBIH roMeonaTHyeckuii npenapar
9 PactutenpHblil IekapcTBEHHBIN NpenapaT
OMHOMUHAJIPHOE Hay4YHOE Ha3BaHWE PacTeHus (poA, BUA, Pa3HOBHUI- FOMEONaTHIECKHI PEMAPaT, BKIIOYEHHbI B hapMako-
HOCTb) Heu ¥ MOHorpahuu
MCTOYHHK IPOMCXOXKICHUS ChIPbs (11a00paTOPHbIH KOM)
YaCTU NPOU3BOLALIIETO PacTeHHs
Ha3BaHHUe (ONpe/eNneHne) CyOCTaHIIMK PACTUTEILHOTO MPOUCXOXKACHHS 1
Jpyrue Ha3BaHUs (CHHOHUMBI, yKa3aHHble B DapMakonesx)
10) o o
OpdaHHbli TeKapCTBEHHBIH Npenapar
ITpycBOeH Ji J1IeKapCTBEHHOMY Iperapary cTaTyc op(aHHOro jekap-
CTBEHHOTO npemnapara B Pecriyonuke Kazaxcran
Her
B npouecce paccmoTpenus
Ja
Jlara
HOMEp PEruCTPAMOHHOTO yIOCTOBEPEHHUs OP(aHHOTO JIEKapCTBEHHOTO MperapaTa
OTka3aHo B IPUCBOCHUH CTaTyca Op(haHHOTO JEKAPCTBEHHOTO TIpenapara
Jlata
Howmep permenns
3asBieHIE HA IPUCBOCHHE CTAaTyca OTO3BaHO: JaTa
1) Tpauchep Haumenoanue, agpec mponu3BOACTBEHHOH ILUIOLIAIKY IIepe/a-
oIl CTOPOHBI
12) AxTuBHas (apmaneBTHUecKas cyOCTaHIMs, HpOU3BeAeHHAs He B ycinoBusx GMP uin nekapcTBeHHOE pacTUTENIBHOE ChIPbe
13) IpexBanmudpuxamms BO3
10 ®dopma OTITyCKa B CTpaHe Ilo penenty Bpaua bes penenra Bpaua
3asBUTEIIS
11 CriocoObl BBEICHUS
12 WNudopmarus mo ycTpoii-
CTBaM BBOJIA
13 YnakoBka (3alOJHSIETCS CIMCOK 3HAYCHHI )
Ne Bun (nepsuunas wiau BT0o- | HammeHoBaHue Pazmep (mipu O0beM (Tpy HATUYHN) Kon-Bo equHuIl B Kpar-
pu4Hast) HaJIMYUH) yTaKOBKE Ko€e
onu-
caHue
1. IlepBuunas
2. IIpomexyTounas (pu Ha-
JTUYAN)
3. Bropuunas
3 VYka3zarh MWTPUX-KOA IS KAXKIOU T03UPOBKHU (KOHIICHTPALIMH)
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ITpux-Kox BTOPUIHON
ynakoBk# (GTIN) (xu-
THH)

14 TTonHbIA Ka4eCTBEHHBIN 1 KOJIWIECTBEHHBIN COCTAB (3aMOJTHSIETCS CIIUCOK 3HAYCHHIA)

Ne Tun BemecTBa Ha- Komu- | Hopmarus- IMpoussonu- Kontpomupy- | Hammuue spmo- | duko- IIpu-
(axTHUBHOE NN ume- | de- HBIN JOKY- Tenb, CTpaHa eTcs MeXIy- BUTBIX Be- pacty- 3HaK
BCIIOMOTI'aTelb- HO- CTBO MEHT, peria- U aJpec mpo- HapOIHBIM 11ecTB (0TMe- 1iee Win qeJo-
HOE) Ba- Ha MEHTHUPYIO- U3BOZCTBEH- KOMHUTETOM YaeTcst pu KyJIbTH- Beue-

HUE enu- Ui Kaue- HOH IIoman- | Mo KOHTpPO- HAJIMYUH) BUpYe- CKOro
HUITY CTBO HJIH Ku (1714 aK- JIIO0 33 HApKO- Moe it
Jie- dapmakores THUBHBIX Be- TUKaMu (0T- (mst me- KH-
Kap- C yKa3zaHHeM LIECTB) MedaeTcst Kap- BOT-
CTBEH- | roja U3faHus MIpY HaJu- CTBEHHO- | HOTO
HOWM YHH) TO pac- po-
¢’Op' TUTEIb- uc-
MBI HOTO CBI- | XOX-
pps) 1 JIEHUSI
MECTO (oTme-
npous- YaeT-
pacra- cst
HUSA npu
HaJlu-
YHN)
1. AKTHBHOE II Tab. 111 1 ciucok 2
Tad. IV Tad. CITMCOK

2. BcnomorarensHoe | | |

15 HaumenoBanue akTHBHOH (hapMalieBTHUECKOH cyOcTaHIun

16 Cpok XpaHeHHsI JISKAPCTBEHHOTO CPEeJICTBA npeJularaeMblii Cpok XxpaHe-

HUS
npeJularaeMblii Iepuoz Mpu-
MeHEHUs (TIociie IepBOTro
BCKPBITHS KOHTEHHEpa)
TIpeyIaraeMblid IIEPHOJT TIPH-
MeHeHus (Tocie pacTBope-
HUSI WK pa3BeJICHN )
17 YcnoBus TpaHCIIOPTUPOBAHUS
18 YcnoBus XpaHeHust IpeJyiaraeéMble yCJIoBHs Xpa-
HEHUS
npeJularaeMble yCIOBHs Xpa-
HEHHUs 110CIIe TIEPBOTO
BCKPBITHS YIIAKOBKH
19 Peructpanus B cTpaHe-IpOM3BOAMUTENE U IPYTUX CTPAaHAX
1. HazBanwue cTpans! Ne peructpanonHoro yapocroBepeHus (yka- | [lara Bermaun Cpok
3BIBACTCSI IPH HATUYIHH) neit-
CTBHSA

2.

20 Hanuune oxpaHHOro 10KyMeHTa Ha M300pETEeHUE HIIM TTOJIE3HYI0 MOJIENb, TOBAPHBII 3HAK
Ha3Banue oxpaHHOToO 10KyMeHTa Ne oxpaHHOTO TI0KyMeHTa [ara BbIaun Cpok

BbIJIa-
9
21 IIponssozacTBo
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1) IlonHOCTBIO Ha KaHHOM Ipou3BoAcTBe 2) YacTnuHO

Ha TaHHOM IIPpOU3BOJICTBE 3) ITonmHOCTHIO HA Apyrom

MIPOU3BOCTBE
22 IIpousBoauTens (M) IEKapCTBEHHOTO Mpenapara U y4acTokK (1) MPOU3BOACTBA (BKJIIOYAs yYaCTKU ITPOU3BOACTBA JIFOOOr0 KOMIIOHEH-
Ta (B TOM YHCIIE PACTBOPHUTEIS JICKAPCTBEHHOW (hPOPMBI), KOTOPBIH SBJISIETCS YaCThIO JIEKAPCTBEHHOTO Mpernapara)
Ne Tun npousBoanTENS HaumenoBanwue, Ne, nata u IOpu- | dakruyeckwmii Teme- | ®©.M1.O. (mpu o
cTpaHa (Ha Ka3ax- | CpOK Jei- nuue- | ampec ¢oH, €ro HaJu- 0.
CKOM, PYCCKOM, CTBHs paspe- CKUit ¢axc, YHH), TOJDK- (ipu
QHIVIMHACKOM S13bI- | IIUTEIBHOTO azipec e- HOCTb PYKO- ero
Kax) JIOKyMEHTa mail BOAUTEISL Hau-
YHH),
JIOJIK-
HOCTb
KOH-
TaKT-
HOTO
BVATES
1. IIpousBoaurenn
1.1 [Ipenmpustue-ynakos-
UK
1.1.1 | nepBuyHas
1.1.2 | BropmuHas
1.2 IIpousBoaurens, ocy-
HIECTBIIAIOIUN KOH-
TPOJIb KauecTBa
1.3 IIponsBoxuTens, OTBET-
CTBEHHBIH 32 BBIIYCK
cepuit
2) Jepxartenb TUIEH3UN Jannble mo
JMLEH3UH Ha
HPOU3BOJI-
CTBO, BbIJIaH-
Hasl yIOJIHO-
MOYEHHBIM
OpraHom
CTpaHbl IPO-
H3BOJMTENS
3) JleprxaTenpb perucrpanu-
OHHOTO YI0CTOBEPEHHUS
4) 3asBUTENb MM NIPEACTa- JlaHHBIE TTO
BUTEJBCTBO JIOBEPEHHO-
cTu
5) YHonHOMOYEHHOE JTHIIO
0 OCYILIECTBIICHUIO
(apmakoHaznzopa B Pec-
my6iuke Kazaxcran
23 JlaGopartopust CTpaHbI-IPOU3BOIUTENS IO KOHTPOJIIO KaYeCTBa MIPENapaToB KPOBU U BaKIMH, OTBETCTBEHHAS 3a KOHTPOJIb KauecTBa

(BBIIYCK) cepuH

HanMCHOBAHUC na6opaT0pHH

aapec MeCTa OCYHIECTBIICHUS NCATCIbHOCTU

Crpana
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Tenedon (dakc)
3JIEKTPOHHAsI 0YTa
24, VI3meHeHus1, BHOCUMBIE B PETUCTPALIMOHHOE JOChE JIEKAPCTBEHHOT'O Cpe/icTBa (YKa3aTh BHOCHMBIC H3MEHEHUS)
Ne Tun n3meneHus Penmakums 10 BHeCeHUS U3MEHCHHI Bro-
cHU-
MBI
n3Me-
HEHUS
1
25. JlaHHBIE 1O TOTOBOPY HA MPOBEACHUE IKCIIEPTU3HI JIEKAPCTBEHHBIX CPEACTB
1. Ne noroBopa
2. JlaTta 3akitoueHus
3. Cpoxk neiicTBus
26. CyOBbeKT, OCYIIECTBIISIONINI OIIaTy 3a MPOBEICHUE IKCIEPTU3bI
1. HaumenoBanne
2 Crpana
3 FOpuamuecknii anpec
4 ®daxTHuecKuil agpec
5. @®.1.0. (pu ero HaNU4KH), TOTHKHOCTh PYKOBOIUTEIS
6 Tenedon
7 ®daxc
8 e-mail
9 Busnec-naeHTHUKANNOHHEBI HOMEP
10. WuanBunyanbHbii nACHTHOUKAIIMOHHBII HOMED
11. Bank
12. PacuerHsrii cuet
13. BamtoTtHbli cuet
14. Kon
15. BankoBckuit naeHTHOUKAIIMOHHBIN KO/
3asiBUTENb: [apanTHpyIO: TOCTOBEPHOCTh HH()OPMAIIHH PErUCTPALIUOH-

HOI'0 10ChE, HCHAPYIICHUE UCKIIOYUTEIIbHBIX ITPAB TPETbUMHU JIMIIAMU Ha 1/1306peTeHne WM ITOJIE3HYIO MOJEJIb, AICKBATHOCTH IIEPEBOJIOB ME-

TOAUK KOHTPOJIA Ka4€CTBa, MHCTPYKIHUHU 10 MEAULITMHCKOMY IIPUMEHEHUIO JICKAPCTBEHHOI'O CPEACTBA, NIPEACTABUTH 06paau1>1 JICKapCTBEHHBIX

CpEACTB, CTaHAAPTHLIC 06pa3u1>1 JICKapCTBEHHbIX Cy6CTaHLIHI>’I U ux anMeceI‘/’I B KOJIMYECTBAX, NOCTATOYHBIX JUISI TPEXKPATHOI'O aHaIK3a, CIie-

I_II/I(I)I/I‘ICCKI/IC pearcHThl, paCXOAHbIC MaTECpHUAJIbI, IIPUMCEHSICMBIC IIPU IIPOBCACHUN HCTIBITAaHUI JICKapCTBCHHBIX CPEIACTB (B HUCKIIOYHUTEIIBHBIX

Clly4asix M Ha yCJIOBHSX BO3BpAra), a TAK)Ke MX COOTBETCTBHE HOPMATUBHBIM JJOKYMEHTaM, MPEACTABIIIEMbIM Ha perucTpariuio. O0s3yoch co-

o01aTh 000 BCeX N3MEHEHHSX B PETHCTPALIMOHHOE JI0ChE, a TAKKE NPECTAaBIATh MaTepHalIbl TPU OOHAPYKEHUN HEeXKeTaTeNbHbIX peakiuit

IIPU IPUMEHEHHH JIEKAPCTBEHHOT'O CPEACTBA, PaHEE HE YKAa3aHHBIX B MHCTPYKLUH [0 MEAULIUHCKOMY NTPUMEHEHHIO.

Jlara

@®.1.0 (npu ero HaJM4YMK) U TOJKHOCTD OTBETCTBEHHOT'O JIMIA 3asiBUTEIS

IMoanuce

IIpumeuanue:

* 3asiBeHME 3aM0JIHIETCS OJHOKPATHO U HE TOJJIEKUT KOPPEKTUPOBKE.

¢popma

3asiBjIeHMEe HA PErucTpanuio Win nepeperucrpanuio nHeHbl




KaSaKCTaH Pecny6nm<acr>m1>m OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi
™ ‘ a ,' '} DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB
Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

22.04.2025
30.04.2025
22.04.2025
30.04.2025

[Ipenocrapmsito HHPOPMALIUIO 711 PETUCTPAIUH IICHBI WU TIEPEePETUCTPAlIiN

3apErUCTPUPOBAHHON IICHBI
1. 3asiBUTENB

1.1. IlpousBoauTess JIeKapCTBEHHOTO CPEJCTBA

HaumenoBanue

Crpana

IOpunuyeckuii anpec

dakTrueckuil agpec

Tenedon
®Paxc
e-mail
KonrakTHOE JTUII0 Damuns, UMs1, 0TYECTBO (TIIPH €r0 HATMIHH)
JlomKHOCTh
Tenedon
®daxkc
e-mail

1.2. Brnanenen perucTpaiioHHOTO yA0CTOBEPEHUS

Ha3Banue

Crpana

IOpunnyeckwuii anpec

®daxTrueckuii agpec

Tenedon

®dakc

e-mail

Damunus, UMs, 0TYECTBO (TIPU €ro HAJIMYUH) PYKOBOAUTEIS

KonTakTHOE THIIO Damunusi, UMs1, OTIECTBO (TIPH €T0 HATUIHHN)

JlOIKHOCTD

Tenedon

dakc

e-mail

1.3. loBepeHHOE U0 WA KOMITAaHUS, PEICTABUTEILCTBO OT 3aABUTEIIS,

YIIOJTHOMOYEHHOE MPOBOAUTH JEUCTBUS BO BPEMS MMPOLEAYPHI PETUCTPALNU LIEHBI B

Pecny6nuke Kazaxcran

2. Uudopmarnus o JieKapCTBEHHOM CPEICTBE

1. Toprosoe HaMeHOBaHUE




e.zZan

Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIep/IiH TANOHIbI OaKplIay OaHKI
DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi 22.04.2025

Cakray KyHi 30.04.2025
Jlata pegakuuu 22.04.2025
JlaTta ckaunBaHMs 30.04.2025

Howmep u nata peructpanu-
OHHOT'0 YAOCTOBEPEHHUS B
Pecnybnmke Kasaxcran

JlexapcTBEHHOE CPENICTBO
sIBIISieTCs: (HY)KHOE OTMe-
THTb)

MesxyHapoaHOe HelaTeH-
TOBAaHHOE HAUMEHOBAaHUE
(TIpu HAJIMYMN)

CocraB

JlekapcTBeHHas Gpopma

Jlo3upoBka

Konnenrparus

A Bl Bl BON e

O0BeM

KonmuecTBo BO BTOPpHYHOM
(TOTpeOUTENBCKON) YITaKOB-
Ke

11.

Kox cormacHo Anaromo-te-
PpaneBTHYECKO-XUMUIECKOM
knaccudukann (ATX kox)

12.

Crioco0ObI BBEEHUS

13.

CBezieHusI 0 paHee 3aperu-
CTPUPOBAHHOMN LIEHE JUIS
ONTOBOW M PO3HUYHOMH pea-
JH3aMU

Jlara perucrpanuu 3aperu-
CTPUPOBAHHOM IIEHBI [
ONTOBOM U PO3HUYHOMU pea-
JU3aLUU

14.

IMpenenbHast 1ieHa OTEYe-
CTBEHHOTO MIPOU3BOUTEIIS
JUTS ONTOBOM M PO3HUYHON
peanu3aiuu (3a motpedu-
TENBCKYIO YIAKOBKY)

15.

JlexapcTBeHHOE CpeCTBO
panee Ha Tepputopuu Pec-
ny6auku Kazaxcran peanu-
30BBIBAJIOCH

na

HET

16.

[IpenenbHas neHa MPoON3BO-
JIUTEIIsS ISl ONTOBOM U PO3-
HUYHOM peanu3aiuu s
BBO3uMBIX JIC (3a moTpebu-
TEJIbCKYIO YIIaKOBKY)

LleHa 3a MOTPEOUTEIBCKYIO YIIAKOBKY

Ilena 3a
notpebu-
TEJILCKYIO
YNaKOBKY
B BAJIIOTE
(uHOCTD)

Llena 3a norpeOuTens-
CKYIO YIIaKOBKY B TEH-
re

JlexapcTBeHHOE CPENCTBO
paHnee Ha TeppuTopuio Pec-
ny6muku Kazaxcrau mo-
CTaBIISIOCHh

na

HET

Ilena B BayroTe MHBOICA 3a TOTPEOH-
TEJIECKYIO YIaKOBKY

Ilena 3a mo-
TpeOuTellb-

CKYIO yMaKOB-

Llena unBoO¥ica 3a 1o-
TPEOUTENBCKYIO yIa-
KOBKY B TEHTE




e.zZan

KaSaKCTaH Pecny6nm<acr>m1>m OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTLIep/IiH TANOHIbI OaKplIay OaHKI

DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

22.04.2025
30.04.2025
22.04.2025
30.04.2025

I[aHHLIe JAOKYMEHTOB, 11011~

Ky B BaJIIOTE

TBepxraromux neny JIC (unoctp)

(32 HOTPEOUTENBCKYIO yIia-

KOBKY)

JlaHHBIE KOHTpPAKTa, I0TO- Ilena B Bantote (aktuueckoro koHTpak- | llena 3a mo- Iena paxTuveckoro
BOpa U JIp., TOATBEPKAAIO- Ta, 0roBOpa WK Ap. Ha nocTtaBky JIC TpeOuTelb- KOHTPAKTa, JI0r0BO-

mmx neny JIC (3a morpebu-

TEJNIbCKYIO YIIaKOBKY)

3a TIOTPEOHTENBCKYIO YITAKOBKY

CKYIO YIIaKOB-
Ky B BaJIIOTE
(wHOCTD)

pa WM JIp. Ha TOo-
craBky JIC 3a norpe-
OUTENBCKYIO YIIaKOB-
Ky B TGHIe

1151 (32 MOTPEOUTENILCKYIO YIAKOBKY)

CaenieHust 0 1IeHe B pe()epeHTHBIX CTPaHax, TA€ UMEETCs FOCy1apCTBEH-
Hasl perucTpanus JEKapCTBEHHOTO CPE/ICTBA HITH CTpaHe-NPOU3BOIUTE-

Crpa-
Ha

Top-
ro-
BOE
Ha-
nume-

Ba-
HHC

KomnuuectBo B notpe-
OUTENTBCKOH yIaKoB-
Ke B ped)epeHTHOMH
CTpaHe

Ilena 3a moTpeOUTENBCKYIO
YIAKOBKY

Llena B mepecuere Ha
kosmuaectBo JIC B mo-
TpeOuTeNbCKOM yra-
KOBKE, 3aperUCTPHpPO-
BaHHOI B PK

Ba-
JIFO-
Ta

Ie-
Ha

B
TCH-
e

IIpuuuna oTcyT-
CTBHS

Asep-
Oaii-
JOKaH

bena-
pych

Bbon-
rapust

Ben-
rpus

Keip-
T'bI3-
CTaH

TTonb-

Poc-
cus

Cro-
BCHUA

Typ-
s

VY306e-
KH-
cTaH

Crpa-
Ha-
po-
H3BO-
uTe-
¥

17.

3aperucTpupoBaHHasI LIeHA IS OITOBON M POSHUYHOHN pean3aiiui

18.




e.zZan

Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi
DTaIOHHBII KOHTPOJIbHBINA OaHK HOPMATHBHBIX PABOBBIX AKTOB JlaTa pesaKiyu
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Jlata ckauMBaHHs

22.04.2025
30.04.2025
22.04.2025
30.04.2025

Llena JIC, npoussenenHoro B PecryOnuke Ka3axcran, COCTOSILYIO U3 HUKEYKa3aHHBIX (haKTHYECKH
ITOHECEHHBIX 3aTpar

Ne HanmMenoBaHne hakTHYecKH IIOHECEHHBIX 3aTpaT CTOMMOCTbD, TEHTE

1 3aKyTIKa CBIPBS Y (MJIN) KOMIUIEKTYIOIINAX

2 JIOTHCTHKA CBIPBS U (MJIN) KOMIDIEKTYOIINX

3 CTpaxoBaHHe, TAMO)KEHHBIE TIATEXN M TAMOXKEHHOE O(OPMIICHHE CBIPBS U (MJIN) KOMIUIEKTYIOIINX

4 MIPOEKTUPOBKA

5 pa3paboTka

6 JU3aifH

7 TpaHchep TEXHOIOTHiA

8 KOHTPAaKTHOE IIPOM3BOJICTBO

9 MIaTEHTHPOBAaHUE

10 ITOKYTIKa POU3BOJICTBEHHOTO 000PYIOBAHUS

11 o0yueHue nepcoHasa Ha MPOU3BOACTBEHHBIX ILIOMAKAX 3apy0eKoM

12 | BHexmpeHHE MEXIyHapOJHBIX CTAaHJAPTOB Ka4eCTBa

13 IIOJTy4eHHE cepTU(HKATa O IPOUCXOKACHIH TOBapa

14 | momydenme mHOyCTpHAIBHOTO cepTrdrkaTa HarmonanpHas nanata npexnpuauMareneii Pecryonnkn
Kazaxcran

15 n1abopaTopHbIE UCIIBITAHUS

16 TEXHUYECKHUE MCIBITAHMS

17 KIIMHUYECKUE UCIIBITaHUS

18 | mabopaTopHO-KIMHUYECKHUE HCIBITAHMS

19 | skcrmeprH3a B LEIAX TOCYIapCTBEHHON PErUCTPAIUK, IEPEPErHCTPALIMU U BHECEHUH U3MEHEHHUI B pe-
THCTPALMOHHOE 10ChE

20 OILIEHKA KauyecTBa

21 CHCTEMY MOHHTOPUHIA 0€30I1aCHOCTH, KauecTBa U AP (HEKTUBHOCTH MEAUIMHCKUX U3ACIUH

22 coliep)KaHue mepcoHana
Uroro cymma:

dbopma

3asiBjIeHM e HA BKJIIOYEHHE JEKAPCTBCHHOI'O CP€EACTBAa B Ka3zaxcranckmii

HALMOHAJIbHBIN JIEKAPCTBEHHbIH (popMyJIsip

1. Uudopmanus o 3asBUTENE:

1) HaMeHOBaHKE OpraHU3aluy;

2) ®.1.0. (npu HaMMYMK) OTBETCTBEHHOTO JIUIIA, JOJIKHOCTb;

3) MEeCTO HaXOXAEHUSI OpraHU3alMU-3asaBUTENS (IOpUIUYECKUH aapec,

(paxTHyeckuil agpec);

4) B1H, 6aHKOBCKHE PEKBU3UTHI,



Kasakctan PecryGnuKachIHBIH 3JIEKTPOH/IB! HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK
e aKTiNEPiH STATOHBI OaKbuIay GaHKi
- prd - | i DTaNOHHbIH KOHTPOJIBHBIHA GAHK HOPMATHBHBIX PABOBBIX AKTOB
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

22.04.2025
30.04.2025
22.04.2025
30.04.2025

5) nomep Tenedona u (win) dakca;

6) AIEKTPOHHBIN apec WIH AJIPEC JIEKTPOHHOM MOYTHI.

2. JlaHHbBI€ 1O 3asBICHHOMY JIeKapcTBeHHOMY cpencTBy (JIC) B cOOTBETCTBUM €

['ocynapcTBEHHBIM peecTpOM JIEKAPCTBEHHBIX CPEICTB U MEIMIIMHCKUX U3IECIIUN:

1) roproBoe HanmenoBanue JIC;

2) MEXIYHApOJHOE HEMATEHTOBAHHOE HAMMEHOBAHMUE;

3) coctaB JIC (aelicTByIOIIKME U BCIOMOTaTEIbHbBIE BEIIECTBA), TP jIaracMoro

JJIs1 BKITFOUCHU A,

4) nexapcTBeHHas (popma U 103UPOBKA, KOHIIEHTPAIIUS;

5) cBeneHus 0 rocyIapcTBEHHOM peructpanuu 3assiaeHHoro JIC B PecryOinuke

Kazaxcran;
6) papmakonoruueckoe neiicraue JIC;

7) bapmakonornueckas rpynmna JIC u ATX kox;

8) mokazaHus K IPUMEHEHHUIO COTJIACHO MHCTPYKLUHU MO NPUMEHEHHIO

JICKaApCTBCHHOI'O CPCACTBA,

9) crmoco6 mpruMeHEHHs.

Ecnu mocke comepxut KOHPUACHINAIbHYI0 HHPOPMAIIUIO, YKa3aTh, KaKas

uH(popmaIms SBIsSETCA KOH(PHUISHIINATBHON U NPEeOCTaBUTh 000OCHOBAaHUE

KOH(UICHITNATHLHOTO XapaKTepa 3Tor nHpopmaIuu.

,HOJ'DKHOCTB OTBCTCTBCHHOI'O JIMIIA 3aABUTCIIA

IToanuce

®.1.0. (mpu HAIUYUN)

JlaTa

[Tpumeuanus: OObeM 3asBJICHUS HE MPEBBIIIAET 2 CTPAHULL U OCHOBBIBAETCS HA

CBOJHOU MH(OpMAIUU U3 JJOChE.



e.zZan

KaSaKCTaH PeCﬁyGﬂHKaCHHLIH OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTLIep/IiH TANOHIbI OaKplIay OaHKI

DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

22.04.2025
30.04.2025
22.04.2025
30.04.2025

[Ipunoxenue 2 k IIpaBuiam

perucTpanuu JCKApCTBCHHLIX CPCACTB U

MCOAUIMHCKUX I/ISI[GJ'II/Iﬁ 110 IMIPUHOUITY KCAUHOI'O

OKHa»

dopma

3asiBJIeHNe HA NPOBeAeHN e IKCIEPTH3bI, TOCY1aPCTBEHHON PerucTpanmnu,

nmepeperucrpanvu, BHECCHUA H3MEeHEeHHI B PETUCTPANHUOHHOE TOCHE

METUIMHCKOI0 U31eJ U

Tun npoueaypst

Perucrpanus

[Tepepeructparus

[]

BHecenue naMeHeHUH

[]

1.1.

Bup sxcnieptussl (Heobxoaumoe
yKa3aTb)

Yckopennas [la

[]

Her

[]

OcHoBaHue

1.2 CBezieHHsI O PErHCTPalMOHHOM Ne perucTpallMOHHOTO YAOCTOBEpEHHs BbljaHHOTO B Pecriybnnke Kaszaxcran ¢
Y/I0CTOBEPEHHH (IIpHU TIepeperu- yKa3aHHEM JIaThl BBIIAUH ¥ CPOKA JCHCTBHS
CTpalMU U BHECCHUH U3MCHEHHUIT B
PETHCTPALIMOHHOE JI0ChE)
2. ToproBoe HanMeHOBaHKE Ha Ka3aXCKOM SI3bIKE
Ha PYCCKOM SI3bIKE
3. Homenknatypasiit ko ['106anbHON HOMEHKIIATYPbI MEIUIMH-
CKHUX H3JeNuit (IpH HaTHYHH)
4. Kox Homenkimatypbl MeanMHCKHX u3aenuii Pecriyonuku Kazax-
cTaH
5. O067acTh METUIIMHCKOTO ITPUMEHE- Ha Ka3aXCKOM SI3bIKE
HUS
Ha PYCCKOM $I3bIKE
6. Haznauyenue Ha Ka3aXCKOM SI3bIKE
Ha PYCCKOM $I3bIKE
7. MeauumHcKoe U3/IeIne IBIseTCs MU (MMH)
MU (MT)

[]




e.zZan

Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi

AKTLIep/IiH TANOHIbI OaKplIay OaHKI

DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

22.04.2025
Cakray KyHi 30.04.2025
Jlata pegakuuu 22.04.2025
JlaTta ckaunBaHMs 30.04.2025

MM (in vitro)

[]

7-1. Ty MEIUIUHCKOTO U3/IeNNs UH 3akpsiTas cuctema: [la 000CHOBaHKE OT NpoU3BOIUTENA (YKa3aTh CTPaHH-
BHUTPO (HE0OXOIMMOE yKa3aTh) l:l Iy PETHCTPAIOHHOTO JIOChE)
Her
8. Kpatkas TexHHUYeCKast XapaKTepH- Ha Ka3aXCKOM SI3bIKE
cTuka (Mpy HATMYUU IPOrPAMMHO-
(np porp Ha PYCCKOM $I3bIKE
ro obecredeH s BKIIOYAIOTCS JaH-
HbIE TIPOrPAMMHOT0 00eCTIeueHMs)
9. Kiacc B 3aBHCHMOCTH OT CTENEHH MOTEHIIHAIBHOTO PUCKA TIPHU- Kunacc 1 - ¢ au3koii crenensio pucka Kiace 2a - co
MeHeHHs (He00XO0JMMOe OTMETHTB) cpenHeit crenenbto pucka Kitace 26 - ¢ noBbIIIeH-
HOH creneHbro pucka Kiace 3 - ¢ BbIcOKoIi cTere-
HBIO pUCKa
10. MenunuHcKas TEXHUKA SBISIETCS (OTMETHTH IIPH HEOOX0IMMO- CpencTBo n3MepeHus

CTH)

[]

Kommnexe (MT)

[]

Cucrema (MT

[]

Armmapar

05 O
5
o

O6opynoBaHue

[]

W3enve MEANIIMHCKOTO HA3HAYEHHUS ABISIETCS (OTMETHUTD TIPH
HEOOXOANMOCTH)

CpencTBo u3MepeHus

[]

CrepunbHOe

[]

Habop (komruiekT)

[]

MenunuHckoe u3aenue in vitro sBisiercst (OTMETHTh IPH HE00-
XOJMMOCTH)

CpencTBo u3MepeHus

[]

Anmnapar

[]




KaSaKCTaH Pecny6nm<acr>m1>m OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

Penakuusiinay KyHi

22.04.2025

AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Caxray KyHi 30.04.2025
- ‘ a ‘ ' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pesakiyuu 22.04.2025
Pecny6inku Kazaxcrad B 3JIEKTPOHHOM BHJIE b
y p 2 JlaTta ckaunBaHMs 30.04.2025
Ob6opynoBanue
Jli caMOKOHTpoOJIst
Habop (xoMrIurexT)
11. B cocraBe nMmeeTcs 1eKapCTBEHHOE CPEICTBO Ha
Her
12. Kommnexrarus MU
HanmenoBanne monenu (Moxudukarym) MU Ha pycckoMm si3pike **
HanmenoBanune monenu (Moxudukaryn) MU Ha kazaxckoM si3bIke **
Bun cocraBrOM Bun cocraBHOM Haumenosa- Hanmenosa- | Monens Mopnens IIpo- IIpous- | Crpa- | Crpa-
4acTH Ha pyc- YacTH Ha Ka3ax- HHE COCTAaB- HHE COCTaB- COCTaB- COCTaB- U3BO- BOJIH- Ha Ha
CKOM SI3BIKE *** CKOM SI3BIKE *** HBIX yacTei HBIX YacTei HBIX Ya- HBIX 4Ya- M- TENb Ha HA
Ha PYCCKOM Ha Ka3ax- creil Ha cTeif Ha Teb Ha Ka- pyc- Ka-
SI3BIKE CKOM $I3BIKE pycckoM Kazax- Ha 3ax- CKOM 3ax-
SI3BIKE CKOM s13BI- | pyc- CKOM SI3BI- CKOM
Ke CKOM SI3BIKE Ke SI3BI-
SI3BIKE Ke
OCHOBHOH 0JIOK Heri3ri 010K
MT
KOMILIEKTYIO- JKMBIHTBIKTAY LIIbI-
1iee nap
porpaMHoe OarapiamanbIK
obecrieueHne JKacaKTrama
TIPUHAUICK- KepeK-KapaKTapbl
HOCTH
pacxoaHbIi Ma- IBIFBIH MATEPH-
TepHa anjapsl
U3JIeTIHe TUTIO- THUINTIK MOJIIEPIi
pa3MepHOro psi- Katap OyHbIMBbI
na(c ykazaHuem (enmeM ayKpI-
Jiara3oHa pas- MBIH KepceTe
MEpOB ) OTBIPBII)
peareHT peareHT
13. YnakoBka
I I 1 T 1
Ne Bun (nepBuunas wiu Bropuunas) | Ha- Pa3- | O6b- | Ko- Kpar-
nme- Mep | em - Koe
HOBa- ye-
HUE CTBO




KaSaKCTaH Pecny6nm<acr>m1>m OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

Penaxnusinay kyHi 22.04.2025

] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.04.2025
- ‘ a ,' ' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pesakiyuu 22.04.2025
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE o
y p 2 JlaTta ckaunBaHMs 30.04.2025
emu- | omm-
HHUIL ca-
B HHE
yma-
KOB-
Ke

1. IlepBuunas

2. Bropuunas

3 I'pynmoBast (1py HaIM4KK)

14. Cpoxk XpaHeHUs KOJIMYECTBO MecseB (JIeT)
T"apanTHiiHbIA CPOK HKCILTyaTAMU TPHOO- KOJIMYECTBO MECSLEB (JIeT)
poB (anmaparoB, 060pyJOBaHHN)

15. YcnoBus TpaHCHOPTUPOBAHUS

16. YcnoBust XpaHeHUst

17. Peructpans B cTpaHe-npou3BOUTEIIE U APYTHX CTPAHAX

1. HasBanue ctpanbl Ne perucrpa- Jlara Bbliaun Cpoxk peiicTBust
LIHOHHOTO
yIIOCTOBEpE-

Hus (yKa3bIBa-
eTCsl IIPH Ha-
JIYHH)

18. | IIpoussoactBo [TosHOCTBIO HA TAHHOM IPOM3BOJICTBE
YacTU4HO Ha JAHHOM TIPOH3BOJICTBE
ITonHOCTBIO Ha APYTOM IIPOU3BOACTBE

19. | IIpousBoauTens MEAULUHCKOIO U3/EIHs M Y4aCTOK IIPOM3BOJCTBA (BKIIOYAs yUaCTKH IPOU3BOJCTBA JIFOOOr0 KOMIOHEHTA, KOTOPBIi

SIBJISICTCS YACTHIO MEUIIHCKOTO M3/IEIIHs)
Ne Tum mponsBoguTeNs Haumenosa- Ne, nara u IOpu- | ®ak- | Teme- | ©.M.O. ©.1.0. (mpu
HHUE, CTpaHa CPOK Jeii- nuue- | tuue- | ¢ow, (pu ero Ha- €ro Haju-
1,2 (Ha ka3ax- CTBHS paspe- CKUii CKHi ¢daxc, | nuuwmm), YHH), TOJIK-
CKOM, pyc- HIUTEJILHOTO aapec | an- e- JIOJKHOCTB HOCTb KOH-
CKOM, aHTJInii- JOKYMEHTa pec mail pyKOBOAMTE- | TAKTHOTO JIH-
CKOM $I3BIKaXx) st na

1. [IpousBoxuTens

2. [IpousBoacTBEHHAS TUIONIAKA

3. YTOIHOMOYEHHBIH PeACTaBU-

TeNb npou3BoauTels B Peciy6-
nuke Kazaxcran

4 KoHnTakTHbBIE JaHHBIE YIIOIHO-

MOYEHHOT0 JIUIIA T10 MOHUTO-
PHMHTY HEOJIaronpusITHBIX COObI-
THi (MHIUICHTOB) HAa TEPPHUTO-
pun Pecriy6nuku Kazaxcran

5 3asBUTEIb JlaHHBIE 11O
JIOBEPEHHOCTH




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025
aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 30.04.2025
o ‘ a [ ¥ | DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata pesakiyuu 22.04.2025

PeCHy6JII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC IlaTa CKAUMBAHUS 30.04.2025

20. | V3meHeHUs:, BHOCUMBIC B PETHCTPALIMOHHOE JOChE (3AMOIHSIOTCS IIPU TUIIE 3asBKU — BHECEHHE U3MEHEHHUH) (YKa3aTh BHOCHMBIC H3Me-
HCHHA)

Ne Penakiyst 1o BHECEHUS N3MCHEHUH BHocumble n3MeHEHUS

21. JlaHHBIE TTO TOTOBOPY Ha MIPOBEJCHUE BATUAAINH MEIUIIMHCKOTO U3/IEIHs

1. Ne noroBopa Ha IpOBEAEHNE BAMIAIMN MEAUIIITHCKOTO M3IEITUS

2. Jlara 3axmoueHus

3. Cpok peiicTBust

22. CyOBEKT, OCYIIECTBISIONINI OIUIaTy 3a IPOBEICHHUE BAIMAlNN MEIUIIMHCKOTO M3/ICIIH

1. HanMeHoBaHME FOPHIMYECKOTO JIAIA

2 Crpana

3 IOpunnueckuit agpec

4 dakTHueckuil agpec

5 ®.1.0. (rpu ero HAUYIHN)

6. Tenedon

7 ®daxkc

8 DIEeKTPOHHBIN apec

9 BusHec-nneHTHHUKANOHHEIH HOMEP

10. WHpuBuyanbHbIH HICHTU(QUKAINOHHEIH HOMEp

11. banx

12. Pacuernslii cuer

13. BamrorHslii cuer

14. Kon

15. BankoBckuit naeHTH(UKAINOHHBII KOX

3asBUTENb:

lapanTHPYIO: TOCTOBEPHOCTH HH(POPMAIINH, aIeKBATHOCTh NIEPEBOJOB METOMK KOHTPOJISI KAUeCTBa, SKCIUTYyaTal[MOHHOTO JOKYMEHTA, HH-
CTPYKIHMH IO METULIHCKOMY NPHMEHEHUIO MEUIIMHCKOTO H3/eIns, TIPECTaBICHHE 0 Hayaja JabopaTOPHBIX UCIBITAHUH 00pa3LOB MeTH-
LIUHCKOTO M3/IENNsl, CTaHAapTHBIE 00pa3ibl B KOJIMYECTBAX, JOCTATOYHBIX [T TPEXKPATHOTO aHaIN3a, CHeHn(pHIECKUE PeareHThl, Pacxo/l-
HBIC MaTEePHAIIbL, IPUMEHIEMbIE ITPU TIPOBEICHUN HCIBITAHUI (B HCKITIOYUATEIBHBIX CITyYasX U Ha YCIOBHIX BO3BpPATa), a TAKXKE UX COOTBET-
CTBHE JIOKYMEHTaM I10 Ka4eCTBY, IIPECTaBICHHBIM Ha KCIEPTH3Y.

O6ﬂ3yIOCI> OCYILICCTBIATD IMIOCTABKY MEAUIIUHCKOI'O U3/IC/IUs B PCCHy6HHKy Ka3aXCTaH, COOTBCTCTBYIOIIIUE Tp€60BaHI/I51M, YKa3aHHBIM B pe€ru-
CTPAlIMOHHOM JOCBhE, U COIIPOBOXKAATH MEAUIIMHCKOC U31CIINC PIHCprKI.IHCﬁ 10 MEIUIUHCKOMY ITPUMEHCHUIO (pyKOBOHCTBOM) I10 3KCIUTya-
Talry Ha Ka3aXCKOM M PYCCKOM fA3bIKax, C COﬁJ’[IO,HeHI/IeM JOCTOBEPHOCTH U ayTEHTUYHOCTHU IIEPEBOIOB.

IapanTHpyro coxpaHeHue 6e30MacHOCTH U KauecTBa MEAUIIMHCKOTO M3/IENNs B TEUSHUE BCEr0 CPOKa UCIIONB30BAHMUS, TIPH COOJIIOICHUH
YCJIOBUH TPAHCTIOPTHUPOBAHHS M XPAaHEHHSI B COOTBETCTBUH € TPEOOBAHUSIMH 3aBOA-IIPOU3BOAUTEIS.

O06s3y10Cch co001IaTh 000 BCeX U3MEHEHUSIX B PErHCTPALMOHHOE J10ChE, a TAKOKE MPEJICTaBIIATh 3asBICHUE U MaTepualbl IpH 0OHApYKEHUU
NOOOYHBIX BO3AEHCTBUI IIPH NPUMEHEHUH MEAULIMHCKOTO U3/IENNs, paHee HE YKa3aHHBIX B MHCTPYKIMH [0 MEIULUHCKOMY ITPUMEHEHHIO U
/WM B 3KCILTyaTallHOHHOM JOKYMEHTE MEUIIMHCKOTO U3/ICTIH.

JHara
®.1.0. (mpu ero HaJIHMYUH)

3asBUTEA

TToanuce

IIpumeyanue:

* HauMeHOBaHME Ha aHTJIMKACKOM SA3BIKE 00S3aTENIBHO I 3apyOeKHBIX
MPEANPUATUI



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025

AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi
o ‘ a (¥ | DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB
Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE

Cakray KyHi 30.04.2025
Jlata pegakuuu 22.04.2025
JlaTta ckaunBaHMs 30.04.2025

** Mpu HATMYMKM HECKOJIbKUX Mozeliel (Moau(uKaluii) JaHHbIE 3aMOTHAIOTCS

OTJIETTLHOM CTPOKOH Ha KaXAYI0 MOJENh (MOIU(MUKAITIIO)

¥ 3anoaHAETCA IPU HATUYUU

*AA* MOMUMO yKa3aHHBIX JOKYMEHTOB, 3asIBUTEIIb MPEIOCTABIISIET OTYET

BalIMAAlINH MCOANTUHCKOT'O U3CIINA, IIPCACTABJIICHHBIX HAa 9KCIICPTU3Y UJIN OTUYCT

BaJInganinuun H3MCHCHHI>1, BHOCHUMBIX B PETUCTPALIMOHHOC JOCHEE MCANITMHCKOT'O U3ACIINA

dopma

(HauMeHOBaHUE TOCYIaPCTBEHHOM

HKCIIEPTHOMN OpraHu3aIun)

3asiBjIeHHe I PErucrpanmu, BHECCHUA UBSMEHCHHUSA B ICHY MMPOU3BOIUTE/IA

n31€JaUsi MEAUINUHCKOT0O Ha3HAYCHUS, BBO3UMOT'0O HA TCPPUTOPUIO PeCl'lyﬁ.]'ll/lKl/I

Ka3axcran

HpeI[OCTaBJ'IﬂIO I/IH(bOpMaI_II/IIO IJIA perucTrpan, BHCCCHHUA U3MCHCHUA B IICHY

IMPONU3BOAUTEIIA U3ACITINA MEAUTTUHCKOTI'O HA3HAYCHM A, BBOSUMOI'O Ha TCPPUTOPHIO

PecnyOnuku Kazaxcran

1. 3agBurenp

1.1. IIponsBoauTens

HaumeHnoBanue IOpUANYICCKOTO JIna

Crpana

IOpunnaeckuii anpec

daxTHUecKuit agpec

Tenedon

dakc

e-mail

KoHTrakTHOE JINITO

®.1.0. (mpu ero HaIUYIHN)

JlomKHOCTE

Tenepon

dakc




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025

aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 30.04.2025
™ ‘ a ,' ' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pefaKuuu 22.04.2025
PeCHy6JII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC I[aTa CKAUMBAHUS 30.04.2025
e-mail
Hanuune B Pecniyonrke Kazaxcran cTpyKTypHOTO mojipasieneHus (FopuandecKoe JInmo, Gummai)
1.2. Bnanenen perucTpaliioOHHOTO yA0CTOBEPEHHUS
HasBanue
Crpana
IOpunnyeckwuii anpec
®daxTrueckuii agpec
Ten.
daxc
e-mail
®.J.0. (mpu ero HaIHMYUH) PYKOBOJUTEIS
KonraktHoe auio [Ipu Ha-
JMYUU
Jomxk-
HOCTh
Tene-
¢on
®Paxkc
e-mail
Hanuune B Pecniyonmke Kazaxcran cTpyKTypHOTo mojpa3saeneHus (FopuIndecKoe JHUIO, (priInan) HalelleHHOro (GyHKIMEeH pea-
JU3aLUH IS OTITOBBIX TUCTPUOBIOTOPOB

1.3. YIoTHOMOYEHHBIN NMpecTaBUTENb MPOU3BOIUTENS JIMOO TOBEPEHHOE JIUIIO,
YIIOJTHOMOYEHHOE MPOBOJAUTH JECUCTBUS BO BPEMSI MIPOLIEIYPhI TOCYIapCTBEHHOM
peructpanuu B Pecyonmke Kazaxcras.

Haszgauwue (nmu @.1.0. amst ¢us. nuia (pu ero HaTHMYNH))

Crpana

IOpuanyeckuii anpec

®daxrrueckuii agpec

Tenedon

®dakc

e-mail

®.1.0. (pu ero HaNu4Kuu) PyKOBOUTEIS

JlaHHBIE O TOBEpEHHOCTH Ne noBepeHHOCTH

Jlata BbI1aUN

Cpoxk neiicTBus

2. Uudopmanus o UMH

1. TOpFOBOC HaAaMMCHOBaHUEC MCAUITUHCKOI'O U3JCIIHA

HOMCp PETUCTPALIOHHOI'O YAOCTOBEPEHUS, 1aTa BhIAa4YU B PCCHyGJ’II/IKG Kazaxcran

BapI/IaHT HUCIIOJIHCHUA

Bl el B

Ennanna n3mepeHus




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025

AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Caxray KyHi 30.04.2025
™ ‘ a ,' ' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata peaKkmum 22.04.2025
Pecny6muku KazaxcTan B 2eKTPOHHOM BH, b
ecny6 43aXCTaH B SIICKTPOHHO e JlaTta ckaunBaHMs 30.04.2025
5. | Cocrapunsitomue 0JHOH €ANHHUIIBI H3MEPEHUS
6. | MeauuuHCKOE U3/I€NIME OTHOCUTCS K KJlaccy 0€301macHOCTH (HYKHOE OTMETHTB) KJjacc 1 - ¢ HU3KOH CTENEHbI0 pUCKa

Kyacc 2 a - co cpe;{Heﬁ CTCIICHbIO pUCKa

KJacc 2 0 - C MOBBIIICHHOHN CTETIEHBIO PHC-
Ka

KJ1acc 3 - ¢ BBICOKOH CTENEeHbBIO PHCKa

3asaBUTEID:

I"apanTupyro: JOCTOBEPHOCTD, OJHOTY U COJAEPKAHUE MTPEAOCTABICHHBIX JOKYMEHTOB
B COOTBETCTBHHM C 3aKOHOAATENbCTBOM PecryOnuku Kazaxcran u HacTosumMu
[IpaBunamu.

JlaTta
®.1.0. (mpu ero Hanmu4yumn) 3asiBUTEIIS
IHonnuce

[Ipumeuanue: *Peructpaiius 1ieHbl UM BHECEHUE U3MEHEHHUSI B 3apETUCTPUPOBAHHYIO
LEHY TPOU3BOIUTENSI HA TOPTOBOE€ HAMMEHOBAHHUE U TEXHUUECKYIO XapaKTePUCTUKY
HNMH B pamkax 'OBMII u (nnmn) B cucreme OCMC ocymiecTBisiercs B TeHre. [Ipu
KOHBEPTAIUU IIEHBI 3asIBUTENISI B TEHT'€ UCTIOJB3YIOTCS O(DUITMATBHBIE KYPCHI
MHOCTPaHHBIX BAIIOT B CPETHEM 32 MECHLL, MPEIIIECTBYIOIINI T0Aa4e 3asBICHUS
(cpenuuit oOMennslit kKypc) HarmmonansHoro banka Pecniyonuku Kazaxcras.

**[Ipu orcyrcTBUM 0oOMeHHOro Kypca B Hanmonansnom banke Pecriy6nuku Kazaxcran
uHpopMaIus o pegepeHTHOM 1eHe nogaercs B qojutapax Coeaunennsix lltaTos
AMepHUKH COTIACHO paCYETHOMY KypCy OIlepaluil 3a IIPEeAIEeCTBYOMNNA MECHIL,
peloCTaBIEHHBIX Ka3HaueiicTBoM Opranuzaunu O0bequHeHHbIX Hanuid, Ha caiite
WWwWw.treasury.un.org.

*#* [Ipu oTCYyTCTBUU pErUCTpaIii B pehepPEHTHBIX CTPaHAX

*#**B cmydae oTcyTcTBus PY 1 paHee 3apeructpupoBaHHas 11eHa TPOU3BOJAUTENS
NMH 3a equHuy u3mMepeHus y 3asBIsI€MOT0 Ha PETUCTPALUIO LIEHBI IIPOU3BOIUTEIS
NMH nyskrt 1.2 u cTpoka 2 myHKTa 2 U TaHHBIE paHEe 3aPETrUCTPUPOBAHHON LIEHA
npousBoauress IMH nHe 3anonnstorcs.

@®.1.0. (mpu ero HaIMYWK) 3aABUTEIIS MOAIUCH

Jlara




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025

] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.04.2025
™ ,‘ a ,' ,' DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata peaKkmum 22.04.2025
aTa CKauHBaHUs .04.
Pecrry6iuku Ka3axcraH B 971€KTPOHHOM BHJIE i 30.04.2025
dopma

(HauMeHOBaHUE TOCYIaPCTBEHHOM
AKCTIIEPTHOM OpraHu3aIumn)

3asiBjieHMe IJIsl PErUCTPAIlUM, BHECEHHSI MU3MEHEHNsI B IleHYy NPOU3BOIUTEIA
U3/1eus MeIUIUHCKOT0 HA3HAYEeH N1, IPOU3BOAUMOIO HA TEPPUTOPUM
Pecny6imkn Kasaxcran

HaumeHnoBaHue 10pHIN4ECKOT0 JUIA

Crpana

IOpunuyeckuii agpec

daxTHueckuil agpec

Tenedon

e-mail

KonrakTHOE U0 ®UO (mpu ero HaTUYIKN)
JloJDKHOCTH
Tenedon
e-mail

Toprosoe Hanmenosanue UMH

Py
No

BapuanTt ucrionnenust

Ennnuna usmepenus UMH

Cocrapndronue o1HOW eauHuLbl usmepenus MMH

Kiacc 6e3onacnoctu




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxnusinay kyHi
e | ' aKTiNep/IiH STaNoH bl 6aKbLIay GaHKi Cakray KyHi
- -‘ a DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB Jlata peaKuun

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
JlaTa cCKaunBaHHS

22.04.2025
30.04.2025
22.04.2025
30.04.2025

Panee 3aperucrtpupoBannas nena npoussoaurens UMH 3a equnuiny namepenus

3asBieHHas 1ieHa npoussoaurenas MMH 3a ennauny nzamepenus

[Ipomry 3apeructpuposats nieny MUMH, npoussenennoro B Pecnybnuke Kazaxcran,

COCTOAMYIO N3 HMIKCYKAa3aHHBIX (baKTH‘-IeCKI/I IMIOHCCCHHLIX 3aTpar

Ne HaumenoBanme pacxozos Crou-
MOCTB,
TEHI'e
1 3aKyIKa ChIpbs M (MJINM) KOMIUIEKTYIOIINX
2 JIOTHCTHKA CBIPBS U (MJIM) KOMIUICKTYIOLIUX
3 CTpaxoBaHKE, TAMO)KEHHBIC TIATEXKU 1 TAMOXKEHHOE O(OPMIICHHE CBIPBS U (MJIN) KOMIUIEKTYIOLINX
4 MIPOEKTUPOBKA
5 paspaboTka
6 JTU3aifH
7 TpaHC(ep TEXHOIOTHi
8 KOHTPAKTHOE ITPOU3BOICTBO
9 MIaTEeHTHPOBAHUE
10 | mokymnka IpoM3BOJCTBEHHOIO 000PY10BaHUS
11 | oOyueHue nepcoHasa Ha MPOM3BOACTBEHHBIX TUIOLIAKAX 3apYOEKOM
12 | BHeapeHHe MEXIyHAPOAHBIX CTAHIAPTOB KauecTBa
13 | momyuenue ceprudurkaTa 0 IPOUCXOKICHUN TOBAPA
14 | momyuenue nnnycrpuansHoro ceprudukara Hanponanpnas nanara npeanpruaumareneit Pecriyonuku Kazaxcran
15 | maGoparopHble ncnbITaHus
16 | TexHmyeckue MCIBITAHUS
17 | KIMHHYECKHE UCTIBITAHHS
18 | maGopaTopHO-KIMHUYECKHE UCIIBITAHUS
19 | skcmepTH3a B HENAX rOCyAapCTBEHHON PErHCTPaIMH, IEPEPErucTpallii U BHECEHNH U3MEHEHUH B PErHCTPAlMOHHOE JI0-
che
20 | omeHka kagecTBa
21 | cucTeMy MOHHMTOPHHIa OE30MAaCHOCTH, KauecTBa 1 3()(HEKTHBHOCTH MEIUIIMHCKHUX U3ISIHI
22 | copep:kaHue IepcoHasa
Hroro cymma:
3asBUTEIIb:

["apanTupyro: 10CTOBEPHOCTh, MOJHOTY M COJIEPKAHUE MPETOCTABIECHHBIX TOKYMEHTOB

B COOTBCTCTBHH C 3aKOHOAATCIIbCTBOM P CCHY6J'II/IKI/I Kazaxcrtan u HaCTOAIIIMMHA

[IpaBunamu.




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi
e | ' aKTiNep/IiH STaNoH bl 6aKbLIay GaHKi Cakray KyHi
» -‘ a DTaIOHHBII KOHTPOJIbHBINA OaHK HOPMATHBHBIX PABOBBIX AKTOB Jlata peaKuun

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
JlaTa cCKaunBaHHS

22.04.2025
30.04.2025
22.04.2025
30.04.2025

*B cimyuae orcyTcTBUs PY y 3asBiisIeMOro Ha pErucTpaIiio eHbl MPOU3BOAUTEIS

NMH unu panee 3aperucTprupOBaHHOMN IIEHBI COOTBETCTBYIOIINE Tpadbl HE
3aIOJIHSIOTCA.

Jlara
®.1.0. (mpu ero Hamu4uuun) 3assBUTEIIS

IHonnuce



e.zZan

Ka3aKCTaH PeCﬁyﬁﬂHKaCHHL]I—[ OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

Penaxnusinay kyHi 22.04.2025

aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.04.2025
OTaIOHHBIH KOHTPOIBHBIA 6aHK HOPMATHUBHBIX IPABOBBIX AKTOB Jlata pesakiyuu 22.04.2025
Pecry6nmkn KazaxcraH B 371eKTPOHHOM BHJIE Tlata ckaumBanms 30.04.2025

[Ipunoxenue 3 k IIpaBuiiam
perucTpanuu J€KapCTBEHHBIX CPEICTB U
MEIULIUHCKUAX WU3EJIAN 110 MPUHLINITY
«EIMHOTO OKHa»

IlepeyeHb OCHOBHBIX TPEOOBAHUI K OKA3aHUI0 KOMIIO3UTHOM rocy1apcTBeHHOM

YCayru «PeI‘I/ICTpaIIHH JICKAPCTBCHHBIX CPCACTB U MCAUIIHHCKHUX I’I3I[e.]'ll/lﬁ mo

NPUHIMAIIY «KCANHOI'0 OKHA»

1 HaumenoBanue MunucrepctBo 3apaBooxpaneHus Pecriyonuku Kazaxcran (nanee — yciyroaaTesb)
yciyroaaTens
2 Crioco0sI ipes1o- BeO-TIOpTall «3JIEKTPOHHOT'O PABUTEIILCTBA» WWW.egov.kz (nanee — moprai).
CTaBJICHUS TOCY-
JTapCTBEHHOM
yCIyru
3 Csenenus o0 duznueckue 1 I0PUITISCKHE ML (Jajee — yCIyronoayyarelb)
yCIIyronoiydaresne
4 Cpok oka3zaHusi ro- | DKcmepTusa, periucTpaunus, nepeperucTpans, BHeCeHHE N3MEHEHUH B PETUCTPAIMOHHOE 10Che JIeKapCTBEHHO-
CYAapCTBEHHOMN 'O CPEJICTBA WIIK MEUIIMHCKOTO M3/IeNusl, TpodeccuoHanbHas SKCrepTu3a Uil BKiItoueHus B Kazaxcranckuii
yCIyrH HALMOHAJILHBIHN JIEKapCTBEHHbIH GopMyitsip — 10 100 (cto) pabounx aHei;
perucTparus, BHeCEHHE U3MEHEHUs B LieHy IpousBoauresst — 10 (gecsts) pabounx gHei
5 ®dopma okazaHuA OneKTpoHHast
rocyIapCTBEHHOM
ycIyru
6 Pe3ynbraT okaza- IIpu skcniepTuse, perucTpanum, NepeperucTpanui 1 BHECEHHH H3MEHEHUH B PErHCTPAllMOHHOE JOChE JIeKap-

HOM yCIIyTH

HUSI TOCYAapCTBEH-

CTBEHHOT'O CPEJICTBA WM MEAULIMHCKOTO U3ACNHSL:
1) peructpaliioHHOE yIOCTOBEpEHHUE, ACHCTBYOIIee Ha TeppuTopun Pecnyonuku Kazaxcran;

2) 3aperuCTpupOBaHHBIC HHCTPYKIUS (J'[I/ICTOK-BKJ'IaI[LIHI) 10 MEIUITUHCKOMY ITPUMEHCHUIO JICKAPCTBECHHOT'O
CpeacTBa UK MEAUIIUHCKOT'O U3ACIINS U 06]].[3}1 XapaKTEpUCTHKA JICKAPCTBEHHOT'O CPEACTBA Ha Ka3aXCKOM U
PYCCKOM s3bIKax;

3) 3aperucTpUpOBaHHbIC MAKEThl YIIAKOBOK, STHKETOK, CTUKEPOB Ha JICKapPCTBEHHBIE CPEICTBA, METULIMHCKHE U3~
JIENUsT Ha Ka3aXCKOM U PYCCKOM $I3bIKaXx;

4) MOTHBHPOBAHHBIN OTBET 00 OTKa3e B OKa3aHUU rOCYJapCTBEHHOM YCITyTH.
Ipu perucrpannu, BHECCHUS] HK3MEHEHHH B IIEHY ITPOU3BOAUTEIS JICKAPCTBEHHOTO CPE/ICTBA:

1) 3aKiroueHHe 0 3aperuCTPUPOBAHHON LIEHE WIIH IIepeperucTpupoBanHoi neHe B pamkax ' OBMII u (wnm) B cu-
creme OCMC.

2) MOTHBHPOBAHHBII OTKa3 B PETUCTPAIMH [[CHbI MM [IEPEPETUCTPAIIMH 3aPETUCTPUPOBAHHON [[CHBI B PaMKax
T'OBMII u (unun) B cucteme OCMC.

IIpu peructpanyu, BHECEHUSI H3MEHEHUH B LIEHY TPOM3BOUTENST MEIUIIMHCKUX U3/IETUN:

1) 3aKIr04eHUE O PETUCTPALMH, BHECEHUS H3MEHEHHUS B LIEHY IPOU3BOUTEIIS HA TOPrOBOE HAUMEHOBAHKE U
TEeXHUYECKYIO XapaKTEepHUCTUKY BBO3UMBIX/mipou3BoauMblx UMH, noganusix B pamkax 'OBMII u (unn) B cu-
creme OCMC;

2) MOTHUBHMPOBAHHBIIl OTKa3 B pETHCTPALIMU, BHECEHHU U3MEHEHN B LieHy npousBoaurens MMH B pamkax I'O-
BMII u (unn) B cucteme OCMC,;

3) 3aKIFOYCHHE O PETHCTPALNH, BHECCHUS M3MEHEHHMS B LICHY [IPOM3BOANTEISI MEIUIIMHCKOTO H3ACIHS ISl IHa-
THOCTHKH BHE KMBOT'0 opranu3Ma (in vitro), mpou3BouMele Ha Tepputopun Pecnyonmku Kazaxcran B pamkax
JIOJITOCPOYHBIX JOTOBOPOB MIOCTABKH, 3aKJIOUCHHBIX ¢ EAUHBIM THCTPHOBIOTOPOM;




e.zZan

Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi 22.04.2025
aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.04.2025
?Tanogm,lﬁ I;Z)HTpO.TII)HHﬁ 0aHK HOPMATHBHBIX [TPABOBBIX AKTOB Jlata pesakiyuu 22.04.2025

ecryOinky KazaxcraH B 3JIGKTPOHHOM BHUJIE Tlata ckaumBanms 30.04.2025

4) MOTHUBHMPOBAHHBIIl OTKa3 B PErUCTPALIUU, BHECEHHS] M3MCHEHUS B LIEHY HPOU3BOAUTEIS MEUILIMHCKOTO U3/ie-
JIMS TS JUArHOCTUKHY BHE JKMBOTO OpraHu3Ma (in vitro), Ipon3BoauMble Ha Teppuropun Pecry6mmku Kazax-
CTaH B paMKax JOJITOCPOYHBIX JIOTOBOPOB IIOCTABKY, 3aKIIOUCHHBIX ¢ EMUHBIM IHCTPHOBIOTOPOM

Pa3mep omnatsr,
B3MMaeMOM C
yCIIyronoiy4are-
JISl IPH OKA3aHUH
rocy1apCTBEHHOU
YCIIyTH, U CIIOCO-
OBl ee B3UMaHUs B
cilyqasix, npey-
CMOTPEHHBIX 3aKO0-
HOJIaTeJILCTBOM
PecmyOnmku Ka-

3a oKa3aHHe rocyIapCTBEHHOH YCIYTH yCIyronolydaTeNb OIIauuBaeT B PECIyONIMKaHCKUI OFO/KET perucTpa-
LHOHHBIN cOOop B mopsizike ycranoBieHHOM Konekcom Pecny6nuku Kazaxcran «O Hanmorax u apyrux o0s3aTesb-
HBIX [UIaTeXxax B Owo/pkeT (Hanoroeiii KoJekc)» B pa3Mepe CIeIyOHIUX CTaBOK:

1) 11 MecsS4YHBIX pacHyeTHBIX ITOKa3aTelei, ICHCTBYIONINX B IeHb OIUIAaThl cOOpa 3a FOCYAapCTBEHHYIO PErUCTpa-
1IMIO;

2) 5 MecsSYHBIX PaCUYETHBIX [TOKa3aTelNe, ISHCTBYIOMNUX B ICHb OIUIAaTHI cOOpa 3a TOCY1apCTBEHHYIO ITepeperu-
crpario. OriaTa JIMIEH3NOHHOTO cO0pa MOYKET OCYLIECTBISATHCS YCIyronolyJaTelieM B HATMIHOM 1 Oe3Ha-
n4aHOM hopMme dyepe3 GaHKH BTOPOro ypoBHs. Ha monyueHue rocy1apcTBEHHOM yCIIyTH OIIaTa MOXET OCy-
LIECTBISITHCS Yepe3 IUIATeXKHBIH LT3 «3JEKTPOHHOTO MpaBUTeNbcTBay (Hanee — [TILDIT).

3aXCTaH
I'padux padoTs 1) ycayronatens — ¢ moHenenbHIUKA 110 HaTHuUIY, ¢ 8.00 1o 17.30 wacoB ¢ nepeprsiBoM Ha obex ¢ 13.00 1o 14.30
yciayrogaTens 9acoB, KPOME BBIXOJHBIX U IPAa3AHUYHBIX AHEl cornacHo TpynoBoMmy komekcy PecryOnuku Kasaxcran (nanee

— TpynoBoii KozeKc).

2) mopraia — KpyriocyTO4YHO, 32 HCKIIIOUCHHEM TEXHUYECKUX TIEPEPHIBOB B CBS3HU C MPOBEACHUEM PEMOHTHBIX
paboT (rpu oOpaleHHH yCITyronoIyqaTess Moc/ie OKOHYaHHs pabouero BPEMEHH, B BBIXO/IHbIC U MPa3AHHYHbIC
JIHU cornacHo TpyaoBoMy KOAEKCY IPUEM 3asBICHUS U Bblaua pe3ysibTaTa OKa3aHus TOCyJapCTBEHHON yCiIy-
TH OCYILECTBISIETCS CIIEAYIOIUM pabouuM JTHEM).

3) YcnoBue obcmyxuBaHMs yciayroaaTenem: I ocyiapcTBeHHas yciayra oka3blBaeTcs B OpsIKE ouepenu, 6e3
npeBapUTeNbHOM 3aucu, 6e3 YCKOPEeHHOro 00CiIyKUBaHUs. Apeca MEeCT OKa3aHHs rOCyAapCTBEHHOH yCIIyru
pa3MelleHbl Ha IopTane www.egov.kz

Ilepeuens noky-
MEHTOB U CBeJie-
HHH, ucTpedye-
MBIX y YCIyTOIIO-
JydaTens s OKa-
3aHUs TOCYyIap-
CTBCHHOH yCIIYTH

K yCIyroJIaTelIio:
JUISL SKCIICPTH3bI JICKAPCTBEHHBIX CPEICTB IIPU UX FOCYAAPCTBEHHOM PErHCTPaLiy U IIepeperucTpariui:

1) 3asiBIeHUE HA MPOBEIECHHUE FKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEJICTBA (Jajnee — 3asiBJICHHE) B IEKTPOHHOM BHUJIE
10 (hopMe COoTNIacHO IPUIOKeHHIOo | Kk HacTosammM [IpaBmnam;

2) perrcTpalnoHHOE 10ChE B SIICKTPOHHOM BU/IE B (hOpMaTe MEXKILTATHOPMEHHOTO 3IEKTPOHHOTO TOKYMEHTA
(«pdf» hopmar):

nepeyeHb JJOKYMEHTOB, IIPeIOCTaBIAEMbIX JI 9KCIIEPTH3BI Ipou3BoauTensmu Pecry6muku Kasaxcran mo dop-
M€ COIIacHO MpuinoxeHuto 13 k nacrosumm [paBunam;

HepedeHb JOKYMEHTOB, IIPEIOCTaBIsEMbIX B hopmaTe OOIIEro TEXHUYECKOTO JOKYMEHTA, 10 (hOpME COTIIaCHO
npunoxkeruto 14 x HactrosimuM IIpaBunam;

3) cBeneHus, MOATBEPIKAAIOLINE OIUIATY 3asBUTEIEM Ha PAaCUETHBIN CUET rOCYAapCTBEHHOI AKCIIEPTHOH OpraHu-
3aI[M1 CYMMBI JUIS IPOBEACHMS SKCIIEPTU3BI;

4) 00pas3ipl IEKapCTBEHHBIX CPECTB, CTAHAAPTHBIE 00pa3Iibl XHMUYECKUX BEILIECTB, CTaHAaPTHBIC 00pa3Ibl
OMOJIOrMYECKHX JIEKapCTBEHHBIX MIPENapaToB, TECT-IITAMMbl MUKPOOPTaHU3MOB, KYJIbTYPBI KJIE€TOK, B KOJIMYE-
CTBaX, JJOCTATOYHBIX JUIS TPEXKPATHBIX JIA0OPATOPHBIX UCIIBITAHUN C OCTATOYHBIM CPOKOM T'OJJHOCTH HE MEeHee

9 (neBsATH) MecsLEB (32 HCKIIOYEHUEM CIyuaeB, HE TPEOYIOLIMX IPOBENECHHs Ja00paTOPHBIX HCIbITaHUi),a
TaKKe CrenuduIecKre peareHThl, PaCXOJHbIC MAaTepHAIbI, IPHMEHEMbIe IPH MIPOBEICHNH JIa00PATOPHBIX UC-
IBITAHHH 1€KapCTBEHHBIX CPEJICTB, 00PA3IbI IeKaPCTBEHHBIX CPEJCTB, COAEPIKaIe HAPKOTHIECKUE CPEJICTBA,
MICUXOTPOITHBIE BEIECTBA U IPEKYPCOPBI, @ TAKXkKe TpeOyIoIinue 0COObIX YCIOBHIA XpaHeHHUs (TeMIlepaTypHbIi pe-
JKMM, BJIQKHOCTb) 3asiBUTEIIb IPEJOCTaBIsIET B TeueHue 2 (1Ba) pabouux JHel ¢ MOMEHTA 110Jauy 3asBICHUS Ha-
POYHO 110 aKTy NpHUEMa-NIepPeau B HCIBITATENIbHYIO0 JJAOOPAaTOPHIO rOCY1apCTBEHHOM AKCIEPTHOH OpraHu3a-
IHH.

Tlpu mepeperucTpauny JIeKapCTBEHHBIX CPEACTB MPEIOCTaBICHIE 00pPa3IoB, MPEIyCMOTPEHHBIX JAHHBIM IIyHK-
TOM, He TpedyeTcs.

[epeueHp npenoCTaBIsIeMbIX MAaTEPUAIIOB PETHCTPALIMOHHOTO JJOChE B 3aBUCUMOCTH OT BH/IA JICKAPCTBEHHOTO
CpeACTBa COOTBETCTBYET NPUIIOKEHHUIO 15 k HacTosuM [IpaBuiam.
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IIpu BHecenun nzmenenuii Tuna A, 1b, 3HaunTenbHbIX M3MeHeHuit Tuma I npeacTaBiser 3asBiaeHue o popme
COTJIaCHO NPHIIOXKEHNUIO | K HacTosmmM [IpaBuiiam 1 TOKyMEHTHI COTJIACHO MPUIIOXKEHUIO 16 k HacTosmuM [1pa-
BUJIAM

Jl1st perucTpauy eHBI MPOU3BOAUTEIS:

1) TOKyMEHT, MOATBEP)KAAIOIIMH [TPABO 3asBUTENS OCYIIECTBISTh PETUCTPALIMIO LICHBI HJIM BHECEHUE U3MEHE-
HUH B LIEHY TPOU3BOJUTEIIS.

2) st nHOCTpaHHbIX npousBoauTtenei JIC u uis 3aka3unKkoB KOHTpakTHOro npousBojctsa JIC: nndopmanus
Ha pupMeHHOM OJIaHKe 3asBUTEIs, 3aBEPEHHAs MOANUCHIO YIOJHOMOYEHHOI'O JIMIA 3aBUTENS O lieHaX B pede-
PEHTHBIX CTpaHaX, B CIy4ae OTCYTCTBHS LICH B pe()epeHTHBIX CTPaHAX - B CTPAHE IIPOU3BOIUTEIL.

IIpu BHECeHNM U3MEHEHNUIT B 3apEerUCTPUPOBAHHYIO LieHy npousBoutens JIC:
JL1st oTeYecTBEHHBIX TPOU3BOANUTEINCH:

1) TOKyMEHT, MOATBEP KAAIOIIMH [TPABO 3asBUTENS OCYIIECTBISATh PETUCTPALMIO LICHBI HJIM BHECEHHE NU3MEHEHH
B IICHY IIPOU3BOIUTENS;

2) nadopmanus ¢ NOATBEPKAAIOLIMMH JIOKyMEHTaMH (KOHTPAKT, 0roBop) o 1eHax JIC peannsyemblX B Ipyrux
cTpaHax 3a 12 MecsleB, NPeJIECTBYIOMNUX JaTe MOAauH 3asiBICHHS HAa PETUCTPALMIO TMO0 BHECCHUS H3MEHE-
HHII B 3apETUCTPHPOBAHHYIO IICHY.

B ClIyda€ OTCYTCTBHA p€ain3allii B IPYTUX CTPaHaX, 3aABUTEIIb IIOATBEPKAACT OTCYTCTBUE pEain3allui HA
Cl)I/IpMeHHOM GiraHke 3a4BUTEJIA, 3aBEPEHHOM MOAIMMUCHIO YIIOJJTHOMOYCHHOIO JIMIIA 3asIBUTEIIA;

3) st JIC, cpok AeHCTBHS PErHCTPAllMOHHOTO YIOCTOBEPEHHUS KOTOPBIX HA MOMEHT MOJIa4H 3asIBJICHUS UCTEK,
NIPOM3BEICHHBIX Ha TeppuTopuu Pecriyonmuky KazaxcTaH 10 uCTedeHHs CpOKa JICHCTBUSI PErHCTPAlOHHOTO
ynocroBepeHus JIC, mpenocTaBiIsioTCs JOKYMEHTEI, ITOATBEeprKAatomue npoussoacTso JIC.

ﬂl’[ﬂ 3aKa349YUKOB KOHTPAKTHOTO IPONU3BOJACTBA JIC:

1) OKyMEHT, MOATBEPKIAFOIINH HPaBO 3asIBUTENS OCYIIECTBIATh PETHCTPALMIO IICHBI MIIH BHECEHHNE H3MEHEHI
B IICHY IIPOU3BOIUTEINS;

2) uapopmanus Ha GUPMEHHOM OJIaHKE 3asBUTEINS, 3aBEPEHHAs TIOAMUCHI0 YIOJTHOMOYCHHOTO JIMIIA 3asiBUTEIIS
0 1leHax B pe)epeHTHBIX CTpaHaX, B CJydae OTCYTCTBHS IIeH B pe()epEHTHBIX CTpaHaX, B CTPaHe MIPOU3BOAUTEIS;

3) KoM TOITOCPOYHOTO JOrOBOpa IIOCTABKH € 3aKa3YMKOM KOHTpakTHOro npoussonctsa JIC ¢ nadopmarmeit
o uene npoussoautens JIC, neifcTByromero Ha MOMEHT II0Ja4H 3asIBJICHUS HA PETHCTPALUIO MO0 BHECCHUS H3-
MEHEHHUH B 3apETUCTPHPOBAHHYIO LICHY;

4) nnst JIC, cpok AEHCTBUS PETUCTPALIMOHHOTO YAOCTOBEPEHHsI KOTOPBIX HA MOMEHT MTOJIauH 3asIBJICHHS UCTEK,
NpOU3BEJCHHBIX Ha TeppuTopuu Pecriybnuku KazaxcraH 10 MCTeUEHHS CpOKa JEHCTBHS PErHCTPALHOHHOTO
ynocroBepenus JIC, Ui M3MEHEHHUS 3apeTrHCTPUPOBAHHON LIEHBI ITPEAOCTABIISIOTCS JOKYMEHTHI, ITOTBEPIK/IAI0-
mye npousBozacTo JIC (konwus cepTudukara 0 COOTBETCTBUH MPOILYKIIUH).

ﬂﬂ}l HWHOCTPAHHBIX HpOH3BOL[I/IT€JICI>'II

1) IOKyMEHT, OATBEP K IAOIIHI [IPABO 3asSBUTEIISI OCYIICCTBISTh PETHCTPAIIMIO [ICHBI WX BHECHUE H3MEHEHHUI
B LICHY MIPOM3BOIMTEIISI, BKITIOUAs IPABO TPEAOCTABIATh HH(OOPMAIIHIO O IIeHaX B Pe(pEPEHTHBIX CTPaHaxX O Iie-
HaX ()aKTUYECKHX BBO30B;

2) xomust JOKyMeHTa, noATBepxaatomas neny JIC (komust nHBoOIca (HaKJIaAHOMN), cueT-(aKkTyphl) 3a MOCIeTHIE
12 mecsineB (Ipy HAITMYUK (aKTHUIECKOro BBO3a), 3a HCKIIIOUEHHEM CIIy4aeB BBO3a Ha TeppuTopHIo PecryOuiku
Kasaxcran JIC Ha ocHOBaHUSIX, IPEyCMOTPEHHBIX MOAMYHKTOM 4) crathu 252 Kogekca.

IIpu orcyTcTBUM (haKTHUECKUX BBO3OB 32 MOCHeIHUE 12 MecsILeB, PEA0CTaBISIOTCS KOIMH JTOKYMEHTOB 3a
MpeabIIyIIHi iepuos 12 mMecses.
Ilpu otcyTcTBUM (haKTUYECKUX BBO30B 33 YKa3aHHBIN MIEPHO/I, 3assBUTENb TIOATBEPKIAET OTCYTCTBHE BBO3a Ha

Q)HpMeHHOM OyiaHKe 3a4BUTEJIA, 3aBEPCHHOM MOANMUCHIO YIIOJJHOMOYCHHOIO JIMIIA 3asiBUTEIIA;

3) Konust TAMOXKEHHOH JeK/Iapaluy K JOKYMEHTY, YKa3aHHOMY B IOAIYHKTE 1) IMyHKTa 6 (1711 MHOCTPaHHBIX
HpOU3BOAUTENIEH);

4) Konus KOHTpaKTa WK Jorosopa o npuodperenuu JIC ¢ 1eHOM, 1eHcTBYIOIEH Ha MOMEHT IOAauH 3asIBICHUS
Ha U3MEHEHHUE 3aperucTpupoBanHoi nensl JIC;
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5) s JIC, cpok iefCTBUS pErHCTPAlMOHHOTO YI0CTOBEPEHHSI KOTOPBIX Ha MOMEHT IOJIa4YM 3asIBJIICHUS HCTEK,
BBE3EHHBIX Ha TeppuTopun Pecnydnmkn Kasaxcran 1o ncTedeHns cpoka JeHCTBHS pETUCTPALIOHHOTO Y0CTO-
Bepenust JIC, npenocTaBisiioTcs JOKyMEHTBI, TOATBep K aatonue BBo3 JIC: konus cepTudukara COOTBETCTBUH
MIPOLYKIUH, KOTIUS TAMOKEHHOW AEKIapaIiiy.

JUIS 3KCIIEPTU3bI MEAUIIMHCKIX M3EIHIA TP UX TOCYIapCTBEHHOM perucTpalyy U MepeperucTpanuu:

1) 3asiBjIeHHE Ha IPOBEICHIE IKCIEPTU3BI MEAUIIMHCKOTO U3ETMs B JJICKTPOHHON 1 GyMaskHO# (opme corac-
HO MPUJIOXKEHHIO 2 K HacTos UM [IpaBuiam;

2) PETUCTPALIMOHHOE NOCHE, COACpIKALIEE IIEPEUCHD TOKYMEHTOB PETUCTPALIMOHHOI'O JOCHE JIs1 OKCIIEPTU3BI ME-
JUIAHCKOI'O U3JACJIUS Ha SJICKTPOHHOM HOCHUTEJIC COIIaCHO MPUIIOKCHUTIO 29k HaCTOALIUM HpaBI/IJ'IaM;

3) cBeneHus, MOATBEPIKAAIOINE OILIATY 3asBUTEIEM CYMMBI JUIS TPOBE/ICHUS IKCIIEPTU3BI HA PACUCTHBIN CUET
TOCYapCTBEHHOW IKCIIEPTHOM OpraHU3alnu;

4) 00pa3ipl MEAUIIMHCKOTO M3/IeIHsl, TIO/JIekKAIIero 1abopaTOPHBIM HCIIBITAHUSIM, CTaHIapTHBIE 00pa3Ilbl XUMU-
YECKUX BEIECTB, TECT-IITAMMOB MUKPOOPTaHU3MOB, KYJIBTYp KJIETOK, CIICIIM(UUECKHX PEareHTOB, PACXOIHBIX
MaTepHalIoB, HEOOXOIUMBIX JUIsl BOCIIPOM3BOJMMOCTH METOIUK J1a0OPATOPHBIX UCTIBITAHUN MEIMIUHCKOTO U3~
JIeNUst B KOJIMYECTBAX, JOCTATOYHBIX JJIS1 TPEXKPATHBIX UCIIBITAHUH ¢ OCTaTOYHBIM CPOKOM TOJHOCTH HE MEHEe
IICCTH MECSLEB ¢ COOIIOICHIEM yCIIOBUI XpaHEHHsI U TPAHCIOPTUPOBKH, €CIIH HHOE HE IPEYCMOTPEHO JIOKY-
MEHTaMH 10 Ka4eCTBY IMPOU3BOAUTEIS, B COOTBETCTBHHU C MPHIIOKeHHEeM 3 K HacTosmM [IpaBumam.

TIpu akcriepTH3e U3MEHEHUH, BHOCHMBIX B PETHCTPALIMOHHOE JIOChE, 3asIBUTENb B TeUeHUE 2 (IByX) MECSIEB MO-
CJIe YTBEPIKACHHSI BHOCHMBIX N3MEHEHHH TIPON3BOIUTEINIEM [I0Ja€T 3asBJICHUE Ha POBEICHUE IKCIIEPTH3bI Me-
JIMILIMHCKOTO M3JeJHs 10 (JopMe COrNIaCHO MPUIIOXKEHUIO 2 K HacTosmuM [IpaBiiam. K 3asBiieHHIO 0 BHECCHHH
W3MEHEHHH B PErUCTPALMOHHOE JI0Che MEUIIMHCKOTO M3/ICIINs IPUIIAraloTcsl JOKYMEHThI M MaTepHalibl, He00-
XOJIUMBIE JIJIsl BHECEHHSI U3MEHEHHA, COTJIACHO TIEPEUHI0 BUIOB H3MEHEHNH, BHOCHMBIX B PETUCTPAIIMOHHOE 10~
Cbe MEIUIIMHCKOTO U3/IeHs B IEPUO] IeHCTBHS PETUCTPALIMOHHOTO YAOCTOBEPEHUS COrTIaCHO MPHIIoKeHUIo 30
K HacrosimuM [IpaBunam.

ITpu perucrpannu, BHECCHUS] U3MEHEHHs B [IEHY MPOU3BOUTENS HA U3CIHUS MEIMIIMHCKOTO HA3HAYCHHUS UITH
MEHIMHCKOE M3/IeIIHe ISl AMarHOCTHKU BHE )KUBOTo opraHusMa (in vitro), mpou3BoaAnMbIe Ha TeppuTopuu Pec-
ny6uukn Kasaxcral B paMKax JOJITOCPOYHBIX JOTOBOPOB MOCTABKH, 3aKITFOYCHHBIX ¢ EMUHBIM AHCTPHOBIOTO-
pom:

1) TOKyMEHT, MOATBEP KAAIOIIMH [TPABO 3asBUTENS OCYIIECTBISATH PETUCTPALMIO LICHbI MJIM BHECEHHE U3MEHEHIH
B IICHY NIPOU3BOIUTEIIS;

2) 3asBiIeHUE 110 (hOpMeE, COTIIACHO MPUIIOKEHHUIO 2 K HacTosIuM [IpaBuiam.

B ciryuae BBo3a IMH Ha tepputoputo Pecryonmkn Kasaxcran mocne perucrparyu rienst Ha UMH, 3asBurens
B TeueHue 60 (LIeCThAECAT) KaJCHIapHBIX AHEW cO JHS BBO3a B 0053aTENLHOM IOPSIIKE BHOCUT H3MEHEHHE B pa-
HEe 3apernCTPUPOBAHHYIO IIEHY MPOU3BOIUTENS C IPEAOCTAaBICHUEM CIEAYIOINX JOKYMEHTOB!

Jl1st oTeyecTBEHHBIX TPOU3BOANUTEINEH:

1) TOKyMEHT, HOATBEPIKIAI0IIHI IPABO 3asIBUTENS] OCYLIECTBIIAT PETUCTPALIHIO LIEHBI HIM BHECCHHE H3MEHE-
HMS paHee 3aperuCTPUPOBAaHHOM LieHb! TpousBoauTens B pamkax 'OBMII u (nnm) B cucteme OCMC;

2) nadopmanus o pakTHIECKOH LIEHEe MOCTAaBKM C YKa3aHUEM CChUIKM Ha BeO- rmoprai 3akynok Exunoro puctpu-
ObI0TOpA, C IIPEIOCTaBIEHHEM ITOATBEPKIAIOIIUX JOKYMEHTOB (IIPOTOKOJ, JOTOBOP 3aKyma U (MJIx) ZOTOBOP I10-
CTaBKH) MOCIEIHETO 3aKyma 3a 12 (ABeHaLaTh) MeCSIEB, IPEAIISCTBYIOMNX JaTe M0JauH 3asBICHHS;

3) urdopmaryst 0 HaKTUIECKON IIEHE MOCTABKU C yKa3aHUEM CCHUIKH Ha BeO- MOPTaJ rOCYAapCTBEHHBIX 3aKy-
TOK, C IPEIOCTABICHIEM TTOATBEPKAAIOMINX TOKYMEHTOB (IIPOTOKOJI, IOTOBOP 3aKyIia 1 (MJIH) ZOrOBOP ITOCTaB-
KH) TOCJIEHero 3aKyna 3a 12 (1BeHaalaTh) MecALEeB, NPeIEeCTBYIOMINX JIaTe MOAAuH 3asBICHHS.

B ciryuae oTcyTcTBHS ()aKTHYECKUX ITOCTABOK IOCIIETHETO 3aKyma 3a 12 (IBeHaauaTh) MECsIEB, PEIeCTBYIO-
KX JaTe NOJAuH 3asiBJICHHS, 3aIBUTEIb IIOATBEPKIACT OTCYTCTBHE (PAaKTUIECKUX TOCTABOK MOCIEIAHETO 3aKy-
na Ha pUpPMEHHOM OJIaHKE 3asBUTENS, 3aBEPEHHOM MOAMKMCHIO YIOJIHOMOYSHHOTO JIMLA 3asBUTEIIS.

4) uadopmanus o GaKTHYECKU TOHECCHHBIX PAcX0/ax Ha OleHKY KadecTBa B pamMkax ['OBMII u (um) cucreme
OCMC Ha upMeHHOM OTaHKe 3asBUTEJISI, 3aBEPECHHOM IOJIIKCHI0 YIIOJHOMOYEHHOTO JIHIIA, o JopMe coriac-
HO npuioxeHuio 39 k Hacrosium [IpaBuiam;

5) nH(pOpMaIHs C TOATBEPKAAIOIINMH JJOKYMEHTaMHU (KOHTPAaKT, MHBOIIC) o neHax VIMH peanusyembix B apy-
THX cTpaHax 3a 12 (ABeHaquaTh) MECAIEB, MPEAIICCTBYIONINX JaTe [T0Jaqy 3asBICHHS Ha PETUCTPaLUIo 00
BHECEHHs U3MECHEHHUS B PaHEE 3apEerHCTPOBAHHYIO IieHy nmpoussoauTerst TMH.
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e.zan

aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.04.2025
OTaIOHHBIH KOHTPOIBHBIA 6aHK HOPMATHUBHBIX IPABOBBIX AKTOB Jlata pesakiyuu 22.04.2025
Pecry6nmkn KazaxcraH B 371eKTPOHHOM BHJIE

JlaTta ckaunBaHMs 30.04.2025

B CJ1ydae OTCYTCTBUA peain3allii B IPYTUX CTpaHax, 3assBUTEIIb IIOATBEPIKAACT OTCYTCTBUE pCaiu3allii Ha
qJI/IpMGHHOM OJ1aHKe 3asBUTEJIA, 3aBEPECHHOM MOAIIMCHIO YIIOJJHOMOYCHHOI'O JIMIIA 3asiBUTECIIS;

ﬂ.]'[?[ HWHOCTPAHHBIX HpOH3BOL[HT€HCﬁI

1) amocTHIMpOBaHHAS IJIH JIETATM30BaHHAS JOBEPEHHOCTH OT 3aBOJIa-IPOM3BOANTENISI, TOATBEPKIAOIIAs [pa-
BO 3asBUTEIIS OCYILIECTBILSITh PETHCTPALIMIO LICHBI MM BHECCHHSI N3MCHEHHS B PaHEE 3apErHCTPOBAHHYO LICHY
npousBoauTesst B pamkax ' OBMII u (min) B cucteme OCMC ¢ yka3zaHueM cpoka AeHCTBUS TOKyMEHTa (HOTa-
pHAJIBHO 3aBepEHHAsI KOITHs);

2) Konus JOKYMEHTOB, noarsepskaaomux ueny MMH (kornuu nHBOMHCOB (HakjIagHOM), cueT-(haKkTypsl, 3a 110-
crnennue 12 (1BeHAIUATh) MecANeB (IPH HAMMYNK (aKTHIECKUX [OCTABOK), C yKa3aHHEM (aKTHYECKON LICHBI
MOCTaBKH, 3a HCKIIOYCHUEM CITyJaeB BBO3a HA OCHOBAHUSIX, PETyCMOTPEHHBIX TOAMYHKTOM 4) cTathu 252 Ko-
JeKca;

3) KomusI TAMOKCHHOM JIEKJIapaliiy K JOKYMEHTY, YKa3aHHOMY B MOJIYHKTE 2) myHKTa 173 (111 HHOCTpaHHBIX
HPOU3BOAUTEIIEH);

HpI/I OTCYTCTBUU q)aKTI/I‘ICCKI/IX IIOCTaBOK 3a yKaSaHHHf/'I TNIEpUOa, 3asiBUTCIIb IIOATBEPIKAACT OTCYTCTBHUC BBO3a
Ha CI)I/IpMeHHOM OaHke 3asBUTEIIA, 3aBEPEHHOM IMOANHNCHIO YIIOJTHOMOYCHHOI'O JIMLA 3asIBUTCIIA.

Kpowme Toro, rocyaapcTBeHHast SKCIepTHas OpraHu3alis P aHAJIM3€ UCTIOJb3yeT KOTUH HHBOICOB (HaKIa-
HBIX) WIH cYeT-()aKTyp, MPEAOCTABICHHBIX JUIS TPOXOXKACHHUS OLICHKU KaueCcTBa JICKAPCTBEHHBIX CPEJICTB U Me-
JUIMHCKHX U3JIeTINH, 3aperucTpupoBaHHbIX B PecryOnuke Kazaxcran;

4) xomusi KOHTPAKTa WK Jorosopa o npuodbperennn UMH ot 3aBoja nponsBoautens (HOTapuaibHO 3aBEPEH-
Hasl KOIIHs);

5) nuepopManus o hakTHISCKOIl IIeHe OCTaBKH C yKa3aHHEM CCBUIKH Ha BeO- moprai 3akynok Enunoro nucrpu-
ObI0TOpA, C IPEIOCTAaBICHIEM IIOATBEPKIAIOMNX JOKYMEHTOB (IIPOTOKOJI, JOTOBOP 3aKyIia U (MIH) AOTOBOP II0-
CTaBKH) MOCIEIHEr0 3aKyma 3a 12 (ABeHaLaTh) MeCsIeB, IPEAIIECTBYIOIMX JaTe M0IauH 3asBICHHS;

6) napopmarys 0 HaKTHIECKOW IIeHe MOCTABKU C yKa3aHUEM CCHUIKH Ha BeO- MOPTajl rOCYAapCTBEHHBIX 3aKy-
TOK, C MPEIOCTABICHHEM MMOTBEPIKAAIONINX JOKYMEHTOB (IIPOTOKOJI, IOTOBOP 3aKyIa u (KIIH) J0rOBOp MOCTaB-
KH) MIOCIIEAHETO 3aKyma 3a 12 (aBeHaaarTh) MecsIeB, IPEIIIECTBYIONIMX JaTe IT0JauH 3asBICHUSL.

IMepeueHb 1OKyMEHTOB, HEOOXOAUMBIX JIsl PETUCTPALIMH, BHECCHUE H3MEHEHHUS B IIEHY [IPOU3BOAUTEIIS ME M-
[MHCKOTO M3/IEIHs ISl JMarHOCTHKH BHE )KHBOTO Oopranu3ma (in vitro), mpom3BoANMBIe Ha TeppuTopun Peciy0-
nkn Kazaxcrad B paMKax JIOJITOCPOYHBIX JOTOBOPOB MOCTABKH, 3aKIFOYEHHBIX ¢ EANHBIM AHCTPUOBIOTOPOM pe-
rilaMeHTHpoBaH npuinoxenueM 40 Hacrosmux [Ipasui.

s popmupoBanus Ka3zaxcTaHCKOro Hal[MOHAIBHOTO JICKAPCTBEHHOTO (hOPMYIIsipa IPELOCTaBISIOTCS CIELYI0-
IIKE JIOKYMEHTHI:

1) 3asBJICHUE COTJIACHO ITPUJIOKECHUIO 1k HaACTOAIIUM HpaBI/I.IIaM;

2) 1oche, COCTABICHHOE B COOTBETCTBUH C TPEOOBAHHUSAMH, IIPEILYCMOTPEHHBIMU B IPHIIOKEHUH 42 K HACTOSI-
M [TpaBumam;

3) martepua’bl (CTaThH, pe3tOMe, U3 HAYYHBIX M MEIUIIMHCKHUX MyOJIMKANNii), TOATBEPKAAOIINE CBEICHHS, CO-
JepIKalMecs B JOChE Ha A3bIKE OPUTUHAJIA B BH/E [IOJIHBIX TEKCTOB, B IEPEBOJIC Ha Ka3aXCKUN WIIH PYCCKHI
SI3BIK.

10 | OcuoBanus mist 1) ycTaHOBIICHHE HEAOCTOBEPHOCTH JOKYMEHTOB, TIPEACTABICHHBIX YCIYTOMOIyYaTe eM sl [OJIyYeHHUS rocy-
OTKa3a B OKa3a- JIAPCTBEHHOM YCIYTH, U (MJIN) TAHHBIX (CBECHMI), COMEPXKAIIMUXCS B HUX;
HHUH Tocynap- 2) HECOOTBETCTBHE YCIYTOMONyYaTeNs U (HIN) MPEeICTABICHHBIX MATCPHATIOB, 00BEKTOB, TAHHBIX U CBEJICHHIA,
CTBEHHOM YCIYTH, | yeoGXoaMMBIX UTS OKA3aHHs FOCYIAPCTBEHHOM yCIyTH, TpeGoBammsm IIpaBHIT IPOBEICHMS SKCIIEPTH3bI TeKap-
YCTaHOBJICHHBIC CTBEHHBIX CPEJICTB M MEHIMHCKHX H3/ICIHi;
3aKOHOJATEIIb-
cTBOM Pecrry6m 3) B OTHOLICHUH YCIIyTOMOJy4aTelsi UMEETCs BCTYIHMBIIEE B 3aKOHHYIO CHJIY peleHue (IpUroBop) cyaa o 3a-
o Kasaxcran NPEIICHHN JIESTeTbHOCTH WK OTIAEIBHBIX BUIOB JAEATEILHOCTH, TPEOYIONIHNX MOIYICHHUS OTPEIeIEHHO TOCy-
JIAPCTBEHHOM YCIYTH;
4) B OTHOIIIEHHH YCIyTOMOTyYaTEIlsl IMEETCSI BCTYIHUBIIICE B 3aKOHHYO CIUTY PEIICHUE Cy/ia, Ha OCHOBAaHHH KO-
TOPOTO YCIIyTOMOTyYaTellb JIUIICH CICHHATBHOTO [PaBa, CBI3aHHOTO C IOTyYECHUEM TOCYAAPCTBEHHOM YCITyTH.
11 | Wusre tpeboBanus | ITomHOMOYMS NPEACTABUTEINS YCIYTOMOMydaTens OQOPMISIOTCS B COOTBETCTBHH C TPAKIAHCKUM 3aKOHOIATENb-

C y4eTOM 0CcOoOeH-

ctBoM PecniyOnuku Kaszaxcran. [{is monydyeHus rocyIapcTBEHHOW YCIYTH 4epe3 MopTajl He0OOXOIMMO HaTHUHe
OUII. YenyrononmydaTens noxyyaeT HHGOPMALHUIO O MOPSIIKE U CTATyce OKa3aHUs rOCyJapCTBEHHON YCIyTH B
PEeKUMe YAAIEHHOTO JOCTYIIa IIOCPEICTBOM «JIMYHOTO KaObMHeTa» HH(POPMAILIMOHHON CHCTEMBI YCIIyroaaTes, a
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Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIep/IiH TANOHIbI OaKplIay OaHKI

DTaJIOHHBIN KOHTPOJIbHBIH OAaHK HOPMATUBHBIX [IPABOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

22.04.2025
30.04.2025
22.04.2025
30.04.2025

HOCTEH OKa3aHMs
rOCYZapCTBEHHOM
ycIyru

TaKKe eIMHOr0 KOHTAKT-L[EHTPA 110 BOIPOCAM OKa3aHMs FOCYIapCTBEHHBIX yCIIyT. Y Cllyrojareib Ipx Heo0Xo-

JAUMOCTH 3alIpalliIiBACT y yCIYyIronojay4areis pa3bsiCHCHUS UIIN YTOYHCHUS 110 KOHKPETHBIM IIOJIOKCHUSM B

TNIPEAOCTABIICHHBIX NOKYMCHTAX U MaTCpHalaX pEruCTpaliiOHHOIO 10ChE. EZ[I/IHHﬁ KOHTAKT-LEHTP I10 BOIIpOCaM

OKa3aHUs TOCyIapCTBEHHBIX ycuyT: 1414
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aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 30.04.2025
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PeCHy6JII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC IlaTa CKAUMBAHUS 30.04.2025

[Ipunoxenue 4 k IIpaBuiam
perucTpanuu J€KapCTBEHHBIX CPEICTB U
MEIULIUHCKUAX WU3EJIAN 110 MPUHLINITY
«EIMHOTO OKHa»

®opma 1

I'ep6 Pecnybsinku Kasaxcran
MunuctepcTBo 31paBooxpanenus Pecnyoimku Kaszaxcran

Peructpannonnoe ynocrosepenne PK-JIC - No

B cootBercTBuu ¢ Kogexcom Pecriyonuku Kazaxcran «O 310poBbe HapoJa u
CHUCTEME 3PaBOOXPAHEHHUSD HACTOSIIEE YIOCTOBEPEHUE BbIIAHO:

1. HaumeHnoBaHue neprkaTens perncTpallioOHHOTO yI0CTOBEPEHUS

2. Crpana aeprkatelis pericTpalOHHOTO YAOCTOBEPEHUS

B TOM, YTO JIEKAPCTBEHHOE CPEACTBO 3aPETUCTPUPOBAHO U PAZPELIEHO K
IPUMEHEHUIO B METUIIMHCKON MpaKkTUKe Ha Tepputopuu Pecniybnuku Kazaxcran

Nudopmarus o 3aperucTpupoOBaHHOM JIEKAPCTBEHHOM CPEJICTBE

3. ToproBoe HarMeHOBaHNUE JIEKAPCTBEHHOTO CPEACTBA
4. Jl71st oTedecTBEHHBIX IPOM3BOAUTENEH TOPrOBOE HAMMEHOBAHHE IS IKCTIOPTa
5. MesxayHapoHOe HENaTeHTOBaHHOE HAaMMEHOBaHUE (TP HATTMYHH)
6. JlekapctBennas hopma
7. Jlo3upoBka
8. ®dacoBka
9. Kon anatomo—TepaneBTHYeCKO-XMMUYECKOH KiacCU(pUKAIIN
10. CocTaB aKTHBHBIX BEILECTB
11. Cpok XpaHeHHs
12. Tlopsimok otmycka (1o perenTty, 6e3 perenra)
I/IH(bOpMaHI/ISI O IMPOU3BOAUTEIIC JICKAPCTBECHHOI'O CpeI[CTBa*
Ne Tun opraHu3aLuu UK y4acTOK IIPOU3BOACTBA HanmeHnoBaHue opraHu3aniu Crpana
1. IIpousBoauTens
1.1 IpeanpusaTrHe-ynaKoBIIUK
1.1.1 TepBUYHAs
1.1.2 BTOpUYHAsI
1.2 [IponsBoauTENh, OCYIIECTBISIONINN KOHTPOJIb Ka4eCTBa
1.3 IIponsBoanTEsh, OTBETCTBEHHBIH 32 BBITYCK CEpUil

[Ipumeyanue:
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AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 30.04.2025

e‘\ . - | i DTaNOHHbIH KOHTPOJIBHBIHA GAHK HOPMATHBHBIX PABOBBIX AKTOB Jlata penakimn 22.04.2025
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE o
JlaTta ckaunBaHMs 30.04.2025

* NUudopmanust o mpou3BOUTENE JIEKAPCTBEHHOTO CPEICTBA 3AIMOJIHIETCS Ha KaXIYIO
IPOU3BOJICTBEHHYIO IUIOMIAJIKY.

JlaTa rocy1apCTBEHHOI perucTpanuy (epeperucTpanumn) « 2 20 roma
Ne peLICHHUS.

JIeCTBUTEBHO JI0 « » 20 rojaa win «beccpouHoy» (HyKHOE yKa3aTh).
JlaTta BHECEHHUSI U3MEHEHUH « » 20 roga Ne pelIcHus.

@®.1.0 (mpu ero HaMMYUK) PYKOBOJIUTEINS TOCYIAPCTBEHHOTO opraHa (Uiu
YIOJHOMOYEHHOE JIUIIO)

®opwma 2

I'ep0 Pecnyosauku Kazaxcran
MunuctepcTBo 31paBooxpanenusi Pecnyoimnku Kazaxcran

Peructpanronnoe yioctopepenue (BbIOpaTh Hy>KHOE U OTMETHTh OJIUH U3 HUX):

PK MU (MMH) —
[]

PK MU (MT) —
[]

PK MU (in vitro) —

[]

B cootBercTBuu ¢ Konekcom Pecniyonuku Kazaxcran «O 310poBbe Hapoia u
CUCTEME 3/IPaBOOXPAHEHUS HACTOSIIEE PETUCTPALIMOHHOE YIOCTOBEPEHHUE BBIJIAHO:

Wudopmanus HaumeHnoBanue

[IpousBoautens, cTpaHa -

ITpon3BOACTBEHHAS IUIOLIAKA, CTPAHA -

Y1o1HOMOUYEHHBIH NpeICTaBUTENb IPOU3BOAUTEIIS -

B TOM, 4TO

(HaMMEHOBAaHUE MEIUITUHCKOTO M3/ICIIHS)




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 30.04.2025

e‘ ‘ a ,' , DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata peaKkmum 22.04.2025
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE o
JlaTta ckaunBaHMs 30.04.2025

(knacc 0€30MacHOCTH B 3aBUCUMOCTH OT MOTEHLIUAIBHOTO PUCKA TPUMEHEHUS)
3aperucTpUpoBaHa (3aperuCTPUPOBAHO) U pa3pelieHa (pa3pemnieHo) K IPUMEHESHHUIO
B MEUIIMHCKOM MpaKkTuKe Ha Tepputopuu Pecnyonuku Kazaxcran.

[lepeueHs pacXoHBIX MAaTEPHAIOB M KOMILIEKTYIOIINX K MEAUIIMHCKOMY H3/IETTUIO
B IIPUJIO’KEHUH K TAaHHOMY PETUCTPALIMOHHOMY YAOCTOBEPEHHUIO COriacHo dopme 3
(YyKa3aTh KOJMYECTBO JIUCTOB).

JlaTa rocy1apCTBEHHOM perucrpaiuu (repeperucTpaun).

« » 20 roaa Ne pelIeHHUS.
JleNCTBUTENBHO JI0 « » 20 rojaa wiu «beccpouno» (Hy»KHOE yKas3aTh).
JlaTa BHECEeHUsI U3MEHEHUM « » 20 rozaa Ne pelIeHus

@®.1.0 (ipu ero HaJIMYMK) PYKOBOIUTENS TOCYJAPCTBEHHOTO OpraHa

(WM YTIOJTHOMOYEHHOE JIUIIO0

®dopwma 3

MunucTepcTBO 31paBooxpaneHusi Pecnyosmku Kaszaxcran
IIpujioxkeHue K perucTpaluOHHOMY YA0CTOBEPEHUIO
(BbIOpPATH HY:KHOE M OTMETHTDH OJAMH U3 HUX):

PK MU (MMH) —
PK MU (MT) —
PK MU (in vitro) —

[ ]

Hepequb COCTaBHBIX YacTeH MCOUITMHCKOI'O U3CIUA

HanmenoBanus monenu (Moaudukanun) MU
I | I I




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025

e ; ' ' aKTIEpIiH STaTOH B! GaKbUIay GaHKi Caxray KyHi 30.04.2025

™ ‘ d gTanogm,m I;?HTPOHLHHH 0aHK HOPMATHBHBIX [TPABOBBIX AKTOB JlaTa pesaKiyu 22.04.2025
ecryOinky KazaxcraH B 3JIGKTPOHHOM BHUJIE

y p 2 JlaTta ckaunBaHMs 30.04.2025

Ne | Buj cocTaBHBIX YacTel HaumeHoBaHuE COCTaBHBIX YacTei Moienb COCTaBHBIX YacTel IIpousBoaurens Crpana

®.1.0 (mmpu ero HaNM4MK) PyKOBOJUTEINS TOCYJAPCTBEHHOTO OpraHa (Uiu
YIOJTHOMOYEHHOE JIUIIO)
« »

20 rouaa




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxnusinay kyHi
e | aKTiepIiH STANOHIBl GaKbliay GaHKi Cakray KyHi
™ ‘ a '} DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB Jlata peaKuun

PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC

I[aTa CKaYnuBaHUA

22.04.2025
30.04.2025
22.04.2025
30.04.2025

[Ipunoxenue 5 k IIpaBuiam

perucrpanuu JCKapCTBCHHLIX CPCACTB U

MCOAUIMHCKUX H3I[€J'IPII>1 110 ITPUHOUITY

«COAUHOI'O OKHa»

3aKIOUYEeHHE O 3aPETUCTPUPOBAHHON LIEHE WM EPEPETUCTPUPOBAHHON LIEHE B pAMKAX

I'OBMIT u (unn) B cucreme OCMC
1. 3asBuTEND:

1.1. IIpousBoaurens

HaunmeHnoBaHue IOpUANYICECKOTO JIna

Crpana

IOpunuueckuii anpec

daxTHUecKuit agpec

Tenedon

dakc

e-mail

KonTtakTHOE U110 IIpu Hammunm
JlomxkHOCTH
Tenedon
dakc
e-mail

Hannuune B Pecniy6nuke Kazaxcran cTpyKTypHOro HoapasziesieHus (FOpuaAnuecKoe U0, GHIHA U IIPOYHe)

1.2. Bnagenen u (Wn) AepaTeib pErUCTPALIMOHHOTO YIOCTOBEPEHHUS

HazBanue OpUANYECKOro Jia

Crpana

IOpunuyeckuii anpec

daxTHueckuil agpec

Tenedon

daxc

e-mail

PykoBonurens (mpu HATMYKH)

KonTakTHOE JIUIIO [Ipu Hanuauu

JloKHOCTh

Tenedon

daxc

e-mail

Hanuune B Pecniy6nrke KazaxcraH CTpyKTypHOTO moJpa3aeneHus (FOpUIMIECcKOe U0, GHInal i Ipodne)

1.3. loBepeHHOE TULIO0
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P K
ecryOinky KazaxcraH B 3JIGKTPOHHOM BHUJIE TlaTa cxaunBarms 30.04.2025

Haspanue (npu Hanuuun)

Crpana

IOpunuyeckuii anpec

dakTHueckuil agpec

Tenedon

daxc

e-mail

PykoBojurens (pu HaITMIKMK)

IIaHHI:Ie O JOBEPCHHOCTU No JAOBEPEHHOCTH

Jlara BbI1aun

Cpok neiicTBus

2. Uadopmanus o JIC:

1. HaumeunoBanue JIC

2. HoMep perucTpaimoHHOro y10CTOBEPEHHUS, AaTa
BBIJIA4H

3. JlexapcTBeHHas popma

4. KonmnyecTBO B MOTPEOUTENBCKON YITAKOBKE

5. O0bem

6. Konuenrpanus

7. J1o3upoBKka

* [Ipu KOHBEpTAIIMK HHOCTPAHHOU BAJIIOTHI IIEH B 3asBJICHUH, a TAK)XKE B
JTOKYMEHTAaX, MOATBEPKAAIOINX (DAKTUUECKYIO IIEeHY TTOCTaBOK, KOMUSAX MHBOMCA
(HaKTaTHOM) WK CYET-(PaKTyphl, a TAKKE B KOHTPAKTE WX JOTOBOPE O MPUOOPETEHUN
JIC B HamoHanbHy10 BantoTy PecnyOnuku Kazaxcran ucnonbs3ytorcs oduiranabHbie
KYpPChl THOCTPAHHBIX BAIIOT B CPEIHEM 3a MECSII, MPEAIECTBYIOMINI TOJa4Ye
3asBieHus (cpeaHuit oOMeHHbii Kypc) HanmonansHoro banka Pecy6nuku Kazaxcras.

B cnydae oTcyTcTBHSs 0DUIIMATBEHOTO Kypca BATIOT B IEPEUHE WHOCTPAHHBIX
BAJIIOT, YTBEPKAECHHOM TtocTaHoByieHneM [IpaBnenns HannonansHoro banka

Pecny6mmuku Kazaxcran ot 24 aBrycra 2012 roma Ne 242 «O6 ytBepxkaenuu [Ipasun
yCTaHOBJIEHUS O0(UIIMATIEHOTO Kypca HallMOHaIbHOM BamoThl PecyOnuku Kazaxcran k
WHOCTPaHHBIM BallI0TaM» (3aperucTpupoBaH B PeecTpe rocy1apcTBeHHOM perucTpaiuu
HOPMAaTHUBHBIX MPABOBBIX akTOB 1o Ne 7977), uadopmaius o 1ieHe B peepeHTHBIX
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Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE o
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cTpaHax nojaercs B pojuapax Coenunennsix [ITatoB AMeprkn COrjiacHO paCueTHOMY
KypCy OIlepanui 3a NpeAECTBYOIINUN MECAL], TPEAOCTABICHHbBIX Ka3HA4YE€CTBOM
Opranuzanuu O0wseauHeHHbIx Hanuid, Ha caiite https://treasury.un.org.

3apeructpupoBanHas 160 nepepeructpuponannas nena Ha TH JIC B pamkax
I'OBMII u (um) B cucteMe OCMC cocTaBiisieT TEHTE 3a OJHY CIUHUILY
U3MEpEHUS

CIICTUAJIUCT CTPYKTYPHOI'O IIOAPA3ACIICHUS

nogmucs G.M.O. (mpu Hanu4mm)

PYKOBOIMTENH CTPYKTYpPHOTO MOpa3AeieHHs

nognuck G.M.0. (pu Hanu4um)
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[Ipunoxenue 6 k IIpaBuiiam
perucTpanuu J€KapCTBEHHBIX CPEICTB U
MEIULIUHCKUAX WU3EJIAN 110 MPUHLINITY
«EIMHOTO OKHa»

dopma

3akJIl04eHne 0 perucTPpanum, BHeCEHUsI M3MEHEHHS B IIEHY NPOU3BOAMTEIS HA
TOProBoe HAUMEHOBAHHME U TEXHUYECKYI0 XaPAKTePUCTUKY BBO3UMBIX
/MpOU3BOAUMBIX H31EJIMH MeIMIMNHCKOT0 HA3HAYEHHS, IOJAHHBIX B PAMKAX
rapaHTUPOBAHHOI0 00beMa 0eCIIATHOM MeIMIIUHCKOM NMOMOIIU 1 (UJIN) B
cUCTeMe 00513aTeJILHOT0 COIHAILHOI0 MeIMIIUHCKOT0 CTPAXOBAHUSA

1. 3agBUTEIND:

1.1. IIpousBoaurens

HaumeHnoBanue IOpUANYICCKOTO JIna

Crpana

IOpunuaeckuii anpec

DaxTHUeCcKui agpec

Tenedon

dakc

e-mail

KoHTakTHOE THII0 [pn HammaMn
JloIKHOCTE
Tenepon
®dakc
e-mail

Hannuune B Pecniybnuke Kazaxcran cTpyKTYpHOTo HopaszieneHus (FOpuaAnuecKoe U0, GHIHA U IPOYHe)

1.2. Bnagenen u (Win) AepxaTesb pErUCTPALIMOHHOTO YIOCTOBEPEHUS

HazBanue OpUANYECKOro Jinia

Crpana

IOpunuyeckuii anpec

dakTHueckuil agpec

Tenedon

daxc

e-mail

PykoBonurens (mpu HaTUYKH)

KonTakTHOE JTUIIO [Ipu Hanuuuu

JoikHoCTh
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Tenepon
Ddakc
e-mail
Hanuuue B Pecniybnuke Kazaxcran cTpyKTypHOTo HoapasziesieHus (FOpuaAnuecKoe U0, GHIHA U IIPOYHe)

1.3. loBepeHHOE U110

Hazpanue (ipu HatMumm)

Crpana

IOpunuyeckuii anpec

dakTHueckuil agpec

Tenedon

daxc

e-mail

PykoBonurens (pu HAITMYKH)

)Iam—me O JOBEPCHHOCTHU No JAOBEPEHHOCTHU

[arta BpIaun

Cpok neiicTBus

2. Undopmanus 00 uzaennu MeIUIIMHCKOTo Ha3HaueHus (nanee - UMH):

1. ToproBoe HaumenoBanne UMH

2. Homep peructpaiiioHHOTO y10CTOBEPEHHUS, 1aTa BbiAauu (IIPU HAJTUYUH)

3. BapuaHT ucnosiHeHUA

4. CocTaBisronIMe OHOW €IMHUIIBI U3MEPEHUS

5. Kimacc 6e3omacHoct

3aperucTpupoOBaHHAs WM U3MEHEHHAs [IEHA HA TOPrOBOE HAUMEHOBAHUE U
TEXHUYECKYI0 XapaKTEPUCTUKY U3IEIUA MEIULIMHCKOIO HA3HAYEHHUs B pa3Mepe
TEHIe 34 OJJHY €AUHULY U3MEPEHUS

CHELMAIUCT CTPYKTYPHOTO NOAPa3JeIeHUs

noamnucs GO (pu ero HaTMYHK)
PYKOBOJHTENb CTPYKTYPHOT'O MO/Ipa3IeICHHUS

noamucs PO (TIpH €ero HaJTMYNH)



e.zan

Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIep/IiH TANOHIbI OaKplIay OaHKI

DTaJIOHHBIN KOHTPOJIbHBIH OAaHK HOPMATUBHBIX [IPABOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penakuusiinay KyHi
Cakray KyHi

Jata penaxkunn
JlaTa cCKaunBaHHS

22.04.2025
30.04.2025
22.04.2025
30.04.2025

>kCBC,Z[eHI/ISI O PEruCTpanOHHOM YIOCTOBCPCHHNH, 3AIIOJIHAIOTCA 3adBUTCIICM IIPH

€Iro HaJIn4nn
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[Ipunoxenue 7 x IIpaBuiiam
perucTpanuu J€KapCTBEHHBIX CPEICTB U
MEIULIUHCKUAX WU3EJIAN 110 MPUHLINITY
«EIMHOTO OKHa»

dopma

YTBepxkaaro

(TOKHOCTB)

®UO (mpu ero HaIU4UN)

(moamuchk)

(mata)

3akiIl04eHne 0 perucTpanu, BHECEHUs U3MEHEHHs B LIEHY NMPON3BOANTEJIsI
MEIUIMHCKOT0 M3/1eJIMsl JIsl JUATHOCTUKYU BHE )KUBOT0 opranusma (in vitro),
npou3BoanMbie Ha TeppuTopun Pecnyosmkn Kazaxcran B paMkax 10J1rocpo4YHbIX
AOTrOBOPOB NMOCTABKH, 3aKJII0YEeHHBIX ¢ ENMHBIM 1uCTPUOBIOTOPOM

OcHoBaHue JUI perucTpalnuu, BHECEHUS U3MCHCHHA B LICHY IMMPOU3BOAUTEIIA MEAULTMHCKOTO U3ACIIUS

Jlata peructpaiyu 3asBKI

Ceenenust o 3asiButene (HanmeHoBanue, opranuzaionHo-npasoBas popma 3assurens, BUH, ®UO. (npu ero Hanmuuum) pyKoBOAUTEIS
(M1 UL, UCTIOJIHSAIOIIEE €ro 00s3aHHOCTH)

[Ipeamer aHanu3a 1eH (HAaMMEHOBAaHUE, MOJIEIb, TPOM3BOANUTEII)

PeructparrionHoe yjaocroBepenue (HoMep, CpOKU JeHCTBHA) (IIPU HATMYMN)

CpoK JIeHCTBUS 3aKIIFOUCHHUS

3aKI0YEHUE O PErUCTPALliU, BHECEHUS N3MEHEHUS B LIEHY MPOU3BOIUTENS
MEAMLUHCKOTO U3JEIHS METUIIMHCKOTO U3/I€THS 111 AUarHOCTUKU BHE )KMBOTO
opranusma (in vitro), mpou3BogUMbIe Ha Tepputopun PecnyOnuku Kazaxcran B pamkax
JOJTOCPOYHBIX JOTOBOPOB IOCTaBKH, 3aKIIOYEHHBIX ¢ EAMHBIM nucTpuOBIOTOPOM
COCTOMUT U3 BBOJHOM, UCCIIEIOBATEIBLCKON YaCTH U 3aKIIOUYCHUS.
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B HCCHGILOB&TGHBCKOﬁ YaCTH 3aKIIIOUCHUA SKCIICPTA U3J1aracTCAa BECh IIPOLICCC
HCCIICA0OBAHMA U €TI0 PE3YIILTATEI, ACTCA 000CHOBaHHE YCTaHOBJICHHBIM (I)aKTI/IIIeCKI/IM
JaHHBIM U 00CTOSTEILCTBAM.

3aKJIroueHue COJACPIKUT NMPUITIOKCHUC B BUJIC Ta6J'II/II_[I)I C YKa3aHHUCM
pCKOMCHHyeMOﬁ CTOUMOCTH IMPCAMETA SKCIICPTHU3LI B Pa3pC3€ KOMINICKTYIOIUX.

3aKJIIOYEHIE:

Ilena 1aHHOW KOMIUIEKTALIMU MEIULIUHCKOTO U3AENUS AJIsl TMATHOCTUKU BHE
’KUBOT0 opranusma (in vitro), mpousBoguMbIe Ha Tepputopuu Pecnybnuku Kazaxcran B
paMKax J0JATOCPOYHBIX JOTOBOPOB MOCTABKH, 3aKIIOYEHHBIX C ENMHBIM
JTUCTPUOBIOTOPOM COCTABIISIET TEHTE 32 OJIHY €AMHUILY U3MEPEHHUS.

OkcnepT

(noamuce) ®UO (pu ero HamTH4IHK)

PYKOBOAUTEIH
CTPYKTYPHOTO TIOApa3IelICHUs

(noamnuce) OUO (1pu ero HaNUUUN)

*CBEJIEHUS O PETUCTPAIIMOHHOM yJIOCTOBEPEHHH, JJaTa PETUCTPALIMH U JIaTe
VCTEUCHUS 3AMOJHAIOTCS 3asBUTEJIEM MPU €T0 HATUYNHU
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[Ipunoxenue 8 k IIpaBuiiam
perucTpanuu J€KapCTBEHHBIX CPEICTB U
MEIULIUHCKUAX WU3EJIAN 110 MPUHLINITY
«EIMHOTO OKHa»

3akiroueHne npoBepku 0popMIICHUS 3asiBJICHHUS U 10Che J1JIA BKJIIOYEHUS
JIEKAPCTBEHHOI0 cpeacTBa B KazaxcTaHCKMHA HALIMOHAJIbHBIN JIEKAPCTBEHHBIN

¢dopmynsip

1. Uudopmarus o 3asBuTENE:
1) HauMeHOBaHNE OpPraHU3ALNY;
2) ®.1.0. (npu HaNTMYUK) OTBETCTBEHHOTO JIUIA, JOJIKHOCTB;

MECTO HaXO0KJICHHS OpraHu3aIliH-3asSBUTEIIS (FOPUINICCKUN aJipec,
dbakTudyeckuii aapec);

3) B1H, 6ankoBCKHE pEKBU3UTHI;

4) Homep Tenedona u (unun) daxca;

5) e-mail.

2. lanHbie 10 3agBJICHHOMY JiekapcTBeHHOMY cpenctBy (JIC):
1) ToproBoe HaumeHoBanue JIC;

2) MeXIyHapOJAHOE HEMATEeHTOBAHHOE HAMMEHOBAHMUE;

3) coctas JIC (nmeiicTByrolIME U BCIIOMOTaTEIbHbIE BEIIECTBA),
peagaraeMoro Jijisi BKIFOUEHHUS;

4) nexapcTBeHHas ¢hopma U JO3UPOBKA, KOHIIEHTpAIIUS;

5) cBeieHUs O TOCYAapCTBEHHOM peructpaluu 3assieHnoro JIC B
Pecnybnuke Kazaxcramn;

6) dapmakonoruueckoe neictaue JIC;
7) dbapmakonorudeckas rpymnmna JIC u ATX kox;

8) IMOKa3aHus K IPUMCHCHHIO COIIACHO MHCTPYKIUHU 11O ITPUMCHCHUTO
JICKAPpCTBCHHOT'O CPCACTBA,

9) crioco6 mpuMeHEeHHs.
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3. 3akJIroueHuE 10 pe3ysIbTaTaM IIPOBEPKH HA MOJHOTY U MPABUIBHOCTH

o opMIICHUS TIPEICTABICHHBIX TOKYMEHTOB:
1) o1ieHKa MOJIHOTHI MPEACTABICHHBIX TJOKYMEHTOB U MaTEPHAJIOB;
2) onieHka oopMIICHHUS 3asBJICHUS U TPEJICTABIIEHHBIX MaTEPUAJIOB;

3) olleHKa peACTaBIEHUS CBEACHUM COTJIACHO MYyHKTY 4 HacTosmux [TpaBui;

4) COOTBETCTBME MEXIY 3asiBJICHHUEM M MaTeprajaMu Ha OyMaKHOM

HOCHUTCIJIC U B DJICKTPOHHOM BHJC.

4. 3ameuanus
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[Ipunoxenue 9 k IIpaBuiam
perucTpanuu J€KapCTBEHHBIX CPEICTB U
MEIULIUHCKUAX WU3EJIAN 110 MPUHLINITY
«EIMHOTO OKHa»

Pemenue 00 oTkasze B rocy1apCTBEHHOMN perucTpalyu, nepeperucTpanuu
JIEKAPCTBEHHOTO CPEACTBA WIIM MEIUIIMHCKOIO U3/1EIMs1, BHECCHUE U3MEHEHNH B
PErUCTPaLMOHHOE J0ChE JIEKAPCTBEHHOI'O CPEACTBA WIM MEAULIMHCKOTO U3IEIIHS

Howmep 3asBnenus

Jlarta 3asBiieHUs

VYenyrononydarenb

Howmep perienus 06 otkase

Jlara pemenus 00 oTkaze

HAaMMCHOBAHHE OCYAAPCTBEHHOTO OpraHa yBeaoMisieT Bac 06 0Tka3e B perucTpanuuy,

HepeperucTpaluy Wiv BHECEHUU N3MEHEHHH B PETUCTPALIHOHHOE JIOChE U MEJIMIIMHCKOM IPMMEHEHUH JIEKAPCTBEHHOTO CPEICTBA (MEAULINH-
CKOro u3zienus) (HyHOe NoJYepKHYTh) Ha Teppuropun Pecrybnuku Kasaxcran.

IIpnunna otkasa:

@®.1.0 (1pu ero HaIM4YMK) PYKOBOAUTENS TOCYIapCTBEHHOTO OpraHa (Wi yIIOJHOMOYEHHOTO JINIA)

Ckavathb
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[Ipunoxenue 10 k IIpaBumam
10 PETUCTPALIMU JIEKAPCTBEHHBIX CPEICTB
Y MEIMLIUHCKUAX W3JEJIAN 110 MPUHLINITY
«EIMHOTO OKHa»

dopma

HanmeHoBaHMe TOBEpPEHHOTO JIMIA WIM KOMITAHUH, TIPEICTABUTENBCTBA OT
3asBUTENISA, YIIOJHOMOYEHHOTO MMPOBOJIUTH ACHUCTBUSA BO BPEMS TPOLEYPhI
peructpanuu 1iensl B Pecniyonuke Kazaxcran

MOTUBUPOBAHHBIN OTKA3 B PETUCTPALIMM LIEHBI WJIN
[TEPEPETMICTPALIMN 3APETMCTPUPOBAHHOM LIEHBI B PAMKAX T'OEMIT U
(UJIN) B CUCTEME OCMC

Hacrosmum Pecniybnukanckoe rocy1apcTBEHHOE MPEANPHUITHE HA PABE
X034MCTBEHHOT0 BeAeHUsI « HallMOHAbHBINA LIEHTP SKCIEPTU3HI JIEKAPCTBEHHBIX
CPEACTB U MEIMIIMHCKUX M3aenui» Komurera MeTUIIMHCKOTO U (papMalleBTUHYECKOTO
KOHTpOJst MunucrtepcTBa 3apaBooxpanenus Pecniyonuku Kazaxcran (nanee —
DKcnepTHasi opranusanus) coodaer cieayrouee. [Ipu paccMoTpeHun 3asBaeHUN O
pErucTpanuy UEeHbl WU NEPEPETUCTPALIMHN 3aPETUCTPUPOBAHHOM 1IEHBI HA
nekapcTBeHHOE cpeacTBO B pamkax ['OBMII u (wnm) B cucteme OCMC, a ”MEHHO:

Nen/m | YHuKaIbHBIN KO/ HA IOPTAJE LIECHOOOPA30BaAHHS ToproBoe HaMMEHOBaHHE JEKAPCTBEHHOIO CPEACTBA
1
2

COTPYTHUKAMU DKCIIEPTHON OpTaHU3AIMH ObUIO BBISBICHO CIEAYIOIICE:

(OTMETUTH HY>KHOE)

IIpenocraBnenne JOKyMEHTOB B HEMIOJIHOM 00beMe U (MJIM) HETIOJHOTA COJEPIKAIIMXCS B HUX CBEJICHUH B COOTBETCTBHHU C TPEOOBaHMS-
Mu Hactosux [IpaBun

[IpenocraBienne HEJOCTOBEPHBIX CBEACHUI

Hena npoussoaurens B pamkax 'OBMIT u (uin) B cucreme OCMC BBo3umbix JIC st Pecriy6nuku KazaxcTan npeBblliaeT MakKCHMAaIb-
HOE 3HaYeHHE TPEeX MUHUMANIbHBIX LIEH U3 YHCiIa IOJAHHBIX B 3asBJICHUH PePEPEHTHBIX CTPaH

Hena npoussoaureins B pamkax ['OBMIT u (un) B cucreme OCMC BBo3umbix JIC s Pecriy6nuku KazaxcraH npeBbllaeT MakCHMalb-
HOE 3HAYEHHE [ICH M3 YMCIIa TI0JaHHbIX B 3asBJICHUH pedepeHTHBIX cTpaH (B ciyyae eciii Koian4ecTBO pe)epeHTHBIX CTpaH MEHee TpeX)

Lena npousBogurens B pamkax ['OBMII u (nin) B cucreme OCMC BBo3umbix JIC uis Pecriyonmiku KazaxcTaH npeBblniaeT 3HaYE€HHE 11e-
HbI 11 cTpaHbl-tipousBoaurels. ([Ipu orcyrcTBUM TocyaapcTBenHoi peructpaunu JIC B pedepeHTHBIX CTpaHax)

[IpenocraBnennas nena nponssourens B paMkax 'OBMII u (umm) B cucreme OCMC i BBo3uMsbIx JIC BhIlIe 3HaYCHUS LICH, YKa3aH-
HBIX B IPEJOCTaBICHHBIX JOKYMEHTax, HoaTBepxaatomux 1neny JIC (konus nHBoiica (HakIaJHOW) WK cyeT-()aKTypbl) TOCIETHEro BBO-
3a 3a BEIYETOM CKUAKH
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[Ipenocrasnennas nena npoussoaurens B paMmkax 'OBMII u (uim) B cucreme OCMC it BBo3uMbIX JIC BbIllle 3HaYCHUS LICH, YKa3aH-
HBIX B TIPEJIOCTABICHHBIX JTOKYMEHTax, noATBepxaaronux neHy JIC B koHTpakTe mim rorosope o npuodperernu JIC nefcTByromero Ha
MOMEHT I10/1a4X 3asBJICHUS Ha PETHCTPALHIO JIN0O0 MepeperucTpaIiio 3aperucTpupoBaHHoi 1ieHs! JIC

IpenocraBnennas npezaenbHas reHa JIC oreuectBeHHoro npounspoautens B pamkax 'OBMII u (unn) B cucteme OCMC He npeBblIIaeT

el JIC, peannzyembIX B APYTHX CTPaHAX

HacTtosiium, B COOTBETCTBUM C TyHKTOM 49, myHKTOM 51, a Takxke MyHKTOM 53
«ITpaBun perynupoBanus, GopMUPOBAHUS TIPEACIbHBIX LIEH U HAIICHKHU Ha
JIEKAPCTBEHHBIE CPEICTBAY» IKCIIEPTHASI OpraHU3allisl HalpaBIIsieT MOTUBUPOBAHHbBIN
OTKa3 B PETUCTPALIMU IIEHBI WK MEPEPETUCTPallUU 3aPETUCTPUPOBAHHOM 1ICHBI B
pamkax ['OBMII u (unu) B cucteme OCMC Ha nepednciieHHbIE BbIIIE JIEKAPCTBEHHBIE
CpencTBa.

noJxHOCTh noanuck @UO (pu HamTu4um)
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[Ipunoxenue 11 k IIpaBumam
pEerucTpanuu J€KapCTBEHHBIX CPEICTB
Y MEIMLIUHCKUAX W3JEJIAN 110 MPUHLINITY

«EIMHOTO OKHa»

dopma

HauMeHnoBaHue n1OBEpEHHOIO UL WX KOMIIAHUH, IIPEICTABUTENBCTBA OT
3asIBUTEIIS, YIIOJTHOMOYEHHOTO IIPOBOJIUTH IEUCTBUS BO BPEMS ITPOLIEAYPBI
perucTpanuy, BHECEHUs] U3MEHEHUsI B LIeHy npousBoautens B Pecybnuke Kasaxcran

MoOTHBUPOBAHHBIN 0TKA3 B PErUCTPALM, BHECCHUU U3MEHEHMS B LIEHY U31eJTuil
MEIUIMHCKOI0 HA3HAYEHUS MPOU3BOAUTENSI B PAMKAX TrAPAHTHUPOBAHHOI0 00beMa
OecrIaTHOM MeIUIMHCKOI MOMOIIM U (MJIN) B cHcTeMe 00513aTeJIbHOTO
COLMAJIBHOI0 MEAUIUHCKOT0 CTPAXOBAHUS

Hacrosamum Pecny6nrkanckoe rocy1apcTBEHHOE PENpUATHE Ha TpaBe
X03sIICTBEHHOTO BefieHns « HarmoHanpHbBIN IIEHTP SKCIEPTU3HI JIEKAPCTBEHHBIX
CPEICTB U METUIMHCKUX n3eaunin»y Komurtera MeauIMHCKOro U (hapMaleBTUYECKOTo
KOHTpOJIs1 MuHHMCcTEepCTBa 3paBooxpanenus Pecryonuku Kazaxcran (nanee -
DKcnepTHasi OpraHu3anus) Coo0IIaeT CAeayOIIEe.

[Ipu paccMOTpeHuUH 3asiBICHUI O pErUCcCTpallii, BHECEHUU U3MEHEHUS B IIEHY Ha
u3jenue Meauiuackoro HazHadeHus B pamkax ['OBMII u (unm) B cucteme OCMC, a
MUMEHHO:

Ne m/nm YHMKanbHBIN KOJ Ha OpTae Toprosoe Ha-
LIeH000pa30BaHU HUMEHOBaHHE
MEIULUHCKO-
ro U3enus

COTpYIHHKAMHU DKCIEPTHOI OpraHM3alii OBUIO BBISBICHO CICAYOIICe:
(OTMETHTB HYKHOE)

IIpenocraBnenye 1OKyMEHTOB B HEIIOJITHOM 00beMe U (MJIM) HEMOJIHOTA COAEPIKAIIMXCS B HUX CBEACHHUIH B COOTBETCTBUH C
TpeOoBaHMAMH HacTosmux [IpaBun

[IpenocraBiieHHEe HEOCTOBEPHBIX CBEICHUI

Ipenocrasnennas nexna npoussoautens B pamkax I'OBMII u (unn) B cucreme OCMC st BBo3umbix FIMH, Bblle 3Haue-
HUS LICH 32 €JMHUILY H3MEPEHHUS, YKa3aHHBIX B IIPEJOCTABICHHBIX TOKYMEHTAX, HOATBepxkaronux neHy MMH (xonus mH-
Bolica (HaKJIaaHOM) WM c4eT-(aKTypbl, TAMOXKEHHOMN NEKJIapalii) MOCIEIHEro BBO3a 3a BHIYETOM CKHIKH




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi
e | ' aKTiNep/IiH STaNoH bl 6aKbLIay GaHKi Cakray KyHi
» -‘ a DTaIOHHBII KOHTPOJIbHBINA OaHK HOPMATHBHBIX PABOBBIX AKTOB Jlata peaKuun

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
JlaTa cCKaunBaHHS

22.04.2025
30.04.2025
22.04.2025
30.04.2025

Ipenocrasnennas nexna npoussoautens B pamkax 'OBMII u (unn) B cucreme OCMC st BBo3umbix IMH Belie 3Haue-
HHS LIEeH 3 €AMHUILY U3MEPEHUs], YKa3aHHbIX B IIPEJOCTABICHHBIX JOKYMEHTAX, IOATBEPXKAAIONINX LIEHY B KOHTPAKTe HIN
JIoroBope oT 3aBoja npoussoaurens IMH

IIpenocrasnennas npenensHas nena MMH oreuecTBenHoro npoussoaurens B pamkax 'OBMII u (11m) B cucreme
OCMC npesbrmaet neH MMH, peanu3yeMbIx B IpyTHX cTpaHax

3apeructpupoBanHas 1eHa B pamkax 'OBMII u (nnn) B cucteme OCMC mpeBbIIIaeT [eHy MOCIeAHEro 3aKyna Ha BeO-
noptanie TOO «CK-®apmanusi» 3a 12 mMecsineB, MpeamecTBYONMX AaTe MoAa4YH 3asBieHus Ha 3asBisemoe IMH;

3apeructpupoBanHas 1ieHa B pamkax 'OBMII u (unn) B cucteme OCMC mpeBbIlIaeT 1eHy MOCIeAHEero 3aKyna Ha BeO-
TopTaJie roCyJapCTBEHHBIX 3aKYIOK 3a 12 Mecsiues, MpeAnIecTBYIOMINX AaTe oAa4H 3asBlIeHNs Ha 3asBisieMmoe IMH

IIpumeyanue:

Hacrosium, B coorBeTcTBHM ¢ IYHKTOM 12, 17, 20 »IIpaBui peryaupoBaHus,

(bOpMHpOBaHI/IH MNpCaACJIbHBIX IICH M1 HAIICHKW Ha MCANINHCKNUC U3 ACINA DKCIICPTHAA

OpraHu3anu:a HalpaBJIsICT MOTI/IBI/IpOBaHHBII‘/’I OTKa3 B pCrucTpaiu, BHCCCHUHU

u3MeHeHus B 1ieHy npousBoautess B pamkax ['OBMII u (mnm) B cucteme OCMC Ha

IMCPCUNCIICHHBIC U3CIINA MCIUITNHCKOT'O HA3HAYCHU .

TOJIKHOCTD MOAIHUCH ®.U. O. (mpu ero HAIUYUN)
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ecry6nmkn Ka3axcraH B 37IeKTPOHHOM BUJIE Tlata ckaumBanms 30.04.2025

[Ipunoxenue 12 k IIpaBuimam
pEerucTpanuu J€KapCTBEHHBIX CPEICTB
Y MEIMLIUHCKUAX W3JEJIAN 110 MPUHLINITY

«EIMHOTO OKHa»

dopma

HaunmeHoBaHue 3asaBUTENS

MoTuBMpOBaHHBINH 0TKA3 B perncTpalui, BHECEHUsI HK3MEHEHUs B LIEHY

MPoOU3BOAUTEIA MEAUIIMHCKOI0O U3AECJINA NJIA TUATHOCTUKHU BHE KUBOI'0

opranmu3ma (in vitro), npousBogumbie Ha Teppuropuu Pecnyoaukn Kazaxcran B

pPaMKax J0JroCpOYHbIX JOTOBOPOB MOCTABKH, 3aKJIIYEeHHBIX ¢ EqMHBIM

AUCTPUOBIOTOPOM B PAMKaX rapAHTUPOBAHHOI0 00beMa 0ecIIaTHOM

MeIUIUHCKON MOMOIIU U (MJIH) B cMCTeMe 00513aTeJIbHOI0 COUAIBHOTI O

MEAUIMHCKOIO CTPAaXOBaHUSA

Hacrosmum Pecriy6nrkanckoe rocyapcTBEHHOE MPEANPUSTHAE HA MPaBe

XO3SIMCTBEHHOTO BeJleHUsT « HarmoHanbHbIi HEHTP SKCIIEPTU3BI JIEKAPCTBEHHBIX

CPEICTB U MEIUIMHCKUX M3eauiny KomuTtera MeqUIMHCKOro U (papMalieBTHYECKOTO
KOHTpOJsi MunucrtepcTBa 3apaBooxpanenus Pecniyonuku Kazaxcran (nanee -

DKcnepTHasi OpraHu3als) CooOIaeT Caeayomiee.

IIpu paccMoTpeHNH 3asIBJICHUI O PETUCTPALUH, BHECEHUS N3MEHEHHUS B LICHY

IPOU3BOIUTENS HA MEAUITMHCKOE U3/IENHE IS JUArHOCTUKY BHE KUBOT'O OpraHu3Ma
(in vitro), mpousBoauMbie Ha TeppuTopun Pecryommku Kazaxcran B pamkax
JIOJITOCPOYHBIX IOTOBOPOB MOCTAaBKH, 3aKIIOUEHHBIX ¢ EAMHBIM TUCTpHOBIOTOPOM B
pamkax 'OBMII u (unm) B cucreme OCMC, a UMEHHO:

No
I
/i

VHUKAIBHBIA KOJ,
Ha MopTaje IeHO-
o0pazoBaHust

ToproBoe HaMMEHOBaHHUE MEUIIMHCKOTO M3/EINs [UISl IUArHOCTHKU BHE )KUBOT0 opraHu3Ma (in vitro), mpous-
BOJMMBIE Ha TeppuTopuu Pecriybnmkn KazaxcraH B paMKax J0JATOCPOYHBIX JOTOBOPOB MTOCTABKH, 3aKIIOYEH-
HBIX ¢ EAMHBIM THCTPHOBIOTOPOM

1

2

COTpYAHMKAMU DKCHEPTHON OpraHU3alMK ObUIO BBISBIEHO CIEAYIOIIEE:

(OTMETHUTH HY>KHOE)
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e‘ prd - | i DTaNOHHbIH KOHTPOJIBHBIHA GAHK HOPMATHBHBIX PABOBBIX AKTOB Jlata penakimn 22.04.2025
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE o
JlaTta ckaunBaHMs 30.04.2025

[IpenocraBnenne JOKYMEHTOB B HETIOJTHOM 00beMe U (MJIM) HETIOTHOTa
COJICPIKAIIIUXCS B HUX CBEJCHUN B COOTBETCTBUU C TpeOOBaHUAMH HacTosux [IpaBui.

IIpumeyanue:

Hacrosmum, B COOTBETCTBUM ¢ NYHKTOM 33 i 34 IIpaBun peryiuposanus,
dbopMupoBaHus NPEIETbHBIX [IEH U HAIIGHKU HA MEIUIIMHCKUE U3EIUsT DKCIIepTHAs
OpraHu3alys HapaBiIsieT MOTUBUPOBAHHBIN OTKAa3 B pETUCTPALINH, BHECEHUH
U3MEHEHUS B IIEeHY TTPOU3BOIUTENSI HA TOPrOBOE€ HAMMEHOBAHUE U TEXHUUECKYIO
XapaKTEPUCTUKY MEIUIIUHCKOTO U3CNUS JIJIsl JMATHOCTUKU BHE KMBOT'O Opranu3ma (in
vitro), mpousBoauMble Ha TeppuTopun PecryOonuku Kazaxcran B pamkax
JOJITOCPOYHBIX IOTOBOPOB MOCTABKH, 3aKJIIOUEHHBIX ¢ EMUHBIM TUCTpUOBIOTOPOM B
pamkax 'OBMII u (unun) B cucteme OCMC Ha nepeunciieHHOE BbIIIE MEIUIIMHCKOE

15631 ()14 (3

noJbKHOCTD noanuch GUO. (mpu ero HaTU4MK)
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?Tanogm,lﬁ I;?HTPOHBHHIZ 0aHK HOPMAaTUBHBIX IIPABOBEIX AKTOB Jlata pefaKuuu 22.04.2025
Ty OIIUKH XCTaH B 2JICKTPOHHOM BH,
cemyol a3axCTaH B SIICKTPOHHO e Jlata ckaunBaHHs 30.04.2025

[Ipunoxenue 13 k IIpaBuiam
perucTpanuu J€KapCTBEHHBIX CPEICTB U
MEIULIUHCKUAX WU3EJIAN 110 MPUHLINITY
«EIMHOTO OKHa»

HepequL AOKYMEHTOB, IPEI0OCTABJSACMBIX /IJIfl IKCIIEPTU3BI IIPOU3BOAUTEIAMU

Pecnyosmku Ka3zaxcran

Nenm | HammeHOBaHHME TOKYMEHTOB

/m

1 2

Yacte | Obmias nokymeHnranus*

IA1l. | Cepruduxar GMP (c yka3zanueM AaThl U pe3yIbTaTOB MOCIEAHEH HHCTIEKIIMHA HOTAPUAILHO 3aCBUICTEILCTBOBAHHBIC) P HATTMYHA

I Ecnu B mpon3BoACTBEHHOM IpOIIecCe YIacTBYET HECKOIBKO MPON3BoAnTeNel oKkyMeHThI MyHKTOB A2, A3, [A4 npenocTaBistoTCst

A2. Ha BCEX YYaCTHUKOB IIPOM3BO/ICTBA

I JIneH31oHHBIN TOrOBOP (COrJalleHue) Ha PaBo MPOM3BOACTBA (10 UCTEUEHHs CPOKa JICHCTBIS aTeHTa Ha OPUTMHAIBHBIN TIperna-

A3. par)

I OXpaHHBIH JOKYMEHT Ha U300pETeHHE W MOJIE3HYI0 MOJIeNIb OPUTHHAIBHOTO JISKAPCTBEHHOTO CPEJICTBA (NIPEAOCTABISAETCS MaTeH-

A4. TO00JIaJaTe]IeM OXPAaHHOTO JIOKYMEHTA B JIEKTPOHHOM (hopMare), OXpaHHbIH JOKYMEHT Ha TOBapHbIH 3HAK (B 2JIEKTPOHHOM (opMma-
TE)

I Jlexiapanusi OT MpOU3BOAMTENS (AEPHKATENS PETHCTPALMOHHOTO YAOCTOBEPEHHS ) IIMCHMO O HEHAPYIICHUH UCKITIOYUTENIbHbIX MPaB

AS. TPETbUMH JIMIAMH Ha U300peTeHNE UITH TOJIE3HYI0 MOJEb (IPEIOCTABISICTCS IPU SKCIIEPTH3E FEHEPHIECKOT0 JISKAPCTBEHHOTO Tpe-
napara)

I JIoKyMeHT, OATBEePIKAAIOLINIT KaueCTBO FOTOBOTO MPOIYKTa TPEX MPOMBILIIIEHHBIX cepuil (cepTudHKaT aHAIN3a, TPOTOKOJ aHAJIU-

Ab6. 3a), OJlHa CepUsi KOTOPOI'0 COBMAJACT C CepUei 00pasiia JISKapCTBEHHOI'O CPE/ICTBA, IIOAHHOTO HA PErHCTPALHIO

I JIOKyMEHT O pUOHOBOI1 0€30I1aCHOCTH Ha BEIIECTBA )KUBOTHOT'O POUCXOXKICHUS OT IIPOU3BOAUTEINS

A7.

I Jlexinapanus o TOM, YTO B IIPOEKTaX OOLIel XapaKTepUCTHKE JIEKapCTBEHHOTO Npernapara U HHCTPYKIMH M0 MEIULIUHCKOMY ITpUMe-

AS. HEHUIO JICKApCTBEHHOTO Cpe/ICTBa (JmcToK-BKiIaapim) (nanee — OXJIII u Muerpykuus JIC) Bocnpon3BeneHHOT0, THOPHIHOTO WIIN
O6uoananornyHoro (6HOMoJ00HOT0) JEKApCTBEHHOTO TpenapaTa OTCYyTCTBYIOT oTiinums oT aeiicTByromux OXJIIT u Uncrpykuus JIC
OPHUIHHAIBHOTO (peepEeHTHOr0) JeKapCTBEHHOT0 Npernapara, 3a HCKII0YeHHEeM OTAMYUi HHYOPMALUK O TPOU3BOJMTENE, CPOKE IOJI-
HOCTH, COCTaBE€ BCIIOMOTaTeJIbHBIX BEIIECTB HE3HAUMMBIC PA3INyusi B OMOJOCTYITHOCTH HIH (h)apMaKOKHHETHKE.

IA Pe3stome (10 5 cTpanuiy) 060CHOBaHUIT U (aKTOB, MOKA3BIBAIOIIKX, YTO JIEKAPCTBEHHBII MIPENapar sBISETCS BOCIIPOU3BEICHHBIM, TH-
OpHIHBIM I OMOAHAJIOTUYHBIM (OMOIOLO0OHBIM) JISKAPCTBEHHBIM IIPENApaTOM COOTBETCTBYIOIIETO OPUTHHAIBHOIO (0HOI0rnuecKo-
T'0) JIEKapCTBEHHOTO TIperapaTa.

I.B. IMpoext ob1eit xapakrepucTHky JekapcTBeHHOro cpescta (OXJIC) B aekTpoHHOM BUjie B popmate «doc (J0K)» Ha Ka3aXCKOM U

1. PYCCKOM sI3bIKax

L.B. IIpoexT UHCTPYKIUH O MEJUIIHCKOMY NPHMEHEHHUIO (JINCTOK-BKIIA/BIII) B 3JIEKTPOHHOM Bujie B popmate «doc (10K)» Ha Kazax-

2. CKOM H PYCCKOM SI3bIKaX

1.B. | TekcT MapKUpOBKH AJIsI IEPBHYHON M BTOPUIHOI YIAKOBOK, CTUKEPOB, STUKETOK Ha Ka3aXCKOM H PYCCKOM SI3BIKaX

3.

1.B. | LiBeTHbIe MaKeThI MOTPEOUTEIBCKHUX YIIAKOBOK, STUKETOK, CTHKEPOB B AJIEKTPOHHOM BHJIE B popMmare «jpeg (JUKUIIer)»

4.

1.B. | ToctpouHoe (pacmonokeHHOe MapajuiebHO Ha 0JJHOM JncTe) cpaBHeHue AerictByromux OXJIIT u Muctpykuus JIC opuruHanbHOTO

5. (pedepenTtHOro) NekapcTBeHHOro npenapara u npoekros OXJII n Muctpykius JIC Bocnpon3BeaeHHOT0, THOPUIHOTO WIIH OHoaHa-

JIOTUYHOI'O (6I/IOHOL[06HOFO) JICKapCTBEHHOI'O IIperapaTra € BbIICJICHUEM U 000CHOBaHUEM BCEX OTJIIMUNM.

BCHOMOCTL H3MEHCHUH C YKa3aHUuEM IIOCTPOYHO PACIIOJIOKEHHOI'O CPAaBHECHUSI BHOCUMBIX HU3MEHCHUH C yTBCp)K,HCHHOﬁ BCpCHCﬁ.
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OTaIOHHBIH KOHTPOIBHBIA 6aHK HOPMATHUBHBIX IPABOBBIX AKTOB Jlata pefaKuuu 22.04.2025

Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE TlaTa cxaunBarms 30.04.2025

1.B.

6.

I.C Macrep daiin cuctemsl hapMakoHaa30pa AepKATENs PETHCTPALMOHHOTO YAOCTOBEpEHHUs (IIPEACTABISACTCS B CiTydyae, Koraa Aepixka-
TeJb PErUCTPALIMOHHOTO yIOCTOBEPSHUSI BIIEPBBIC MOACT 3asBKY Ha PETHCTPALMIO JICKapCTBEHHOTO Mperapara) Wil KpaTkas Xapak-
TEPUCTHKA CHCTEMBI (papMaKoHa30pa AepKaTeis PerHCTPALMOHHOTO YA0CTOBEPEHH s (IIPH IIePeperucTpaliii) BKIIOYAIOIIas: HH-
(hopMaLHIo O TOM, YTO JIepKaTeslb PErUCTPALMOHHOTO yJOCTOBEPEHHUS HIMEET B CBOEM PACIIOPSHKEHUH YIIOJTHOMOYEHHOE JIMIIO 32 IJI0-
OabHBIN (apMaKOHAI30p; KOHTAKTHBIE JJAHHBIE YIIOMTHOMOYEHHOTO JIMIA 32 TII00aNBHBII (hapMaKoHa 30p; JeKIIapalunio, MO IUCaH-
HYIO JIEpXKaTelIeM PErHCTPallOHHOTO YI0OCTOBEPEHHS O TOM, YTO OH UMEET CUCTEMY (hapMaKOHaA30pa Ul BHIIOIHEHHUS 3a/1a9 U 0051-
3aHHOCTEH 110 MOCTPETHCTPALIMOHHOMY KOHTPOJIIO 0€30MaCHOCTH JIGKapCTBEHHBIX CPEJICTB; CCBHUIKY Ha MECTO (aapec), TAe XPaHUTCs
Mactep-¢aiin cucteMsl hapMakoHaa30pa.

I.C Tlepuoauyueckn 0OHOBISIEMBIH OTYET 1O 6€30MaCHOCTH (TIPY TIEPEPETHCTPALIHH )

1

I.C IInan ynpapieHus puckamu (JUisi OpUTHHAJIBHOTO JIEKApCTBEHHOTO TIpenapaTa, OM0JI0rHyecKoro, OM0aHaIOrHIHOr0, OMOTEXHOJIOTH-

2 4eCKOro, a TAKKe UMMYHOJIOT'HYECKOT0 JIEKapCTBEHHOT'O Ipernapara)

LD JIoKyMeHT, TOATBEePIKAAIOUIN, YTO AEpKATENb PETUCTPALOHHOTO YJOCTOBEPEHHUS HMEET YIIOJIHOMOYEHHOE (KOHTAKTHOE) JIMIO 32
(hapmakoHa30p Ha Tepputopun Pecyonnku Kasaxcran

Yacts 11 Xumuueckas, papmaneBTiHueckas 1 OMOJIOrHYecKasi JOKyMEHTaus ™

1I Conepxanue

IIA | Cocras

I KavecTBeHHBIH U KOJIMYECTBEHHBIH COCTAB JICKAPCTBEHHOT'O TpenapaTa (aKTHBHBIE, BCIIOMOTATEIbHBIC BEIIECTBA, COCTaB 000JI0YKA

Al TaOJIETKU MIIU KOPITyca KarCyIibl)

I JIOKyMeHT, ITOATBEP)K AN Ka4eCTBO YIAaKOBOYHOT'O M YKYHNOPOYHOTO MAaTEPHAIOB I'OTOBOTO IIPOAYKTA

A2

II dapmaneptiyeckas paspaborka (omucanne APC, BCIOMOTaTeNIbHBIX BELIECTB, pa3paboTka JIEKapCTBEHHOTO MperapaTa B CpaBHe-

A3 HUI ¢ OpUTHHHATBHBIM (peepeHTHBIM) IpenapaToM (B ciaydae, eciii TeHepHK), pa3paboTka MPOU3BOCTBEHHOTO MPOIecca, COBME-
CTHMOCTh KOMITOHEHTOB, H3JIUILIKH, CTAOMIBHOCTh, MUKPOOHOJIOTMYECKas YHCTOTA)

1IB CBezieHHsI O IPOU3BOJICTBE!

11 MIPOM3BO/ICTBEHHAs (hopMyia

B1

II OIMCaHUE TEXHOJOTUU IIPOU3BOJICTBA

B2

I KOHTPOJIb B NPOIIECCE PON3BOJICTBA (OIEPALIHOHHBIN KOHTPOJIb)

B3

I BaJIMJALHS IPOM3BOICTBEHHBIX POLECCOB (BAIUAALNS MPOLECCOB, IIPOBOJAUMBIX B aCENTHYSCKUX YCIOBHSX, BKIIOYACT MOJCIHPO-

B4 BaHMeE MPoIIecca C CIONb30BAHUEM MTUTATEIBHON Cpe/Ibl (HAMOTHEHHE TUTATEIbHBIMH CPEIaMH)

1Ic METOJIbl KOHTPOJISI UCXOAHBIX MaTEPUATIOB

11 aKTHBHAs CyOCTaHIIUS

Cl1

I JloKyMeHT, OATBEePIKAAIOLINIT KaUeCTBO aKTHBHOT'O BELIECTBA TPEX MPOMBILUICHHBIX cepuu (cepTH(UKAT aHanu3a CyOCTaHLMU OT

C MIPOM3BOIUTEIS, CEPTU(HKAT COOTBETCTBUSI MOHOTpadun EBponeiickoit dapmakonen, IPOTOKOJ aHaIM3a, aHATUTHYECKUI acnopT)

1.1

II BCIIOMOT'aTeJIbHbIE BELECTBA

C2

I cepTU(UKATBI KAYeCTBA HA BCIIOMOTaTENIbHbIC BELIECTBA

C

2.1

II YIAaKOBOYHBIM MaTepuan (IIepBUYHAS U BTOPUYHAS YIIAKOBKA)

C3

cepTU(UKATBI Ka4eCTBa yNaKOBOYHOTO MaTepHalia C NPHIOKEHUEM JOKYMEHTOB, PErIaMEHTHPYIOLINX X KaueCTBO
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I

C

3.1

IID | meToxmsl KOHTPOJIS Ka4eCTBA IPOMEKYTOYHBIX IIPOAYKTOB (IIPH HEOOXOAUMOCTH)

IIE | coeuuduxanus ka4ecTBa U METOJUKU KOHTPOJISI TOTOBOTO IPOYKTA C Ay TEHTUYHBIM IIEPEBOJIOM C SI3bIKa IPOU3BOMUTENS Ha PyC-
CKHI S3bIK

IIE | HOpMaTHBHBII JOKYMEHT IIPOM3BOJUTENS IO KOHTPOJIIO KayecTBa U 6€30MacCHOCTH JIEKapCTBEHHOTO CPEACTBA B AJIEKTPOHHOM BHJIE B

1 thopmare «doc (I0K)», MOSCHUTENbHAS 3aMUCKA K HEMY

IIE | Bamumauust METOAMK UCTIBITAHUHN JIGKAPCTBEHHOTO pernapara (Ipyu nepeperucTpaiyy A0NOTHUTEILHO KOHIO HOPMAaTUBHOTO JIOKY-

2 MEHTA 110 KauecTBY, yTBepxaeHHoro B PecryOnuke Kasaxcran)**

II'F pe3yIbTaThl UCTIBITAHUSI CTAOMIBHOCTH HE MEHEE YeM Ha TPEX NMPOMBIIUICHHBIX MIIN ONBITHO-IIPOMBIIIIEHHBIX (ITHJIOTHBIX) CEPUSIX

IIG | cBenenus o npoduiie pacTBOpeHHs (111 TBEPABIX HO3UPOBAHHBIX JIEKAPCTBEHHBIX (HOPM)

IIH | naHHBIC KOHTPOJISA HA JKABOTHBIX

IIK | naHHBIE 110 BEpOSTHOH OMACHOCTH JUIS OKPYXKAIOIIEH Cpeibl JUIsl MPEnapaToB, COACPHKAIIUX FeHETHUECKH U3MEHEHHbIE OPTaHU3MBI

IIL. | nomomuutensHas nHGOpManus, OATBEPKIAIONIAs Ka4eCTBO (IPU HEOOXOIUMOCTH)

Yacrts I11. ®apmakosoruueckasi 1 TOKCHKOJIOTHUYECKas JOKYMEHTALUs

111. Conepxanue

I JlaHHBIE 110 TOKCUYHOCTHU (OCTPOH M XpPOHMYECKOIT), (MEULIMHCKUI NMMYHOOHOJIOTHYECKHH TIperapaT - TOKCHYHOCTh MIPU OJHOKpAT-

A. HOM BBEJICHUU U BBEJEHUU ITOBTOPHBIX 103)

I BnusiHue Ha penpogyKTHBHYIO (DYHKLIHUIO

B.

1 JlaHHBIE 110 SMOPUOTOKCHYHOCTH U TEPATOr€HHOCTH

C.

I JlaHHBIC 110 MyTareHHOCTH

D.

I JlaHHBIE 110 KaHLIEPOT€HHOCTH

E.

I dapmakoMHaAMUKA (U1 MEJUIIMHCKUX T€HHO-OMOJIOTMUECKHUX MPENapaToB — pe3yJibTaThl HCCIS0BAHMUS PEAKTOI€HHOCTH)

F.

111 dapmakokHHeTHKa (1711 MEAULIMHCKUX UMMYHOOHOJIOTHYECKHX MPENapaToB — pe3yJIbTaThl cenu(uueckoi akTHBHOCTH)

G.

111 JlaHHBIE 0 MECTHO-pa3pakaloieM AeHCTBUH (ULl MEULIMHCKUX MMMYHOOHOJIOTHUECKUX [IPENapaToB — pe3yJIbTaThbl HCCIEJOBAHUS

H. HMMMYHOTE€HHOCTH)

111 JlononuutensHas nHQGOpMaNus, ITOATBEPKIAIONIas O30IaCHOCTD (TIPU HEOOXOIMMOCTH)

Yacte [V. Knuanueckast qokymeHTtarms***

1V. Copeprxanue

v Jannbie mo kiauHUYecKoi hapmakonoruu (GpapMakoguHaMKKa, papMaKOKHHETHKA)

A.

v Knuandeckast, iMMyHoJOrn4eckasi 3ppeKTHBHOCTh

B

v Juarnocruyeckas 3 (peKTHBHOCTD

C

v Pe3ynbTaThl KIIMHUYECKUX MCCIEI0BAHHUHN (MCIBITaHUI), HayYHbIE ITyOIMKALUH, OTYETHI

D

v JlaHHBIE TOCTPETUCTPALMOHHOTO OIIBITA (TIPH HAJIMYHH)

D1
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v
E

I[OHOJ'IHI/ITeJ'ILHaﬂ HH(bopmaum{, NOATBEpIKAArOIas 3(1)(1)8KTI/IBHOCTL

[Ipumeyanue:

* TIpu mepeperucTpaiuu ocyuiecTBiasieMoil B cootBercTBun [IpaBunamu
rOCyapCTBEHHOM PEruCTpalvi, IEPEPErUCTPALIMU JIEKAPCTBEHHOTO CPEICTBA WIIH
MEIMIMHCKOTO U3/IEIINsI, BHECEHUSI U3MEHEHUH B PETUCTPALMOHHOE JI0CHE
JIEKaPCTBEHHOI'O CPEACTBA WJIM MEIULIMHCKOTO U3aenus npeaocrasisstores yactu [ u I1
JTAHHOTO TIEPEYHS.

*# Jlns papMakonenHbIX METOAMK IPEIOCTABISAIOTCS JaHHbIE BEpU(PUKALIUH.

4% yTBEpXKIE€HHBIN MPOTOKOJI UCCIEA0BAHMS, YTBEPKACHHBIA OTUET
UCCIIEI0BAaHHUs, Pa3peIIeHUE PEryJATOPHOIO OpraHa Ha IPOBEJICHNE UCCIIE0BAHMS
(MpY HATMYKK), 0I0OPEHNE FITUYECKON KOMUCCUU, KOTTHIO JOTOBOPA CTPaXOBaHUS
OTBETCTBEHHOCTH CIIOHCOPA B CIy4yae MPUUMHEHUS Bpeia KU3HU U 3I0POBbIO CYObEKTa
UCCJIeIOBAHUS, KOTTUHU UHUBUIyAIbHBIX PETUCTPALIMOHHBIX KapT CYObEKTOB
UCCIIeI0BaHu (ISl MEKTyHApOIHBIX, MHOTOIIEHTPOBBIX KIMHUYECKUX UCCIIEA0BAHMM
20 %), xpomaTorpamMmsI (IIpH MPETOCTABICHUH UCCICOBAHUS OMOIKBUBAJIEHTHOCTH ),
KOIUU JOTOBOPOB MEXAY CIIOHCOPOM KJIMHUYECKOTO UCCIEI0BAHUS U
UCCIIEI0BATEIBLCKUM LIEHTPOM (KOHTPAKTHOM HCCIIe0BaTENbCKONM Opranu3amueil) (B
cilyyae He0OXOJIMMOCTH MOCIe U3bATUS KOHPUACHIIMAIBHON HH(OPMAITUN).



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025
] AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 30.04.2025
™ .‘ a ,' ,' OTaIOHHBIH KOHTPOIBHBIA 6aHK HOPMATHUBHBIX IPABOBBIX AKTOB JlaTa pesaKiyu 22.04.2025

Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE TlaTa cxaunBarms 30.04.2025

[Ipunoxenue 14 k IIpaBuam
perucTpanuu J€KapCTBEHHBIX CPEICTB U
MEIULIUHCKUAX WU3EJIAN 110 MPUHLINITY
«EIMHOTO OKHa»

[lepedyeHb 1OKYMEHTOB, IPEIOCTABISEMBIX ISl SKCepTU3bl B popmarte OO1Iero
TEXHUYECKOTO JJOKYMEHTA

Ne i/t | HawnmMeHoBanne 10KyMEHTOB

Mopnyns 1.*

1.1. OO6m1as foKyMeHTanus

1.2.1. CepTtrdukaT Ha (apManeBTUUECKUIH TPOLYKT COTIIACHO PEKOMEHIalni BceMUpHO# opranu3anuy 31paBooXpaHeHus (HOTapuaib-

HO 3aCBH/ICTENILCTBOBAaHHbIN) (1Tpu Hanmmuuu) uin CepTudukar (perucTpalnoHHOE YIOCTOBEPEHHE) O PETHCTPALIUH B CTPAHE-TIPO-
n3BOUTENE (HOTApUATIbHO 3aCBH/ICTEILCTBOBAHHBIN (IIPH HATUYUH)

Cepruduxar GMP (c yka3zaHueM JaTbl U pe3yJIbTaTOB MOCIEAHEH HHCTIEKIMN) (HOTapHAIbHO 3aCBUCTEILCTBOBAHHBIN) HIIH aJl-
pec caiita peecTpa BbIIAHHBIX YIIOJTHOMOYCHHBIM OPIaHOM CepTH(HHUKATOB COOTBETCTBHS TpeboBanusiM GMP (Hanpumep,
EudraGMP) B naopMaitnoHHO-KOMMYHHKAIIMOHHOH ceTu «HTepHEeT»

1.2.2. JIMIeH3MOHHBIH 10roBOD (COINalleHne) Ha IPaBo MPOU3BOACTBA (10 HCTEUEHHUS CpOKa JeHCTBHS ITIaTEHTa Ha OPUTMHANIBHBIH Ipe-
mapar)
1.2.3. CBezieHusI 0 PETUCTPALUHY JIEKAPCTBEHHOTO CPEJICTBA B IPYIUX CTPaHaX C YKa3aHHEM HOMEpa M JIaThl PETMCTPALMOHHOIO YA0CTO-

BepeHus (MM KOTUH cepTH(UKATa K PETHCTPALIMOHHOTO YI0CTOBEPEHIMS)

1.2.4. Komus oxpaHHOTO TOKyMEHTa Ha TOBapHBIA 3HAK

1.2.5. Jlexnapaiiust 0 TOM, 4TO B MPOEKTaX OOIIEH XapaKTEePHCTHKE JIEKaPCTBEHHOTO Mpernapara i HHCTPYKIUH [0 MEUIIUHCKOMY TIPH-
MEHEHHIO JIEKapCTBEHHOTO cpecTBa (nucTok-Bkiansii) (aanee — OXJIIT u Unctpykuus JIC)Bocnpon3BeieHHOTO, THOPHIHOTO
i 6GMoaHanoru4Horo (61ono00HOr0) JeKapCTBEHHOTO MpenapaTa OTCYTCTBYIOT OTiIHuMs oT aekcTByromux OXJII u Mucrpyk-
muu JIC opuruHansHOro (peepeHTHOr0) JICKapCTBEHHOTO IIperapara, 3a HCKIIOUYCHHEM OTINYHil HHPOPMALU O IIPOU3BOHTE-
11e, CpOKe TOXHOCTH, COCTaBE BCIIOMOTaTEIbHBIX BEIICCTB HE3HAUUMBIE PA3IIMYUA B OHONOCTYIHOCTH WX (JapMaKOKUHETHKE.

1.2.6. Pestome (10 5 cTpanuI) 000CHOBaHHUII U (haKTOB, OKA3BIBAIOIIMX, YTO JEKAPCTBEHHEBII Mpenapar SBILeTCS BOCIIPOU3BEICHHEIM,
THOPUIHBIM WM OMOAHATIOTUYHBIM (OHOMOI00HBIM) JIEKAPCTBEHHBIM MPEMapaTOM COOTBETCTBYIOIIEIO OPUTHHAIBHOTO (OHOIOTH-
4eCcKOro) JeKapcTBEHHOTO Iperapara.

1.3. OO61as XapaKTepUCTHKA JISKAPCTBEHHOTO CPEICTBA, HHCTPYKIHMS 0 MEAMIHHCKOMY MPUMEHEHHUIO (JIUCTOK-BKIIAIBIII ), MAPKHPOB-
Ka (LIBETHBIC MAKEThI):

1.3.1. OO611as XapaKTepUCTHKA JISKAPCTBEHHOT'O Mpenapara ¢ JaToii MOCIeHEro nepecMoTpa

1.3.2. VY TBep)KACHHAsI HUHCTPYKLUS O MEIUIIMHCKOMY NPUMEHEHHUIO JIEKapCTBEHHOTO CPeCTBA (/151 OpraHu3alUi-IIPOU3BOAUTEIICH
crpan ConpyxecrBa HezaBucuMsbix I'ocyapcTs), 3aBepeHHast opraHu3anuei-mpon3BoAUTENIEM

1.3.3. [IpoexTrl 00mIeH XapakTeprCcTHKY JiekapcTBeHHOTo cpezctBa (OXJIC), HHCTpYKIMHU 110 MEAUIIMHCKOMY TIPHMEHEHUIO JIeKap-
CTBEHHOT'O Cpe/ICTBA (JINCTOK-BKJIAJIBIII) HA Ka3aXCKOM U PYCCKOM SI3bIKax

1.3.4 TekcT MapKUpOBKY NEPBUYHOIN U BTOPUYHOM YIIAKOBOK, 3THKETOK, CTUKEPOB Ha Ka3aXCKOM U PYCCKOM sI3bIKaX

1.3.5. LiBeTHBIE MaKeThI IOTPEOUTEIBCKHX YIIAKOBOK, TUKETOK, CTUKEPOB B 3JIEKTPOHHOM BHJIE B popMarte jpeg (mKurer) B Macmrade
1:1

1.3.6. [MocTpouHoe (pacnooKeHHOe MapaJUIeNIbHO Ha OHOM Jncte) cpaBHeHue aeiictBytonmx OXJIIT u Uuctpykumu JIC opuruHamb-

Horo (pedepeHtHoro) nekapcteenHoro npemnapara u npoektoB OXJI u Uucrpykuuu JIC Bocripon3BeIeHHOTO, THOPUIHOTO WK
OroaHanornyHoro (OMOMoJ0OHOI0) JEKAPCTBEHHOTO MperapaTa ¢ BhIJeJICHHEM U 000CHOBAaHHEM BCEX OTIIMUHUIA.

1.3.7. BenomocTh n3MeHeHHH ¢ yka3aHHuEeM ITOCTPOYHO PACIIOI0KEHHOTO CPaBHEHUS] BHOCHMBIX U3MEHEHUH C yTBEpKIEHHON BepCHEei.
1.4. Wudopmanus 06 sxcneprax
1.4.1. Wudopmanus 00 3KcriepTe Mo KauecTBy

1.4.2. Wudopmanus 06 3KcriepTe Mo JOKIMHUISCKUM TaHHBIM
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1.4.3. Hudopmanust 06 3xcnepre Mo KIMHAYSCKHM JaHHbIM

L.5. OneHKa TOTEHIUAIBHON OIIACHOCTH JUIS OKPYXKAIOMICH cpeIbl

1.5.1 JlexapcTBEHHBIE IIPENApaThl, COACPIKAIINC MIIH MOIYICHHbIE U3 TeHOMOAU(DUIIMPOBAHHBIX OPraHU3MOB

1.6. WNudopmanys oTHOCUTEIBHO (hapMakoHan3opa 3asButeis B Peciryomuke Kazaxcran

1.6.1 Macrep daiin cucteMsl papMakoHaL30pa AepKaTels perUCTPAMOHHOTO YIO0CTOBEPEHUS (IPEACTaBIICTCA B CIydae, Kora aep-
JKaTelb PETHCTPALOHHOTO YA0CTOBEPEHHSI BIIEPBBIC MTOJIAET 3asBKY Ha PETUCTPAIUIO JIEKapCTBEHHOTO TIpenapaTa) Wik KpaTkas
XapaKTEePUCTHKA CUCTEMBI (hapMaKOHAI30pa JIeprKaTellsi PEruCTPalMOHHOTO yJO0CTOBEpEeHUs! (TIPU MepeperucTpannm) BKIH0Yako-
1ast: J0Ka3aTeNbCTBO TOTO, YTO JIepiKaTellb PErUCTPAlMOHHOTO YIOCTOBEPEHHUSI UMEET B CBOEM PACIIOPSKEHHHU YIIOTHOMOYEHHOE
JIMIIO 32 II00ANBHBIH (hapMaKoHAI30p; KOHTAKTHbIC JaHHbIC YIIOTHOMOYCHHOTO JIMIA 32 ITI06aIbHbIH (hapMakoHaA30p; JeKiIapa-
IHIO, TIOIICAHHYIO Iep)KaTeIeM PErHCTPAlIOHHOTO YAOCTOBEPEHHUS O TOM, YTO OH HMEET CHCTeMy (apMaKoHa[30pa IS BEIIOI-
HEHUsI 327124 U 00513aHHOCTEH 110 TIOCTPETHCTPALMOHHOMY KOHTPOJIIO 0€30MaCHOCTH JIGKAPCTBEHHBIX CPEJICTB; CCHUIKY HA MECTO
(ampec), rae XxpaHuTcst MacTep-(aiin cucTeMsl hapMakoHaI30pa

1.6.2 [epuoanyecku 0OHOBISIEMBIIT OTYET MO O€30MaCHOCTH (IIPU MEPEPETUCTPALINH)

1.6.3 [Tnan ynpasieHust puckamu (JUIsi OpUTMHAIBHOTO JIEKAPCTBEHHOTO MpenapaTa, OMoaHaIOrMYHOT0, OMOJIOrH4eCcKoro, OHOTEXHOIIO0-
T'MYECKOT0, a TaKKe UMMYHOJIOTHYECKOT0 JIEKaPCTBEHHOT'O Iperapara)

1.6.4 JIoKyMeHT, OATBEP KON YTO JIepiKaTeIb PErHCTPALIMOHHOTO YIOCTOBEPEHHS HMEET YIOTHOMOUYCHHOE (KOHTAKTHOE) JIHIIO
3a (hapmakoHan30p Ha Tepputopun Pecriyonukn Kasaxcran

Mopyis 2.*
Pe3rome 001Iero TeXHUYECKOro JOKyMEHTa

2.1. Copnepxanue moayeit 2-5

2.2. Beenenue B o01IMH TEXHUYECKUI JOKYMEHT

2.3. OOumii OTYET MO KauecTBY

238 AxTHBHas (papMarieBTHUECKask CyOCTaHIHS

2.3.8.1 O6u1as nHbopMarys

2382 [IpousBoxcTBO

2.3.8.3 | Xapakrepucruka

2.3.5.4 | KoHTpoib aKTHBHOTO BEIECTBA

2.3.S.5 | CrannapTHble 00pa3Lbl WM BEIIECTBA

2.3.5.6 | Cucrema ynakoska (yKynopka)

2.3.8.7 | CrabunbHOCTb

23.P JlekapcTBeHHBIH npenapar

2.3.P.1 OnucaHue U COCTaB JIEKApPCTBEHHOI'0 Iperapara

2.3.P.2 | dapmareBTHueckas pa3padoTka

23P3 [IpousBoxcTBO

2.3.P.4 | KoHTpoib BCIIOMOraTeIbHBIX BEIIECTB

2.3.P.5 | KoHTpoJb JIekapcTBEHHOrO MpenapaTa

2.3.P.6 | CranngapTHble 00Opa3Lbl WM BEIIECCTBA

2.3.P.7 | Cucrema ynakoBka (yKynopka)

2.3.P.8 | CrabunbHOCTb

2.3.A JlomoHeHust

2.3.A.1 | Texuuueckue cpeincTsa U 000pyI0BaHHE

2.3.A.2 | OueHnka 6e30MaCHOCTH OTHOCUTEJILHO NOCTOPOHHUX MUKPOOPTaHU3MOB

2.3.A.3 | HoBsle BcrioMoraresbHbIe BEIIECTBA

23R Pernonanbsnas nndopmanust

2.4. 0030p TOKIMHUYECKUX JTAHHBIX
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2.5. 0O0630p KIMHIYECKUX JAHHBIX

2.6. PesroMe o NOKIMHUYECKUM JaHHBIM

2.6.1. Pestome (hapmMakoIOrHYeCKHX DaHHBIX B TEKCTOBOM (hopmate

2.6.2. Pestome (hapmMakoIOrHIECKHX JaHHBIX B BUJIE TaOJIHIL

2.6.3. Pestome (hapMaKOKHHETHYECKHX JIAHHBIX B TEKCTOBOM (hopmaTe

2.6.4. Pestome (hapMaKOKHHETHYECKHX AHHBIX B BUJIE TAOIHI

2.6.5. Pe3roMe TOKCHKOJIOTHYECKUX JAHHBIX B TEKCTOBOM (hopmare

2.6.6. Pe3roMe TOKCHUKOJIOTMUECKUX JAaHHBIX B BUIE TaOIHUI]

2.7. PesroMe KIMHHYECKHUX TaHHBIX

2.7.1. Pestome 6nohapmarieBTHIECKUX UCCISOBAHUN U CBS3aHHBIX C HUMU aHAJTUTHYECKUX METOJIOB

2.7.2. Pestome nccnenoBanuii o KIMHAYECKO# (hapMaKoIoruu

2.7.3. Pestome no kiuHIYECKOH 3P deKTHBHOCTH

2.7.4. Pe3stoMe 1Mo KIIMHUYECKO# O€30TaCHOCTH

2.7.5. Komus 1cnonp30BaHHbIX TUTEPATYPHBIX HCTOYHHKOB

2.7.6. Kopotkue 0030ps! HHANBUTYATbHBIX NCCIECJOBAaHUN

Monyns 3. KauectBo*

3.1. Copnepxanue

3.2. OCHOBHBIE TaHHBIE

3.2.8. JlekapcTBenHas cyOcTaHIms (1715 JISKAPCTBEHHBIX IPENapaToB, KOTOPBIE COAEPIKAT 00JIee OJTHOrO aKTHBHOT'O BELIECTBA, HHPOP-
Mallysi IPEOCTABIISIETCS B TIOJIHOM 00BEME OTHOCHUTEIBHO KaXI0T0 U3 HUX)**

3.2.8. O6uias uadopmarus™*

1.

3.2.8. Ha3Banue**

1.1.

3.2.8. Crpykrypa**

1.2.

3.2.8. O6uwme cBoiicTBa™*

1.3.

3.2.8. IpousBoacTBo

2.

3.2.8. [IpousBoauTenn**

2.1.

3.2.8. Ornucanue NpoU3BOACTBEHHOTO MpoIecca U ero KOHTPOIb

2.2.

3.2.8. KoHTpoJIb HCXOTHBIX MaTepHaIOB

2.3.

3.2.8. KOHTpOJIb KPUTHYECKHX ATAIIOB M POMEXKYTOYHOMN MPOLYKLIUH

2.4.

3.2.S. Banuparus nponecca u (WiM) €ro oIeHkKa

2.5.

3.2.8. Pa3paboTka por3BOICTBEHHOTO TpoIecca

2.6.

3.2.8. Xapakrepuctuka**

3.

3.2.8. Jloka3aTenbCTBO CTPYKTYPBI U XapaKTePUCTUKU

3.1.
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3.2.8. [pumecn**

3.2.

3.2.S. Kontpouns akTuBHOTO BemecTa**

4.

3.2.8. Crneuunduranus™*

4.1.

3.2.8. AHanuTHYeCKUue METOIUKHU **

4.2.

3.2.8. Banunainuys aHaIMTHYECKUX METOUK* **

4.3.

3.2.8. AHanusbl cepuit**

44.

3.2.8. ObocHoBaHue crienu(UKAUN

4.5.

3.2.8. CrannapTHbEIE 00pa3Ibl MK BELIECTBA

5.

3.2.8. Cucrema ynakoBka (yKyrnopka)**

6.

3.2.8. CrabunbHOCTR**

7.

3.2.8. Pe3roMe OTHOCUTENBHO CTa0UIBHOCTH U BBIBOABI* *
7.1.

3.2.8. [IpoTOKOI MOCTPETHCTPALIMOHHOTO U3Y4YEHHS CTA0MIBHOCTH M 0053aTEIbCTBA OTHOCUTENIBFHO CTAOMIBHOCTH ¥
7.2.

3.2.8. JlanHbie 0 crabMIIBHOCTH**

7.3.

3.2.P. JlexapcTBeHHBIH npenapat

3.2.P. OmnmcaHue U COCTaB JIEKapCTBEHHOTO Mperapara
1.

3.2.P. dapmareBTrUecKas pa3paboTka

2.

3.2.P. CocraBHbIC BElllECTBA JIEKAPCTBEHHOTO TIpenapaTa
2.1.

3.2.P. JlekapcTBeHHas cyOcTaHIus

2.1.1.

3.2.P. BcnomorarensHble BemecTna

2.1.2.

3.2.P. JlexapcTBeHHBIH nIpenapat

2.2.

3.2.P. Pa3paboTka cocraBa

2.2.1.

3.2.P. W3numku

222.

3.2.P. DU3HKO-XMMHUYECKHE 1 OMOJIOTMYECKUE CBOMCTBA
2.2.3.

3.2.P. Pa3paboTka mpon3BOCTBEHHOTO IIpolecca

2.3.

3.2.P. CucreMa ynakoBKa (yKyIopka)

2.4.
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3.2.P. MuKpoOHOJIOTHUECKUE XapaKTePHUCTHKU

2.5.

3.2.P. CoBMECTHMOCTH

2.6.

3.2.P. IpousBoacTBo

3.

3.2.P. [IpouzBoautens ([IpousBoauren)

3.1

3.2.P. CocTaB Ha cepuro

3.2.

3.2.P. OnwucaHue NPOU3BOACTBEHHOTO TPOIecca U KOHTPOJIA Tpolecca

3.3.

3.2.P. KOHTpOJIb KPUTHYECKUX ITAIOB U IPOMEKYTOYHON IPOIAYKIMN

3.4.

3.2.P. Banunanus npouecca u (HIH) ero oreHka™***

3.5.

3.2.P. KoHTposns BcrioMOraTebHBIX BEMIECTB

4.

3.2.P. Crietudukanun

4.1.

3.2.P. AHaIMTHYECKHE METOTUKHU

4.2.

3.2.P. Banunainuys aHaIMTHYECKUX METOIUK* **

4.3.

3.2.P. ObocHoBaHMe crieupUKaIHit

44.

3.2.P. BcrnoMoraresbHble BeIECTBA Y€I0BEUYECKOT0 U )KUBOTHOT'O IIPOMCXOXKICHHS ([P UCIIONB30BaHnH BB »HBOTHOTO MK yenoBeye-

4.5. CKOTO TIPOUCXOXK/ICHUS TIPEOCTABISICTCS CePTU(UKATHI BUPYCHOM, OaKTEPUOIIOTHYECKO U IPHOHOBOI 6€30MaCHOCTH)

3.2.P. HoBble BcmoMorarensHbI€ BEIIECTBA

4.6.

3.2.P. KonTpons nekapcTBeHHOr0 npenapara

5.

3.2.P. Crneuunduxanus (Cnenudukanun)

5.1

3.2.P. AHaIUTHYECKHE METOJUKH

5.2.
VTBepKACHHBIII HOPMATHBHBIH JOKYMEHT 10 KOHTPOJIIO KauecTBa M OS30IIaCHOCTH B NIEKTPOHHOM BHE B popmare doc (mpu me-
peperucTpanuy J0MOJHUTEILHO KOIIHIO YTBEPKICHHOTO HOPMaTUBHOTO JOKyMeHTa B PecrryOnuke Kazaxcran)

3.2.P. Bamnpanus aHaTuTHYECKUX METOIUK

5.3.

3.2.P. AHanussl cepuit

5.4.

3.2.P. XapakTepHucTiKa IpuMecei

5.5.

3.2.P. ObocHoBanus crerudukan (i)

5.6.

3.2.P. CranzapTHble 00pa3Libl U BELIECTBA

6.

Cucrema ynakoBka (YKyTopKa)




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi

e* ‘ a .' r DTaJOHHBIH KOHTpOJ'II)HHﬁ OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB

Pecny6nm<1/l Kazaxcran B OJICKTPOHHOM BHIC

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

22.04.2025
30.04.2025
22.04.2025
30.04.2025

3.2.P.

7.

3.2.P. CrabmisHOCTB

8.

3.2.P. PesroMe 1 BBIBOJ O CTaOUIIBHOCTH

8.1.

3.2.P. [IpoToKOI MOCTPETHCTPALIMOHHOTO U3YUEHHSI CTAOUITBHOCTH U 0053aTENbCTBA OTHOCHTENIFHO CTAOMIBHOCTH

8.2.

3.2.P. JlaHHbBIE O CTAOMIBLHOCTH

8.3.

3.2.A. JlomoHeHust

3.2.A. TexHuueckue cpeacTBa U 000pyI0BaHUE

1.

3.2.A. OrneHka 6€30I1aCHOCTH OTHOCUTEIIBHO ITIOCTOPOHHUX MUKPOOPraHU3MOB

2.

3.2.A. HoBrle BcmomoraTenbHEIC BEIISCTBA

3.

3.2.R. PeruonansHas nabopmarus

3.3. Komnus ncnonb30BaHHBIX TUTEPATyPHBIX HCTOYHUKOB

Mouynb 4. OT4ETHI 0 TOKIMHUYECKHUX (HEKIMHUYECKHX) UCCISA0BAHUIX

4.1. Copeprxanue

4.2. OT4eTsl 00 UCCIIEIOBAHUSIX

4.2.1. dapmakonorus

4.2.1.1. | TlepBuunas hapmakogrHAMUKA

4.2.1.2. | Bropuunas papmMakoIuHaAMHKA

4.2.1.3. | dapmakonorudeckast 6€30MacHOCTh

4.2.1.4. | dapmakogrHAMUYECKUE JIEKaPCTBEHHBIE B3aNMOICHCTBUS

4.2.2. dapMakoKUHETHKA

4.2.2.1. | AnanuTHdecKue METOAUKN W OTYETHI 110 BaIUIALIUN

4.2.2.2. | AbcopOrust

4.2.2.3. | Pacmpenenenue

4.2.2.4. | Merabonuzm

4.2.2.5. | Dkckpeuus (BbIBeICHKE)

4.2.2.6. | dapMakOKHHETHYECKHUE JICKAPCTBEHHBIE B3aHMOICHCTBHS

4.2.2.7. | HOpyrue GpapMakOKHHETHICSCKUE UCCIICIOBAHMS

4.2.3. Toxkcuxomnorus

4.2.3.1. | TokcH4HOCTH IPU OAHOKPATHOM BBEJCHHU

4.2.3.2. | TokcHYHOCTH IPU MHOTOKPATHOM BBEJCHUU

4.2.3.3. | ['eHOTOKCHYHOCTD (MH-BUTPO, HH-BUBO, TOKCHKOKHHETHYECKAsI OL[CHKA)

4.2.3.4. | KanmeporeHHOCTH (IOATOCPOYHBIE UCCIIEIOBAHUS; KPATKOCPOUHBIEC WIIH CPEAHECPOTHBIE UCCIICIOBAHMS)

4.2.3.5. | PenpoaykTHBHAS 1 OHTOT€HETHYECKASt TOKCHYHOCTh: (PEPTHIILHOCTD M PaHHEE IMOPHOHATIBHOE pa3BUTHE, IMOPHO-(eTarbHOe pa3-
BUTHE; NIPEHATAJIBHOE U MOCTHATAILHOE Pa3BUTHE; UCCIIEIOBAHNS, HA HETIOJIOBO3PEIOM IIOTOMCTBE C MOCIIEYIOIMM HaOJII0IeHH-
eM

4.2.3.6. | MecrHasi IepeHOCUMOCTh

4.2.3.7.
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)Ipyme HCCJIEA0BaHUA TOKCUYHOCTU: aHTUT'CHHOCTh, UMMYHOTOKCUYHOCTD, UCCIICJOBaAHUS MEXaHU3Ma I[CI‘/'ICTBI/IH, JICKapCTBEHHAas1
3aBUCHMOCTbD, MCTaGOJ’II/ITLI, TIpUMECH U Ip.

4.3, Kormust ucronb30BaHHBIX JINTEPATYPHBIX HCTOYHHUKOB

Mopnyis 5. OTYeTHI 0 KITMHIYECKUX UCCIECOBAHUAX U (VITH) MCIIBITAHMSX * %%

5.1 Conepxanue

5.2. INepeueHsb Bcex KIMHUUECKUX UCCIIEA0BaHMI (MCIIBITAHUIA) B BUie TaOJIUL (Ha3BaHHUE UCCIIEIOBAHUI C IEPEBOJOM Ha PYCCKUM
SI3BIK)

5.3. OTUeThl 0 KITMHUYECKUX UCCICOBAHUAX (MCIBITAHHIX )

5.3.1. OTy4eTs! 0 OnohapMaleBTHUSCKUX HCCICIOBAHUSX: OTYET UCCIIEI0BAHUIT IO OMOJOCTYITHOCTH; OTYET CPABHUTEIIBHBIX UCCIIEI0BA-

HHH 110 OMOOCTYITHOCTH U OMOIKBHBAIICHTHOCTH; OTYET MO KOPPEJISIIIUK UCCIIeJOBAHUH HH-BUTPO, HH-BUBO; OTYET 10 OMOaHAIH-
TUYECKUM U aHAJIUTUYECKHM METOJaM

5.3.2. OTueTsl ucciae 0BaHui 1Mo (PapMaKOKMHETHKE MPHU UCIOIB30BaHUN OMOMAaTEePHAIOB YeJI0BEKa: OTYET MCCIIEIOBAHHIA CBSI3bIBAHUS
¢ GenIKaMu; OTYET UCCIIE0BaHMI EYEHOUHOTO MEeTa0O0IM3Ma U B3aUMOICHCTBUIN; OTUET IO UCCIIE0BAHUSAM C UCIIOJIb30BAaHUEM
O1oMaTepHaoB YeIOBeKa

5.3.3. OTyeTsl 0 PapMaKOKMHETHUECKUX UCCIIEN0BAaHUAX Y YETIOBEKa: OTUET HCCIe0BaHUN (papMaKOKMHETHKH Y 3[J0pPOBBIX 100POBOJIb-
IIeB U UCCIICOBAHUIO IIEPBHYHON NIEPEHOCHMOCTH; OTYET HCCIICOBAHNH (hapMaKOKHHETHKH Y MAI[UEHTOB U HCCIEIOBAHHIO IIep-
BUYHOI IIEPEHOCUMOCTH; OTYET UCCIIEIOBAHUIT BHYTPEHHETO (akTopa (hapMaKOKUHETHUECKUX HCCICIOBAHUN; OTUET UCCIIe0Ba-
HHH BHENIHero ¢akropa hapMaKOKUHETHUECKUX MCCICIOBAHUN; OTUYET UCCIIeJOBAaHUH (apMaKOKMHETHKU B PA3JIMYHbIX MOIYJIs-
LUAX

5.34. OTueTsl 0 (hapMaKOAMHAMUYECKHIX MCCIIEIOBAaHHUAX y YEJIOBEKa: OTUYET UCCIIeI0BaHUN (hapMaKOIMHAMHUKH U (hapMaKOKWHETUKH
((papmakoIHAMHKH) Y 37I0POBBIX TOOPOBOJIBIIEB; OTUYET UCCIICIOBAHHUM (apMakoIHHAMUKY M (hapMaKOKHHETHKH ((hapMakorHa-
MHKH) y TIAl[HEHTOB

5.3.5. Otyets! 00 uccnenoBanny 3GHEKTUBHOCTH M OE30IIACHOCTH: OTYET KOHTPOIUPYEMBIX KIMHUYECKUX MCCIICAOBAHUH 110 3asBIICH-
HBIM HOKa3aHHUSM; OTYET HEKOHTPOJIMPYEMbIX KIMHHYECKHX UCCIIEIOBAHMUIT; OTYETHI aHAIN3a JaHHBIX 00JIee YeM OJJHOTO HCCIIeN0-
BaHUS, BKJIIOYas JI0ObIe (hOpMabHbIE HHTETPUPOBAHHBIC aHAIN3bI, METAAHAIN3bI U MIEPEKPECTHBIC aHAIN3bI; OTUETHI 110 APYTUM

HCCIIEI0BAHUSIM
5.3.6. OTYETHI 0 MOCTPETUCTPALIIOHHOM OIBITE TPUMEHEHHUS
5.3.7. OO0pa31bl HHAMBUIYAJIBHBIX PETHCTPALMOHHBIX (GOPM M MHAUBHUAYAIbHbBIE CITUCKHU MALMEHTOB
5.4. Konus ncnonp30BaHHBIX JIMTEPATYPHBIX HCTOUHUKOB

IIpumeuanue:

* [1pu mepeperucTpaliuu JeKapCTBEHHOTO CPEACTBA MPEOCTABISAIOTCS MOy U 1-
3. 3aKkpbIThIC YacTH Jpar MacTep - (aiiyia mpeIoCTaBISIOTCS M0 3alPOCy IKCIEPTHOM
OpraHU3alliU B XOJI€ IKCIIEPTHHIX padoT.

** JIpu nepeperucTpali NpeloCTaBIsSIOTCA PE3YIbTaThl CTAOMIBHOCTH,
cepTuduKaThl KadecTBa (cepTu(duKaT aHam3a, MPOTOKOJ UCTIBITAHHUHN ) TSI CEPUH,
IPOU3BEJIEHHBIX B OCTPETUCTPALIMOHHBIN EPUOJT aKTUBHOHN (papMalleBTUYECKON
cyOcTraHuuu U (WIK) JE€KapCTBEHHOTO npenapara. Eciii oTaenbHbIe YacTu
JOKYMEHTAIIMH HE BKIIIOUEHBI B JIOChE, B COOTBETCTBYIOIEM pa3jiee HE0OX0IUMO
pencTaBUTh 000CHOBaHMeE. [ mpenapaToB >KMBOTHOT'O MTPOUCXOXKICHUS B pa3iesie
3.2.S HeoOX0IMMO MPEACTABUTD CIEIYIOIINE JOMOIHUTENbHBIC CBEICHUS: JaHHbIE
OTHOCHUTEJIBHO BH/JIa, BO3PACTa, pAllMOHA )KUBOTHBIX, OT KOTOPBIX MOIYYEHO ChIPhE;
JaHHBIE O XapakTepe (KaTeropum) TKaHU, U3 KOTOPOU MOJIYYEHO ChIPbE IS
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P K
eciryOnuku KazaxcraH B 2JIeKTPOHHOM BHJIE Tlata ckaumBanms 30.04.2025

IIPOM3BOJICTBA JIEKAPCTBEHHOTO Mpernapara, ¢ TOYKH 3pEHUS €r0 OMACHOCTH
OTHOCHUTEJIBHO COJIEp>KaHUs MPUOHOB; TEXHOJIOTHYECKasi cXxemMa 00padOTKHU CHIPbS C
yKa3aHUEM DKCTPAreHTOB U TEXHOJIOTHYCCKUX MapaMeTPOB; METOIBI KOHTPOJIS
KauyeCTBa ChIPbsI, BKIIOYasi METO/IbI BBISIBJICHUS MIPUOHOB B JICKAPCTBEHHOM TIperapaTe
(mpu HEoOxoAMMOCTH). JlomyckaeTcst mpeocTaBieHue JOKyMeHToB Moayeit 3, 4, 5 Ha
AQHTJIMHACKOM SI3BIKE C TIEPEBOJIOM Ha PYCCKUU SI3BIK CISAYIOMINX pa3aenoB MomayJs:
crenudukaruu (3.2.P.5.1.), ananutuueckue meroauku (3.2.P.5.2.), obocHoBaHME
cneuudukarui (3.2.P.5.6.).

*ax Jlns papMakoneitHbIX METOIUK MPEIOCTABISIIOTCS JaHHbIE BepUPUKALUU.

dH* Banuaarus nporeccoB, MPOBOJAUMBIX B ACENTUYECKUX YCIOBUSX, BKIFOYAET
MOJISJTMPOBaHUE TMpoliecca C UCIOJb30BaHUEM MUTATEIIHLHOM Cpe/ibl (HAIOJIHEHUE
MUTaTEILHBIMU CPEJIaMH).

HAXEE 11 KXKIOTO KIMHUYECKOTO MCClIeIOBaHuUs (B T.4. UCCIIEI0BAHUS
OMOAKBUBAJICHTHOCTH) TIPEIOCTABIISIOTCS: YTBEPKACHHBINA MTPOTOKOJ HCCIICIOBAHUS,
YTBEPKJICHHBIN OTYET MCCIIeIOBAHUS, Pa3pEIICHUE PETYISATOPHOTO OpraHa Ha
MPOBEJICHUE HCCIeIOBaHUs (MPU HATUYKHN ), 0I00PEHNE STUYECKOM KOMUCCUU, KOTTHIO
JIOTOBOPA CTPaxOBaHUs OTBETCTBEHHOCTH CIIOHCOpA B CiIy4yae MPUYMHEHHUS Bpea
KU3HU U 3I0POBbIO CyOBEKTa UCCIEAOBAHUS, KOMTMU HHAUBUIYaTIbHBIX
PETUCTPAITMOHHBIX KapT CYOBEKTOB UCCIICIOBAHUS (TSI MEXKTyHAPOIHBIX,
MHOTOIEHTPOBBIX KIMHUYECKUX rccienoBanuit 20%), xpomatorpammsl (IIpu
MIPEIOCTaBICHUH UCCIICIOBAHUS OMO3KBUBAIEHTHOCTH ), KOITUH JJOTOBOPOB MEKITY
CIIOHCOPOM KJIMHUYECKOTO MCCIICIOBAHUS U UCCIIEI0BATEILCKUM IIEHTPOM
(KOHTPAaKTHOM MCCIE0BATENHCKON OpraHu3aiueil) (B ciayyae HeoOX0IMMOCTH TIOCTIe
U3bITUSL KOHPUICHIIUATILHOU HH(pOpMAITUN).
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[Ipunoxenue 15 k IIpaBuiam
perucTpanuu J€KapCTBEHHBIX CPEICTB U
MEIULIUHCKUAX WU3EJIAN 110 MPUHLINITY
«EIMHOTO OKHa»

Hepequb NMpeaoCTaBJAsACMbIX MATECPHUAJIOB PETNCTPALIMOHHOI0 10CHE B
3aBUCHUMOCTH OT BHAA JJCKAPCTBCHHOI'O CPeACTBA

1. JIns sxcnepTu3bl IpyU rocyAapCTBEHHOM PETUCTPALIMH OPUTUHAIIBHOTO
JIEKapCTBEHHOTO CPEJCTBA U €r0 HOBBIX JIEKAPCTBEHHBIX (POPM, B TOM UHUCIIE
UMMYHOOHOJIOTHYECKOT0 MpenapaTa Npe1oCTaBIsI0TCS MOTHbIA KOMITJIEKT
PErUCTPALIMOHHOTO TOCHE.

Ha MomeHT nojiaum 3asBJIEHNs Ha SKCIIEPTU3Y JIEKAPCTBEHHOT'O CPEJICTBA
IPEIOCTABIISAETCS PErUCTPALMOHHOE TOChE C JAHHBIMU KIMHUYECKUX UCCIe0BaHul | —
I ¢a3s.

2. Bocipon3BeieHHBIN JIEKAPCTBEHHBIN Mpenapar

JJ1s1 BOCTIPOU3BEIEHHBIX JIEKAPCTBEHHBIX MPENapaToB JaHHbIE
(apmarieBTHYECKON pa3pabOTKU MPEACTABISAIOTCA B CPABHEHUH C OPUTMHAIIBHBIM WU
pedepeHTHBIM MpenapaToM.

JI71s1 ToKa3aTeNbCTBA YKBUBAJIGHTHOCTH I'€HEPUKA C OPUTHHAIIbHBIM
(pedbepenturiM) npenapatoMm B Moayne 5 popmarta OT/I unu wactu IV Ilepeuns
JIOKYMEHTOB, MPEIOCTABIIEMbIX IS AKCIIEPTU3BI MPOU3BOAUTENIMU PecyOmrku
Kazaxcran (nanee — [lepedenn) B perucTpalliOHHOM JIOChE T€HEPUKa MPEI0CTaABIISIIOTCS
pe3yJIbTaThl UCCIIEIOBAaHUM B COOTBETCTBHHM C [IpaBuiaMu mpoBeeHUS UCCIIeT0BaHUM
OMOSKBUBAJICHTHOCTH JIEKAPCTBEHHBIX MpENapaToB B pamkax EBpasuiickoro
AKOHOMMYECKOTO COI03a, yTBepkaeHHbIMU Pemenuem CoBeta EBpa3zuiickoit
SKOHOMMYECKON KoMuccuu ot 3 Hosiopst 2016 roga Ne 85.

B Monayne 1 unu Yactu I Tlepedns 3asBuTens npeaocTaBiser pesrome (10 5
CTpaHMI]) 0O0CHOBaHUM U ()aKTOB, MOKA3BIBAIOLIUX, YTO JIEKAPCTBEHHBIN Npenapar
SBJISIETCS] BOCIIPOM3BEICHHBIM JIEKAPCTBEHHBIM IIPENapaTOM COOTBETCTBYIOLIETO
OpPUTHMHAIBHOTO JIEKAPCTBEHHOIO Mpenapara. Y Ka3aHHOE pe3toMe CONEPKUT
uH(pOpMAIHIO O Mpernapare, ero KAYeCTBEHHOM COCTaBE U KOJIMYECTBEHHOM
coJiepKaHUM B HEM aKTHBHOI'O BEIIECTBA, €r0 JIEKAPCTBEHHOM (hopme U npoduiie
6e3onacHocTy U (Wian) 3G(HEKTUBHOCTH €r0 aKTUBHOI'O BEIIECTBA 110 CPABHEHUIO C
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AKTUBHBIM BEILIECTBOM OPUTMHAIILHOTO Mpenapara, a TakkKe CBEJICHUsI 0 OMOJIOTHYECKOM
JIOCTYITHOCTH ¥ OMO3KBUBAJICHTHOCTH JIAHHOTO Mpernapara.

3. 'uOpuaHbIi TeKapCTBEHHBIN TIpemapar

J1J1st rocyTapCTBEHHOM pEerucTpaiiui THOPUTHOTO JIEKAPCTBEHHOTO Mpernapara
NPEAOCTABISIOT CJIECIYIOIINE TaHHbIE:

B Monayne 1 nnu Yactu I Ilepeunst 3aaBUTENb NPEAOCTABISAET KPATKYIO
nH(popMaIio, 0000marIy0 000CHOBaHUS U (DAKTHI, YTO JIEKAPCTBEHHBIN Mperapar,
SIBIIIETCSI THOPUJIHBIM IO OTHOIIIEHUIO K COOTBETCTBYIOIIEMY OPUTHHATBHOMY
npenapaty. O60011ieHre coAepKUT HH(OPMALIUIO O MpenapaTe, akTUBHOU
dapmareBTHYECKON CyOCTaHIINH, JIEKapCTBEHHOU (PopMe, T03UPOBKaX, MOKA3AHUIX K
MPUMEHEHUIO, CII0CO0E MPUMEHEHUS IO CPABHEHUIO C OPUTHHAIBHBIM MIpenapaTom, a
TaKKe, TPU HEOOXOTUMOCTH, CBEICHHSI O OMOIOCTYITHOCTH M OMOAKBUBAJICHTHOCTH
JAHHOTO Mpernapara.

B onpeneneHHbIX ciayyasx TpeOyeTcs MmiiaH yIpaBJIeHUs] pUCKAMH.

B ClIy4ac OTCYTCTBUSA OIIPCACICHHBIX 3JICMCHTOB IIPCACTABIIAACTCA 000CHOBaHHE
X OTCYTCTBHA B COOTBCTCTBYIOLIEM pas3iciic.

B o63ope AOKIIMHUYCCKUX U KIIMHUYCCKHUX JAaHHBIX YACISACTCSA oco0o0€e BHUMAaHUE
CICAYIOIIHM JJICMCHTAaM:

pe3toMe podus mpuMeceil akTUBHOTO BEIECTBA (M B COOTBETCTBYIOIINX
CIIy4asiX, BO3MOKHBIX IPOJYKTOB Pa3NI0KEHUsI, 00pa3yIOMIMXCs MPU XPAHEHUH) B
cepusx mpemnapara, KOTOPbIH MOUICKUT peann3aliy Ha (apMalleBTHUECKOM PhIHKE;

OOHOBJIEHUE JINTEPATYPHBIX MyOJIMKAIMI IO aKTUBHOMY BEILIECTBY B PaMKax
HACTOSALIEH 3as1BKU HA PErUCTPALMIO; JAHHOE TPEOOBAHNE BBINOIHIETCS ITyTEM CChUIOK
Ha CTaTbU B PELICH3UPYEMBIX JKypHaax;

KaXJIbIY IMTyHKT B 00IIeH XapaKTepUCTUKE JIEKApCTBEHHOIO Mpernapara, paHee He
W3BECTHBIN MJIU BBITEKAIOIIUN U3 XapaKTEPUCTHUK Mpenapara u (Uin) ero
TEpaNeBTUYECKOU IPYIIIIBLL, IPOAHAIIU3UPOBATE B TOKIMHUYECKUX U KIMHUYECKUX
0030pax (pe3romMe U NOJKPENUTh J0Ka3aTeIbCTBAMU U3 OIyOJIIMKOBAaHHOM JTUTEPATYPBI
U (WJIK) U3 Pe3yJIbTaTOB JOTOJHUTEIBHBIX UCCIIEIOBAHUN;
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[IpencTaBuTh AOMOJIHUTENBHYIO HH(DOPMAITUIO, JOKA3BIBAIOIIYIO, YTO TPOoQuin
6e3onacHocTy U (M) 3¢(HEKTUBHOCTH 3agBICHHOTO IMIpernapaTa He OTJIMYAITCS OT
TaKOBBIX Y peepeHTHOTO Mpemnapara (pe3roMe COOCTBEHHBIX TOKIMHUYECKUX U (MITH)
KIIMHUYECKUX MCCIIEIOBAHUM).

Pe3ynbTarhl TOKIMHUYECKUX U (W) KIMHUYECKUX HCCIeA0BaHNN THOPUIHOTO
JIEKAPCTBEHHOTO Iperapara BKIOYAeT B COOTBETCTBYIOIINE pa3aesbl Monynen 4 u 5
i Yacru 111, IV Ilepeuns.

HpOBeI[eHI/Ie JOITOJIHUTCJIBHBIX HCCHGHOBaHHﬁ, HGO6XOI[I/IMI>IX JIIs
BOCIIPOU3BCACHHBIX JICKAPCTBCHHLIX ITPCIIAPATOB U FPI6pI/I}1HBIX MMpCIiapaToB:

1) paznuunbie coyu (CI0kKHBIE) 3PUPHI (KOMIUIEKCHI) UX MPOU3BOIHBIC (C OHOM
Y TOW € aKTUBHOW YacCThIO MOJIEKYJIbI) MPEAOCTABIIAIOT 10KA3aTENbCTBA TOIO, YTO HET
HUKAKUX U3MEHEHUH B (DapMaKOKMHETHUKE aKTUBHOM YaCTU MOJICKYJIBI,
(dapmakoarHaAMUKE U (MJIM) TOKCUYHOCTH, KOTOPBIE CYIIECTBEHHO BIUSIOT HA TPO(UIIb
6e3omacHocTd (3P (HEeKTUBHOCTH) (MHAYE pACCMATPUBACTCS KAK HOBOE aKTUBHOE
BEILIECTBO);

2) npyro# crnocob npuMeHeHus (Ipyrasi) JeKkapcTBeHHas popma (s
MapeHTEePaTHLHOTO BBEICHUS, HEOOXOMMO MTPOBOIUTE PA3TUIHS MEKTY
BHYTpHUApTEPUAITLHBIM, BHYTPUBEHHBIM, BHY TPUMBIIICYHBIM, TIOJIKOXKHBIM U IPYTUMH
METO/IaMH BBEJICHUS) HOBBII ITyTh BBEJCHUS WHAsS JICKapCTBEHHAs (hopma (TIpr TOM Ke
crioco0e BBEJIEHHUS) TPEIOCTABISIOT KIIMHUYECKHE JIaHHbIE (0€30MacHOCTh
3¢ (PEeKTUBHOCTS), HCcclieJoBaHUS (hapMAaKOKHMHETHKH, COOTBETCTBYIOIIINE
JOKITMHUYECKHUE TaHHbBIE (HAapUMep, MECTHAsI IEPEHOCUMOCTH ), €CITH ATO MPUMEHUMO;

3) apyras 103UpOBKa MPU TOM K€ MYTH BBEJICHUS (JIeKapCTBEHHOU (popme) u
MOKA3aHUSIM K TPUMEHEHUIO MPEAOCTABIISIOT UCCIIEOBAaHUS CPABHUTEIBHON
OMOIOCTYTHOCTH;

4) cBepxOMOOCTYIIHBIE MpPENapaThl IPU COXPAaHEHUU UHTEpBaJia JO3UPOBAHMS,
HO CO CHW)KEHHUEM J103bl, IPEIHa3HAYCHHbIE 1)1 JOCTH)KEHHS CXOJHON KOHLEHTPAluu B
1azMe (KpoBH) MPEJOCTABIISIOT UCCIIEIOBAHUS CPABHUTEIHLHOM OMOTOCTYTHOCTH.

4. buonornueckue npenaparsl
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1) nst nekapCcTBEHHBIX MPENAPATOB, MOTYUYECHHBIX U3 KPOBU WJIH IJ1a3Mbl
YEJIOBEKA 3aBUTEND IPEAOCTABISIET TIOJIHOE PETUCTPALMOHHOE 1O0ChE JIEKAPCTBEHHOTO
npernapara, KOTOpoe COMPOBOXKAAETCS MPHIIOKEHNEM OTJEIBHOTO MacTep-daiiia Ha
a3Mmy.

Macrtep-daiin Ha 1a3My KpOBH SIBJISIETCS CAMOCTOATENBHBIM JIOKYMEHTOM,
OTJEJIBHBIM OT PETMCTPALIMOHHOTO JOChE JIEKAPCTBEHHOI'O IIpenapara U COAepKauuM
BCE 3HAYMMBbIE MOJPOOHBIE CBEICHHUS O XapaKTEPUCTHKAX BCEH IIa3Mbl KPOBU
YeJI0BeKa, UCIOJIb30BAHHON B KAU€CTBE UCXOIHOI0 MaTepuana u (WiK) ChIpbs MpU
IPOU3BOCTBE CYO(PpaKIMii MM TPOMEKYTOUHBIX (PpaKLnil, KOMIIOHEHTOB
BCIIOMOTaTEIbHBIX BEUIIECTB WJIM AKTUBHBIX BEILECTB, SIBISIOIINXCS YaCThIO
JIEKAPCTBEHHBIX MPENAPATOB WIIA MEIUIIMHCKUX U3EIHM;

KQKJIbIM LIEHTP WIH YUPEKIEHUE, PpakIuOoHUpYIolue (epepadaThIBAtOIIHE)
IUIa3My YeJIOBeKa MOArOTaBIMBAIOT U MOAJIEPKUBAIOT B OOHOBJICHHOM COCTOSTHUU
HaOOp MoIpoOHOM 3HaYUMOI HH(pOpPMaIINH, YKa3aHHOU B MacTep-(aiiie Ha mia3my
KpOBH;

€CJIM PETHUCTPALOHHOE I0ChE OTHOCUTCS K KOMIIOHEHTY, IOJyYEHHOMY W3
IUIa3MBbl, TO JJIs UCIIOJIb30BAaHHOM I1a3Mbl B KAUECTBE UCXOIHOTO MaTepuaiia (CbIpbsi)
IIPeyCMaTPUBAETCs CChUIKA Ha MacTep-(aii BIageabLa.

Macrep-aiin Biaenbia coaepKuT CIeAYIONIY0 HHOOPMALIHIO O M1a3Me,
HCII0JIb30BAaHHOM KaK MCXOJHBIN MaTepua (ChIpbe):

IIPOUCXOKICHUC ITJIa3MBbI:

uH(bOpMaITUS 0 IEHTPaX WK YUPEKIACHUSIX, B KOTOPBIX MPOBOJAUTCS COOp KPOBU
(m1a3mbl), BKIItOYas JaHHbIE 00 MHCTIEKIIMU U TIPE/ICTABIICHUE CIIEIUATBLHOTO
paspelieHus Ha BEJIEHUE JAaHHOTO BUJA ACSATEILHOCTH, a TAKXKE SMHUIEMHUOJIOTHYECKHE
JaHHBIE 00 MH(PEKIUSIX, IEPEIAIOIINXCS YePe3 KPOBb B PETUOHE, TJI€ MPOU3BOIUTCS
3aroToBKa KpOBU (ILJIa3MBbl);

uH(pOpMaIUs 0 LIEHTPaX WK YUPEKACHUIX, B KOTOPBIX MPOBOAUTCS KOHTPOJIb
NOHALMI U ITyJIOB IUIa3MBbl, BKJIKOYAsl NHCIIEKIMOHHBIN U PETYJIATOPHBIN CTAaTyC 3TUX
LIEHTPOB WIN YUPEKICHUN;

KpUTEpUU 0TOOpa (MCKITFOUEHHUS ) TOHOPOB KPOBH (TUTa3MBbl);



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025
aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 30.04.2025
o ‘ a [ ¥ | DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata pesakiyuu 22.04.2025

P K
eciryOnuku KazaxcraH B 2JIeKTPOHHOM BHJIE Tlata ckaumBanms 30.04.2025

OMUCAHUE JECUCTBYIOIIECH CUCTEMBI, MO3BOJISIONICH OTCICANTD MYTh KaXI0U
JIOHAIIMU OT YUPEeXKIEHUs, TIe COOUPAIOT KPOBb (IJIa3My), 10 TOTOBOTO JIEKAPCTBEHHOTO
npenapaTta 1 Hao00poT;

Ka4yeCTBO IIIa3MBbl U €€ 0€30I1aCHOCTB:
COOTBETCTBHE KaueCTBa CTAThsIM (MOHOIpausiM) rocy1apCTBEHHBIX (hapMaKoIew;

KOHTPOJIb COOpaHHOW KPOBH (ILJIa3Mbl) U €€ MYJIOB Ha HAJIMUKEe BO30OYyIUTENEH
uH(pEKIMH, BKITI0Yas HHOOPMAIUIO 0 METOJIaX KOHTPOJISI M B CIIy4ae MyJIOB IJIa3MBbl -
JaHHbIE BaJIWAIIUA UCTIOJIb30BAHHBIX METONK;

TEXHUYCCKUC XapaKTCPHUCTUKHU KOHTGfIHepOB JIIAA c6opa KpPOBH U IJIIa3MBbI,
BKJIIO4asd I/IH(I)OpMaI_[I/IIO 00 MCIIOJIb30BAHHBIX pacTBOpax aHTHUKOAI'YJISIHTOB,

YCJIOBHSI XPAaHEHHS U TPAHCIOPTUPOBKHU IJ1a3MBl;

MpoIIeTypa XpaHESHHs JIF0OOT0 MaTepuaa, UCIOIb3yEeMOTO JIJIsi TPOU3BOICTBA U
(wIK) TIepuo] KapaHTHUHA,

XApPAaKTCPUCTHKA ITYJIa IIJIa3MBbI;

OINKMCAHKNE YCTAaHOBJICHHOW CHUCTEMbI B3aUMOICHCTBUS MEKY IPOU3BOIUTEIIEM
JIEKApCTBEHHOTO Mpernapara, MOJy4YeHHOI0 U3 TJ1a3Mbl, U (MJIU) [IEHTPOM WU
yapexaeHreM, PpaKIMOHUPYIONUM U (HIJIN) TIepepadaThIBAIONIUM TUIa3My, U LIEGHTPOM
WU YUPEXKIECHUEM 110 cOOPY U KOHTPOJIIO KPOBH (TJIa3Mbl), a TAKKE COTJIACOBAHHBIC
MU crieru(UKAIIY Ha TUIa3My.

Mactep-daiin Ha mIa3My Takke COACPIKUT MepPeUeHb JIEKAPCTBEHHBIX
IpernapaToB, Ha KOTOPbIE OH PaclpOCTPAHIETCS, HE3aBUCUMO OT TOTO, SIBJISIFOTCS JIU 3TU
JIEKapCTBEHHBIE MperapaThl 3apErUCTPUPOBAHHBIMU, HAXOAATCS B IIpoLiecce
pEerucTpalnyy Wik B CTaJANH KIMHUYECKUX UCCIEA0BAHMIA.

MacTtep-daiin Ha 11a3My TOIJIEKHUT €KET0THOMY OOHOBJICHHIO ¥ TIOBTOPHOM
JKCIEPTHU3E.

[Tpu BHECeHUHN N3MEHEHUI B MacTep-(aiilsl Ha M1a3My OH HOJIEKUT SKCIIEPTU3E
B COOTBETCTBHUU C IIPOLIEAYPON BHECEHUS U3MEHEHHM.

2) B oTHOIIEHUH BaKIUH JIsl METUIIMHCKOTO MPUMEHEHUS TPEOOBAHUS K
WCXOJIHBIM MaTepHaiaM M ChIPbIO 3aMEHSIOTCSI MacTep (pailyioM BaKIIMHHOTO aHTUTEHA.
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B ciydae BakuMHBI, HE ABIIAIOMICICS BAKIIMHOW [T MPOQUIAKTUKY TPUIITIA YETOBEKA,
IpeIoCTaBIseTCsl MacTep (ailyl BAKIIMHHOTO aHTUTeHA JUIsl KaKJI0TO aHTUT€HA,
KOTOPBIN SIBISETCA aKTUBHBIM BEIIECTBOM 3TOM BAKIUHBI.

MacTtep-dailn BAKUMHHOTO aHTUT'€HA COAEPKUT CIEAYIOLLYI0 HH(OPMAIHIO,
U3BJICUEHHYIO U3 COOTBETCTBYIOIICH yacTu (AKTUBHAsS dapmarieBTHIeCKas
cyOcranuus) moaydis 3 «KauectBoy.

AKTHUBHOE BCIICCTBO:

oOmast nHGopMaIrs, BKIOYas CBEJACHUS O COOTBETCTBUH CTaThe (MOHOTpadum)
roCyJapCTBEHHBIX (hapMaKOIeH;

uH(popMaIus 0 MPOU3BOAUTENE AKTUBHOTO BEIIECTBA: MHPOpMAIIHS O
IPOU3BOJICTBEHHOM ITPOIIECCE, UCXOIHBIX MaTepUaiax U ChIpbe, CIEHUATBHBIX MEpax
OTHOCHUTEJILHO TPAHCMUCCHUBHBIX T'yOUaThIX 3HIIEhaTIonaTUi U OlleHKE O€30MaCHOCTH
MIOCTOPOHHHX WH()EKITMOHHBIX areHTOB, TOMEIICHUSIX U 000PYI0BaHUY;

XapaKTEpUCTHUKA aKTUBHOI'O BEIIECTBA;

KOHTPOJIb Ka4€CTBAa aKTUBHOTO BEILIECTBA;

CTaHAAapTHbIE 00pa3Lbl U MATEPUAIIBL;

IIEPBUYHAS YIIAKOBKA M YKyNIOPOYHAsl CHCTEMA aKTUBHOTO BEILIECTBA;
CTaOMJIBHOCTh aKTUBHOTO BEILIECTBA.

JI1s1 HOBBIX BaKIIMH, KOTOPBIE COJIEPKAT HOBBIM BAKIIMHHBIA AHTUTE€H, 3asIBUTEIb
MO/IACT MOJIHOE PETUCTPAIIMOHHOE JI0ChE, BKJIIOUas BCe MacTep-(aiibl BAKITMHHOTO
AHTUTEHA HA KaXK/IbI BAKIIWHHBIN aHTUTEH, KOTOPBIU SIBIISIETCS YACThIO HOBOM
BaKIIMHBI, €CJTM MacTep-Ghaiil BAKIIMHHOTO aHTUTCHA HA TAKOW BaKIIMHHBIN aHTUTCH
OTCYTCTBYET.

VYkazaHnHble TPEOOBAHUS TaKXKE MPUMEHSIOTCS K KaXI0M BaKIIMHE, KOTOpas
COCTOUT M3 HOBOM KOMOMHAIIMW BaKIIMHHBIX aHTUTEHOB, HE3aBUCUMO OT TOTO, SBJISICTCS
OJIVH WJIU 00JIee aHTUT€HOB YaCcThIO BAKI[MH, KOTOPBIE YK€ 3apPETUCTPUPOBAHBI.

[Ipu BHECEHNU U3MEHEHHI B MacTep-(aiisl Ha BaKIIMHHBIN aHTUTEH, MacTep-haii
MOJJIEAKUT SKCIIEPTU3€ B COOTBETCTBUHU C MPOLIEAYPOd BHECEHUS U3MEHEHMUI.

5. buoaHanoruyHbIN JEeKapCTBEHHBIN npenapaT (OnoaHanor, OMono100HbINA
JIeKapCTBEHHBIH npenapat, OnOCUMUIIAD)
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J11st oKCTIepTH3Bl OMOAHATIOTHYHOTO JICKAPCTBEHHOTO TIpermapara
MPEAOCTABIISAIOTCS JaHHBIE CPABHUTEIBHBIX UCCIIEAOBAHUN €0 C OPUTHHAIBLHBIM
(pedepeHTHBIM) OHOIOTHYECKUM JIEKAPCTBEHHBIM CPEJCTBOM B COOTBETCTBUH C
[IpaBwiamu mpoBeACHUS UCCIICIOBAHUI OMOIOTMYECKUX JICKAPCTBEHHBIX CPEJICTB B
paMkax EBpa3uiickoro 5KOHOMHUYECKOT0 COt03a, yTBepkAecHHbIMU Pemenriem CoBeTa
EBpasuiickoii s5koHoMudeckoit komuccuu ot 3 HostOpst 2016 roma Ne 89.

B Monyne 1 popmara OT/I perucrparnmontoro gocke nian Yactu I [epeuns
3asiBUTENb MPEJCTABISET pe3toMe 000CHOBAaHUMN U (DaKTOB, MOKA3BIBAIOLIUX, YTO
JIeKapCTBEHHBIN Mpenapar, moJaBaeMblii Ha SKCIIEPTHU3Y, ABISETCS OMOAHATIOTUYHBIM
(O1omO100HBIM) JIEKAPCTBEHHBIM MPENapaToM OPUTHHATEHOMY (pedepeHTHOMY)
JIeKapCTBEHHOMY Ipenapary. Pe3toMe conepKuT HHPOPMALIHMIO O JIEKAPCTBEHHOM
npernapare, akTHBHOM BEILIECTBE, JIEKAPCTBEHHOU (hopMe, J03UPOBKaAX, MOKA3AHUAX K
IPUMEHEHUIO U CrIOCO0E MPUMEHEHUS B CPABHEHUU C aHAIIOTMYHON MH(popmalmeit oo
OpUTMHAJIBHOM (pe(epeHTHOM) JIEKapCTBEHHOM Ipernapare.

B Monyne 1 ¢popmarta OT/I peructpannonnoro pocke win Yactu I [lepeuns
BMecCTe ¢ KpaTkoi uHdopmaliieit o cucteme papmMakoHaa30pa Iepkaresns
PETHCTPAIIMOHHOTO YIOCTOBEPEHUS MPEACTABIISCTCS TUTaH YIIPABJICHHS pUCKaMU Ha
3asIBJISIEMBIN HA SKCIEPTU3Y OMOAHAIOTHYHBIN (OMOTI0T00HBIN) JIEKAPCTBEHHBIH
npermapar.

KauecTtBo, 6€30macHOCTh, 3 PEKTUBHOCT U UMMYHOT€HHOCTh OMOaHATIOTUYHOTO
JIEKapCTBEHHOIO ITpenapara Ha MPOU3BOACTBEHHOM, JOKIMHUYECKON U KIIMHUYECKOU
¢aze ero pa3pabOTKU CPaBHUBAIOTCS C OJHUM U TE€M K€ ITAJOHHBIM peepeHTHBIM
OMOJIOTMYECKUM JIEKAPCTBEHHBIM CPEJICTBOM B COOTBETCTBUU C MPABUIAMU
UCCJIeIOBaHUS OMOJIOTMYECKUX JIEKAPCTBEHHBIX CPEJICTB B pamKkax EBpaszuiickoro
SKOHOMHYECKOTO COI03a.

B Mopynsix 2, 3,4 u 5 dopmara OT/ wnm Yactu 11, 111, IV Tlepeuns
PETUCTPALIMOHHOTO JOChEe OMOCUMUIISIpA COJEPKUTCS CleAyronas nHpopMaIus:

1) moaTBep)KAEHUE CXOACTBA MOJIEKYJISIPHBIX U OMOJIOTUYECKUX XapaKTEPUCTUK
AKTUBHBIX BELIECTB OMOCUMMUIISIPA U ATAJIOHHOT'O OMOJIOrMUYECKOT0 JIEKAPCTBEHHOTO
cpencTBa (JeTalu 1Mo NEPBUYHON CTPYKTYPE U CTPYKTypaM OoJiee BICOKOTO MOpsiJIKa,
HNOCTTPAHCISUOHHBIM MOAU(PUKALUAM (BKIIOYAsl, B YACTHOCTH TITMKO(OPMBI),
OMOJIOTUYECKON aKTUBHOCTHU, YUCTOTE, IPUMECSIM);
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2) NOATBEPKJIEHUE CXOJICTBA XapaKTEPUCTHUK FOTOBOTO Mpemnapara
(mexapcTBeHHAs (popMa, KOTHMUECTBEHHBIA U KAYECTBEHHBII COCTaB, TO3UPOBKA, CIIOCO0
IPUMEHEHUS, YCIOBUSI XpaHEHUs, CPOK XpaHEHUs], CTAOMIIBHOCTD, MPO(UIIH IpruMeceil)
OMOCUMUIISIPA B STAIOHHOTO OMOJIOTUYECKOT0 JICKAPCTBEHHOTO CPEACTBA; IOy CKaeTCs
paznuuune B mpoduiie MprUMecei 1 BCIOMOTaTeIbHBIX BEIIECTBaX OMOCUMUIISIpA U
pedepeHTHOro npenapara, 3asBUTeIeM IPUHUMAETCS BO BHUMaHHE HaJIM4ne HOBEUIIUX
TEXHOJIOTHiA, JEMOHCTPUPYETCSI COOTBETCTBUE BHIOPAHHOTO COCTaBa IO TAKUM
KPUTEPUSIM, KaK MPouiIh MPUMECEH, CTAOMIBHOCTh, COBMECTUMOCTH (CO
BCIIOMOTaTEeILHBIMU BEIIECTBAMH, PACTBOPUTEIISIMU U MaTepHaIaMU yITaKOBKH ),
LEJIOCTHOCTH (KaK Ha OMOJIOTMYECKOM, TaK U (PU3UKO-XUMHYECKOM YPOBHE),
aKTUBHOCTb U CHJIA JICMCTBUSI aKTUBHOI'O BELIECTBA,

3) kpuTepuu BEIOOpA TaJJOHHOTO OMOJIOTMYECKOTO JIEKAPCTBEHHOT'O CPEJICTRA;

4) B cimydae pa3nuduii mpu pazpaboTke OMOCUMUIISIpa, KOTOphIE 00Ia/1at0T
MOTEHIIMAJILHBIM BO3EHCTBHEM Ha €ro 0e30MmacHOCTh WK 3P(HEKTUBHOCTD,
IPEAOCTABISAIOTCS JOMOJHUTEIbHBIC JaHHBIE 10 MCCIICI0BAHUSAM HA )KHBOTHBIX U
KJIIMHUYECKUM HUCCIICIOBAHUAM JJISl TOTO, YTOOBI OXapaKTepU30BaTh Pa3IMYUMS;

5) noJHOE ONKCaHue U MaKeT JaHHBIX 110 IPOU3BOACTBEHHOMY IIPOLIECCY,
Ha4yMHasi C pa3pabOTKU BEKTOPOB SKCIPECCUH U OAHKOB KJIETOK, KYJIbTYpbI (OpOKEHNS)
KJIETOK, cOOpa, OUUCTKU, PEAKINi MOAN(UKAIINH, HATTOJIHEHUS! KOHTEHHEPOB IS
TrOTOBOM JIEKapCTBEHHOU (POPMBI;

6) uccieoBaHus, IPOBOIUMBIE B X0/ie (hapMalleBTUUECKON pa3paboTKu ISt
OmpeIesIeHHs ¥ BaTuJaluy JEKapCTBEHHON (DOPMBI, COCTaBa U CUCTEMbI YIIAKOBKHU
(YKynopkH) (BKJIFOYasi MX LEJIOCTHOCTD JUISl IPEIOTBPAIICHUS MUKPOOHOTO
3arpsi3HEHMUS);

7) cneuudukanus OMOCUMIIAPA, OTpaKarolas U KOHTPOJIUPYIOIIAsi BaKHbIE
KayeCTBEHHBIE TIOKA3aTEIM JIEKAPCTBEHHOI'O CPEJICTBA, U3BECTHBIE ISl 3TaJJOHHOIO
OMOJIOTUYECKOTO JIEKAPCTBEHHOTO CPEICTBA (TaKue KaK UACHTU(PUKALIMS; YUCTOTA;
AKTUBHOCTb; MOJIEKYJISIpHAs T€TEPOr€HHOCTh B IUIAHE Pa3MEPOB, 3apsiia U
ruipooOHOCTH, TJIe BOZMOXKHO UX ONPEEICHHE; CTEIEHh CHAIMPOBAHUS; KOJIMYECTBO
OTJIETBbHBIX MOJIMMENTHIHBIX LETEN; MNUKO3UINPOBaHNE PYHKIIMOHAIIBHON 00JaCTH;
YpOBHHU arperanuu; npumecH, Takue kak o6emnok u JIHK kinerku-xo3suna);

8) nccinenoBaHus CTAaOMIIBHOCTH;
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9) pe3ynbTarhl JOKIMHUYECKUX (HEKIMHUYECKHUX ) UCCIEIOBAaHUM (B OCHOBE
JTOKIMHUYECKUX UCCIEAOBAHMH JIEKUT TOJIX0]I, OCHOBAHHBIN Ha OIICHKE PUCKOB, M, TaM
TJIe BO3MOKHO, H30€TaTh MPOBEACHUS MCCIICIOBAHNI Ha )KHBOTHBIX ): HH-BUTPO
WCCJICIOBAHUS CBSI3bIBAHUSA C PEIICITOPOM HIIM KIETOUHbBIE aHAIHU3BI (HAIIpUMED, aHATTU3
npoaudepauy KJISTOK WIH aHAJTU3 IUTOTOKCUIHOCTH) SBJISTIOTCS HEOOXOIUMBIMHU
JTOKITMHUYECKUMH UCCIICIOBAHUSMI; HH-BUBO MICCIICIOBAHUS HA TIOIXO/ISIIEM BH]IC
KUBOTHBIX (Ha KOTOpOM OblIa n3yuyeHa dapMakoguHaMudecKas u (WIn)
TOKCHKOJIOTUYECKAsi aKTUBHOCTH STAJIOHHOTO OMOJIOTHYECKOTO JIEKAPCTBEHHOTO
CpencTBa); KpuBas 3aBUCUMOCTHU dhexTa oT 10361 («103a-3pPeKrT»), onpenencHue
HaYaJIbHON 0€30TacHOM JI03bI M CXEM IOBBIIICHHUS JJ03bI B MOCACAYIOMNX KIUMHUICCKUX
UCCIIEJIOBAHUAX, HCCTIEAOBaHUs (PapMaKOJIOTHIECKOW O€30MaCHOCTH; Pe3yIbTaThl KaK
MUHUMYM OJIHOTO MCCJIEI0BAHUHM TOKCUYHOCTH MPU MHOTOKPAaTHOM BBEJICHUU,
BKJTFOYAsl OIEHKY TOKCUKOKHHETHKH, OTIPE/ICIICHUE W XapaKTEPUCTHKNA UMMYHHBIX
OTBETOB, B TOM YHCJI€ TUTPBI AHTUTEJN, IEPEKPECTHAS PEAKTUBHOCTH C TOMOJIOTUYHBIMU
9H/IOTCHHBIMH OeTKaMU M HEUTPaU3yIoIIasi ClIOCOOHOCTh; OIICHKA MECTHOM
NEPEHOCUMOCTH; JaHHBIE TOKCUKOJIOTUUECKHUX UCCIICTOBAHNM, BKITFOYAIOIINE OIICHKY
PENPOIYKTUBHON TOKCUYHOCTH, TEHOTOKCUYHOCTH, MyTareHHOCTU U KaHIIEPOT€HHOCTHU
(mpu HEOOXOAUMOCTH) TPEOYETCS MPEOCTABIATh B TEX CIydasiX, KOTJla Pe3yabTaThl
UCCJIeIOBaHUS TOKCUYHOCTH MPU MHOTOKPAaTHOM BBEJICHUU, UCCIICIOBAHUSI MECTHOU
MIEPEHOCUMOCTH BBISBJISIOT IMTOTEHITMATBHBIC PUCKU U (MIIH) KOT/1a H3BECTHBI
TOKCHKOJIOTUYECKUE CBOWCTBA ATATIOHHOTO OMOJIOTMYECKOr0 JIEKapCTBEHHOTO CPEICTBA
(Hanmpumep, U3BeCTHBIC MOOOYHBIE 3P HEKTHI ATATIOHHOTO OHMoIpenapaTa Ha
PENPOIYKTUBHYIO (PYHKIUIO);

10) pe3yabpTaThl KIMHUYECKUX UCCIIEI0BaHUN (XapaKTep U CIOKHOCTh
pedepeHTHOrO TIpenapar, CTereHb CX0JICTBA, HaOM0aeMast B (PU3UKO-XUMHUUECKUX,
OMOJIOTMYECKUX UCCIEAOBAHUAX OyAyT BIUSThH HA TUIAHUPOBAHUE KIIMHUYECKUX
HCCIIEIOBAHUM ):

(hapMakOKHHETHUECKHE HCcCleoBaHus ((hapMaKOKMHETUYECKHUE UCCIIEIOBAHMS
IPY OJTHOKPATHOM BBEJICHUH; (apMaKOKWUHETUYECKUE UCCIIEAOBAHMS PU
MHOTOKPATHOM BBEJICHUY TTPU HATMYUHU 3aBUCUMOCTH (DApMaKOKUHETUKH OT JI03bI U
BpeMeHU; (hapMaKOKMHETHYECKOE CPaBHEHUE OMOCHUMIIISIpa U PEPEPEHTHOTO
npenapara BKIFOYAaeT BCAChIBAHKE, OMOOCTYITHOCTD, XapaKTEPUCTUKHU BBIBEACHUS
(kupeHc U (WIK) Mepuo/] MOJIyBbIBEACHUS));
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bapmakogHaMuYecKre uccienoBanus (papmakoguHaMudeckue 3OPeKToI
OIICHUBAIOTCS HA MOAXOASIICH IMOMYJISIIINKM B ¢ TPUMEHEHUEM J103 U3 KPyTOH YacTH
KPUBOH 3aBUCUMOCTH J103a-3((HEKT B JOKIMHUYECKUX UCCIICTOBAHUSIX;
dbapmakogHAMUYECKHE MapKEPhl BHIOMPAIOTCS B 3aBUCUMOCTH OT UX KIIMHUYECKOU
3HAYUMOCTH);

CpPaBHUTEIIbHBIE KIIMHUYECKUE UCCIIEIOBAHNS, BKJIKOYAs OLICHKY BUJIA, YACTOTHI U
TSOKECTHU HEXKeNaTeIbHBIX SBICHUN (TOOOYHBIX peaKIlnii);

HCCIIeIOBAaHUSI MMMYHOTEHHOCTH Ha IIEJIE€BOM TpyIIe (CpaBHEHUE YacCTOTHI U
TUTIa 00Pa3YIONMINXCS aHTUTEI U TOTCHITMAIBHBIC KIIMHUYCCKUE MTOCIICICTBHS
UMMYHHOTO OTBETa JjIsl OMocuMuUIIsipa v pehepeHTHOTO IpernapaTa; MMYHOTEHHOCTh
UCCJICTyeTCs Ha TOIMYJISIUU TAIMEHTOB C CaMbIM BRICOKUM PUCKOM UMMYHHOT'O OTBETa
Y UMMYHHBIX TTOOOYHBIX PEaKITHil; IPEIOCTaBIAETCS 000CHOBAaHUE CTPATETHH
OTIpE/ICIICHHS aHTUTEJ, BKIIFOYas BEIOODP, OIICHKY U XapaKTEPUCTHKY METOJIOB,
yCTaHOBJICHHE BPEMEHH O0TOOpa Mpo0, B TOM YHCIIC HAa UCXOTHOM YPOBHE, O0HEMBI,
00paboTKy 1 XpaHeHHE MPo0, a TAKKE CTATHCTHUECCKIE METO/IbI aHATTN3a JIAHHBIX;
AQHAJIMTHYECKUE METO/IbI ONIPEICIICHUS aHTUTE BATMIUPYIOTCS ISl HAMEUCHHOM 11CITH,
MIPOBOJIUTCSI CKPUHUHTOBBIA aHATU3 JOCTATOYHOW YyBCTBUTEILHOCTH METO/IA,
IIPOBOJIMTCS OMPEICIICHHEe HEUTPAIM3YIONIUX aHTUTEN; IepHUo ] HAOIIOACHUS ITPH
UCCIICIOBAHUSX HA UMMYHOTEHHOCTh COOTBETCTBYET TUIAHUPYEMOM JITTUTSIIBHOCTH
JICUCHUS U MIPEII0IaraeMoro BpeMeH:H 00pa30BaHUsl aHTUTEN, M HE MEHbIIe 12
MECSIIEB, NP JAPYTOH JIUTECILHOCTH HCCIICIOBAHUS TIPEICTABIIICTCS 000CHOBAHUE, ITPU
3HAYMMBIX CTydasx oOpa30BaHUS TUTPOB AaHTHUTEI, UX CTOHKOCTh B TCUCHHE
OTIPEJICICHHOTO BPEMEHH, MOTEHIIMAIbHBIC U3MEHEHHS XapaKkTepa UMMYHHOT'O OTBETa U
KIIMHUYECKUE TTOCIICICTBHSI TPEOYETCS UCCIEA0BaTh B I0- U TIOCJIE PETUCTPAIIMOHHBIN

nepyo);

OCHOBHbBIE KJIMHUYECKHUE JaHHBIE TOJIYYal0TCs C UCIIOJIb30BAHHEM
JIEKapCTBEHHOTO CPEJICTBA, MPOU3BEICHHOTO ITyTEM OKOHYATEIBHOIO
IPOU3BOJICTBEHHOTO MPOIIECCa, T.€. JIEKAPCTBEHHOTO CPEJCTBA, HA KOTOPOE MOJAETCS
3asBJICHHE HAa TOCYAapCTBEHHYIO PETUCTPALIUIO;

JUTSE TFOOBIX OTKJIOHEHHM OT 3THX TPeOOBaHMIA 3asIBUTEIH TIPEICTABIISET
000CHOBaHUE, U TPU HEOOXOAUMOCTH, TAHHBIC IOMTOJTHUTEIBHBIX
(hapMaKOKMHETUYECKHUX MCCIICIOBAHNA, CPABHUBAOIINX (DAPMaKOKMHETHIECCKUE
npo(uiIn JTeKapCTBEHHOTO CPEJICTBA C OKOHYATENbHBIM U 00JIee paHHUM COCTaBOM;
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11) cneundukanuio 6€30MaCHOCTH (C OMUCAHUEM BaXKHBIX BBISIBICHHBIX U
MOTEHITUATILHBIX TIPO0JIeM O€30IMaCHOCTH 3TAJIOHHOTO OHoIpenapara, Kiacca
JIEKApCTBEHHOTO BellecTBa U (Min) OMocuMmiIsipa) u miaH gpapmMakoHaI30pa
OMoCHMUIISpa B TOCTPETUCTPAIIMOHHBIA MEPHO/T (C ONMMCAaHUEM IIAHUPYEMBIX
MOCTPETUCTPAIIMOHHBIX MEPOTIPUSTHI U METOI0B, OCHOBBIBAIOIITUXCS Ha
cnierupukanuu 6€30MacHOCTH, TUTAHA YITPABJICHUS 1 MUHUMHU3AINHA PUCKOB, B TOM
yucie oOpa3oBaTeIbHbIE MaTEPUAIbI JIJIs TTAIIMEHTOB U (WIIH) JIeUaluX Bpadei);

12) skcTpanoaupoBaHue TaHHBIX M0 3PGHEKTUBHOCTH U O€30MACHOCTH C OJHOTO
TEpareBTUYECKOTO MOKa3aHMs Ha APYToe: eciiu peepeHTHBIN mpenapat umeeT 0oee
OJIHOTO TOKa3aHMsI K MPUMEHEHHIO, 3asIBUTEID MTPEIOCTaBIIAET 000CHOBAHUE
OTCYTCTBHSI KIIMHUYECKUX HCCIe0BaHUH 3 PeKTHBHOCTH U 6€30MacHOCTH
OroCUMUIISApA 10 APYTUM TOKa3aHUSAM K IPUMEHEHHIO, TI0 KOTOPHIM HE TIPOBECHBI
KIIMHUYECKUE UCCIIE0BaHMS OMOCUMUIISIPA; B 0OOCHOBAaHUU OTPAKACTCS OIBIT
KJIMHUYECKOTO IPUMEHEHUS, TOCTYITHOCTh JaHHBIX JIUTEPaTypPhbl, MEXaHU3MOB
JeMCTBHS aKTUBHOTO BelIeCTBa pe()epeHTHOTO Mpemnapara i KaKI0ro MoKa3aHus
(BKJTFOYAsI CTENEHB WX JJOCTOBEPHOCTH) M BOBJICYCHHBIX PEIETITOPOB; TP HATHYNN
JI0Ka3aTeNbCTB, UTO MPHU Pa3HBIX MOKA3aHUAX K IPUMEHEHUIO BOBJICKAIOTCS pPa3InIHbIC
aKTUBHBIC LIEHTPHI JEHCTBYIOMIETO BELIECTBA PePEPEHTHOIO Mpenapara uin pa3indHbIe
peuenTopbl KJIETKA MULIEHU WM YTO MPOuiIb O€30MaCHOCTH IIpenapara pa3aindaeTcs
JUTSL pa3HBIX TIOKa3aHUN K MPUMEHEHUIO, MPEIOCTABIISIIOTCS JaHHBIC KIIMHUYECKHIX
WCCIICJIOBAHUIA; JUTS SKCTPATIOIHPOBAHUS TAaHHBIX 110 OE30MMaCHOCTH MMPUHUMAET BO
BHUMaHUE (PaKTOPHI, CBA3AHHBIE C MAMEHTOM (COIMMyTCTBYIOLIEE JICUCHHE,
COIMYTCTBYIOIIKE 3a00JIeBaHUSI U UMMYHHBIN CTaTyC), (DaKTOPHI, CBSI3aHHBIE C
3a00JeBaHuEM (peaKiiK, CXOAHBIE C TAKOBBIMU KJIETOK MUIIIEHEH); 00hEM TaKUX
JAHHBIX PAaCCMAaTPUBAETCS B CBETE COBOKYIMTHOCTH JOKA3aTEIbCTB, OJTYYCHHBIX MPU
YCTaHOBJICHUH COTIOCTAaBUMOCTH OMOCUMUIISIPA ¥ TIOTEHITHATBHBIX OCTAIOIIUXCSI
HEOIPEICTICHHOCTEN.

6. KoMOnHMpOBaHHBIE IEKAPCTBEHHBIE TIPETIAPATHI

J171s1 HOBBIX JIEKapCTBEHHBIX MPENapaToB, MPEICTABISIIONIUX COO0M KOMOMHAIUIO
JIBYX WU O0Jiee paHee U3BECTHBIX aKTUBHBIX BEIIECTB B OJIHOM JIEKapCTBEHHOU (popme,
peACTaBseTCs MOJHOE perucTpanrontoe nocke (Moaynu 1-5, Yactu -1V Tlepeuns).
Monyinb 3 unu Yacts [1 BKItOUaeT cBeieHus: 0 NpOU3BOACTBE, KOHTPOJIE KauyecTBa,
MIPOU3BOAUTEIIE KAXKIOI0 AKTUBHOT'O BEILIECTBA, BXOSIIETO B COCTAB
KOMOWHHUPOBAHHBIX JIEKapCTBEHHBIX NpenapatoB. B Moayinsax 4 u 5 unu Yactax 11, IV
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[Iepeuns mpeacTaBiasSIOTCA pe3yabTaThl JOKIMHUYECKUX U KIMHUYECKUX UCCIIEIOBAHUM
3asiBJIIIEMBIX KOMOMHAIIMI aKTUBHBIX BEIIIECTB.

7. JlexapCcTBEHHBIE CPEACTBA C XOPOLIO U3YUYECHHBIM MEIUIMHCKUM IIPUMEHEHUEM.

K nexapcTBEHHBIM CpeICTBAM C XOPOIIO U3YYEHHBIM MEIUIIUHCKUM
IPUMEHEHUEM OTHOCSTCS JICKaPCTBEHHBIC MpeIapaThl ¢ TOATBEPIKICHHOM
3¢ ()EKTUBHOCTHIO U TPUEMIIEMBIM YPOBHEM 0€301MaCHOCTH:

AKTUBHOC BCIICCTBO, KOTOPLIX XOPOIIO U3YyYCHO B MCIAUIIMHCKOM ITPUMCHCHUU

JIeKapCTBEHHBIE MpenapaThl U3 ChIPbs MPUPOTHOTO MPOUCXOKICHUS (Hampumep:
JIEeroTh O€pe30BBIN, 3MEUHBIN SI1,

IMPOAYKTHI ITYCI0BOACTBA, MCAUIIUMHCKUC ITUABKH, KEJIYb, MUHCPAJIBI U I[p.);
BUTaMHUHBI H BUTAMUHHO-MHWHCPAJIbHBIC KOMIIJIICKCEHI,

PacTBOPHI aHTUCENTUKOB (TIEPEKUCH BOAOPOIa, WO, OpUIIITMAaHTOBBIN 3€JICHBIN U

ap.);

BO/JIA JIJISI UHBEKIIUM;

a7copOeHThI (Yrojib aKTUBUPOBAHHBIN );

KapMUHATHBHBIE JICKAPCTBEHHBIC TIPETIapaThl;

JICKapCTBEHHBIE MPEnapaThl U3 TPYIIBI Pa3ApaxaronnX 1 00BOJAKUBAIOIINX
CpPEICTB.

B peructpannonnom gocwe npenacrasisarores Moayium 1, 2 w 3 mw Hactu [, 11
[Tepeuns. B Monynsx 4 u 5 wiu Yactu 111, IV [lepeunst B moapoOHOI HayyHOM
oubnuorpaduu yKa3blBatOTCS JOKJIMHUYECKUE U KIIMHUYECKUE XapaKTePUCTUKHU.

I[J'ISI JICKAPCTBCHHBIX CPCACTB C XOPOIIO U3YUYCHHBIM MCAUITNUHCKUM
IMPUMCHCHHUCM IIPCIOCTABJIAIOTCA CIICAYIOINUC JaHHBIC!

1) dbaxTopsl, KOTOpHIE HEOOXOAUMO YUUTHIBATH MIPH OMPEACIICHUN XOPOIIIO
U3Yy4YEHHOI'0 MEJULIMHCKOIO IIPUMEHEHHSI KOMIIOHEHTOB JIEKAPCTBEHHBIX CPEJICTB:

BpEMs1, B TECUEHUE KOTOPOr'0 UCIOJIb3YETCs aKTUBHOE BEILIECTBO B MEIULIMHCKON
IIPaKTHKE;

KOJIMYCCTBCHHBIC ACIICKThI MCITIOJIB30BaHUA aKTUBHOI'O BCIIICCTBA,
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4acTOTa HAYYHBIX IMyOJUKAIIUA U aKTyaTbHOCTH MUCIIOJIb30BAHUS aKTUBHOT'O
BEILIECTBA B TEUEHHUE MOCIEAHUX S5 JIET nepe/] noaueii 3asBiIeHus (CO CChUIKON Ha
nyOJuKalMK B HAYYHBIX UCTOYHUKAX);

COIJIaCOBAHHOCTb HAYYHBIX OLICHOK.

I[J'I?I OIpCACICHHA XOPOUIO N3YUCHHOI'O IIPUMCHCHUS PA3JIMIHBIX dKTHUBHBIX
BCHICCTB IIPCAOCTABIIACTCA OLICHKA 3a PAa3JIMYHBIC IICPUOAbI BDCMCHH. Hepnon BPCMCHHU,
HCO6XOI[PIMBII>1 IJIsL OIIPEACIICHUA XOPOIIO M3YYCHHOTO MCANIIMHCKOTO ITIPUMCHCHUA
AdKTHUBHOI'O BEICCTBA, COCTABJISICT HC MCHEC 10 mer ¢ AaThI IICPBOI'0 CUCTCMATHICCKOI'O
U JOKYMCHTHPOBAHHOI'O IPUMCHCHUA JICKAPCTBCHHOI'O CPEACTBA.

2) MaTepuaibl PETUCTPAIMOHHOIO JIOChE, MPEJCTaBICHHBIC 3asIBUTEIIEM,
BKJIFOYAIOT BCE aCIEKThI OLIEHKU 0€30MacHOCTH U 3P(HEKTUBHOCTH, COAEPKAT CChUIKY
Ha 0030p COOTBETCTBYIOIIEH JTUTEPATYPHI C YUETOM MPE/- U MOCTPETUCTPAITUOHHBIX
UCCIIEIOBAHUM U OMTyOJIMKOBAHHOM HAYYHOM JTUTEPaTypbl OTHOCUTEIHHO PE3yJIbTaTOB
AMUAEMHUOJIOTUYECKUX UCCIIEIOBAHUN U OCOOEHHO CPABHUTEILHBIX UCCIEA0BAHM, BCIO
JIOKYMEHTAIINIO0, KaK MOJOKUTENIbHYIO, TaK U OTpHUIlaTeabHYyI0. bubnuorpaduueckas
CCBhUIKA Ha JPYTYe UCTOYHUKH J0KA3aTeNIbCTB (IOCTPETUCTPALIMOHHBIEC UCCIIEIOBAHMS,
AMUAEMHUOJIOTUUECKHIE UCCIICIOBaHUS ), KPOME JaHHBIX, KaCaAIOIIUXCS METO/I0B
KOHTPOJISI M UCTIBITAHUH, SIBJISIETCS JJOKA3aTEILCTBOM 0€30MacHOCTH U 3P(HEKTUBHOCTU
JIEKApCTBEHHOTO Ipernapara Mpu yCIOBUH, UTO B PETUCTPALMOHHOM JOChE YETKO
00BSICHEHO M 00OCHOBAHO HCIIOJIB30BAHUE ATUX UCTOYHUKOB MH(POPMAIIUH;

3) o6ocHOBaHKE JOKA3aHHOTO MTPUEMIIEMOTO YPOBHS 0€30MacHOCTHU U (WJIN)
3¢ (HEeKTUBHOCTH, HECMOTPS Ha OTCYTCTBHE HEKOTOPBIX MCCIIETOBAHUM;

4) B NOKJIMHUYECKUX U (MJIU) KIIMHUYECKUX 0030pax 0ObSICHUTh 3HAUMMOCTh
JTHOOBIX TTPEICTABIICHHBIX TAHHBIX, KACAIOMINXCA YKE 3apETUCTPUPOBAHHOTO
JIEKApCTBEHHOTO Tpernapara, OTIIMYHOTO OT TOTO, KOTOPBIM MpearaeTcs K
peructpanuu. [Ipencrapnsercss 000CHOBaHHE 1O TTOBOIY TOTO, MOXKHO JIU 3asIBJICHHBIN
JIEKapCTBEHHBIN IIpenapaT CUUTaTh MOJ00HBIM yKe 3apEerUCTPUPOBAHHOMY
JIEKApCTBEHHOMY TIpernapaTy, HECMOTPS Ha CYILIECTBYIOIIUE Pa3Iudus;

5) MOCTPEruCTPAIIMOHHBIN OMBIT UCIOIB30BaHUS COAEPXKUT HH(POpPMALIUIO 00
UCIIOJIb30BAHUU JIPYTUX JICKAPCTBEHHBIX MPENapaToB, COIEPKAIINX TE K€ aKTUBHBIC
BELIECTBA;
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6) MepuoINICCKH OOHOBIIIEMBIH OTYET 10 0€30MaCHOCTH JICKAPCTBEHHOTO
mpenapara 3a MmocjaeHue 5 JIeT ¢ MOMEHTa PETUCTPalMK B CTpaHe IPOU3BOIUTES 110
10/1aY ¥ 3asBJICHUSI 3aPYOCKHBIMH TTPOU3BOIUTEIISIMH.

[Ipu oTCYyTCTBUU ONBITa IPUMEHEHUS B CTPAHE MPOU3BOIUTEINS 32 5 JIET C
MOMEHTa PETUCTPALIUH, IPEAOCTABISIETCSA EPUOANUECKU OOHOBIISIEMBIN OTYET 110
0€30MacHOCTH JIEKaPCTBEHHOT 0 Ipenapara 3a (pakTH4eckoe BpeMs MPUCYTCTBUS Ha

PBIHKE B COOTBETCTBHH C TPEOOBAHUSAMU HAJICKAIICH MPaKTUKX (hapMaKoHaI30pa
(GVP).

8. PacturenbHble JIEKAPCTBEHHBIE MTPENapaThl

J1Jist SKCTIepTU3BI JIEKAPCTBEHHBIX MPENapaToB PACTUTEIBHOIO MPOUCXOXKICHHUS
MPEAOCTABISIOTCS PE3YJIbTaThl COOTBETCTBYIOIIUX (DapMAKOJIOTHYECKHX,
TOKCHUKOJIOTUYECKUX U KIMHUYECKUX HCClIeIOBaHUN. MaTepuainbl U TOKyMEHTHI 110
JOKJIMHAYECKUM (HEKIIMHUYECKUM) U (UJTK) KIIMHUYECKUM HUCCIIEIOBAHUSIM BKIIOUYAIOT:

MaTepualbl JOKIMHUYECKUX (HEKIMHUYECKHUX ) UCCIEOBAHUM crieluuuecKoit
AKTUBHOCTHU;

MaTepHUabl UCCIEIOBAHUS OCTPON U XPOHUUYECKON TOKCUYHOCTH;

JAHHBIE O MECTHO-PA3ApAXKAIOIEM JEHCTBUH;

JaHHBIE 00 aNIepPru3upyOIUX CBONCTBAX;

ONBIT KIIMHUYECKOTO MPUMEHEHUS B CTPAHE-ITPOU3BOJNUTEIIE WIIM IPYTUX CTPAHAX.

HpI/I 9TOM MaTCpuaJibl OTHOCUTCIbHO KaYCCTBCHHLIX ACIICKTOB JICKAPCTBCHHOI'O
IIpcIiapara nNpcaAoCTaBIAOTCA B IIOJIHOM o0OBeMe.

J1j1s1 cOOpOB JIEKapCTBEHHOTO PACTUTENHLHOTO CHIPhS, (PUTO-4aeB
npenocTaBisieTcss 0030p HAyUYHOH JIMTEPATYphl MO JEKAPCTBEHHBIM PACTEHUSIM,
BXOJAIIUX B UX COCTaB.

9. 'omeonaTuyeckue npenaparsbl

3asBUTEINb IJI SKCIEPTU3bl TOMEONATHYECKUX MTPENapaToB MPEACTABISAET
JIOKYMEHTBI U MaTepHalibl, BKJItouatolye nadopmaiuio no Moaynsam 4 u 5 unu Yactam
III u IV Ilepeuns:

IJIsI TOMEOITaTUYCCKHUX ITPCIIapaToB, COOTBETCTBYIOIINX BCEM
HWKCIICPCUUCIICHHBIM YCIOBHAM B KOMIIJIICKCC:
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npenaparsl NpEaAHa3HAYCHBI JJIS IICPOPAJIBbHOTO UIIM HAPYKHOT'O IIPUMCHCHM

Ha 3TUKETKE JIEKAPCTBEHHOI'O Mpenapara Uiy JIF0OOH OTHOCAILEHCS K HEMY
UH(pOpPMAIUHU HE IPUBEACHO KOHKPETHOTO TEPANeBTUUECKOI0 IOKa3aHUs K
IPUMEHEHUIO;

CTENIEHb PACTBOPEHUS JIEKAPCTBEHHOTO Mpenapara sSBIsSeTCs JOCTATOYHOU JIsl
rapaHTUH ero 0€30MaCHOCTH; B YACTHOCTH, JICKAPCTBEHHBIN MPEnapar He COACPKATh
6onee 1 vactu Ha 10 000 yacTeit MaTouHOTO pacTBopa M 6osee 1/100 MuHUMaTBEHOMN
JI03bl, IPUMEHSAEMOM B aJJIONATUU B OTHOUIEHUU JICHCTBYIOIIETO BEIIECTBA, HATNYUE
KOTOPOTO B aJUIONATHYECKOM JIEKAPCTBEHHOM Tpernapare TpedyeT 00s13aTeIbHOro
Hajnuuus penenta Bpada, st Monynei 4 u 5 nnu Yacreit 11 u IV [epeuns
MIPEIOCTABISIOTCS 0030p JaHHBIX HAYYHOU JTUTEPaTypbl 00 3 HEKTUBHOCTH H
0€30MacHOCTH TOMEOIATUYECKOT 0 IIpernapara B 3asBasieMOil 001acTH MPUMEHEHNUS,

11 HOBBIX TOMEOIIaTUYECKHX IPENapaToB, HE YIOMUHAEMBIX B (hapMaKoresx 1
MOHOTpa(usix; A1 KOMOMHUPOBAHHBIX TOMEONIATUYECKUX MPENAapaToB, KOTOPHIE
IpUBEJIET K BO3MOKHBIM B3aUMOJICHCTBUSAM, CHHEPI€TUYECKUM dPpeKTaM Win
aAIUTUBHBIM 3 PeKTaM pa3IudHbIX UHTPEAUECHTOB; JIJIsl TOMEONaTUYECKUX
IpenapaTroB, UHIPEAUEHTHI KOTOPBIX MNPEICTABISAIOT PUCK TOKCHYECKHUX WU IPYTUX
HEOJAaronpUATHBIX BO3JEHCTBUM, OCOOEHHO KOTI'/1a MHIPEAUEHThI KOHLEHTPUPOBAHbI
WM NPEJCTaBIEHbI B HU3KUX pa3BeaeHusx (Hanpumep, 1X, 2X wim 1C), unu He
KOHTPOJIUPYIOTCS JOJKHBIM 00pa30M B MPOLIECCE MPOU3BOICTBA; IS
rOMEONATUYECKHUX MPENApPaTOB, MPEAHAZHAYEHHBIX JUISl UHBEKIUHI U U IPENapaTos,
IPUMEHSEMBIX B OTATIbMOJIOTUH; MIPEeIHA3HAYCHHbIE JIJIS1 UCTIOIB30BaHUS C LIETIbI0
npo(UIAKTUKY WIN JIEUYEHUS CEPhE3HBIX 3a00JIEBaHUM; AJI1 TOMEONATUYECKUX
npenaparoB, IpeIHa3HAYECHHBIX JUIS YSI3BUMBIX TPy HAceJIeHus (Hanpumep,
HOBOPOYKJCHHBIE U JIETH, OEpEMEHHBIE U NOKUJIbIE, TALIUEHTHI ¢ OCIA0JIEHHBIM
UMMYHUTETOM U 1p.): 1uist Monyns 4 wiu Yactu 111 [lepeuns npencrapistoTcs JaHHbIE
TOKCUKOJIOTUYECKUX, UCCIIEIOBaHMM (B Cilydae coep kaHus HH(PEKIIMOHHOTO areHTa
MOJITBEPKIACHUE HCCIIEIOBAHUEM OMOJIOTMYECKON 0€30acHOCTH), 000CHOBAaHUE
no100pa pa3au4HbIX NOTEHLIHH, JaHHBIE KIMHUYECKOrO ONBbITa IPUMEHEHHUS; IS
Mopnyins 5 unu Yactu VI [lepednst npeacTaBiasOTCS JaHHbIC KIMHUYECKUX
uccienoBanuii 00 3pPeKTUBHOCTH U O€30MaCHOCTH TOMEOINATUYECKOr 0 ITpernapara B
3asBIIIEMOM 001aCTH IPUMEHEHHS U 000CHOBaHHE 110100pa Pa3IUIHBIX JO3UPOBOK.
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oO1ast XapaKTepruCcTHKa JIEKAPCTBEHHOTO MpernapaTa i MHCTPYKIIUIO 110
MEUIIMHCKOMY TPUMEHEHHIO (JIMCTOK-BKIJIQIBIII) C YKa3aHUEM, YTO JIEKaPCTBEHHOE
CPEACTBO SIBISAETCS TOMEOMATUUYECKUM MPENAPATOM.

10. ButamuHbl, MUHEpAJIBI

J171s1 SKCTepTU3bI JIEKAPCTBEHHBIX CPEICTB, COACPIKAIUX BUTAMUHBI U (UJIH)
MPEICTABIAIOMMNX COO0N KOMIUJIEKC BUTAMUHOB U (MJIM) BUTAMUHOB U MHUHEPAJIOB,
3asIBUTEJIb MPEJICTABIISIET OJIUH U3 HUKECIEAYIOUX JOKYMEHTOB U MaTePUAJIOB:

1) Gubnmorpadudeckuii 06030p AaHHBIX MO OE30MACHOCTH JIEKAPCTBEHHBIX
CPEIICTB, BMECTE C OTYETOM DKCIIEpPTa, BKIFoUasi HHMOpMAIUIo 00 dKCTIepTe;

2) Hay4HbBIC TyOJUKAIINK HA 3asBIISIEMbII Tperapar;
3) IaHHbBIE UCCNENOBAHUM OCTPOMl U (MJIM) XPOHUYECKON TOKCUYHOCTH.
11. PagnodapmarneBTH4ecKue IpemapaThl

JLiist sxcnepTUssl paanodapMalieBTUYECKUX MPEnapaToB U UX MPEKYPCOPOB B
Moayne 3 wiu Yactu II ITepeunst npeACcTaBiIsItOTCS JOKYMEHTHI 1 MaTEPHUAIbI,
BKJTFOYAIOIIIHUE CIIECIYIONIYIO cielu(UUecKyo HHPOPMAITHIO:

1) B pagrodapmaiieBTHUECKOM HA0OpE, KOTOPbIM CHAOXKAETCS paguOaKTUBHON
METKOM NOCJIE€ MTOCTaBKH MPOU3BOJUTENIEM, 3a AKTUBHOE BELIECTBO MPUHUMAIOT YaCTh
Habopa, NpeIHa3HAUYCHHYIO JUIsl IepEeHOCca WK CBSI3bIBaHUS pajuoHykKiauaa. Onucanue
METO/1a MPOU3BOICTBA Paino(papMalieBTUIECKOro Habopa BKIIOYAET MOAPOOHBIE
JTAaHHBIE 110 TIPOU3BOJICTBY HAOOpa U JaHHBIE PEKOMEHyEeMON OKOHYATEIbHOM
00pabOTKM 17151 TPOU3BOICTBA PAJUOAKTUBHOIO JIEKAPCTBEHHOT' O Mpenapara.
Tpebyemble criennpukanuy paiuoHyKInIa ONUCHIBAIOTCS B COOTBETCTBUH, €CIIU
MPUMEHHUMO, ¢ 00IIIeH WM YacTHOU cTaTthell (MoHOorpaduei) ['ocynapcTBeHHOM
®dapmaxonen PK, 1160 mpu 0TCyTCTBUUM Takux ctareid (MoHOTpaduil) — CTaThIM
(MoHoOTrpadusm) Gapmaxornei, MPU3HAHHBIX JIEUCTBYIOIIUMH Ha TEPPUTOPHUU
PecnyOnnku Ka3zaxcras.

B nomnonHenue, onuckiBaeT BCE COCAMHEHUS, HEOOXOIUMBbIE /ISl BBEACHUS
PaIMOAKTUBHOM METKH, a TAKKE CTPYKTYPY COEAUHEHUS C PAANOAKTUBHON METKOM.

AHaIU3UPYIOTCA SIEPHBIE PEAKIINU PATUOHYKIHIOB.

Kak marepuHCKHi, TaK U JOUCPHUN PAJUOHYKIIMIbI TEHEPATOPA CUUTAIOTCS
AKTUBHBIMU BEIIECTBAMU;
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2) cBeZieHUs O IPUPOJIe PATUOHYKIUIA, MOITUHHOCTUA U30TOIA, BO3MOMKHBIX
PUMECSX, HOCUTEJNE, TPUMEHEHUH U CIEIU(UIECKON aKTUBHOCTH;

3) ucxoIHbIe MaTepUasbl BKIIOYAIOT IEJEBbIC MATEPUAIIBI ISl OOTyUCHUS;

4) paccMOTpeHHE XUMHUYECKOH (PalMOXUMHUUYECKOI) YUCTOTHI U €€ CBS3b C
ounopacrnpe/ieIeHUEM;

5) onrcanue paguOHYKIUIHON YACTOTHI, PATHOXUMHUYECKON YUCTOTHI U
crienu(pUISCKON aKTUBHOCTH,

6) 17151 TEHEPATOPOB MPECTABIISIIOTCS MOIPOOHBIE JAHHBIE UCTIBITAHUM
MAaTEPUHCKUX U JOUYEPHUX PAAUOHYKIUAOB. JlJIsi reHEPATOPOB-AII0ATOB
MPEICTABISAIOTCA UCIIBITAHUS MATEPUHCKUX PAAUOHYKIIMIOB U APYTUX KOMIIOHEHTOB
CHUCTEMBI T€HEPATOPa;

7) conep:kaHue aKTUBHBIX BEIIECTB HA OCHOBAHUU MAacCChl aKTUBHOM 4acTH
MOJIEKYJIbI MPUMEHSIETCS TOJIBKO K paauodapmarieBTuueckuM Habopam. J1is
PAIMOHYKIIUIOB PaInOaKTUBHOCTh BBIPAXKAETCA B OCKKEPEIsX, C YKa3aHUEM JIaThI U,
€CJIM HEOOXOMMO, BPEMEHH U YaCOBOTO TMOsCa. Y Ka3bIBACTCS TUM PATUOKTUBHOCTH;

8) cieunukay JeKapCcTBEHHOI O Ipernapara, iBIsSOLerocs
paanodapMalieBTHYECKUM HaOOPOM, BKIIIOYAIOT UCIIBITAHUS CBOMCTB Ipernapara nociie
BBECHUS PAJUOAKTUBHON METKH, COOTBETCTBYIOIINE KOHTPOJIU HA PAAUOXUMHUYECKYIO
U PAIMOHYKJIUIHYIO YUCTOTY COETMHEHUSI C PAAMOAKTUBHON MeTKOH. JItoOoi
MaTepHall, HeOOXOIUMBIN JJI1 BBEACHUS PaJUOAKTUBHON METKH IOJIEKUT
YCTaHOBJICHHIO MOJJIMHHOCTH U KOJIMYECTBEHHOMY OIIPEJIECICHUIO;

9) undopmarus o cTabUIBLHOCTH JJIsI H30TOIMHBIX T€HEPATOPOB, H3OTOIHBIX
Ha0OPOB U JIEKAPCTBEHHBIX MPENapaToB C paJIMOAKTUBHON METKOM. Y Ka3bIBaeTCS
CTaOMIIBHOCTD TIPH MCTIOJIB30BAHUH PAINO(PapMaIieBTUIECKUX JIEKAPCTBEHHBIX
npenapaToB B KOHTEHHEpaXx /il MHOTOPa30BOI'O UCTIOIb30BAHUS.

B Monayne 4 nnu Yactu 111 Ilepeunst yka3pIBarOTCS aCMEKThI paIuallMOHHON
JO3UMETPUH (JIEUCTBUE U3IIyUYEHHUS Ha opraH (TkaHb)). [lokazarens MOrIOMEHHON 036
U3JIy4YEHUS PACCUMTBHIBACTCS C YKA3aHUEM CUCTEMBI UCIIOJIb30BAHHBIX MEXAYHAPOIHO
NIPU3HAHHBIX €IMHUL] U3MEPEHHUS IIPU ONIPEIECICHHOM ITyTH BBEJACHUS.

B Mopyine 5 niin Hactu IV Ilepeuns, ecinu NIpUMEHUMO, PEACTABIIAIOTCS
pe3yNbTaThl KIMHUYECKUX UCTIBITAHUIN WM MPUBOAUTCS B KIMHUYECKUX 0030pax
(Monayinb 2) 060CHOBaHHE UX OTCYTCTBUS.
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B cnydae paanodapmManieBTHUECKOT0 MPEeKypcopa, IpeIHa3HaYeHHOTO TOJIBKO
JUTSI BBEJICHUS PAIMOAKTUBHBIX METOK, MPEXKIE BCETrO MPEACTABISIETCS HHPOPMAIIUS O
BO3MOJKHBIX MTOCJIEACTBUAX HEIOCTATOYHOU 2(PHEKTUBHOCTU BBEJICHUSI PaIUOAKTUBHBIX
METOK WJIH IUCCOITMAIIMY 1N VIVO KOHBIOTATa C PaIMOAKTUBHOM METKOM, T.€. BOIIPOCHI,
CBSI3aHHBIC C JIEHCTBHUEM CBOOOHOTO PAJMOHYKIIH/IA HAa MAIMEHTOB. B nononHenue,
peACTaBIsAETCS COOTBETCTBYIOMIAs MHPOPMAIUs OTHOCUTEILHO (haKTOPOB PUCKa, T.€.
PaANOaKTUBHOTO BO3/ICHCTBUS HA MEPCOHAN OOJBHULIBI M OKPYKAIOIIYIO CPELy.

B gactHOCTH mpencTaBisieTcs caeayromas nHGopMarius:

[Tonoxenust Moayns 3 wnu Yactu Il [lepeunst npuMeHstoTCs pU perucTpanuu
paaunodapMaieBTUYECKUX MPEKYPCOPOB, KaK YKA3aHO BBIIIE, €CIIU TPUMEHUMO.

B Monayne 4 nnn Yactu 111 [IepeuHs OTHOCUTENBHO TOKCUYHOCTH MPU
OJTHOKPaTHOM M MHOTOKPAaTHOM BBEIECHUH IPEACTABISAIOTCS PE3YIbTATHI
JOKJIMHAYECKUX UCCIIEIOBAHUN, IIPOBEACHHBIC B COOTBETCTBUU C IPaBUIaMU
HaJyIexKaliei 1abopaTopHON MPaAKTUKH.

I/ICCJ'ICI[OBEIHI/IH Ha MYTarcHHOCTb PAJUOHYKIINAOB HC CHUTAOTCA IPUMCHHUMbBIMU
B JAHHOM KOHKPCTHOM CJIy4dac.

[Ipencrasnsiercst uHGOpMaINS OTHOCUTEIIBHO XUMHUYECKOM TOKCUYHOCTH U
pacnpeneneHusi COOTBETCTBYIOIIETO «XOJOAHOI0» (HE COAEPKAIIEro paJuOaKTUBHBIX
BEILIECTB) HYKJIUJIA.

B Mopyne 5 unu Yactu [V Ilepeuns knnanyeckast nHGpopMans, morydeHHas B
X0/J1e KIIMHUYECKUX MCCIIEIOBAHUI C UCIIOJIb30BAaHUEM MIPEKYpCoOpa caMoro 1o cede, He
CUMTAETCs 3HAUMMOM B ciiydae paanodapManeBTHUECKOro MpeKkypcopa,
IIPEIHA3HAYECHHOTO UCKIIFOYUTEIBHO [T BBEICHUS PAIMOAKTUBHOU METKH.

[IpencraBnsiercs nHdopmalys, HOATBEPKAAIOIAS KINHUYECKYIO
3¢ pexTuBHOCTH pannodapMaleBTUYECKOTo MPEKypcopa Npy MPUCOSTUHEHUH K
MOJIEKYJIaM COOTBETCTBYIOIIETO HOCUTEIIS.

12. OpdanHbie 1€KapCTBEHHBIE PEMAPATHI

[Ipu 3xcnepTr3e opaHHBIX MPENapaToB MOJOKUTEILHOE 3aKIFOUEHUE O
0€e30I1acHOCTH BbIIAETCs MO/ 0053aTEIbCTBO 3asIBUTENS HA YCIOBUSAX:

1) BBIMOJTHEHUS B ONPEIEIICHHBIE CPOKU OMPEAEICHHON IPOrpaMMBbl
UCCIIEIOBAHUM, PE3YIbTAaThl KOTOPBIX OYIYT SBJISITHCS OCHOBAHUEM JIJIS IEPEOLICHKU
COOTHOUIEHHUS «I10JIb3a-PUCK;
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2) IMPUMCHCHUA JICKAPCTBCHHOTI'O IIPCIIapaTa 11oa CTpOrum Ha6J'II-0I[€HI/ICM Bpayda,

3) HEMENJIEHHOTO YBEAOMIIEHHS FOCYAApPCTBEHHOT'O OpraHa o JIF0ObIX
HEXKeJIaTEeIbHBIX PEaKUUAaX, BOZHUKIIUX IPU IPUMEHEHUH Op(paHHOro npernapara, v
IPEANPUHATHIX MEPaX B COOTBETCTBHUHU € ITPUKa30M MHUHHCTpA 31paBOOXPAHEHUS
Pecny6nuku Kazaxcran ot 23 gexadps 2020 roma Ne KP JICM-320/2020 «O06
YTBEPKACHUU MIPABIII IPOBEACHHS (papMaKkoHaA30pa 1 MOHUTOPUHIA OE30MaCHOCTH,
KayecTBa U 3 (HEKTUBHOCTH MEAMIIMHCKUX U3ENUID (3apeructpupoBat B Peectpe
rocyJapCTBEHHOW PErucTpalii HOPMAaTUBHBIX MPABOBBIX akTOB 1o Ne 21896).

DKcnepTHas OpraHu3als CorjaacoBbIBAET MPOrpaMMy HCCIIEJOBAaHUM,
0053aTENBHYIO K TIPOBEJICHUIO MOCTIE TOTYyUYEHUS PErUCTpallid, pa3paboTaHHYIO U
PEIOCTaBISEMYIO 3asIBUTEIIEM HA SKCIEPTU3Y COTJIACHO MOJANYHKTY 1) HAaCTOSIIEro
MyHKTA.

B nepuon BBINOTHEHUS MOCTABICHHBIX YCIOBHUM YKCIEPTHAS OPraHU3aLus
IPEIOCTaBISET B TOCYAAPCTBEHHBIN OpraH HHGOPMAIIHIO, TOJTYyYaeMYIO OT 3asBUTENS O
MIPOBEICHUU OIPEICICHHON TPOrPAMMBI UCCIIEIOBAHUN 1T €KETOTHON NEPEOLECHKN
COOTHOIICHHSI «TI0JIh3a-PUCK» JIJISl 3apETUCTPUPOBAHHOTO Op(aHHOTO Mpenapara.
HNHCcTpyKIuMs 110 MEUIIMHCKOMY IPUMEHEHUIO U Apyras MeIUIMHCKast nHGOpMaIus O
3aperuCTPUPOBAHHOM TaKUM 00pa3oM oppaHHOM MpernapaTe COASPKUT yKA3aHUS O
HEJIOCTATOYHOCTH JTaHHBIX.

13. JlekapcTBeHHBIE MTpenapaTsl NEPEI0BOM Teparnuu

Marepuainbl perucTpaluOHHOIO 10ChE JIJIS1 BBICOKOTEXHOJIOTUYECKUX
JIEKaPCTBEHHBIX MPENAapaToB COOTBETCTBYIOT pazaeny 4 [IpaBun perucrpanuu u
DKCIEPTHU3BI JIEKAPCTBEHHBIX CPEJICTB ISl MEIUIIMHCKOIO IPUMEHEHUS, YTBEPKICHHBIX
pemenuem CoBeta EBpaszuiickoil 3koHOMUYecKoi komuccuu oT 3 Hosiopst 2016 roma No
78.

14. Tpauncdep

[Ipu skcepTU3e NTEKaApCTBEHHBIX NPENapaToB, MPOU3BOAUMBIX HA OCHOBE
nepeHoca (Tpancdepa) moJHOro MUKIIA WK YaCTU MPOU3BOACTBEHHBIX U
TEXHOJIOTUYECKUX MPOIECCOB, K PETUCTPALIUOHHOMY JOChE JTOMOTHUTEIBLHO
PEAOCTABISIOTCS CIEAYIOIINE JOKYMEHTHI:

1) moroBop 0 nepeHoce NpOrU3BOACTBEHHBIX U TEXHOJIOTHYECKHUX MPOLECCOB
MEXy OT€UE€CTBEHHBIM ITPOU3BOIUTENIEM U 3apyOEKHBIM ITPOU3BOIUTEIIEM;
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2) oTueT Mo pe3yabTaTaM MPOBEIECHHOTO TpaHc(epa, BKIIOYAIOIIETO OMHUCAHHUE
npoekTa Tpancdepa, macirad TpaHcepa, KpUTUIECKUE MapaMeTphl, OTy4YeHHbIE
OCHOBHOM U JOTIOTHUTEIIBHON TIIOMIAKaMHU, 3aKTFOYUTEIIbHBIC BEIBOIBI TpaHCPEpa, ¢
npuioxeHnem ceprudukara GMP (c ykazanueM naThl U pe3yIbTaToOB MOCIEIHEN
WHCTIEKIINH ) (HOTapuaabHO 3aCBUICTEIIHCTBOBAHHBIN ) 3apyOCKHOTO TPOU3BOAUTEIIS;

3) OTYCT BaJIMAAIIUHN ITPOU3BOACTBCHHLIX IIPOUCCCOB HA OTE€YECTBEHHOM
HpOHBBOI[CTBGHHOfI IIJIOMIaAKE,

4) 0 MOATBEPAKACHUU TOTO, YTO KAYECTBO UCXOJHOTO ChIPbsI (AKTUBHOM
cyOcTaHIIUU, BCTIOMOTATEIbHBIX BEIIECTB), UCIIOJIb3YyEMOTI0 Ha OT€UECTBEHHOU
IJIOMIAJKE HE BIUSIET HA MPOLIECC UM TOTOBBIN MPOAYKT;

5) 0 KOHTPOJIIO KayecTBa MPEenapaToB, MPOU3BOIMMBIX Ha OT€UECTBEHHOU
IPOU3BOJCTBEHHOM TUIOIIAIKE, M MPENapaToB 3apyO0eKHOTO MPOU3BOAUTENS
OCYIIECTBIISIETCS 1O OJJHOM crienupukannuy (0OJUHAKOBBIA IPO(UIL puMecei,
(hapMaKOKMHETUYECKHI MPOPUIb paCTBOPEHUS (17151 TBEPABIX JIEKAPCTBEHHBIX (POPM) U
WH-BUTPO UCCIIEIOBAHUS);

6) OTYETHI HCCIICIOBAHUI OMO3KBUBAJICHTHOCTH MJIN KIMHUYECKUX
UCCJIEIOBAaHUM JIEKApPCTBEHHBIX MPENapaToB, MPOU3BEICHHBIX Ha TPOU3BOICTBEHHBIX
momaakax BHe Kazaxcrana (B ciiyyae OTCyTCTBUSI — 0OOCHOBAHHUE).

B cnydae, ecnu nepegaromas IionaaKka perucTpupoBaia Ha CBOEH TEpPUTOPUHU
npenapar no npoueaype Tpanchepa TEXHOIOTUNA U UCTIOJIB30BAIA OTUYET UCCIEAOBAHUS
OMOSKBUBAJICHTHOCTHU WJIM KJIMHUYECKUX UCCIIE0BAaHUN TPEThEN CTOPOHBI, JaHHBIE
OTYETHI IPUHUMAIOTCS K PACCMOTPEHUIO MPU SKCIEPTU3E PETUCTPALIMOHHOIO JIOCHE.

7) Ha MOMEHT TIOJa4| 3asIBJICHUS Ha DKCIEPTU3Y MPU PETUCTPaIlUU Hepeaarolias
CTOpPOHA MPEOCTABIIAET PE3yJIbTaThl UCCIEOBAHUM YCKOPEHHOM CTAOMIIBHOCTH U HE
MEHee 6-TH MECSYHBIX UCCACAOBAHUN JTOJITOCPOUYHON CTAOMIBHOCTH, JUIS
MPUHUMAFOIIEH CTOPOHBI — IPOrpaMMYy UCCIIEIOBAHUM CTAOMIIBHOCTH C YKa3aHHEM
cepuil JIeKapCTBEHHOTO TpernapaTa u MOCTPErUCTPALIMOHHBIE 0053aTENHCTBA O
PEAOCTABICHUHN JAHHBIX CTAOMIIBHOCTH C TUIOMIA0K TTePEIA0IIeH U MPUHUMAIOIIICH
CTPOH (MEPUOUIHOCTH IPEAOCTABICHUS HHPOPMAIIMHU COTIIACHO MTPOTrpaMMe U3yUeHUs
CTaOMIIBLHOCTH).

[Tpu momHOM mepeHoce (Tpancdepe) MPOU3BOICTBEHHBIX W TEXHOJIOTHUECKIX
IPOLIECCOB 3asIBUTENb 00ECIIEYNBAET MOJHOE COOTBETCTBUE YCIOBUM MTPOU3BOJICTBA U
CUCTEMBI 00ECIIeUeHHs KauecTBa Ha MPOM3BOJICTBEHHOM IIowaake B PecmyOnrke
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Kazaxcran ycinoBusM Npou3BOACTBA U cUCTEME 00€CTIEUeHUS KaueCcTBa
MPOU3BOJICTBEHHOM ILIOIIAIKKA BHE Ka3zaxcraHa.

15. Tlepepeructpanus

3asiBUTENb MOJAET 3asBJICHUE HA IIPOBEICHHUE SKCIEPTU3BI ISl IEPEPETUCTPALIUHY,
MOAAETCS JO OKOHYAHUS AEHUCTBUS PETUCTPALIMOHHOTO YIOCTOBEPEHUS.

Ha skcniepTu3sy npu rocy1apcTBEHHOM MepeperucTpalyu JeKapCTBEHHOTO
cpenctBa npousBoauTesiMu Pecriyonuku Kazaxcran npenoctasmsitores gactu [ u 11
[Tepeuns npunoxenus 3 k HacTosiuuM [IpaBunam unu Moaynu 1, 2 u 3 cornacHo
npuioxkennto 4 xk HactoamuMm [IpaBunam, 3apyOeKHBIMU TPOU3BOIUTEIISIMU
npeaocrtasisitoress Moaynu 1, 2 u 3 cornacHo npuiioxenuro 4 k HactosmuM [IpaBunam.

B o6miem oTdere 1o kauecTBy nMpenocTaBiIsieTcss 0030p HHGOPMAIINH, CBSI3aHHON
C XUMUYECKUMHU, (hapMalleBTUYECKUMHU U OMOJIOTHYECKUMU JaHHBIMU. JIOKyMEHTHI
Monyiist 2 0XBaThIBAIOTCSI BOIIPOCHI U OMUCHIBAIOTCS COOTBETCTBYIOLIUE JAHHBIE,
KOTOpbIE MOJPOOHO MpeacTaBiaeHbl B Mosye 3.

[Tpu BBISIBIEHUH B X0J1€ IPOBEACHMSI SKCIIEPTU3bI (DAKTOB, CTABSIIUX O
COMHEHHE JIOCTOBEPHOCTh CBEJICHUI, TPEICTAaBIEHHBIX B MojyJie 2 perucTpalliOHHOTO
JI0ChE B OTHOILIEHUH Ka4yeCcTBa JIEKAPCTBEHHOIO IIpernapara, 3KCIepTHas OpraHu3arus
3anpamuBaeT JoKyMeHTsl Moy 3.

JlonosmHuTenbHO npousBoautessimu Pecyonuku Kazaxcran uz Yactu [V
[Tepeuns cormacHo mpmwioxkeHuto 3 kK HacTosuM [IpaBunam u 3apyOeKHBIMU
MPOU3BOAUTENAMHU U3 Moyiis S5 corjlacHO NpuiiokeHuto 4 Kk HacTosiuuM [IpaBuiiam
IIPEIOCTABIISIOTCS:

1) oT4eThI NOCTPErUCTPALMOHHBIX KIIMHUYECKUX UCCIIeI0BaHUN 3 (PEKTUBHOCTH
1 0€30MaCHOCTU B COOTBETCTBHUHU C IJIAHOM YIIPaBJICHUS PUCKAMU;

2) nepuoAuYecKr OOHOBIISIEMBIN OTYET 1O 0€30MACHOCTH 32 MOCJIEIHUE 5 JIeT
HaXO0XKJICHHS JICKAPCTBEHHOTO TIpenapaTa Ha (hapMaileBTUYECKOM phiHKe PecryOnuku
KazaxcraH ¢ KpaTKUM ayTEHTUYHBIM IIEPEBOJIOM C A3bIKA MPOU3BOIUTEIISI HA PYCCKUI
SI3BIK OCHOBHBIX Pa3/IeJioB.

16. BHecenrue u3MeHEHHUH B PErUCTPAIMOHHOE TI0ChE

1) BHeceHne n3MEHEHUH B PETUCTPALIMOHHOE 0ChE OCYLIECTBIIAETCS A0 MOJAYN
3asBJICHUSI HA TIEPEPETUCTPALINIO B COOTBETCTBUU ¢ TpeboBaHusiMU HacTosux [IpaBu,
3a UCKJIFOYCHUEM U3MEHEHUI 110 peKOMEeHIanK (papMaKkoHa130pa U SKCTPEHHBIX
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OTpaHUYCHUM, CBS3aHHBIX ¢ 0€30MaCHOCTHIO MPUMEHEHUS npenapara. [Ipu BHeceHuun
M3MEHEHU B peructpaunoHHoe gocke tumna [A, Ib unu Il 3asgBuTenem npenocrapusercs
MOSICHUTEJIbHAS 3aMKCKa, CoAeprKaiiasi 000CHOBaHUE HEOOXOAMMOCTH BHOCUMBIX
VU3MEHECHUMN.

[Tonaya 3asBieHUsI Ha SKCIEPTU3Y BHECEHUSI U3MEHEHHI B PETHUCTPALIMOHHOE
JI0ChE OCYIIIECTBIIAETCS 3asBUTENIEM B TE€UEHHE CPOKOB, IPETYCMOTPEHHBIX ITYHKTAMHU
62 u 65 Hactosmux [IpaBu.

2) IIpu BHECEHUI U3MEHEHUI B pErUCTpallMOHHOE A0che Tuma I1:

o nyHkram b.I npenocrasnsiercs nepeuens nokyMeHToB Yactu I, 11 [Tepeuns
(o6HOBNeHHBIE pa3nenbl | A7 - JIoKyMeHT, TOATBEPKAAIOMINN KA4YeCTBO aKTUBHOT'O
BelecTBa (cepTudukat aHanu3a 3-x cepuil akTUBHOM (papMalieBTUYECKON cyOCTaHIIUU
OT MPOU3BOIUTEIS, CEPTUDHUKAT aHATTN3a CYOCTAHIINH OT TPOU3BOAUTENS, CEpTUPHUKAT
cooTBeTcTBUs MOHOTrpaduu EBpornelickoit @apmakoneun, IpOTOKOJI aHaIU3a,
AHAIMTHYECKHUI NachopT JaHHbBIE IO U3YUYEHUIO CTAOUILHOCTH TOTOBOIO MPOAYKTA MPU
JIOJITOCPOYHBIX U YCKOPEHHBIX YCIOBUAX U3yUEHUs CTAOMIBHOCTHU C UCIIOJIb30BAHUEM
3asBIsIEMOM cyOCTaHIIMU 3a nepuol Kak MuHUMYyM 6 MecsieB.) u Il C 1 - aktuBHas
cyOCTaHIIMsI B COOTBETCTBUU C BHOCUMBIMH U3MEHEHUSIMH) Wiin Moyis 3
[Tpunoxxenus 4 (oOGHOBIEeHHBIE pa3nenbl 3.2.S u 3.2.P B COOTBETCTBUM C BHOCUMBIMU
WU3MEHEHUSIMU );

no nyHkram b.II mpenocrasisercs nepeyens qokyMeHToB Yactu [
(o6HoBneHHbIN pasnen I A8 - JlokyMeHT, MOATBEPKAAIOIINA KA4ECTBO TOTOBOTO
IPOJYKTa TPEX MPOMBIIUIEHHBIX cepull (cepTudukaT aHaIu3a, MPOTOKOJ aHAIK3a),
0JIHa cepusi KOTOPOTO COBMAAAET C cepueil 00pasiia JeKapCTBEHHOT'O CPE/ICTBa,
MOJIAaHHOT'O HA PETUCTPAIUIO B COOTBETCTBUU C BHOCUMBIMU HM3MEHEHUAMH ) U 11
[Tepeuns unu Monayins 3 [lpunoxxenus: 4 (oOHOBIEHHbIE pa3nienbl 3.2.P B COOTBETCTBUU
C BHOCUMBIMH U3MEHEHUSMH).

17. YckopeHHas 3KkcnepTr3a JI€KapCTBEHHOTO CPEACTBA

[Ipu npoBeneHNN yCKOPEHHON HKCIIEPTU3BI HE CHIDKAIOTCS TpeOOBaHUS K
0€301acHOCTH, KaueCTBY U 3(P(HEKTUBHOCTH JICKAPCTBEHHBIX CPEJICTB.

1) YckopenHas skcriepTH3a JeKapCTBEHHBIX CPEACTB OCYIIECTBIISIETCS 110
PEUIEHUIO YTIOJTHOMOYEHHOTO OpraHa v MPOBOJUTCS B CIIyUasX:
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MpeaHA3HAYCHUS JICKAPCTBEHHBIX CPEJICTB JIJIs MPOMUIAKTHKH, JTICUCHUS,
JTUArHOCTUKH PEJIKMX 3a00JICBaHU;

BO3HUKHOBEHUS U YCTPAHEHUH MOCIEACTBUM SMUIEMUU, TAHAEMHUH
MHPEKIMOHHBIX 3a0051eBaHNl (JIeKapCTBEHHBIE MIPETapaThl ITHONATOT€HETUYECKOM
TEpaIuy, IPUMEHIEMBIE B OKCTPEHHBIX CUTyalUsIX B OTBET HA YTPO3bI 310POBbIO
HaceseHus (MMaHIeMHUH) U BKIIFOUEHHbIE B KIIMHUYECKHUE MPOTOKOJIbI JICUECHHUS;

BOCHHLIX JICHCTBUM U TUKBUAAIIMN UX TTOCICACTBUN, BOSHUKHOBCHUS,
MPEeAYNPEXKICHUSA U JTUKBUAALINY TTOCJICACTBUN YPE3BbIYANHBIX CUTYAIUNA, YTPO3BI
BO3HUKHOBEHHUS, PACIIPOCTPAHEHUSI HOBBIX 0CO00 OMACHBIX MH(PEKITMOHHBIX
3a001€BaHMi 1 JIMKBUJAIIMNA UX TTOCJIEICTBHIA;

npeaHa3HaYeHHs] IEKAPCTBEHHOTO IIpenapara, MHOCTPAHHOT'O TPOU3BOIUTEIIS,
U1 TpaHCcdepa TEXHOIOTUN Ha MTPOU3BOICTBEHHYIO TUIOIIAAKY HA TEPPUTOPHH
Pecny6nuku Ka3zaxcras.

2) DkcnepTu3a JeKapCTBEHHBIX CPEJICTB, YUACTBYIOIIUX B IIPOLIEAYPE
coBMecTHOM npekBanudukanmu BO3, ocyiiecTBiseTcs B COOTBETCTBUU C
npunoxenneM 8§ Cepun Texunueckux noknagoB BO3, Ne 996, 2016 r. «IIpouenypa
COBMECTHOW PETUCTPALMU MEXKAY I'PYIIION MO NPEeABAPUTEIILHOM OlleHKe BecemupHoit
opranu3zanuu 3apaBooxpanenus (BO3) u HallMoHaIbHBIMU OpraHaMy PeryJInpoBaHUs
JUTSl OLICHKHU M YCKOPEHHOM HAIIMOHAIBHOM perucTpanuu papMaleBTUHIeCKUX
MIPOYKTOB M BaKIIMH, MPOIIEIIINX MTPeABAPUTENbHYI0 KBanupukammuo BO3y.

Hacrosiiee npunoxeHue pacpoCTpaHIeTCsl TAKXKE Ha JICKAPCTBEHHBIE CPEJICTBA,
HAXOJISIUECS Ha ATare SKCIEPTHHIX padoT 0 BCTYIIEHUS B CUiTy Hactosux [IpaBui.

3) sKcnepTr3a JEKapCTBEHHBIX CPEJICTB, 10 IPOLEAYPE PU3HAHUSI HAYYHON
OLICHKHM JICKaPCTBEHHBIX IIPENAPATOB, IPOBEAECHHBIE PETYIATOPHBIMU OPraHaMHU CO
ctporoii peryastopaoit cuctemoit (SRA) (CIIA, EC (EMA), Kanana, IlIsefiniapus,
BenukoOpuranus, ABctpaius, SINOHKS ) HA OCHOBAaHUU COBMECTHOMW MPOLIEAYPbI
YCKOPEHHOM perucrpanuu ¢ BceMupHoi opranuzanuen 31paBoOXpaHeHUs
OCYLIECTBIISETCS B cOOTBETCTBUM C [Ipunoxennem 5 Cepun TexHMUECKUX JOKIAI0B
BO3, Ne 986., 2014 r «PykoBOACTBO IO MPEICTABICHUIO TOKYMEHTAUU [T
NpeKBaIU(PUKAIIMY TOTOBBIX JIEKAPCTBEHHBIX CPEICTB, YTBEPKIACHHBIE CTPOTUMU
PEryJINPYIOIUMHA OpraHaMI.
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[Ipunoxenue 16 k IIpaBuiam
perucTpanuu J€KapCTBEHHBIX CPEICTB U
MEIULIUHCKUAX WU3EJIAN 110 MPUHLINITY
«EIMHOTO OKHa»

IlepeyeHb N3MeHEHN, BHOCHUMBIX B PErMCTPAIMOHHOE 10Che JIEKAPCTBEHHOI'0
cpeacTsa

A. AIMUHUCTpPaTUBHBIE N3MEHECHUS

A.1 V3meHenne Ha3BaHus U (MIK) apeca JepxKaTess pErHCTPALOHHOIO YI0CTOBEPEHHS Yeno- | Ho- IIpo-
BUS Ky- e-
MeH- | Oypa
THI
u
JaH-
HBIC
a) Jlepkatenb perucTpaluoHHOTO yJOCTOBEPEHUS HE MEHSETCS 1,2 1,2 1A
6) CMeHa Jepikatesss PeruCTPalOHHOTO YJIOCTOBEPEHHS 2, 1B
3,4
Ycnosus

1. leprkateneM perucTpalioOHHOTO YIOCTOBEPEHHS SIBISETCS FOPUIMIECKOE JTULIO.

2. 3MeHeHHe He TpebyeT OLeHKH 6e30I1acHOCTH, KauecTBa U 9 (HEKTHBHOCTH U COOTHOLICHHUS TI0JIb3a-PHCK JIEKapCTBEHHOIO CPeaCTBa (cIie-
[MaJIM3UPOBAHHAs IKCIIEPTH3A).

JloxyMeHTanus

1. JIOKyMEHT OT COOTBETCTBYIOILETO yITOJHOMOUYEHHOTO OpraHa (HalpuMep, HAIOTOBOTO OpraHa), B KOTOPOM yYKa3aHO HOBOE Ha3BaHWE MIIH
azpec.

2. lepecmoTpeHHas HHPOPMALHS O JIEKAPCTBEHHOM Mpenapare (0GHOBICHHAS KpaTKas XapaKTepHUCTHKA JIEKapCTBEHHOTO Mpernapara, HH-
CTPYKLUS [0 METUIIMHCKOMY MPUMEHEHHIO (JINCTOK-BKIIAIBIII ), MAPDKHPOBKA).

3. Kparkas XapakTepHCTHKa CHCTEMbI (hapMaKOHaI30pa OT HOBOT'O IePIKATEIIsl PErHCTPALOHHOr0 yaocToBepenus (naiee — IPY) Brioyaror
CIICTYIOIIHE IIEMEHTBI:

uH(OPMALIUSI O TOM, YTO JIep)KaTellb PErUCTPAIIMOHHOTO YIOCTOBEPEHHUS HMEET B CBOEM PACIIOPSDKCHHH YIIOTHOMOYECHHOE JIUIIO 32 TI100aib-
HBII (hapMaKOHa130p; KOHTAKTHBIC TAHHBIC YIIOIHOMOUYCHHOTO JIMI[A 38 TII00ATBHBIA (apMakoHan30p; AEKIapaliusl, MOIIUCAHHAS JepiKaTe-
JIEM PETHCTPALOHHOTO YIOCTOBEPECHHS O TOM, YTO OH MMEET CHCTEMY (hapMaKOHaA30pa IJIs BBIMOIHEHHUS 3a1a4 U 00s13aHHOCTEH IO TIoCTpe-
TUCTPALMOHHOMY KOHTPOJIIO 0€30MacHOCTH JIEKapPCTBEHHBIX CPEJICTB; CChLIKA HAa MeCTO (aapec), r/ie XpaHUTCs MacTep-paiis cucteMs! papma-
KOHa/30pa.

4. JloroBopHBIE B3aMMOOTHOIIICHHSI MEX .y TIpon3BouTeneM u JIPY Ha npaBo OCyIIeCTBICHUS JEITEIFHOCTH 110 (hapMaKoHaI30py.

A. 2 l3menenue (TOproBoro) HaMMEHOBAaHUsI JIEKAPCTBEHHOTO IIpernapaTa VYecino- Jloky- IIpo-
BUS MEHTBI U 1e-
JJaHHBIE aypa
a) JlekapcTBEHHBIC ITPENapaTsl 1 1,2,3, IB
4,5

Vcenopust 1 M36erats myTaHUIbI ¢ HA3BAaHUSAMHE CYIIECTBYIOIIUX MEAMIMHCKUX MPENapaToB WK e ¢ MexIyHapOJHbIM HelTaTeHTOBAHHBIM
HanMeHoBaHueM (nanee — MHH), ecnn sxe HauMeHOBaHKE OOLICTIPUHSITOE, M3MEHEHHUE IPOU3BEICHO B CIICAYIOIIEM MOPSIKE: OT OOLIeTTPHUHSI-
TOro Ha3BaHUs K (apmakoneitnomy uwin k MHH

JloxymeHTanus

1. MOTI/IBI/IpOBaHHOC 000CHOBaHHUE H€O6XOZ[I/IMOCTPI HU3MEHCHUS Ha3BaHUs IIperiapara.
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2. HepeCMOTpeHHaﬂ I/IH(i)OpMaLII/IS[ 0 JICKapCTBEHHOM IIp€napare (06HOBJ’[CHHa${ KpaTKas XapaKTCepUuCTHUKa JICKapCTBEHHOI'O IIpe€napara, uH-
CTPYKIHUS 110 MEAUITUHCKOMY IIPUMEHCHUIO (HI/ICTOK-BKH&[{LIHI), MapKI/IpoBKa).

3. Konust JOKYMCHTA, BbIJAHHOT'O KOMIICTCHTHBIMH OpraHaMu CTPaHbI-IIPOU3BOAUTECIISA, KOTOpLIﬁ YAOCTOBCPSICT U3MCHCHUE €0 Ha3BaHUs.

4. TloanucanHas JEKIaparus 0 TOM, YTO MECTO, CII0c00, COCTaB, HOPMATHBHBINA JOKYMEHT, PErIIaMEHTHPYIOIINi Ka9eCTBO Mperapara 0cTa-
JIUCH 0€3 H3MEHEHUS.

5. BenoMocTh U3MEHEHHH K YTBEP:KACHHOMY HOPMAaTHBHOMY JJOKYMEHTY 10 KOHTPOJItO KadecTBa U Oe3onacHocTu JIC.

A. 3 I3MeHeHNe HAaMMEHOBAHUsI aKTHBHOW (hapMalieBTUYECKON CyOCTaHIIMHU MIIA BCIIOMOTATEIFHOTO BEIIECTBA VYenosus | [Ho- IIpo-
Ky- 1e-
MeH- | aypa
TBI
u
JlaH-
HbIE

1 1,2 1A

VYcnous 1. @apmaneBTrdeckast cyocTaHIus (BCIIOMOraTelbHOE BELIECTBO) HE H3MEHSETCS.

JloxymeHTauus

1. CBuzetenbcTBO BeemupHoit opranusanuu 3apaBooxpanenus (naee — BO3) 00 yTBep)kKIeHUH WM KOIHS TIepedHst MexXyHapoaHOTO
HETIaTeHTOBAaHHOTO HAaMMEHOBaHM. Ecin npuMeHnMo, MoTBEep KAEHIE TOT0, 9TO H3MEHEeHNE cooTBeTCcTBYeT ['ocynapcTBenHOi Papmako-
nee Pecniy6onuku Kazaxcran. [leknapanusi, 4To HAUMEHOBAHHE PACTUTENIBHBIX JIEKAPCTBECHHBIX MPENapaToB PACTHTEIBHOTO MPOUCXOKICHUS
COOTBETCTBYET JOKyMeHTaM PecryOnuku Kazaxcran.

2. IlepecmoTpeHHast HHPOPMALKS O JIEKAPCTBEHHOM TIperapare.

A. 4 3meHenue Ha3BaHUs U (WIIK) aJipeca: MPOU3BOANTEsI (BKIIFOYAsI, €CIIM IPUMEHUMO, TUIOMIAIOK 1O Veno- | Hoxymen- | Ilporte-
KOHTPOJIIO KayecTBa), WK JIepKaTelisi MacTep- (aiiia akTHBHO# (hapManieBTHYECKOW cyOcTaHmH (1a- BUS THI ¥ JaH- | Aypa
nee — MOADC), wiu MocTaBIIKa akTUBHON (papMalieBTHIeCKO# CyOCTaHIINK, HCXOIHBIX MAaTEPHAIIOB, HBIE

PEaKTHBOB MM IIPOMEXKYTOYHBIX IIPOYKTOB, HCIIONB3YEMBIX B IPOU3BOJCTBE aKTUBHOH (apMareBTHIC-
CKOM cyOCTaHIMY (€C/IU yKa3aHO B TEXHHYECKOM JI0ChE), €CIIH B PETHCTPALIOHHOM J0ChE OTCYTCTBYIOT
ceprudukatsl coorBercTBus Ph. Eur., nmm npoussoauTens HOBOro BCIIOMOTaTeNbHOTO BellecTBa (€ClIH
YKa3aHO B TEXHUYECKOM JIOChE)

1 1,2,3 1A

YcnoBus

1. l'[pomBoncmeHHas{ TUIoIagAKa 1 HU OJHa U3 IMPOU3BOJACTBEHHBIX onepaum‘/'l HC U3MCHACTCA.

JloxymeHTanus

1. OdunmanbHblil JOKYMEHT OT YIIOJTHOMOYEHHOI'0 OpraHa (Halpumep, HaJloroBoro opraHa), B KOTOpOM yKa3aHO HOBOE Ha3BaHHE U (MIIH) ajl-
pec.

2. INompaBka K COOTBETCTBYIONIEMY(COOTBETCTBYIOIINM) pa3zieiy (pa3zaenam) J0Che.

3. Ilpu uzmenenuu HazBanus aepxarensi MOADC — oOHOBIEHHOE pa3pelieHUe Ha JOCTYII.

A. 5 V3amenenne Ha3BaHusI U (MIIH) a/ipeca MPOM3BOIUTENS JIEKAPCTBEHHOT'O IpenapaTa, BKII0Yas BbI- VYeno- | Ho- [Ipouenypa
MyCKAIOII¥e IUIONIAKH | TUIOIIAKH 10 KOHTPOJIIO KauecTBa BUS Ky-
MEH-
TBI U
JlaH-
HBIE
a) Jle#icTBusL, 32 KOTOpPBIC OTBEYACT IPOM3BOIUTEND (MMIIOPTED), BKIIOYAIOT BBITYCK CEPHUii 1,2 1,2, 1A
3
0) JeitcTBust, 3a KOTOpPbIE OTBEYACT MPOU3BOAUTEND (MMIIOPTEP), HE BKIFOYAIOT BBIYCK CEpUil 1,2 1,2, 1A
3
VYcnosus

1. HeT u3meHeHus B MPOU3BOACTBEHHOM IIpOLECCEe, Q)aKTH‘[eCKOM MECTE pPaCIOJIOKECHUS IIJIOIAaAKH, B HOPMAaTHUBHOM JOKYMEHTE I10 KOHTPO-
IO Ka4eCTBa M O€30MacHOCTH JICKapCTBEHHOI'O CpeACTBaA.
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2. 3menenue He TpeOyeT OLEHKH 0€30I1aCHOCTH, KauecTBa U 3 (GEeKTUBHOCTH ¥ COOTHOLICHHUS 0JIb3a-PUCK JIEKAPCTBEHHOI'O CPEACTBa (CIie-
[UaJIM3UPOBaHHAs SKCIIEPTU3A).

JloxyMeHTanus

1. Konust ucrpaBieHHOr0 pa3penieHus Ha MPOU3BOACTBO (TIPU HAMYUH) WIN OQUIHMATBHBIN JOKYMEHT OT COOTBETCTBYIOLIETO YIOIHOMO-
YEHHOT'O OPraHa, B KOTOPOM YIIOMHUHAETCSI HOBOE Ha3BaHHE U (JIH) aJpec.

2. Ecnu npruMeHnMO, TIONpaBKa K COOTBETCTBYIOIEMY (COOTBETCTBYIOIINM) pa3zeny (paszenaM) J0Che, BKIF0Yas MEPECMOTPEHHY0 HHPOP-
MAaIIHIO O JIKApCTBEHHOM IIpenapaTte.

3. O6HOBIIEHHAs KpaTKas XapaKTEepUCTHKaA JICKAPCTBECHHOTO IperiapaTta, MHCTPYKLUA 10 MEAUIUHCKOMY ITPUMEHEHUIO (J'II/ICTOK-BKJ'[aI[BILH),

MapKUpPOBKa.
A. V3meHeHne KoJja aHaTOMO-TepaneBTHIECKO-XuMuieckoi (nanee - ATX) knaccudukanun Veno- | Tpe- Bup npoue-
6 BUS Oye- Iyphbl

Mast

JIOKY-

MEH-

Tays

1 1,2 1A

Ycnosus

1. 3meHenue BenencTBUe yTBepxaeHus wim u3menenus BO3 kona ATX.

JloxyMeHTanus
1. CBugetensctBo BO3 06 yTBepKIeHUH MM KOIHUS Mepedns koxoB ATX.

2. IlepecMoTpeHHas HHPOPMALHS O JIEKAPCTBEHHOM Ipernapare (0OHOBICHHAs KpaTKasl XapaKTePUCTHKA JICKapCTBEHHOTO IIperapara).

A. HckiroyeHne mpon3BOACTBEHHON IUTOMIAAKH (B TOM YHCIE I aKTHBHOM (hapMalleBTHIECKOH VYemo- | Tpe- Bug nporue-
7 cyOCTaHIINH, TPOMEKYTOYHBIX TPOILYKTOB, JIEKAPCTBEHHOT'O Mpenapara, ynakoBIUIUKa, POH3BO- BHS Oye- Iy pbI
JTUTEJIs, OTBETCTBEHHOTO 3 BBIYCK CEPUH, KOHTPOJISI KaYeCTBa CEPHUil MJIH MOCTABIINKA UCXOTHO- Mast
ro MaTepHaia, peakTUBa WIIM BCIIOMOTaTeJIbHOTO BEIIECTBA (€CIIM yKa3aHbI B JOChE) JIOKY-
MEH-
TaIus
1,2, 1,2 1A
3
VcnoBus

1. Ocraercst He MeHee OHOW paHee 0100PEHHO MPOU3BOICTBEHHOI TUIOMIAIKHU (TIPOU3BOIUTES), OCYLIECTBISIONINX TE K€ (QYHKIIUH, 4TO 1
noJyiesKalye uckioueHuto. Eciu npumennmo, B Pecriyonuke Kazaxcran ocraercs, o MeHblIeil Mepe, OJJMH IPOU3BOUTEIIb, OTBEYAIOIINIT
3a BBIIYCK CEpUil, CIIOCOOHBIH cepTH(UIMPOBATh UCIIBITAHNE ITPOLYKTA B LEJISX BBIMyCKa cepuii B Pecniyommke Kazaxcran.

2. VcknroueHne He ABIIAETCS CJICACTBUEM KPUTHYCCKUX HEAOCTATKOB ITPOU3BOJACTBA.

3. 3menenue He TpeOyeT OLEHKH 0€30MacHOCTH, Ka4ecTBa U 9((EKTUBHOCTH  COOTHOLICHHUS MOJIb3a-PUCK JIEKApPCTBEHHOTO CPEACTBA (CIie-
LHAIU3UPOBAHHAS IKCIIEPTU3A).

JlokymeHTamnms

1. B ¢opme 3asiBieHus: 0 BHECEHUH U3MEHEHUIT HEOOXOAUMO YETKO 0003HAYUTD «TEKYLIMX» U «IIPeIaraeMbIX» POU3BOUTENCH, IIepeyrc-
JICHHBIX B 3asBJICHUH O PETHCTPALUU.

2. TompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYOIIMM) pa3eity (pa3aenaM) 10Che, BKII0Yast IEPECMOTPEHHYIO HH(OPMALIHIO O JICKapCTBEH-
HOM IIpernapare.

A. 8 M3MeHeHus qaThl ayaAnuTa JUls BepU(PUKALUU COOTBETCTBUS IIPOU3BOAUTEINS aKTUBHOH apmaneBTu- | Ycio- | Tpe- Bun npoue-
YecKOl CyOCTaHINH TIpaBHIIaM HaJJIeKaIIeH IIpON3BOICTBEHHOH IIPAKTHKH BUS Oye- Iyphbl
Mast
JIOKY-
MEH-
Tauus
- 1 1A

JlokyMeHTanus
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Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
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1. [TucemMeHHOE TIOATBEPIKACHUEC ITPOU3BOAUTEIIS JIEKAPCTBECHHOT'O IIperiapara, CoOACpkKallee yKa3aHue o BepI/ICI)I/IKaLII/H/I COOTBETCTBUSA ITPOU3-

BOJMTENS aKTUBHOH (hapMarieBTHUecKoi cyOcranimu [IpaBunam Haexalei npou3BoJcTBEHHOM npakTuku Pecrry6nuku Kazaxcran.

b. smeHeHus kauecTBa

b.I AxtuBHas dapmaneBTUYECKast CyOCTaHITUS

b.1. a) ITpou3BoicTBO

b.l.a.1 3menenune mpou3BOAUTENS HCXOJHOTO MaTepuaia (peakTu-
Ba) NIPOMEXYTOYHOT'0 IPOIYKTA, UCIIOIb3YEMOr0 B IIpoLecce po-
U3BOJCTBA aKTHBHOMH (hapMalieBTHUECKON cyOCTaHIIMU WK U3MEHe-
HYE IPON3BOUTEINS aKTUBHOH (papManeBTHYECKOH CyOCTaHIINH
(BKITIOYAS, €CITM MPUMEHUMO, IITOIIAAKHI 110 KOHTPOJTIO KaueCcTBA)
AKTUBHOM (papMalleBTUYECKON CyOCTaHIIUH, €CIIH B PETUCTPALIMOH-
HOM JIOChE OTCYTCTBYET CepTU(HKAT cOOTBETCTBUS EBpomeiickoit
®DapMaKonuu.

VYcnoBus

TpebOyemast TOKyMeHTAIHs

Bun npouenypst

a) [Ipennaraemselii MPOU3BOAUTEIb IPUHAUISKHUT K TOH Xke (apma-
LEBTHYECKOH IpyIIe, 4TO U 0JOOPEHHBII TPOU3BOAUTEND

1,2,3

1,2,3,4,5,6,7,

1A

0) BHecenne HOBOTO NPOM3BOANTENS aKTUBHOHN (papMarieBTHUE-
cKoit cyocTanuuu, obocnoBanHOH MOADC

11

B) [Ipearaemplii MpOU3BOMUTEND HCIIOIb3YET PE3KO OTINYAI0-
HIUHCs croco0 CHHTE3a WM YCIIOBHUS IPOU3BOACTBA, KOTOPBIE Me-
HSIOT Ba)KHbIE TIOKA3aTeNN KauecTBa aKTUBHOW (papMalieBTHYECKOM
CcyOCTaHIINH, TAKKE KaK KaYeCTBEHHBIH U (MJIH) KOJTHMYECTBECHHBIN
npoduik npuMecei, TpeOyIomuil KBannpuKanum, Wiv GU3NKO-XHU-
MHYECKHE CBOHCTBA, BIMSIONIHE HAa OHOIOCTYITHOCTD

I

r) HoBbIii mpon3BoAMTENb MaTepUaia, TpeOYIOIEro OLleHKN BUPYC-
HO#1 6e3omacHocTH U (1K) pucka TpaHCMHUCCUBHOW Iry04aToi HH-
uedanonarun (nanee — TT'D)

11

1) M3amMeHeHue 3aTparnBaet GHONOTHYECKYIO aKTHBHYO (hapMares-
THUYECKYIO CYOCTAHIMIO WITH MCXOJHBIH MaTepual (peakTHB) mpome-
’KYTOYHBIN MPOAYKT, UCTIOIB3YIOIINICS B IIPOU3BOJICTBE OHOJIOTH-
YEeCKOro (MMMYHOJIOTHYECKOT'0) JISKAPCTBEHHOT'O Ipernapara

I

¢) V3meHeHne nopsika KOHTPOJIS Ka4ecTBa aKTUBHOH (papMarieBTH-
YeCKOM CyOCTaHIIMH: CMEHa WM 100aBJIeHHE TUIOMIAIKHU, Ha KOTO-
PO# OCYILIECTBISIETCS KOHTPOJIb (HCIIBITAHUE) CepUit

1,5

1A

) BHeceHne HOBOTO IPOU3BOAUTENS AKTUBHOI (hapMalleBTHYC-
ckoii cyOcTanimu, He umeronieid MOADC u Tpebyroreii cyie-
CTBEHHOT'O OOHOBJIEHMSI COOTBETCTBYIOILETO pa3/esa 10Che 10 aK-
TUBHOH (hapMarieBTHIeCcKO# cyOcTaHIn

II

3) BrirroueHne anbTepHaTHBHON IUIOMIAKY IO CTEPHIIN3AINH aK-
TUBHOH (hapMarieBTHIECKOH CyOCTAHIIMU C UCIIOIb30BAHHEM METO-
na l'ocynapctBenHoi ®apmakonen Pecnyonuku Kasaxcran

1,2,4,5,8

1B

1) BHecenne HOBOM TUTOMIAAKH [T0 MUKPOHHU3AITIHI

1,4,5,6

1A

K) MI3MeHeHus CoTNaleHuil o UCIBITAHUSIM TT0 KOHTPOJIIO Kade-
cTBa OMOJIOrMYECKOW aKTUBHOI (hapMaleBTHYECKOM CYyOCTaHIMH:
3aMeHa WM BKIIIOUEHHE IUIOLIAKU, Ha KOTOPOH OCYIIECTBIISETCS
KOHTPOJIb (MCIBITAHUS) CepHid, BKII0Yasi OMOJIOTMUECKUH (MMMYHO-
JIOTHYECKUi) (MMMYHO-XHUMUYECKHH) METO

I

1) HoBas mromaka 1mo XpaHeHHIO TIIaBHOTO OaHKa KIETOK U (VITH)
pabounx GAaHKOB KIETOK

1,5

s

1B

VcenoBus
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1. CriennuKany HCXOIHBIX MATEPHAIIOB M PEAKTHBOB (BKJII0YAs BHY TPHIIPOU3BOICTBEHHBIC KOHTPOIIH, METO/IbI aHAJIN3a BCEX MATEPHUAIIOB)
WJICHTHYHBI paHee 0100peHHbIM. Crienudukaliy (BKII0Yasi BHYTPUIPOU3BOICTBEHHBIH KOHTPOJIb, METO/IbI aHAIN3a BCEX MATEPHUAIIOB), CIIO-
COOBI PUTOTOBICHHS (BKITIOUAst pa3Mep CepHH) U MOAPOOHBIH CrIoco0 CHHTE3a MPOMEKYTOUHBIX IIPOLYKTOB U aKTUBHBIX (hapMarieBTrHue-
CKUX CYOCTaHIMI HICHTHYHBI paHee 0I00PEHHBIM.

2. AktuBHas (apmaneBTHYECKas CyOCTaHIINS HE SIBISIETCS] OMOIOTMYECKOH (MMMYHOJIOTHYECKO# ) HITH CTEPUIBHOM.

3. Ecin B poriecce pou3BOJICTBA UCIIONIB3YIOTCS MaTepUallbl YEIOBEYECKOTO WIIH JKMBOTHOI'O IIPOMCXO0XKAEHHUS, IPOM3BOAUTEb HE UCTIONb-
3yeT HOBOT'O IIOCTaBIIMKA, B OTHOIIEHUH KOTOPOTo TpeOyeTCst OLleHKa BUPYCHOM 6e3011acHOCTH U cooTBeTCTBHE 'ocynapcTBenHoi dapmako-
nee Pecriy6nuku Kazaxcran o MUHMMH3aIMu pUCKa IIepelauy areHToB Iy04aToii sHIe(anonaTuy >KMBOTHBIX IOCPEICTBOM JEKapCTBEHHBIX
IpenapaToB ISt MEIHIIHHCKOTO M BETEPHHAPHOTO IPUMCHEHHS.

4. Tpancgep TEXHOJIOTHI CO CTaPOil HAa HOBYIO TUIOIIAKY MPOU3BEACH YCIIEIIHO.

5. Cneuudukaiys Ha pa3Mep 4acTUI] aKTHBHOM (hapMalieBTUIeCKON CyOCTaHIIMU 1 COOTBETCTBYIOIINIT aHATMTHYECKUI METO/ HE N3MCHSIOT-
csl.

JloxymeHTanus
1. Eciiu npiMeHnMo, TonpaBKa K COOTBETCTBYIOIIEMY(COOTBETCTBYOIIMM) pa3eiy(pa3ienam) 10Che.

2. Jlexsapanus aepxatesis perucTpalioHHOro yaoctoBepeHus win aepxkareiss MOADC cooTBETCTBEHHO, YTO TMPOLIEAYPbI KOHTPOJIS Kaue-
cTBa criocoba cuHTe3a (MM YISl PACTUTENBHBIX JIEKapCTBEHHBIX MPENapaToB (COOTBETCTBEHHO): METO/[a IPUTOTOBJICHHS, Fe0orpaduuecKoro
MCTOYHHKA, IPOU3BOICTBA PACTUTEIBbHOM (papMareBTHIECKON CYOCTaHIINY U MPOIiecca POU3BOICTBA) U CIICI(UKALNN aKTHBHOI (papma-
LEBTUYECKOI CyOCTAHIIMU U HCXOIHOTO MaTepuaia (PeakTiHBa) MIPOMEXKYTOYHOTO IIPOAYKTa B MPOLIECCE IPOU3BOICTBA aKTUBHOM (hapMarieB-
THUYECKON cyOCTaHIMH (€CIM MPUMEHUMO) HEe OTJIMYAIOTCS OT paHee 0/I00PEHHBIX.

3. JIubo ceprudukar coorserctBus EBponeiickoit ®apmakonen o TI'D 1st 1060r0 HOBOro UCTOYHKMKA MaTepHaa, 100 (eciu NpUMeHH-
MO) JTOKYMEHTAJIBHOE TTIOATBEP)KICHUE TOT0, YTO UCTOYHHK MaTepHala, IoABepKeHHbIH pucky TI'D, paHee rccienoBaics yroIHOMOUYCHHBIM
OpraHoMm; u ObUIO MOATBEPXKACHO ero cooTBeTcTBUe ["ocynapcTBenHoit @apmakonee Pecybnuku Kazaxcran mo MUHUMHU3ALIK pHCKa Mepe-
JlaYM areHToB IyOuarToil SHIedanIonaTHy JKMBOTHBIX OCPEICTBOM JICKAPCTBEHHBIX IPETIapaToB Ui MEJUIMHCKOTO H BETEPUHAPHOTO IIPUME-
Henus. HeoOXoauMo npecTaBuTh ClIeyIONUe CBe/ICHHs: Ha3BaHUe TIPOM3BOJUTEIS; BU )KUBOTHBIX M TKaHH, U3 KOTOPBIX MOJTYy4YEeH MaTepH-
aJl; CTpaHa MPOUCXOKACHHS )KUBOTHBIX, €0 UCIIOIb30BAHUE U IPUEMIIEMOCTD B ITPOLIIOM.

4. JlanHble ananu3a cepuii (B popmaTe cpaBHUTENBHOM TaOIMIbI), IO MEHbILEH Mepe, ABYX cepuil (110 MeHblIeil Mepe, ONBITHO-IIPOMBIIIIIEH-
HBIX) aKTUBHOH (papMarieBTHYeCcKOil CyOCTaHIMK OT TEKYIIMX U TPeaIaraeMblX IPOU3BOUTENEH (ILIOIAL0K).

5. B ¢opme 3asiBiIeHHsI O BHECCHUH H3MEHEHUIT HEOOXOANMO YE€TKO 0003HAYHUTD «TEKYLIUX» U «IIpelaraeMbIX» MPOU3BOUTENCH, KaK yKa3a-
HO B paszene 2.5 popMsbl 3asiBICHUSI.

6. Ecitit aktiBHAs (hapMalieBTHYECKasi CyOCTaHIIUS HCIIONB3YeTCs B KAYECTBE HCXOHOTO MaTepHaa, IeKIaparus KBaTnGpUIHPOBaHHOTO JIH-
I1a KKIOTO JAeprKaTes JUIICH3UH Ha IPOU3BOICTBO, YKa3aHHOTO B 3asBICHUH, U KBATH(HIMPOBAHHOTO JIMLA KaXIOT0 AepiKaTess IULCH-
3WH Ha MPOM3BO/ICTBO, YKA3aHHOI'O B 3asBJICHHH B Ka4€CTBE OTBETCTBEHHOTO 3a BBIIYCK Cepuii. B pexnapanusx Heo6X0auMO yKa3aTb, YTO
MPOU3BOAUTEI(IIPOU3BOAUTEIN) aKTHBHOH (hapMaleBTHYECKOH CyOCTaHIMH, YKa3aHHbIH (YKa3aHHbBIC) B 3asIBJICHHUH, OCYILECTBIISIET (0Cy-
MIECTBIISIIOT) CBOKO JESITEIBHOCTD B COOTBETCTBUH C [IpaBuiiaMu Ha[UTexkaleil Ipou3BOACTBEHHOM npakTuku Pecry6mnkn Kasaxcran B 0THO-
[ICHNX UCXOHBIX MaTepuaioB. [Ipu ompeneneHHbIX 00CTOsATENbCTBAX AOIMYCKACTCS PEICTABISTE OAHY ACKIAPAIHIO (CM. IPUMEYAHHE K H3-
menenuto b.11.6.1).

7. TapanTtuitHoe nuchbMo (pU HEOOXOJMMOCTH) IIPOU3BOIUTENIS AKTUBHOM (hapMaleBTUYECKOM CYyOCTaHIIMK OMOBEIIATh ACPKATEIsl Peru-
CTPALMOHHOTO YA0CTOBEPEHHS O JIOOBIX H3MEHEHHSIX TPOIIecca IPOU3BOCTBA, CrIeHU(pHUKAIMI U aHATUTHISCKUX METOIUK aKTUBHOHN (apma-
LEBTHYECKOI CyOCTaHIIUH.

8. [MoaTBepiKkIeHUE TOTO, YTO MpeAIaraeMast IIoIaKa JOJDKHBIM 00pa3oM JIMIEH3MPOBaHa B OTHOILICHUH pacCMaTPUBAEMOil JIeKapCTBEHHOM
(hOpMBI, JIEKapCTBEHHOTO MpenapaTa in MPOU3BOACTBEHHON ONEpalny.

b.I.a.2 M3MeHenust mpoliiecca MPOU3BO/ICTBA aKTUBHOM (hapMaries- YcnoBus Tpebyemast qOKyMeHTAIHs Bun npouenypst
THUYECKOM CyOCTaHIIUU

a) HecymiectBeHHOE M3MEHEHHUE MpoLIecca MPOU3BO/ICTBA aKTHBHOM 1,2,3,4,5,6,7 1,2,3 1A
(hapMareBTHYECKOI CyOCTaHIINH

0) 3HauuTENBEHOE M3MEHEHHUE MPOLIECcca IMPOU3BO/ICTBA aKTHBHOM - - 11
(apMareBTHYECKOI CyOCTaHIMN, KOTOPOE OKa3bIBACT CYLIECTBEH-
HOE BJIMSIHUE Ha Ka4eCTBO, 0€30MaCHOCTh WIN 3P (EKTUBHOCTD Jie-
KapCTBEHHOTO MpernapaTa

B) M3MeHeHue 3aTparuBaet OHMOJIOTHUECKYI0 (MMMYHOJIOTHYECKYIO0) - - I
CyOCTaHLHIO HITH HCIIOJIb30BAHHE IPYTOro BEIIECTBA, OIYICHHOTO
MyTeM XMMUYECKOTO CHHTE3a, IIPH IPOU3BOICTBE OHOIOIHYECKOTO
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(MMMYHOJIOTMYECKOr'0) JIeKapCTBEHHOI'0 Npenapara, KoTopoe OKa-
3bIBaeT CYLIECTBEHHOE BIMSHUE HAa Ka4eCTBO, 0€30MaCHOCTb HIIN
3} (heKTUBHOCTH JTEKapPCTBEHHOTO Iperapara U He CBS3aHO C IPOTO-
KOJIOM

r) M3MeHeHue 3aTparuBaeT pacTUTEIbHBIN JIEKApPCTBEHHBIH TIpera- - - 11
par, a UMEHHO: reorpaMuecKuii HICTOYHUK, CIIOCOO MPOU3BO/ICTBA
WM IPUTOTOBIICHHS

1) HecymectBeHnoe n3menenue 3akpbiroid yactu MOADC - 1,2,3,4 IB

VYcnoBust
1. HexenarenbHOe N3MEHEHHE KAYECTBEHHOTO MJIH KOJIMYECTBCHHOTO PO TpUMecei, Wi (PU3NKO-XUMHYECKUX CBOMCTB OTCYTCTBYET.

2. Crioco0 cuHTE3a 0CTaeTCs TEM K€, TO €CTh IPOMEKYTOYHBIC IPOAYKTBI HC U3MCHAIOTCS U B ITPOLIECC HE BBOAATCS HOBBIC PCAKTUBBI, KaTa-
JIN3aTOPBI UJIK PACTBOPUTEIIN. Feorpa(’pnqecxnﬁ HUCTOYHHUK, IPUT'OTOBJICHUC PACTUTCIBHOI'O ChIPbS U cI1ocoo IIPOU3BOACTBA JICKAPCTBECHHBIX
PaCTUTEIIBHBIX IIPEMapaTOB HE U3MEHAIOTCA.

3. Cneundukaium akTHBHON (papMaIleBTHUECKOI CyOCTaHIIMK U POMEKYTOUHBIX MPOIYKTOB HE U3MEHSIOTCS.
4. VI3MeHeHHe MOJTHOCTBIO OMUCHIBACTCS B OTKPBITOM YacTH (dact «3asuteiis») MOADC (ecnu npuMeHHMO).
5. AxkTuBHas (apmaneBTHYECKasi CyOCTaHIUS HE SIBISIETCS OMOJIOTHYECKOH (MMMYHOJIOTHUECKO#) CyOCTaHIMEH.

6. I3menenue He 3aTparuBaer reorpaguueckuii HCTOYHHK, CIOCO0 MPOU3BOJCTBA UM IIPUTOTOBJICHHUS JIEKAPCTBEHHOTO PaCTUTEIBHOTO Mpe-
napara.

7. U3meHeHne He 3aTparuBaet 3akpeiToi yactu MOADC.

JlokymeHTanus

1. ITompaBKa K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIINM) pa3zieny (paszenam) JoChe, BKIII0Yas PSIMOE CPaBHEHHE TEKYIIEro U HOBOTO MPO-
LIECCOB.

2. JlanHble aHanu3a cepuii (B popmare cpaBHUTENBLHON TaOIHIIBI), IO MEHBIIIEH Mepe, IBYX CepHii (110 MEHBIIEH Mepe, OMBITHO-POMBIIILICH-
HBIX), IPOU3BEJICHHBIX € IOMOILBIO 0JJOOPEHHOr0 U MPEeIaraéMoro MpoLeccoB.

3. Konuu yTBepx/IeHHbIX crielupHUKaIMil akTUBHOH (apMalleBTHUECKON CyOCTaHIIUH.

4. Jlexnaparnus Aepskarteis perucTpalioHHOTO yocToBepeHus win aepxxarenss MOADC coOTBETCTBEHHO, YTO U3MCHEHHE KaUeCTBCHHOTO U

KOJIMYECTBEHHOTO IPO(UILT IpuMecel Ml (PU3UKO-XMMHIECKIX CBOHCTB OTCYTCTBYET, CIIOCO0 CHHTE3a, CIenU(UKAIN aKTHBHOI (apMma-
LEBTUYECKOH CyOCTaHIIMU U IPOMEKYTOUHBIX IPOJYKTOB HE H3MEHSIOTCSL.

[Tpumeuanue k b.1.a.2.6) [Tox 3HaunTENbHBIME H3MEHEHHSIMHU aKTHBHBIX (papMa-
LEBTUYECCKHUX CYyOCTAHIMH, TOTYYEHHBIX ITyTeM XHMUYECKOTO CHHTE-
3a, MOAPa3yMEBAIOTCSI M3MEHEHHUs Criocoba CHHTE3a HIIH yCIOBHI
MPOU3BOJICTBA, KOTOPBIE CIIOCOOHBI H3MEHUTh BaYKHBIE TIOKA3aTENN
KayecTBa aKTHBHOU (hapMaIieBTHUECKOi CyOCTaHINN, TAKHE KaK Ka-
YECTBEHHBIN U (MJIM) KOJMYECTBEHHBIH MPO(UIIs prMecei, TpeOyro-
i KBanubUKanuy, Wid GHU3UKO-XUMHIECKUE CBOMCTBA, BIHIO-

ue Ha 6I/IOJIOCTyHHOCTL.

b.l.a.3 M3meneHue pazmepa cepuu (BKJIIOYast AUANa30HbI pazmepa VYcnosus Tpebyemast foKyMeHTaLUs Bup npouenypsi
cepur) aKTHBHOW (hapManeBTHYECKOi CyOCTaHIUN WK IIPOMEXKY-
TOYHOTO IPOIYKTA, UCIIOIb3yEeMOro B IPOIecce IPOU3BOCTBA aK-
TUBHOH (hapMareBTHYECKOM CyOCTaHIHH
a) YBenuueHue pa3Mepa cepuu BIUIoTh 10 10 pa3 mo cpaBHEHUIO ¢ 1,2,3,4,5,6, 1,2,5 1A
3aperuCTPUPOBAHHBIM Pa3MepoOM 7,8
6) 10-kpaTHOE pa3yKpylHEHHE 1,2,3,4,5 1,2,5 1A
B) M3MeHenue TpeOyeT aHam3a CONOCTABUMOCTH OHOIOTHYECKO#T - - 1T
(MMMYHOJIOTM4ECKON ) aKTHBHOW (hapMaleBTUUECKON CyOCTaHIIMU
r) YBenuueHue pazmepa cepun 6oisiee 10 pa3 rmo cpaBHEHHIO ¢ 3ape- - 1,2,3,4 1B
THCTPUPOBAHHBIM Pa3zMepOM

- 1,2,3,4 IB
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1) YBenuyeHue (YMEHbIIEHHE) MaclTada IpOU3BO/ICTBA OHOJIOTH-
4eCKOM (MMMYHOJIOTHYECKOM ) aKTHBHOHN (papMalieBTHIECKOii cyo-
cTaHImK 6e3 U3MEHEHHUs MPOoIlecca MPOU3BOCTBA (HATIpUMED, Iy0-
JTUPOBAHKE JTHHUH )

Vcnosus

1. Bce nu3aMeHeHus METOI0B IPOM3BO/ICTBA 3aTPATrUBAIOT JIUIIb HEOOXOANMBIE JUISl YKPYITHEHUS WK Pa3yKpyIHEeHHs, HaIIpUMep, UCTIONb30Ba-
HH1Ee 000pyI0BaHUE JAPYroro pasmepa.

. Heo6xoanmo npecTaBuTh pe3ysbTaThl HCIBITAHUN COTIAaCHO crienn(HUKalusIM He MEHee JIBYX CEpHI IpeJiaracMoro pasMepa Cepum.
. PaccmatpuBaemplii JIekapCTBEHHBIH pEnapar He SBISETCS OMOJIOTHYeCKUM (MMMYHOJIOTHYECKUM) JIEKapCTBEHHBIM IIPETapaToM.

. I3aMeHeHue He BIUSAET HEeXKeaTeIbHBIM 06pa30M Ha BOCIIPOU3BOJUMOCTS IIpolecca.

2
3
4
5. HenpeaBuaeHHBIX CUTYaIMsAX, BOSHUKIIMX B XO/1€ IPOU3BOACTBA, WK HAPYLICHHS] CTAOMIBHOCTH U3MEHEHHE HE OCYIECTBISIETCS.
6. Cienndukanny akTHBHON (papMarieBTHIecKoil CyOCTaHIMK (IPOMEXKYTOYHBIX) IPOIYKTOB HE M3MEHSIOTCSL.

7. AktuBHas dapmaieBTHIeCKasi CyOCTaHIIUS HE SBISIETCS] CTEPUIBHOM.

8

. Pazmep cepuu HaxomsiTest B peznerne 10-KpaTHOro quanasoHa pasMepa Cepr, MPeIyCMOTPEHHOTO [IPH PETHCTPALIMHU HIIH MTOCIIE TOCICY -
IIEro M3MEHEHHU, He SIBJISABIIETOCs n3MeHeHneM A Tura.

JloxymeHTanus
1. ITonpaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOILINM) pa3eiy (paszesiam) 10Cke.
2. Homepa cepuii HCIIBITAHHBIX CEPHi IMEIOT MpeUIaraeMblii pa3Mep CepHH.

3. JlanHble aHaM3a cepuii (B GpopMaTe CpaBHUTENBHOM TaONUIBI), 10 MEHBIIEH Mepe, OXHOH IPOMBIIIICHHON CepHH aKTHBHON (hapMareBTH-
YecKol CyOCTaHIIUH HIU IPOMEKYTOYHOTO IIPOAYKTa COOTBETCTBEHHO, IPOM3BEICHHON B YTBEPXKICHHOM H IIpeiaraeMoM pasmepe. Io 3a-
Ipocy He0OXOAUMO NPEJICTABUTh AAHHBIE MO CIECAYIOIIHM IBYM HOIHBIM IPOMBIIIIEHHBIM CEPUAM; epKaTeIb COOOMAET, €ClIH Pe3yIbTaThl
aHaIM3a He YKJIaAbIBAIOTCS B CIeLU(UKALUIO U IPEeUI0KHUTh IIIaH AeHCTBUI.

4. Konuu 000peHHbIX crienuduKanui akTHBHOH (hapMalieBTH4ecKoi cyOcTaHIu (M IPOMEXKYTOUHBIX NPOJYKTOB, €CIIU IPUMEHUMO).

5. Jlexmnaparys aeparelis perucTpalioHHOro yaocrosepenus mwim aepxarensi MOADC cooTBETCTBEHHO, YTO BCE M3MEHEHHUS METO/IOB IPO-
M3BOJICTBA 3aTPArUBaIOT JIUIIb HEOOXOANMBIE ISl YKPYTTHEHUS WX pa3yKpYITHEHUs, HallpuMep, UCIIOIb30BaHHE 000pYyJOBaHNE JPYTOTo pas-
Mepa; I3MEHEHHUE He BIHSCT HEeKeNaTeIbHBIM 00pa3oM Ha BOCIIPOU3BOAUMOCTD IPOIIECCa; N3MEHEHHE HE SBIISETCS CIISCTBHEM HENPEIBH-
JICHHBIX CHTYallUi, BO3HUKIIHUX B XOZ€ MPOU3BOJICTBA, MIIM HAPYIIEHHS CTaOMIBHOCTH; ClIelM(pHUKAILIMY aKTUBHOW (hapMalieBTHYECKOH Cy0-
CTaHLMH (IIPOMEKYTOUYHBIX IIPOLYKTOB) HE U3MEHSIOTCSL.

b.l.a.4 13MeHeHNe BHYTPUIIPOU3BOICTBEHHBIX UCTIBITAHUN HIIH YcnoBus TpeOyemast fOKyMeHTaIHs Bun npouenypst
KpPHUTEPUEB MPUEMIIEMOCTH, UCIOIB3YIOIIUXCS ITPU IIPOU3BOJICTBE
AKTUBHOM (papMalleBTHYECKON CYyOCTaHIIUH

a) YKecToueHHe BHYTPHIIPOU3BOACTBEHHBIX KPUTEPHEB IIPUEMIIE- 1,2,3,4 1,2 1A
MOCTH
6) /loOaBneHue HOBBIX BHYTPUIIPOM3BOICTBEHHBIX UCTIBITAHUI HITH 1,2,5,6 1,2,3,4,6 1A

KPHUTEpUEB MPUEMIIEMOCTH

B) MckiroueHne He3HAYMMOTO BHY TPUITPOU3BOICTBEHHOI'O UCTIBITA- 1,2,7 1,2,5 1A
HUSA
r) Pacimpenue 000peHHBIX BHYTPHIIPOM3BOACTBEHHBIX KPUTEPH- 11

€B IPUEMIIEMOCTH, KOTOPbIC CYILIIECTBEHHO BJIHUAIOT Ha COBOKYITHOE
Ka4yC€CTBO aKTHUBHOC q)apMaHeBTPI'—ICCKOfI Cy6CTaHI_IHH

1) VckimroueHne BHY TPHITPOM3BOACTBEHHOTO HCIIBITAHMS, KOTOPOE 11
CYILIECTBEHHO MOBIIHSET Ha COBOKYITHOE KaueCTBO aKTHBHOI (ap-
MalleBTHYECKOM CyOCTaHIIH

¢) JlobaBieHre uin 3aMeHa BHY TPUIIPOU3BOICTBEHHOTO UCTIBITA- 1,2,3,4,6 1B

HUsSI U3 COOOpaKeHU T 6e30MaCHOCTH MM Ka4ecTBa

VYcnoBus

1. VI3sMeHeHHe He SIBIAETCs CeJICTBUEM KAaKOro-11ubo 00s3aTe/IbCTBa, IPUHATOrO 110 pe3yabTaTaM paHee MPOBEICHHBIX SKCIEPTU3 C LENbIO
aHaJIN3a KPUTEPUEB NPUEMIIEMOCTH clielu(UKanuy (Hapumep, B X0/Ie peruCTpalliy WK BHECCHUs n3MeHeHuit 11 tuma).
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2. VI3ameHeHue He SBIIseTCS CJIEACTBUEM HEIIPEABUCHHBIX chyaum?I, BO3HHUKIIKX B XOA€ IPOU3BOACTBA, HAIIPUMEDP, HOBas HeKBaJ'[I/I(bI/II_[I/Ipo-
BaHHas IPUMECh, UBMCHCHHUEC ITPEACIIOB COACPIKAHUSI CYMMbI HpHMCCCfI.

3. JIroOoe n3MeHeHue YKIaAbIBAIOTCS B AUAIIa30H L[eﬁcTByIOHIHX 0IIO6pCHHLIX KPpUTCPUCB ITPUCMIIEMOCTH.
4. Ananutnyeckas METOAUKA HE U3MCHACTCA NI U3MCHACTCA HE3HAYUTCIIBHO.

5. Hu oguH HOBBII METO/ HCIIBITAaHUS HE OCHOBAH Ha HOBOW HECTAHAAPTHOW METOJOJIOTHH WIIM CTaHIAPTHON METOIOJIOTHH, UCTIONb3YeMOU
0-HOBOMY.

6. HoBBII METO/1 HCIIBITAHUS HE SIBIISIETCSI OMOJIOrMYECKUM (MMMYHOJIOTHYECKHM) (MMMYHOXHMHUYECKHM) WJIM METOJZIOM, B KOTOPOM HCIIOJIb-
3yeTcst OMOJIOTHYECKUI PEeakTHB sk OHOJIOTHYECKOM aKTHBHOM (hapMalleBTHIECKO CyOCcTaHIMH (32 HCKITFOYEHHEM CTaHIapTHBIX (hapMaKo-
HEeWHBIX MUKPOOHOJIIOTHYECKUX METOJIOB).

7. IlapameTp crienuduKanny He 3aTparuBacT KPUTHYESCKUI ITapaMeTp, HalpuMep, JII000i U3 CIIeAyIOMINX: KOIHISCTBEHHOE OIpeie/ICHHE,
npUMecH (€CiU TOJIBKO ONPeeIeHHBIN PACTBOPUTENb OJHO3HAYHO HE UCTIOJIB3YETCsl B IPOM3BOJICTBE AKTUBHOW (papMalieBTHYECKOM CyOCTaH-
1N, I00ast KpuTHYecKast GU3nuecKasi XapaKTepUCTHKa, HAIIPUMEP, pa3Mep YacTHIl, HACBIIHAS INIOTHOCTD /10 M MOCJIe YILIOTHEHUs], UCTIbITa-
HHE Ha MOAJIMHHOCTb, BOJA, JIF00OH 3apoc Ha U3MEHEHUE YaCTOThI UCIIBITAHUI.

JloxymeHTanus

1. ITonpaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOILINM) pa3eiy (paszesiam) 10Cke.

2. CpaBHHTEIbHAS TA0JIMIA TEKYIIUX U MPEIaraéMbIX BHY TPUIIPOU3BOJICTBEHHBIX UCIIBITAHUI.

3. TloapoOHOe omrcaHne HOBOTO He(hapMaKOIeHHON aHATUTHIECKOH METOIMKH U IJaHHBIC BAIMAALMH (B COOTBETCTBYIOIHX CIIyYasx).

4. JlanHble aHATN3a IBYX TPOMBIIUICHHBIX CepHil (U1 GHOJIOTMYECKIX aKTHBHBIX (papMaIeBTHICCKUX CYyOCTaHIINIA, B OTCYTCTBHE KOHKPET-
HBIX 000CHOBaHMUI, — TPHU MPOMBIIUICHHbBIC CEPHU) AKTHBHOW (hapMaleBTUIECKON CyOCTaHIIMMU 10 BCEM MapaMeTpaMm creiuduKaimm.

5. O0ocHOBaHue (OLIEHKA) PHCKOB CO CTOPOHBI IEPXKATEIsl PETUCTPALHIOHHOTO yaocToBepenust miu nepxateisi MOADC cooTBETCTBEHHO,
MIOJTBEPIKIAIOIINE, YTO BHYTPHIIPOM3BOACTBEHHBIEC MTAPAMETPHI SBIISIOTCS HE3HAYMMBIMH HITH yCTapEBIINMHU.

6. O60oCcHOBaHME CO CTOPOHBI AEPKATEJIst PETUCTPALIMOHHOTO yocToBepeHus min aepxatens MOADC cooTBETCTBEHHO HOBBIX BHYTPHUIIPO-
U3BOJCTBEHHBIX HCIBITAHUH U IIPEJIENIOB.

b.I.a.5 MI3MeHeHue akTHBHON (hapManeBTHYECKOH CyOCTaHIUN BaK- VYcnosus Tpebyemast noxyMeHTaLust Bup npouenypsr
LIHHBI
a) 3aMeHa WK 100aBIeHHEe HOBOTO CEPOTHIIA, INTaMMa, aHTUTCHA I

WM KOAUPYIOIEH MOC/IeI0BATEIbHOCTH HIH KOMOWHALINS CEPOTH-
0B, HITAMMOB, aHTUI'€HOB HJIM KOJUPYIOIIUX MOCIe10BaTEIbHO-
cren

JlokyMeHTalus HeoOX0quMast JUIsl TPOBEACHHUS SKCIIEPTU3BI MOAU(PHUIMPOBAHHBIX BAKIIHH:
1. ConpoBoaUTEILHOE THCEMO ¢ MOTHBUPYIOIIUM 000CHOBAHUEM;

2. IlonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIONIMM) pa3ieiry (pa3zenam) J0Che.

3. AKTyalM3UpOBaHHbBIE JOKYMEHTHI 10 KayecTBY: I10 akTHBHOM (hapMaLieBTHUECKON CyOCTaHIINH:
1) oOmast uH(pOpMaIKsI aKTUBHOTO BEIIECTBA: Ha3BaHUE, CTPYKTYpa, O0II[He CBONCTBA;

2) mpOU3BOAUTEINb, ONTMCAHNE IIPOM3BOJICTBEHHOT'O TIPOLIECCA U €r0 KOHTPOJIb;

3) KOHTPOJIb UCXOJHBIX MAaTEPUAJIOB;

4) KOHTPOJIb KPUTHUECKUX ITAIIOB U MPOMEKYTOUHOH IPOLYKIHMH;

5) Bayuanus nporecca u (WIM) ero OLeHKa;

6) pa3paboTka IPOU3BOJICTBEHHOT'O IpOLIECcCca;

7) I0Ka3aTeabCTBO CTPYKTYPBI U XapaKTePUCTHKH;

8) mpumecn;

9) crierduKanms KauecTra,

10) aHanMTHYECKHE METOMKH;

11) Banuaanus aHaTUTHYECKUX METO/THK;

12) n1oKyMeHT, MOATBEPIKAAIOIINIT KaYeCTBO AKTUBHOTO BEILIECTBA TPEX cepHil (cepTrdUKaT aHaIM3a CyOCTaHIK OT POM3BOAMUTENS, IPOTO-
KOJI aHAJIN3a, aHAJTMTHIECKHH MMacropT);

13) obocHoBaHMe crieU(pUKALNY;

14) crangapTHbIe 00pas3Lbl KM BEIIECTBA;




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025
] AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 30.04.2025
‘,‘ a l ," OTaIOHHBIH KOHTPOIBHBIA 6aHK HOPMATHUBHBIX IPABOBBIX AKTOB JlaTa pesaKiyu 22.04.2025

Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE TlaTa cxaunBarms 30.04.2025

15) cucrema ynakoBka (yKymnopka);

16) pe3roMe OTHOCUTEIBHO CTa0MIBHOCTH U BBIBOJI,

17) TIpoTOKOJ NOCTPErHCTPALUOHHOTO U3YUEHHUS CTAaOMIBHOCTH M 00513aTeNIbCTBA OTHOCHUTENILHO CTAOUIIBHOCTH;
18) nanHbBIE O CTAOMILHOCTH.

Ilo roroBOMY mpemapary:

1) TOKyMEHT, MOATBEP)KAAIOIIMI KaueCTBO TOTOBOTO IPOIYKTa TPeX cepuil (cepTu(HKAT aHaNIU3a, IPOTOKOJ aHANIN3a), OJIHA CEPHsi KOTOPOTO
COBIMAJaeT ¢ cepuel 00pasia JIEKapCTBEHHOTO CPEJICTBA, MOJAHHOT0 Ha PErUCTpPAIUIO;

2) TOKYMEHT O TIPUOHOBO# OE€30ITaCHOCTH Ha BELIECTBA KUBOTHOTO MPOMCXOXKICHUS OT IPON3BOJHUTEIS (TOCTABIINKA);
3) Ka4eCTBEHHBII M KOJINYECTBEHHBIN COCTAB JICKAPCTBEHHOT'0 Mpernapara (aKTHBHbBIE, BCIIOMOTraTeIbHBIC BELIECTBA);
4) TOKYyMEHT, TIOATBEPKIAIOIIHIA KA4eCTBO YITAKOBOYHOTO U YKYIIOPOYHOTO MAaTepHAIOB TOTOBOTO TPOILYKTA;

5) q)apMaHeBTPI'—ICCKaH pa3pa60TKa (OHI/ICEIHI/IC anC, BCIIOMOTI'aTCJIBbHBIX BEIICCTB, paspa60’r1<a JICKapCTBECHHOI'O IIpelapara, pa3pa60TI<a TIpous-
BOJICTBEHHOTI'O ITPOLIECCa, COBMECTUMOCTh KOMIIOHEHTOB, U3JIUIIKH, CTa6I/IJ'ILHOCTL, MI/IKpO6I/IOHOFI/I‘ICCKa$I '-II/ICTOTa);

6) mpousBoacTBeHHAs (HOpMyIIa;

7) onucaHue TEXHOJIOTHU IIPOU3BOJICTBA;

8) KOHTpOJIB B IpoIlecce MPOU3BO/CTBA (ONEPAIMOHHBINA KOHTPOJIB);

9) MeTOo/IbI KOHTPOJISI HCXO/IHBIX MaTepHalIOB;

10) cepruukaThl KauecTBa Ha BCHOMOraTelIbHbIC BEIIECTBA;

11) MeTo B! KOHTPOJISE KauecTBA MPOMEXYTOUHBIX IPOIYKTOB (IIpH HEOOXOIMMOCTH);

12) HOpMATUBHBIH JOKYMEHT IPOU3BOAUTENS 110 KOHTPOIIIO Ka4eCTBA U OE30IaCHOCTH JICKAPCTBEHHOT'O CPE/ICTBA B JIEKTPOHHOM BH/JC B
¢dopmare .docx;

13) Banupaanust METOMK UCTIBITAHUI JICKAPCTBEHHOTO TIperapara;

14) pe3ynbTaThl HCHIBITAHHS CTAOMILHOCTH CPOKOM HE MEHEe 4eM 1 Mecsii[ He MeHee Ha TPEX ONBITHO-IPOMBIIUICHHBIX CEPUSX C TapaHTHiA-
HOM 0053aTeNIbCTBOM O MPEOCTABICHUH PE3yJIbTATOB HCCIICA0BaHUI CTAOMIBHOCTH, IIPOBEACHHBIX uepe3 3 (TpH) u 6 (11ecTh) MecsieB Ha 3
(TpH) MOCIIEA0BATENBHBIX TPOMBIIUICHHBIX CEPHSX MOCIIE 3aBEPIICHHUS HCCIICIOBAHUH CTaOHIBHOCTH;

15) nononHuTeNnbHas HH(GOPMALUS, TTOATBEPXKIAIOIIAs KaueCTBO (IIpU HEOOXOJUMOCTH).

4. FapaHTHﬁHOC IIUCBMO AEpPKaTeIsl BpEMECHHOT'O PETUCTPALIMOHHOI'O YIOCTOBEPCHUSA (B HpOH3BOJ’II>HOfI (bopMe) O IIPOBEACHUH KIIMHUYCCKUEC
HCCJICA0BAaHNA UMMYHOTCHHOCTH BapHaHTHOﬁ BaKIUHBI, IOCJIE IOy YCHUA BpeMeHHOﬁ perucTpanuu.

JlanHbIe 00 UMMYHOT€HHOCTH MOHOBAJICHTHOH U MOJIMBAJICHTHOM BapHaHTHOM BaKLMHBI IPOTUB BAPHAHTHOTO IITaMMa (ILITAaMMOB) OLICHUBA-
I0TCSI HA OCHOBAHMH TIPE/CTABICHHBIX JAHHBIX:

KIIMHUYECKOTO UCCIIEA0BAHUS NMMYHOI'€HHOCTHU IIPU nepBHquﬁ BaKIIMHAIMH1 BapHaHTHOﬁ BaKHHHOﬁ. PeKomeHuyeTcs{ NPOBECTU, KAK MUHH-
MYM, OJHO UCIbITAHUE HA Cy6L€KTaX, paHee HE BaKIIMHUPOBAHHBIX U 0e3 IIPU3HAKOB npez[meCTBonmeI‘/’I I/IH(;I)CKLII/II/I;

KIIMHUYECKOT'0 UCCIIeI0BAaHN MMMYHOTCHHOCTH TP BaKI[MHAIIMY BapHAHTHOW BaKIIMHON (OJJHOKPATHOE JO3UPOBAaHKE) CyOBEKTOB, paHee Mo-
JIYYUBIIHMX TIEPBUYHYIO BAKIIMHAIMIO POTUTENIHCKON (MCXOTHOM) BAKIIMHOM;

0 THTpax HEUTPAIMU3YIOIINX aHTUTEI, U3MEPEHHBIX 10 OTHOLICHHIO K COOTBETCTBYIOLIEMY LITaMMY (IITaMMaM) BaKIMHbL, TO €CTh B POJIHU-
TENBCKON IPyIIe BaKIMHbI IPOTHB POAUTENBCKOTO IITAMMa U B BAPUAHTHOW IPyIIIE MPOTUB BAPHMAHTHOTrO IITaMMa (LLITaMMOB);

HIDKHSS rpaHuLa 95% J10BEpUTENbHOIO MHTEPBAIA PA3HHILBI B YPOBHSIX CEPOKOHBEPCUHU JUIS BAKLMHBI C BAPUAHTHBIM IITAMMOM I10 CpaBHe-
HUIO C POJUTENILCKIM IITAMMOM He npeBbimaeT -10%); cepoKOHBEpCHs ONpeersieTcs KaK YeThIPEXKPaTHOE YBEIMYCHUE TUTPA OT COCTOSTHUS
10 BaKIMHAIIMHU K COCTOSTHHIO IIOCTBAKIMHAIINN;

JU1sL MO (UINPOBAHHON BaKIIMHEI (A3MCHEHHBII BapUaHT (IITaMM), HCIIOIb30BAHHBI B HHAKTHBUPOBAHHBIX BAKI[MHAX MU HU3MCHCHHBIH Ba-
puanT 6enxa, MPHK wmy nHOI cyObeIMHUIBL) IPEIOCTABIAIOTCA JOKAa3aTeNbCTBA, YTO BapHAHTHBIC BAKIIMHBI IIPOU3BOIATCS TEM XKE POH3-
BOJUTEJIEM C HCIIOIb30BaHHEM TOTO )K€ IIPOLECCa, YTO M OPUTHHANBHBIC BAKIMHEI, KITHHIYecKas 3 (eKTUBHOCTh KOTOPOH ObLIa IIPOIEMOH-
CTPUPOBaHa;

0 NOJPOOHOMY ONUCAHUIO COOCTBEHHO MCIOJIB30BAHHOTO mTamMMa i 6enka, MPHK nim unoit cyobetnHuLb!, ¢ Gukcanuei oTmmyuit ot
UCXOJIHOTO BapHUaHTa (CPaBHUTENIbHAS XapaKTEPUCTHKA IITAMMOB MU CyObEeIMHUL); O O€30I1aCHOCTH, COOPAHHBIX B XO/1€ UCIIBITAHUN UMMY-
HOT€HHOCTU BapHAHTHOHN BaKIIUHBIL.

JloxyMeHTanus mpeAcTaBisieTcs ¢ yaeToM pykoBoacTea BO3.

b.I. 6) KouTposnb kauecTBa akTUBHOM (papMalieBTUUECKON CyOCTaHIIUU
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b.1.6.1 M3meHenue napamMeTpoB crieupuKaluy U (UIn) KpUTepUeB IIPUEMIIEMOCTH aKTUBHOHU (apma- Ycnopus Tpebye- Bun
LIEBTUYECKON CyOCTaHIMM, NCXOJHOTO MaTepuaia (IIpOMeKyTOYHOTO IIPOAYKTa) peakTHUBa, UCIIOIb3Y- Masi JIOKy- po-
€MBIX B IIpoLiecce NPOU3BOICTBA aKTUBHOM (hapMaleBTUUECKON CyOCTaHIIUK MEHTALHS e-
ny-
pbI
a) YKeCTOUeHHE KPUTEPUEB MTPUEMIIEMOCTH CIeHU(PHUKAIIH JIEKAPCTBEHHBIX IPEnapaToB, MOJJIeKa- 1,2,3,4 1,2 IA
LIMX BBIIYCKY CepHil OQUIMAIBEHBIM KOHTPOJIEHBIM OPTaHOM
0) YxecTo4eHHE KPUTEPHEB IPUEMIIEMOCTH Criel(UKaIN 1,2,3,4 1,2 1A
B) [loGaBienue B crienir(pUKaIUI0 HOBOTO MTapaMeTpa U COOTBETCTBYIOILETO €My METO/1a HCIIBITAHUS 1,2,5,6, 1,2,3,4,7 1A
7
r) UckioueHne He3HaYMTEIbHOTO apamMeTpa crenupukanuy (Hapumep, UCKIIIOUSHUE YCTapeBLIero 1,2,8 1,2,6 1A
napamerpa)
1) Uckmouenne napamerpa crieliupUKany, KOTOPbIi CYIIECTBEHHO TOBIHACT Ha COBOKYITHOE Kaue- II
CTBO aKTHUBHO#1 (hapMaleBTHYECKOW CyOCTaHIMK | (MJIH) JISKAPCTBEHHOTO TIpernapaTa
¢) U3menenue, BeIXosiiee 3a O0OPEHHBIN TUANa30H KPUTEPHUEB MPUEMIIEMOCTH CrieHU(BHKALINI aK- 1I
THUBHOH (hapMaleBTHYECKOH CyOCTaHIIH
k) Pacimpenne o100peHHBIX KPUTEPUEB IPUEMIIEMOCTH ClIeHU(pUKALNKE Ha HCXOAHBIE MaTePHAIIBI I
(TIpOMEKYTOYHBIE TIPOAYKTHI), KOTOPBIE CYIIECTBEHHO BIMSIOT Ha COBOKYITHOE KaY€CTBO aKTUBHOM
(hapmarieBTHUECKOM cyOCcTaHIIMU U (MIIH) JIEKApCTBEHHOT'O Iperapara
3) Jlo6aBneHue mim 3aMeHa (MCKITI04Yas ONOJIOTHYECKYI0 M MMMYHOJIOTHYECKYHO CyOCTaHIIUIO) TTapa- 1,2,3,4, IB
MeTpa creu(pHUKauy U COOTBETCTBYIOILETO €My METOJa UCIbITaHUs U3 cooOpaXkeHuit 6e3011acHOCTU 5,7
WM KauecTBa
n) Ecni Ha akTHBHYI0 (papMalieBTHYECKYI0 CyOCTaHIINIO OTCYTCTBYET CTaThs [ ocynapcrBenHoi dap- 1,2,3,4, IB
Mmakornee Pecriyonuku KazaxcraH, n3MeHeHHe COOCTBEHHBIX JaHHBIX crienn(UKAINN HA JaHHbIE 5,7
HeoHIuanbHO (hapmakonen wiH hapMaKoNen TPEThei CTPaHbI

YcnoBus

1. I3MeHeHue He SIBIISeTCs CIISICTBUEM JTI000r0 0053aTeIbCTBA, IPUHATOTO 110 PE3yJIbTaTaM paHee MPOBEACHHBIX KCIIEPTH3 C LETIbIO repe-
CMOTpa KPUTEPUEB MTPUEMIIEMOCTH CHIEHU(PHUKALNH (HAIpIMEp, B X0/ PErUCTPALIUH JICKAPCTBEHHOT'O ITpenapara il BHECCHUN H3MEHEHUH
II Trma).

2. VI3MeHeHue He SIBISIETCS CIICACTBUEM HENIPEABUICHHBIX CUTYalnil, BO3HUKIINX B X0JI€ POM3BO/ICTBA, HAIIPUMEP, HOBOH HEKBATU(UIMPO-
BaHHOM NPUMECH, U3MEHEHHUS NPEIEIIOB COAEPKAHUSI CYMMBI IPUMECEH.

3. JIro6oe u3MeHeHHe yKIIaJbIBAIOTCS B IMAIIA30H TEKYIIUX 000PEHHBIX KPUTEPUEB IIPUEMIIEMOCTH.
4. AHanuTHYecKas METOIMKA HE U3MEHSETCs 1M U3MEHSETCS He3HAYUTENIbHO.

5. Hu ouH HOBBI METO/ HCIIBITAHUSI HE OCHOBAH Ha HOBOM HECTAHIAPTHOW METOJOJIOHH I CTaHIaPTHON METOI0JIO0THH, HCIIONb3YEMOi
MO-HOBOMY.

6. HoBBIit METOA MCIIBITAHNUS HE SBIISIETCS OMOIOTHYECKUM (MMMYHOJIOTHYECKHM) (MMMYHOXHMMUYECKIM) WIM METOZIOM, B KOTOPOM HCTIOIb-
3yeTcst OMOIIOTMYECKUI PEaKTUB ISl OUOIOTHYECKO# akTUBHOU (papMalieBTHYECKOil CyOCTaHIMHK (3a HCKIIFOYSHHEM CTaHIapTHBIX (apMako-
MEHHBIX MUKPOOHOIIOTHYECKUX METOJIOB).

7. U3MeHenue 110000 MaTepHala He 3aTparuBaeT TeHOTOKCHYHYIO IpuMeck. Eciii BopieueHa akTHBHas (apMalrieBTUYecKas CyOcTaHmus, 3a
UCKIIIOYEHHEM OCTATOUHBIX PACTBOPUTENEH, KOTOPbIE COOTBETCTBYIOT IPE/iellaM COOTBETCTBYIOIIEH craThe "'ocynapcTBenHoi Dapmakornee
Pecny6nuku Ka3axcran, KOHTpOIIb 110001 HOBOM IpUMecH cOOTBETCTBYIOT 'ocynapcrBennoi dapmakonee Pecrrybnuku Kazaxcran.

8. [Tapamertp crenuduKanuy He 3aTparuBaeT KpHTHIECKUH TapaMeTp, HallpuMep, T000 U3 CIeyIONHX: KOINIECTBCHHOE OIIpeieIeHUE,
npUMecH (€CiU TOJIBKO ONPe/IeICHHBIN PACTBOPUTENb OJHO3HAYHO HE UCIIOJIB3YETCsl B IPOM3BOJICTBE AKTUBHOW (papMalieBTHYECKOM CyOCTaH-
11N, I00ast KpuTHYecKast pU3nUecKasi XapaKTepUCTHKa, HAITPUMED, pa3Mep YacTHILl, HACBIIHAS INIOTHOCTD /10 M MOCJIe YIZIOTHEHUs], UCTIbITa-
HHE Ha NOJIMHHOCTb, BOJA, JIF00O0H 3a1poc Ha MPOIYCK UCIIBITAHUS.

JloxymeHTauus
1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIMM) pa3ieiny(pasenam) JOChe.
2. CpaBHHTENIbHAS Ta0JIUIA TEKYIIMX U IpeUIaracMbIX crielu(UKannii.

3. IloppobHOE onucaHue 0001 HOBOH aHAINTHYECKONW METOAMKHY M JaHHBIE BAIMIAIMHI (B COOTBETCTBYIOIINX CIIYYasX).
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4. JlaHHble aHamM3a JIBYX NPOMBIIIIEHHBIX CEPUi (B OTCYTCTBHE 000CHOBaHUS 0OPATHOrO 1711 OMOJIOTMYECKUX aKTHBHOM (hapMarieBTHYe-
CKHX CyOCTaHIIHIT — TPU CEPUH) COOTBETCTBYIONIEH aKTHBHOH (hapManeBTHIECKOl CyOCTaHIUH [0 BCeM ITapaMeTpaM CIenU(UKaIIH.

5. B cOOTBETCTBYIOIINX CITydasix JaHHBIEC TECTa CPABHUTEIBHOW KHHETHKH PACTBOPEHHUS JICKAPCTBEHHOTO TIpeTIapaTa, COAEPKAIIEro aKTHB-
HYyI0 (hapMarieBTHYECKYI0 CyOCTaHIHIO, 10 MEHBLICH Mepe, U3 ONBITHO-IIPOMBILIICHHON CepHH, COOTBETCTBYIOLLYIO ACHCTBYIOLIMM U Ipe/iia-
raeMbIM criendukanysm. B oTHOIEHNH JIeKapCTBEHHBIX PACTHTENBHBIX IPENAapPaTOB JOCTATOYHBI JAHHbIE CPABHUTEIBLHOM paciajaeMOCTH.

6. O0ocHOBaHuME (OLIEHKA) PHCKOB CO CTOPOHBI IEPXKATellsl pErUCTPALHIOHHOTO yaocToBepeHust mim nepxateinst MOADC cooTBETCTBEHHO,
MOATBEPKIAIOIINE, YTO BHYTPUIIPOM3BOICTBCHHBII TApaMeTp SABJISACTCS HE3HAYUMBIM HJIH YCTAPEBIINM.

7. O60CHOBaHHE CO CTOPOHBI ACPIKATEN PErUCTPALUOHHOr0 yaocToBepenus mwin aepxkarensi MOA®DC cooTBETCTBEHHO HOBBIX ITapaMeTpa
crieru(pUKAILMU U KPUTEPHUEB PHEMIIEMOCTH.

b.1.6.2 I3MeHeHne aHATUTHYECKONH METOIUKY aKTHBHOH (papManeBTHIECKOH CyOCTaHIINN WIIH HCXOIXHOTO VYcnosus Tpe- | Bun
MaTepHana (IIpOMEeXyTOYHOT0 IPOIYKTa) PeaKkTHBa, HCIOIb3yEeMBIX B IPOLecce IPOU3BOICTBA AKTHBHOH Oye- npo-
(hapMmarieBTHYECKO CYyOCTaHIIUH Mast 1e-
no- ay-
Ky- jusi
MEH-
Ta-
s
a) He3naunmele u3MeHeHNs 0J0OPEHHON aHATMTUYECKOH METOIUKH 1,2,3,4 1,2 1A
0) UcknroueHne aHATUTUIECKON METOAUKN aKTUBHOI (hapManeBTHYECKOH CYyOCTaHIMK T HCXOJHOTO Ma- 7 1 1A
Tepuaia (IIpOMeXyTOUHOTrO NPOIYKTa) pEaKTHBA, €CIIH albTepHATUBHAA eif aHATIMTHYECKas METOIUKA yxKe
ol00peHa
B) [Ipoune n3MeHeHUs aHATUTUYECKOH METOMKHU (BKIIOYAs 3aMEHy Wi J00aBlIeHHe) PeakTHBa, KOTOpast 1,2,3,5,6 1,2 1A

HE OKa3bIBAC€T 3HAYUMOTI'0O BIIMSIHUS Ha COBOKYITHOC Ka4€CTBO AKTUBHOM (bapMaHCBTH‘{GCKOﬁ CyGCTaHHI/II/I

r) CyIlecTBeHHOE H3MCHEHHUE WIIH 3aMeHa OMOJIOTHYECKOT0 (MIMMYHOJIOTHYECKOT0) (MMMYHOXHMHYECKOT0) I
METO/[a MCTIBITAHHUS HJIH METO/Id, B KOTOPOM HCIIOIB3yeTCsl OHOIOTHIECKUI PEaKTHB JUTS GHOIOTHYECKON
aKTHBHOW (hapMaIeBTUIECKON CyOCTaHIINN

1) [Ipourie M3MEHEHNS aHATUTUYIECKON METOAMKY (BKJIFOUast J0OABJICHHE HITH 3aMECHY) aKTUBHO# (hapma- 1,2 1B

LEBTUYECKON CyOCTaHIIMM MJIM HCXOJHOTO MaTepHaia (IpOMEeXyTOUYHOr o MPOIyKTa)

VYcnoBus

1. IIpoBenena HeoOX0AMMAsT BAJTMAALIMS, TOITBEPIKAAIOIIAs TO, YTO OOHOBJIICHHAs aHAJMTHYECKAs METO/IMKA, 110 MEHBIIICH Mepe, SKBUBAJICHT-
Ha MpeabIyILei.

2. Ilpenernsl copepKaHusi CyMMBI IPUMECE He H3MEHHIINCH, HOBbIE HEKBAIN(HINPOBAHHBIE IPUMECH HE 0OHApYKEHBI.

3. Merox aHanm3a He U3MEHWICS (HanpuMep, I3MEHEHNE JUTHHBI KOJIOHKU MJIM TEMIIEpaTyphl, HO HE APYTOH BU KOJOHKH HIIH METON).

4. MeToJ UCTIBITaHMS HE SBISETCSI OMOIOTMIECKUM (MMMYHOJIOTHYECKIM) (MMMYHOXUMHUYECKAM) HIIH METOJIOM, B KOTOPOM HCIIOJIb3yeTCs
OHOIOTMYECKUI PeaKTHB 1l OMOIOTHYECKOI aKTHBHOW (hapMaleBTHUECKON CyOCTaHIMH (32 HCKITFOUCHHEM CTaHIAPTHBIX (papMaKomeitHbIX
MHUKPOOHOJIOTHYECKUX METOJIOB).

5. Hu oiuiH HOBBI METOJ UCIIBITAHKS HE OCHOBAH Ha HOBBIX HECTaHIAPTHBIX METOAAX MM CTAHIAPTHBIX METOZaX, HCIONb3YEMbIX O-HOBO-
My.

6. AxTHBHas (papMmaleBTHUYECKas CyOCTaHIMs He SBJISETCS OUONOrHYecKOi (MMMYHOIOTHYECKO).

7. AnpTepHaTHUBHAs aHATUTHYECKAst METOIMKA JUTS IapaMeTpa crieluduKaniy yxe 0000peHa, IpU ITOM Takas METOJHKa He OblIa BKIIIOUCHA
nocpeactBoM [A-yBenomieHus.

JloxymeHTanus

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCBYIOIINM) pa3aeny(pasaeiiaM) 10Che, BKI0Yas OMHUCAaHHE aHATUTHIECKOW METOIOJIOTHH, Pe3o-
M€ JJaHHBIX BaJIUJIAIMH, IEPECMOTPEHHbIC Cre(UKAIIMN Ha TIPUMECH (€CJIM IPUMEHHMO).

2. CpaBHHTEIIBHBIE PE3YJIBTATHI BaJIMALUY WU, [IPU HATUYUU 000CHOBAHMS, CDABHUTEIBHBIC PE3YJIBTAThl aHAIN3A, TOTBEPIKIAIOIIHIE, YTO
TEKyIIee W IpeIaraeMoe UCIIBITaHNE 3KBUBAIICHTHBI. Hacrosmiee TpeboBaHNe HE IPUMEHSIETCS, €CIN 100aBIIseTCs] HOBask aHAINTHYIECKas
METOJIHKA.

b.I. B) YnakoBo4HO-yKynopouHas cucTeMa

b.I.B.1 lI3MeHeHune NepBUYHOMN YIIAKOBKH aKTHBHOW (hapMalieBTUUECKON CyOCTaHIINU | | |
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Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE TlaTa cxaunBarms 30.04.2025

VYeno- | Tpebyemas Bun
BUSI JIOKYMCHTa- po-
ous neny-
pbI
a) KauecTBeHHbI# U (MITH) KOJTMYECTBEHHBII COCTAB 1,2, 1,2,3,4,6 1A
3
6) KauectBeHHbI 1 (MJ1H) KOJINYECTBEHHBIH COCTAB ISl CTEPUIIbHBIX T HE3aMOPOKCHHbBIX OHMOJIOTH- I
YeCKUX (MMMYHOJOTHYECKHUX) aKTUBHBIX (hapMalleBTHUCCKUX CyOCTaHIINI
B) XKuznkue aktuBble papManeBTHUECKUE CyOCTaHIIMN (HECTEPUIIbHBIC) 1,2,3,5,6 1B

YcnoBust

1. ITo cOOTBETCTBYIOLIMM CBOICTBAaM NpeJularaeMblii yIIakOBOYHBII MaTepHall, 0 MEHbIIEH Mepe, COOTBETCTBYET K SKBUBAJIEHTHBIM 0100-
PEHHOMY.

2. HauaTbl COOTBETCTBYIOLINE UCCIIEIOBAHMUS CTAOUIIBHOCTH B COOTBETCTBHHU C YCTAHOBJICHHBIMU TPEOOBAHUSAMU M 3aBUTENICM Ha MOMEHT
BBEJICHUSI U3MEHEHHUIT POAHAIN3UPOBAHbI COOTBETCTBYIOIHME TAapaMeTphbl CTAaOMIBHOCTH HE MEHEEe YeM Ha JIBYX OINBITHO-TIPOMBIIIIIEHHBIX
WY NPOMBILIEHHBIX CEPUSX, B IO PACIIOPSDKEHUN HAXOAATCS YIOBIETBOPUTEIbHBIE PE3YIIbTAThI, 10 MEHbLIEH Mepe, 3-MeCsIYHOr0 U3yde-
HUs crabuibHOCTH. OIHAKO, €CIHM NpeaIaraeMast yrakoBka 0osee ycToiunBa o CPaBHEHUIO € 3apEruCTPUPOBAHHOM, TO TPEXMECSUHbIE IaH-
HBIE 110 CTA0MIBHOCTH He TpeOyrorcs. [1o 3aBepIIeHnN TaKuX HCCIICIOBAHUM, €CIIM Pe3yIbTaThl HE YKJIAJBIBAIOTCS B ClICIM(UKALNHY WIH T10-
TEHI[HAIBHO HE YKJIAIBIBAIOTCS B CHEH(UKAIIMN Ha KOHEIl CPOKa TOJJHOCTH (IIepHo/ia) HOBTOPHOTO UCTIBITAHHS, UX HEOOXOIMMO HEMEIJICH-
HO NIPE/ICTaBUTh YIIOJIHOMOYSHHOMY OpraHy Hapsiiy ¢ mpelylaraeMbIM IIaHOM ASHCTBHIL.

3. Ucknrouasi CTepuiIbHBIC, XKHIKHE U OHONOrHYecKre (MMMYHOJIOTMYECKUE) aKTUBHbBIE (DapMalleBTHYECKUe CyOCTaHIINH.

JloxymeHTanus
1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIMM) pa3ieny(pa3aenam) J0Che.

2. HeoOxonuMble AaHHBIE 0 HOBOW yHaKoBKe (HalpuMep, CPaBHUTENIbHBIC JaHHbIC M0 MPOHULIAeMOCTH, Harpumep, 1 0%, CO? Biarn),
BKJIIOYAs! TOATBEPIKICHUE TOTO, YTO MAaTePHal COOTBETCTBYET COOTBETCTBYIOIIUM (hapMaKoNEHHBIM TPEOOBAHHSM O IIIACTHYECKUX MaTepua-
Jax U 00beKTaX, KOHTAKTHPYIOLIMX C MUIIEBBIMU MPOAYKTAMHU.

3. B COOTBETCTBYIOLIMX CIy4asx HEOOXOMMO MPEICTAaBUTh HOATBEPKICHHE TOTO, YTO B3aUMOJCHCTBHE MEX/TY COICPIKUMBIM U yIIAKOBOY-
HBIM MaTepHaIOM He MPOUCXOJUT (HalpHMep, OTCYTCTBYET IepeMEIeHNEe KOMIIOHEHTOB MTPEIaraéMoro MaTepHaia B €ro COAepKUMOe, KOM-
MOHEHTBI JIEKAPCTBEHHOT'O Ipernapara He Nepexo/iT B YIaKOBKY ), BKJIIOYas IOATBEPIKICHUE TOTO, YTO MaTepua COOTBETCTBYET COOTBET-
CTBYIOIIUM (hapMaKONeHHBIM TPEOOBAHUSIM O TUIACTUYECKHX MaTepHantax U 00beKTaX, KOHTAaKTHPYIOIINX C MUILIEBBIMH POIYKTaMH.

4. lexnapanus qepkaTeis perucTpaiuoHHOTo yocToBepeHus win aepxkaresss MOADC, uro Tpedyemble HCciieI0BaHHS CTaOMITBHOCTH Ha-
4aThl B COOTBETCTBHU C YCTAHOBJICHHBIMH TPEOOBAaHMAMH (C yKa3aHUEM HOMEPOB CEpHii); M UTO (B COOTBETCTBYIOIIMX CIIydasix) HA MOMCHT
BBEJICHUSI U3MEHEHHUII B €T0 PACIIOPSHKEHUH HaXOAWINCH TpeOyeMble MUHUMAJIbHbIC YIOBICTBOPHTEIbHBIE JaHHBIC IO CTAOMIBHOCTH; M 4TO
UMEIOIIHMECS JaHHbIE HEe CBUJICTENILCTBOBAJIM O KaKOH-1100 npobieme. Heo6xoaumo Takoke NpecTaBUTh MOATBEP)KACHHUE TOTO, YTO UCCIIE0-
BaHUs OylyT 3aBEpIICHBI, ¥ YTO €CJIM PE3yJIbTaThl He OyIyT YKIaabIBaThCs B CHEUM(UKALIMH HIN TOTSHIMAIBHO HE YKJIAJILIBATHCS B CIICIIU-
(hukanmu Ha KOHEIl CpOKa roJJHOCTH (IIEpHO/1a) HOBTOPHOTO HCIBITAHUS, X HEMEUICHHO MPEICTABAT YIOJIHOMOYCHHOMY OpraHy Hapsiay ¢
IpeUIaraéMbIM IJIAHOM JeHCTBUN.

5. Pe3ynbrate! uccienoBannii CTaOMIBHOCTH, IPOBEACHHBIX B COOTBETCTBUH C YCTAHOBJICHHBIMU TPEOOBAaHMUSAMH, 110 3HAYNMBIM ITapaMeTpam
CTaOMIPHOCTH HE MEHEE YeM Ha JABYX OIBITHO-IIPOMBIIIICHHBIX MIIM IIPOMBIIUICHHBIX CEPHUSIX, OXBATHIBAIOIINX HE MEHEE TPEX MECSIIEB, U
MOATBEPIKIEHUE TOTO, YTO YKa3aHHBIE HCCIIEA0BAHUS Oy/LyT 3aBEpILEHBI, U €CIH Pe3yJIbTaThl He OyyT YKJIAIbIBAThCS B CIICLM(PHUKALIMT UITH
MOTEHLUAJIBHO HE YKJIabIBAThCS B ClIeLU(UKALUK Ha KOHELl CPOKa FOHOCTH (TIepHo/ia) MOBTOPHOI'O UCIBITAHUs, UX HEMEJICHHO IpeJicTa-
BAT YIIOJIHOMOYEHHOMY OpTraHy Hapsy ¢ IpeiJiaracMbIM IJIaHOM JICHCTBUM.

6. CpaBHEeHHE JISHCTBYIOINUX U MPearaeMbIX crieluduKkanuii nepBUYHON yakoBKH (€CJIH IPUMEHUMO).

b.1L. B. 2 VI3MeHeHHe napaMeTpoB crieupUKauuy 1 (MUI1) KpUTEpUEB PUEMIIEMOCTH IIEPBUYHON yma- VYeno- | TpebGyemast Bun
KOBKH aKTHBHOH (hapMaIieBTUUECKOH CyOCTaHITHI BUs JIOKyMEHTa- npo-
st ey-
pbl
a) YKeCTOUeHHE KPUTEPUEB MTPUEMIIEMOCTH CIIeHU(PHUKAIIH 1,2, 1,2 1A
3,4
0) [loGaBneHune B crieu(pUKaIM0 HOBOTO ITapaMeTpa M COOTBETCTBYIOLIEMY €My METO/1a UCIBITAHHH 1,2, 1,2,3,4,6 1A
5
1,2 1,2,5 1A
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] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.04.2025
- ,‘ a .' ,' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pefaKuuu 22.04.2025
Pecry6inkn Kasaxcran B 9JIEKTPOHHOM BH b
ecmryGr a3aXCTaH B SIICKTPOHHO e JlaTta ckaunBaHMs 30.04.2025
B) MckitoueHne HecyIeCTBeHHOro napaMeTpa crienudukanuy (HarpuMep, UCKII0YEHHE yCTapeBIIero
rapameTpa)
r) Jlo6aBiieHne MM 3aMeHa rapaMmerpa crequUKauy n3 cooOpaskeHuit 6€30I1aCHOCTU MIIN KauecTBa 1,2,3,4,6 1B
Ycnosus

1. I3MeHeHne He SBISIETCS CIEACTBIEM KaKOT0-TH00 00s3aTeIbCcTBa, IPUHATOTO 110 PE3yJIbTaTaM paHee IMPOBEACHHBIX SKCIEPTU3 C LENBI0
aHaNn3a KPUTEPUEB IIPUEMIIEMOCTH Crielu(UKanuy (Hampumep, B X0/Ie PErHCTPALIMHU JICKApPCTBEHHOTO Iperapara Wik BHECEHHSI N3MECHEHUH
1 Tuma), eciu TOJILKO OHO paHee He PACCMOTPEHO U 0I00PEHO B KaUeCTBE MEPHI MOCIISYIOIIEr0 HaOII0ICHUSL.

2. I3MeHeHue He SBISETCs CIEACTBHEM HENPEIBUACHHBIX CUTYyallnii, BOSHUKIINX B X0JI€ MPOU3BOJICTBA YIIAKOBOYHOI'O MaTepHuaa Wi Mpu
XpaHEHHH aKTUBHOH (papMalleBTHYECKOH CyOCTaHIIUH.

3. JIro60oe n3MeHeHHe yKIIaJbIBAIOTCS B IMAIA30H TEKYIIUX 0J00PEHHBIX KPUTEPUEB IIPUEMIIEMOCTH.
4. AnanurHyecKkas METOIMKA HE U3MEHSETCS MM U3MEHSETCS He3HAYUTENIbHO.

5. Hu ouH HOBBII METO/I HCIIBITAHUS HE OCHOBAH HA HOBOI HECTaHJAPTHOW METOJOJIOTHH WM CTAHAAPTHON METOMOJIOTHH, UCIIONIB3yEeMOi
M0-HOBOMY.

JloxymeHTanus

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3ieny(pa3aenam) J0Che.

2. CpaBHHTeNbHAS Ta0JUIIA TEKYIMX U TpeIaraeMbIX crieln(uKammii.

3. [lonpoOHoe omnucanue 000K HOBOH aHATUTHYECKOH METOMMKH U IaHHBIE BAIMIALMY (B COOTBETCTBYIOIIHX CIIyYasx).
4. JlaHHble aHaIM3a JIBYX CEPUH YITAKOBOUHOI'O MaTepHaia 110 BCeM apameTpaMm crienu(uKanum.

5. O6GocHOBaHME (OLICHKA) PHICKOB CO CTOPOHBI IEPKATEIIsl pETUCTPALIIOHHOTO yaocToBepeHust mm nepxateist MOADC cooTBETCTBEHHO,
MIOJTBEPIKAAIOIIIE, YTO BHYTPHIIPOM3BOACTBEHHBII MTapaMeTp SBJISACTCS HE3HAYMMBIM HJIH yCTapEBIIHM.

6. O6ocHOBaHME cO CTOPOHBI Aepxkarens PY wiu gepxkarens MOADC coOTBETCTBEHHO HOBBIX MapamMeTpa Crelu()UKaIui U KPUTEPHUEB TIPH-

€MJIEMOCTH.
b.I. B. 3 V3MeHeHre aHATMTHYIECKOW METOIMKH HCITBITAHUS [IEPBUYHON YITAKOBKH aKTHBHOW (apmarieB- | Ycmo- | Tpebyemas Bun
THUYECKOH CYyOCTaHIIUU BUS JIOKyMEHTa- npo-
nus neny-
pbI
a) HesHaunTenbHbIe N3MEHEHUS YTBEPKACHHON aHATMTUYECKOI METOTUKHI 1,2, 1,2 1A
3
0) [Ipoune U3MEeHEHNs aHATUTHYECKON METOAMKY (BKIIFOYast T0OABICHUE WIIH 3aMEHY) 1,3, 1,2 1A
4
B) MckiroueHne aHaIUTHYECKO METOIUKH, €CIIH allbTEPHATUBHAS €if METOTUKA y)KE yTBEPXKICHA 5 1 IA

VYcnoBus

1. CornacHo COOTBETCTBYIOIINM JOKyMeHTaM Pecrny0Omnuku Kazaxcrah, mpoBeseHa HeoOXoanMast BaJTUIALIMs, TOTBEPIKAAIOIIAs TO, YTO 00-
HOBJICHHAs aHAJIMTHYECKasi METO/MKA, [0 MEHBILEH Mepe, IKBUBAICHTHA MPEbLIYIICH.

2. MGTOI[ aHaJIu3a HC UBMCHUIICA (HaHpI/IMep, WU3MCEHCHUEC JUIMHBI KOJIOHKH UJIA TEMIIEPpATypPhbl, HO HE I[pyl"Oﬁ BHUJ KOJIOHKH UJIN MCTOI[),

3. Hu ouH HOBBI METO/ MCIIBITAHUH HE OCHOBAH Ha HOBBIX HECTAHJAPTHBIX METO/AX MJIM CTAHAAPTHBIX METO/IaX, HCIOJIB3YEMBIX MO-HOBO-
My.
4. AxtuBHas (papManeBTHUECKas CyOCTaHIMS (JEKapCTBEHHBIH penapaT) He SBISIOTCS OMOJIOTHYSCKUMH (MMMYHOIOTHYSCKHMH).

5. B oTHOUICHNH TapamMeTpa CICHU(pUKALIME COXPAHSICTCS aHATUTHYECKas METOJMKA, TP 3TOM TaKasi MeTOIHKa He Oblia [o0aBiIeHa mocpe-
ctBoM [A (yBemomienus).

JloxymeHTanus

1. ﬂonpaBKa K COOTBCTCTBy}OH.leMy(COOTBeTCTByIOH.U/IM) pa3ﬂeny(pa3)1enaM) JIOChE, BKJTFOYAs ONMCAHUE aHAIUTUYECKON METO0JIOTHH, pesro-
M€ JJaHHBIX BaJIAJIAIlAHA.

2. CpaBHI/ITeHLHHC PE3YyJIbTAaThl BaIMAAIlNX WU, TIPU HAJTUIUU OﬁOCHOBaHI/IH, CPaBHUTEIIbHBIC PE3YJIbTAThl aHaJIM3a, [IOATBEPXKAA0Iue TO,
YTO TCKyLIEC U ITpeAIaracMo€ UCIIbITAHUC S5KBUBAJICHTHBI. HaCTOfIHIee TpC6OBaHI/IC HC IPUMCHSICTCsI, €CIIN HOGaBHS{CTCfI HOBas aHAJIUTHYC-
CKas METOJHMKaA.

B.I. r) CtabunpHOCTH
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] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.04.2025
- ‘ a ' ,' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pesakiyuu 22.04.2025
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE o
y p 2 JlaTta ckaunBaHMs 30.04.2025
B.Lr. 1 M3mMeHeHue nepuoja HOBTOPHOTO HCHBITaHKs (TIEpUoja XpaHEHH s1) WK YCIIOBUH Xpa- VYeno- | Tpebyemas moky- Bun nipo-
HEHUsSI aKTUBHOHN (DapMaIleBTHIECKO# CyOCTaHIMHU, €CIIH B PETUCTPALIMOHHOM JJOChE OTCYTCTBY- | BHS MEHTALHS ey pbl
et ceprudukar coorBercTBUst EBporneiickoit @apmakornen, 0XBaThIBAIOIINI TIEPUOJ TIOBTOPHO-
TO MCTIBITAHUS
a) [leprox nosTopHOTO HcnbiTanus (epuos xpanenust) 1. CokparieHue 1 1,2,3 1A
2. VBenuveHue mepro/ia MOBTOPHOTO UCTIBITAHUS ITyTEM SKCTPAMOJISINN JAHHBIX M0 CTaOWITb- 11
HOCTH, HE COOTBETCTBYIOILEH JoKkyMeHTam Pecriy6onuku Kazaxcran (*)
3. VBenudeHue neproia XpaHeHus! OMOIOrHYecKoi (MMMYHOJIOTHYECKO#) akTHBHOM (apma- 1T
LIEBTUYECKOW CyOCTaHIIMHU, HE COOTBETCTBYIOIINE 000PEHHO pOrpaMMe H3y4eHHs CTaONIIb-
HOCTH
4. YBenueHue 1in BBeIeHUE Nepro/ia IIOBTOPHOIO UCHbITaHUS (II€PUO/1a XPAHEHHs), TTOJI- 1,2,3 IB
TBEPIKICHHOTO JaHHBIMH €CTECTBEHHOTO XpaHECHHS
6) YcnoBus XpaHeHUs
1. I3MeHeHue yClOBHiA XpaHEHUS aKTHUBHOE (hapMaleBTHUECKON CyOCcTaHIMK Ha Oojiee CTpo- 1 1,2,3 1A
rue
2. VI3MeHeHune yclioBuii XpaHeHHs1 OMOJIOTHYECKUX (MMMYHOJIOTHYECKUX ) aKTUBHBIX (hapMaiieB- 1T
THUYECKUX CYyOCTAaHIINI, €CIIM UCCIIeIOBaHUS CTAaOMIIBHOCTH NTPOBE/ICHBI HE B COOTBETCTBHU C Te-
KYILIUM YTBEPKIACHHBIM IIPOTOKOJIOM CTaOMIIBHOCTH
3. VI3MeHeHue yCIIOBUil XpaHeHHsT aKTUBHOH (papMalieBTHYECKOi CyOCcTaHIIuK 1,2,3 1B
B) I3MeHeHue yTBep K ICHHON MPOrpaMMbl H3Y4EHHsI CTAOUIBHOCTH 1,2 1,4 1A

YcnoBus
1. I3MeHeHue He SIBISIOTCS CIEICTBUEM HENPEABUACHHBIX CUTYAIMi, BOSHUKIIMX B XOJI€ IPOU3BO/ICTBA, HJIM U3MEHEHHUS CTAOMIIBHOCTH.

2. I3meHeHus He NPUBOJAT K PAaCILIMPCHUIO KPUTEPUECB IPUEMIIEMOCTH UCIIBITYEMBIX ITapaMeTPOB, HCKIIIOYEHUIO ITapaMeTpa CTaOMITBHOCTH
WJIU CHYDKCHHIO YaCTOTHI UCIIBITAHUM.

JlokymeHTanus

1. ITompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLINM) pasaeiy(paszaenam) nocke. HeoOXomuMo peacTaBuTh pe3yabTaTbl COOTBETCTBYIO-
IIUX HCCIIEA0BAHUN CTaOMIPHOCTU B pealbHOM BPEMEHH, IPOBEICHHBIX B COOTBETCTBUM C COOTBETCTBYIONIMMYU PYKOBOACTBAMH II0 CTAOMIIb-
HOCTH HE MEHee UeM Ha JByX (JUls OMOJIOTMYECKUX JIEKAPCTBEHHBIX NPENapaToB — TPeX) ONbITHO-IPOMBIIUICHHBIX MU IPOMBIIICHHBIX Ce-
pHSIX aKTUBHOH (hapMalieBTU4ECKOH cyOCTaHIMH1, yITaKOBAHHON ¢ IIOMOIIBIO 3aperUCTPHPOBAHHOIO YIIAKOBOYHOI'O MaTepHala, U OXBaThIBAIO-
KX BECh IpeJIaraeMblii IEpHoJ] TOBTOPHOTO MCIBITAHUS MIIH TIPEJIaraeMble YCIOBUS XPAHEHUS.

2. IlonTBep K aeHUE TOTO, YTO UCCIICOBAHUS CTAOMIIBHOCTH IIPOBEACHBI B COOTBETCTBUH C TEKyLIEH 0JJ0OpEHHOM porpaMmoii. Pe3ynbraTsl
MCCIIeIOBAHHUS TIOATBEPIKIAFOTCS, YTO COOTBETCTBYIOIIUE OJOOPCHHBIE CrielU(UKAIUH POIODKAIOT COOTIOIATHCSI.

3. Konuu yTBepIeHHbIX crelupHUKaIMil Ha aKTUBHYIO (hapMalieBTHYECKYIO CyOCTaHIUIO.

4. ObocHOBaHKeE TpeIaracMbIX H3MEHCHHIA.

(*) Ipumeuanune MEPUO/] TOBTOPHOTO HCIIBITAHUS HE MIPU-
MEHHM K OHOJIOTHYECKHM (HMMYHOJIOTH-
YECKHM) aKTUBHBIM (papMalieBTHIECCKUM
CyOCTaHIUSIM

B.1. n) [IpoekTHOE 1OJe ¥ MPOTOKOJI MOCTPETUCTPALMOHHBIX U3MEHEHUM

b.I.n.1 BBeneHue HOBOrO MPOEKTHOTO TOJISL HJIH PACIIUPEHKE 0100pEHHOr0 NPOEKTHOTO MOJIsi aKTHBHON VYeno- | Tpebye- Bun
(hapMarneBTHYECKO CyOCTaHINH, 3aTparuBaroIee BUS Masi IoKy- | Tmpo-
MEHTALHS e-

ny-
jus
a) OJTHY OIEPALMOHHYIO SAMHHILY [IPOLIecca MPOU3BOCTBA AKTUBHOM (hapMaleBTHIECKOW CyOCTaHIHH, 1,2,3 11
BKJIIOYAs COOTBETCTBYIOIIME BHYTPHITPOU3BOACTBEHHBIC KOHTPOJIU U (MJIM) AHAIUTHYECKUE METOIUKH
0) aHATUTHYECKHE METOIUKHU UCXOJHBIX MaTepHaIoB (IIPOMEKYTOUYHBIX MTPOIYKTOB) H (MJIM) aKTUBHOI (ap- 1,2,3 1T

MaHeBTH‘IeCKOﬁ Cy6CTaHLII/II/I
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] AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 30.04.2025
™ .‘ a ,' ,' OTaIOHHBIH KOHTPOIBHBIA 6aHK HOPMATHUBHBIX IPABOBBIX AKTOB JlaTa pesaKiyu 22.04.2025

Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE TlaTa cxaunBarms 30.04.2025

JloxymeHTanus

1. [IpoekTHOE MONE OBUIO pa3paboTaHO HA OCHOBAHMU COOTBETCTBYIOIIMX YCTAHOBIICHHBIX TPeOOBAaHUH 1 MEXYHAPOJHBIX HAYYHBIX PYKO-
BOZCTB. Pe3ynbTaThl HccneqoBaHmii pa3pab0TKU MIPOAYKTa, IPOLEcca U aHATUTHIECKON METOJOJIOTHH (HAIIpUMEp, B3aNMOICHCTBHE Pa3iIHi-
HBIX NTapaMeTpoB, GOPMHUPYIOIINX MOAJTIEKAIEE H3yUESHHIO IIPOSKTHOE T10JIe, BKIIOYAasi OLIEHKY PUCKOB U MHOTOMEPHBIE UCCIIEIOBAHUSI COOT-
BETCTBEHHO), B COOTBETCTBYIOIHX CJIy4asiX MOATBEPKAAIOLINE TO, YTO JIOCTUTHYTO LEJIOCTHOE MEXaHUCTHYECKOe MOHUMAHHE MoKa3aTenen
KauecTBa MaTepUaJIOB U 1apaMeTpoB IPOIecca Ha KPUTHYECKHE MTOKA3aTeM KauyeCTBa aKTHBHOH (hapMalieBTHUECKOH CyOCTaHIIMH.

2. Onucanue TIIPOCKTHOT'O I10JIS1 B TaOJIUIHOM BUJIC, BKIIIOYas IICPEMCHHBIC (CBOI\/'ICTBa MaTepUuaJioB U MapaMeTphl Ipouecca HpOHSBOI{CTBa) nu
UX IpeajiaracMbI€ JUuara3oHbl.

3. IlompaBka K COOTBETCTBYIOILEMY (COOTBETCTBYIOIIMM) pa3zielly (pa3zaenam) J0Cke.

b.1.1.2 BeeHue NocTperucTpallioOHHOTO IPOTOKOIA YIIPaBIECHUs] H3MEHEHUAMH, 3aTparuBaouMu aktue- | Ycio- | Tpebye- Bun
HYyI0 (hapMareBTHYECKYIO CYyOCTaHIIUIO BUS Masi TOKy- | mpo-
MeHTauus | me-

ny-
pHl
1,2,3 I
JloxymeHTanus
1. [Togpo6GHOE onHcaHue NPEATaraeMoro H3MeHEeHHs.
2. IIpoTokon ynpaBieHHs: H3MEHEHUSIMH, 3aTParkBaOIIMH aKTHBHYIO (hapMalleBTUYECKYIO CyOCTaHIIHIO.
3. TlompaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) paszeiny(pa3zienam) 10Che.
b.I.a. 3 HUckmroueHne mocTperncTpanuoHHOTO MPOTOKOJIA YIPaBICHNS I3MEHEHUSIMH, 3aTPparuBalomuMy ak- | Ycmo- | TpeGye- Bun
TUBHYIO (hapMalieBTHYECKYIO CYOCTaHLIUIO BUS Mast IOKy- | mpo-

MEHTals 1e-

s

YcnoBust

1. UckimioueHne moCcTperucTpalioHHOT0 IPOTOKOJIA YIIPABICHHUS H3MEHEHUSIMH, 3aTPAaruBaIOIIMMHU aKTHBHYIO (hapMaleBTHUECKYI0 CyOCcTaH-
IIUIO, HE SBJISETCS CICACTBUEM HEMPEABHUICHHBIX CUTYAIMI MM HECOOTBETCTBHUS Clieln()HUKAIMH B XO/I€ BBEACHHUS H3MCHEHHI, OMIMCAHHBIX
B IIPOTOKOJIE, M HUKAK HE BIUSET HA YTBEPKACHHBIE CBEJICHHS, BKJIIOUEHHBIE B PETHCTPALMOHHOE JOChE.

JloxymeHTauus
1. ObocHOBaHKE MPEIIAaraeMOro UCKIIFOUCHHUSI.

2. IlonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLIMM) pa3jiey(pa3aenam) 10Che.

B.I.1. 4 VI3MeHeHns: yTBEPKACHHOTO MPOTOKOJIA YIPABJICHNS H3MEHCHUSIMU VYeno- | Tpebye- Bun
BUS Mas IoOKy- | mpo-
MEHTaIHsA e-

ny-

pbl
a) 3HaYMMble N3MEHEHHS TIPOTOKOJIA YIIPABICHUS N3MEHEHHSIMHU 11
0) HesHaunMble n3MEHEHHs TIPOTOKOJIA YIIPABJICHUSI N3MEHEHHUSMH, KOTOPBIE HE H3MEHSIOT CTPATETHIO, 1 1B

OIMCAHHYIO B IPOTOKOJIC

JloxymeHTauus

1. Jleknapaunﬂ, YTO J1I000€ U3MECHEHHE YKIIaAbIBAa€TCs B AHMara3OH ﬂeﬁCTBymmHX YTBEPKACHHBIX KPUTEPUCB IIPUEMIIEMOCTH. TTomumo 3T0-
o, AeKjiIapanys Toro, 4To B OTHOIICHUN OHOJIOrMUECKHX (I/IMMyHOJ'IOFI/I'-IeCKI/IX) JICKapCTBEHHBIX IIPEHapaToB HE Tpe6yeTcsI OILICHKa CoIloCTa-

BHMOCTH.
Bb.La. 5 Peanuzanuus usmMeHeHUH, IpeyCMOTPEHHBIX YTBEPKAEHHBIM IIPOTOKOJIOM YIIPaBIIEHUs H3MEHEHMU - VYeno- | Tpebye- Bun
MH BHSA Mas JOKy- | mpo-

MEHTALUs 1e-
ay-
pH

a) Peanusanus u3MeHeHus He TpeOyeT JOIOHUTEIbHBIXBCIIOMOTaTelIbHbIX JaHHBIX 1 1,2,4 1A
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] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.04.2025
- ‘ a ' ,' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pefaKuuu 22.04.2025
Pecny6muku KazaxcTan B 2eKTPOHHOM BH, b
ecny6n 43aXCTaH B SIICKTPOHHO e JlaTta ckaunBaHMs 30.04.2025
0) Peanuzaiust uameHeHus TpeOyeT AOMOIHUTENbHBIX BCIIOMOTATEIbHBIX JaHHBIX 1,2,3,4 1B
B) Peanu3anus n3mMeHeHUs] OHOIOTHYECKOTO (MMMYHOJIOTHYECKOT0) JIEKApCTBEHHOTO ITpenapara 1,2,3,4, 1B
5

VYcnoBus

1. l'lpe)lnomeHHoe HU3MEHCHHUEC OCYLIECTBJIICHO B ITOJTHOM COOTBETCTBUU C YTBECPIKACHHBIM ITPOTOKOJIOM YIIPABJICHUA U3MCHCHUSIMU.

JloxymeHTauus
1. Ccpuika Ha YTBEp)KICHHBII POTOKOJI YIIPABICHHUS H3MEHCHUSIMH.

2. Jlexmapariyisi, 9To I3MEHEHHE COOTBETCTBYET YTBEPKICHHOMY MPOTOKOITY YIIPABICHUS N3MEHEHHSAMH 1 YTO PE3yJIbTaThl HCCIICJOBAHUS
YAOBIETBOPSIOT KPUTEPHUSIM IIPHEMIIEMOCTH, OTOBOPEHHBIE B TPOTOKOJIE. [IoMnMo 3TOT0, IeKIapanus Toro, 4To B OTHOIIEHUH OMoIoTHye-
CKHUX (MMMYHOJIOTHYECKHX ) JIEKAPCTBEHHBIX MPENapaToB He TPEOYeTCs OL[EHKa COMOCTABUMOCTH.

3. Pe3ynbTaThl HCCIIEIOBAHMIA, TPOBEICHHBIX B COOTBETCTBHIH C YTBEP)KACHHBIM [IPOTOKOJIOM YIIPABICHHUS H3MCHECHUSIMH.
4. ITonpaBka K COOTBETCTBYIOLIEMY(COOTBETCTBYIOIINM) pa3zieny(pa3aenam) J0Che.

5. Komust yTBep»IeHHBIX CHCUU(PHUKALMIA Ha aKTUBHYIO (hapMalleBTUYECKYIO CYyOCTaHIHIO.

b.1I JIekapcTBeHHBIN penapaT

b.11. a) BHeminuii Bug u coctan

b.Il.a. 1 M3MeneHue uiu 100aBaeHHEe OTTHCKOB, IPABUPOBKY UIIH HHBIX 3HAKOB, BKIIIO- Ycnosus Tpebyemas noky- Bun npo-
Yasi 3aMeHy WU N00aBICHHE YePHUII, HCIIONb3YEMBIX IPH IPOU3BOCTBE IEKAPCTBEH- MEHTaNus Lemypel
HOTO Iperaparta

a) Mi3MeHeHHs OTTHCKOB, TPaBUPOBKH WITH MHBIX 3HAKOB 1,2,3,4 1,2 1A
0) 3meHenue pucok (JIMHUH pa3iioMa), IPeJHa3HAUCHHBIX IS pa3/ielieHHsl Ha paBHbIC 1,2,3 1B
JI03bI

VYcnosus

1. CHGHI/I(bI/IKaLII/II/I JICKapCTBCHHOI'O IIperiapaTa Ha BBIITYCK U Ha KOHEL] CPOKA 'OJHOCTU HE UBMCHSIOTCS (3a HUCKIYCHHUEM BHCIIHETO BI/I)Z[a).
2. Bce YEPHUJIBI COOTBETCTBYCT HCﬁCTBymmeMy (bapMaI_[CBTI/I‘{CCKOMy 3aKOHOJATCIILCTBY.
3. Pucku (J'H/IHI/II/I pa3J10Ma), HC NpEeIHA3HAYCHbI HA pa3JICJICHUC Ha PAaBHBIC O3bI.

4. 3HaKku JIEKAPCTBEHHOTO IIpPETIapaTa, UCIOJIb3yEMBIC IS PA3IUUYCHUA JO3UPOBOK, MTOJHOCTHIO HE YIAJICHBI.

JlokymeHTamnms

1. TTonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIMM) pa3aeny(paszenaM) 10Che, BKII0Yas MoapoOHOe rpaguueckoe Uil MOBECTBOBATEIb-
HOE OIMCaHUE TeKYIIEro ¥ HOBOrO BHEIIHEr0 BU/IA, a TAK)KE COOTBETCTBYIOIIHH ITepecMOTp HH(OPMALIUK O JIEKAPCTBEHHOM IIpernapare.

2. B COOTBETCTBYIOLIMX CIIy4asx 00pasibl JeKapCTBEHHOTO pemnapara.

3. Pe3yJ’[BTaTBI COOTBETCTBYIOIIIUX HMCIBITAHUH 110 rOCyI[apCTBeHHOI\/'I (DapMaKonee Pecny6fm]<1/1 KaSaXCTaH, TIOATBEPIKAAIOIINE DKBUBAJICHT-
HOCTh CBOMCTB (HpaBI/IJ'ILHOCTL L[O3I/Ip0BaHI/IH).

b.1l.a. 2 I3meHeHHe (OPMBI MITH pa3MepOB JIEKapCTBEHHOH GopMbI Ycnosus Tpebyemas noky- Bug npo-
MEHTaLHs Lexypel

a) TaOneTku, KarcyJbl, CYNIIO3UTOPUH U IIECCAapUH C HEMEUICHHBIM BHICBOOOXK/ICHUEM 1,2,3,4 1,4 1A

0) JlekapcTBeHHBIE (OPMBI C OTCPOUCHHBIM, MOJH(UIUPOBAHHBIM HIIH IPOJIOHTHPO- 1,2,3,4,5 IB

BaHHBIM BBICBOOOXKICHHUEM H TAOJIETKH C PHUCKOM, MPeIHA3HAUCHHOM IS pa3IeICHUs
Ha paBHBIE J03bI

B) Jlo6aBienue HOBoro Habopa [uis paanodapMaleBTHYECKOro JIEKapCTBEHHOTO Mpemna- 1T

paTa ¢ IpyruM 00BEMOM 3aII0IHCHHS

YcnoBust

1. HpO(bI/IJ'IL PacTBOPEHUS USMEHEHHOI'O JICKAPCTBCHHOTO ITpeTiapaTa COIOCTaBUM CO CTapbIM, €CJIM IPUMEHUMO. HpI/I HEBO3MO>XKHOCTH ITPOBE-
JACHUS UCHIBITAHUS PACTBOPEHUS BPEMS pacialaMOCTU HOBOI'O JICKAPCTBEHHOI'O IIpe€apara B CpaBHEHUU CO HCU3MCHCHHBIM.

2. CrienuuKaIyy JeKapCTBEHHOTO MpenapaTa Ha BBITYCK U Ha KOHEIl CPOKa TOJHOCTH HE H3MEHHJIMCH (32 HCKIIIOUCHUEM Pa3MepoB JieKap-
CTBEHHOU (POpMBI).
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3. KauecTBEHHBIN U KOJIMYECTBECHHBIN COCTAB U CpeaHsAsa Macca HE UBMECHUIINCD.

4. I3MeHeHne He 3aTparuBaceTt TabJIETKH C pHCKOﬁ, HpeL[HaSHa‘IGHHOﬁ JUISL pasaeiiCHUs HCKapCTBCHHOﬁ (bOpMI:I Ha paBHBIC TO3bI.

JlokyMeHTanus

1. [lonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3eny(pa3aesnaM) Jocke, BKIIOUas IOAPOOHOE IpaduuecKoe 0TOOPAKCHHIE TEKY-
IIETO U IPeaIaraeMoro MOJI0KEHHS, a TAKKe IePecMOTp HH(POPMAIIUH O JISKAPCTBEHHOM IIperapare COOTBETCTBEHHO.

2. CpaBHHTENBHBIE JaHHBIE PACTBOPEHNS HE MEHEE YEM OJHON ONBITHO-MPOMBIIIIEHHON CEPUH C TEKYIMMH U TpeJlaraéMbIMU pa3MepaMu
(OTCyTCTBHE 3HAUUTENBHBIX PA3JIMUMI ¢ TOYKH 3PEHUSI COMOCTABUMOCTH — cM. [IpaBuita mpoBeieH st Hccie0BaH|i OHOIKBUBATIEHTHOCTH
JIEKapCTBEHHBIX NpenaparoB (nanee — [IpaBuia npoBeieHNs HCCIIEI0BaHUI OMOIKBUBAJICHTHOCTH). B OTHOILICHNY JIEKAPCTBEHHBIX PACTH-
TEJBHBIX TPETIapaToB IIPHEMIIEMBI JaHHBIC CPAaBHUTEIFHOM pacnaJjacMOCTH.

3. O60CHOBaHUS HEIPEICTABICHHS Pe3yIbTaTOB HOBOTO HCCIICIOBaHHs OHOIKBUBAICHTHOCTH COTNIACHO [IpaBHiiaM IpoBeIeHUsI UCCIleIoBa-
HUI OMO3KBUBAJICHTHOCTH.

4. B cOOTBETCTBYIOIINX CIIy4asx 00pa3Libl JIEKapCTBEHHOTO MpenapaTa.

5. Pe3ynbraThl COOTBETCTBYIOIIMX HCIbITaHMiT 10 ["ocynapcrBennoit @apmakorniee Pecriybnuku KazaxcraH, moarBepskaaroline SKBUBaJICHT-
HOCTH CBOMCTB (TIPaBUIIHOCTb J03UPOBAHHUS).

(*) Ilpumeuanue s B.1La. 2.B), m000e n3MeHEHHE «I03UPOBKI)
JIEKapCTBEHHOTO IpernapaTa TpedyeT moaadu 3a-
SIBJICHUS O PACIIMPEHUU PETUCTPAIIUH.

b.Il.a. 3 M3mMeHeHne cocTaBa (BCIOMOTaTENbHBIX BEMIECTB) JICKAPCTBEHHOTO Iperapara Ycnosus Tpebyemas noky- Bun npo-
MEHTaIHs ey psl

a) M3MeHeHune coctaBa BKYCOBBIX JJ00ABOK (apOMaTH3aTOPOB) HIIM KpacUTeNeH

1. loGaBneHne, HCKIIIOYCHHE WA 3aMEHa 1,2,3,4,5, 1,2,4,5,6 1A
6,7,9, 10
2. YBenu4eHve Wiu yMEHbIICHHE COJePKAHUS 1,23,4,10 1,2,4 1A

6) [Ipourie BcrioMorarespHbIe BEIIECTBA

Jlto0as He3HauKMTENbHAS KOPPEKIHS KOTMYECTBEHHOTO COCTaBa BCIIOMOTATEIbHBIX Be- 1,2,4,8,9, 1,2,7 1A
LIECTB JIEKAPCTBEHHOTO Mpernapara 10
2. KauecTBeHHbIE HIIH KOJHYECTBEHHbBIE H3MEHEHHSI OJTHOTO MIIH O0Jiee BCIIOMOTraTeb- 11

HBIX BEUIECTB, CYIIECTBEHHO BJIMAIOLINC Ha Ka4y€CTBO, 0e30MacHOCTh WU 3q)q)eKTI/IB-
HOCTbB JICKApCTBCHHOTO IIpeIiapaTa

3. 3menenue, 3aTparuaromiee 6Monorudeckiit (MMMyHOJIOTMUECKUI) penapar I

4. JIroboe HOBOE BCIIOMOTaTEIbHOE BELIECTBO, MIPEATIONAralolIee UCIIOIb30BAaHUE MaTe- I
PHAJIOB YEJIOBEYECKOTO HITH JKHBOTHOTO TIPOUCXOKICHHUS, TPEOYIOMINX OLCHKH JaHHBIX
BUpYyCHOU Oe3omacHocTH U (i) pucka TI'D

5. U3menenune, 000CHOBAaHHOE Pe3yJIbTaTaMK UCCIIC0BaHUS OMOIKBHBAICHTHOCTH 11

6. 3aMeHa OHOTO BCIIOMOTATEILHOI0 BEIECTBA CXOJHBIM BCIIOMOTaTEIbHBIM BEIlle- 1,3,4,5,6,7,8,9 1B
CTBOM C TeMH ke (YHKIIMOHATBbHBIMH XapaKTEPUCTUKAMHU B aHAJIOTUYHOM KOJIMYECTBE

VYcnoBus

1. I3meneHust pyHKIMOHANBHBIX XapaKTEPUCTHK JIEKApCTBEHHOH (OPMBI, HAIIpUMEp, BPEMEHH PacnalaéMOCTH, POQUIIs pacTBOPEHHS OT-
CYTCTBYIOT.

2. BC}IKyIO HE3HAYUTCIIbHYIO KOPPEKIHUIO COCTaBa Il IIOAACPIKAHUS 06II_ICi/'I MaccChl H€O6X0[[I/IMO OCYIICCTBJIATH BCIOMOT'aTEIIbHBIM BEIIC-
CTBOM, COCTaBJISIIOIIIMM B HACTOSIICE BPEMsI OCHOBHYIO HaCTh JICKAPCTBEHHOI'O IIpeIiapara.

3. Creundukanus JekapcTBEHHOT0 IIpernapaTa OOHOBJICHA B YaCTH BHEIIHEro BUJA (3amaxa, BKyca) H, P He0OXOJUMOCTH, HCKIIIOUEHO UC-
MIBITAHUE HA MOUTHHHOCTD.

4. Hauatbl COOTBETCTBYIOIINE UCCIEIOBAHHS CTAOMIBHOCTH B COOTBETCTBUH C YCTaHOBJICHHBIMU TPEOOBaHUAMH (C yKa3aHHEM HOMEPOB ce-
PpHii); IpoaHAIM3UPOBAaHBI COOTBETCTBYIOIIIE ITAPaMETPhl CTAOMIIBHOCTH HE MEHEE YeM Ha JIBYX OIBITHO-IIPOMBIIUICHHBIX WX IPOMBIIILICH-
HBIX CEpHSIX; B PACIIOPSHKEHUHN 3asIBUTEIIST HAXOIATCS YAOBJICTBOPUTEIBHBIC PE3YIIbTaThl, 10 MEHbIIEH Mepe, 3-MECTYHOTO U3yUYCHUS CTaOMIIb-
HOCTH (Ha MOMEHT BBEJCHHS U3MeHeHui [A Tuna u yBenomieHus o6 namenenusx 1B tuna); npoduib cTabHIBHOCTH CXOXK C YTBEPIKACHHBIM
B HacTosIee BpeMs npoduiaem. [loarBepkaeHe TOro, 4To UCCIIEA0BaHUS OYAyT 3aBEPILIEHBI, U YTO €CITU PEe3yJIbTaThl HA KOHEIl CPOKA TOTHO-
CTH He Oy/IyT YKJIabIBATHCS B CCLH(UKAILIMN MM HOTCHI[HATIBHO HE YKIIAIbIBAThCS B CHCHU(PHUKALMH, X HEMEJICHHO TPEICTABAT YIIOIHO-
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MOYEHHOMY OpraHy Hapsy ¢ IpeularaeMbIM IUIaHOM AeiicTBuil. Kpome Toro, B COOTBETCTBYIOIINX CIIy4yasiX HEOOXOAUMO IPOBECTH UCIIbITa-
HHE (HOTOCTAOHIIBHOCTH.

5. Bce HOBBIE KOMITOHEHTHI yIOBIETBOPSIET TPEOOBAHHMAM COOTBETCTBYIOIIMX AOKYMEHTOB PecmyOnuiku Kazaxcran, kacalomuxcs Kpacure-
JIell, UCTIOJIb3YEMBIX B MUIEBOH MPOMBIIUICHHOCTH, 1 BKYCOBBIX J0OABOK.

6. Hu oiH HOBBIIT KOMIIOHEHT HE MpeJIoiaraeT UCHoJIb30BaHUE MaTePUaIOB YeI0BEYECKOr0 HIIH JKMBOTHOTO POUCXOXKICHHS, TPEOYIOIHNX
OLICHKH JIaHHBIX BUPYCHOI1 0€30I1aCHOCTH MJIM COOTBETCTBHS ACHCTBYOUMM TpeboBanusM ['ocynapcTeenHoi ®apmakonee Pecryonuku Ka-
3axCTaH 10 MUHUMH3AIHMU PUCKa IIepeayy areHToB Iry04aToi SHIe(haIonaTH! JKUBOTHBIX ITOCPEACTBOM JICKAPCTBEHHBIX MTPENapaToB s
MEIUIIMHCKOTO ¥ BETEPUHAPHOTO IIPUMEHEHHUSL.

7. B COOTBETCTBYIOIINX CTydasX M3MEHEHUS HE BIMSIOT HAa Pa3IN4ys MEX/Iy HO3HMPOBKAMH U HE OKa3bIBAIOT HETATUBHOTO BIIMSHUS Ha BKYCO-
BBIE CBOIICTBA JIEKAPCTBEHHBIX MPENapaToB, MPEJHA3HAUCHHBIX IS JIETEH.

8. [Ipo¢unb pacTBOpeHHUs HE MEHEe YeM JBYX OIBITHO-IPOMBILIJICHHBIX CEPUil HOBOTO JISKAPCTBEHHOTO MIpernapaTa COOCTaBUM CO HEH3Me-
HEHHBIM (OTCYTCTBHE 3HAYUTENBHBIX PA3INYUH C TOUKH 3PEHUS COIIOCTaBUMOCTH — cM. [IpaBuiia nmpoBeaeHUs nccie0BaHni ONOIKBHBA-
JIeHTHOCTH). [Ipy HEBO3MOXKHOCTH MIPOBEICHUS UCTIBITAHHSI PACTBOPEHUS C JICKAPCTBEHHBIMU PAaCTUTEIBHBIMY IIpENapaTaMy BpeMsl pacrajae-
MOCTH HOBOT'O JIEKAPCTBEHHOT'O IperapaTa COMOCTaBUMO CO HEM3MEHEHHBIM.

9. M3mMeHeHue He SIBISICTCS CIE€ACTBUEM HECTaOMIBHOCTH U (I/IJ'II/I) HEC CKa3bIBACTCA Ha 6630HaCHOCTI/I, T.C. pa3jinuuAX MEXAY N03UPOBKaMU.

10. PaccMaTpuBaeMblii JIeKapCTBEHHBII NIpenapar He sSBISETCS OMOIOrHYECKUM (MMMYHOJIOTHYECKHM) JIEKAPCTBEHHBIM MTPENapaToM.

JlokymeHTanms

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIMM) pa3ieny(pa3aenaM) J0Che, BKIIFOUYas METObI UCTIBITAHKS Ha TIOAIMHHOCTD BCEX HO-
BBIX KpacuTene (eciii NPUMEHNMO), a TAKXKe NepecMOTp MH(OPMALIUK O JIEKaPCTBEHHOM IIpernapaTe COOTBETCTBEHHO.

2. Jlexnaparyis, 4TO Ha4aThl TpeOyeMbIe HCCIIEA0BaHUS CTAOMIBHOCTH B COOTBETCTBHH C YCTAaHOBJICHHBIMH TPEOOBaHUAMH (C YKa3aHUEM HO-
MEpOB CepHii); ¥ 4TO (B COOTBETCTBYIOIIMX CIIy4asx) Ha MOMEHT BBE/ICHHUSI H3MEHEHHI B €r0 paclopsiKeHHH HaXOAWIUCh TpeOyeMble MUHH-
MaJIbHBIC YJIOBJICTBOPUTEIIBHBIC JAHHBIC 110 CTAOMIBHOCTH; U YTO UMEIOLIHECs TAaHHbIC HE CBUJICTEILCTBOBAIN O KaKOH-MH00 npodieme.
Heo6x01uMo TaksKe IpeiCcTaBUTh OATBEPKICHNUE TOTO, YTO MCCIENOBAHMS OyIyT 3aBEPIICHBI, M YTO €CIIH Pe3yIbTaThl He OYIyT YKIaIbl-
BaThCs B CHCUU(DUKALIMH MM IOTCHIMATBHO HE YKIAABIBATHCS B CIICHU(UKALINH HAa KOHEI[ CPOKA TOAHOCTH, HX HEMEUICHHO TIPE/ICTaBAT
YIOITHOMOYCHHOMY OpraHy Hapsiiy C MpeularacMbIM IIAaHOM JCHCTBHIA.

3. Pe3ynbrathl UCCiIeI0BaHUI CTaOMIIBHOCTH, IPOBEACHHBIX B COOTBETCTBUH C YCTAHOBJICHHBIMU TPEOOBAHUSAMM, 110 3HAYNMBIM ITapaMeTpam
CTaOMIIBHOCTH HE MEHEE YeM Ha JBYX OIBITHO-IIPOMBIIICHHBIX WJIM POMBIIUICHHBIX CEPUsX, OXBATHIBAIOLINX HE MEHEE 3 MECSIIEB, U MO

TBEPIK/ICHUE TOTO, YTO YKa3aHHbIC HCCICIOBaHMs OyIyT 3aBEpPIICHBI, U €CIIH PE3yJIbTaThl He OyIyT YKIAaAbIBaThCS B CHEUU(UKALIMN WK 110~
TEHIIMAIFHO HE YKIIABIBATHCS B CTICIM(UKAIIMN HA KOHEIl CPOKa TOJHOCTH, MX HEMEJICHHO MPE/ICTaBsT YIIOJTHOMOUYECHHOMY OpraHy Hapsiay
¢ TIpeAiaraéMbIM IUIAHOM JEeUCTBHIM.

4. B COOTBETCTBYIOIIHX CITy4asix 00pa3ibl HOBOTO JICKAPCTBEHHOTO IpenapaTta.

5. JIu6o ceprudukar coorserctust EBponeiickoit @apmaxonen no TI'D Ha 110001 HOBBII HCTOYHHUK MaTepuaa, JIM00 (eciu MPUMEHUMO)
JIOKYMEHTAJIbHOE TIO/ITBEP)KICHUE TOTO, YTO UCTOYHHMK MaTepuaa, IoABEepKeHHbIH pucky TI'D, paHee IpoBepeH yIoJIHOMOYEHHBIM Opra-
HOM; ¥ OBLIO MOATBEPIKICHO €r0 COOTBETCTBHUE JAeicTBYoMIEH cTathe ['ocynapcTBennoi ®apmakonee Pecryonuku Ka3axcran no MUHUMHU3a-
LM PUCKA Nepelauy areHTOB ry04aToi sHIe(haIonaTuy KUBOTHBIX IIOCPEICTBOM JICKAPCTBEHHBIX MTPENapaToB A MEAUIMHCKOTO U BETEPU-
HapHOTo MpuMeHeHus. [Jis KaXKI0ro Takoro pojia MaTepruaia HeoOX0JMMO MPEICTABUTH CICAYIOIIIE CBECHHUS: Ha3BaHUE [TPOU3BOANUTEIIS;
BUJI )KMBOTHBIX M TKAQHH, U3 KOTOPBIX HOJIyYCH MaTepuall; CTpaHa IMPOUCXOXK/ICHUS )KUBOTHBIX U €ro MCIIOJIb30BaHHUE.

6.B COOTBCTCTBYIOIUX ClIydasaX JaHHBIC, ITIOATBEPKAAOIINEC TO, YTO HOBOE BCIIOMOI'aT€JIbHOC BEILIECTBO HE B3aHMOZ[eI>iCTByeT C aHAJIMTUYC-
CKHUMH MCTOJUKaMHU CHCHHqJI/IKaHI/II/I JICKapCTBCHHOI'O IIperapara.

7. HeoOxonuMo mocpeACTBOM Hauiekanieil hapMalieBTHIECKoi pa3paboTky (BKIIOYAs BOIPOCH! CTAOMIBHOCTH M IPOTHBOMHKPOOHOTO KOH-
CepBUPOBAHMUSI, €CITH MPUMEHUMO) MPECTaBUTh 0O0OCHOBaHHE CMEHBI (BBIOOpA) BCIIOMOTATEIbHBIX BEIIECTB.

8. CpaBHHUTEIbHbIE JaHHBIE TIPOQMIIS PACTBOPEHUS TBEPbIX JIEKapCTBEHHBIX (DOPM HE MEHEe YeM Ha IBYX ONbITHO-NPOMBIIUICHHbIX CEPUIX
JIEKapCTBEHHOTO TpenapaTa HOBOTO M CTapOro COCTaBOB. B OTHOIIEHNH JI€KapCTBEHHBIX PACTUTEIBHBIX NIPENApaToOB JOCTATOUHBI JaHHbIC
CPaBHUTEJILHON pacnagaeMOCTH.

9. O6ocHOBaHUS HENPEACTAaBJICHUSA PE3YJIbTaTOB HOBOI'O UCCIICAOBAHUSL OMOIKBHUBAJICHTHOCTH B COOTBETCTBHHU C HpaBI/IHaMI/I TIIpOBE€ACHUS HUC-
CIIe0BAHUM OHOPKBHUBAJIEHTHOCTH.

b.1L.a. 4 I3meHeHne Macchl 000I0UYKH JIEKAPCTBEHHBIX (hOPM JUIS IIpUeMa BHYTPb HIIH Ycnosus Tpebyemas noky- Bun npo-
U3MEHEHHE MacChl 000JIOUKH KaIlCyJIbl MEHTaNus Leaypel
a) TBep/bie IeKapCTBEHHBIC (POPMBI JAJIsl IPHUEMa BHYTPb 1,2,3,4 1,2 1A

6) JlexkapcTBeHHbIe (HOPMBI C OTCPOUCHHBIM, MOTU(DUIIPOBAHHBIM HITH IPOJIOHTHPO- 1T
BaHHBIM BBICBOOOXKIEHUEM, B KOTOPHIX 000/I0YKa ABISETCS KIOYEBBIM (PAKTOPOM BBI-

CBOOOJKICHHS
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Ycnosus

1. IIpoduns pacTBOpeHKsI HE MEHEE YeM ABYX OIBITHO-IPOMBIIIICHHBIX CEPUI HOBOTO JISKAPCTBEHHOTO IIPENapaTa COMOCTABHM CO CTaphIM.
ITpn HEBO3MOXKHOCTH ITPOBE/IEHNUS] UCIIBITAHUSI PACTBOPEHHS C JIEKAPCTBEHHBIMH PACTHTEIBHBIMHU IIPENapaTaMy BPEMs PaclalaéMOCTU HOBO-
IO JIEKapCTBEHHOTO NpenapaTa B CPaBHEHUH CO CTAPhIM.

2. O601104Ka He SBIISETCS KIOUEBBIM (PaKTOPOM MEXaHH3Ma BBICBOOOK ICHHSI.
3. Cnenudukarys JIeKapcTBEHHOTO NperapaTa 0OHOBJICHA JIMIIb B YaCTH MAcChl U pa3MepoB (ECIIH IPUMEHUMO).

4. HauaTbl COOTBETCTBYIOIINE UCCIIEIOBAHNS CTAOMIBHOCTH B COOTBETCTBHH C YCTaHOBJIEHHBIMU TPEOOBAaHUSAMH HE MEHEE YeM Ha JABYX
OTIBITHO-TIPOMBIIIUIEHHBIX WM IPOMBIIIICHHBIX CEPHAX; B PAaCIIOPSUKCHNH 3asIBUTEISI HA MOMCHT BBEJCHUS N3MEHEHUH HAXOAATCS yIOBJIe-
TBOPHUTEJNBHBIE, 10 MEHBILEH Mepe, 3-MecsUHbIe JaHHBIE IO CTA0UIBHOCTH; MOATBEP)KACHHUE TOTO, YTO UCCIIEIOBaHUs Oy Iy T 3aBepuieHbl. Ec-
JIM Pe3YJIbTAThl HE YKJIA/IBIBAIOTCS B CHELM(MHUKALIMU WM NOTEHIMAIBHO HE YKIIbIBAThCS B ClielU(UKALMK Ha KOHELl CPOKa I'OJITHOCTH, HX
HEMEJICHHO TIPEJICTaBAT YIIOJTHOMOYEHHOMY OpraHy Hapsiy C mpeaiaraeéMbIM IUIAHOM JICHCTBHH.

JloxymeHTanus
1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLINM) pa3/ieiy(pa3aenam) J0Che.

2. Jlexmaparys, 9To Ha4aThl TpeOyeMble HCCIIEA0BaHUS CTaOMIBHOCTH B COOTBETCTBHH C YCTAaHOBJICHHBIMH TPEOOBaHUAMH (C YKa3aHHEM HO-
MEpOB CEepHii); ¥ 4TO (B COOTBETCTBYIOIIHX CIIy4asix) HA MOMEHT BBE/ICHHUS U3MEHEHHH B €T0 PACIOPSHKEHHH HAXOAMWIUCH TpeOyeMble MUHH-
MaJbHbIE YJIOBIETBOPUTEIILHBIC JAHHBIE 110 CTAOMIBHOCTH; U YTO UMEIOLIMECs IAaHHbIE HE CBUJIETENBCTBOBAIN O KaKOH-1n00 npodiieme.
Heo6xoaumo Taxske NpeacTaBUTh MOJATBEPIKASHUE TOTO0, YTO UCCIIeOBAHUs Oy IyT 3aBepLICHbI, U YTO €CIIH Pe3YJIbTaThl He OyIyT YKiIa/bl-
BaThCs B CHICHM(HUKALMK WM MTOTEHIMAIBHO HE YKIIAAbIBATHCS B CIICIM(UKAIMU HA KOHELl CPOKa FOJJHOCTH, UX HEMEUICHHO MPEACTaBsT
YIOJIHOMOYEHHOMY OpTraHy Hapsily C NpejlaracMbIM IIaHOM JieiicTBHA. KpoMe Toro, B COOTBETCTBYIOMINX CITy4asiXx HEOOXOANMO TIPOBECTH
ucIbITaHue (POTOCTAOUITBHOCTH.

b.Il.a. 5 MI3MeHeHne KOHIEHTPAINH OJHOIO3HOTO, IIOJTHOCTHIO BBOANMOTIO MapeHTe- Ycnosus Tpebyemas noky- Bun npo-
PaJIbHOTO JIEKAPCTBEHHOTO MpernapaTa Mpyu HEM3MEHHOCTH COZICpIKaHuUs aKTUBHOU ap- MEHTaLHs Leypbl
MalleBTHYECKO# CyOCTaHIINK HA €ANHUILY 03Bl (T.C. TO3UPOBKH)

I
b.Il.a. 6 VcknroueHne KoHTEiHEpa ¢ pacTBOpuTeseM (pa3baBuTesieM) U3 YIIaKOBKH VYcnosus Tpebyemas noky- Buz mpo-
MEHTALHs Leaypbl
1,2 1B

JloxymeHTauus

1. O6oCcHOBaHKE UCKIIIOYCHHUS, BKIIOYast YKa3aHHE Ha aJbTePHATUBHBIC CIIOCOOBI IIOTy4YEHHUS pacTBOpUTEIL (pa3daBuTelist) B Lesix Oesonac-
HOTO0 ¥ 3 (HeKTUBHOrO MPUMEHEHHS JICKAPCTBEHHOT'O Ipernapara.

2. IlepecMmoTpenHas HHMOPMAIUS O JIEKapCTBEHHOM IIpernapaTe.

B.11. 6) IlpousBoacTBo

B.I1.6. 1 3amena unu 1o6aBIeHUEe HOBOW PON3BOICTBEH- Vcnosus Tpebyemas noKyMeHTaIHs Bun npoueaypsi
HO¥ TUIOIIAIKH JJIsl YaCTH HITH BCEX IPOIIECCOB MPOU3BO/I-
CTBa JICKapCTBEHHOT'0 TIperapara

a) [Tomaaka 1Mo BTOpUYHON YIaKOBKE 1,2 1,3,8,10 1A
0) I[Inomanxa 1o MepBUYHON yIaKOBKe 1,2,3,4,5 1,2,3,4,8,9, 10 1A
B) [Inomanka, Ha KOTOPOW OCYIIECTBISIOTCS TPOM3BOA- 11

CTBEHHBIC OTIEPALMH ISl OMOJIOTHYECKUX (MMMYHOJIOTHYE-
CKHX) JIEKAPCTBEHHBIX MPENapaTOB UIIM JIEKAPCTBEHHBIX
($hopM, NPOU3BEIECHHBIX C TOMOMLIBIO CIOKHBIX MPOU3BOJI-
CTBEHHBIX IPOLIECCOB, 32 UCKJIIOYEHHEM BBIITYCKa CEpH,
KOHTpOJISI Ka4eCcTBa CEPUil 1 BTOPHYHOH yITaKOBKH

r) [Tnomazxa, TpeOyromas NpoBeeH s IEPBUYHON HIIn 11
HPOYKT CHeNU(HIHOH HHCIEKIUH

1) [Tnomaaxa, Ha KOTOPOH OCYIIECTBISIOTCS JTHOObIE IIPOH3- 1,2,3,4,5,6,7,8,9, 10 1B
BOJICTBEHHBIE OTIEPAIIH I HECTEPHIbHBIX JIEKAPCTBEH-
HBIX MPEnapaToB, 3a UCKIIOYEHHUEM BBITYCKa Cepuil, KOH-
TPOJIsi CEpUI, IEPBUYHON U BTOPUYHOHN yIIaKOBKH
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e) [nomaka, Ha KOTOPOH OCYLIECTBIISIOTCS JTIOObIE IPOU3- 1,2,3,4,5,7,8,10 1B

BOJICTBEHHBIE OIEPAIMU CO CTEPUIBHBIMHU JICKAPCTBEHHBI-
MU IIpenapaTramu, POU3BOSIIIMMHUCS C UCIIOJIb30BAHUEM
ACETITHYECKUX METOJIOB (MCKIIIOYasi OMOIOTHYECKHE (MMMY-
HOJIOTHYECKHE) JIEKapCTBEHHBIE MPETIapaThl), 3a UCKII0Ue-
HUEM BBIITyCKa CEpHid, KOHTPOJIS KauecTBa Cepuil U BTOPHU-

HOH YIaKOBKH

VcenoBus

1. Hanuuwre ceprudukara Haaiexamnel npon3BoacteeHHon npaktuku (GMP) npor3BoACTBEHHO# IUIONMIAIKH MTEPEAAIOIIeH U MPUHUMAOIICH
CTOPOHBI.

2. TTnomazaka JIMIIEH3MPOBaHa B yCTAaHOBICHHOM ITOpsIKe (JUIS IPOM3BOJICTBA PACCMATPHBAEMOii JIEKaPCTBEHHON (hOPMBI HITH JIEKaPCTBEHHO-
IO Ipernapara).

3. PaCCManI/IBaCMLIﬁ HCKapCTBeHHLIﬁ Ipenapatr HE ABJIICTCS CTCPUIIbHBIM.

4.B COOTBCTCTBYIOIUX CIydasiX, HAIIpUMEP, B OTHOLICHUN CyCHCHBI/Iﬁ nim BMyHLCHﬁ, HMECTCA CXEMa BalluJallui UJIH B COOTBETCTBHUHU C TC-
KYIIAM ITPOTOKOJIOM YCHEMIHO ITPOBEACHA BaJIUAalIAA HOBOM TIJIOMIAAKHU C HE MEHEEC YEM TPEMS IIPOMBIINIIICHHBIMA CEPUAMH.

5. PaccmarpuBaeMblii JIeKapCTBEHHBII TpenapaT He SBISIETCS] OMOIOrHIeCKUM (MMMYHOJIOTHYECKIM).

JloxymeHTauus

1. IToaTBepxaeHNE TOTO, YTO MpeAIaraeMas IUIoIaKa JHIECH3NPOBaHa B YCTAHOBICHHOM HOPSIKE JIsl TPOM3BOACTRA JIEKapCTBEHHOH (op-
MBI HJIM PaCCMaTPUBAEMOTr'0 JIEKAPCTBEHHOTO IIperapara.

2. B COOTBETCTBYIONIMX CIIy4asx HEOOXOAUMO yKa3aTh HOMEpa CEepHii, COOTBETCTBYIOIIHE Pa3Mep CEPUH M JaTy IPOU3BOACTBA cepuii (3), uc-
HOJIb30BaHHbIC B BAIMJAIIMOHHOM HCCIICIOBAHHY, U IIPEICTABUTH JaHHbIC IEPBHYHO 3KCIICPTH3HI HIIX IPOTOKOI (CXeMY) IepBUYHOU JKC-
HEPTHU3BI, IOAISKALINH [Moade.

3. B opme 3asiBieHNS 0 BHECCHHN HU3MEHEHHI HEOOXOIMMO YETKO YKa3aTh «TEKYIINX» U IPEATaraéMbIX» IIPOU3BOJUTENCH JIEKapCTBEHHO-
TO npermnaparta (CorJiacHO pasfeny 2.5 GopMbI 3asiBICHNU).

4. Koruu yTBepKACHHBIX criel(UKAIMii Ha BBITYCK U KOHEIl CPOKa TOJHOCTH (€CIIH TPUMEHHUMO).

5. JlaHHbIE aHATHM3a OJHOM MPOMBIIIIIEHHON CEPHHU U IBYX OIBITHO-MPOMBIIUICHHBIX CEPHi, IMUTHPYIOIIMX MPOLECC POM3BOACTBA (MU J[BE
MPOMBIIUICHHBIC CEPUH) U CPAaBHUTENIBHBIC JAHHBIC C TPEMsI CEPUSMU, IPOU3BEACHHBIMU Ha MPEAbIAYILICH IPON3BOACTBEHHOM uIomaake. [1o

3aIpoCcy HEOOXOIUMO MPEACTABUTH JAHHBIC 10 CIACAYIOLUINM ABYM IOJIHBIM MPOMBIIUICHHBIM CEPHUSIM; HEOOXOJUMO COOOIHTD, €CIU Pe3yb-
TaThI aHAIM3a HE YKIIAIBIBAIOTCS B ClICHU(UKALIUIO, U MIPEJIOKUTH [1aH eHCTBHM.

6. CooTBETCTBYIOIINE JJAaHHBIE IEPBUYHON 3KCIIEPTU3bI, BKIIOYAsl PE3yIbTaThl MUKPOCKOIIMHU paclpeieIeHus 0 pa3MepaM 4acTUI] U KX MOp-
(honoruM MATKHX U JKUJIKUX JIEKAPCTBEHHBIX ()OPM, B KOTOPBIX (hapMaleBTHUECKasi CyOCTaHIIUS HAXOJUTCS B HEPACTBOPEHHOM COCTOSTHHU.

7. Ecnu HA HOBOM HpOHSBOI[CTBeHHOﬁ TUIOIIAIKU B Ka4€CTBE€ UCXOAHOI'0 MaTepHalia UCIIOJIb3YCTCS aKTHUBHAsA (bapMaLIeBTH‘IeCKaS{ Cy6CTaH-
nys, — ACKJIapanus YIIOJJHOMOYCHHOI'O JIMIa IUIOMAaAKH, OTBETCTBEHHOI'O 3a BBIITYCK CCpI/Iﬁ, YTO aKTHBHasA Q)apMaueBTquCKaﬂ Cy6CTaHI_II/I$I
IIpou3BeicHa B COOTBETCTBUHU C HpaBI/IHaMI/I Ha[[HC)KaHleﬁ HpOI/ISBOHCTBBHHOﬁ TIpaKTHKE Pecny6ﬂm<n Kazaxcran JUISTI ICXOAHBIX MAaTEPHAJIOB.

8. [TompaBka K COOTBETCTBYIOIEMY(MM) pa3zeny(am) 10che.

9. Eciiit pon3BOACTBEHHASI IUIOIIAKA U ILIOMIA KA, Ha KOTOPOI OCYILIECTBISIETCSI TIEPBUYHAS YIIAKOBKA, Pa3IHYal0TCsl, HEOOXOIMMO OMH-
caTh ¥ BAIMAMPOBATH YCIOBUS TPAHCIIOPTUPOBKH U XpaHeHUs HepacdacoBanHoro npenapata (bulk).

10. ITuceMeHHOE corjiacue Ha TNIpOBEACHUE (bapMaHeBTquCKOﬁ HMHCIICKIIUKU HAa COOTBETCTBUEC Tpe6OBaHH${M 10 HaJICXKallluM (bapmaueBTuqe-
CKHUM IIpaKTHKaM.

[Ipumeuanus: [Ipn M3MeHeHnN NI HOBOH MTPOM3BOACTBEHHOH IUIOIIA/IKE B CTpaHe 3a mpeaenamu PeciryOmm-
ku KazaxcraH, ¢ KOTOpOii He 3aK/II0YEHO COorJlanieHue o B3auMHoM npusHanun GMP, nepkare-
JISIM 10 TI0/Ia4d YBEIOMIICHHS PEKOMEH/IYETCSI IPOKOHCYIBTUPOBATHCS C YIOIHOMOYESHHBIM
OpraHoOM M IPEICTaBUTh CBEJCHHUS O BCEX MPEIbIAYIINX HHCICKLUIX 3a ocieanue 2—3 roaa
" (W1M) BCeX 3arIaHUPOBAaHHBIX MHCIIEKIUSIX, BKIIFOUast JaThl HHCIICKIUi, KaTeropuy HHCIIEK-
THUPYEMBIX IIPOJYKTOB, HA/I30pPHOE BEJIOMCTBO U IIPOUMe CBeJeHNUs. JleKIapanun yroJIHOMO-
YEHHOTO JINI[A, 3aTparuBaroNie akTHBHYIO (hapMaleBTHIECKYO CyOCTaHIHIO.

JlepxaTenu JTUIEH3UH Ha TPOU3BOACTBO B KAYECTBE HCXOAHBIX MAaTEPHAIOB HCIOJIB3YeET HC-
KIIFOYMTEIbHO aKTHBHBIE (hapMaleBTHUECKUE CyOCTaHI[MN, IPOU3BEACHHBIE B COOTBETCTBUH C
GMP, noaToMy KaXX[Iplii epsKaTenb JIMIIEH3UH Ha IPOU3BOJICTBO MPOICKIAPUPYET, YTO OH B
Ka4yecTBE UCXOHOr0 MaTepuasa UCIOJb3yeT aKTHBHYIO (hapMalleBTUYECKYIO CyOCTaHIHIO,
pom3BeeHHYI0 B cooTBeTcTBUE ¢ GMP. Kpome Toro, MoCcKoNbKy yIoIHOMOYEHHOE JIAIO, OT-

BCTCTBCHHOC 3a CepTI/I(bI/IKaI_II/IIO cepuu, 6epeT Ha ce0s 06IIIyIO OTBETCTBECHHOCTD 3a KaXKAYIO
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CEpulIo, €CJIM IUI0IIaAKa, BbIITyCKaroas CEpUro, OTIINIACTCA OT yKa3aHHOﬁ BBIIIEC, YIIOJTHOMO-
YCHHOE JIMII0, OTBETCTBCHHOC 3a CepTI/I(bI/IKaHI/IIO CEpuH, NNPEACTABIIACT AOMOJITHUTCIbHYIO 1€~
KJIapanuro.

Bo MHOTHEX ciyyasx BOBIIEUEH JIUIIb OJIWH JIepPKATeIb JTUICH3UH Ha IPOU3BOACTBO, TOITOMY
notpedyercs MHIib oHa Aekiaapanus. OIHAaKO, €CITH BOBIICUEHBI HECKOJIBKO BIIaJICIIbLICB JIH-
LIeH3UH Ha IPOM3BOJICTBO, BMECTO [10/1a4M HECKOJIBKUX ACKJIapaluil 1omycKaeTcs IoaaTh oJi-
Hy J€KJapanuio, HOANUCAHHYIO OJHUM YITOJHOMOYEHHBIM JIUIIOM. DTO JTOMYCTHMO IPH yCII0-
BHH TOTO, YTO: B JCKJIAPALlMK YETKO YKa3aHO, YTO OHA IIOAIICAHA OT JIUIIA BCEX BOBJICUCHHBIX
YIOJIHOMOYEHHBIX JIUII.

b.11.6.2 U3menenne umMnoprepa, coriame- | YciaoBus Tpebyemast fOKyMeHTauUs Bup npouexypst
HUH O BBITyCKE CEPUI M UCTIBITAHUN TIO
KOHTPOJIIO KaueCTBa JIEKAPCTBEHHOT'O Tpe-
napara

a) 3aMeHa WK Jo0aBJICHHE IIOAAKY, Ha 1,2,3 1,2,4 1A
KOTOPOM OCYIIECTBIISIETCSI KOHTPOJIb Kaye-
cTBa (MCIBITAHUE CEPHI)

6) 3ameHa min 100aBICHNE TPOU3BOANTE- I
JIsI, OTBETCTBEHHOT'O 32 BBIITYCK CepHil OHO-
JIOTHYECKOTO (MMMYHOJIOTHYECKOTO) Jie-
KapCTBEHHOTO Tperapara u J00bIX MeTO-
JIOB UCIIBITAHHH, OCYIIIECTBIISIEMBIX Ha
TUIOIIA/IKE, SIBIISIFOIIUXCS OUOTIOTHYECKUM
(MMMYHOJIOTUYECKUM) METOZIOM

B) 3aMeHa WK J00aBJIeHHE POU3BOIUTE-
JIsI, OTBETCTBEHHOTO 32 BBINYCK CEPHiA

1. 3a uckiaroueHueM KOHTPOJISI KaecTBa 1 1,2,3,4 1A
(McmbITaHUE CepHid)

2. Bxirouast KOHTPOJIb KayecTBa (MCIbITa- 1,2, 3, 1,2,3,4 1A
HHE CepHii)
3. Bxirtouast KOHTPOJIb KauecTBa UCIIbITA- II

HHEe OHOJIOTHYECKOro (MMMYHOJIOTHYECKO-
T0) IeKapCTBEHHOTO IperapaTa U OJUH U3
METO/I0B HCHBITAHUI1, OCYLIECTBIAEMBbIi
Ha IIOIIAJIKE SBJIAETCS OMONIOTUYECKHM
(MMMYHOJIOTHYECKUM) (MMMYHOXHMUYE-
CKUM)

VYcnoBust
1. ITnomanaxa MTMIICH3UPOBAaHA B yCTAaHOBJICHHOM TIOPSAKE.
2. JlexapcTBeHHBII npenapar He SBISETCS OUONOrHYECKUM (MMMYHOJOTHYECKIM) JIEKapCTBEHHBIM MTPEIapaToOM.

3. Tpaucdep TeXHOIOTHIT CO CTapOi Ha HOBYIO IUIOIIAAKY MM HOBYIO HCIBITATENIFHYIO JTAOOPATOPHIO IPOU3BE/ICH YCIIEIIHO.

JloxymeHTanus

1. Komust nuiieH3uii Ha MPOU3BOJICTBO MITH B UX OTCyTCTBHE — cepTudukar GMP, BbIIaHHBIN B TeUCHHE TPEX MOCIEIHMX JIET COOTBETCTBYIO-
LIUM YHOJIHOMOYEHHBIM OPraHOM.

2. B dopme 3asiBieHHs 0 BHECCHUH M3MEHEHUI HEOOXOAUMO yKa3aTh «TEKYIIUX» U «IPeUIaraeMbIx» IPOU3BOAUTEINEH JIEKapCTBEHHOTO Ipe-
napara (coriaacHo paszeiny 2.5 GopMsl 3asBieHuUs).

3. Jlekiapanus yrnoJIHOMOYEHHOT'O JINIA, OTBETCTBEHHOTO 32 CEPTU(GHUKALIUIO CEPUH, B KOTOPOH YKa3bIBASTCS, YTO MPOU3BOAUTEINb(1) aKTUB-
HO#1 (hapMalneBTHYECKOM CyOCTaHIMH, YKa3aHHOM B PErHCTPAllMOHHOM JIOChe, paboTaeT B cooTBeTcTBUH ¢ [IpaBunamu Hauiexameil npous-
BOJICTBEHHOM npakTuku PecryOnnku Kasaxcran 1uist mcxomHbIx MatepranoB. [Ipu onpeneneHHbIX 00CTOSATENBCTBAX A0y CKAeTCs IPEACTaB-
JISITh OJIHY JIeKJIapaluio (CM. npuMedanue Kk u3meHenuto b.11.6.1).

4. TlonpaBka K COOTBETCTBYOILEMY(COOTBETCTBYIOIIMM) pa3aeny(pa3aeiam) 1ocke, BKIOYas HHYOPMALUH O JEKapCTBEHHOM Iperapare.

VYcnosus Tpebyemast nokymeHTauus Bup npouenypsl
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b.11.6.3 M3mMeHeHue mporecca Iponu3BO/ICTBA JICKAPCTBEH-
HOTO TIperiapaTta, BKIJII04asi IPOMEXYTOUHBIH ITPOIYKT, HC-
HOJIB3YEMBI B IIPOM3BOJICTBE JIEKAPCTBEHHOTO Ipernapara
a) He3sHaunmble n3MEHEHNS Ipoliecca MPOU3BOACTBA 1,2,3,4,5,6,7 1,3,4,6,7,8 1A
6) 3HaunMMble H3MEHEHHs TIPOollecca IPOU3BOACTBA, OKA3bl- I
BAIOLIME CYIIECTBEHHOE BIMSHHUE HA KauecTBO, Oe3omnac-
HOCTb U 3((EKTUBHOCTD JIEKAPCTBEHHOT'O IIpenapara
B) JlekapcTBeHHBIN Mpemnapar sSBIIeTCs OUOTOTHICCKIM 11
(MMMYHOJIOTHYECKHM), U I3MEHEHHUE TPeOyeT OIIEHKH COTIO-
CTaBUMOCTH
r) BBenenne HecTagapTHOr0 TEPMUHAIBHOTO METO/A CTEPH- I
TM3aIuu
1) BBenenue nim yBennueHue H30bITKa, HCIOIB3YEMOTO B I
OTHOILICHHH aKTHBHOH (hapManeBTUUECKON CyOCTaHIIMI
¢) HecymiecTBeHHOE M3MEHEHHE Tpoliecca MPOU3BOACTBA 1,2,4,6,7,8 1B
BOJIHOH CYCIEH3HH [UIS IpHeMa BHYTPb

VYcnoBus
1. I3MeHeHus Ka4eCTBEHHOTO WIIA KOJMYECTBEHHOTO MPOQHIIS MpUMece, Wil (U3NKO-XUMUYECKUX CBOMCTB OTCYTCTBYIOT.
2. JlexapCTBEHHBIH NpenapaT He SBISIeTCsl OMOOrHYeCKUM (MIMMYHOJIOTHYECKHM) WIM PACTUTEIBHBIM.

3. HpI/IHHI/IH IIPOU3BOCTBA, BKIIIOYasA OTACJIBHBIC €I'0 3Tallbl, HC U3MCHAIOTCS, HAIIpUMED, 06p360TKa TIPOMEKYTOYHBIX IPOAYKTOB, OTCYT-
CTBYIOT UBMCHCHUSI KaKux-JIn0o paCTBOpHTeHeﬁ, HCIIOJIb3YEMBIX B ITpOLIECCE ITPONU3BOACTBA.

4. 3aperucTpupOBaHHbINA B HACTOSIIEE BPEMsI IIPOLIECC IPONU3BOJICTBA KOHTPOIUPYETCS BHYTPUIIPOU3BOICTBEHHBIMH KOHTPOJISIMU, U U3MEHE-
HHE TaKMX KOHTPOJIeH (paclInpeHne Wik UCKITIOYEHHE KPUTEPUEB IPHEMIIEMOCTH) He TpedyeTcsl.

5. Creundukanuy JIeKapcTBEHHOTO Mpernapara Wiv MPOMEXKYTOYHBIX IPOJYKTOB HE H3MEHSIOTCS.

6. ITo pe3ympTataM HOBOTO IMpoLiecca 0OPa30BLIBACTCS HACHTHYHBIC C TOYKU 3PEHHUS BCEX ACHIEKTOB KavyecTBa, 0e30macHoCT! U 3G HEeKTHBHO-
CTH JICKapCTBEHHOT'0 TIperapara.

7. CornacHo COOTBETCTBYIOIIUM J0KyMeHTaM Pecrry6imku Kazaxcran HauaThl COOTBETCTBYIOLINE UCCIIEIOBAHUS CTAOMIIBHOCTU HE MEHEe
4YeM Ha OJJHOH OIIBITHOI MM MPOMBIIUICHHOM CEpHH; B PACIIOPSDKEHUH 3asBUTENS HAXOAATCS yIOBICTBOPUTEIBHbIEC PE3yIbTATHI, IO MEHb-
et Mepe, 3-MecIYHOro n3ydeHus cTabmipHocTH. [loATBEepIKICHHE TOTO, YTO HCCIE0BaHMs OYIyT 3aBEPIICHBI, U €CIIH Pe3yJbTaThl He Oy-
JIYT YKJIaabIBaThCsl B CHELM(UKALIMN WK TOTSHIIMAIBHO HE YKJIAJIBIBATHCS B CICHU(UKALNKM HAa KOHEI[ CPOKA FOJHOCTH, HX HEMEVIEHHO
MIPEACTABAT YIOJIHOMOYEHHOMY OpraHy Hapsjay ¢ IpeJlaraéMbIM IJIaHOM JAeHCTBUIM.

JloxymeHTauus
1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIMM) pa3ieiny(pasenam) JOChe.

2. B OTHOIICHNY MATKHX U KHJKUX JICKAPCTBEHHBIX (POpM, B KOTOPHIX aKTUBHAs (hapMaleBTUYECKasi CyOCTaHIIMS HaXOJUTCSl B HEPacTBOPEH-
HOM COCTOSTHHH: HaJJIe)KaIas BaMIAHsl M3MCHEHUSI, BKIIFOYask MUKPOCKOIIHIO YaCTHII B LIEJISIX MPOBEPKU BUIUMBIX H3MEHEHUIT MOp(oII0-
THH; CPAaBHUTEJIBHBIC JAHHBIC O PACIIPEACICHUH 0 Pa3Mepy YacTull (JUCIEPCHOCTH), TIOJIYYeHHbIE HAJIeKAIIUM CIIOCOOOM.

3. B OTHOIICHNH TBEPABIX JICKAPCTBEHHBIX (POPM: JaHHbBIE MPO(UIIS PACTBOPEHHUS OHON PEMPE3CHTATUBHOI IPOMBILIICHHOW CEPUHU U CPaB-
HHUTEJbHBIE JaHHBIE TPEX MOCIESIHUX CePUH, MPOU3BEIECHHBIX C MOMOIIBIO MPEABIAyIIEro npolecca. [1o 3anpocy He0OX0MMMO NPEICTaBUTh
JIQaHHBIE T10 CJICAYIOIIMM JIBYM HOJIHBIM IIPOMBIIUICHHBIM CEPHSIM MM COOOLIHUTH, €CIIU PE3YJIbTAaThl HE YKIIAIbIBAIOTCS B CHELU(PHUKALUIO U
MIPEAJIOKATH TUIAH JEUCTBHI. B OTHOIIEHNN JIeKapCTBEHHBIX PaCTUTENIBFHBIX IIPETIApaTOB JOCTATOYHBI JaHHBIE CPAaBHUTEIIBFHOM paciagaeMo-
CTH.

4. OG0CHOBaHUS HETIPEICTABICHHS PE3yJIbTATOB HOBOTO UCCIICIOBAaHUSI OMOAKBUBAJICHTHOCTH B COOTBETCTBUH ¢ [IpaBunamu npoBeneHus uc-
clieIoBaHuil OnodkBHuBaneHTHOCTH PK.

5. Ilpu u3MeHeHn: napameTpa(lrapaMeTpoB) IPoLecca, KOTOPhIC CUMTAIOTCS HE OKA3bIBAIOLIMMHE BIIMSHUE HA KAYECTBO JIGKAPCTBEHHOTO Mpe-
napara, JeKJIapawus, 4To 3TO JOCTUTHYTO B XOZI¢ PaHee IPOBEICHHOM 0X00PEHHOM OLICHKH PHCKOB.

6. Komiu CHCHI/I(I)I/IKaI_[I/II‘/’I Ha BBIITYCK 1 KOHEL CpOKa roAHOCTH.

7. lannble aHanu3a cepuii (B GpopMare CpaBHUTEIBHOM TAOIHUIIBL), IO MEHBILEH Mepe, OIHOI cepuH, IIPOU3BEICHHOI ¢ MOMOIIBIO 0T00PEHHO-
TO M mpemiaraeMoro npotecca. [1o 3ampocy He0OX0IMMO MPEACTABUTH JaHHBIE 10 CICAYIOUIMM JIBYM ITOJIHBIM IIPOMBIIUICHHBIM CEPHUSIM; CO-
OOIMTD, €CITU PE3yJIbTAThl aHAJIM3A HE YKJIAABIBAIOTCS B CHEU(UKAIMIO U TIPESATIOKHUTD TUIAH ACHCTBUIA.
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8. Jlexnapanusi, 4TO Ha4aThl COOTBETCTBYIOIIHE UCCIIEN0BAHUS CTAOMIBHOCTH B COOTBETCTBUHM C IoKyMeHTaMu PecryOnuku Ka3zaxcran (c
yKa3aHHeM HOMEpPOB CEpHii) U n3ydeHbl HEOOXOAUMBIE NapaMeTphbl CTAOMIBHOCTH, IO MEHbILEH Mepe, Ha OHOH ONBITHO-IIPOMBIILICHHOH
WY TIPOMBIIIUIEHHOM CEepHH ¥ HA MOMEHT YBEIOMJICHUSI B PACTIOPSDKEHHUH 3asiBUTEIISI HAXOUIINCH YAOBICTBOPUTEIBHBIC PE3YIbTATHI, T10
MEHbIIeH Mepe, 3-MeCsIYHOro U3y4eHHs CTabHIbHOCTH; U MPO(QHIb CTAOMIBHOCTH aHAJOTHYEH TeKYIEeH 3aperucTpUPOBAHHOMN CUTYAIIUH.
IIpencraBiaeHo MOATBEPKACHUE TOTO, YTO UCCIIEOBAHUs OyyT 3aBepLICHbI, U YTO €CIIH Pe3yJIbTaThl He OyIyT YK/IaAbIBaThCs B CreM(pHKa-
LMY WK MTOTSHIIMAIBHO HE YKJIAJ[BIBATHCS B CICLU(UKALNK HAa KOHEI| CPOKA FOJHOCTH, UX HEMEUICHHO MPEJICTaBST YIIOJIHOMOYEHHOMY Op-
raHy Hapsily ¢ IpeJJlaraéMbIM IJIaHOM J€HCTBUIA.

b.11.6.4 M3MeneHue pazmepa cepuu (BKIIOYAs UANa30HbI VYcnosus Tpebyemast nokymeHTauust Bun nponemypst
pa3Mepa cepuH) JEKapCTBEHHOI'0 Ipernapara

a) YkpynHeHne BIIIoTh 10 10 pa3 1o cpaBHEHUIO ¢ 0100- 1,2,3,4,5,7 1,4 1A
PEHHBIM

6) Paszykpynuenue no 10 pa3 1,2,3,4,5,6 1,4 1A
B) 3MeHeHue TpeOyeT aHai3a COnOoCTaBUMOCTH OHOJIOTH- 1T

YeCKOT0o (MMMYHOJIOTHYECKOT0) JIEKApCTBEHHOTO Mpernapa-
Ta WM U3MEHEHHE pa3Mepa Cepur TpedyeT HOBOro uccie-
JIOBaHUsI OMOIKBUBAJICHTHOCTH

r) I3MeHeHune 3aTparuBaeT BCe OCTalIbHBIE JIEKapCTBEHHbIE II
(hopMBI, IPOU3BOIAIIMECS C HOMOLIBIO KOMILUIEKCHBIX IPO-
LIECCOB MIPOU3BOACTBA

1) YkpynHenue 6onee 10 pa3 mo cpaBHEHHIO ¢ 0100peH- 1,2,3,4,5,6 1B
HBIM Pa3MepOM CEpHU JTEeKapCTBEHHBIX (POPM ¢ HEMEITIeH-
HBIM BBICBOOOK/ICHHEM (JIs TpHUeMa BHYTPb)

¢) Macrrab npou3Bo/cTBa GHOJIOTHYECKOTO (MIMMYHOJIOTH- 1,2,3,4,5,6 1B
YeCKOro) JEKapCTBEHHOTO Tpernapara yBeaTnduics (YMeHb-
mmicst) 6e3 3MEHEHHs Mpolecca IPOU3BO/ICTBA (HANpH-
Mep, TyOaupoBaHie JTNHAH)

Ycnosus
1. Mi3mMeHeHue He BIHUSIET HA BOCIPOM3BOAMMOCTD U (HITH) TIOCTOSIHCTBO KaYeCTBA JIEKAPCTBEHHOTO Mpernapara.

2. I3meHeHue 3aTparuBaeT CTaHAapTHBIC JIEKapCTBEHHbIE ()OPMBI 1JIs IPHEMa BHYTPb ¢ HEME/UICHHBIM BBICBOOOXKICHHEM UITH HECTEPHIIb-
HbIE )KUJIKHE JIEKAPCTBEHHBIE (DOPMBI.

3. JIroOble U3MEHEHHUSI METOI0B POU3BOCTBA U (MJIM) BHYTPUIIPOU3BOACTBEHHBIX KOHTPOJIEH HEOOXOMMBI JINILb JJIsl U3MEHEHUS pa3Mepa
Cepuu, HalpuMep, UCIOJIb30BaHHE 000PY0BaHUE APYTOro pa3Mepa.

4. UmeeTcs cxeMa Bajaaluu UM B COOTBETCTBUU € TEKYIIIUM IIPOTOKOJIOM YCIICUIHO IPOBEJACHA BajluAallusl ITPOU3BOACTBA HE MEHEE YEM
Ha TpEX NPOMBIIIIICHHBIX CEPUSX C HOBBIM pa3MEpPOM B COOTBETCTBUU C IPUMCHUMbBIMU Tpe6OBaHI/I}IMI/I.

5. PaccmarpuBaeMblii IeKapCTBEHHBII TIPEnapaT He SIBISIETCS. OMOIOTHIeCKUM (MMMYHOJIOTHYECKIM).
6. HenpenBuieHHBIX CUTYalMsAX, BOSHUKIIMX B XOJI€ IPOU3BOJICTBA, MM M3MEHEHUS CTAOMIIBHOCTH M3MEHEHUE HE OCYIIECTBISSTCS.

7. Pazmep cepun yknaapiBaercs B 10-KkpaTHBII quana3oH, MpeIyCMOTPEHHBIN TP perucTpalnuu, UK Mocie MocieAyIoero U3MEeHeH s, He
SIBJISIBLIETOCS] U3MeHeHHeM A tuma.

JloxymeHTanus
1. ITonpaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIINM) pa3zaeiy (paszenam) JoChe.

2. JlanHble aHaM3a cepuii (B GpopMaTe CpaBHUTENBHOM TaONUIBI), 10 MEHBIIEH Mepe, OXHOH NPOMBIIIICHHON CepHY, IPOU3BEICHHON B 3ape-
THCTPUPOBAHHOM M IIpeAIaraeMoM pasmepax. 1o 3armpocy He06X0AUMO IPECTABUTD JaHHbIE 110 CAEAYIOIIMM JBYM IOJHBIM IIPOMBIILIEH-
HBIM cepusiM; aepkatens PY coobmiaet, eciiu pe3yabTaThl aHaIU3a HE YKIAIbIBAIOTCA B CHEUGUKALHIO, U IPELI0KUTh IUIaH ASHCTBHI.

3. Komun 006peHHbIX crienuduKkalyii Ha BHITYCK U KOHEIl CPOKa TOTHOCTH.

4. B COOTBETCTBYIOIINX CIy4asiX HEOOXOANMO yKa3aTh HOMepa CepHii, COOTBETCTBYIOIME pa3Mepy CEPHHU U JaTe UX Npou3BojcTBa (3), uc-
MOJIb30BAHHBIX B BAJIMIAIMOHHOM HCCIICIOBAHUH, WITH MIPEICTABUTH MPOTOKOJI (CXEMY) BaJIHIALHH.

5. HeoOX01uMO NPEACTaBUTh PE3yJIbTAThl BATUIAIINH.

6. Pesysbrathl ncciienoBaHuil CTaOMIIBHOCTH, IPOBEICHHBIC B COOTBETCTBHH ¢ IOKyMeHTaMu PK, 110 3HaYMMBIM TapamMeTpaM CTaOUIIbHOCTH,

110 MEHBIIIEH Mepe, Ha OAHOM ONBITHOMN TN MMPOMBIIIUIEHHON CEpUH, OXBATHIBAIOLICH, TI0 MEHBIIEH Mepe, TPH MeCsIa; MOATBEPKACHUE TOTO,
YTO TaKHe MCCIeI0BaHus OyayT 3aBEpIICHBI, U YTO €CJIM PEe3yJIbTaThl He OYAyT YKJIaIbIBATHCS B CIEIM(BHUKAINHI WIH TOTEHIMAIBHO HE yKiIa-
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JAbIBATHCA B Cl'IeI_[I/I(bl/IKaLII/II/I Ha KOHEL[ CpOKa roAHOCTH, UX HEMEUICHHO IPEACTABAT YIIOJJHOMOUYCHHOMY OpraHy Hapsiay € npeajiara€MbiM
IUTAaHOM JIEUCTBUN. B oTHOIMIEHNH OHOJIOTMYECKHUX (I/IMMyHOJIOI‘I/I‘ICCKI/IX) CpEACTB: ACKIapanus, 4To OLEHKa COIIOCTaBUMOCTH HE Tpe6yeTc;1.

B.11.6. 5 M3meHenne BHY TPUIIPOU3BOICTBEHHBIX UCITBITA- VYcnosus Tpebyemast nokymeHTanust Bup npouenypsr
HHI WM KPUTEPUEB IPHEMIIEMOCTH, HCIONIB3YIOIHXCS
HpH OPOU3BOJICTBE JIEKAPCTBEHHOTO Npenapara

a) YkecToueHne BHYTPUIIPOU3BOICTBEHHBIX KPUTEPHUEB 1,2,3,4 1,2 1A
HPUEMIIEMOCTH

0) JloGaBneHne HOBBIX MCIBITAHUIA UK KPUTEPUEB [TPUEM- 1,2,5,6 1,2,3,4,5,7 1A
JIEMOCTH

B) MckitoueHne HecyeCTBeHHOTO BHY TPUIIPOH3BO/ICTBEH- 1,2,7 1,2,6 1A

HOI'0 UCHIBITAaHUA

r) UckioueHne BHYyTPUIIPOM3BOICTBEHHOTO HCIIBITaHUS, II
KOTOPOE CYLIECTBEHHO IOBJIMAET HA COBOKYITHOE KAYECTBO
JIEKapCTBEHHOI'0 Ipemnapara

1) Paciipenue onoOpeHHBIX BHYTPUIIPOM3BOICTBEHHBIX 11
KPUTEpUEB IPUEMIIEMOCTH, KOTOPBIE CYIIECTBEHHO BIUSIOT
Ha COBOKYITHOE€ KayeCTBO JICKAPCTBEHHOT'O IIpernapara

¢) JlobaBiieHHe WK 3aMEHA BHYTPUIIPOU3BOJICTBEHHOTO UC- 1,2,3,4,5,7 1B
IBITAaHUS U3 cOOOpaskeHHH 6e30I1aCHOCTH MIIU KauecTBa

VYcnoBust

1. I3MeHeHue He SBIISETCs CISICTBHEM KaKOro-JIM00 00s13aTelIbCTBa, IPUHATOTO 110 Pe3yJIbTaTaM paHee MPOBEAECHHBIX KCIEPTH3 C LEIbI0
aHaIM3a KPUTEPUEB IIPUEMIIEMOCTH CIeNU(UKAINY (HaIPUMeD, B X0e PETUCTPAINH MK BHeceHHs u3MeHeHuii 11 tuma).

2. VI3MeHeHue He SIBISIeTCS CIIEACTBUEM HENIPEABUICHHBIX CUTYalMil, BOHUKIINX B X0JIe IIPOM3BO/ICTBA, HAIIPUMEp, HOBasi HEKBATH(DUIIUPO-
BaHHas NPUMECh, U3MEHEHHUE MPEIENIOB COJCPKaHNsI CyMMBI IIPUMECEH.

3. JIro6oe u3MeHeHHe yKIIaIbIBACTCs B IMANAa30H TEKYIIUX 0JOOPEHHBIX KPUTEPHEB IPUEMIIEMOCTH.
4. AHanuTHuYeCcKas METOJMKA HE U3MEHSETCS MJIM U3MEHSETCS] HE3HAYNTEINBHO.

5. Hu oH HOBBI METO/ MCIIBITAHUSI HE OCHOBAH Ha HOBOM HECTAHIAPTHOW METOJOJIOTHHU I CTaHIaPTHOH METOI0JIOTHH, HCIIONB3YEMOii
[O-HOBOMY.

6. HoBblit METO/T HCTIBITAHHS HE SIBISCTCS OMOIOTHYECKIM (MMMYHOJIOTHIECKIM) (MIMMYHOXHMHYIECKHM) HIIH METOIOM, B KOTOPOM HCIIOIb-
3yeTCsi OMOIOTHYECKHIA PEaKTUB Ik OMOJIOTUIeCKON aKTUBHOI (hapMalieBTHYECKOH CyOCTaHIMHK (32 UCKITIOUEHHEM CTaHIaPTHBIX (hapMaKo-
MEHHBIX MUKPOOHOJIIOTHYECKUX METOJIOB).

7. BHyTpHIIPOM3BOACTBEHHOE HCIIBITAHHIE HE 3aTParuBaeT KOHTPOIIb KPUTHIECKOTO IapaMeTpa, HapuMep: KOJIHYECTBCHHOE ONpe/ieICHUe
HpHUMecH (€CIIH TOIBKO ONPE/IeICHHBIH PACTBOPHUTENb OJJHO3HAUHO HE UCIIOJIB3YETCs B IPOM3BOJCTBE) JTIO0YI0 KPUTUUECKYIO (PU3HIECKYIO
XapaKTePUCTUKY (pa3Mep YacTHL, HACBITHYIO IUIOTHOCTBIO JI0 M IOCJIE YIUIOTHEHUsI) CTIBITAHUE HA MOAIMHHOCTD (B OTCYTCTBHE MOJAXO/ISIIE-
IO ATbTEPHATHBHOTO KOHTPOJIST) MUKPOGHOIOTHYECKIIA KOHTPOJIB (€CITH TOJBKO OH He TPeOyeTCst B OTHOIICHHH ONPEICIICHHOMN JIeKapCTBEH-
HOU (opMbI)

JloxymeHTanus

1. ITonpaBka K COOTBETCTBYIOIIEMY (COOTBETCTBYIOIIMM) pa3aey(pa3aenam) A0che.

2. CpaBHHTEIbHAS TA0IMIA TEKYIIUX U NIPEIaraeMblX BHYTPUIIPOU3BOJACTBEHHBIX UCHIBITAHUH, U KPUTEPHEB IPUEMIIEMOCTH.
3. TloapoOHOe oricaHne HOBOM aHATUTHYECKON METOAMKH U JJAHHbIC BAIUIAUH (B COOTBETCTBYIOIINX CITydasix).

4. HaHHLIe aHaJin3a AByX IIPOMBIIIJICHHBIX CepI/Iﬁ (B OTCYTCTBHUEC NOJDKHBIX 000CHOBaHUI JJIA OHOJIOrMYECKHX aKTHBHBIX q)apMaHeBTI/I'-ICCKI/IX
Cy6CTaHI.IPII>’I — Tpu CepI/II/I) JICKaApCTBECHHOTI'O IIperiapaTa I10 BCEM IIapaMeTpaM cneumbm(aum/l.

5. B COOTBETCTBYIONINX CIIy4asiXx CpaBHUTEIbHbIE JaHHBIEC IPOGHIA PACTBOPEHHS JTEKapCTBEHHOTO IperapaTa He MEHee 4eM Ha OJHOI OIIBIT-
HO-IIPOMBIIUIEHHOH CEpPUH, IPOU3BEIEHHOM € HCIIOIb30BaHUEM TEKYIIUMX U HOBBIX BHYTPUIIPOM3BOJICTBEHHbIX UCIIBITAHUN. B oTHOIIEHUH J1e-
KapCTBEHHBIX PACTUTENBHBIX IIPENAPATOB JOCTATOUHbI JaHHBIE CPABHUTENIBHON PAacasaeMOCTH.

6. O6ocHOBaHuME (OLICHKA) PHCKOB, HOATBEPKIAFOIIHE, YTO BHYTPUIIPOU3BOJICTBEHHOE UCIIBITAHKE SIBJISIETCS] HECYILIECTBEHHBIM MJIH YCTapesio.

7. O60CHOBaHUE HOBOTO BHYTPUIIPOU3BOJACTBEHHOI'O UCIIBITAHUS U KPUTCPUEB ITPUCMIICMOCTHU.

B.11. B) KoHTposb KauecTBa BCIOMOTAaTEIbHBIX BEIIIECTB
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b.11.B.1 M3menenue napamMeTpoB crieupUKauy U (MIM) KpUTEpPUEB IPUEMIIEMOCTH BCIIOMOTaTENBbHOTO Bellle- VYeno- | Tpebye- | Bun
CTBa BUSI Mast 1o- | mpo-
KyMeH- e-
Tanus ny-
jusi
a) YKeCTOUeHHE KPUTEPUEB MTPUEMIIEMOCTH CIIeHU(PHUKAIIH 1,2, 1,2 1A
3,4
0) [lobGaBneHue B crienudUKaIMio HOBOTO MapaMeTpa Crieliu(UKauy U COOTBETCTBYIOILETO €My METO/1a HCIIbI- 1,2, 1,2,3, 1A
TaHHH 5,6, 4,6,8
7
B) lckiroueHne HeCyIEeCTBCHHOTr0 TapaMeTpa crienuHKanuy (HaIpuMep, HCKIIOYEHHE YCTapeBIIeTo mapa- 1,2 1,2,7 1A
MeTpa)
r) U3menenue, BRIXOsIIEE 32 0M00OPEHHBIC KPUTEPUHU MIPUEMIEMOCTH CreHn(BHKAIINI 1I
1) Uckmouenne mapamerpa crieiuduKaium, KOTOPbIi CyIIECTBCHHO MOBIUSACT Ha COBOKYITHOE KauecTBO Jie- 1I
KapCTBEHHOT0 Iperapara
e) JlobGaBnenne minu 3amMeHa (MCKII04asi OMOJIOTHYECKHH 1 MMMYHOJIOTHYECKHH Mpernapar) napaMmerpa creru- 1,2,3, IB
(hUKAIMU U COOTBETCTBYIOILETO €My METO/1a UCHBITAaHUH U3 cOOOpaxKeHHH 6e30M1aCHOCTH MITH KauecTBa 4,5,6,
8
k) Ecnn Ha BcrioMorartenbHOe BEIIECTBO OTCYTCTBYET cTaThs I'ocynapcTBeHHoi ®@apmakorniee PK, n3menenue 1,2,3, IB
B COOCTBEHHBIX JJAHHBIX CIICHU(PHUKAINN Ha HeOHIHATBHYIO (hapMaKoIero win (apMakoIero TpeTheil CTpaHbl 4,5,6,
8

VcenoBus

1. I3MeHeHue He SBISETCS CIIEICTBUEM KAKOT0-TH00 00s13aTelIbCTBA, IIPUHATOTO 110 PE3yIbTaTaM PaHee MPOBEICHHBIX IKCIIEPTH3 C LENbIO
aHaIM3a KPUTEPUEB IPUEMIIEMOCTH CrieHU(UKauK (HaIpUMep, B X0/I¢ PETUCTPALIMH JICKapCTBEHHOT'O TIpernapara Wik BHECCHUH H3MEHCHHUIH
11 Tuma).

2. VI3amMeHeHue He SIBIISeTCS CJICACTBHUEM HEIIPEABUICHHBIX CHTyaHHﬁ, BO3HHUKIINX B XOA€ IPOU3BOACTBA, HAIIPUMED, HOBOM HCKBaJ’II/I(bI/ILII/Ipo-
BaHHOU IIpUMECH, U3MEHEHUSI TIPEACIIOB COACPIKAHUSI CYMMBbI HpHMCCCﬁ.

3. JIroOoe n3mMeHeHue YKiIaAbIBA€TCs B AUAIIa30H TEKYIIUX O[[O6peHHLIX KpUTEPUCB IIPUEMIIEMOCTH.
4. Ananutnueckas METOAHKA HC U3MCHACTCA NI U3MCHACTCA HEC3HAYUTCIIBHO.

5. Hu oguH HOBBII METO/ HCIIBITAHUS HE OCHOBAH HA HOBOW HECTAHAAPTHON METOJOJIOTHH WIIM CTaHIAPTHON METOI0JIOTHH, UCTIONb3YeMOU
0-HOBOMY.

6. HoBblil MeTO HCIIBITAHMS HE SIBISETCS OMOIOrNYECKUM (MMMYHOJIOIMYECKHM) (MMMYHOXHMHYECKHM) HJIX METOJIOM, B KOTOPOM HCIIOJIb-
3yeTcsi OUOJIOTMYECKHUiT peaKTUB JUTs OHOJIOTUYECKOM aKTHBHOM (hapMalleBTHYECKOH CyOCTaHIMY (32 HCKITIOUCHUEM CTaHIAPTHBIX hapMaKo-
HEHHBIX MHKPOOUOJIOTHYECKHUX METO/IOB).

7. I3MeHeHne He KacaeTcsl FTeHOTOKCHYHOMN MIPUMECH.

JlokymeHTanms

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIMM) pa3jieny(pa3aenam) 10Che.

2. CpaBHHTeNbHAS TAOIUIIA TEKYIMX U TpeIaraeMbIX crieln(uKammii.

3. IToppoOHOE omnKcaHKe JIF0O0ro HOBOW aHAIMTHYECKOW METOJMKY M JaHHbIE BAIMAAIMU (B COOTBETCTBYIOIINX CIYYasiX).

4. ﬂaHHHe aHaJin3a ABYX IIPOMBIIIJICHHBIX cepm?l (B OTCYTCTBHUEC NOJIKHBIX 000CcHOBaHUI JJIA OHOJIOrMYECKHX aKTHBHBIX (bapMaL[eBTI/I‘IeCKI/IX
Cy6cTaHLIHﬁ — Tpu CCpI/II/I) BCIIOMOT'aTCJIbHOI'O BEIIECTBA I10 BCEM ITapaMeTpaM CHCLII/I(bI/IKaLII/II/I.

5. B cooTBeTCTBYIOIIMX CIy4dasiX JaHHbIE TECTA CPABHUTEIbHON KHHETUKH PaCTBOPEHHUS JIEKapCTBEHHOTI'0 IIpernapara, 1o MeHblIeil Mepe, oJ-
HOM OIIBITHO-IPOMBIIUICHHOH CEpHUH, CoJiepaKaleil BCIOMOraTelIbHOE BEIIECTBO, COOTBETCTBYIOLIETO TEKYIIeH 1 IpeaIaraeMoi cenuduka-
1HUAM. B OTHOIEHNHM JIEKAPCTBEHHBIX PACTUTENBHBIX IIPENAapaToOB JOCTATOUHBI JJAHHbIE CPAaBHUTENBLHON pacnagaeMOCTH.

6. O00CHOBaHHMs HENPE/ICTABIICHUS PE3YJIbTATOB HOBOT'O HCCIIEIOBAHUS OMOIKBUBAJICHTHOCTH B COOTBETCTBUU ¢ [IpaBuiiamu mpoBeCHUS HC-
clieIoBaHuil OnodkBHUBaneHTHOCTH PK.

7. O6ocHOBaHNME (OLICHKA) PHCKOB, HOATBEPXKIAFOIIHE TO, YTO apaMeTp SIBJISICTCS] HECYIIECTBEHHBIM MJIH yCTaped.

8. O60CHOBaHKE HOBOTO IapamMeTpa CHCI_[I/I(i)I/IKaI_[I/II/I 1 KpUTEPHUCB [IPUEMIIEMOCTH.

B.11.B. 2 3MeHEeHME aHATUTHYECKOW METOIUKH JIJISl BCIOMOTaTeJIbHOT'O BEIIECTBA
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VYeno- | Tpebye- | Bug
BHUS Mas 10- | mpo-
KyMeH- e-
Tanus ny-
pbl
a) He3snaunMble n3MeHEHUs 0JOOPEHHON aHATUTHYECKOW METOUKH 1,2, 1,2 1A
3,4
0) UckiroueHne aHaTMTHYECKON METOAMKH, €CITU albTepHATHBHAS el METOMKa YyKe 01o0peHa 5 1 1A
B) 3aMeHa OMOJIOrMYecKOro (MMMYHOJIOTHYECKOr0) (MMMYHOXHMUYECKOT0) METO/Ia UCTIBITAHUN MJIM METO/a, B 11
KOTOPOM HCIOJIB3YeTCsl OMOJIOTHUECKUN peaKTUB
r) [Ipoure M3MeHeHNs aHATUTHYECKON METOANKY (BKJIIOYast JOOABICHHE MM 3aMEHY) 1,2 IB

YcnoBust

1. CornacHo COOTBETCTBYIOIIIUM JOKYMEHTaM, IIPOBEACHbI HeOGXO[[I/IMLIe BaJIMJallUOHHBIC UCCJICAOBAaHM, IIOATBEPKAAOIINE TO, YTO 0OHOB-
JICHHAas aHaJIUTUYCCKasA METOJHKA, 110 MECHBIIICH MEpEC, SKBUBAJICHTHA npe)lbmymeﬁ.

2. Tlpenernsl coaepkanust CyMMbl IPEMecei He M3MEHUINCh, HOBbIE HEKBAJIU(HIPOBAHHbIE TPUMECH HE 0OHAPYIKECHBI.
3. Merox aHanu3a He M3MEHWICS (HapyMep, U3MEHEHHE UTHHBI KOJIOHKH HJIM TeMIIepaTypbl, HO He JPYTroi BUI KOJOHKU WJIK METOL).

4. HoBblIi METO/] UCTIBITAHUS HE SBJISETCSI OUONOTHYECKUM (MMMYHOJIOTHYECKUM) (MMMYHOXHMHYECKHM) HJIH METOJIOM, B KOTOPOM HCIIOJIb-
3yeTcsi OMOJIOTHYECKUI PEaKTUB (32 UCKITIOYEHUEM CTaHIAPTHBIX (papMaKOINeitHBIX MUKPOOHOIOTHUECKUX METO/IOB).

5. AnbTepHaTHBHAs aHAIMTHYECKAst METOIUKA JUls NapaMeTpa crieluduKkanuy yxe oq00peHa, pU 3TOM Takas METOJMKa ObUla BKIIOUYEHA HE
¢ nomoInsio [A-yBegomineHus.

JlokyMeHTanus

1. IlonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIONINM) pa3eiry(pa3aenaM) JoChe, BKIIFOYask ONMCAaHNE aHATUTHIECKONH METOMOJIOTHH, PE3I0-
M€ JIaHHBIX BaJIUAALNH, IEPECMOTPEHHBIE ce(DUKAIMN Ha IPUMECH (€CIIU IPUMEHUMO).

2. CpaBHHTEIbHBIE PE3YJIBTATHI BAIUALMH WIN, IPH HATMYUM 000CHOBAHHS, CPAaBHUTEIILHBIC PE3yJIbTaThl aHATIH3A, OATBEPKAAIOIIHE TO,
YTO TEKyIIee U MpeJylaracMoe UCTIbITAaHNE SKBUBAJICHTHBI. J[aHHOE TpeOOBaHNe HE IPUMEHSETCS, €CIIH J00ABIISCTCS HOBast aHATUTHYECKas

METO/UKA.
b.11.B. 3 MI3MeHeHHe HCTOYHUKA TI0Jy4EHHUs BCIIOMOTaTENbHOTO BEIIEeCTBA WM PeakTHBa ¢ puckom TI'D VYeno- | Tpebye- | Bun
BHUS Mas 10- | mpo-
KyMeH- 1e-
Tanus ny-
pbl
a) U3 marepuana c puckom TI'D Ha MaTepuall paCTUTEIBHOIO MM CHHTETHYECKOTO ITPOUCXOXKACHHS
1. It BcrioMoraTesbHBIX BEIICCTB WIIM PEaKTHBOB, HE UCIIOJIb3YEMBIX B IIPOU3BOJICTBE OMOJIOTHYECKOI (M- 1 1 1A
MYHOJIOTHYECKOI) aKTUBHOH (papMalieBTHUECKOH CyOCTaHIMH MM OHOJIOTHYECKOro (MMMYHOJIOTHUECKOT0) JIe-
KapCTBEHHOT'O Iperapara
2. Jlnist BCoMOraTeNbHbIX BEIECTB WM PEAKTHBOB, HCIOIb3YEMbIX B IPOU3BOACTBE OMOIOrHYECKON (MMMYHO- 1,2 IB
JIOTMUECKON ) aKTUBHOM (papMarieBTHIecKoil CyOCTaHIIK Wi GHOIOTNYECKOT0 (MMMYHOJIOTHYECKOTO0) JIeKap-
CTBEHHOTO Ipernapara
0) 3menenue nnu BBeneHne MaTepuana ¢ puckom TI'D mnu 3amena matepuana ¢ puckom TI'D Ha apyroit ma- 1I
Tepuai ¢ puckoM TI'D, He umeromuii ceprudukar coorercTBus o TI'D

VYenosus 1. Crerukayy Ha BBITYCK H KOHELl CPOKa TOJHOCTH BCIIOMOTATeNbHOTO BEIECTBA U JIEKAPCTBEHHOTO Nperapara He U3MEHSI0T-
csl.

JloxymeHTanus

1. HeKHapaLII/ISI TIPOU3BOAUTEIIS UIIN ACPKATEIIA PErUCTPAIUOHHOI'O YAOCTOBEPEHUS MaTepualia, YTO OHHU IMOJHOCTBIO PaCTUTECIbHOT'O UJIN
CHUHTCTUYCCKOI'O IIPOUCXOKIACHUS.

2. UccnenoBanue S5KBUBAJIEHTHOCTH MaTEPHAIIOB U BIMSHHE Ha MPOM3BOCTBO TOTOBOTO MaTepHalia i BIMSHUE HA XapaKTePUCTUKY (HATIpH-
Mep, XapaKTepUCTHKH PAaCTBOPEHHS) JISKAPCTBEHHOTO TIperapara.

B.11.B. 4 3menenne cuHTE3a WK MOJTy4eHHs HehapMaKomeiHOro BCIIOMOTaTeIbHOTO BEIIECTBA (€CIIU OMUCaH VYeno- Bun
B PETHCTPALMOHHOM JI0ChE) MJIX HOBOTO BCIIOMOTaTEILHOTO BELIECTBA BUS po-
ne-
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! AKTLIep/IiH TANOHIbI OaKplIay OaHKI Caxray KyHi 30.04.2025
- ,‘ a .' ,' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pefaKuuu 22.04.2025
Pecry6anku KazaxcTaH B 51€KTPOHHOM BHJIE o
y p 2 JlaTta ckaunBaHMs 30.04.2025
Tpeoye- | AY-
Mas J0- pbL
KyMeH-
Tanus
a) HecymiectBeHHOE M3MEHEHHE CHHTE3a WITH MONYYeHHsI HehapMaKOIEeHHOTO BCIIOMOTATEILHOTO BEIIECTBA 1,2 1,2,3, 1A
WJIM HOBOT'O BCIIOMOT'aTEJILHOTO BEIIECTBA 4
0) Usmenstorest criennUKaLUY WM UIMEETCs] U3MEHEeHHE (PH3HKO-XHMMUYECKHX CBOWCTB BCIIOMOTaTeIbHOTO 11
BEIIIECTBA, KOTOPBIC BIUSIOT Ha KaUeCTBO JIGKaPCTBEHHOTO ITpenapara
B) BeroMorarensHoe BeliecTBo — OHOIOrnueckoe (MMMYHOJIOTHYECKOE) BEIIECTBO 11

YcnoBust

1. Crioco6 cuHTe3a U crieuUKAMU UASHTHYHBI M OTCYTCTBYIOT KQUECTBEHHBIE U KOJIMUECTBEHHBIE U3MEHEHHs Npoduiis mpuMeceit (MCKIIo-
4asi OCTaTOYHBIE PACTBOPUTENH, IPH YCIIOBUM TOTO, YTO UX KOHTPOJIb OCYIIECTBIISIETCS B COOTBETCTBHU C TIPEAENIBHBIM COJEPKAHUEM, YKa-
3aHHBIM B ToKyMeHTax PK) umu pu3nKo-XMMHYECKHX CBOICTB.

2. Uckirouast axrbIOBaHTHL.

JloxymeHTanus
1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIMM) pa3ieny(pa3aenam) J0Che.

2. JlanHble aHanu3a cepuii (B popmare cpaBHUTENBLHOMN TaOIHIIBI), IO MEHBIIIEH Mepe, IBYX CepHii (10 MEHBIIEH Mepe, OMBITHO-TIPOMBIIILICH-
HBIX) BCIIOMOTaTEIbHOTO BEIIECTBA, TPOU3BEICHHBIX C MOMOIIBIO CTAPOr0 U HOBOTO MPOLECCOB.

3. B COOTBETCTBYIOLIMX CIy4Yasix JaHHbIC TECTa CPABHUTEIbHON KHHETHKH PaCTBOPEHHUS JIEKApPCTBEHHOTrO TIperiapara, o MeHblIeil Mepe,
JIBYX CEpHii (110 MEHBILeH Mepe, OIBITHO-IIPOMBIIUICHHBIX ). B OTHOILICHHH JIEKapCTBEHHBIX PACTUTENIBHBIX PENapaToB JOCTATOYHBI JaHHBIC
CPaBHHUTEIIBHOI PacIaiaeMOCTH.

4. Konust omo0OpeHHo# 1 HOBOI (eci MpUMEHUMO) crienn(UKAIKil BCIOMOTaTeIbHOTO BEIECTBa.

B.11. ) KoHTpomas kauecTBa JIeKapCTBEHHOTO IIpenapara

B.ILr. 1 M3meHenue napamMeTpoB criequpUKauy u Ycnosus Tpebyemast nokyMeHTaLUst Bup npouenypst
(1K) KpUTEpUEB NIPUEMIIEMOCTH JIEKAPCTBEHHOTO TIpe-

napara

a) YKeCTOUCHHE KPUTEPUEB TPUEMIICMOCTH CIIeU(H- 1,2,3,4 1,2 1A

Kalluu

0) YixecToueHHE KPUTEPHEB IIPHEMIIEMOCTH Crieliupu- 1,2,3,4 1,2 1A

Kaluy JICKapCTBEHHBIX MIPENapaToB, MOAJICKAIIUX BbI-
IIyCKYy CepI/Iﬁ O(bPII_H/IaJ'ILHBIM KOHTPOJIbHBIM OpraHOM

B) /lo6aBieHue B crienu(pUKaNIO HOBOTO ITapamMeTpa 1,2,5,6,7 1,2,3,4,5,7 1A
U COOTBETCTBYIOIETO €My METO/Ia HCIIbITAHUH

r) UckioueHne HeCyIeCTBEHHOTO [TapaMeTpa CIelH- 1,2 1,2,6 1A
¢dukanuy (HapuMep, HCKIIOYEHHE YCTapeBIIETO Ma-

pameTpa)

1) V3amenenue, BIXozsiee 3a 0J00pEHHbIC KPUTEPUU 11

HNPUEMIIEMOCTH creluduKaui

¢) Uckimrouenne napamerpa crnerudukaim, KOTOpbIid 11
CYLLIECTBEHHO MOBJIMSCT HA COBOKYITHOE KauyeCTBO Jie-
KapCTBEHHOTO Tperapara

) JlobaBiieHne uim 3aMeHa (MCKITrouasi OMoJiormye- 1,2,3,4,5,7 1B
CKHUIl 1 IMMYHOJIOTHUECKHI TIpernapar) napamerpa
crieru(pUKALMU U COOTBETCTBYIOIIETO EMy METO/Ia HC-
MBITAHUI U3 COOOpaKeHU T OE30aCHOCTH HITH Kade-
cTBa

1,2,3,4,7,8 1,2 1A




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025

] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.04.2025
‘,‘ a l ," DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pesakiyuu 22.04.2025
Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE TlaTa cxaunBarms 30.04.2025
3) OOHOBIICHHUE J10ChE C LIENIbI0 COOTBETCTBHS IOJI0XKE-
HUSIM OOHOBIICHHOM 00m1e ctaThn ['ocynapcTBeHHON
dapmakonee Pecyonuku Kasaxcran Ha JiekapcTBeH-
HBIH mpemnapar (*)
1) Beogutcs crares ['ocynapctBennoit @apmakonen 1,2,10 1,2,4 1A

Pecny6nuku Kazaxcran «OqHOpOJHOCTE 103UPOBa-
HUS B LEJISIX 3aMEHBI TEKYIIEro 3aperucTpupoBaHHO-
ro Meroja, oo crarhs ['ocynapcTBenHoi Papmako-
neu Pecriy6nuku Kazaxcran «OJHOPOIHOCTH Macchly,
1160 «OAHOPOJHOCTD COJIEPIKUMOT 0

VcenoBus

1. I3MeHeHue He SIBISETCs CIIECTBUEM KaKOro-1n00 0053aTeNnbCTBa, IPUHTOTO MO pe3ybTaTaM paHee HPOBEJCHHbIX IKCIIEPTU3 C LEIIbIO
HepecMoTpa KPUTEPHUEB NPHEMIIEMOCTH crelu(UKAIMN (HapUMeEp, B XO/1€ PErUCTPaLuK JISKAPCTBEHHOTO MpernapaTa i BHECCHUH U3MEHe-
Huii Il TMna), eciim ToapKO 0OOCHOBHIBAIONIAS IOKYMEHTALIUS He ObLIa paHee MPOBEpeHa U YTBEPIKJICHA B paMKax JPyroi IMpoLeyphl.

2. VI3aMeHeHue He SBIIIETCS CJIEACTBHUEM HEIIPEABUACHHBIX CHTyaHHﬁ, BO3HHUKIINX B XOA€ IIPOU3BOACTBA, HAIIPUMED, HOBOM HCKBaJ’II/I(I)I/ILII/Ipo-
BaHHOU IIpUMECH, U3MCHCHUSI TIPEACIIOB COACPIKAHUSI CYMMBI HpI/IMCCCﬁ.

3. JIro60e n3MeHeHME YKIIaAbIBACTCs B AUATIA30H TEKYIIUX OZ[O6peHHLIX KpUTCPUCB IIPUEMIIEMOCTH.
4. Ananutnueckas METOAHKA HC U3MCHACTCA NI U3MCHACTCA HC3HAUYUTCIIBHO.

5. Hu oguH HOBBIM METO HCIIBITAaHUS HE OCHOBAH Ha HOBOW HECTAHAAPTHOM METO0JIOTMH WIIM CTaHIAPTHON METOIOJIOTHH, UCTIONb3YeMOn
M0-HOBOMY.

6. HoBblit MeTO MCHIBITAHUS HE SBIISIETCS OMOJIOrNYECKUM (MMMYHOJIOTMYECKUM) (MMMYHOXUMUYECKUM) WIIM METOZIOM, B KOTOPOM UCIIONb-
3yeTcsi OUOJIOTMYECKUIT peakTUB JUIs OHOJIOTUYECKOM aKTHBHOH (hapMaIleBTHUECKOH CyOCTaHINY (32 HCKITIOUCHHEM CTaHIAPTHBIX (hapMaKo-
HeHHBIX MHKPOOUOJIOTHYECKHUX METO/IOB).

7. I3MeHeHune He 3aTparuBaeT Kakue-1nbo mpuMecH (BKIF0Yasi TeHOTOKCHYHBIC) HIIH PACTBOPEHHE.

8. 3mMeHeHue 3aTparuBaet OOHOBJICHUE KPUTEPHEB IPUEMIEMOCTH MUKPOOHOIOTMYECKUX KOHTPOJICH B LIENAX COOTBETCTBHS ACHCTBYOMICH
dapmakoriee, a 3aperuCTPUPOBAHHBIE HBIHE KPUTEPUU NPHEMIIEMOCTH MUKPOOUOJIOTMYECKUX KOHTPOJIEH HE BKIIIOYAIOT KaKHe-1nnoo J0mo-
HHUTEJIbHBIC KOHTPOIIH, BKIFOUCHHbIE B CIIEIU(PHUKAINIO, TOMUMO (hapMaKoIeHHbIX TPeOOBaHHI B OTHOLICHHUH OIPEICIICHHOM JISKAPCTBEHHON
(hopmbl

9. IlapameTp crienuduKanny He 3aTparuBacT KPUTHUESCKHUI TTapaMeTp, HallpuMep: KOJIMYECTBEHHOE ONpe/IeIeHHE TPUMECH (ECIIH TOIBKO
OIIpe/IeNICHHbI PAaCTBOPUTENb OJJHO3HAYHO HE HCIOJIb3YETCs B IPOU3BOACTBE JIEKAPCTBEHHOTO Npernapara) o0y KpUTHIECKYIO (hu3Hnde-
CKYIO XapaKTEepUCTHUKY (MIPOYHOCTD HITH XPYIIKOCTh TAOJIETOK, HE MIOKPBITHIX 000IOUKOM, pa3Mepsbl) JI000# 3anpoc Ha MPOMYCK HCIBITAHUS

10. IIpeanaraeMslit KOHTPOJIb TOJIHOCTBIO COOTBETCTBYET Tabuuie craThu ['ocynapcreennoit dapmakonee Pecriyonuku Kazaxcran u He
BKJIFOUACT aJIbTEPHATUBHBIE MPEJI0KEHHS UCTIBITAHUS OTHOPOJAHOCTH J03UPOBAHMS C TOMOIIBIO BapHALMK MacChl WM OJTHOPOJIHOCTH COJIep-
>KaHWs1, €CITU MTOCIIEAHNE yKa3aHbl B CTaThE.

JloxyMeHTanus

1. IlonpaBka K COOTBETCTBYIOMIEMY(COOTBETCTBYIOIINM) pa3ieiry(pa3aenaM) JOChe.

2. CpaBHHTEIbHAS TA0JIMIA TEKYIIUX U MPEIaraeMbIX CrielU(UKaIIIid.

3. IloapobHoe omrcaHue JI0O0T0 HOBOW aHATUTHIECKOW METOMKY M JaHHbBIC BATUAAIMA (B COOTBETCTBYIOIINX CIyYasx).

4. JlanHble aHANTH3a IBYX OPOMBIIUICHHBIX cepHil (B OTCYTCTBHE TODKHBIX 000CHOBAHHIA Tsl OHOMOTHIECKUX aKTHBHBIX (hapMaIleBTHUCCKHX
cyOCTaHIIUit — TPU CepHH) JIGKapCTBEHHOr'0 Ipernapara 1o BceM napaMeTpam creudukamm.

5.B COOTBETCTBYIOIIIUX CJIydyasaX JaHHbIC TECTa CpaBHHTeHLHOﬁ KUHETUKH PaCTBOPCHUS JIEKAPCTBCHHOTO IIperiapara, 1o MEHbIIICH Mepe, o1~
HOU OHLITHO-HpOMLIIHJ'IeHHOfI CEpuH, COOTBETCTBYIOIIIUE TeKyHICfI n npeunaraeMoﬁ CHCLII/IqJI/IKaI_IHSIM. B oTHOMmIEHNN JICKapCTBCHHBIX pacTH-
TCJIbHBIX IIPE€NAapaTOB JOCTATOYHbI JaHHBIC CpaBHHTeJ’ILHOﬁ pacriagaeMoCTH.

6. O6ocHOBaHuUE (OLIEHKA) PHCKOB, OATBEPX K JAFOIIIE, YTO MAPAMETP SBIISCTCS HE3HAYUMBIM.

7. O6ocHOBaHKME HOBOTO MapaMeTpa cnelu(UKall 1 KPUTEPHEB IPUEMIIEMOCTH.

(*) [Ipumeuanue €CITH B JIOChE 3apETUCTPUPOBAHHOIO JICKAPCTBEHHOTO MpenapaTa yIIOMHUHASTCS
«TeKylIllee U3JIaHue» HEOOXOIMMOCTh B YBEJIOMIICHUH YIIOJIHOMOYEHHBIX OPraHOB
00 o6HoBNeHHOM cratke ['ocynapcTBenHoi ®apmakonee PK. B cBs3u ¢ aTum Ta-
KO€ M3MCHEHHUE TIPUMEHSETCS TIPH OTCYTCTBHU YIIOMHHAHHUSI OOHOBJICHHOH (papma-
KOTIEHHOI CTaThU B TEXHUYECKOM JIOChE, & H3MEHEHUE OCYILECTBILSIETCS B LIEIIAX
BKJIIOYEHHUS YIIOMHHAHUSI OOHOBJICHHON BEPCHU.
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] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.04.2025
- ,‘ a ,' ,' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pesakiyuu 22.04.2025
Pecry6anku KazaxcTaH B 51€KTPOHHOM BHJIE o
y p 2 JlaTta ckaunBaHMs 30.04.2025
b.1l.r.2 MI3MeHeHne aHAIMTHYECKON METOIMKH JIeKap- VYcnosus Tpebyemast noKyMeHTaLUsI Bup mpouenyper
CTBEHHOTO ITpenapara
a) HesHaunTenbHbIC M3MEHEHNUS YTBEPKACHHON aHa- 1,2,3,4 1,2 1A
JUTUYECKON METOAUKN
0) VckiroueHne aHATMTHIECKOW METOMKH, €CITH allb- 4 1 1A
TepHAaTHBHAs €il METOMKA yiKe 000peHa
B) M3menenue (3aMeHa) GHOIOTHYECKOTO (MMMYHOJIO- I
THYECKOT0) (MMMYHOXUMHUYECKOTO) UCTIBITAHUS HITH
METO0/1a, B KOTOPOM HCIIOJIB3YETCS ONOJIOTMYECKHUi pe-
AKTHB, WJIM 3aMeHa OMOJIOTMYECKOT0 IIpernapara cpas-
HEHHs1, HE OXBAUCHHOTO YTBEP)KICHHBIM MPOTOKOJIOM
r) [Ipounie M3MeHEHNS AaHATUTHIECKON METOAUKI 1,2 IB
(BKITROYAst TOOABIICHNE WITHA 3aMEHY)
1) OOHOBJICHHE AHATUTHYECKON METOIUKH B IIEJISIX CO- 2,3,4,5 1 1A
OTBETCTBUsI OOHOBJICHHO 0011e# cTaThe ["ocynap-
ctBeHHol ®apmakonee PecnyOnuku Kasaxcran
e) B nemnsix orpaskenus coorBercTBus ['ocynapcTBeH- 2,3,4,5 1 1A
Hoit @apmakonee PecryOunku Kazaxcran u uckirode-
HUSI yIIOMUHAHUS yCTapeBIIe COOCTBEHHON aHAIUTH-
YEeCKON METOIMKH U ee Homepa (*)

Ycnosus

1. CornacHO COOTBETCTBYIOIINM TOKYMEHTaM, TPOBECHBI HEOOXOMUMBIC BATUIAIIMOHHBIC HCCIICIOBAHMIS, TIOATBEPIKIAAOIINE, YTO OOHOBIICH-
Hasl aHaJTUTUYeCKas MEeTOAMKA, IO MEHbIIEH Mepe, SKBUBAJIIEHTHA IPEAbLAYIICH.

2. IIpeneinsl conepxanus CyMMbl IPUMECeH He M3MEHWIHCh, HOBbIE HEKBAIU(HULMPOBAHHbIE IPUMECH HE OOHAPYIKEHBI.
3. Merox aHanu3a He U3MEHWICS (HanpuMep, I3MEHEHUE JUTMHBI KOJIOHKU MJIM TEMIIepaTypbl, HO HE APYTrOi BUJI KOJOHKH WIIX METON).

4. HoBplii MCTO UCHIBITAHUA HC ABJIACTCA OHOJIOTHYECKUM (I/IMMyHOJ'IOFH'-IeCKI/IM) (I/IMMyHOXI/IMI/I‘{CCKI/IM) Wi METOA0M, B KOTOPOM UCIIOJIb-
3yeTCsa OMOJIOTHYSCKHM pCaKkTuB (32. HUCKIIIOUYCHUEM CTaHAAPTHBIX (bapMaKOHeﬁHLIX MI/IKpO6I/IOHOI‘I/I‘ICCKI/IX MeTOL[OB).

5. 3apeructpupoBaHHas aHATUTHYECKas METOAUKA yXKe CChIIaeTcs Ha 00mIyo cTathio I'ocynapcrBennoif dapmakonee PK, a moObre n3mene-
HUS ABIIIOTCS HE3HAUYHMBIMU M TPEOYIOT OOHOBJICHHUS TEXHUYECKOTO JIOChE.

JloxymeHTanus
1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLIMM) pa3ieny(pas/enaM) J0Che, BKIIF0Yasi OMMCAHUE aHATUTUYECKONH METO/I0JIOTHHU, PE30-

M€ JJaHHBIX BaJIMJalluH, ITIEPECMOTPEHHBIC cneun(imkaunn Ha nNpuMecu (CCJ'[I/I HpHMeHHMO).

2. CpaBHI/ITeHBHHG PE3YJIbTAThl BaJIMAAIIUU WU, TIPU HAJTUYUU 060CHOBaHI/I${, CPaBHUTEIIBHBIC PE3YJIbTAThl aHaJIM3a, [IOATBEPKAA0IUEC TO,
YTO TEKyIIeC U IpejiaraéMoe€ UCIIbITAHUE SKBUBAJICHTHBI. HacTtostmee TpCGOBaHI/IC HE IPUMECHSIETCS, €CIIN H06aBII$ICTCH HOBas aHAJIUTHYC-
CKas METOJUKA.

(*) pumeuanne €CJTH B JOChE 3apPETUCTPUPOBAHHOTO JIEKAPCTBEHHOTO TIPEMapara YIIOMHHACTCS
«TEKyIee W3/IaHNe» HEOOXOMMMOCTD B YBEIOMIICHHHU YIIOIHOMOYCHHBIX OPTaHOB
00 oOHoBNeHHOM cTaThe ['ocynapcTBenHoi Papmakonee Pecnyonuku Kazaxcran
OTCYTCTBYET.

b.11.r.3 M3MeHenue, 3aTparuparoiee BBCHUE BbITyC- | Y CIOBUS Tpebyemast foKyMeHTaLUs Bupn npouenypsl
Ka B peaJbHOM BPEMEHH HJIM BBIITYCKa MO MapaMeTpam
IpH NPOU3BOJCTBE JIEKAPCTBEHHOTO IIpenapaTa

I
B.11. 1) YmakoBouHO-yKynopo4Hasi cucTemMa
B.II.a.1 M3mMeHeHue nepBUUHON yIIaKOBKHU JIEKAPCTBEHHOTO Ipernapara VYcnoBus Tpebyemas nokymenra- | Bug
nus npo-
nemy-
pBI

a) KauecTBeHHBII 1 KOJTMYECTBEHHBI COCTaB
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] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.04.2025
‘,‘ a l ," DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pefaKuuu 22.04.2025
Pecry6anku KazaxcTaH B 51€KTPOHHOM BHJIE o
y p 2 JlaTta ckaunBaHMs 30.04.2025
1. TBepuple eKapcTBEHHBIE (POPMBI 1,2,3 1,2,3,4,6 IA
2. Msirkue v HeCTepHIIbHBIE XKUJIKUE JISKAPCTBEHHBIE (DOPMBI 1,2,3,5,6 IB
3. CtepuibHBIE JIEKapCTBEHHBIC IIpeNnapaThl 1 OMOJIOrn4ecKue (MMMYHOJIOTHYECKHE) JIe- 11
KapCTBEHHBIC ITpenapaTsl
4. VI3MeHeHMe 3aTparuBaeT yrnakoBKy, 001410y 0 MEHBIINMHY 3aIIUTHBIMHU CBOW- I
CTBaM TP OJJHOBPEMCHHBIX H3MEHCHUAX YCIOBHUI XpaHEHUS U (WJIN) COKPALIEHUH CPO-
Ka TOJTHOCTH
0) M3meHeHune Bua KOHTeWHepa Wik 100aBIeHHE HOBOTO KOHTEHHepa
1. TBepapie, MSTKHE U HECTEPUITBHBIC KHIKUE JTEKaPCTBEHHBIC (DOPMBI 1,2,3,5,6,7 1B
2. CtepuibHbIC IEKapPCTBEHHBIC MPEMapaThl 1 ONOIOrUYeCKUe (MIMMYHOIOTHYECKHE) Jie- 11
KapCTBEHHBIE MTPenaparsl
3. Uckirouenue KOHTeHHepa NepBUYHON yIaKOBKH, KOTOPOE HE IPUBOIUT K ITOJIHOMY 4 1,8 1A
HCKJIFOYEHHIO JIO3UPOBKH WIIU JIEKAPCTBEHHOW (POPMBI

VYcnoBust
1. I3MeHeHne 3aTparuBaeT TOJILKO OJUH M TOT K€ BUJI YIIaKOBKHU (KOHTEHHepa) (Hanpumep, Oiauctep Ha Gimcrep).
2. Ilo 3HaYMMBIM CBOWCTBAM IIpe yIaracMblii YIIaKOBOYHBIH MaTepHall 110 MEHBIIIEH Mepe SKBUBAJICHTCH 0JJOOPCHHOMY.

3. Hauatsl COOTBETCTBYIOIINE HCCIEOBAHMS CTAaOMIBHOCTH B COOTBETCTBUH C YCTAHOBICHHBIMU TPEOOBAHUSIMH U 3asSBUTEIIEM HA MOMEHT
BBEJICHHsI N3MCHEHUH MPOAHAIN3UPOBAHBI COOTBETCTBYIOIUE APAMETPBI CTAOMILHOCTH HE MEHEE Ye€M Ha JIBYX OMBITHO-TIPOMBIIIICHHBIX
WM TIPOMBIIUICHHBIX CEPUsX, B €r0 PACHOPSKEHUH HAXOASATCSI yI0BJIETBOPUTEIBHBIC PE3yIbTaThl, 0 MEHBILEH Mepe, 3-MeCsIYHOro n3yue-
Hust ctabuiabHOCTH. OJTHAKO, €CITi MpesiaraeMast yrakoBKa 0oJiee yCTOHYMBA [0 CPABHEHHIO C OJI00OPEHHOM, TO TPEXMECSYHBIC TAaHHBIC 110
CTaOMILHOCTH He TpeOyroTes. ViccnenoBaHus 3aBepIIArOTCsl, €CIIM UX PE3yJIbTaThl HE YKIIAABIBAIOTCS B CIICIM(UKAINY WIH TIOTEHIIMAIBEHO HE
YKJIaAbIBaThCS B CrIelM(MKAIIMY HA KOHEIl CPOKA T'OJJHOCTH, UX HE00OXO0IMMO HEMEJICHHO IPE/ICTABUTH YIIOJTHOMOUYECHHOMY OpTaHy Hapsy C
IIPeAIaraéMbIM ITAHOM JICHCTBHH.

4. OcraBuascs (ocraBuuecs) Gopma (Gpopmbl) BeITyCKa JIEKAPCTBEHHOTO TpenapaTa A0cTaTouHa(bl) IS BHITOIHEHUS PEKOMEHAAIHIA 10 [10-
3UPOBAHHUIO U IIPOJOJLKUTEIBHOCTH JICUCHHS, YKa3aHHBIX B 00LICH XapaKTepHUCTHKE JIEKapCTBEHHOrO Iperapara.

JloxymeHTauus
1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIMM) pa3zieny(pa3aenam) JOChe.
2. HeoGXoiMble JaHHEIE O HOBOI YIAKOBKe (HAIIPAMEp, CPABHHTE/IbHBIC JaHHbIE 110 IPOHALIAEMOCTH, Hanpumep, 1 0%, CO?, Biaru).

3. B COOTBETCTBYIOIINX CITy4asiX HEOOXOIUMO MPEACTaBUTh ITOTBEPKACHHIE TOTO, YTO B3aMMOJICHCTBHE MEXK/Y COAEPKUMBIM H yITaKOBOY-
HBIM MaTE€pHaIOM He IPOUCXOJUT (HalpHMep, OTCYTCTBYET IepEMEICHNE KOMIIOHEHTOB MTPEJIaraéMoro MaTepHaia B €ro COIEPKUMOe, KOM-
IIOHEHTHI JIEKAPCTBEHHOTO Mperapara He IePexo/IIT B YIAKOBKY), BKJII0Yas MOATBEPKACHHE TOTO, YTO MaTEPHAI COOTBETCTBYET COOTBET-
CTBYIOIIUM (hapMaKoOIIEHHBIM TPEOOBaHUAM WM 3aKOHOAATENbCTBY Pecryonuku Kazaxcran o miacTuueckux marepuanax U 00beKkTam, KOH-
TAaKTHPYIOIIUM C MHUIIEBBIMHU MPOTYKTaMHU.

4. lexnapanus, 4To Ha4aThl TpeOyeMble UCCIIEJOBAaHUs CTAOMILHOCTH B COOTBETCTBUH C YCTaHOBJICHHBIMU TPEOOBaHUAMH (C yKa3aHHEM HO-
MEpOB CEpHii); U 4TO (B COOTBETCTBYIOIINX CIIy4asx) HA MOMEHT BBEICHHS M3MEHECHUI B PACIIOPsHKEHHIHN 3asIBUTEIIST HAXOIMIINCH TpeOyemble
MHUHHMAJIbHbIE YIOBICTBOPUTEIbHBIE JaHHBIE 110 CTAOMIBHOCTH; U YTO NMEIOIUECS JaHHbIE HE CBUAETEIHCTBOBAIN O KaKOH-T1O0 Ipobiie-
Me. HeoOxomumo Taroke npecTaBuTh MOATBEPIKICHHE TOTO, YTO UCCIIE0BAHUS OyIyT 3aBEpILCHBI, ¥ YTO €CJIM Pe3yJIbTaThl He OyIyT yKia-
JIbIBATBCS B CICLU(UKALNK WIH TIOTEHLHAIBHO HE YKJIaABIBAThCS B cHEeM(UKALMY HAa KOHEIl CPOKA TOJHOCTH, UX HEME/JICHHO NPECTaBAT
YIOJIHOMOYEHHOMY OpraHy Hapsily ¢ IpejaraéMbIM IJTAHOM JICHCTBHH.

5. Pe3ynbrathl uccienoBaHnii CTaOMIBHOCTH, IPOBEACHHBIX B COOTBETCTBUY C YCTAHOBJIEHHBIMU TPEOOBAHMSMH, 110 3HAYNMBIM ITapaMeTpam
CTaOMIIBHOCTH HE MEHEE YeM Ha JBYX OIBITHO-IIPOMBIIICHHBIX WJIM IPOMBIIUICHHBIX CEPUIX, OXBATHIBAIOIINX HE MEHEE 3 MECSIIEB, U MO

TBEPIK/ICHUE TOTO, YTO YKa3aHHbIC HUCCIEI0BaHMs OyIyT 3aBEPIICHBI, U €CIIH PE3yJIbTaThl He OyIyT YKIaabIBaThCs B CEUU(UKALIMN WK T10-
TEHIMAIBLHO HE YKIIABIBATHCS B CrICHM(UKAIIMN HA KOHEIl CPOKa TOJJHOCTH, UX HEMEICHHO MPE/ICTaBsT YIIOJHOMOYECHHOMY OpraHy Hapsiay
¢ IpeaiaraéMbIM IUIAHOM JEeHUCTBUM.

6. CpaBHEeHHE TEKYILHUX U NPeUIaraeMblX crienuduKanuii nepBUYHON yakoBKH (€CJIU NPUMEHUMO).
7. B cooTBeTCTBYIONMMX CIydasx 00pa3libl HOBOTO KOHTeHHepa (YKyNOpKH).

8. Jlexnapanusi, 4TO OCTABILUIACS (OcTaBIIMECs) pa3Mep (pa3Mepbl) yIaKOBKH COOTBETCTBYET (COOTBETCTBYIOT) PEXKUMY J03UPOBAHHUS U IIPO-
JOJDKHTEIBHOCTH JICUCHHS U TOCTATOYHBI IS BBIIOIHCHUS PEKOMEHAINI 110 103UPOBAHUIO, IPHBEICHHBIX B 00IIEl XapaKTepUCTHKE JIe-
KapCTBEHHOTI'0 IIpernapara.

IIpumeuanmne
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Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE TlaTa cxaunBarms 30.04.2025

Jus B.ILJL.1.6) — eciu u3MeHeHUe IPUBOINUT K
«00pa30BaHUIO HOBOII JIEKApCTBEHHOH (hOPMBI»,
TO TaKO€ M3MEHEHHUE TpeOyeT MoJauu 3asBICHU
0 PacUIMPEHUH PETUCTPALIUH.

b.I1.1.2 VI3mMeHeHune mapamMeTpoB CHeHUPUKAINK U (HITH) KPUTEPUEB TIPHEMIIEMOCTH VYcenoBust Tpebyemas mokymenta- | Bug

MEPBUYHON YIIAaKOBKH JIEKaPCTBEHHOT'O Mperapara st mpo-
nemy-
psl

a) YkecTOYeHHE KPUTEPUEB IPUEMIIEMOCTH CIIEIU(PHUKAIIH 1,2,3,4 1,2 1A

0) [lobaBnenune B crienuQUKaIMio HOBOTO ITapaMeTpa M COOTBETCTBYIONIEH eMy aHaIN- 1,2,5 1,2,3,4,6 1A

THYECKOMH MCTOOUKHU

B) lckiroueHne HeCYIECTBCHHOTO apaMeTpa Crieu(HKaniy (HaIpuMep, HCKIII0de- 1,2 1,2,5 1A
HHeE yCTapeBIIero mapaMerpa)

r) JlobaBiieHre win 3aMeHa napamerpa crieiiuUKanuu u3 cCooopakeHni 6e30MacHOCTH 1,2,3,4,6 1B
WM KavyecTBa

VYcnosus

1. 3MeHeHre He SIBISETCS CIIEACTBHEM KaKoro-miubo 00s3aTebCTBa, IPHHSTOTO 10 pe3ysibTaTaM paHee MPOBEACHHBIX KCIIEPTH3 C LIENIbIO
aHaJIM3a KPUTEPUEB MPUEMIIEMOCTH ClielU(pUKANK (HAapuMep, B X0/Ie PErHCTPALMHU JIEKapCTBEHHOTO Iperapara Wik BHECEHHH H3MEHECHHI
1I Tuma).

2. I3MeHeHue He SBISCTCS CJICACTBHUEM HCIIPEABUICHHBIX chyauHﬁ, BO3HHUKIINX B XOA€ IIPOU3BOACTBA.
3. JIro6oe n3MeHeHME YKiIIaAbIBACTCs B AUATIA30H TEKYIIUX OZ[O6peHHLIX KpUTCPUCB IIPUEMIIEMOCTH.
4. Ananutnueckas METOAHKA HC U3MCHACTCA UJIN U3MECHACTCA HC3HAYUTCIIBHO.

5. Hu oguH HOBBII METO HCIIBITAaHUS HE OCHOBAH Ha HOBOW HECTAHAAPTHOM METO0JIOTMH WIIM CTaHIAPTHON METOIOJIOTHH, UCTIONb3YeMOn
M0-HOBOMY.

JloxymeHTauus

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIMM) pa3ieiny(pasenam) JOChe.

2. CpaBHHTENIbHAS Ta0JIUIA TEKYIIMX U IpeUIaracMbIX Crielu(UKannii.

3. TloapoOHOe omicaHue HOBOM aHATMTHYECKON METOJMKY U JJAHHBIC BAIUIAUH (B COOTBETCTBYIOIINX CITy4asix).
4. JlanHble aHamM3a IBYX CEPUil YIIAKOBOYHOI'O MaTepHaia 1o BCeM napamerpaM (IoKa3aTessiM) Crielu(pUKaIum.
5. O6ocHOBaHuUE (OLIEHKA) PHCKOB, OATBEPXKJAFOIIIE, YTO MAPAMETP SBIISCTCS HE3HAYUMBIM.

6. O6ocHOBaHME HOBOTO MapaMeTpa cnelu(UKall 1 KPUTEPHEB IPUEMIIEMOCTH.

B.11.n.3 M3MeHeHne aHaTUTUIECKON METOIMKY JJIs IEPBUYHON YIIaKOBKHU JIEKAPCTBEH- VYcenosust Tpebyemas nokymenta- | Bug

HOTO Ipernapara st po-
neuy-
pHI

a) He3sHaunMble M3MEHEHNs 0JOOPEHHON aHAINTHYECKOW METOMKH 1,2,3 1,2 1A

0) [Ipounie M3MEHEHNS aHATMTHYCCKON METOAMKY (BKIIIOYAst 3aMEHY WIIM JOOABJICHHE) 1,3,4 1,2 1A

B) MckitoueHne aHaIuTHUECKOH METOIUKH, €CITH albTePHATUBHAS €1 METOIUKA YKe 5 1 1A

ono0peHa

Ycnoust

1. CornacHO COOTBETCTBYIOLINM JOKYMEHTaM, IPOBE/ICHHAsE HEOOX0MMMasl BaJIM/AIHs1, OATBEPIKIAOIIAs TO, YTO OOHOBIICHHASI aHATIUTHYC-
cKas METOAMKa, IO MEHbBIIEH Mepe, DKBUBAJIIEHTHA MIPEIBIAYIIEH.

2. Merox aHanu3a He M3MEHHIICS (HanpuMep, U3MEHEHHE UTMHBI KOJIOHKH MJIM TeMIIEPATyphl, HO HE Jpyrasi KOJOHKA MIIM METO[).

3. Hu ouH HOBBII METO UCIIBITAHUSI HE OCHOBAH HAa HOBOM HECTAHIAPTHOW METOJIOJIOTHH T CTaHIaPTHOH METOI0IOTHH, HCIIONB3YEMOi
[0-HOBOMY.

4. AxtuBHas apManeBTUUECKas CyOCTaHLUs (JEKapCTBEHHBIH IpenapaT) He SBISIOTCS OMOIOrMYeCKUMH (MMMYHOIOTHYECKHMH).

5. AnbTepHaTHUBHAs aHATUTHYECKAst METO/IMKA JUTS TapaMeTpa crieluduKaniy yxe 0400peHa, pU ITOM Takas METOJHKa Obula BKIIOUYEHA HE
¢ moMo1sio [A-yBeqoMIIeHUSI.
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JloxymeHTanus

1. ITompaBKa K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3eiy(pa3aenaM) J0Che.

2. CpaBHI/ITeJILHI;IC PE3YyJIbTAaThl BaIMAAlUX WU, TIPU HAJTUIUU O6OCHOBaHI/I$I, CPaBHUTEIIbHBIC PE3YJIbTAThl aHaJIM3a, [IOATBEPXKAa0ue TO,

YTO TEKYIIEE U NPEATaraéMo€ UCIBITAHUE DKBUBAJICHTHBI. HaCTOfIHIee Tpe6OBaHI/Ie HE NIPUMEHACTCA, €CIIA HOGaBHﬂCTCﬂ HOBas aHAJIUTHUYC-

CKas METOJHMKaA.

B.11.a. 4 I3amenenune hopmbl Wit pa3MepoB MEPBUYHON YIIAKOBKH, WIIH YKYITOPKH (TIep- VYcenosust Tpebyemas nokymenta- | Bung

BHUYHOW YIaKOBKH) st mpo-
nemy-
pst

a) HecrepuibHble 1ekapcTBEHHbIE MTPerapaThl 1,2,3 1,2,4 IA

6) 3MeHeHue (HhOPMEI HIIM Pa3MEpOB 3aTparkBaeT KIFOYEBbIE TOKA3aTEeH YIIAKOBOYHO- I

rO MaTepHuaia, KOTOPhIE CYIIECTBEHHO BIMSIOT Ha JJOCTaBKY, IIPUMEHEHHe, Oe3omac-

HOCTb MJIM CTaOWIIBHOCTD JIEKAPCTBEHHOTO Ipenapara

B) CTepuibHbIe JIEKaPCTBEHHBIE MPernapaThl 1,2,3,4 1B

VcnoBus

1. KauecTBeHHBIN U KOJTMYECTBEHHBIN COCTAB MEPBUYHON YIIaKOBKU HE U3MEHUIICS.

2. I3MeHeHHe He 3aTparuBaeT KIHYeBbIe IOKa3aTeM KauecTBa yIIaKOBOYHOTO MaTepuaa, KOTOPhIC BIUSIOT Ha JOCTABKY, MPHMEHEHHE, 6e3-
OIIACHOCTB WM CTa0WIBHOCTB JICKAPCTBEHHOTO IIpenapara.

3. Tlpu u3MeHeHUH CBOOOIHOTO MPOCTPAHCTBA WIIM OTHOILICHHSI TIOBEPXHOCTDH (00heM) COITACHO COOTBETCTBYIOLIMM JOKyMeHTaM Pecrry6uiu-
ku KazaxcraH 1o cTabMIbHOCTH HAaYaThl COOTBETCTBYIOIINE HCCICIOBAHHS CTaOMIbHOCTH; IPOAHAIM3HPOBAHbI COOTBETCTBYIOLIHE ITapaMeT-
PBI CTAOMIIBHOCTH HE MEHEe YeM Ha JIBYX ONBITHO-IIPOMBIIUICHHBIX (JUIs OMOIOrHYecKuX (MMMYHOJIOTHYECKUX ) JIEKAPCTBEHHBIX MPENapaToB
— TpeX CepusiX) M IPOMBIIUICHHBIX CEPUSIX; B PACHIOPSIKEHUH 3asBUTEIISI HAXO/ATCS yIOBJISCTBOPUTEIbHBIC PE3YJIbTAThI, 10 MEHbLIEH Me-
pe, 3-Mecs4HOro U3yueHHs1 CTAOMIBHOCTH (U151 OMOIOTHUeCKUX (MMMYHOJIOTHYECKHX ) JIEKapPCTBEHHBIX IPENapaToB — MIECTUMECSYHOTO).
IMoaTBepIKIeHHE TOTO, YTO HCCIICAOBAaHHs OYIyT 3aBEPILICHBI, U YTO €CIIU PEe3yJIbTaThl HE OYAyT YKIIAIbIBATHCA B CIICHU(DUKALUH HIIH TIOTSH-
LHAJIbHO HE YKIIa/IbIBAThCS B CHICM(UKAMN HA KOHELl CPOKA TOJJHOCTH, UX HEMEUICHHO MPEACTABAT YIOJIHOMOYCHHOMY OpraHy Hapsity ¢
IIPeAIaraéMbIM ITAHOM JICHCTBHH.

JlokymeHTamnms

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIMM) pa3eny(paszenaM) I0Che, BKIIFOUas OMHCaHue, MOAPOOHBIN YePTEekK U COCTAB MaTe-
pHasia KOHTeHHepa WM YKYTIOPKH, a TaKkKe IepecMOTp HH(OPMAIMK 0 JISKAPCTBEHHOM IIpernapare.

2. B COOTBETCTBYIOIIMX CIy4asix 00pa3iibl HOBOTO KOHTelHepa (YKyIIOpKH).

3. HpOBeJIeHbI TIOBTOPHBIC BAJINAAIITMOHHBIC UCCIIENOBaHUs CTEPUIIBHBIX IIpEapaToB, IIOABEPTratOLIUXCs TepMI/IHaJTBHOﬁ CTEpUIIN3allUU. B co-
OTBETCTBYIOIIUX ClIydasiX HGOGXOL[I/IMO YKa3aTb HOMEpa cepnﬁ, HCIIOJIb30BAHHBIX B BaIMJJAIIMOHHBIX UCCIICIOBAHUAX.

4. Ilpu u3MeHeHNH CBOOOAHOTO NPOCTPAHCTBA MM OTHOIICHHUS HOBEPXHOCTH K 00beMy ACKIapanusi, 4TO Ha4aThl TpeOyeMble HCCIIEIOBAHUS
CTaOWJIBHOCTH B COOTBETCTBHHU C YCTAHOBJICHHBIMH TPEOOBaHUAMH (C yKa3aHUEM HOMEPOB CEpPHiA); M 4TO (B COOTBETCTBYIOIIMX CIIy4asx) Ha
MOMEHT pean3aluy yBeIOMIeHHs 00 H3MeHeHnH |A Tuna u nogadu yseaomieHus o0 u3meHeHud 1B Tuna B ero pacnopspkeHUH HaXOIsTCs
yJOBJICTBOPUTENBHbIE PE3YJIbTAThl H3YUSHUsI CTAOMIBHOCTH; U YTO UMEIOLIMECs JaHHbIe HE YKa3bIBalOT Ha Kakue-nbo npobiemsl. Heo6xo-
JTUMO TaKKe MPEJCTaBUTh ITOATBEPIKACHIE TOT0, YTO MCCICAOBaHUS OYAyT 3aBEpIICHBI, U YTO €CJIN Pe3yJIbTaThl HE OY/IyT YKJIabIBaThCS B
crenu(pUKaUY WM MOTCHIIHAIBHO HE YKJIAABIBAThCA B CHICHM(UKAINY Ha KOHEI[ CPOKa FOAHOCTH, X HEMEUICHHO IPE/ICTAaBAT YIIOIHOMO-
YEeHHOMY OpraHy Hapsay ¢ IpelaracMbIM IUNTAHOM ACHCTBHIL.

B.I1.n.5 3MeHeHne pa3Mepa yIaKoBKH JIEKapCTBEHHOTO IpenapaTa VYcnosus Tpebyemast nokymeHra- | Bun
us po-

nezy-
jus

a) MI3MeHeHne KoJIM4ecTBa IMHULL JIEKapcTBEHHON (opMbI (HarpuMep, TabIeTok, aM-

IyJ1) B yIIaKOBKE

1. 3MeHeHue yKiabIBaeTCs B 0ONOOPEHHBIH AUaNa30H pa3MepoB YIIaKOBOK 1,2 1,3 IA

2. 3meHeHne He yKJIaJ(bIBaeTCsl B 0J00OPEHHBIH AUaa30H pa3MepoB YIaKOBOK 1,2,3 IB

6) M3menenue pa3mepa (pa3MepoB) YIaKOBKH (YMaKOBOK) 3 1,2 IA

B) M3MeHeHre HOMHHATBHOH Macchl (HOMHHAIBHOTO 00beMa) CTEPHIIbHBIX MHOTOJI03- I

HBIX (WM OZHOJO3HBIX C YACTHYHBIM H3BJICUCHHUEM) TAPEHTEPAIBHBIX JIEKAPCTBEHHBIX
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npenaparoB U OMOJIOrMYECKHUX (MMMYHOJIOTHYECKHUX) MHOTOI03HBIX IapeHTepaIbHbIX
JIEKapCTBEHHBIX NIPENapaToB
r) I3MeHeHne HOMUHAIBHOM Macchl (HOMUHAIBHOTO 00bEMa) HeMapeHTEPAIbHBIX MHO- 1,2,3 IB
TOO3HBIX (WUJIM OJHOJO3HBIX C YACTUYHBIM H3BIE€UEHUEM) JIEKAPCTBEHHBIX MIPENApaToB

Ycnosus

1. HoBsIit pa3mep ynakOBKH COOTBETCTBYET PEXXUMY J03UPOBAHUS U IPOJOIDKUTEILHOCTH JICUCHNUS, YKa3aHHBIM B O0IIEH XapaKTePHCTHKE
JIEKapCTBEHHOT'0 Iperapara.

2. Martepuain nepBUYHON yIIaKOBKU HE U3MEHSETCS.

3. OcraBiuecs (I)OpMBI BBIITYCKa ITO3BOJIAIOT BBIIIOJHUTE PEKOMCHAALINHN 110 JO3UPOBAHUIO U JJIUTCIIbHOCTH JICUCHU S, YKa3aHHBIC B 06111eﬁ
XapaKTEPUCTHUKE JICKAPCTBECHHOTO IIpeIiapara.

JlokyMeHTanus

1. [TonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIIIM) pa3fery(pa3nenaM) Jocke, BKIIIOUYas IEPECMOTP HH(POPMAIHH O JIEKaPCTBEHHOM
npemnapare.

2. O6ocHOBaHMe, YTO HOBAs (OCTAIOLIHMECS) Pa3Mephbl YIAKOBOK COOTBETCTBYIOT PEKHMY JIO3UPOBAHUS U MIPOJIOJDKUTEIILHOCTH JICUCHHS, yKa-
3aHHBIM B 00IIeH XapaKTepUCTHUKE JIEKapCTBEHHOTO MpenapaTa.

3. Jlexnaparusi, 4TO €Cli 0>KMAAeTCs BIMSHUE Ha CTAOMIBHOCTB, COITIACHO COOTBETCTBYIOIIMM YCTAHOBIICHHBIM TPeOOBaHUAM OYIyT Ha4aThl
UCCIICI0BaHUs CTAOUIBHOCTH. JJaHHbIE HEOOXOJUMO HPEACTABUTS (C MpEeUIaracMbIM IUIAHOM ACHCTBHIA), JIUIIb €CIIM OHU HE YKIIaAbIBAIOTCS
B CHEIU(DUKAIHHL.

[Ipumeuanue: Jus B.1L.x.5.8) u r) — ecnu u3MEHEHUE IPUBO-
JIUT K U3MEHEHUIO «JIO3UPOBKIY JIEKApPCTBEHHO-
ro mpemnapara, TO TaKoe U3MEHeHHe TpeOyeT mo-
Jlauy 3asiBJICHUS O PACIIMPEHUN.

B.IL.x. 6 3MeHenune kakoi-in00 cocTassonieii (MepBUYHOI) YIaKOBKH, HETIOCPEI- VYcnoBus Tpebyemas nokymenta- | Bug
CTBEHHO HE COIPHUKACAIOIICHCS ¢ JIEKapCTBEHHBIM IIPEnapaToM (Harpumep, LBET CheM- s po-
HBIX KOJIIIAYKOB, LIBETHBIE KOJOBbIE KOJIbIIA HA aMITyJ1aX, U3MEHEHHE KOJIIa4Ka, 3alllH- neny-
MIAIOIIETO Uy (MCIIONB30BaHUE APYTOro INIACTUKA)) pEI

a) M3MeneHue, 3arparuparoniee HHGpOpMaIHIO O JIEKapCTBEHHOM IIpenapare 1 1 1A

0) M3menenue, He 3aTparuBaroiiee HHHOPMALHIO O JICKapCTBEHHOM Ipenapare 1 1 1A

Vcmosust 1. i3MeHeHNe He 3aTparnBaeT 4acTH YIaKOBOYHOTO MaTepHaa, KOTOPBIC BIMSIOT Ha IOCTaBKy, IPHMEHEHNE, 6E30IaCHOCTD HIIH
CTaGIIBHOCTD JIEKAPCTBEHHOTO Mperapara.

JokymenTarus 1. [TonmpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLIMM) pa3aeny(paszienam) 10che, BKIoUas epecMoTp HH(opManuu o jie-
KapCTBEHHOM IIperiapare.

B.I1.1.7 VI3MeHeHune MocTaBIIMKa KOMIOHEHTOB YIIAKOBKU MJIM YCTPONCTBA (€CIH yKa3a- VYcnosust Tpebyemas nokymenta- | Bug

HO B 10Ch€) st po-
nezmy-
pst

a) Mckmovyenne mocTaBIuKa 1 1 1A

6) 3ameHa min 100aBICHNE TOCTABIIUKA 1,2,3,4 1,2,3 1A

B) JItoO60e u3MeHEHNE TOCTABIIMKOB CIENHCEPOB 103UPOBAHHBIX HHIAIISITOPOB 1I

VYcenosus

1. UckimoueHne KOMIIOHEHTa YIaKOBKU MIIN U3/ICNUSI HEe TIPOMCXO/IMT.
2. KauecTBeHHBIH M KOJINYECTBEHHbIH COCTaB KOMIIOHEHTOB YIAKOBKHU (M3JeHs1) U CIeUPHUKALIMU ICKU3a HE H3MEHSIOTCSL.
3. Cneundukaiu ¥ METO/Ibl KOHTPOJISI Ka4eCTBa, 10 MEHBIICH Mepe, SKBUBAJICHTHBI.

4. MetoJ| CTepHIM3alliK U €€ YCIOBUS HE M3MEHSIOTCS (€CIM TPUMEHHUMO).

JloxymeHTanus
1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIMM) pa3ieiny(pa3aenam) JoChe.

2. HOI[TBCP)KHGHI/Ie peructpallui MEAUIUHCKOTO U3EIINs B Pecny6nm<e KazaxcraH B OTHOLIEHUHU MCIUIIUHCKUX HSHCHHﬁ, TpujiaraéMaIX K
JICKapCTBEHHOMY IIp€rnapary.
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3. CpaBHuTEIbHAS TAOIMIA TEKYIIUX U NPEAIaraeMbix crienudukanuii (eciau NpuMeHUMO).

b.11.1. 8 M3menenue nu3aitHa MapKUPOBKH IIEPBUYHON 1 BTOPHYHON YIIAKOBKH VYcnosus Tpebyemast Bun
JIOKyMEHTa- Tpo-
ust neny-

pbl
1,2 1,2 IA

VYcnoBus
1. KauecTBeHHBIH 1 KOJMYECTBEHHBIN COCTAB KOMIIOHEHTOB YITAKOBKH (M31eHs) U CIeU(UKALIMN 3CKN3a HE U3MEHSFOTCSI.

2. I3meHeHue He TpedyeT OLeHKH 0e30MacHOCTH, KauecTBa 1 3 (PEeKTHBHOCTH U COOTHOIICHUS MOJIb3a-PHUCK JIEKAPCTBEHHOT'O CPe/ICTBa (cIie-
[MaJIM3UPOBAHHAs IKCIIEPTH3A).

JloxymeHTanus
1. ITompaBKa K COOTBETCTBYIOIEMY(COOTBETCTBYIOIINM) pa3ieiy(pa3aenam) J0Che.

2. MakeTbl yIlakoBOK B CTapOM JM3aiiHe.

b.IL. ¢) CrabunbHOCTD

B.IL.e. 1 M3mMeHeHune cpoka roIHOCTH WM YCIIOBUI XpaHEHHUs JiekapCcTBeHHOro nperniaparta | Ycmo- | TpeOGyemas mokymen- | Bup mpore-
BUS Tauys JTypbl

a) CoxpameHI/Ie CpOKa rogHOCTH JICKapCTBECHHOI'O IIperiapaTa

1. Y1akoBaHHOTO B KOMMEPUYECKYIO YIaKOBKY 1 1,2,3 1A
2. Ilocrne nepBOro BCKPBITHS 1 1,2,3 1A
3. Ilocne pa3BeeHUS WM BOCCTAaHOBJICHHS 1 1,2,3 1A

6) YBenuueHue CpOKa rogHOCTH JICKApCTBECHHOI'O IIperiapaTa

1. YakoBaHHOTO B KOMMEPUYECKYIO YIAKOBKY (IIOJTBEP)KACHHOE JAHHBIMH B PEAJIbHOM 1,2,3 1B
BpPEMEHH)

2. I1ocne mepBoro BCKphITHs (MTOATBEPKICHHOE JaHHBIMU B PEAIbHOM BPEMEHH) 1,2,3 1B
3. Ilocne pa3BelieHUst MM BOCCTAHOBIICHUS (IIOATBEPKAEHHOE JAHHBIMH B PEaJIbHOM Bpe- 1,2,3 1B
MEHH)

4. YBenuueHne cpoka roJJHOCTH ITyTEM SKCTPAIOJIALUH JAaHHBIX 110 CTAOMIBHOCTH, HE CO- I

OTBETCTBYyOLIEH MoKymMeHTaM Pecryonuku Kazaxcran (¥)

5. VBenudeHue neproia XpaHeHus! OHOIOrMYeCKOro (MMMYHOJIOTHYECKOT0) JIEKapCTBEH- 1,2,3 1B
HOTO IperapaTa B COOTBETCTBHHU € 0J0OPEHHON MPOrpaMMOil H3y4YeHHs CTaOMIbHOCTH

B) M3MeHeHue ycnoBuil XpaHeHUs] OMOJIOTHYECKUX (MMMYHOJIOTHYECKHX ) JIEKApCTBEH- 11
HBIX MPEapaToB, €CII UCCIICIOBAHHUSI CTAOMIIBHOCTH MPOBE/ICHBI HE B COOTBETCTBHH C Te-
Ky1ieil 0J0OpeHHOM POrpaMMoii H3yueHust CTaOHIBHOCTH

r) I3MeHeHue yclloBUI XpaHEeHHUs JIEKapCTBEHHOTO IpenapaTa il JISKapCTBEHHOTO Ipe- 1,2,3 IB
napara Iocje pa3BefieHus (BOCCTaHOBIICHUST)

1) 3MeHeHne 0100peHHOT0 POTOKOJIA CTAOUIIBHOCTH 1,2 1,4 1A

YcnoBust
1. HenpeBuACHHBIX CUTYAIMsIX, BOSHUKIIHMX B XO/I€ IPOU3BOACTBA, MIIH U3MEHEHHS CTAOMIBHOCTH M3MEHEHHE HE OCYILECTBILSIETCS

2. VI3MeHeHust He IPUBOAAT K PACHIMPEHUIO KPUTEPUEB IPUEMIIEMOCTH UCIBITYEMbIX APaMeTPOB, HCKIFOYSHHIO TTapaMeTpa CTaOMIbHOCTH,
WM CHUKEHMIO YaCTOThI UCIIBITAHUH.

JloxymeHTauus

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOLIMM) pa3zieny(pasaenaM) qocke. OHa coepikaTh Pe3yIbTaThl COOTBETCTBYFOIMX UCCIIE-
JIOBaHUi CTaOMIBHOCTH B pealbHOM BpeMeHH (OXBATHIBAIOLIUX BECh CPOK TOJJHOCTH), IIPOBEACHHBIX COTJIACHO COOTBETCTBYIOIIUM JIOKYMEH-
tam PK, o MeHb1Ieii Mepe, Ha ABYX OIBITHO-IIPOMBIIIICHHBIX cepusix(1l) JekapcTBEHHOTO Mpernapara, yIakOBaHHOTO C HOMOIIBIO 3aper-
CTPHUPOBAHHOTO YIIAKOBOYHOTO MaTepHaia v (M) COOTBETCTBEHHO MOCIIE IEPBOrO BCKPBITHS IJIH Pa3BEACHHUS; B COOTBETCTBYIOIIHX CITyda-
SIX HEOOXOAMMO MPEICTABUTH PE3yIbTATHl MUKPOOHOIOTHICCKUX UCIIBITAHMI.
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2. IlepecmoTpeHHas uHGOpPMALHUS O JISKAPCTBEHHOM IIpernapare.

3. Konnu YTBEPKACHHBIX CHCHI/I(i)I/IKaI_H/II‘/’I Ha KOHCIL[ CpOKa roAHOCTH U, €CJIU IIPUMEHUMO, cneumbmcaunn TI0CJIC pa3BEACHUS (BOCCTaHOBJ’IG-
HI/IS[) HWJIN TIOCJIC IEPBOT'O BCKPBITHUS.

4. OGoCcHOBaHHKE NpeUIaraeMbIX H3MEHEHHH .

(*) llpumeuanue: B otHOmEHNN 610I0THYECKOro (MMMYHOJIOTH-
YECKOro) JIEKapCTBEHHOTO Ipernapara KcTpa-
HOJISIIUS HETTPUMEHHMA.

€8} IIpu Hanu4yKMu 00s3aTENBHCTBA IPOBEPUTH CPOK
TOIHOCTH Ha TPOMBILIJICHHBIX CEPUIX TOIYCTH-

MBI OIIBITHO-IIPOMBIIIJICHHBIC CEPUH.

B.11. ) [IpoekTHOE MoJjie ¥ MPOTOKOJI MOCTPETUCTPAIIMOHHBIX U3MEHEHUM

B.Il.x. 1 BBeaeHue HOBOTO MPOEKTHOTO MOJIS MM PACHIMPEHHE 0A00PEHHOr0 MIPOSKTHOTO MOJIs JIeKap- VYemo- | Tpebye- Bun
CTBEHHOTO Mpernapara (3a HCKII0YeHHeM OHOJIOTHYECKOro), 3aTpariBaromiee: BUS Mast JIOKy- po-
MEHTalus 1e-
Aypel
a) OaHy wiH 0oJiee OTACNBHBIC ONEpalliy TIPOIlecca MIPOU3BOACTBA JICKapCTBEHHOT'O Hperapara, BKIoJas 1,2,3 1I

COOTBETCTBYIOIINE BHYTPUIIPONU3BOICTBEHHBIE KOHTPOJIN U (I/I.]'[I/I) AHAJTUTHYICCKHUEC MCTOJUKHU

0) AHAIUTHYECKHUE METOAUKH IJIsl BCIIOMOTATENbHBIX BELIECTB (IPOMEKYTOYHBIX IPOAYKTOB) U (HJIN) JIe- 1,2,3 11
KapCTBEHHOT0 Tperapara

JloxymeHTauus

1. Pe3ysbTaThl HCCIIeNOBaHMIT pa3paboTKH mpenapaTa U mpoiecca (BKIFYast OLEHKY PUCKOB 1 MHOTOMEPHBIC HCCIIEIOBAHHS COOTBETCTBEH-
HO), MMOJTBEPIKAAIOLIHE TO, YTO JOCTUTHYTO LEIOCTHOS MEXAaHUCTHUECKOE TOHMMAHKE ITOKa3aTeNeli KayecTBa MaTepHaoB H apaMeTpOB
npolecca Ha KPUTHYECKHE MapaMeTphbl KadyecTBa JICKapCTBEHHOTO Iperapara.

2. Onucanue TIIPOCKTHOT'O IIOJISI B TaOJIMYIHOM BUJIC, BKIIIOYas IICPEMCHHBIC (CBOﬁCTBa MaTepUaJioB U IapaMeTphl Iporecca HpOI/I3BOIICTBa) n
UX IpeajaracMbI€ JUuamna3oHbl.

3. IlonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYOIIMM) pa3aeny(pa3aenam) 10Che.

B.11.x. 2 BBeaeHne mocTperucTpaioHHOr0 IPOTOKOJIA YIIPaBICHHUS U3MEHEHHUSMU, 3aTParuBalOINMU Jie- VYemo- | Tpebye- Bun
KapCTBEHHBIH Npernapar BUSI Mas JI0Ky- po-
MEHTalus 1e-
IypBbI
1,2,3 1I

Joxymenranus 1. [TonpobHoe onucanue npepiaraeMoro u3Menenust. 2. [IpoTokon ynpasieHust ”3MEHEHHSMH, 3aTparMBarolIMMH JIeKap-
cTBeHHBII npenapar. 3. [lonpaBka kK COOTBETCTBYIOMIEMY(COOTBETCTBYIOIINM) pa3ieiry(pa3aenaM) JOChe.

B.I1.x. 3 UckioueHne yTBepkKEHHOIO IPOTOKOJIA YIIPABICHUS U3MEHEHUAMH, 3aTparuBarolUMH JIeKap- Veno- | Tpebye- Bun
CTBEHHBII IIpenapar BHA Masi TOKy- po-
MEHTalHs e-
Iy pbl
1 1 1A
Ycnosus

1. Uckirouenune TIOCTPETUCTPALTMOHHOI'O IIPOTOKOJIA YIIPABJICHUSA U3MCHCHUSIMHU, 3aTparuBaronimMu J'[eKapCTBeHHBIﬁ npenapar, HE ABJIACTCS
CJIEACTBHUEM HEIIPEABUICHHBIX CI/ITyaHI/Iﬁ NI HECCOOTBETCTBUS CHCI_[I/I(I)I/IKaLII/II/I B X0/J1€ BBCIACHUA H3M€HeHHﬁ, OIIMCAHHBIX B ITPOTOKOJIC, U HU-
KaK HC BJIMSCT HA YTBCPIKACHHBIC CBEICHHUS, BKIIIOUCHHBIC B JOCHE.

Joxymenranus 1. O60CHOBaHHUE NPEIaAraeMOro HCKITIOUSHUS. 2.

B.I1.x. 4 VI3MeHeHNs yTBEpKACHHOTO MMPOTOKOJIA YIIPABICHHUS H3MEHECHUAMH VYeno- | Tpebye- Bug
BHSA Masi JOKY- po-
MEHTaIHs 1e-
Iy pbl

a) 3HaYMMbIe U3MEHEHHS TIIPOTOKOJIAa YIIPAaBJICHUSA U3MCHCHUSAMU 11
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0) HesnauumMble n3MeHeHHs IPOTOKOJIA YIIPABICHHS U3MEHEHUSIMH, KOTOPbIE HE U3MEHSIOT CTPATEeruto, 1 1B

ONNMCAHHYIO B IIPOTOKOJIC

,[LOKyMCHTaI_II/ISI 1. )leKnapauHsI, 4TO JII000C N3MEHEHUE YKIIaabIBa€TCs B AUAIIa30H HCﬁCTByIOLHHX YTBEPKACHHBIX KPUTEPUCB IPUEMIIEMO-
ctu. [Tomumo 9TOro, ACKIapanuys, 9To B OTHOIICHUN OHOJIOTHYECKIX (I/IMMyHOJ'IOI‘I/I'-ICCKI/IX) JICKapCTBCHHBIX IIPCIIapaToOB HE Tpe6yeTc;1 OLICH-
Ka COITOCTaBUMOCTH.

B.IL.x. 5 Peanu3anus uaMeHeHNH, IPeTyCMOTPEHHBIX YTBEPKICHHBIM MTPOTOKOJIOM YIPABICHUS H3MEHE- VYemo- | Tpebye- Bun
HUAMH BUSI Masi JI0Ky- po-
MEHTalUs 1ie-
Aypsl
a) Peanmm3anus n3meHeHus He TpeOyeT TOMOTHUTEIBHBIX BCIIOMOTaTEIbHBIX JaHHBIX 1 1,2,4 1A
0) Peanuzarnust u3sMeHeHNs TPEOYET JOOIHUTEIFHBIX BCIIOMOTATEIbHBIX JaHHBIX 1,2,3,4 IB
B) Peanm3anms m3MeHeHNs OHOJIOTHYECKOTO (MMMYHOJIOTHYECKOT0) JIEKApCTBEHHOTO IIpenapara 1,2,3,4,5 | IB

Ycnosus 1. Hpe;{nomeHHoe HU3MEHCHHUEC OCYLIECTBIICHO B ITIOJTHOM COOTBETCTBUU C YTBEPIKACHHBIM ITPOTOKOJIOM YIIPABJICHUS U3MEHCHUSIMU,
Tpe6y10mee HEMEJICHHOI'O YBCAOMIICHUS IIOCJIC €r0 pealn3alu.

JlokymeHTanus
1. Ccblika Ha YTBEpsKACHHBIH IIPOTOKOJ YIIPABICHUS H3MCHEHHSMH.

2. Jlexnapariys, 4To U3MEHEHHE COOTBETCTBYET YTBEPKIACHHOMY MPOTOKOJY yIPABICHUS N3MEHEHHAMH U YTO PE3yJIbTaThl HCCIECOBAHUS
YIIOBJIETBOPSIIOT KPUTEPHUSIM IIPUEMIIEMOCTH, OTOBOPEHHBIE B IIPOTOKOJIE. [TOMUMO 3TOr0, IeKIapalys TOro, 4To B OTHOLIEHUH OMOJIOTHYe-
CKHMX (MMMYHOJIOTHUYECKHX ) JIEKAPCTBEHHBIX IPENapaToB HEe TPEOyeTCs OLEHKA COMOCTABUMOCTH.

3. Pe3ysbTarhl HCCIIEA0BaHUH, IPOBEICHHBIX B COOTBETCTBUH C YTBEPKICHHBIM POTOKOJIOM YIIPABICHHs H3MCHEHHUSIMU.
4. INompaBka K COOTBETCTBYIONIEMY(COOTBETCTBYIOIINM) pa3zeiry(pasaenam) J0Che.

5. Konus yTBepKACHHBIX crieu(HKanyii Ha ICKapCTBEHHBIN Ipenapat.

b.11. 3 be3onmacHOCTh B OTHOIIEHUH IOCTOPOHHHUX ar€HTOB

B.11.3.1 O6HoBnenne napopmanmu «OrneHka 6e30acHOCTH OTHOCUTEIBHO MOCTOPOHHHUX areH- VYeno- | Tpebyemas no- Bun
TOB» (pazzaen 3.2.A.2 perucTpaloHHOTO JOChE) BUS KyMEHTaLus npore-

IIypbI
a) HccnenoBanus, 3aTparuparolnie poU3BOICTBEHHbIC STAIlbl, H3yYEHHBIE BIICPBBIC HA IPEIMET I

OJHOT'O HJIN 6omee IIOCTOPOHHHUX arcHTOB

6) 3ameHa yCTapeBUINX HCCHGHOB&HHﬁ, 3aTparuBaromuX Mporu3BOACTBECHHBIC dTAIlbl U ITIOCTOPOH-
HHE arcHThl, paHEEC BKIIFOUYCHHBIC B JOCHC

1. c U3MEHEHNEM OLICHKH PUCKOB II
2. 6e3 U3MEHEHHS OLICHKU PHCKOB 1,2,3 1B
JloxymeHTanus

1. ITompaBka K cOOTBETCTBYIOIIEMY(COOTBETCTBYIOLIMM) pasaeiny(pa3zesaM) 10cke, BKIIIOUas BBEACHHE HOBBIX UCCIIECI0BAaHUMN, HaIIPaBJIeH-
HBIX Ha U3y4YECHUE CIIOCOOHOCTH MPOU3BOJICTBEHHBIX 3TAllOB HHAKTUBUPOBATH (3JIMMHUHUAPOBATH) IOCTOPOHHKE arcHTHI.

2. O60CcHOBaHNE TOTO, YTO MCCIEIO0BAHUS HE H3MEHSIOT OLIEHKY PUCKOB.

3. [lompaska k nHGOpPMALUH 0 JIEKAPCTBEHHOM IIpernapare (€ciu MPUMEHUMO).

B.IIT Ceprudukar coorserctBusi EBponeiickoit @apmakornee (CEP) (pu
Hamuuun) (TTD, craten)

B.111.1 Tlogaya HOBOTO MM OOHOBJIEHHOTO cepTudUKaTa cooTBeTCTBUsI EBponeiickoit @apmakornee Ui HCKIIIO- Veno- | Tpeby- | Bun

4yeHHe cepTudukara coorBeTcTBUs EBponeiickoil dapmakomnee BUSI emast npo-
JIOKY- e-
MeHTa- | Iy-
st pHI

Ha dapmaneBtuyeckyro cyocrannuto Ha ncxonHplit Mmatepuan (peakTHB, IPOMEKYTOUYHBIN MPOAYKT), UCIIOJIb-
3yeMBIil B Ipoliece NPOU3BOACTBA (hapMaleBTHYECKO! cyOcTaHnK Ha BcrioMoraTesibHOE BEIECTBO
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a) Cepruduxkar coorBerctBust EBpomneiickoit @apmakomnee cooTBeTcTByomLIei ctathe EBponetickoii dapmako-
neu
1. HoBslit cepTudUKaT OT paHee 0J00PEHHOTO TPOM3BOAUTEIS 1,2, 1,2,3, 1A
3,4, 4,5
5,06,
9,10
2. OGHOBIIEHHBIH cepTU(UKAT OT paHEee 0JOOPESHHOTO IIPON3BOIUTEIIS 1,2, 1,2,3, 1A
3,4, 4,5
6,10
3. HoBslii cepTrdUKAT OT HOBOTO MPOU3BOAMUTENS (3aMEeHA WK 100aBICHIE) 1,2, 1,2,3, 1A
3,4, 4,5
5,06,
9,10
4. UckmoueHue cepTH(HHUKATOB (€CIIH K MaTepHaTy IPUIarallich HECKOIBKO CePTH(HIKATOB) 8,10 3 1A
5. HoBelit cepTudukar Ha HECTEPUIBHYIO aKTUBHYIO (hapMaLeBTUUECKYIO CyOCTaHIIMIO, OIEKAIY O UCIIONb- 1, 2,3, 1B
30BaHUIO B CTCPIIIBHOM JICKAPCTBEHHOM Iperapare, Y UCIIOIb30BAHHHU BOABI Ha IIOCICHEM JTalle CHHTE3a, a 4,5
B OTHOLICHUM MaTepuaja He 3asBJICHO OTCYTCTBUE B HEM SHIOTOKCHHOB
6) Ceprudukar coorserctust EBporneiickoit ®apmakoren o TI'D Ha akTHBHYIO (hapMalieBTUIECKy0 CyOCcTaH-
1110 (MCXOJHBIH MaTepHall, peaKTUB, IPOMEKYTOUHBIH IPOAYKT) BCTIOMOTaTeIbHOE BEIECTBO
1. HoBslil cepTHdUKAT Ha aKTHBHYO (DapMalleBTHYECKYHO CyOCTaHIIMIO OT HOBOT'O MJIM paHee 0J00peHHoro mpo- | 3,5, 1,2,3, 1A
HU3BOJIUTENS 9,10 4,5
2. HoBelit cepTudukar Ha GapmManeBTHIECKyI0 CyOCTaHIHUIO (MCXOAHBIH MaTepua, peakTHB, IPOMEKYTOUHBIH 3,6, 1,2,3, 1A
IIPOJIYKT) BCHOMOT'aTeJIbHOE BEIIECTBO OT HOBOT'O WIIM paHee 000pEHHOT0 MPOU3BOIUTEIS 7,10 4,5
3. OGHOBIIEHHBIH cepTH(UKAT OT paHee 0JJ0OPEHHOTO IIPON3BOIUTEIIS 7,10 1,2,3, IA
4,5
4. Uckmouenue cepTH(HHUKATOB (€CIIH K MaTepHaTy IIPUIaralich HECKOIBKO CepTH(IKATOB) 8,10 3 1A
5. HoBelit (0OHOBIICHHEIH) cepTU(HUKAT OT paHee 0J0OPEHHOTO (HOBOTO) IIPOU3BOIHUTEIS, HCIIOIB3YIONIEro Ma- II
TepHabl YeTOBEUECKOTO MIIH )KHBOTHOTO IIPOUCXOXK/ICHHUS, B OTHOIIEHUH KOTOPHIX TpeOyeTcs OleHKa Ha Ipe]-
MET pUCKa IIOTEHIHAIbHON KOHTaMHHAIIMY OCTOPOHHUMU areHTaMU

VYcnoBus
1. Crierudpmkary Ha BBIITYCK M Ha KOHEI[ CPOKa TOJHOCTH JIEKAPCTBEHHOTO Mpernapara He N3MEHSFOTCSI.

2. HensmeHeHHble (MCKIIIOYAs y)KecTOueHUE) ononHuTensHblie (k ['ocynaperennoit dapmakonee Pecriyonuku Kazaxcran) cienudukanuu
Ha IIpUMecH (MCKJIIoUasi OCTaTOYHbIE PACTBOPUTENH, IPH YCIIOBUH X COOTBETCTBHs TpeboBanusaM PecryOnuku KazaxcraH) npogyKr-crenu-
(maHBIe TpeOOBaHUS (HaIpUMep, IPO(PUIH pa3MepOB YacTHL, TOTUMOPGHEIE (OPMBI), €CIH IPIMEHHMO.

3. [pomecc MPOM3BOACTBA aKTHBHOMU (hapMaIleBTHIECKO# CyOCTaHIIMHI, HCXOTHOTO MaTepHaa (peakTiBa, MPOMEXYTOYHOTO TIPOIYKTa) He
BKJIFOYACT UCIIOB30BAHNE MATEPHAIIOB YEIOBEUYECKOTO MU KUBOTHOTO POHCXOXKACHHS, ISl KOTOPBIX TPEOyeTCs IPOaHaIH3UPOBATh IaH-
HBIE O BUPYCHOI 0€30MacHOCTH.

4. Mcmo4nTenbHO ISl aKTUBHOM (hapMalleBTHYEeCKOW CyOCTaHIMU: OHa Oy/IeT UCTIBITaHa HEMIOCPEACTBEHHO Tepe]] NCIIOJIb30BaHHEM, ECITH
[IepUO/ HOBTOPHOTO MCIBITAHUS HE BKIIIOUCH B CEPTU(HKAT cOOTBETCTBUs EBpomneiickoit ®apmakoree nin JaHHBIE, 000CHOBBIBAIOIINE [IEPH-
0J1 TIOBTOPHOT'O HCIIBITAaHHS, Y)K€ HE BKJIIOYEHBI B JOChE.

5. AxtuBHas (apMareBTHUCCKas CyOCTaHINS (MCXOJHBIA MaTepHall, peaKTHB, IPOMEKYTOUHBIH IPOTYKT) BCIIOMOTaTEIbHOE BEIECTBO
HECTEPUIIBHBI.

6. PacturenbsHbie hapmalieBTHYECKUE CyOCTaHIIMU: COCOO MPOU3BOICTBA, (PU3NIECKOE COCTOSIHIE, SKCTPArupPYOLIU paCTBOPUTEIb U KOI(-
(DULHEHT SKCTPAKIMHU JICKAPCTBEHHOTO CPEJICTBA HE M3MEHSIOTCSL.

7. Eciut cocTaBe JIEKapCTBEHHOTO ITperapaTa Uisl ITIapeHTEPaIbHOrO BBEACHNUS HCIIONB3YETCS JKENaTHH, IIPOU3BEACHHbIN U3 KOCTEH, ero mpo-
W3BOJICTBO OCYILIECTBISIETCS HCKIIIOUUTENILHO B COOTBETCTBHH C TPEOOBAHUSMH COOTBETCTBYIOIICH CTPAHBL.

8. B nocee ocraercs, mo MeHbpLIEH Mepe, OUH MPOU3BOAUTENH ATOH CYyOCTaHINH.

9. Eciit akTHBHAS (hapMalieBTHYECKasi CyOCTaHINs HECTEPUIIbHA, HO GYIeT UCIIOIb30BaThCS B COCTABE CTEPHIIBHOTO JICKAPCTBEHHOTO TIPEIIa-
parta, Toraa, B coorBercTBin ¢ CEP, Ha mocneaHeM atare CHHTE3a HENb3sl HCIOMB30BaTh BOLY UITH, €CJIH TAKOE MPOMCXOIHUT, HEOOXOAUMO
00ecrednuTh OTCYTCTBUE OaKTEpUAIbHBIX SHIOTOKCHHOB B aKTHBHOM (hapMalleBTUYECKON CyOCTaHIIMH.
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10. 3meHeHue He Tpe6yeT OLICHKHU 6e30nacx—locm, Ka4yeCcTBa U 3(1)(1JCKTHBHOCTI/I 1 COOTHOILICHUS I10JIb3a-pPUCK JICKAPCTBEHHOI'O CPEACTBA
(CHCLII/IaJ'II/I3I/Ip0BaHHa$I 3KCHepTI/I3a),

JloxyMeHTanus
1. Konus nefictByromero (OOHOBICHHOr0) cepTudukaTa cooTBeTcTBUsI EBponeiickoit ®apmakoriee.

2. IIpu mo6aBneHN NIPOU3BOACTBEHHOI! ITOMAAKH — B (pOpPME 3asBICHHSA O BHCCCHIH W3MEHEHHUI HEOOX0IIMO YeTKO 0003HAUUTh «3aperu-
CTPUPOBAHHBIX» U IIPEIIaraeMbIX» IPOU3BOAUTENEH, KaK yKa3aHO B paszelie 2.5 hopMsbl 3asBICHU.

3. IlonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYOLIMM) pa3iey(pa3ienam) 10Che.

4. Ecnu npuMeHNMO, TOKYMEHT, COJICpIKaIllUi CBE/ICHUS O BCEX MaTepualax, BXOAsIIuX B cdhepy MpUMEHeHHs cTaTbu [ ocy1apcTBeHHON
®dapmakorniee Pecrrydnukn Kasaxcran mo MEHUMHU3AIMK pUCKa TIepejadyl areHTOB I'y04yaToi sHIeaonaTiy >KUBOTHBIX ITOCPEICTBOM JIeKap-
CTBEHHBIX MPEHapaToB IJIsi MEAUIIMHCKOTO U BETEPUHAPHOTO IPHMEHEHUSI, BKIIFOUYAsl HCIIOJIb3YEeMBbIe B IIPOM3BOJICTBE AKTHBHBIC (hapMalleBTH-
4eCcKo# cyOcTaHIMH (BCIIOMOTaTeIbHOT0 BenecTBa). [Iist KayKI0ro Takoro pojia MaTepraita HeoO0X0JUMO MPEACTABUTH CIIETYIOIIHE CBe/ie-
HUS: Ha3BaHHE MPOM3BOIUTENS; BH]I )KUBOTHBIX M TKaHHU, U3 KOTOPBIX MOJyYeH MaTepuall; CTpaHa MPOUCXOKICHHUS )KUBOTHBIX U €T0 UCTIONb-
30BaHHUE.

5. B oTHOILIIEHHH aKTHBHOM (hapMareBTHUeCKON CyOCTaHIMK: AeKIapanust YIOJIHOMOUYSHHOTO JIHIA KAKI0T0 JHIEH3UPOBAHHOTO TIPOU3BOIH-
TeJIs, yKa3aHHOTO B 3asIBJICHUH, HCIIOIB3YIONIEro akKTUBHYIO (hapMalleBTHUECKYIO CyOCTaHIHIO B KAYECTBE HCXOJHOTO MaTepHaa, U yIoJIHO-
MOYEHHOT'0 JIUIIA Ka)JJOT0 JINIIEH3UPOBAHHOTO POU3BOAUTEIIS, YKA3aHHOTO B 3asBJICHHH B KaUeCTBE OTBETCTBEHHOTO 3a BBITYCK cepuii. B
JIeKIIapaIusax He0OX0MMMO YKa3aTh, YTO IPOU3BOAUTENb(IIPON3BOANTENN) aKTHBHOH (hapMalleBTUUECKOH cyOCTaHIUN, yKa3aHHbIH(yKa3aH-
HbIE) B 3asIBJICHHUH, OCYILECTBISIET(OCYILECTBISIOT) CBOO ASSTENILHOCTD B COOTBETCTBHH ¢ [IpaBuiaMu Hasexalei npou3BoCTBEHHOM
npaktuky PecryOnku Kasaxcrad B OTHOIICHHH HCXOJHBIX MaTepualioB. [Ipy onpeesieHHbIX 00CTOSITEILCTBAX A0MYCKAETCs IPEICTABIIATh
OIIHY JieKapanuio (cM. mpumedanue K n3menenuto b.11.6.1). Ecim 3arparuBatorcst kakue-i1m00 0OHOBIICHHS CEPTU(HUKATOB Ha aKTHBHBIC
(hapmarieBTHUECKHE CYOCTaHIIMK M IIPOMEXKYTOUHBIC IPOAYKTHI, OT IPOU3BOAUTEINEH IPOMEKYTOUHBIX MPOLYKTOB TaKxkKe TpeOyeTcs Iekiapa-
LS YIIOJTHOMOYEHHOTO JIMIA; IeKJIapalys YIIOJTHOMOYEHHOTO JIMIA Hy)KHa, JIUIIb €CIIH 110 CPABHEHUIO C PaHee 3aperHCTPHPOBAHHON BepCH-
eif ceprudukara uMeeTcs N3MEHEHHe AEHCTBYIONIMX, BKIIOYEHHBIX B IEpeYeHb NPOU3BOICTBEHHBIX IIIOLIAI0K.

B.I11.2 Usmenenus B uensx coorBerctBust ['ocynapcrBenHoit ®@apmakomnee Pecnyonuku Kasaxcran VYemo- | Tpeby- | Bun
BUS emast po-

JIOKY- 1e-

MeHTa- | Aay-

s jU3

a) 3menenue crnienmdukanuy (cnenudukanuii) panee HehapMakoneHHOH CyOCTaHIIMHU B IENSX COOTBETCTBUS
T'ocynapcreennoii ®apmakonee Pecriyonuku Kazaxcran

1. AxTuBHO# (hapMarieBTHUECKOI CyOCTaHIINU 1,2, 1,2, 3, 1A
3,4, 4
5

2. BcriomoraTesbHOTO BelecTBa (MCXOIHOrO MaTepHaa) akTHBHOTO (hapMalieBTHYECKON CyOCTaHIINU 1,2, 1,2,3, 1A
4 4

0) M3mMeHeHus B LIeNsIX COOTBETCTBHSI OOHOBIICHHON COOTBETCTBYIOLIEH cTaThe ["ocynapcrBennoi dapmakornee 1,2, 1,2,3, 1A

Pecny6mmkn Kasaxcran 4,5 4

B) M3meHenne crnerudukanuii ¢ I'ocynapcrsenHoi ®apmakonee Pecrryonuku Kasaxcran 1,4, 1,2,3, 1A
5 4

VYcnous

1. I3MeHeHue oCyIecTBISIeTCSl MCKIIIOUUTENBHO B LIEISIX OJIHOTO COOTBETCTBUS (hapmakoriee. Bee ucnbiTanus B cienuduKaniy cooTBeT-
CTBYeT (hapMaKONeHHOMY CTaHAAPTY MOCJIE U3MEHEHHUS, 32 UCKIIIOUSHUEM JIOOBbIX JIOTMOJHUTEIBHBIX BCIIOMOTaTEIbHBIX HCTIBITAHUI.

2. JlononHUTENBHBIE K (hapMaKoriee crennprKalul Ha IPOyKT-clieln(pUUHbIC CBOWCTBA HE M3MEHSIOTCS (HarpuMmep, NpoQuin pa3MepoB
YacTull, mosuMopHas popMa WiH, K IpUMepy, OHOJIOTHYECKHE METOANKH, arperarsl).

3. 3HauMMble H3MEHEHHS KaYeCTBEHHOTO U KOJIMYECTBEHHOTO Npoduieii mpruMeceil OTCYTCTBYIOT (32 HCKIIIOUEHUEM Y)KECTOUCHUS CreupH-
Kanui).

4. JlononHuUTeNbHAS BATUAIMS HOBOM MITM M3MEHEHHOHN (papMaKoIeitHOW METOUKH He TpeOyeTcs.

5. PacrurensHbie hapmaleBTHYECKUE CyOCTaHIIMU: CIOCOO MPOU3BO/ICTBA, (PU3NIECKOE COCTOSHUE, IKCTPAreHT 1 KO3(D(GHUIMEHT 3KCTPAKIHH
JIEKapCTBEHHOTO CPEICTBA HE M3MEHSIOTCS.

JloxymeHTauus

1. ITonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIMM) pa3ieiny(pasenam) JOChe.
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2. CpaBHHTENIbHAS Ta0JIUIIA TEKYIMX U IpeUIaracMbIX crielu(UuKanyii.

3. JlanHble aHaM3a cepuii (B GopMaTe CpaBHUTENBHOI TaONHUIBI), IO MEHBIIEH Mepe, ABYX IIPOMBIIIICHHEIX CEPHil COOTBETCTBYIOIICH Cy0-
CTaHIIMH (BEIIECTBA) II0 BCEM HCIIBITAHUAM HOBOH CIIeNU(UKAIINY H, JOIOIHUATEIIBHO, €CIIH IPUMEHUMO, PE3yJIbTaThl TECTa CPABHUTEIIBHOH
KUHETHKHU PACTBOPEHMS, 110 MEHBILEH MEPE, OHOI OIBITHO-ITPOMBIILIEHHOH CEPUU JEKapCTBEHHOIO NpenapaTa. B oTHOLIEHNH 1eKapCTBEH-
HBIX PACTUTENBHBIX MIPENApaToB JOCTATOUHbI JaHHBIE CPABHUTENILHON PACIagaeMOCTH.

4. TanHble, HOATBEPKAAIOLINE IPUTOAHOCTD CTATHU U1 KOHTPOJIS Ka4ecTBa CyOCTaHIMH, HAPHMED, CPaBHEHHE MOTCHIHAIBHBIX IPHUMeceit
C IIpEMEYaHHEM ITPO3PAYHOCTH CTaThH (transparencynoteofthemonograph).

b. IV Menuimackue usaenus

B.IV.1 V3meHeHne n3MepsIomero n3Aeus WM U3EIHs A1 BBEACHUS VcnoBus Tpebyemast noKyMeHTaIHs Bun npouenypst

a) JlobaBieHne Wiy 3aMeHa U3/ICNUsI, HE SBISIONIETOCS YacThIO IePBHY-
HOM yITaKOBKH

1. MeauumHCKe U3enus, 3apeructpupoBanisie B PK 1,2,3,5, 1,2,3 1A

2. Creiicepsl JO3UPYIOUINX HHTAISATOPOB WIH APYroro yCTPOUCTBa, KOTO- 11
Ppble OKa3bIBAET CYIIECTBEHHOE BIMSHUE HA JTOCTABKY (hapMalieBTHUE-
CKOM cyOcTaHIMHM TpernapaTa (Hanpumep, HeOynaiizep)

0) Vckirouenue uznenus 4 1,4 IA
B) /loGaBiieHue WM 3aMEHA M3IEITUS, SBIISIOIETOCS YaCThIO IIEPBUYHON II
YIIaKOBKH

Ycnosus

1. IlpeanaraemMoe n3MepsIoOIIee U3AeIie TOYHO OTMEPHUBAET HEOOXOIUMYIO 03y PaCCMaTpUBAEMOTO JISKAPCTBEHHOTO Mperapara COriacHo
0J00peHHOMY cIOCO0Y IPUMEHEHHS, IPEICTABIISIET PE3yIbTaThl TAKMX UCCIIEIOBAHUMI.

2. HoBoe u3zenyie COBMECTHUMO C JIEKapCTBEHHBIM IIPETIapaToOM.

3. I3MeHeHue He NPUBOANTCS K 3HAYMMOMY U3MEHEHMIO HH(OPMaLUK O JISKApCTBEHHOM IIpernapare.
4. JlekapCTBEHHBIH ITpenapar MOXXHO IPOJ0JKATh TOYHO JJO3UPOBATE.

5. MeauuuHcKoe U3/ie1e He UCIO0NIB3YeTCs B KaUeCTBE PACTBOPUTEIS JISKAPCTBEHHOTO IIperapara.

6. Ecin IpeaycMoTpeHa U3MEpUTCIIbHAsL (byHKLII/IH, OHa BKJIKOYACTCA B JOCHEEC TAKOI'O U3ICIIN.

JloxyMeHTanus

1. IlonpaBka K COOTBETCTBYIOIIEMY(COOTBETCTBYIOIINM) pa3zieiry(pa3enaM) J0Che, BKJII0Yas IIOAPOOHBII 3CKU3 U COCTAaB MaTepHaa u3Je-
1M ¥ HOCTABIIMKA, €CIM MIPHMEHHMO, a TAKXKe COOTBETCTBYIOLINH TepecMOTp HH(BOPMALUH O JIEKapCTBEHHOM IIperapare.

2. IloaTBepKACHUE PErHCTPAIMU MEAUIIMHCKOTO n3aenus B Pecnyonuke Kazaxcran.
3. OOpa3iBl HOBOTO U3/EIHS, €CIH IPUMEHUMO.

4. O60CcHOBaHUE UCKITFOYECHUS U3EIIHS.

[Ipumeuanue: Jns B.IV.1.B) — eciu U3MEHEHHE IPUBOJUT K «0Opa30BaHHIO
HOBOI JIEKapCTBEHHOH (pOpMBI», TO TaKOE H3MEHEHHE TpeOyeT
[I0J1a4H1 3as1BICHUS O PACHIMPEHUH PETUCTPALIUN.

b. V BHecenus u3MEHEHH B pEruCTpallMOHHOE JJOChe, 00YCIOBJIEHHbBIE HHBIMU
PErYyJIATOPHBIMU ITPOLIEAYPAMHU

B.V. a) M®IT (M®BA)

b.V.a.l Brirouenue HOBOro, 0GHOBJICHHOTO HIIH UCTIPABICHHOTO MacTep-(aiiia mia3mMbl B perHCTpaloH- VYeno- | Tpebye- Bun
HOE JI0ChE JIEKapCTBEHHOTO npenapata (rmpouexypa M®II 2-ro srama) BHSA Mas JoKy- | Tpo-
MeHTanus | 1e-

pbl

a) [lepBoe BKIIOUECHHE HOBOIO MacTep-(aiiia ria3mbl, BIMSIOIIETO Ha CBOICTBA JICKAPCTBEHHOT'O TIperapara I
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0) IlepBoe BriIIOUEHHE HOBOTO MacTep-(haiiia mia3Mpl, He BIMSIOLIETO Ha CBOMCTBA JICKAPCTBEHHOT'O Ipera- 1,2,3,4 IB
para
B) BruttoueHre 0OHOBICHHOTO (MCIPABICHHOT0) MacTep-(aiisa rmia3Mpl: K3MEHEHHUS BIHSIOT HA CBOMCTBA 1,2,3,4 1B
JIEKapCTBEHHOT'O Ipernapara
r) BrirroueHne 0OGHOBIIEHHOTO (MCIPaBICHHOT0) MacTep-(aiiia MmIa3Mbl: U3MCHEHHUs HE BIIUSIOT Ha CBOM- 1 1,2,3,4 1A
CTBa JICKAPCTBEHHOTI'0 Iperapara

VYcnosust 1. Ha oOHoBieHHbIH 1ian u3MeneHHbI M®IT BbinaH cepTudukar cooTBeTCTBUS 3aKoHOAaTeNbeTBY Pecriy6nukn Kazaxcran.

JloxymMeHTanus

1. llexnapauus, uto cepruduxar MPII 1 skcriepTHBII OTYET MOJHOCTHIO IPUMEHHMBI K 3aperHCTPUPOBAHHOMY JICKAPCTBEHHOMY IIpernapary,
neprkarens MOII nmpexcraBui aepxatento PY (eciu nepxatens PY u nepixarens MOI He SBISIOTCS OJJHUM H TEM XK€ JIHLOM) cepTHHHKAT
M®II, skcniepTHbIit oTueT 1 focke Ha MDII, cepruduxatr MOII 1 sKCHepTHBIN OTYET 3aMEHSIOT NPEABIIYIITYI0 ToKyMeHTauo Ha MOI1
JUI IaHHOTO JIEKapCTBEHHOT'O ITpernapara.

2. Ceprudukar M®DII u 3KkCriepTHBIN OTYET.

3. Jlexmaparys SKcIriepTa, XapakTepH3yIolasi Bce BBOJAUMBIE € TOMOIIbIO cepTrduipoBanHoro M®I1 u3MeHeHns 1 OLeHUBAOIIast UX T0-
TEHIMAILHOE BIIMSHKE Ha JICKAPCTBEHHBIE MIPENapaThl, BKI0Yas OLIEHKH MTPOIYKT-CIIEIM(YUIHBIX PUCKOB.

4. B dopme 3asBrneHNs 0 BHECEHUH U3MEHEHHI HEOOXOMMO YETKO OTPA3UTh «IEHCTBYIOIIUI» U «IIpeuiaraemblit» ceprudukar MOII (Ho-
Mep KoJia) B pETUCTPAIIMOHHOM J10cke. Ecau mpumMeHnMo, B popMe 3asBICHHS O BHECCHUH H3MEHEHUH TaKxKe YeTKO IIePEUUCIUTD BCE IIPO-
gue MO®II, Ha KOTOpBIE CCHUTAETCS JIEKAPCTBEHHBIH Mpenapar, 1aXke €ClIi OHU He SBISIFOTCS IPEIMETOM 3asIBICHHSL.

b.V.a. 2 BritoueHre HOBOro, 0OHOBIICHHOTO JTH HCIIPABICHHOTO MacTep-(aiiina BaKIMHHOTo aHTureHa (ma- | Ycmo- | TpeOye- Bun
nee - MOBA) B peructpaiiioHHOE 10Che JieKapcTBEHHOTro npenapara (npouenypa MOBA 2-ro stamna) BUS Mas I0Ky- | Tpo-
MeHTauusi | ue-

ny-
pbI

a) IlepBoe BrIIIOUEHHE HOBOTO MacTep-(aiina BaKIMHHOIO aHTUTCHA I

0) BriroueHre 0OHOBICHHOTO (MCIIPABICHHOT0) MacTep-(aiiia BAKIMHHOTO aHTUT'€HA: H3MEHEHUSI BIUSIIOT 1,2,3,4 IB

Ha CBOMCTBA JIEKapPCTBEHHOTO TIpenapara

B) Brutrouenre 0OHOBICHHOTO (MCIIPABICHHOT0) MacTep-(haiiia BAKIIHHHOTO aHTUT'€HA: N3MCHEHHS HE BIIUS- 1,2,3,4 1A

IOT Ha CBOWCTBA JICKAPCTBEHHOTO MpenapaTa

Vcnosus 1.

JloxymeHTauus

1. dexnaparust, uto ceprudpuxkatr MOBA 1 sKCIepTHBIIT OTYET MOJHOCTHIO IPUMEHUMBI K 3apETHCTPUPOBAHHOMY JIEKAPCTBEHHOMY IIpenapa-
Ty, aepxareiab MOBA npesncraBuil iepkaTellio perucTpalioHHOI0 Y10CTOBEPEHUs (ECIIU AepakKaTeNnb PErUCTPALIMOHHOIO YA0CTOBEPEHUS U
nepkarenb MOBA He sBISIOTCS OJHUM H TeM xke HLoM) ceptuduxkar MOBA, skcniepTHblii oTuet 1 1ocke Ha MOBA, ceprudpuxar MOBA
Y OKCIIEPTHBIN OTYET 3aMEHAIOT MPEAbIIYNIY0 JOKyMeHTanuo Ha MOBA 1 JaHHOTO JIeKapCTBEHHOTO IperapaTa.

2. Cepruduxatr MOBA u sKCriepTHBII OTYET.

3. Jlexnapariust SKCrepTa, XapakTepH3yolasi Bce BBOJAUMEBIC C MOMOIIbI0 cepTuduimpoBannoro MOBA m3MeHeHuUs U OLEHUBAIOIAs UX T10-
TEHIHAJIbHOE BIIMSHHUE Ha JIEKapCTBEHHbIE NPENapaThl, BKIOYas OLEHKH MPOLYKT-CIEeHU(HIHBIX PUCKOB.

4. B dopme 3asBreHNs 0 BHECEHUH U3MEHEHUH HEOOXOJUMO YETKO OTPA3UTh «ACHCTBYIOMHUI» U «rpemiaraeMslit» cepruduxar MOBA (uHo-
Mep KOJa) B perUCTPALOHHOM focke. Eciy npumMennMo, B popMe 3asBiIeHUs O BHECEHHH U3MEHEHUI TaKKe YeTKO MePEeYUCIIUTh BCE IIPOo-
uye MOBA, Ha KOTOpbIE CCBUIAETCS JIEKAPCTBEHHBIH Ipenapar, Aaxke eClIM OHU He SBIISIOTCS MPEIMETOM 3asIBICHHUS.

b. V.1 BHeceHns H3MEHEHHI B perUCTPAIIMOHHOE 10Che, 00ycnosneHHsle iepexony OTII B popmar OT/I (mpenocrasisercs NOMHBL MO-
nynb 1-3)

B.V. Baecenust v3aMEeHEeHHI B peruCcTpaluoHHOE 10che, o0ycioBnenHble nepexonxy OTII B popmar OT/] VYemo- | Tpebye- Bun
BUS Masi IOKy- | mpo-
MEHTalus | 1e-
ny-
pbl

Tun 11 Tumn
II
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B. N3menenue 6e3omnacHoctu, 3pPeKTUBHOCTU U (papmMakoHa 30pa

B.I JIekapcTBeHHBIE TpENIapaThl 11 MEIULMHCKOTO IPUMEHEHNUS

B.I.1 U3menenue obuiei xa- YcnoBus Tpebyemast TOKyMeHTaIHS Bug npouenypst
PAKTEPHCTUKH BOCIIPOU3BEACH-
Horo (rubpuIHOro, ONoaHAO-
I'MYHOTr0) JIEKapCTBEHHOTO Mpe-
napara 1ocje OLeHKH TOro XKe
U3MCHEHUS peepeHTHOrO Jie-
KapCTBEHHOTO IpernapaTa

a) Peanmsanus n3menenusi(us- 1,2,3,4,5 1B
MEHEHHIT), B OTHOIICHHH KOTO-
POro(KOTOPBIX) OT JieprKaTess
PEruCTPAIMOHHOTO YAOCTOBE-
peHus He TpedyeTcs mpecTaB-
JISITh HOBBIC IOTIOTHUTEIbHbIC
JTaHHBIC

6) Peanuzarust uameneHus (13- 1T
MEHEHH ), TpeOYIOLIHX Mpe-
cTaBiieHus epxarenem PY Ho-
BBIX JIOTIOJIHUTEIIBHBIX JIaH-
HBIX, 000CHOBBIBAIOLINX TAKHE
M3MEeHeHHs (Hampumep, Como-
CTaBUMOCTbD)

JloxymeHTauus

1. TIpunosxeHHoe K CONPOBOUTEILHOMY IUChMY 3asiBICHHUS O BHECCHNH N3MEHEHHUH: 3aIIpOC HALIMOHAIBHOTO YIOJHOMOYSHHOIO OpraHa (ec-
JIM TIPUMEHHMO).

2. HepeCMOTpCHHaﬂ I/IH(i)OpMaLII/ISI 0 JICKapCTBEHHOM IIp€rapare (OGHOBHCHHaS{ KpaTKas XapaKTEepUuCTHKa JICKapCTBEHHOI'O IIpenapara, nH-
CTPYKIHUIO 10 MEAUITMHCKOMY IIPUMCHCHUIO (J'II/ICTOK—BKJIaHLIIH)).

3. lexmapauusi 0 TOM, 9TO B IIPOSKTax 0OLIeH XapaKTePUCTHKE JIEKAPCTBEHHOTO Mperapara i HHCTPYKIUH 110 MEAUIIMHCKOMY TIPUMEHEHHIO
JIEKapCTBEHHOTO cpencTBa (JucTok-BKiaapin) (nanee — OXJII u Uucrpykuus JIC) Bocripon3BeeHHOT0, THOPHIHOTO WIIM OHOAHATOTHYHOTO
(Onomo00HOT0) JIEKaPCTBEHHOTO MperapaTa OTCYTCTBYIOT oTianyus ot aerctByromux OXJI u Muctpykuunu JIC opurunansHoro (pede-
PEHTHOT0) JIEKapCTBEHHOTO NpeTapaTa, 3a HCKIFYEHUEM OTIMYNH HHGOPMALUK O IPOM3BOAUTEIE, CPOKE TOTHOCTH, COCTABE BCIIOMOTATElIb-
HBIX BEIECTB HE3HAUYMMBIC PA3INUKs B OMOJOCTYHOCTH WK (papMaKOKHHETHKE.

4. IloctpouHoe (pacnosokKeHHOe NapaieabHO Ha OJJHOM JiicTe) cpaBHeHue AeiictByromux OXJII u MUuctpykuun JIC opurunansHoro (pe-
(hepentHoro) nekapctBenHoro npemnapara u npoekto OXJI u Uuctpykuunu JIC Bocmpon3BeIeHHOT0, THOPHIHOTO WM OHOAHATOTHYHOTO
(6100 J00HOT0) JIEKAPCTBEHHOTO MperapaTa ¢ BblAeICHHEM U 000CHOBAaHHEM BCEX OTIIMYHIA.

5. BenoMocTh u3MeHEeHUH ¢ yKa3aHHEM OCTPOYHO PACIIONI0KEHHOIO
CpaBHEHUS BHOCUMBIX M3MEHCHUH C YTBEPKICHHOW BepCHEH.

B.1.2 N3menenue (u3MeHeHMs) VYcnosus Tpebyemast noKyMeHTaLUs Bup mpouenypsr
o0melt XapaKTepUCTUKH JIeKap-
CTBEHHOT'O IpeTapara, Halpas-
JIeHHOE (HAMpaBJIeHHbIC) Ha pe-
AJIN3aLHI0 PE3yJIbTaTa MPolle-
JIypBbl, 3aTparuBaroiiei (naiee
- [1I0OB) nnmn nocTperucrpa-
IIIOHHOE HCCIeN0BaHue 6e3-
OIMaCHOCTH

a) Buecenne GpopmyarpoBku, 1 1 1A
COTJIACOBAHHOM yIIOJIHOMOYEH-
HBIM OpPraHOM

2 2,3,4,5 1T
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0) BHecenne u3MeHeHui, Tpe-
OYIOIIMX MPEICTaBICHUS Aep-
skaresieM PY HOBBIX JIOTIOJIHU-
TEJIBHBIX JaHHBIX, 000CHOBBI-
BAIOIIUX TAKHE H3MEHCHHS

VYcnoBus

1. V3menenue peanusyer GopMyIHpOBKY, 3aTpeOOBaHHYIO YIIOJHOMOYEHHBIM OPTaHOM, U He TpeOyeT Mojlaul JIONOJIHUTENbHBIX CBEICHUH 1
(unn) panpHeiIe SKCepTU3bL.

2. BezonacHoCTh NIPUMEHCHUS TIpe€napaTa COXpPaHsACTCS U NOATBCPIKAACTCA JaHHBIMU KIIMHUYCCKUX PICCJ'ICI[OBaHPIfI, KJIMHUYECKOH 0€30IacHo-
CTH. HpCIICTaBHHCTCSI UX NOATBEPIKACHUS.

JlokymeHTanus

1. IIpunoxeHHOE K CONPOBOAUTENLHOMY IIMCbMY 3asIBIICHHS O BHECCHHU M3MEHEHHI: CChUIKA Ha COTJIAIICHHE (OLEHKY) YIIOIHOMOYEHHOTO
oprasa.

2. O0BsICHEHUS! IPUYHHBI T00ABICHHUS] HOBOTO (HOBBIX) MTPEAOCTEPEKEHHs (TIPEAOCTEPEKEHHI) MOOOUHBIX ACHCTBHUI U 3asIBICHUE TOTO, YTO
6e€301acHOCTh IPUMEHCHYIS MIPerapaTa COXpaHsAeTCs.

3. IlepecmoTpenHas HHPOPMANHKS O JISKApCTBEHHOM Ipernapare (OOHOBJICHHAs KpaTKasi XapaKTEpPUCTHKa JICKapCTBEHHOT'O Iperapara, HH-
CTPYKIHIO IT0 METUIMHCKOMY NPUMECHEHHIO (JIMCTOK-BKIIAIBIII)).

4. I[1OOb nmn TIOCTPETUCTPALIMOHHBIC HCCIICTOBAHNUC 6630HaCHOCTI/I, OTpaXarouiy€ BHOCUMbBIC U3MCHCHU .

5. BemoMocTh u3MeHEeHHH ¢ yKa3aHHEM MOCTPOYHO PACIIONIOKEHHOTO CpaBHEHHSI BHOCHMBIX H3MEHEHUH ¢ yTBEP)KACHHOI BepCHEn.

B.1.3 U3menenus, 3akirovaro- VYcnoust Tpebyemast TOKyMEHTAIHS Bun npouenypst
iyecs B 3HAYUMOM M3MEHe-
HUHM OOIIEH XapaKTePHUCTHKH
JIEKapCTBEHHOI'0 Ipernapara
BCJIEACTBHE HOBBIX JAHHBIX 110
KaueCTBY, JOKIMHHYECKHM,
KJIMHUYECKUM JaHHBIM MU
JTaHHBIM (papMaKoHa130pa

II

[Ipumeuanue: 9TO U3MEHEHHUE HE MPUMEHSETCS], €CIIH HOBBIC IaHHBIC TI0/IaHbI B COOTBETCTBHHM C n3MeHeHuneM B.1.12. B
TaKUX CIIy4asXx U3MEHEHHE 00IIel XapaKTepUCTHKH JICKApCTBEHHOTO TIperapaTa, MapKHpPOBKHU M TI0aja-
et nox chepy npumeHeHus u3menenus B.1.12.

B.1.4 3meHenue ycinoBuii oT- VYcnosus Tpebyemast noKyMeHTaLUs Bup npouenypsr
MyCKa JIEKapCTBEHHOT'O Ipera-

para

a) BocmpousBeneHHbIX (TH- 1 1,2,6,7,8 1B

OpUIHBIX, OMOAHATOTUYHBIX )
JIEKapCTBEHHBIX MPEHapaToB
MOCJIe U3MEHEHHUS! YCIIOBHH OT-
mycka pedepeHTHOTO JeKap-
CTBEHHOTO TIperapara

0) WHble mpryYMHBI U3MECHEHHUS 1 2,3,4,5 11
YCIIOBHI OTIIyCKa

YcnoBus 1. bezonmacHocTs MpUMEHEHUS penapaTa CoXpaHsIeTcs

JloxymeHTauus

1. IloaTBeprkaeHUEe N3MEHEHHs YCIOBUH OTITyCKa pe)epeHTHOro JIEKapCTBEHHOT0 Npernapara, NpUIoKEHHOE K COIPOBOANUTENEHOMY ITHChbMY
3asIBJICHHSI O BHECCHUU M3MEHCHUM.

2. HepeCMOTpCHHaﬂ I/IHq)OpMaLII/ISI 0 JICKapCTBEHHOM IIp€rnapare (O6HOBHCHHaS{ 06LLI8.$[ XapaKTEpUCTHKA JICKapCTBEHHOT'O IIperiapaTa, MHCTPYK-
s 10 MEJUIHUHCKOMY IIPUMEHCHUIO (HHCTOK—BKH&I[LIHI), MapKHpOBKa).

3. OObsiCHeHHS IPUYMHBI H3MEHEHHUS YCIIOBUIT OTITyCKA U 3asIBIICHUE TOTO, YTO O€30I1aCHOCTh IPUMEHEHUS Iperiapara COXpaHseTcsl.

4. JlanHpIe KIMHUYECKUX UCCIICOBAHUM, MOCTPETUCTPALOHHBIX UCCICIOBAaHHN; TaHHbIC (hapMaKOHAA30pa.
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5. JIOKyMEHT, HOATBEP K JAFOLHI H3MEHEHUE YCIOBHIA OTIIyCKa B CTPaHE-IIPOU3BOAUTENS (OT PErYJISTOPHOIO OPraHa).

6. Jlekapanus o TOM, YTO B IIPOEKTax oOwLIel XapaKTepPUCTHKE JIEKApCTBEHHOTO Mpenapara U HHCTPYKIMHU [0 MEAULUHCKOMY ITPUMEHEHUIO
JIEKapCTBEHHOTO cpefcTBa (MCTOK-BKIagsi) (qanee — OXJII u Muctpyxkims JIC) BocponsBeJeHHOTO, THOPHHOTO HIM OHOaHATOTHYHOTO
(61oMmo06HOT0) JTEKapCTBEHHOTO MpernapaTa OTCYTCTBYIOT oTianyus ot aewctByromux OXJI u Uuctpykuunu JIC opurunansHoro (pede-
PEHTHOT0) JIEKapCTBEHHOTO IperapaTa, 3a HCKII0YeHUEeM OTIHYUi HHGOPMAIUH O MPOU3BOAUTENE, CPOKE TOTHOCTH, COCTaBE BCIIOMOTaTellb-
HBIX BEIIECTB HE3HAUMMBbIE Pa3INyus B OMOZOCTYIHOCTH MK (apMaKOKUHETHUKE.

7. IlocTpodHoe (PacHoIoKEHHOE TTapajlIeNIbHO Ha OJTHOM JiicTe) cpaBHeHHe aeiicTByrommx OXJII u Muctpykumu JIC opurnHaimsHOTO (pe-
(hepentHOrO0) NeKapcTBeHHOTO Npenapara u npoektoB OXJIIT n Muctpyxunu JIC Bocripon3BeIeHHOT0, THOPHIHOTO WM OM0aHATIOTHYHOTO
(61010 J00HOT0) JIEKAPCTBEHHOTO TIperapara ¢ BhIACIICHUEM U 000CHOBAaHHEM BCEX OTIMYHIL.

8. BemomocTs H3MEHEHHH ¢ yKa3zaHHEM OCTPOYHO PACIIONOKEHHOTO
CpaBHEHUS] BHOCUMBIX U3MEHEHUH C YTBEPKIEHHON BepCHEH.

B.1. 5 U3menenue (n3meHe- YcnoBus Tpebyemasi TOKyMEHTALHS Bun npouenypst
HUsI) TIOKa3aHuUs(TIOKa3aHHii) K

MIPUMEHECHHUIO

a) Bkirouenne HoBoro nokasa- 2 1,2,3,4,5,6 II

HHS K IPUMEHEHUIO WU U3Me-
HEHHe paHee 0J00PEHHOro

6) UcknroueHne moka3aHusi K 1 1,2,4,5,6 1B

MIPUMEHEHHUIO

VYcnoBus

1. be3onacHOCTh MpUMEHEHHs penapaTa COXPaHsIeTCs U HOATBEPKAACTCS JAHHBIMH PETPOCIIEKTUBHBIX UCCIES0BAHUN, KIMHUYECKOH Oe3-
OIIACHOCTH U KauecTBa.

2. BezonacHocTh IIPUMEHEHUS TIpe€apaTa COXpPaHsACTCSa U NOATBEPIKAACTCA JaHHBIMU KIIMHUYCCKUX HCCHeﬂOBaHHﬁ, KJIMHWYECKOM 0e30IacHo-
CTH. HpCIICTaBHﬂeTCX UX NOATBEPIKACHUS.

JloxyMeHTanus

1. OOBsiCHEHNS IPUYMHBI YIAICHUS WM 100aBICHHS TOKAa3aHUs U 3asBJICHUE TOr0, YTO 0€30IaCHOCTh IIPUMEHEHHS IPOTYKTa COXPAHSIETCSL.
2. O6HOBJIeHHAs 001I[ast XapaKTEPUCTUKA JISKAPCTBEHHOTO MpernapaTa, HHCTPYKIHUS 0 MEITUIUHCKOMY IPUMEHEHHIO (JINCTOK-BKJIAIBIII).

3. JlaHHBIC KIMHUYECKUX UCCIICIOBAHMIL, TOCTPETUCTPAIIMOHHBIX UCCIICIOBaHUI; TaHHbIe (hapMaKoHaI30pa.

4. Jlexnapaiys o TOM, 4TO B IIpOeKTax oOIIel XapaKTepUCTUKE JIEKAPCTBEHHOTO MpernapaTa 1 MHCTPYKLHUHU 110 MEAUIIMHCKOMY IIPUMEHEHHIO
JIEKapCTBEHHOT'0 cpecTBa (JMcTok-BKaab) (nanee — OXJIIT u Muctpykuus JIC) Bocnpon3BeaeHHOro, THOPUIHOTO MM OMOaHaIOrHYHOTO
(bnomnoa06HOT0) JEKapCTBEHHOTO MperapaTa OTCyTCTBYIOT oTianyus ot aerctyromux OXJIT u Mactpykunu JIC opurunansHoro (pede-
PEHTHOT0) JIEKapCTBEHHOTO IpErapaTa, 3a HCKII0YEHUEM OTIHYUH HHGOPMAINH O IPOU3BOAUTEIE, CPOKE TOTHOCTH, COCTaBE BCIIOMOTaTellb-
HBIX BEIECTB HE3HAUMMBIE PA3IUuKs B OMOJOCTYIHOCTH WK (papMakOKHHETHKE.

5. IocTpouHoe (pacHonoKeHHOE MapaliebHO Ha 0HOM JcTe) cpaBHeHue aeiictByrommx OXJII u Uuctpykiuu JIC opurnHansaoro (pe-
(hepentHOrO) ekapcTBeHHOro npenapara u npoektoB OXJI u Muctpykunu JIC Bocmpon3BeJeHHOT0, THOPHIHOTO WM OHOAHATIOTHYHOTO
(Onomo00HOT0) JIEKaPCTBEHHOTO MperapaTa ¢ BhIJCJICHUEM U 000CHOBAaHHEM BCEX OTIIMYUHIA.

6. Benomocth u3meHeHuit ¢ YKa3zaHUEM ITOCTPOUYHO PaCIIOJIOKEHHOI'O
CpaBHEHUSI BHOCUMBIX U3MEHEHUH C yTBep)KL[CHHOﬁ Bepcneﬁ.

[Tpumeuanue Ecnu no6aBnenue win u3MeHEHHE MOKa3aHUs K IPHMCHEHUIO IPOUCXOIUT BCIICACTBUE peain3alliy 3a-
KITFOUCHHS 9KCIIEPTHOTO KOMHUTETA MJIM H3MEHEHHI HH(MOPMAIINH O JIEKAPCTBEHHOM Mpenapare BOCIPOM3-
BeZICHHOT0 (THOPHIHOTO, OM0AHATIOTUYHOI0) JIEKaPCTBEHHOT'O Mperapara mocie SKCIEePTH3bI TOTO e H3-
MEHEHHUs pe)epeHTHOrO JIeKapCTBEHHOTO Iperapara, pIMEHsI0TCs H3MeHeHus B.1.1 cooTBeTCTBEHHO.

B.1.6 Ucknrouenue: VYcnoBus Tpebyemasi TOKyMEHTaLHs Ipouenypa
a) JIeKapCTBEHHOM (popMbl 1,2,3,4,5 1B

0) 103MpPOBKU 1,2,3,4,5 1B
JloxymeHTauus

1. Jlexnaparus, uro ocrapasics (octasiuuecst) Gpopma(hopmbl) BblITycka JOCTATOYHA(IOCTATOUHBI) JUIsl BHITOJIHEHUs PEKOMEHIALUH 110 10-
3UPOBAHMIO U JUIUTENILHOCTH JICUEHHS], ONIMCAHHBIX B O0LIEH XapaKTepUCTUKE JIEKAPCTBEHHOT'O IIpenapara.

2. IlepecmoTpenHas HHGOPMAUS O JEKAPCTBEHHOM IIpenapaTe.
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3. Jleknapanus o TOM, YTO B IIPOEKTax OOLIel XapaKTepUCTHKE JIKAPCTBEHHOIO penapara U HHCTPYKIMHU [0 MEAULUHCKOMY ITPUMEHEHUIO
JIEKapCTBEHHOI'0 cpeJcTBa (JMcTok-BKIaasim) (nanee — OXJII u Muctpykuus JIC) Bocnpon3BeaeHHOr0, THOPUIHOTO MM OMOaHAIOTHYHOTO
(6rono100HOr0) IEKapCTBEHHOTO IpenapaTa OTCyTCTBYIOT oTanuus oT AekctByromux OXJII u Uactpykiuu JIC opuruxansHoro (pede-
PEHTHOT0) JIEKapCTBEHHOTO IperapaTa, 3a HCKII0YeHUEeM OTIHYUH HHOPMAIUH O IPOU3BOAUTENE, CPOKE TOTHOCTH, COCTaBE BCIOMOTaTelb-
HBIX BEIIECTB HE3HAUMMBIE PA3INYUsA B OMOLOCTYIHOCTH MK (hapMaKOKUHETHKE.

4. IMocTpouHoe (pacrosoKeHHOE NapaulelIbHO Ha OHOM Jiucte) cpaBHeHue aeictByroumx OXJII u Muctpykuuu JIC opurunansHoro (pe-
(epenTHOrO0) JIekapcTBeHHOTo npernapara u nmpoektoB OXJII u Mucrpykimu JIC BOCIIpOU3BeIcHHOTO, THOPHIHOTO WIIH OHOAHATIOTHYHOTO
(61010 J00HOTr0) JIEKAPCTBEHHOTO TIperapara ¢ BbIICIICHUEM U 000CHOBAHHEM BCEX OTIHYHMIL.

5. BenoMocTh M3MEHEHUIT ¢ yKa3aHUEM MTOCTPOYHO PACIIOI0KEHHOTO
CpaBHEHUS] BHOCUMBIX U3MEHEHHH C YTBEPKIESHHON BEepCHEH.

[Tpumeuanue Ecnu paccmarpuBaemast iekapcTBeHHas (popMa MM TO3UPOBKa OblIa 3aperuCTpUPOBaHa B BUJIE OT/IENb-
HOTO JIEKAPCTBEHHOTO MpernapaTa, TO UCKIIIOUSHUE TAKOH JeKapCTBEHHOH (HOpMBI MIIM JO3UPOBKH OyaeT
CYHTATHCSI HE BHECEHHEM M3MEHCHUI, a U3BbSITHEM U3 00paIleHHs.

B.I. 7 Benenue unu nusmeHe- Ycnosus Tpebyemast nOKyMeHTaLUS Bug mpouenypsi
HHE pe3loMe CUCTeMBI (hapMma-
KOHAJ[30pa JIEKapCTBEHHOTO
npernapara Ay MEJUIUHCKOTO
npumeneHus (¥)

a) Beeznenue pestome cucTeMbl 1,2,3,4,5 1B
(hapmakoHa30pa, U3MEHEHUH
YIOJHOMOYCHHOTO JINLA IO
(hapmakoHa30py (BKIIOYAsS
KOHTAKTHYIO HH(POPMAIHIO) U
(1K) M3MEHEHHE MECTOPACIIO-
JIOXKEHUs MacTep-daiina cucre-
MBI (papMaKoHaa30pa (Hanee -
MdCD)

JloxyMeHTanus

1. Pe3tome cucteMsl (hapMakoHa130pa MM OOHOBIICHHE 3HAYUMBIX DJIEMEHTOB (COOTBETCTBEHHO): [loaTBEpXKICHHE TOTO, YTO 3asBUTEIb HME-
€T B CBOEM PaCHOPSHKEHUH YIOJIHOMOUYSHHOE JIMIIO, OTBETCTBEHHOE 32 (hapMaKOHAA30p, U YTBEPXKICHHE, NOANMCAHHOE 3asIBUTENEM, YTO 3a-
SIBUTEJb 00J1a1aeT HEOOXOANMBIMHE CIIOCOOAMH BBITIOIIHEHHUS 3a/1a4 M 0053aHHOCTEW B COOTBETCTBUH C YCTAHOBJICHHBIMU TPEOOBAHUSAMH JCH-
CTBYIOILIETO 3aKOHOJIATENNbCTBA B chepe oOpalieHus JeKapCcTBEeHHBIX cpeicTB. KoHTakTHast nH(OpMalus yIIOJIHOMOYEHHOT O JIHIa 1o (apma-
koHam3opy PK, B KOTOpBIX pacnonaraeTcs yHoJTHOMOYEHHOE JIMIO 1O (hapMaKOHI30pY | BBITIOJHSET CBOM 3a1adi Mectopacronoxxenne Md-
Cod

2. Homep M®C® (npu Hanuuuu).

3. Komust 1OroBOpHBIX B3aUMOOTHOIICHNHN MEXIY JIepKaTelIeM PEerUCTPAMOHHOTO yJOCTOBEPEHNUS M OpTraHN3alneil OTBETCBTCHHOM 3a
(hapmakoHam3op Ha Tepputopuun Pecnyonuku Kazaxcran (opranu3sanuu Ha tepputopun Pecnyonuku Kazaxcran, npuHUMaroLel peTeH3nn
(TpeIoKeH s ) IO KaueCTBY JIEKaPCTBEHHBIX CPEJICTB OT MOTPEOUTEINICH U OTBETCTBEHHOM 3a MOCTPErUCTPaLlMOHHOE HAOII0ICHHUE 32
0€30I1aCHOCTBIO JIEKAPCTBEHHOTO Cpedcmaa)

4. IlepecmoTpenHas HH(GOpPMALUS O JIEKapCTBEHHOM IIpenaparte.

5. BemoMocTh H3MEHEHHH C yKa3aHUEM IIOCTPOYHO PACTIONOKEHHOTO
CpaBHEHUS] BHOCUMBIX H3MEHECHUH C YTBEPKICHHON BEpCHEH.

[Ipumeuanne: JlanHoe m3MeHeHue oxpateiBaeT BBegeHne MOPCO He3aBUCUMO OT HATUYUS B TEXHHUECKOU YaCTH PEeTH-
CTpalMoOHHOTO J0che [ToapobHoro omucanus cucTeMsl papMakoHan3aopa. M3MeHeHns: KOHTaKTHOTO JIH-
1a o (apMaKoHa 30py, BKIOUasi KOHTAKTHYIO HH(popManuio (Homepa TeneoHOB U (paKcoB, HOYTOBBIN
ajipec M aJIpec 3JCKTPOHHON IOYTHI) U M3MEHEHUs MecTopacnonoxernss MOCO (ymuua, ropos, HHAEKC,
CTpaHa) JOIyCKaeTCsi OOHOBIIATH HCKIIIOYHUTENBHO rocpencTBoM Peectpa Pecrry6iukn Kazaxcran (6e3
HEeoOXOIMMOCTH BHECEHHS H3MeHeHuit). Ecim iepikarenb perucTpanoHHOTO yI0CTOBEPEHUSI IpHOeraeT
K BO3MOXKHOCTH OOHOBJICHHUS YIIOMSIHYTOM BbIIIe HHGOpMaIuu mocpeactsom Peectpa PecryOnuku Kazax-
CTaH, OH YKa3bIBa€T B PETHCTPALMOHHOM J0ChE, YTO OOHOBJIEHHAst MHPOPMALHS 3THX JaHHBIX BKIIIOUSHA
B Peectp PK.

B.1. 8 M3meneHue cymectByto- | YcnoBust Tpebyemast fOKyMeHTaLUS Bug npouenypsi
1iei cucTeMbl (hapMaKkoHa130-
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pa coriacHo noAPOOHOMY OIH-
CaHUIO CUCTEMBI (hapMaKoOHa I~
3opa (ganee - [IOCD)

a) MI3MeHeHne ynoIHOMOYEH- 1 1 1A
HOTO JuIa 1o papMakoHaa30-
Py, ¥ (M11) KOHTAKTHOW MH-
(dhopmanuu, u (MIK) npouesy-
PBI Pe3ePBUPOBAHUS

0) V3meHnenne 6a3bl TaHHBIX 1,2,3 1 1A
0e301acHOCTH | (WJIM) OCHOB-
HBIX KOHTPaKTHBIX COTJIallIe-
HHH B IEJISIX BBITOMHEHHUS (ap-
MAaKOHA/I30PHBIX 0053aTENIBCTB
1 (WIM) U3MEHEHHE MECTa IIpo-
BesieHusl (hapMaKOHaI30pHO
JIeSTeTbHOCTH

B) Unrie m3menenus [10CO, 1 1 1A
He BIUSIOIINE Ha (QyHKIIMOHH-
pOBaHHE CUCTEMBI (hapMaKo-
HajJ30pa (HanpuMmep, U3MeHe-
HHME€ MECTOIOJIOKEHHUS IIIaBHO-
TO XpaHWIHIIA (apXUBa), aAMH-
HHUCTPATHBHBIC H3MCHEHUS)

r) Buecenne u3menennii B [10- | 4 1,2 1A
C® no pe3ynbraTaMm dKCHEpTH-
361 [IOC® npyroro nekap-
CTBEHHOTO ITpernapara Toro e
nepxaternst PY

YcnoBus

1. Cama cuctema dapmMakoHa30pa HE H3MEHSIETCS.

2. Cucrema 0a3bl JaHHBIX MPOIILTA BATHIAIUIO (€CITH MPUMEHUMO).

3. IlepeHoc naHHBIX U3 APYTUX CHCTEM 0a3 IaHHBIX BaTUAUPOBAH (€CJIM MPUMEHNMO).

4. Te xe u3meHenus B [IOC® BBeJeHbI A1 BCeX JISKAPCTBEHHBIX MPENapaToB TOTo e Aepkarens PY (oanHakoBas OKOHYATENbHAsl BEPCHS
MNOCD).

JloxymeHTanus

1. Iocnenuss Bepcust [IOC® u, ecan npumMeHUMO, OCIEAHS BEpCus Ipenapar-cneuduuHoro JonoyiHeHus. OHU B OTHOLIEHUH U3MEHEHUs
KBaTH(UIIPOBAHHOTO JIUIIA 110 (papMaKOHA30pY BKIIIOYACT: a) KPaTKyIo OHOrpadHio HOBOTO YIIOIHOMOYEHHOTO JIUNa o hapMakoHau30py,
6) HOBOE IOJIOKEHHUE JIepKaTelsl H YIIOTHOMOYEHHOTO JIHIa 1o GapMaKoHaA30py 00 X CIIOCOOHOCTH U IyTAX yBEJOMIICHHUS O HEeXKelaTeNb-
HBIX PEaKIUsIX, TOANNCAHHOE HOBBIM YIOJHOMOYEHHBIM JIHIO IO (hapMaKOHAA30py U AeprKaTeneM, H OTPAXKAoIIee OCTAIbHBIC BHITCKAIOIIIE
U3MEHEHHUs1, HallpuMep, B OpraHu3alMoHHOH cxeme. Eciy ynonHoMo4eHHOe 110 1o hapMakoHaA30py U (WIM) KOHTaKTHas HHopMarus
YIOJIHOMOYEHHOT0 JIMIIA 110 (hapMaKoHaA30py U3HaYaabHO He ObuH BKItoueHs! B [IOCD umu [IOCO He cymecTByer, nojaua NepecMOTpeH-
Horo ITOC® ne tpedyercs, HEOOXOAUMO NPEICTABUTD TOJILKO (HOPMY 3asBICHUSL.

2. CcplIka Ha 3asBIICHUE (IIPOLEYPY) U JIEKapCTBEHHBIN IperapaTr, B OTHOLICHUH KOTOPOr0 H3MEHEHHS ObLIN 0J0OpPEHBL.

B.I. 9 I3menenne yacToTs! 1 YcnoBus Tpebyemast TOKyMeHTaIHS Bug npouenypst
(wu) matel mogaun [10OB se-
KapCTBEHHBIX IPENapaToB s
MEJHUILMHCKOrO IPUMEHEHUS

2 1A

s

Venosus 1.

M3mMeHeHne 4acTOThI 1 (I/IJ'[I/I) JaTel nogavyu TIOOB cornacoBano HallMOHAJIbHBIM YIIOJJHOMOYCHHBIM OPTaHOM.

JlokyMeHTanus
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1. l_[pI/IJ'IO)KeHHOG K CONIPOBOAUTEIIBHOMY ITMUCHbMY 3asIBJICHUS O BHECCHUU HU3MEHEHMI: CChUIKA Ha CorJlalleHue YIOJIHOMOYEHHOI'O opraHa.

2. IlepecmoTpenHas yacrora u (1ian) gata nogauu I10OB.

[Ipumeyanue JIAaHHOE U3MEeHeHHe npuMensiercs, uib eciu Uk [I00B ykazan B peructpallnoOHHOM JI0che crocoba-
MH, OTIINYHBIMH OT YKa3aHHS CCHUIKH Ha IepedeHb OTYETHBIX JIaT, ¥ IpH HeooxoaumocTu nogaun [100B.

B.1.10 Beenenue uinn u3MeHe- VYcnoBus Tpebyemast noKyMeHTaIUs Bun npouenypet
HUSI 00513aTENBCTB U YCIOBUI
pErucTpaIyy, BKIoYas IIaH
yHpaBJIeHUs PUCKaMU

a) Peanmmzanus popmynupos- 1 1,2,3 1A
KH, COTJIACOBAHHOM C YIIOJIHO-
MOYEHHBIM OPTraHOM

0) Peanmzarus nusmeHeHni, 11
TpeOyIOIMIUX MPEICTABICHUS
nepkatenem PY HOBBIX momon-
HHUTEIbHBIX IAaHHBIX, HYK/Ia10-
LIMXCS B 9KCIIEPTU3E YIIOJIHO-
MOYEHHBIM OpraHoM (*)

VYcnoBust

1. I3meHeHue peaiusyeT AeiicTBre, 3aTpeOOBaHHOE YIIOJTHOMOYSHHBIM OPraHOM, M HE TpeOyeT HoJauH JOMOTHUTEIbHBIX CBEACHUH U (MIIN)
JaNbHENIIe! SKCIIePTH3HI.

JlokymeHTanus

1. IlpunoxeHHOe K CONIPOBOAUTEIBHOMY ITUCEMY 3asIBIICHHS O BHECEHUU N3MEHEHHH: CChIJIKA HA COOTBETCTBYIOIIEE PELICHUE YIIOJTHOMOYEH-
HOTO OpraHa.

2. IlepecmoTpeHHast HHGOPMALHUS O JISKAPCTBEHHOM IIperapare.

3. BeI[OMOCTL HU3MEHEHUI C YKa3zaHUEM IMOCTPOYHO PACIIOJIOKEHHOI'O CPaBHEHUS BHOCUMBIX U3MEHEHUH C yTBep)KI[eHHOﬁ Bepcneﬁ.

ITpumeuanue 3TO U3MEHEHHE OXBATHIBACT JIUIIb CUTYALHIO, B KOTOPOH BBOJUMOE U3MEHEHHE 3aTParuBaeT CKIIOUH-
TEJILHO YCJIOBUS ¥ (M11M) 0053aTeNIbCTBA PETUCTPALlUY, BKIIOYAs [UIaH YIPABICHUs PUCKAMHU U YCIOBUS U
(unu) 00s13aTeNbCTBA PETHCTPAU TP HCKIIIOYUTENIBHBIX 00CTOATENBCTBAX M YCIIOBHON PErUCTPAIIHHL.

*) BBEJICHUE TIJIaHA YIPABJICHHs] PUCKaMH, 3aTpe00BaHHOE YIIOJHOMOYEHHBIM OpPraHOM, BCeraa TpedyeT cy-
LIECTBEHHOU DKCIIEPTH3HI.

B.1. 11 Bxmrouenne nunu uc- YcnoBus Tpebyemasi TOKyMEHTAIHS Bun npouenypst
KJIIOYEHHE YEPHOTO CUMBOJIA
WY TOSICHUTENBHBIX YKa3aHUN
B OTHOIICHHH JICKAPCTBEHHBIX
HpenaparoB, BXOSIIMX B Iie-
pedeHb JIEKapCTBEHHBIX Mperna-
paToB, NOUISKALIMX JAOTIOTHH-
TEJIEHOMY MOHUTOPHHTY

1 1,2,3,4,5 1A

VYcnoBust

1. JlekapcTBEHHBII NpenapaT BKIIOYEH WM HCKIIOUEH U3 epedHs JeKapCTBEHHbIX MPEeNapaToB, MOIEKAIIUX JOIOIHUTEIbHOMY MOHUTO-
PHHTY (COOTBETCTBEHHO).

JloxyMeHTanus

1. HpI/IJ’IO)KeHHOe K COIMIPOBOAUTEIIPHOMY ITMCHMY 3asIBJICHUS O BHCCCHUUN HM3MCHCHMI: CChUIKA Ha TNIEpEUCHb JICKAPCTBCHHBIX ITPEIIapaToB, 101~
JIC)KAIIUX TOMOJTHATECIbHOMY MOHUTOPHUHTY.

2. IlepecMoTpeHHas HHGOPMALHS O JIEKAPCTBCHHOM Mpemnapare (0OHOBICHHAs! 00IIast XapaKTepHCTHKA JEKapCTBEHHOTO Mperapara, HHCTPYK-
LUsI 0 MEJUIIMHCKOMY ITPUMEHEHHIO (JIMCTOK-BKIIABIII)).

3. Jleknapanus o TOM, YTO B IIPOEKTax OOLIel XapaKTepUCTHKE JIKAPCTBEHHOI0 penapara U HHCTPYKIMH [0 MEAULUHCKOMY ITPUMEHEHUIO
JIEKapCTBEHHOT'0 cpelcTBa (JucTok-BKuaasi) (nanee — OXJIIT u Muctpykuus JIC) Bocpon3BeaeHHOro, THOPUIHOTO MM OMOaHAIOrHYHOTO
(6rono00HOr0) IEKapCTBEHHOTO MpenapaTa OTCyTCTBYIOT oTanuus oT AekctByromux OXJII u Uactpykiuu JIC opuruxansHoro (pede-
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peHTHOFO) JICKaApCTBCHHOI'O ITperiapara, 3a UCKIIIOUYCHUEM OTJIMYUIA HHq)OpMaLII/II/I O IIPpOU3BOAUTENIC, CPOKE I'OAHOCTHU, COCTABE BCIIOMOTIaTeJ1b-

HBIX BCUICCTB HE3HAYUMBIC pa3InNius B GI/IOHOCTyHHOCTI/I I q)apMaKOKI/IHCTI/IKe.

4. ITocTpounoe (pacnookeHHOE NapauIeIbHO Ha OAHOM Jincte) cpaBHeHue aeictByronmx OXJII n Muctpykim JIC opurunamsHOTO (pe-

(hepentHoro) nekapctBenHoro npemnapara u npoektoB OXJIT u Uuctpykunu JIC Bocmpon3BeIeHHOT0, THOPHIHOTO WIH OHOAHATOTHYHOTO

(01010 J00HOT0) JIEKAPCTBEHHOTO MperapaTa ¢ BhleICHHEM U 000CHOBAaHHEM BCEX OTIIMYUHIA.

5. BenoMocTh u3MEHEHUH ¢ yKa3aHHEM TOCTPOYHO PACIIONI0KEHHOTO

CpaBHEHUSI BHOCUMBIX M3MEHEHUH ¢ yTBep)KZ[eHHOP’I Bepcneﬁ.

IIpumeuyanne

JAaHHOC N3MCHCHUE OXBATbIBACT CUTYALUIO, IIPU KOTOpOﬁ BKJIFOUCHHUEC UJIH UCKITFIOUCHHUE YEPHOI'0 CUMBOJIA

WM HOSICHUTEIBHBIX YKa3aHHH HE MPOU3BOAUTCS B paMKaX JPYTroi perysisTopHOH Mpouerypsl (Harpu-

Mep, IPOLeLyphI IPOUICHHS MIIH H3MEHEHHS, 3aTparuBaronieil HHGpOpMAIHIO 0 JIEKapCTBEHHOM IIpenapa-

Te).

B.1. 12 [Ipoune nzmeHenus, He
OIMCAHHBIE B IPYTUX pasJie-
Jax Hacrosero JlononHenus,
B TOM UHCJI€ H3MEHEHHE TUIla
JIEKapCTBEHHOTO TIpeTapara,
3aperucTpupoBaHHOro B Pec-
ny6nuke KazaxcraH, BiTto4a-
IOLMX HOJauy UCCIIe0OBaHUM
YIOJHOMOYEHHOMY oprany (*)

VcenoBus

Tpebyemast TOKyMEHTAIHS

Bun npouenypst

II

ITpumeuanue €CIIM DKCIIEPTH3a YIIOJTHOMOYEHHBIM OPTraHOM IMOJAHHBIX JaHHBIX IPUBOAUT K H3MEHEHHIO 001eil xapak-
TEPUCTHKH JIEKapPCTBEHHOTO TIpenapaTa, MapKHPOBKH, JAHHBIM U3MEHEHHEM OXBATBIBAIOTCSI COOTBETCTBY-
IOIIHe IOMPaBKH K 00IIeil XapaKTepHCTUKE IEKapCTBEHHOTO MIpenapaTa, MapKHPOBKE.

*) JlaHHOE M3MEHEHNE He MPUMEHACTCS K N3MEHEHHIM, KOTOpbIE IPUHATHI B Ka4eCTBe M3MeHeHuil |B tuma

110 YMOJIYaHHUIO B COOTBETCTBHUH C JIHOOBIM JAPYTruM pas3acioM HaCTOAIIETO HOHOJ’IHCHI/ISL

B.1. 13 U3menenue, Tpedyroliee HOBOW PErUCTPALlUK JEKaPCTBEHHBIX CPE/ICTB:

1) usmenenue unu 100aBieHUE HOBOH JO3UPOBKH (aAKTUBHOCTH);

2) u3MeHeHue Win 100aBlIeHNUE HOBOM JIEKapCTBEHHOM (hOpPMBI.

IlepeueHb JOKYMEHTOB, IPEJOCTABISETCS COITIACHO

TIPUIIOKCHUAM 2u3 HaCTOAIIHUX HpaBHn.
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[Ipunoxenue 17 k IIpaBuiam

perucTpanuu JCKapCTBCHHLIX CPCACTB

Y MEIUIIMHCKUX U3JETUN 110 PUHIUITY

«COAUHOI'O OKHa»

OT4eT HAYAJILHO IKCIIEPTU3HI JIEKAPCTBEHHOT0 CPeICTBA

1. HpOBCI[CHa HayvaJibHasl SKCIICPTU3a JICKAPpCTBEHHOI'O CPEACTBA

1) @®.1.0. (pu ero HalIu4KM) FKCIepTa
2) JlomkHOCTB 9KCIepTa
2. ndopmanus o 1eKapcTBEHHOM CPEACTBE
1) Howmep u nara 3asBku
2) ToproBoe HaMeHOBaHUE Mpenapara
3) MesxayHapoiHOe HenlaTeHToBaHHOe Ha3BaHue (nanee — MHH)
4) JlekapctBenHas popma
5) JlozupoBka
6) Konuenrpanus
7) Crioco0 BBeIeHHS
3. YnakoBka
Ne HauMeHOBaHHE yIIaKOBKH Bun ynakoBku (iepBru4Hasi, O05- Ko-
BTOPUYHAs) eM Jye-
CTBO
enu-
HUIL
B
yma-
KOBKE
1)
2)
4. JlaHHBIE O IPOU3BOIUTEIIE
Ne Tun opraHu3aliy WIK y4acTOK MPOU3BOACTBA HanmeHoBaHue oprannu3aniu Crpa- | Opu-
Ha Jde-
CKHUH
azpec
1. IIpousBoaurens
2. Y akoBIIHK
2.1 | TepBuunas
2.2 | Bropuunas
3. [IpousBoauTenb, OCYIECTBISIONIMNA KOHTPOJIb KauecTBa
4. [IpousBoauTenb, OTBETCTBEHHBIN 3a BBIITYCK CEpPHi
5. JlepkaTenb perucTpaiOoHHOTO YIOCTOBEPEHHUS
5. [opsok oTmycka
1) VYcnoBus otmycka:(He00X0IUMOE OTMETUTD) 110 peenty
6e3 perenta
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6. B PecniyOnuke Ka3axcran 1mos yka3aHHBIM TOPrOBbIM HAMMEHOBAHHEM PaHee 3aperucTPHPOBaH APYroi IeKapCTBEHHBIH Npemnapar ¢ 1py-

TUM COCTaBOM aKTHBHBIX BCIUICCTB

D HET
na
7. OneHKa HOJHOTHI, KOMIUIEKTHOCTH PErHCTPALMOHHOTO JIOChE U MPABHIBHOCTH 0()OPMIICHHUS MPE/ICTAaBICHHBIX JOKYMEHTOB
1) Jlocwe copMupoBaHO 10 pa3zenam, CTPaHUIbI IPOHYMEPOBAHBI, OIIMCH IOKYMEHTOB COCTaBJICHA Her
na
2) KoMIutekT 10KyMEHTOB COOTBETCTBYET YTBEP)KACHHOMY IEPEYHIO Her
na
3) Hanuune 1BeTHBIX MaKeTOB YIIAKOBOK U (DAKT 3aBEPEHHUS UX MOIHUCHIO 3aBUTENSI, COOTBETCTBUE YIAKOBKU HeT
JIEKapCTBEHHOT0 Ipernapara coriacHo IIpaBunaM MapKHpPOBKH JISKAPCTBEHHBIX CPEJICTB U METULIMHCKHX U3JIe-
. a
JIUi, YTBEPKACHHBIM NpuKa3zoM MuHuKCTpa 3apaBooxpanenust Pecriyonuku Kazaxcran ot 27 siuBaps 2021 ro- &
na Ne KP JICM-11 (3apeructpupoBan B Peectpe rocyjapcTBeHHON perucTpaliii HOPMAaTHBHBIX NIPABOBBIX aK-
ToB 110 Ne 22146) (nanee - [IpaBuna MapKHUpOBKH).
4) TexcT MapKUpOBKH 00Pa3LOB MAKETOB YIAKOBKH, STHKETOK, CTHKEPOB COOTBETCTBYET IIpaBHiiaM MapKUPOBKA. | po.
na
8. OreHka cocraBa JIEKapCTBEHHOTO TIperapaTa
1) Hasmame B coctaBe JIeKapcTBEHHOTO TIpeTapaTa 3alpenieHHbIX KPACUTEIICH 1 IPYTHX BCIIOMOTaTENIbHBIX Be- Her
LIECTB
na
2) Hanmume B cocTaBe JI€KapcTBEHHOTO IIPENapaTa BeIeCTB, MOTyYEHHBIX U3 KPOBH, OPIraHOB U TKaHEH YesioBe- Her
Ka M )KUBOTHBIX
na
3) Hanuuame B cocTaBe HApKOTHYECKHUX CPEZCTB, ICHXOTPOITHBIX BEIIECTB M IIPEKYPCOPOB (IIPU HAIWYNH yKa3aTh HeT
Tabnuity, MO3ULHUIO)
na
9. OneHka Ha3BaHUS JIEKApCTBEHHOTO IIperapaTa Ha MpeMET OTCYTCTBUS B HEM:
1) CXOJICTBO C paHee 3apernCTPUPOBAHHBIMHU JICKAPCTBEHHBIMU ITPEMapaTaMu U CJIOB ¢ HeOJIaro3ByYHBIMHU BbIpa- HeT
JKEHUSIMH
na
2) CIOCOOHOCTH BBECTH B 3201y KJCHHE OTHOCHTEIBHO HCTUHHOTO COCTaBa M JACHCTBHUS Ipenapara Her
na
3) cxoactBa MHH u (mnu) cxoqHbIe ¢ HUMU Ha3BaHHS JUIsl JICKApPCTBEHHOTO Ipernapara Apyroro XuMHYECKOro Her
COCTaBa MJIH JIEHCTBUS
na
10. Ornenka cBeneHuii 0 (hapMaKoOIOrHYECKOM JACHCTBUH JIEKaPCTBEHHOTO Mpernapara
1) COO0TBETCTBUE CTPYKTYPhI M OQOPMIICHUSI MHCTPYKIMH MO METUIIMHCKOMY MPUMEHEHHUIO JEKapCTBEHHOTO TIpe-
napara HopsIKy COCTaBJICHUS U 0(OPMIIEHHSI MHCTPYKLMHU 110 MEAUIIMHCKOMY IIPUMEHEHHIO JIEKapCTBEHHBIX
CpPEJICTB M MEAMLIMHCKUX U3/, 00IIeH XapaKTepUCTHKE JIEKAPCTBEHHOT'O CPEICTBA ONPEALIISEMOro yIo-
HOMOYCHHBIM OPIaHOM B COOTBETCTBHH C ITyHKTOM 4 cratbu 242 Konekca «O 310poBbe HapoJa U CUCTEME
3][PaBOOXPAHECHUS.
11. OnieHKa HOPMAaTUBHOTO JOKYMEHTA 110 KOHTPOJIIO KadecTBa U 0€30MacHOCTH JIEKaPCTBEHHOTO CPECTBA
1) COOTBETCTBUE CTPYKTYPhl HOPMAaTHBHOTO IOKyMEHTa 110 KauecTBY U Oe3omacHocTu [IpaBunam pazpaboTku
MPOU3BOAUTEINIEM JICKAPCTBEHHBIX CPEJCTB U COTJTIACOBAHUS TOCYAaPCTBEHHOM IKCIICPTHOI OpraHu3aiueii Hop-
MAaTHBHOTO JIOKYMEHTA I10 Ka4eCTBY JICKAPCTBEHHBIX CPEJICTB MPH IKCIEPTU3E JICKAPCTBEHHBIX CPEJICTB, YTBEP-
JKJICHHOTO TprKa3oM MuHucTpa 3apaBooxpaneHus Pecriyonuku Kazaxcran ot 16 despans 2021 rona Ne KP
JICM-20 (3apeructpupoBaH B B Peectpe rocyjapcTBeHHON perucTpai HOPMaTHBHBIX IIPABOBBIX AKTOB 10T
Ne 22228).

11. 3akiroueHus:
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Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

22.04.2025
30.04.2025
22.04.2025
30.04.2025

1) 0TKa3aTh B JalbHeWNIeH skciepTuse (C 000CHOBaHHEM)

2) MIPOJIOJIKUT KCIIEPTH3Y

PykoBoauTenb CTPyKTYPHOrO NOAPA3ACITICHUS

noanuck @.N.O (ripu ero HAIMYUHN )

Okcnepr

noanuck @.N .O (ipu ero HaIUYUN)

Jlara




e.zZan

KaSaKCTaH Pecny6nm<acr>m1>m OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTLIep/IiH TANOHIbI OaKplIay OaHKI
DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

22.04.2025
30.04.2025
22.04.2025
30.04.2025

[Ipunoxenue 18 k IIpaBuiam

perucrpanuu JCKapCTBCHHLIX CPCACTB U

MCOAUIMHCKUX H3I[€JII/II>'I 110 ITPUHOUITY

«COAUHOI'O OKHa»

dopma

OT1yeT HAYAJIBLHOM IKCIIEPTU3BI H3MeHeHHﬁ, BHOCHUMBIX B PEIrUCTPAINHOHHOE TOCHE

JJEKAPCTBCHHOI'O CPEACTBA

1. HpOBCIICHa HaydaJibHasl SKCIIEpTU3a I/I3M€HCHI/H71, BHOCHMBIX B PErUCTPAIUOHHOC NOCHE JICKAPCTBEHHOT'O CPEACTBA

D)

@®.1.0. (mpu ero HaIUUUK) SKcHepTa

2)

I[O.]'DKHOCTL JKCIICpTa

2. 3asIBJICHHBIC U3MEHEHUS SBJISTIOTCS:

tuna [: Tuna I A, Tuna I b

HCHUA

Yka3aTb BHOCUMbIE U3MeE-

Trma II

HCHUA

Yka3aThb BHOCUMbIC U3MeE-

3. Uudopmariust 0 1eKapCTBEHHOM CPEJICTBE

1) Howmep u nara 3asBku

2) ToproBoe HaMeHOBaHUE IpenapaTa

3) MesxyHapoAHOE HEMAaTEeHTOBAHHOE Ha3BaHUE
4) JlexapctBennas popma

5) Jlo3upoBka

6) KonueHrparust

7) Crioco0 BBeIEeHUS

8) Oprasu3zanus-nponu3BoIUTENb

9) Ne perucTpalliOHHOTO yI0OCTOBEPEHHS

4. YnakoBka

puit

Ne HaumeHnoBanue ynakoBku Bup ynakoBku (mepBuvHasi, BTO- O0Bem KomuuectBo enunmil B yna-
pudHast) KOBKE
)
2)
5. JlaHHBIE O IPOU3BOAUTEIIE
Ne Tum opraHu3alyy Wi y4acTOK IIPOU3BOJICTBA HawnmeHoBaHue opraHu3annm Crpana HOpunnueckuii agpec
1. [IpousBoaurens
2. VakoBIuK
2.1 | IlepBuunas
2.2 | Bropuunas
3. [IpousBoaNTEb, OCYIIECTBISIONIMNA KOHTPOIb
Ka4ecTBa
4. [IpousBoanTEH, OTBETCTBEHHBIH 32 BBITYCK Ce-




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi

AKTLIep/IiH TANOHIbI OaKplIay OaHKI

e‘ .‘ a ‘ .' DTaJOHHBIH KOHTpO.TII)HHﬁ OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Cakray KyHi
Jlata pegakuuu
JlaTa ckaunBaHUS

22.04.2025
30.04.2025
22.04.2025
30.04.2025

5.|

Jlep>xatesb perucTPalMOHHOTO YAOCTOBEPEHHUS

6. IlepeyeHb BHOCHMBIX H3MEHEHUIT

1)

HaumenoBanue JAOKYMEHTa CTapa;l penakuus

Hosas pe-
JAKIHs

7. OHeHKa TIOJTHOTBI, KOMIUICKTHOCTHU PEruCTpalfuOHHOTO JOCHE U IPaBUIIBHOCTU 0(1]0pMJ'[eHI/I$[

MPEACTAaBJICHHBIX TOKYMEHTOB

1) Jlocbe copMHUPOBAHO 110 pa3jiesaM, CTpaHULbl IPOHYMEPOBaHbI, ONUChH JJOKyMEHTOB Her
COCTaBJICHa
pit:}
2) KoMIIeKT TOKyMEHTOB COOTBETCTBYET YTBEP)KACHHOMY NEPEUHIO Her
pit:}

8. 3akroucHue:

D

0TKa3aTh B JalbHeHIeH skcrepTuse (C 000CHOBaHHEM)

2)

TIPOAOJIKUTDL DKCIICPTUY

PykoBoauTens CTpyKTYpPHOrO NOAPA3ACICHUS

noanuck @.N.O (ripu ero HAIMYUHN )

DKcnept

noanuck @.N.O (ripu ero HaIUYKN)

JlaTa




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025

] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.04.2025
e.zarl

OTaIOHHBIH KOHTPOIBHBIA 6aHK HOPMATHUBHBIX IPABOBBIX AKTOB Jlata pefaKuuu 22.04.2025

Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE TlaTa cxaunBarms 30.04.2025

[Ipunoxenue 19 k IIpaBumam
pEerucTpanuu J€KapCTBEHHBIX CPEICTB
Y MEIMLIUHCKUAX W3JEJIAN 110 MPUHLINITY

«EIMHOTO OKHa»

IlepeyeHb HepaMOHAJIbHBIX KOMOMHALNMH JIEKAPCTBEHHBIX CPEACTB

Ne Ha3Banue nekapcTBEHHOTO CpPEJICTBA, NX KOMOMHAIINN

1. ®dukcupoBaHHbIE KOMOMHAIIMY BUTAMHHOB C TPAHKBIIIM3aTOPaMU

2. ®dukcupoBaHHbIE KOMOMHAIMY aTPONKHA (aTPONMHONOA00HBIX) JIEKAPCTBEHHBIX BEIIECTB C aHAJIbICTUKAMH U aHTUIHPETUKAMHU

3. ®dukcupoBaHHbIE KOMOMHAIIMY HOXUMOHMHA C TECTOCTEPOHOM M BUTAMUHAMU

4. ®dukcupoBaHHbIE KOMOMHAIMY Kelle3a ¢ HOXUMOMHOM

5. ®dukcupoBaHHbIE KOMOMHAIIMY aHTUTHCTAMUHHBIX JIEKAPCTBEHHBIX CPEACTB C aHTHIMAPCHHBIMH JIEKAPCTBEHHBIMH CPEJICTBAMH

6. ®dukcrupoBaHHbIE KOMOMHAIMY TIEHULIWIIMHOB C CyJIb(oHaMuIaMU

7. ®ukcupoBaHHbIE KOMOMHAIIMY BUTAMUHOB C aHAJIBIETUKAMH (32 UCKIIIOUYEHHEM Iaparieramosia ¢ BUTaMuHOM C, alleTHIICATHIIIIOBOH
KHCIIOTHI ¢ BUTaMUHOM C)

8. ®DuxcrupoBaHHbIE KOMOMHAIIMY XHHOJIOHOB C JIFOOBIMH JIPYTMIMH JIEKAPCTBEHHBIMHU CPEACTBaMH, 33 MCKIIIOUCHHUEM IIPEnaparoB s Ha-
PYXHOTO IIPUMEHEHUS

9. DukcHpoBaHHbIE KOMOWHAIIMU KOPTUKOCTEPOUJIOB C JIFOOBIMH IPYTHMH JICKAPCTBEHHBIMH CPEACTBAMH JUIS IPUEMa BHYTPb

10. | duxcupoBaHHbIC KOMOMHALUH XJIOPaM(pEHHUKOJIA C JTIOOBIMH JAPYTHMH JICKAPCTBEHHBIMH CPEICTBAMHU IS IIPHEMa BHYTPb

11. | duxcupoBaHHbIe KOMOMHALME BUTAMHHOB C IPOTHBOTYOSPKYJIE3HBIMH MIpenapaTaMu, 3a UCKIIOYCHHEM H30HHA3HA C TTUPUIOKCHH
THAPOXJIOPHIOM (BUTaMHHOM B6)

12. | KomOuHammu cTeporIHbIX aHAOOIMKOB € IPYTHMH JIEKAPCTBEHHBIMH CPEACTBAMH

13. | ®uxcupoBaHHbBIE KOMOUHAIMH CEATUBHBIX (CHOTBOPHBIX) (AHKCHOJIMTHYECKHX ) JIEKAPCTBEHHBIX CPEJICTB C aHATbIeTHKAMU-aHTHITH-
peTHKaMu (HECTepPOMAHBIMU) IPOTHBOBOCIIAIUTEILHBIMY CPEICTBAMU

14. | ®uxcupoBaHHBIE KOMOMHAIMK aHTArOHUCTOB H2-rucraMuHOpeienTopoB (MHrHOMTOPOB) MPOTOHHOM MOMITBI C aHTALUIAMH

15. | duxcupoBaHHbIe KOMOMHALUH, coAepiKaliie 0oIee YeM 0JJHO aHTUI'MCTAMUHHOE JIEKapPCTBEHHOE BELECTBO

16. | PuxcupoBaHHbIE KOMOMHALMK AHTUTEILMUHTHBIX JIEKAPCTBEHHBIX CPEJICTB CO CIAOUTEIbHBIMU

17. | duxcupoBaHHbIE KOMOMHALUH JICKAPCTB ¢ OPOHXOPACHIUPSIONIUM ASHCTBUEM C NPOTHBOKAIUICBHIMH JIEKapPCTBEHHBIMHU CPEICTBAMHU
LEHTPAIBHOTO ICHCTBHS U (MITM) aHTUTHCTAMUHHBIMU CPEJCTBAMH

18. | ®uxcupoBaHHBIE KOMOMHAIMH MYKOJIUTHKOB (OTXapKHBAIOLIMX) CPEJCTB C MPOTUBOKAIIIEBBIMH JICKAPCTBEHHBIMHU CPEACTBAMHU U
(M) aHTUTICTaMUHHBIMU CPECTBAMH

19. | ®uxcupoBaHHbIE KOMOMHAIMN CIA0UTEIBHBIX U (M) CIa3MOJIMTHYECKUX JIEKAPCTBEHHBIX CPEJCTB C (DepPMEHTHBIMH IIpenapaTaMu

20. | ®uxcupoBaHHBIC KOMOMHAIMY IIPOTHBOPBOTHBIX JIEKAPCTBEHHBIX CPEJCTB HHIMOUTOPOB JIOTTAMUHOBBIX PELENITOPOB C JIEKAPCTBEHHbI-
MH BEIIECTBaMH, IMEIOIIUMH CHCTEMHYIO a0copOnuio

21. | dukcupoBaHHbIE KOMOMHAIIMHM NPOTHBOKAIILICBBIX JIEKAPCTBEHHBIX CPE/ICTB LIEHTPAIBHOTO JCHCTBHS C aHTUTHCTAMUHHBIMH JICKap-
CTBEHHBIMH CPEACTBAMH

22. | dukcupoBaHHBIE KOMOWHAIIUH, COICPXKAIINE IEKTHH 1 (MJIK) KAOJIUH C JTFOOBIMHU JIEKAPCTBEHHBIMH BEIIECTBAMH, KOTOPBIC BCACHIBAIOT-
Csl B CHCTEMHBIH KPOBOTOK M3 JKEJIYJOYHO-KHIIIEYHOTO TPAKTa, 32 UCKIIOYEHHEM KOMOMHAIMH NeKTHHA U (MJIM) KaoJIMHA C JIEKApCTBEH-
HBIMH BEIlIECTBaMH 0e3 CHCTEMHOW abcopOunu

23. | duxcupoBaHHbIE KOMOMHALUM IPOTUBOAUAPEHHBIX JISKAPCTBEHHBIX CPEJICTB € IEKTPOTUTAMU

24 | ®uxcupoBaHHbIE KOMOMHAIMK OKCU(EHOYTa30HA WK (EHUIOYTa30HA C JFOOBIMH APYTHMH JIEKapCTBAMU

25. | duxcupoBaHHbIE KOMOMHALMKM METaMM30J1a C JIIOOBIMH IPYTHUMH JIEKAPCTBEHHBIMH CPEJICTBAMU

26




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025

] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.04.2025
e.zarl

OTaIOHHBIH KOHTPOIBHBIA 6aHK HOPMATHUBHBIX IPABOBBIX AKTOB Jlata pefaKuuu 22.04.2025

Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE TlaTa cxaunBarms 30.04.2025

(DI/IKCI/IpOBaHHLIe KOM6I/IHaLII/II/I HECTEPOUAHBIX ITPOTUBOBOCIHAIUTEIIBHBIX JICKAPCTBEHHBIX CPEACTB C anOl'II/IHOHOI[O6HLIMI/I JICKap-
CTBCHHBIMHU CPEACTBAMU (CHa3MOHI/ITI/IKaMI/I)

27. | ®uxcupoBaHHBIC KOMOMHAINH ABYX M 00Jice HECTEPOUIHBIX IPOTHBOBOCHIAINTEIBHBIX JIEKAPCTBEHHBIX CPEJICTB

28. | ®uxcupoBaHHBIC KOMOMHAINHN TTapaneTaMmona ¢ 6apOuTypaTamu, TPaHKBIIIN3aTOPAaMH U JPYTHMH JICKAPCTBEHHBIMHU CPEJCTBAMH, WH-
JyKTOpaMH ()epMEHTOB LIMTOXPOMHOW CUCTEMBI IICUCHH.

29. | dukcupoBanHbIe KOMOMHaUK NapaneTamoda (Bbime 200 MUIUIpaMM B pa30BOH 103€) ¢ HECTEPOUIHBIMH IPOTUBOBOCHAINTEIbHBIMA
JIEKapCTBEHHBIMU CPEACTBAaMH, 32 UCKIIIOUEHHEM JIEKapCTBEHHBIX MTPENapaToB KPaTKOBPEMEHHOTO IIPUMEHEHHS

30. | PuxcupoBaHHBIE KOMOMHALUH TIEHUIIMIIMHOB CO CTPENITOMUIIMHOM B APEHTEPAJIbHBIX JIEKapCTBEHHBIX (hopMax

31. | duxcupoBaHHBIE KOMOMHALNK TTAHKPEATHHA WM MAKPEAINIIa3bl, COACPIKAIIMX aMUIIa3y, IPOTeasy | JIUNasy, ¢ JF0OBIMU IPYTUMU
(hepmMeHTaMu, B TOM YHCIIE OBIYbEH XKEITUbI0, TEMULIEIUIIONO030MH

32. | ®uxcupoBaHHbIE KOMOMHAIMKM HUTPO(YPAHTOWHA U TPUMETONPUMA

33. | duxcupoBaHHbIe KOMOMHALMK 0ApOUTYPATOB € IPYTUMH JIEKAPCTBEHHBIMU CPEACTBAMH, 33 UCKIIIOUEHUEM PACTUTEILHOTO IIPOUCXO0XK-
JIeHUS

34. | duxcupoBaHHbIE KOMOMHALUH JICKAPCTBEHHBIX CPEJICTB, YTHETAIOINX LIEHTPAIbHYIO HEPBHYIO CUCTEMY CO CTUMYJISITOPAMH 1IeH-
TpaJIbHOW HEPBHOM CUCTEMBI

35. | ®uxcupoBaHHBIE KOMOMHAIMK 0APOUTYPATOB C THOCIUAMUHOM U (WJIM) THOCIHOM, O€JUTaIOHHOW M IPYTHMH aTPOITMHOIIOA00HBIMH
JIEKapCTBEHHBIMHU CPEJICTBAMHU

36. | duxcupoBaHHBIE KOMOHHAIME 0apOUTYPATOB C SPrOTaMIHOM

37. | ®PuxcupoBaHHBIC KOMOMHAINY TAIONIEPUIO0IIA C JIFOOBIMI AaHTHXOJIMHEPTUUECKUMH JICKAPCTBEHHBIMH CPEACTBAMHA

38. | PuxcupoBaHHBIE KOMOMHALNH AaHTHOAKTEPUATIBHBIX M @HTUIIPOTO30IHBIX JICKAPCTBEHHBIX CPEICTB, 38 HCKITIOYEHHEM IIPENapaToB Ha-
PY’KHOTO IIPUMEHEHUsI, HE OKA3bIBAIOLIUX CHCTEMHOT'0 ACHCTBUS

39. | duxcupoBaHHBIE KOMOHHALUHK JIONEPAMHIA THAPOXIOPHIA C (HYpa30IUIOHOM

40. | duxcupoBaHHbIC KOMOMHAIIMHM AaHTHOAKTEPHUATIBHBIX JICKAPCTBEHHBIX CPEICTB U MPOOHOTHKOB, TPEOUOTHKOB

41. | DukcupoBaHHBIE KOMOWHAIIUY [IUIIPOTENTAANHA C TM3MHOM HJIH EITOHOM

42. | dukcupoBaHHBIE KOMOWHAIIUHE HECTEPOUIHBIX IPOTHBOBOCHIAIUTENBHBIX CPEACTB (Mapareramona) (aueTHICATUIMIOBON KUCIOThI) i
anTauaoB (H2-610kaTopoB) (MHTrHOUTOPOB) MPOTOHHOM HOMITBI

43. | duxcupoBaHHbIE KOMOMHAIIMY TITIOKOKOPTUKOCTEPOUI0B, aHTUOAKTEPHAIBHBIX U aHTUIIPOTO30HHBIX JICKAPCTBEHHBIX CPEICTB 3a UC-
KIIIOYEHHEM JUI HapyXKHOTO PUMEHEHUS

44. | dukcupoBaHHbIe KOMOMHaLUK NapaneTamoda (Bbime 500 Mr B pa3oBOi [103€) B MHOTOKOMIIOHEHTHBIX Mpernaparax




e.zZan

KaSaKCTaH PeCﬁyGﬂHKaCHHLIH OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTLIep/IiH TANOHIbI OaKplIay OaHKI

DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi 22.04.2025

Cakray KyHi 30.04.2025
Jlata pegakuuu 22.04.2025
JlaTta ckaunBaHMs 30.04.2025

[Ipunoxenue 20 k [IpaBuiam
perucTpanuu J€KapCTBEHHBIX CPEICTB U
MEIULIUHCKUAX WU3EJIAN 110 MPUHLINITY

«COAUHOI'O OKHa»

CBOAHBII 0TYET IKCNEPTOB MO OLIEHKeE JIEKAPCTBEHHOT0 Mpenapara

1. HpOBezera OKCIICPTHU3a PCTUCTPATNOHHOI'O AO0CHE JICKAPCTBCHHOI'O CPCACTBA

@®.1.0. (1pu ero HaIUYUK) U JOJDKHOCTh IKCIICPTOB

2. VYu4eHasi CTEIICHb, 3BaHKE

3. Ne 3asBKkH

4. Jlara

5. ToproBoe HanMeHOBaHKE NpenapaTa

6. MeskyHapoIHOe HelmaTeHTOBaHHOE Ha3BaHue (nayee - MHH)

7. JlexapeTBenHbIi npenapat ABISETCS OpurruHaIbHBIN JIEKApCTBEHHBIH Npernapar
BocnpousBeieHHBIN JIeKapCTBEHHBIN TIpenapaT
I'nOpuTHEIA TeKapCTBEHHBIH ITpenapar
Buonoruyeckuii 1eKapCcTBEHHBIN Ipenapar
MMMyHOOHOIOrHYECKHHl JIeKapCTBEHHBIH Tpena-
par
Buonono6usIit nekapcTBeHHbIi npenapat (buo-
CUMUJISP)
KoMOMHMpOBaHHEIH JIEKapCTBEHHBIH Mpenapar
JlexapcTBEHHBIH Mpemnapar ¢ XOpOoIo H3y4eH-
HBIM MEIMIMHCKUM IIPUMEHECHHEM
PagunodapmarieBTuuecKuil IeKapCTBEHHBIH TTpe-
napar WIH IIpeKypcop
T'omeomnaTuyueckuii JekapcTBEHHBIH Mpenapat
PacTuTenbHbIi TekapCcTBEHHBIH Mpenapar
OpaHHBIN JIeKapCTBEHHBIN TIperapaT
AxTHBHas papMareBTHIECKas CyOCTaHIMs, TPO-
u3BenieHHas He B ycnoBusx GMP
JlekapcTBeHHOE TIPHPOIHOE ChIphe (HE hapma-
KOTIeHHOE)
TpekBanudpukanus BO3
Tpanchep

8. Jlns reHepuKa yka3aTh Ha3BaHHE OPUTHHAIBHOTO JIEKAPCTBEHHOTO TpemnapaTa

9. JlekapctBennas popma

10. | HdosupoBka

11. | Konnenrpanus

12. | ®dapmakoTrepamneBTHUECKas IpyIIna

13. | Koa B coOOTBETCTBHH C aHATOMO-TEPATIEBTHUECKO-XMMHUYECKOMN KIIacCU(PHUKAIHE

(nanee - AHaTOMO-TepaneBTHYECKO- XUMHUYIECKast )




e.zZan

Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi
DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB

PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC

Cakray KyHi
Jlata pegakuuu
JlaTa ckaunBaHUS

Penakuusiinay KyHi

22.04.2025
30.04.2025
22.04.2025
30.04.2025

14. | ®opwma ormycka 10 peuenty 6e3 penentaCkadars
2. YnakoBka
Ne | HaumenoBanwue yma- Bun ynakoBku (mepBudHasi, BTO- Pa3z- 00b- | KonuuectBo enunuIl B yma- Kpatkoe onuca-
KOBKH pu4Hast) Mep eM KOBKE HHE
1.
2.
3. JlanHbIE O TPOU3BOAUTEIIE
Ne Tun opraHu3anuy UK y4acTOK MIPOU3BOACTBA HaumenoBanue opranusanuu Crpa- IOpununueckuii anpec
Ha
1. [IpousBoauTens
2. VYakoBIIHK
2.1 | IepBuunas
2.2 | Bropuunas
3. [IponsBoanTeNb, OCYIECTBISIONINNA KOHTPOJIh KaueCcTBa
4. [IponsBoauTeNb, OTBETCTBEHHBIN 3a BBIITYCK CEPHIA
5. JlepkaTensb peruCTPaliOHHOTO YIOCTOBEPEHHUS
4. PCI‘I/ICTpaHI/IH B CTPAHC-IIPOU3BOAUTCIIC U APYI'UX CTpaHax
Ne Haspanue cTpaHbl Ne perucTpallioHHOTO yJOCTOBEPEHHS Jlara Bbliaun Cpoxk neiictBust
1.
2.

5. B pe3ynbrare mpoBeIeHHOM SKCIIEPTU3bI YCTAHOBIICHO:

1) CocraB 1ekapCTBEHHOTO CPEJICTBA U 3aKJIIOUCHHUE O €r0 PAllMOHATIBLHOCTH U

COBMCCTUMOCTH MHI'PCANUCHTOB (YKaSaTI) JICKApPpCTBCHHBIC CY6CTaHHI/II/I )41

BCIIOMOTI'aTCJIbHBIC BCIICCTBA, BKIIIOYasd KOHCCPBAHTBI, COCTABHLIC BCIICCTBA 000JI0YKH

penaparoB):
Ne | HaumenoBanue KonnuectBo Ha HopmaTHBHBIN TOKYMEHT IO KOHTPOJIIO Ka4ecTBa U 0€30MaCHOCTH JIEKAPCTBEHHBIX CPEJCTB,
enunuly nekap- | wim [ocynapcrennas dapmaxones PecriyOnnku Kasaxcran, 3apyOexHble apmakorneu, npu-
CTBEHHOH (hop- 3HaHHBIE JIEHCTBYIOUMH Ha TeppuTopun PecyOnuku Kazaxcran
MBI
1. | JlexapcTBeHHas
(v1e) cyOcTaH-
nust (1):
2. | Bcrnomorarens-
HbIC BElIECTBA:
3. | Cocras o6omou-

KU TaOJETKH
WM KOpITyca

KarcyJbl:

2) s teKapCTBEHHOTO PACTUTEIBHOTO ChIPhS




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025

] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.04.2025
™ ‘ a ,' ' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata peaKkmum 22.04.2025
Pecry6anku KazaxcTaH B 51€KTPOHHOM BHJIE o
y p 2 JlaTta ckaunBaHMs 30.04.2025
No | BboraHuueckue JIaTUH- HopmaTHBHBIN IOKYMEHT 10 KOHTPOJIIO Ka4eCTBa ¥ 0€30I1aCHOCTH JIEKapCTBEHHBIX Jukopac- Me-
CKHE Ha3BaHMs pacTe- cpencts, i ['ocynapcrBenHas ¢apmaxones Pecrryommkn Kazaxcran u 3apy0esx- TyIee cTo
HHH, BXOJISIIHNX B CO- Hble (hapMaKoIeH, IPU3HaHHbIC ISUCTBYIOIMMY Ha TeppuTopuu Pecniyonuku Ka- WU KYJIb- po-
cTaB cbopa 3aXCTaH TUBUpYE- u3-
Moe pac-
Ta-
HUS
1.
2.

6. [Ipou3BoANTENN aKTUBHBIX CYOCTaHIIMM, BXOJSAIINX B COCTAB JIEKAPCTBEHHOTO
CpeacTBa

Ne | HammeHOBaHMeE BelecTBa, BXOSIIETO B HanmeHnoBaHue NpoU3BOUTENS Ha Crpa- | Anpec NpOU3BOACTBEHHOM MUIOIA-
COCTaB JICKAPCTBEHHOT'O CPEACTBA PYCCKOM M aHTJIMMCKOM SI3BIKaX Ha* K{ Ha PyCCKOM M aHTJINHCKOM SI3bI-
Kax
1.
2.

7. B ciydae Hanu4Ms B COCTaBe JIEKAPCTBEHHOI'O CPEICTBA BEIIECTBA,
NOJIEXKAILETr0 KOHTPOJIIO B COOTBETCTBHM ¢ 3akoHOM PecnyOnuku Kazaxcran «O
HAapKOTUYECKUX CPENICTBAX, IICUXOTPOIHBIX BEIIECTBAX, MX AHAJIOraxX U MPEKypcopax u
Mepax MPOTUBOJECHCTBUS UX HE3AKOHHOMY O00POTY U 3JI0YHOTPEOICHUIO UMI):

1) | 3akmodyenue o npUHAIIEKHOCTH K TOJKOHTPOIBHBIM BEIIECTBAM (HAa OCHOBAHHMH M3Y4YEHHS MEXKTyHAPOIHOTO HEIATeHTOBAHHOTO
HAMMEHOBAHUs, TOPrOBOTO HAa3BaHMUS, XUMHUUECKOTO Ha3BaHUsI, CTPYKTYPHOH (POPMYJIBI O IIPUHAIICKHOCTH K HOJKOHTPOJIBHBIM Be-
IeCTBaM C yka3anueM no3unuu Tabnui Crucka, sIBISeTCs JIH BEIIECTBO CTEPEOM30MEePOM HapKOTHUECKHX cpecTB Tabmuist 11, B
TeX Clly4asx, KOTr/la CyleCTBOBaHHE TAKUX HU30MEPOB BO3MOYKHO B PAMKaX JIaHHOTO KOHKPETHOT'O XMMHYECKOTro 0003HaveHus (eciu
TaKOBBIE OMPE/ICIICHHO HE NCKIIIOYEHBI), COJIBIO BCEX HAPKOTHUECKHUX CPEACTB, NepeurcieHHbIX B Tabnune 11, Bkirtouas comu n3ome-
POB, KaK IPEeAyCMOTPEHO BBIIIE, BO BCEX CIIyYasiX, KOTJla CYIIECTBOBAaHNE TAKUX COJICH BO3MOKHO;COJIBIO IICHXOTPOITHBIX BEIIECTB
Ta6muus! 11 1 Tabaunes 111, koraa cymecTBoBaHUE TAKUX COJIEH BO3MOXKHO

2) | Hay4HO-000CHOBaHHOE OINpPE/ICIICHUE CTEIICHN PUCKA 310YIOTPEOICHNUS: BBICOKHI PUCK 37I0yHOTPEOICHH S, HIIH PUCK 310yIoTpedite-
HUS OTCYTCTBYET, WX SIBIISCTCS HE3HAYNTEIbHBIM;ONPE/IEICHHE MAKCHMAJIBHO JIOITyCTHMOTO COAEPKAHUSI HAPKOTUIECKUX
CpPEZICTB, MICUXOTPOITHBIX BELIECTB U MPEKYPCOPOB B JIEKAPCTBEHHBIX CPEICTBAX;

3) 3aKIIFOYCHHUEO0 BO3MOXXHOCTH UJIM HEBO3MOYKHOCTHU U3BJICUCHHUS JIETKOAOCTYITHBIM cI1ocooom TIOAKOHTPOJIBHOT'O BEIICCTBA B KOJIUYC-
CTBaX, 10CTATOYHBIX JJIA 3J'IOyHOTp66J'IeHl/I5{

4) | 3axmroyeHue B TOM, YTO B OTHOILIEHHUM NIPENapaTa CHATHI HEKOTOPbIE MEPbl KOHTPOJIS

8. AHanu3 cBeJeHUH 0 MPOUCXOKACHHUH, peructpaunu B Pecnyonuke Kazaxcran,
Ka4yeCTBE U BBIBOJIbI O BO3MOKHOCTH HCIIOJIb30BaHUs CyOCTaHIINU (ITPU OTCYTCTBUU
ceptuduxara GMP)

9. Ananu3 CBeI[eHI/Iﬁ 0 Ka4CCTBC, KOJIMYCCTBC C BLIBOJAMH O AOIIYCTUMOCTHU
HCITIOJIB30BAHHA UCITIOJb3YCMbBIX BCIIOMOI'aTCIIbHBIX BCIICCTB
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10. 3axiroueHre 0 Mpor3BOACTBE (MMPOU3BOACTBEHHAS (DOPMYJIa, OMIMCAHUE TEXHOJIOTHH
MIPOU3BO/JICTBA, KOHTPOJIb B MPOILIECCE MPOU3BOACTBA, BAJIU AN TPOU3BOICTBEHHBIX
IIPOIIECCOR)

11. XapakTeprcTrka roTOBOTO MPOIyKTa (COOTBETCTBUE MPECTABICHHBIX TApaMeTPOB
B cepTH(UKATE KaueCTBa Ha TOTOBYIO MPOAYKIIMIO WJIH B IMACTIOPTE OPTaHU3AIH-
MIPOU3BOIUTENSI OTTMCAHHBIM METOJAMKAM KOHTPOJISI KaueCTBa B HOPMATUBHOM
JOKYMEHTAITMH, COOTBETCTBUE CEPHI MPECTABICHHBIX 00pa3IloB CEPUsIM, YKAa3aHHBIM B
ceprudukare)

12. 3aknroueHre 0 MApKUPOBKE U YITAKOBKE HA MPEIMET UX JOCTATOYHOCTH ISt
oOecreyeHus: COXpaHEHUs1 KaueCTBA JIEKAPCTBEHHOI'O CPEICTBA BO BPEMsI XpaHEHUS U
TPAHCIIOPTUPOBKH, (HEOOXOJUMOCTh AOMOJHUTENbHBIX HAAMKUCEN), HATUUNE
cnenupuKanuil Ha NEPBUYHYIO U BTOPUYHYIO YIAKOBKY. [ HITHeHHYeCKoe 3aKII0UeHHe
Ha YMAKOBKY (/1711 OTE€UYECTBEHHBIX MPOU3BOIUTENEH)

13. 3akar0ueHre O HAIMYUM WUIIH OTCYTCTBHUH B Ha3BAHUU JICKAPCTBCHHOI'O CPCACTBA:

1) rpadpruecknx CXoJICTB ¢ paHee 3aperuCTPUPOBAHHBIMU JIEKAPCTBEHHBIMU
npenapaTaMy U CJI0B ¢ HE0JIaro3ByYHbIMU BhIPOKCHUSIMU;

2) c1OCOOHOCTH BBECTH B 3a0JIyKJIECHUE OTHOCUTEIHLHO UCTUHHOIO COCTaBa U JICUCTBUS
npenapara;

3) cxoactea MHH u (15i1) cxoHble ¢ HUMHM Ha3BaHUA JIJIsl IEKAPCTBEHHOTO CPECTBA
JPYroro XMMUYECKOr0 COCTaBa WM JIEUCTBHUS.

14. Cnenudukanusi TOTOBOTO NMPOAYKTa
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15. 3aknroueHune o JaHHBIX XUMHUYECKOM, (papMalieBTHUECKO U OMoIornueckon (MH
BUTPO) KBUBAJIEHTHOCTH, IPEJICTABICHHBIX (DUPMOM Ha JIEKAPCTBEHHOE CPEJICTBO

16. 3axnroueHne 0 CTaOMIBHOCTH JICKAPCTBEHHOTO CPEICTBAa, 000CHOBAHHOCTH
3as1BJICHHOTO CPOKa XpaHEHHUSI

17. AHanu3 1 olleHKa MPOEKTOB UHCTPYKIUHU 110 METULIMHCKOMY TPUMEHEHUIO
JIEKAPCTBEHHOT'O CPEJICTBA, MAKETOB YIIAKOBOK M ITUKETOK, MPOBEPKA HA UJCHTUYHOCTh
YKa3aHUU YCJIOBHUM XPAHEHUS U TPAHCIIOPTUPOBAHUS, YKA3aHHBIX B IIPOEKTE
HOPMATHUBHOTO IOKYMEHTA M0 KOHTPOJIIO KauecTBa U 0€30MaCHOCTH JIEKaPCTBEHHOTO
CpPEICTBA U BBIIICYKAa3aHHBIX MTPOEKTAX

18. 3aximouenre 00 yCIOBUSX XpaHEHUS U TPAHCTIOPTUPOBAHUS JIEKAPCTBEHHOTO
CpeACTBa U HEOOXOIUMOCTh BBEJICHUSI IOTIOTHUTEIBHBIX TPEOOBAHUI C IIENIBIO
obOecrieueHus: COXpaHEHUsI KaueCTBa JIEKApCTBEHHOTO CPEACTBA

19. Ananu3 HOpMaTUBHOTO TOKYMEHTA MPOU3BOJIUTENS IO KOHTPOJIIIO Ka4ecTBa U
0€30MacHOCTHU JIEKAPCTBEHHOT'O CPEJICTBA U METOJAMK KOHTPOJISI KayeCTBA TOTOBOTO
POJYKTa

20. CpaBHeHHE ¢ aHAJIOTaMU, 3aperucTpupoBaHHbiME B PeciyOmke Kazaxcran.
CpaBHUTENbHAS XapaKTEPUCTHKA OCHOBHBIX MOKa3aTeseil KayecTBa

21. AHanu3 7OCTOBEPHOCTH Kau€CTBEHHOTO U KOJIMYECTBEHHOT'O COCTaBa aKTUBHBIX U
BCIIOMOTaTEIbHBIX BEIIECTB, YKa3aHHBIX B HHCTPYKIIMH IO MEAUITUHCKOMY
MIPUMEHEHHIO, CPAaBHUBAS C 3asBJICHHBIM COCTABOM B 3asBJICHUU, aHATUTHYESCKOM
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HOPMATHUBHOM OJOKYMCHTC U MAKCTC YITAKOBKH

22. OueHka papMaKoJIOrH4ecKo COBMECTUMOCTH KOMIIOHEHTOB, B ClTydae
perucTpanry BOCIIPOU3BEAEHHOIO JIEKAPCTBEHHOTO CPEACTBA IPOBECTH CPABHEHHUE C
COCTAaBOM OPUTMHAIBHOIO Ipernapara

23. * AHanu3 TOKyMEHTAIUHU 10 TOKJIMHUYECKUM UCCIIEIOBAHUSIM: TOKCUYHOCTH
(octpas, xponnueckas, LD50, LD100), kaH11epOreHHOCTH, SMOPUOTOKCUIHOCTH,
TEPaTOreHHOCTH, MyTar€HHOCTH, MECTHO-PA3IPAKAIOIIETO ACHUCTBUS, BIUSHUS HA
MMMYHHYIO CUCTEMY, crieniududeckor papmakonoruuyeckou (0MoI0ruuecKoit)
akTuBHOCTHU. [IpMedanwe: mpu SKCepTH3e OMOCUMIIISIPOB yKa3aTh MpernapaT
CpaBHEHUSI, UCTIOJIb30BAaHHBINM HA BCEX ATAaaxX CPaBHUTEIBHBIX UCCIIEIOBaHUMN (OT
dbapMaieBTHYECKON pa3pabOTKH 10 KIMHUYECKUX UCCIEOBAHUM): HA3BaHUE, aKTUBHOE
BEIIECTBO, MPOU3BOIUTEND, CTPAaHA-TIPOU3BOIUTENb, CEPHUs, CPOK TOAHOCTH

24. * Ananu3 NOKyMEHTalluU KIMHUYECKUX UcCheoBaHu ((pa3bl KIMHUUYECKUX
UCCIIEOBAHUM, TOCTMAPKETUHTOBBIE UCCIIE0OBAHUS, TPOTOKOJIBI U OTYETHI,
3aKJIIOUeHHS DTUuueckoi komuccun). [Ipu 5ToM HEOOX0IUMO yKa3aTh MECTO, JaTy,
CIIOHCOpA MPOBEICHUS UCCIEA0BAHUS, 11€Jb, TU3aiTH, JJIUTEIbHOCTh UCCIIEI0OBAHUS,
KOJIMYECTBO, MIOJI BO3PACT UCIBITYEMBIX, PEXKUM JO3UPOBAHUS Ipenapara, MOHUTOPUHT
NMOOOYHBIX JIEUCTBUI B MPOIIECCE MPOBEICHUS KIIMHUUECKUX UCCIEAOBaHUM,
COOTBETCTBHE OTUETA MPOTOKOILY, 3aAKIIOUECHHE O COOTHOIIEHUH «I10JIb3a-PHUCK».
[Ipumeuanue: mpu dKCHEPTU3E OMOCUMUIISIPOB yYKa3aTh IIpenapaT-cpaBHEHUS,
WCIIOJIb30BaHHBIN HAa BCEX ATANaX CPABHUTEIbHBIX UCCIEAOBAHUN (OT
dbapMaleBTHYECKOM pa3pabOTKH 10 KIMHUYECKUX UCCIEOBAHUM ): Ha3BaHUE, aKTUBHOE
BEILIECTBO, MPOU3BOAUTEIND, CTPAHA-TIPOU3BOAUTEND, CEPUSI, CPOK TOJHOCTH.

25. OueHka HCTOYHHUKA TPOUCXO0KIEHUS (KPOBb, OpraHbl U TKAHHU YEJIOBEKA U
KUBOTHBIX) U crieUU(PUUECKON aKTUBHOCTH JIJIs1 UMMYHOOHOJIOTHYECKUX MTPENapaToB
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26. * Ouenka 6e3omacHOCTU U 3PHEKTUBHOCTU JEKAPCTBEHHOT'O CPEICTBA MO
pe3yibTaTaM KJIMHUYECKUX MCCIICIOBAaHUN B OTHOIICHUH 3aBJICHHBIX BO3PACTHBIX
rpyni 00JbHBIX, 000CHOBAaHHOCTH BBIOOPA MOKAa3aHUM K TPUMEHEHUIO,
IPOTUBOIOKA3aHUM, TPEIOCTEPEKEHUN TP MPUMEHEHUHU TTpenapaTta, npoduis
MOOOYHBIX JIEUCTBUI

27. 3anonHseTcs TONBKO MPU MOAAa4e Ha 3asBJICHUS TOCYJaPCTBEHHYIO
NEPEPETUCTPALIMIO JIEKAPCTBEHHOIO NPENapara

Onenka 0e30macHOCTH ¥ 3PGEKTUBHOCTH JIEKAPCTBEHHOI'O CPEICTBA HA OCHOBE JaHHBIX
NEePUOANYECKH OOHOBISIEMBIX OTUETOB O O€30MACHOCTHU - aHATU3 MPODUIIS
0€30MacHOCTH, BHECEHUH HOBBIX MOOOYHBIX ACHCTBUM, MPOTUBOMOKA3AHUI B KPATKYIO
XapaKTEePUCTHUKY JIEKAPCTBEHHOIO Mpenapara U UHCTPYKIUIO 110 MEAUIIMHCKOMY
MPUMEHEHUIO UM OTKAa3€ B MEpEepPErucTpaluu npenapara, i3SMEeHEHUS B
PErUCTPAllMOHHOM CTaTyce Ipenapara B JPyrux crpaHax, OOHOBJIEHHBIE TaHHBIE O
Mepax, IPUHATHIX PEryJATOPHBIM OPTraHOM WJIM MIPOU3BOIUTENIEM IO COOOPAKEHUSIM
0€30MacHOCTH, U3MEHEHHS B MHGOpPMAIIMH 110 O€30aCHOCTH Ipemnapara, 00beM
MPOJIaK, KOJIMYECTBO MAIMEHTOB, MOJIYYUBIIUX MPEnapaT 3a OTYETHBIN NEePUOI,
U3y4YEeHHUE ONMUCAHUS UHIUBUAYATBHBIX CIIy4aeB U MEPEeUHs MOOOYHBIX ACHUCTBUIN U
CBOJIHBIX TaOJIHII, MHAWBUAYAJIbHBIX CIIy4aeB MPOSBICHUS TOOOYHBIX TCUCTBUN
BBISIBIICHHBIX JIEP>KATEJIEM PETUCTPALIMOHHOTO YJIOCTOBEPEHUS, XapaKTep U KOJIUYECTBO
CEPbE3HBIX MOOOYHBIX ACHCTBUHN U paHee HE 3apEerUCTPUPOBAHHBIX KoMIanueu. OO0rias
OLICHKa 0€30IaCHOCTH Ha OCHOBE JIaHHBIX NMEPUOAMYECKH OOHOBIISIEMBIX OTYETOB O
0€30MacHOCTH U 3aKJIFOYCHUE O COXPAaHEHUH WM U3MEHEHUU TPoduiis 6€301acHOCTH,
BHECCHUHU HOBBIX MOOOYHBIX JEUCTBUHN, TPOTUBOTIOKA3aHUN B HHCTPYKITUIO 11O
MEIUIMHCKOMY PUMEHEHHIO WIIM OTKa3€ B EPEPErucTpalny rpenapara.
[Ipumeyanue: npoBeieHNE HKCIIEPTU3BI TPETTAPATOB-OMOCUMUIISIPOB B COOTBETCTBUH C
TpeboBanusiMu: Ha skcniepTu3y npu rocyapCTBEHHOU MepeperucTpanuu
OMOJIOTUYECKOTO JICKAPCTBEHHOTO CPEJICTBA, B TOM UHCIIE OMOCUMUIISIPA,
npenocrasisitorcs Yacru I-111 I1epeuns, uz Yactu V:
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eciryOnuku KazaxcraH B 2JIeKTPOHHOM BHJIE Tlata ckaumBanms 30.04.2025

1) mepuonnyecku OOHOBIAEMBIN OTUET 1O 0€30MAaCHOCTH WIIM MTEPUOTUYECKUA OTUET

2) pe3ynbTaThl MOHUTOpUHTA [[11aHa ynipaBieHus! puckaMu 1 MUHUMHU3AIAHA PUCKA,
UMMYHOTE€HHOCTH, TIPY TPUMEHEHUU OMOJIOTUYECKOT0 JIEKaPCTBEHHOTO CPEJICTBA, B TOM
yucie B PecnnyOnuke KazaxcTraH, moJlydeHHBIX B pe3yJibTaTe: MOCTPETUCTPAIIMOHHBIX
HAOJII0TaTeNbHBIX UCCIEA0BaHM 0€30MacHOCTH U AP(HEKTUBHOCTH JIEKAPCTBEHHOTO
cpencTBa (METOJIOM aKTHBHOTO MOHUTOPHHTA, METOJIOM CITy4ait KOHTPOJIb WA
KOTOPTHBIX PETPOCIEKTUBHBIX U (MJIM) MPOCIIEKTUBHBIX UCCIEAOBAHUN)

aHaJlu3a PCFI/ICTPOB ManguCHTOB, IMOJYYAaroIIUX JICYCHUC OIIPCACIICHHBIM
OMOJIOTHYECKUM JICKApCTBCHHBIM CPCACTBAM

IMOCTMAapPKCTUHT OBBIX KIIMHHUYCCKHUX I/ICCHeI[OBaHI/Iﬁ

IPOBEICHUS 00YUAIOIIUX MEPOIIPUSATUH TIO MOBBIICHUIO HH(HOPMUPOBAHHOCTH Bpaydei,
¢dhapMalleBTOB U MAIIUEHTOB C IIEJIbI0 CHIXKEHUSI PUCKOB, CBSI3aHHBIX C MPUMEHEHUEM
OMOJIOTUYECKOTO JICKaPCTBEHHOTO cpeicTBa B PecmyOnuke Kazaxcras.

28. Ornenka 6e30macHOCTH ¥ 3P GEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA C YIETOM
COOTHOIICHHUSI «I10JIb3a-PUCK» - TPOTUBOIOKA3AHUS, IPEAYIIPEKICHUS U
pPEeAOCTEPEKEHUS IPU MPUMEHEHUH Tpenaparta. TpedyeTcs oOpaTtuth 0codoe
BHUMAaHHE Ha JICTCKUI BO3PACT, OEPEMEHHBIX 1 KOPMSAIIUX JKECHIIMH, TTOKUIION BO3PaCT,
MAIMEHTOB C ITIOUYSYHOU U IIEYSHOUYHON HEJOCTAaTOUHOCTHIO

29. DkcnepTru3a UHCTPYKIHMH MO MEAUIIMHCKOMY MPUMEHEHUIO MPOBOUTCS B
CpPaBHEHMH C KPAaTKOW XapaKTEepUCTUKOM JIEKapCTBEHHOTO penaparta. Jlemaercs
3aKJIFOUEHHE O COOTBETCTBUU MJIM HECOOTBETCTBUU MOKa3aHUN K MPUMEHEHHUIO,
m0OOYHBIX IUCTBU, MPOTUBOMOKA3aHUM, OCOOBIX YKa3aHHM, TEKaPCTBEHHBIX
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B3aMMOJICHCTBHI, IEPEAO3UPOBKH, YKa3aHHBIX B UHCTPYKIUHU IO MEIUIIMHCKOMY
IPUMEHEHUIO JIEKAPCTBEHHOTO CPEJICTBA, KPAaTKOW XapaKTEPUCTHUKE JIEKAPCTBEHHOTO
npenapara

30. 3akIr0ueHHE O HAIMYUM WUJIN OTCYTCTBUHU B HAa3BAHUU JICKAPCTBCHHOI'O CPCACTBA:

1) rpadpruecknx CX0JICTB ¢ paHee 3aperuCTPUPOBAHHBIMU JIEKAPCTBEHHBIMU
npenapaTtaMu U CJIOB ¢ HE0Iaro3ByYHbIMHU BhIPAXKEHUSIMU

2) c1OCOOHOCTH BBECTH B 3a0J1yKJE€HUE OTHOCUTEIHLHO UICTUHHOI'O COCTaBa U JICUCTBUS
npenapara

3) cxoactea MHH u (unu) cxonHble ¢ HUMU Ha3BaHUA JIJIsl IEKAPCTBEHHOTO CPEJICTBA
JPYyTroro XMuMUYECKOr0 COCTaBa WU JEHCTBUS

31. OreHka nMpaBUILHOCTH IPUCBOCHUS KOAa AHATOMO-TEPaANIeBTHUECKO-XUMUYECKOM
(manee — ATX) knaccudukaiuu, COOTBETCTBUS (papMaKoTepaneBTUYECKON IPYIIIbI
kony ATX knaccudukainuu, HapMakoIOrH4ecKoMy JeHCTBUIO, TOKA3aHUIM K
npuMeHeHuto0. B cityyae HenpaBuiibHO 3asBlIeHHBIX ATX Koma u
dbapMakoTepaneBTUYECKON IPYyNIIbl, TPEOYETCs yKa3aTh PEKOMEHIyeMbIe SKCIIEPTOM

32. IIpoBepka aieKBaTHOCTH 3asIBJICHHBIX JI03 U PEXKUMA TI03UPOBAHUS COTJIACHO
(dhapMaKOKMHETUYECKHUM MapaMeTpam (Tepruoa MmoayBbIBEICHUs], CTETIEHU CBSI3bIBAHUS
¢ OesikaMH T1a3Mbl KPOBH, BIUSIHUE HA aKTUBHOCTD MEUYEHOYHBIX (PEPMEHTOB, BpeMsI
COXpaHEHUs OaKTEPHUOCTATUUYECKOM (OaKTEPUIIMIHOMN) KOHIICHTPAIIUU B CITydae
aHTHOAKTepHUAIbHBIX MpernapaToB). Tpedyercst oOpaTuTh 0c000€ BHUMAHKE Ha 1036,
PEKOMEHyeMbIe JETSIM, TIOKUIIBIM, OOJIEHBIM C HAPYIICHUSIMU (YHKIIUHA TOYCK U
NIEYEHU
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PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC I[aTa CKAUMBAHUS 30.04.2025

33. IIpoBepka COOTBETCTBUS 3asIBJICHHOTO CPOKA XPAHEHHUs], yKa3aHHOI'O B 3asBJICHHUH, B
KpPaTKOM XapaKTEPUCTUKE JIEKAPCTBEHHOIO MPENnapara, HHCTPYKIUU IO MEAULUHCKOMY
IPUMEHEHUIO, MAKETAX YIIAKOBKH CO CPOKOM XPAHEHHMSI, YKa3aHHBIM B HOPMaTUBHOM
JOKYMEHTE

34. CooTBeTCTBHE NPEACTABICHHON HHCTPYKIUU 10 MEAULIMHCKOMY IPUMEHEHHIO
JEeNCTBYyIOUIEMY 3aKOHOAaTenbcTBY Pecryonuku Kazaxcran.

35. JleranpHO€ ONKCaHUE CUCTEMBI (hapMaKOHAA30pa U YIPABICHUS PUCKAMMU:

1) KpaTkast xapakTepucTHUKa CUCTEMbI (hapMaKOHaA30pa AeprKaTes
PETUCTPALMOHHOIO YIOCTOBEPEHHUSI BKIIKOUAET CIEAYIOLINAE 3JIEMEHTHI:

JI0Ka3aTeJIbCTBO TOTO, YTO JEPKATEIb PETUCTPALMOHHOIO YAOCTOBEPEHUS UMEET
B CBOEM PACHOPSKEHUU YIIOTHOMOYEHHOE JIUIO 32 TJI00aNbHbIN (hapMaKoHaA30p
JEeKJIaparys, MOJNMCaHHas JePKaTeIeM PETUCTPALIMOHHOIO YA0CTOBEPEHHS O TOM, UTO
OH UMeEeT cucTeMy (papMaKoHaA30pa JJIsl BBIOJIHEHUS 33/1a4 U 00A3aHHOCTEH 110
NOCTPETUCTPALIMOHHOMY KOHTPOJIIO O€30MaCHOCTH JIE€KAPCTBEHHBIX CPECTB

CCBIJIKA Ha MECTO (aJIpec), T/ie XpaHUTCS MacTep-(haiis cucTeMsl (papMakoHaa30pa
KOHTAKTHBIE JaHHBIC YIIOJHOMOYEHHOTO JIMIA 32 II100abHBINA (papMaKkoHaI30p;

2) yroaHOMOYE€HHOE (KOHTaKTHOE) JIUI0 3a (papmakoHaa3op B Pecnybnuke
Kazaxcran: 1OKyMeHT, TOATBEPKAAFOITNI Ha3HAYECHUE YITOTHOMOYEHHOTO
(KOHTaKTHOTO) JuIla 3a papMakoHaa30p B PecnyOnmke Kazaxcran

KOHTAaKTHBIC JaHHBIE YITOJIHOMOYEHHOTO (KOHTAKTHOT0) JIUIIa 3a (hapMaKOHAI30p
B PecniyOnuke Kazaxcran;

3) Ilnan ynpaBieHus! pucKaMu IpU MEAUIIMHCKOM MTPUMEHEHUH JIEKApCTBEHHOTO
CPEeICTBa, 3asIBJICHHOTO Ha pErucTpaluio (MepeperucTpaliio) Uid BHECEHHUE
U3MEHEHUH (JIs1 OpPUTHHAIBHBIX TpenapaToB, OMOCUMUIISIPOB, BaKIIMH, IPETIapaToB
KpPOBH, T€HEPUYECKUM ITpenaparam TpeOYIOIIEero 0coo0ro KOHTPOJIA)

IIpumeuanue:
* OTMEUEHHBIE pa3/ieiibl 3aN0JIHAIOTCS IPH NepEPErucTpauu

3aKIOYEHUE:



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi
AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray kyHi

e* ‘ a ' ,' DTaJOHHBIH KOHTPOJIbHBIN OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB IlaTa penaKium

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
JlaTa cCKaunBaHHS

22.04.2025
30.04.2025
22.04.2025
30.04.2025

MOJIOKUTENIBHOE OTPUIIATEIhHOE (C 00OCHOBAHKEM )
JlaTa moCTyTUIeHHS TOKYMEHTOB DKCIIEPTY
JlaTa 3aBepIIeHUS SKCIIEPTU3bI TOKYMEHTOB

Bce JaHHBIC, TIPUBCACHHLIC B OKCIICPTHOM 3aKIHOUYCHNHU, JOCTOBCPHLI U

COOTBCTCTBYIOT COBPCMCHHBIM Tpe6OBaHI/I$IM, 4TO IIOATBCPIKAATO JIMYHOH IIOAITUCBIO.

PykoBoauTens CTpyKTYpPHOTIO NOAPA3ACICHUS

noanuck @.N.O (ripu ero HaIUYKHN)

DKcnept

noanuck @.N.O (ripu ero HaIUYKN)

Jlara
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Kazakcran PeCl'Iy6J1HKaCLIHLII—[ OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi
DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB
Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE

Penakuusiinay KyHi 22.04.2025

Cakray KyHi 30.04.2025
Jlata pegakuuu 22.04.2025
JlaTta ckaunBaHMs 30.04.2025

[Ipunoxenue 21 k IIpaBuiam

pErucTpanunm JEKapCTBEHHBIX CPEACTB U

MEIUIUHCKUAX U3IETUN 110 PUHIUITY

«COAUHOI'O OKHa»

dbopma

CBoaHBIN 0TUET IKCIIEPTOB IO OECHKE JIECKAPCTBCHHOI'0 NIpennapara nmpu

H3MCHCHHUAX, BHOCUMBbLIX B PETHCTPAIIMOHHOEC JOCHEC

®.1.0. (mpu ero HaTMYUH) U TOJDKHOCTH dKCIIEpTa

2. YueHas CTEeNeHb, 3BaHUE

3. Ne 3asBKH

4. Jlara

5. ToproBoe HariMeHOBaHHUE TIpeHapaTa

6. MesxyHapoaHOEe HEMAaTEeHTOBAHHOE Ha3BaHUE

7. | JlexapcrBennbiii npenapar OpUruHANBHBII IeKapCTBEHHBIH Ipenapar
BocnpounsBeaeHHbII 1eKapCTBEHHBIN penapaT
T'ubpuaHBIi TeKapCTBEHHBIN MpenapaT
Buonornueckuii iekapcTBeHHBIN NpenapaT
VIMMyHOOMOIOrNYECKHH JIEKapCTBEHHBIH TIpe-
napar
Bronono6HsIi IekapcTBeHHBIH npenapat (buo-
CUMMUJISIP)
KomOunupoBaHHbIH JTeKapCTBEHHBIN Mpenapar
JlexapcTBeHHBIH penapar ¢ XOpoIIo U3yyeH-
HBIM MEIUIIMHCKUM PUMEHEHHUEM
PanrodapmarieBTHYeCK i JIeKapCTBEHHBIH Ipe-
rapat WiIH IIpeKypcop
T'omeonarmuecknii 1eKapCTBEHHBIN NpenapaT
PactuTenpHbIi TekapcTBEHHBIN TpenapaT
OpaHHBIN IeKapCTBEHHBIH Tpernapat
AkTuBHas papMarieBTUUECKast CyOCTaHIHs,
npousBe/ieHHas He B ycinoBusix GMP
JlekapcTBEeHHOE IPUPOHOE ChIpbe (He apma-
KOTEHHOE)

8. J1711 BOCTIpOM3BEIEHHOTO JIEKAPCTBEHHOTO MpPENapaT Wik ONOCUMUIIPA yKa3aTh

Ha3BaHNE OPUTHHAIBHOTO JICKAPCTBEHHOTO Mperapara

9. JlekapcTBenHas Gpopma

10. | Jo3upoBka

11. | Konuentparus

12. | dapmaxoTepaneBTHYECKast TPyIIIa

13. | Kox B COOTBETCTBHHU C aHATOMO-TEPANICBTHYECKO-XMMHYECKOH KIaccu(ukanuen

14. | ®opma oTtmycka




e.zZan

KaSaKCTaH Pecny6nm<acr>m1>m OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTLIep/IiH TANOHIbI OaKplIay OaHKI
DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB
Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

22.04.2025
30.04.2025
22.04.2025
30.04.2025

IO PeLenTy

0e3 perenita

2. YnakoBka

Ne | HaumeHnoBaHHe ynakoBKU Bun ynakoBku (miepBUYHAasI, BTOPUYHAS) Pasmep | O6wem | KommdecTBo equHUIL B yIIaKOBKE
1.
3. JlanHbIE O TPOU3BOAUTEIIE
Ne Tun opraHu3aly WK y4acTOK MIPOU3BOACTBA HaumeHnoBanue opranu3anuu Crpa- IOpunuueckuit anpec
Ha
1. [IpousBoxuTens
2. V1akoBIIuK
2.1 | IlepBuunas
2.2 | Bropuunas
3. [Tpou3sBoauTeEIb, OCYILECTBISIOMINI KOHTPOJIb KauecTBa
4. [IponsBoanTe s, OTBETCTBEHHBII 32 BBITYCK CEpUil
5. Jlepxatesb peruCTPaliOHHOTO YAOCTOBEPEHHS
4. PCFHCTpaHI/IH B CTPAHC-TIPOMU3BOJAUTCIIC U JPYIUX CTpaHaAX
Ne HasBanue crpansl Ne perucTpalilioHHOTO yJOCTOBEPEHHS Jlara Bbliaun Cpoxk neiictBust
1.
2.

5. 1) CocraB n€kapCcTBEHHOIO CpeACTBa (yKa3aTh JIEKAPCTBEHHBIE CYOCTAHIIMY U

BCIIOMOI'aTCJIbHBIC BCIICCTBA, BKIIHOYAsA KOHCCPBAHTBI, COCTABHBIC BCIICCTBA 000JIOUKH

npenapaTon):
Ne | HammenoBanwue KomuuaectBo Ha HopmaTtuBHBIN TOKYMEHT 110 KOHTPOJIIO Ka4eCTBa U O€30I1aCHOCTH JIEKApPCTBEHHBIX CPEJCTB,
enuHuiy jekap- | wnu locynapcTBennas papmaxomnes PecriyOnnku Kasaxcran, 3apyOexHble (papMakorneH, mpu-
CTBEHHOH op- 3HaHHBIC JACHCTBYOUIMME Ha Tepputopuu Pecyonuku Kasaxcran
MBI
1. JlexapcTBeHHas
(v1e) cyOcTan-
s (1):
2. | Bcnomorarens-

HBIC BCUICCTBA:

3. Cocras 0605104~
KM TaOIeTKH
WM KOpITyca
KarcyJbl:

2) Jlns nekapCTBEHHOTO PACTUTEIBHOTO ChIPhS

Ne | Boranmueckue maTuH- HopMmaTtHiBHBIH JOKYMEHT 110 KOHTPOJIIO KauecTBa 1 0€30I1aCHOCTH JIEKapPCTBEHHBIX Jukopac- Me-
CKHe Ha3BaHHs pacTe- cpencts, uiu ['ocynapcrennas dapmakonest Pecriyonuku Kazaxcran u 3apyoex- Tyliee CTO
HU, BXOJSILUX B CO- HbIe (papMakorien, IpHU3HaHHbIC ACHCTBYIOLUIMMH Ha Tepputopun Pecnyoiuku Ka- WM KYyJIb- po-
craB cOopa 3aXCTaH THUBUpYeE- u3-

Moe pac-




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025

aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 30.04.2025
™ ‘ a ,' [ | DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata pesakiyuu 22.04.2025
Pecry6nmkn KazaxcraH B 371eKTPOHHOM BHJIE Tlata ckaumBanms 30.04.2025
Ta-
HUS

2.
6. HpOI/I:’)BOI[I/ITeHI/I AKTHUBHBIX CY6CT3HHHI>1, BXOOAIIKUX B COCTAB JICKAPCTBCHHOI'O
cpencTBa
Ne | HammeHoBaHME BEILECTBA, BXOJLIETO B HaumeHoBaHMe pONU3BOAUTENS HA Crpa- | Anpec NpOU3BOACTBEHHOM IUIOIIA-
COCTaB JIEKAPCTBEHHOTO CPEACTBA PYCCKOM M aHTTIMICKOM SI3BIKaX Ha* KU Ha PyCCKOM U aHIJTHHCKOM SI3bI-
Kax
1.
2.

7. 1) CocraB JIeKapCTBEHHOT'O Cpe/ICTBA (YKa3aTh JICKAPCTBEHHBIC CYOCTaHIINU U
BCIIOMOTaTEIbHbIE BEIIECTBA, BKIIFOYasi KOHCEPBAHThI, COCTABHBIC BEIIECTBA 000JIOUKH

penapaToB):
Ne | HaumenoBanue KonunuectBo Ha HopmaTHBHBIN TOKYMEHT [0 KOHTPOJIIO Ka4eCTBa U 0€30MaCHOCTH JIEKAPCTBEHHBIX CPEJCTB,
enuHuly sekap- | wim locynapcrBennas dapmaxornes PecrryOnnku Kasaxcran, 3apyOexxHble papMakorne, npu-
CTBEHHOH (hop- 3HaHHbIE JIEHCTBYIOMUMH Ha TeppuTopun PecyOnuku Kazaxcran
MBI
1. | JlexapcTBeHHas
(b1e) cyOcTan-
st (un):
2. | Bcnomorarens-

HBIC BCILICCTBA:

3. CocTtaB 000J104-
KU TaOJCTKH
WK KOpITyca

KarCyJbl:

2) [1ns1 1eKapCTBEHHOT'O PACTUTENBHOTO ChIPhs

Ne | BoraHuveckue JaTHH- HopMmaTuBHBIH IOKyMEHT [0 KOHTPOJIIO Ka4ecTBa U 0€3011aCHOCTH JIEKApPCTBEHHBIX Jlukopac- Me-
CKH€ Ha3BaHHs pacTe- cpencts, uiu I'ocynapcrennas dapmakonest Pecrryonuku Kasaxcran u 3apy6ex- Tyuiee CTO
HU, BXOJALIMX B CO- Hble (hapMaKxoren, IpU3HaHHbIE NeiiCTBYOMMMH Ha TeppuTopuu Pecmy6mmku Ka- WK KyJlb- | 1po-
cTaB cbopa 3aXCTaH TUBHpYE- u3-
Moe pac-
Ta-
HUS
1.
2.

8. [IpousBoaMTENN AKTUBHBIX CyOCTaHIIMNA, BXOJIAIIUX B COCTAB JIEKAPCTBEHHOTO

cpencTBa
Ne | HammeHOoBaHME BelecTBa, BXOJSIIETO B HanmeHnoBaHue Npon3BOIUTENS Ha Crpa- | Anpec NpOU3BOACTBEHHOM IUIOIMIA-
COCTaB JIGKAPCTBEHHOTO CPEACTBA PYCCKOM M aHTJIMMCKOM SI3BIKaX Ha* KH Ha PyCCKOM M aHTJIMHICKOM SI3bI-

Kax




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025

] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.04.2025
- ,‘ a ,' ' ?Taﬂog}{mﬁ I;Z)HTpO.TII)HHﬁ 0aHK HOPMATHBHBIX IIPABOBBIX AKTOB Jlata pesakiyuu 22.04.2025
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[2 | | |
9. Tun u3MeHeHU
‘ 1) TUI M3MEHEHU# B COOTBETCTBHU C TIPUIIOKEeHHEM 17 BHOCHMBIE H3MEHEHHSI | Crapas pegaxius | Hogas pepakuus ‘
10. OueHka perucTpamoHHOTO JOChE M0 aCleKTaM KauyecTBa, 0€30MacHOCTH U
3 peKkTHBHOCTH
Pexomenpanum:

1) | 3asBreHHBIC H3MCHCHHS THITA (yKa3aTh THIT) HE OKa3BIBAIOT BIMSIHUS HA KA4eCTBO, 0€30MacHOCTh U 9P )EKTHBHOCTD JIEKap-
CTBEHHBIX CPE/ICTB. 3asBICHHOE U3MEHEHHE PEKOMEHIYyeTCst K peructpaiun. COOMIOACHBI yCIOBHS IS BHECCHHST H3MEHEHHH 110 3a-
SIBIICHHOMY THITy H3MECHCHHHA.

2) | 3asBieHHBIC U3MEHEHUS THUIIA (yxa3aTb THIT) OKa3bIBaIOT BIMSHUE HA KAYECTBO, 0€30IaCHOCTD M 3((PEKTUBHOCTS Jie-

KapCTBCHHBIX CPEACTB. 3asBICHHOE U3MEHEHHE HE PEKOMEHAYETCS K pETUCTPALUU.

3) B cooTBeTcTBUM C 3asBJICHHBIMU U3MEHEHUSIMH HE MpeAoCTaBICHbI JOKYMEHTBI PETUCTPALITUOHHOI'O TOCHE B IIOJTHOM o0Beme co-
TJIaCHO ITPHUJIOKEHUIO 17 nnu He CO6JIIOZ[CHLI ycJioBuUs AJisi BHECCHUS W3MEHEHUH 110 3asBJICHHOMY THUITY U3MCHECHUH. H€06XOIIHMO

PacCMOTPETh JOKYMEHTHI ITIOBTOPHO IIOCJIC IPEAOCTABICHUS JOIIOJTHUTCIIbHBIX MAaTECPHUAJIOB I10 3aIIpOCYy SKCIIEpTa:

I[aTa MOCTYINNICHUA JOKYMCHTOB 3KCIICPTY

I[aTa 3aBCPHICHUA OKCIICPTU3BI JOKYMCHTOB

Bce JaHHBIC, IIPUBCACHHBIC B OKCIICPTHOM 3aKIFOYCHUHN, JOCTOBCPHBI U COOTBCTCTBYIOT
COBPCMCHHBIM TpC6OBaHI/I$IM, 4dTO IIOATBCPIKAAIO JIMYHOH IIOAITUCBIO.

PykoBoautens CTpyKTYpHOrO OAPA3ACIICHUS

noanuck @.N.O (ripu ero HaIUYNHN)

DKcnept

noanuck @.N.O (ripu ero HaJIUYNN)

Jlara
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Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIep/IiH TANOHIbI OaKplIay OaHKI
DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi 22.04.2025

Cakray KyHi 30.04.2025
Jlata pegakuuu 22.04.2025
JlaTta ckaunBaHMs 30.04.2025

[Ipunoxenue 22 k IIpaBuiam

perucTpanuu JCKapCTBCHHLIX CPCACTB

Y MEIUIIMHCKUX U3JETUN 110 PUHIUITY

«COAUHOI'O OKHa»

I/IH(bOpMaIII/ISI O BCIIOMOTaTCJIbHBIX BCHICCTBAX, HOMUHAJIbHOM HUX COACPIKAHNH B

JICKaPpCTBCHHBIX IIPCIIaparax, a TAKKC OIrpaHUYCHUA IIPUMCHCHU A JICKAPCTBECHHOTI'O

IIpcIiapara
Ne HaumMeHoBaHue Bcriomora- IyTts Jomy- MNudopmanus, moyiexaias oT- Kommenrtapuun**
I TEJIbHBIX BEILIECTB BBeJle- cTu- PaxXeHHIO B HHCTPYKLUH IO Me-
/i HUS MblE JHULUHCKOMY NPHUMEHEHUIO
npeze-
JIBI CO-
JepKa-
HUS
BCIIO-
Mora-
Telb-
HBIX
BE-
LIECTB
1 2 3 4 5 6
1. AnpoTuHUH Mecrt- * I'mnep4uyBCTBUTENBHOCTD UITH
HOE cepbe3Hasl alIepruieckas peak-
st
2. ApaxucoBoe Macio Mecrt- * [IpoTuBOMOKA3aHBI JTUIIAM C al- OunIeHHOE apaxXuCcOBOE MACIO MOKET
HOe, Tie- JIEPTrHYECKON peaklueit Ha ope- coJiepkaTh Oenok
popaiib- XU WJIH COIO
HOE, T1a-
peHTe-
pajnbHOe
3. Acnaptam (E951) [epo- * CoznepxuT (eHUNaIaHuH, Ipo- MoskeT HaHeCTH BpeJl JIMLaM C (heHHIIKe-
painbHOe TUBOIIOKA3aH JIIO/IM C (PEHUIIKE- | TOHYpHEH
TOHYpHen
4. Asokpacutenu:1) E 102 ITepo- * Amieprudeckue peakiuu E 102, E 110, E 122 - 3anpemieHs! K npu-
Taptpazun2) E 110 XKen- panbHOe MEHEHHMIO B JICKapCTBEHHBIX IpernapaTax
1o1# 3akar (FCF)3) E 122 JUIsL JeTen
A3zopy6us, Kapmonsun4) E
124 Tlouco 4R (myHIOBBII
4R), KoureHnunb kpacHast
A5) E 151 bpmunanToBbli
yepHblii BN, uepneiii PN
5. E 104 XXentblit XHHOIHMHO- 3ampelleH K IPUMEHEHHUIO B JIEKapCTBEH-
BbIi (Quinoline Yellow) HBIX Iperaparax Jyis AeTen
6. E 107 XKenrsiit 2 G (Yellow 3apelleH K IPUMEHEHUIO B JICKapCTBEH-
2G) HBIX Ipemnaparax Juisi AeTen
7. 3amnpelieH K IPUMEHEHHUIO B JICKapCTBEH-

HBIX Tpenaparax Ui qeTei
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Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIep/IiH TANOHIbI OaKplIay OaHKI
DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
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E 120 Kopuenuib, kapMu-
HOBasl KHCJIOTA, KAPMHUHBI
(Cochineal, Carminic acid,
Carmines)

8. E 128 KpacHusriit 2 G (Red 2 3ampeleH K IPUMEHCHHUIO B JIEKapCTBCH-
QG) HBIX Mpenaparax i qeTei
9. E 131 Cunnii naTeHTOoBaH- 3anperieH K IPUMEHEHHIO B JIEKapCTBEH-
Helil V (Patent Blue V) HBIX Mpenaparax Juis qeTei
10. | E 132 Unpurorun, Uuauro- 3anpelleH K NPMMEHEHUIO B JIEKapCTBEH-
kapmuH (Indigotine, Indigo HBIX [Ipenaparax Juis JeTei
Carmine)
11. | E 133 Cunnii 6rnectsmmit 3aIpelleH K IPUMEHEHHUIO B JIEKapCTBEH-
FCF (Brilliant Blue FCF) HBIX Ipernaparax Jyis AeTen
12. | E 155 Kopuunessiit HT 3anpenieH K IPUMEHEHHUIO B JIEKAPCTBEH-
(Brown HT) HBIX Mpernaparax Jyis AeTei
13. | E162 CexonbHbIH Kpac- 3ampenieH K NPUMEHEHHIO B JIEKapCTBEH-
Heli, beranun (Beetroot HBIX Ipenaparax Juis 1eTei
Red, Betanin)
14. | Kpacurenu:1) E121 Lutpy- 3alpeIleHbl K IPUMEHEHHUIO B JIEKap-
coBbli kpacHbIi 2 (Citrus CTBEHHBIX TIpenapaTax
Red 2)2) E123 AmapanT
(Amaranth)3) E154 Kopuu-
Heblll FK Brown FK
15. | DOpurposun (E127) Iepo- 0-0,1 npernapar Hejb3s Ha3Ha4aTh U 3ampeleH K IPUMEHEHHUIO B JIGKapCTBEH-
panbHOe | Mr/kr HPUMEHSATH MALUEHTaM ¢ [1aTo- HBIX [Ipenaparax Juisi JeTei
JIOTHEH MIUTOBUIHON JKEIIe3bl
16. | IlepyaHckuii Ganp3am Mecr- * Bo03MOXHBI KOXKHBIE pEeaKIUN
HOE
17. | benzankoHMs XJIOpUL Od- * B03MOXHBI HPHUTHLU30ETaTh Benzankonus xyopu odecuBednBacT
TaJIbMO- KOHTAKTa C MATKMMH KOHTaKT- MSTKHE KOHTaKTHbIE JIHH3bI
Joruye- HBIMU JIMH3aMU;y IATUTh KOH-
cKHe TaKTHBIC JINH3BI TIEPEJL IPUMEHe-
JeKap- HHMEM U BBDKIATh HEe MeHee 15
CTBEH- MUHYT HOCJIE 3aKaIbIBaHUS TIpe-
HbIE napara;He IPUMEHSIeTCs y AeTeit
opmbr 1o 8 et
Mect- * KosxHbie peakunu
HOE
Wnrans- | 10 mxr | Bponxocnazm
IIUOH- /B 1
HOE no3e
18. | Kucnora Genzoiinas u 6eH- Mecrt- * Paznpakenns K0xkH, IJ1a3 v Clu-
30atel:1) E210 kucnora 6en- | Hoe 3MCTHIX 000JI0UEK
3oitnasn2) E211 natpus Oen- % N
Mapen- IIpoTrBoMIOKa3aHO HOBOPOXKICH- | BBICOKHIT pUCK Pa3BUTHSI XKENTYXH y HO-
30ar3) E212 kanus 6eHzoar
Tepalb- HBIM JCTAM BOPOK/ICHHBIX
HOE
19. | ben3unoBslii ciupT [Tapen- IIpu IIpoTuBONOKa3aHO HEOHOIIEH- Bo03MOXXHBI ciTy4an TOKCHYECKUX U all-
Tepalb- no3e HBIM, HOBOPO>K/ICHHBIM U JETSIM JIEPrUYecKUX peakuui y nerei 1o 3 jger
HOe MeHee J0 3 1et;no6ouHoe AeHcTBUE -
90 mr aHa(MIaKTOU/IHBIC PEAKIIUH;KO-
/kr/cyT | nuvecTBO GEH3UIIOBOTO CIMPTA

B mpenapate (Mr/mi)
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DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi 22.04.2025

Cakray KyHi 30.04.2025
Jlata pegakuuu 22.04.2025
JlaTta ckaunBaHMs 30.04.2025

IIpu ITpoTnBONOKa3aHO HEAOHOILEH-
no3e HBIM, HOBOPOXKJICHHBIM U JICTSIM
90 mr 110 3 JIeT;npu NpUMEHEHUH OeH-
/kr/cyT | 3mmoBoro cnmpta B 103ax 90 Mr
/KT/CYT W BBIILIE MOBBIIIACTCS
pucK (aTaNbHBIX TOKCHYECKHX
peaxiuit
20. | Macno 6epramora bepran- Mecr- * INoBbImIaeTcst 4yBCTBUTENb- He ucnone3yercs npu Hainuuuu Oeprarn-
TeH HOE HOCTB K yJIbTPO(HOJICTOBBIM JIy- | TEHa B Macie
4yaM (Kak K HaTypaJbHBIM, TaK 1
UCKYCCTBEHHBIM JIy4am)
21. | Bbponomon Mecrt- * MecTHbIE KOXKHBIE PEaKIHU
HOE (KOHTaKTHBIE JIEPMATHTBI)
22. | ByTWIrHapoKCHaHH30JI Mecr- * MecTHBIC KOXKHBIE PEaKIn
E320 HOE (KOHTaKTHBIE IEPMATHUTEI), pa3-
JPaXKSHHS T1a3 U CIU3UCTHIX
000I04eK
23. | BymmnrmapoxcuTomyon Mecr- * MecTHbIE KOXKHBIE PEAKIIH
E321 HOE (KOHTaKTHBIE IEPMATHUTHI), pa3-
JpaKEeHHs I1a3 U CIU3UCTBIX
obosouex
24. | Macio kacTopoBOe IOJIH- [apen- * Cepbe3Hble alIepruueckue pe-
3TOKCHJIMPOBAHHOE;MACIIO Tepalb- aKIUH
KacTOPOBOE TOJIHITOKCUITH- HOE
POBAHHOC IM/POTCHU3MPO- [lepo- * Hapymenns xemyno4Ho-Kumey-
BaHHOS painbHOe HOT'O TpaKTa U auapes
Mect- * KosxHbie peakunu
HOE
25. | Cnupr nerocreapu-ioBbIii; Mecr- * MecTHbIE KOXXHBIE PEAKIIUH
CIUPT LETUIIOBBII HOE (KOHTaKTHBIE JIEPMATHTHI)
26. | Xnopkpesosn Mect- * Asutepruueckue peakiuu
Hoe Ila-
peHTe-
painbHOe
27. | Humernicynbdorcun Mect- * Paznpaxenus koxu
HOE
28. | Dranon IIepo- Copep- | IlpenapaT comepkKuT HU3KHMA Cogeprxarmiue stanona, mesee 100 mr B
paib- JKaHHe | ypOBEeHb TaHona pa3oBoii 1o3e
HOE U 3TaHO-
napeH- na B
Tepanb- | paso-
HOE BOI1
no3e
MeHee
100 mr
ot 100 IIpoTHBOIIOKA3aHO: IS JIHILY
M JI0 CTPaAAIONIHX AJIKOTOJIH3MOM,
3r SMUIIeTICHEH, AeTsIM, OepeMeH-
9TaHO- | HBIM M KOPMSAIINM JKEHIIUHAM,
na B GOJIEHBIM C 3a00JICBaHUSIMH T1e-
paso- YeHH
BOH
no3e
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Iepo- 3rs ITpOTHBOMOKA3aHO: ISl JIHIL Kos14ecTBO 3THIIOBOTO CITUPTA B 3THX
painb- paso- CTPaJAIONIHNX AJIKOTOJIH3MOM, JICKapCTBEHHBIX MPEIapaTax MOKET BIIH-
HOE U BOM JMUIIETICHEH, 1eTsM, OepeMeH- SITh U U3MEHSITH JICHCTBHS IPYTHX Jie-
napeH- no3e HBIM M KOPMSIIIUM JKSHIIMHAM U KapcTB
Tepaib- nperna- | OOJBHBIM C 3a00JICBAHUSIMH TIe-
HOE para YeHH; BIIUSIET Ha CIOCOOHOCTh
YIPaBJICHHUS] TPAHCTIOPTHHIMU
CpeICTBaMH WITH OTIACHBIMHU Me-
XaHH3MaMH; BIUSIET U U3MEHSET
JeHCTBYS IPYTHX JIEKapCTB
29. | dopmambpaerun Mecrt- * Bo3MOXHBI cIydan MECTHBIX
HOE KOXHBIX peaKifii (KOHTaKTHBIE
JIepMaTUTBI)
Iepo- * Hapyuienus sxeiy104HO-KHIIIeY-
paibHOE HOT'O TpaKTa U Jauapes
30. | dpykroza Iepo- * Ilepen Ha3HaueHueM npemnapa-
painbHOe TOB YCTaHOBJIMBACTCS IEPEHOCH-
MOCTb ()PYKTO3BI; IPOTUBOIIOKA-
3aHO OOJIBHBIM C HACJIeJICTBEH-
HOI HEMIePeHOCUMOCTBIO PPYK-
TO3BI
MMapen- S5t KonmnyecTBo GpyKTO3BI B T B pa-
Tepalb- 30BOif 103€ IpenapaTa;He Ha3Ha-
HOE YaTh NAal[MEHTaM C CaXxapHbIM
nradbeToMm
Kun- * Hanocsr Bpen 3y6am [Ipu IMTENEHOM UCIONB30BaHUH B TEUE-
Kue Jie- HHE BYX WK Goyiee Helelb
Kap-
CTBEH-
HbIE
hopmbr
JUIst
npuemMa
BHYTpb,
Tabner-
KU XKe-
BaTelb-
HbIC
31. | T'anakro3a [apen- * [IpoTuBoIIOKa3aHO JINIIAM C Ha-
Tepalb- CIIEICTBEHHOM HEEepeHOCUMO-
HOE CTBIO I'aJIaKTO3bl, TAAKTO3eMHEHT
[lepo- * IIpoTBONOKA3aHO NHIIAM C Ha-
painbHOe CJIE/ICTBEHHOH HEeNepeHOCHMO-
CTBIO I'aJIaKTO3bl, TANAKTO3EMH-
eil nm mManpabcopOIel rIToKo-
30raaKTO3bI
Ilepo- S5t KosunuecTBo ranakTossl B I' B pa-
paib- 30BOI1 103€ TIpenapaTa;0CcTOPOX-
Hoe [Ta- HO Ha3Ha4aTh OOJBHBIM C caxap-
peHTe- HBIM 11abeToM
paibHOe
32. | T'moko3a Iepo- * TIpoTHBOMIOKa3aHO JIUIAM C
paibHOe MasbabcopOILHeii III0K03bI-ra-
JIAKTO3BI
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AKTLIep/IiH TANOHIbI OaKplIay OaHKI
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Ilepo- Ry KonnuecTBo riroKko3bl B T B pa-
painb- 30BOH J103€ Iperapara;ocTOpoXK-
Hoe [Ta- HO Ha3Ha4aTh OOJBHBIM C caxap-
peHTe- HBIM 1a0eToM
painbHOe
PacrtBo- * OkassiBaeT noBpexatouiee neii- | lanHas undopmaius BKIHOYaeTCs B UH-
PpHI s CTBHE Ha 3yObl CTPYKIUIO, P JUTUTEIBHOM IIPUMEHE-
npruema HUU (OBe U 00Jiee HEeNeb)
BHYTPb
Coca-
TeJlb-
HBIE JKe-
BaTeIb-
HBIE
Tabner-
Kd
33. | 'muuepon [epo- 10 1/ TTo6GouHbIE peakuuu: roNIOBHAS
panbHoe | 1 nmoze 00J1b, HAPYLICHHUS XKEITyI0YHO-
KHIICYHOTO TPAKTa, AUapest
Pek- Ir ITocnabasroniee aeicTBUE
TaJILHOE
34. | T'emapuH (B KauecTBe BCIIO- INapen- * Anneprudeckue peakLuu, CHU-
MOTaTeIbHOTO BEIIECTBA) Tepalb- JKEHHE CBEPTHIBAEMOCTH KPOBH:
HOE MPOTHBOIIOKA3aHO JIMLIAM C all-
JIEpPrUYecKON peakluei Ha rema-
puH
35. | Cupon rugporeHn3upOBaH- IIepo- * IIpoTuBONOKa3aHO JMLIAM C Ha-
HOM TIIIOKO3BI (WJIM MaIBTUT | pajbHOE CJIC/ICTBEHHOH HEINEPEHOCUMO-
SKHIKHI) CTBIO (PPYKTO3BI
10r ‘YMmepeHHoe nociadistonee aei-
CTBUE; YKa3bIBACTCS KAIOPHIi-
HOCTb I'MJPOT€HU3UPOBAHHOM
TJIFOKO3BI - 2,3 KKaj/T
36. | Caxap UHBEPTHBII ITepo- IIpoTuBONOKa3aHO JMLIAM C Ha-
paibHOe CJIC/ICTBEHHOH HEINEPEHOCHMO-
CTBIO (DPYKTO3BI HIIH MaJibal-
copOLHel IIIOKO3bI-TaTaKTO3bI
5t KonudecTBo rimoko3sl 1 GpyK-
TO3BI B I' B pa30BOii 03e mpena-
paTa;ocTOpOKHO HA3HAYATD
OOJIBHBIM C CaxapHBIM 1uabeToM
PactBo- | * OxkassiBaeT noBpexaatouiee neit- | [lpu purensHoM npumeHeHuu (aBe u 60-
pBI Uit CTBHUE Ha 3yOBI Jiee HeJeIH)
npuemMa
BHYTpb;
coca-
TeNb-
HBIE JKe-
BaTelb-
HbIE
Tabner-
K1
37. | Jlakrut E 966 Iepo- * IIpoTHBONOKa3aHO NHIIAM C Ha-

paJIbHOC

CJIEICTBEHHOM HETICPEHOCHUMO-
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CTBIO (DPYKTO3BI, FAJTAKTO3bI, Ta-
JIAKTO3eMHUeH I Masibabcopo-
e TIIFOKO3bI-TATAKTO3BI

10r YMepenHoe nocnadisroniee aei-
CTBHE; YKa3bIBACTCs KATOPU-
HOCTb JIAKTHTA - 2,3 KKaj/T

38. | Jlakto3a ITepo- * IIpoTuBONOKa3aHO JMLIAM C Ha-
paibHOe CJICJICTBEHHOH HeepeHOCHMO-
CTBIO TAIAKTO3bI, IePUIUTOM
¢bepmenra Lapp (JIAIIIT)-nakra-
3bI, MAJTLAOCOPOLINEH TIIFOKO3bI-
rajgaKkTo3bl

5t ‘VKa3bIBaETCS KOJIMYECTBO JIAK-
TO3BI B T' B pa30BOii 7103¢ Mpemna-
parTa;ocTOpO’KHO Ha3HAYaTh
OOJIBHBIM C CaxapHBIM 1HabeToOM

39. | Jlanonun (Lepcranoii xxup) | Mecrt- * MecTHBIE KOXKHBIE PEAKIIHH
HOE (KOHTaKTHBIH IepMATUT)
40. [ E 965 MansTuT;E 953 U30- [lepo- * IIpoTrBOMOKa3aHO NMHIIAM C Ha-
MaJbTUTO; ManbTUT KU~ painbHOe CJIE/ICTBEHHOH HEeepeHOCHMO-
KHH (CHPOT THIPOTEHU3NUPO- CTBIO (DPYKTO3BI

BAaHHOM TIFOKO3EI N
) 10r YMmepeHHoe nociadisonee aei-

CTBHE; YKa3bIBACTCS KAIOPHIi-
HOCTb THIPOT€HU3UPOBAHHOMN
TJIFOKO3BI - 2,3 KKa/T

41. | Mannwuron (manauT) E421 [lepo- 10r YMepenHoe nocnadisroniee aei-
painbHOe CTBHUE
42. | Opranuyeckue coeAnHECHUS Oo- * AJneprudeckie peakiuu
prytu:1) TnoMepcan?) de- TOJIbMa-
HWJI-PTYTH HUTPAT3) GEeHUI- | JIoruye-
pTyTH anerar4) GeHuI-pry- cKHe
TH 6opar JIeKap-
CTBEH-
HbIE
opmbr
Mecrt- * MecTHble KOXKHbIE peaKkIU
HOE (KOHTaKTHBII IEpMaTHT), HapY-

IMCHUE ITMI'MCHTAINH KOXH

IMapen- * AJUIeprudecKie peaKuu
Tepalb-
HOE
43. | IMaparuapoxcubeH30aTHI 1 [epo- * AJnepruveckie peakiuy 3aMe/-
ux 3¢upsbr: 1) sTunmnapa-run- | paib- JICHHOTO TUIIA
pokcubensoar (E 214)2) HOE;
MPOIHJI-TIAPArui- POKCH- o(TOoNIB-
oensoar (E 216)3) narpus MaJoru-
NPOIHJINAparuIpoKCHOeH- YecKHe
30ar (E 217)4) metun-napa- neKap-
ruapokcudensoar (E 218)5) CTBEH-
HaTpHs METHIIAParki- HbIE
pokcubensoar (E 219) (hopMeL;
MecT-

HOC
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IMapen- * Auepruueckue peakiuy 3aMel-
Tepalb- JIEHHOTO THUMa, OPOHXOCHa3M
HOE; UH-
rajanu-
OHHOE
44. | denunananuH Mecr- * IIpoTuBoMOKa3aHo UM ¢ (e-
HOE, I1e- HWIKETOHYpUEH
popaiib-
HOE, Ia-
peHTe-
painbHOe
45. | Kamuit [apen- Copmep- | Yxka3zpiBaeTcsi KOJTHMUECTBO Ka- B uHCTpyKIMU HHPOPMAIIKS OTHOCUTEIb-
Tepalb- | jkaHue | JIMS B MMOJIb (MJIM MT) B pa3o- HO COJEpKaHHs KaJusi OCHOBBIBAETCS Ha
HOE Kanus BOH J103€ npemnapara o0IeM coJiepKaHUH Kallus B [Iperapare;
MeHee Mmeree 1 Mmois (39 mr) B pa3zoBoii nose,
1 CUHUTAIOTCS perapaTaMi CBOOOIHBIMU
MMOJIb OT KaJIusi; 0COOCHHO BaYKHO, ITPU MIPUME-
B pa3o- HEHHUHM B EJUATPUUECKOH NPAKTHKeE, Ie
BOM Ha3HAYAI0TCA MPenapaThl ¢ HU3KUM ypOB-
no3e HEM KaJnst
Mapen- Coznep- | Yxka3bIBaeTCst KOJIHYECTBO Ka-
Tepalnb- | jkaHue | JIUsS B MMOJIb (MJIM MT) B paso-
noe [le- | wammst BOI1 103e mpemnapara; OCTOPOXK-
popanb- | 1 HO Ha3HAy4aTh JIMLAM CO CHU)KEH-
HOE MMOJb | HOHM (pyHKIMEH MOYeK MM y KO-
B pa3o- | TOPBIX KOHTPOIUPYETCs MOCTYII-
BOI1 JIEHHE KaJIus C MMHIIEH
no3e
BayT- 30 Boib B MecTe HHBEKIIMHT
pHBEH- MMOJIb
HOE /1
BBeJle-
HHE
46. | IlponuieH-TINKOIb U €r0 Mecrt- * Paznpaxxenne xoxn
a¢ups HOE
[epo- 400 Mmr | DddexTsl, mogoOHbIE NEHCTBUIO
paib- /KT - AJKOTOJISI
Hoe ITa- IS
peHTe- B3pOC-
panbHOe | JIBIX
200 mr
/KT -
ULt
nerei
47. | Macno KyHXyTHOe Bcee my- Penxue ciydan cepbesHbIX all-
TH BBe- JIEPrUYecKUX peaKiui
JIeHUs
48. | Harpuit IMapen- Coznep- | YxkasbIBaeTcsl KOJIMYECTBO Ha- B uHCTpYKIIMH HHGOPMALUSI OTHOCUTEIb-
Tepalnb- | jkaHHe | TpHs B MMOJb (WJIM MT) B pa3o- HO COJEpI)KaHHs HATPUSI OCHOBBIBACTCS
HOE Ha- BOH J103€ mpemnapara Ha 00LIeM CofepKaHUHU HATPUsS B Ipera-
Tpust pare;npenaparsl coJepiKaliue HaTpus Me-
MeHee Hee | Mmmouts (23 Mr) B pa3oBoii J103e,
1 CUHUTAIOTCS IpenapaTaMu CBOOOIHBIMU
MMOJTb ot Hatpusi; OCOOEHHO 3TO BaXKHO, TIPH
B paszo- NPUMEHEHUH B IIEAMATPUUECKOMN MIPAKTHU-
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BOM Ke, T/l Ha3HAYaI0TCsl [penaparsl ¢ HU3-
no3e KHAM YPOBHEM HaTpHs
npera-
para
[apen- Copmep- | Yxka3piBaeTcsi KOJTHYECTBO Ha-
Tepaib- JKaHUE TpHsi B MMOJIb (MJIH MT) B Pa3o-
Hoe; me- | Ha- BOH J103€ Ipernapara; 0CTOPOX-
popaib- | Tpums 1 HO [PY Ha3HAYCHUH JIULIAM, CO-
HOE MMOIIb | Onroparonmum 6eccosIeByIo THETY
B paszo-
BOI1
no3e
49. | Kucnora copbunoBas u ee Mecrt- * MecTHbIE KOXXHBIE PEaKIIH
comH HOE (KOHTaKTHBIH IepMaTUT)
50. | Cop6uron E420 [epo- * [IpoTnBONIOKa3aHBI MAMEHTAM
paib- C HACJIC/ICTBEHHOM HETIePEHOCH-
Hoe [Ta- MOCTBIO (h)PYKTO3BI
peHTe-
painbHOe
ITepo- 10r YMmepeHHoe nociadisonee aei-
paibHOe CTBHE;yKa3bIBACTCS KaJOPHd-
HOCTh copbuTtona - 2,6 KKkaj/r
51. | Macno coeBoe,Macio coe- Bcee my- * MecTHBIE KOKHBIE PEAKITTH
BOE THPOT€HU3UPOBAHHOE TH BBe- (KOHTaKTHBIH IepMaTUT)
JIeHUS
52. | CreapuioBblii COHPT Mecrt- * MecTHBIE KOXKHBIE PEaKIHH
HOE (KOHTaKTHBIIl IepMAaTHT)
53. | Cyxkpo3za ITepo- * IIpoTuBOMOKa3aHO JHLIAM C Ha-
paibHOe CIICZICTBEHHO! HENEPECHOCHMO-
CTBIO (PYKTO3BI, MaJIbaOCOPOIIH-
i TITI0KO3bI-TANIAKTO3bI, JehH-
IUTOM (pepMeHTa CyKpasbl-U30-
MaJjbTa3bl
5t ‘Yka3bIBaeTCst KOIUYECTBO CY-
Kpa3bl B rpaMMax B Pa3oBOH J10-
3€ MpenapaTa;0cTOPOKHO Ha3Ha-
4aTh OOJILHBIM C CaXapHbIM J[Ha-
6eTom
PacrtBo- * IToBperkmarommee nericTBre Ha Jlannas nHdopManus BKIIOYASTCS B HH-
Pl UL 3yOBbl CTPYKIIMIO, KOT/Ia JIEKAPCTBEHHBIH Mperna-
npuemMa par npeiHa3HayeH IS JJIMTEIbHOTO pH-
BHYTpb; MeHeHUs (J1Be 1 OoJiee Heleb)
coca-
Tellb-
HBIE,
KeBa-
Tellb-
HbIC
Taber-
K1
54. | Cynbbursl, BKIOYAs MeTa- [epo- * Cepbe3Hble alJIepruuecKue pe-
oucynb(urh:1) cepbl AHOK- paiib- aKIMK ¥ OpoHXOCHa3M
cun E 2202) natpus cynb- HOE;Ma-
¢ur E 2213) narpus 6u- peHTe-
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HOCTh KCHJIMTOIA - 2,4 KKaI/T

cynsdur E 2224) narpus paib-
merabucynbur E 2235) ka- | HOe;uH-
nus Metadbucynbdur E rasy-
2246) xanust oucynbdur E OHHOE
228
55. | ImeHn4HbIH KpaxMan IIepo- * IIpoTuBomOKa3aH IUIaM C aj- [MmeHnYHbIN KpaxMan MOXKET coiepKaTh
paibHOe JIEPrUYECKUMH PEaKLUIMHU Ha I'moTeH (ciemsl)
HIIEHUYHBIN KpaxMai
56. | Kcmmron [epo- 10r YMepennoe nocnabisomee 1ei- | Cragats
pansHOE CTBHE;YKa3bIBACTCS KATOPUHA-

I/ICHOHB3y€MBIe COKpalCHUA: MI' — MAJUUIMT'PpAMM; KI' — KUJIOI'paMM; MKTI —

MHKpPOI'paMM; I' — I'paMM; KKaJl — KHHOK&HOpHﬁ; MMOJIb — MAJIUMOJIb, JI — JIUTDP.

IIpumeuanue:

* He3aBHCHMO OT KOJIMYECTBEHHOT'O COACPIKaHMA BCIIOMOT'aTCIIbHBIX BCIICCTB,

uH(popMaIus, ykazaHHas B KOJIOHKE 5, OTpakaeTcs B MHCTPYKIIUU TTO MEAUIIMHCKOMY
MPUMEHEHHUIO.

** Mndpopmanus, ykazaHHasi B KOJOHKE 6, TpeHa3HAYeHa JJIsl KCIIEPTOB MpHU
IIPOBEJICHUH CIIELUATU3UPOBAHHOMN 3KCIIEPTHU3BI JIEKAPCTBEHHOI'O CPEICTBA.
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[Ipunoxenue 23 k IIpaBuiam
perucTpanuu J€KapCTBEHHBIX CPEICTB U
MEIULIUHCKUAX WU3EJIAN 110 MPUHLINITY
«EIMHOTO OKHa»

dbopma

MunucrepcTBo 3apaBooxpanenus Pecnyonuku Kazaxcran

HammMmeHnoBaHue FOCY,Z[&pCTBCHHOfI BKCHepTHOﬁ OpraHu3anmnun

ATTecTaT aKKpeIuTalluy UCIIBITaTeNbHOM 1abopaTtopun (Ne, cCpok neiCTBYA)

Anpec, TenedoH SKCIEPTHON OpraHU3alMK (MCIIBITATeIbHON 1a00paTopun)

IIporokois ucnpitanuii Ne OT « » roaa

Crpanunna (KonuuecTBo nmuctoB )

3asBUTENb (HAMMEHOBAHUE, aJIpeC):

HaumenoBanue npoayKuum:

Buj ncneitanuii:

OcHoBaHUueE:

®dupma U3roTOBUTENH (MPOU3BOIUTEIND), CTPAHA:

Cepust, maprtusi: JlaTa mpou3BOJICTBA:

CpOK TOJIHOCTH:

JlaTa Hayaya ¥ 1aTa OKOHYaHUS UCIBITAHUM:
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KonuuectBo 00pa3iios:

O06o03HaueHNEe HOPMATUBHOTO JJOKYMEHTA 10 Ka4€CTBY Ha MPOIYKIIUIO:

O0603HaueHre HOPMATUBHOT'O JOKYMEHTA 110 KAYECTBY Ha METOIbl UCIIBITAHUI:

Pe3ynbpTarsl nCTibITaHUIM

HanmeHoBanue mnokasa- TpebGoBaHUsI HOPMATHBHOTO JOKYMEHTA MO DakTHYECKH MOTyUSHHBIE pe- Temneparypa 0 C u Biax-
Tenei Ka4eCTBY 3yJBTaThl HocTb (%)
1 2 3 4

3axnrouenue: [IpencraBnennbie 00pa3iibl COOTBETCTBYIOT (HE COOTBETCTBYIOT)
TpeOOBaHUSAM HOPMATHBHBIX JIOKYMEHTOB U METOJAMKHA BOCTIPOU3BOIATCS (HE
BOCIIPOU3BOJSTCS) (YKa3bIBaTh IPU HEOOXOAMMOCTH). (HY>KHOE MTOAYEPKHYTh)

MCTOI[I/IKI/I HC BOCIIPOU3BOAATCA 110 CICAYIOIUM ITOKA3aTCIISAM

HO,I[HI/ICI/I YIIOJIHOMOYCHHBIX JINI]

(momxHOCTH) (Moamnuck) ®.N.O (mpu ero HAIUYUN)

(momxHocTsh) (moanuck) @.MN.O (mpu ero HaIUMYKH)

(momxHocTsh) (moanuck) ©.MN.O (mpu ero HaIMYKH)



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxnusinay kyHi

AKTLIep/IiH TANOHIbI OaKplIay OaHKI

e‘\ .‘ a .' .' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Cakray KyHi
Jlata pegakuuu
JlaTa ckaunBaHUS

22.04.2025
30.04.2025
22.04.2025
30.04.2025

[Ipunoxenue 24 k IIpaBuiam

perucrpanuu JCKapCTBCHHLIX CPCACTB U

MCOAUIMHCKUX H3H€HHﬁ 110 ITPUHOUITY

«COAUHOI'O OKHa»

Otuer o0 pe3yspTaTax MpPOBEAEHUS JIAOOPATOPHOIO UCIIBITAHUS B 1a0OpaTOpUU

dbopma

KOHTPOJISI KaueCTBa MPOU3BOAUTEIS UM B KOHTPAKTHOM J1a0OpaTOPHH, UCTIONH3YyEMOM

IMPOU3BOAUTCIICM

1. Pe3rome

HaumeHnoBanue JICKapCTBEHHOI'O CpE€ACTBa

HaI/IMeHOBaHI/Ie, aapeC PEKBU3UTBL l'IpOI/I?;BOJI[CTBeHHOﬁ TJI0IaIKH

HaumenoBaHue, anpec, peKBU3UTHI Ja00PaTOPUU KOHTPOJISI KauecTBa U (MJIM) KOHTPAKTHOM
nmabopaTopuy KOHTPOIIS KauecTBa

OcHoBaHHue IIpoBEACHUSA Ha60pa’ropHor0 HUCIIBITAaHUA

Howmepa nurensn (Ipy HaJIM9UHN), CepTH(HHUKATOB, 3asIBOK Ha SKCIICPTH3Y IIPU rocynap-
CTBEHHOH perHCTpaIun

Pesrome JACATCIbHOCTH J'Ia60paT0pI/II/I KOHTPOJISI Ka4eCTBa

[IpoBenenne 1a0OPaTOPHBIX UCTIBITAHUN

Beimyck B peanu3anuio ceput JieKap-

CTBCHHOT'O CpE€ACTBa

WHoe (HeoOX0aMMO yKa3aTh)

Jara(p1) mpoBeeHus JTaO0OPaTOPHOTO UCTIBITAHUS

®.1.0. (mpu ero HaJIHMYUH) YKCIEPTOB (WIEHOB KOMUCCHH), TOJHDKHOCTD

2. Broanas unpopmanus

KpaTKOC OITMCaHNEC na6opaTopHH KOHTPOJISI KayeCTBa

Hannuue JAOKYMEHTHUPOBAHHBIX IIPOUEAYP [TPOBEACHUS HUCTIBITAHUI

BrinonHenne TpeGOBaHU JOKyMEHTHPOBAHHBIX IPOLIEAYP MPOBEICHUS UCTIBITAHUIT

Llens npoBeneHus 1aG0PaTOPHOTO UCTIBITAHHS

OOBEKTHI HCIIBITAHUS

[epconan 1abopaTopuu KOHTPOJIS KaueCcTBA, yYacTBYIOMINI B IPOBEACHUH JIAOOPATOPHOT'O UCTIBITAHHS

HHCIICKIINN

JIOKyMEHTBI, TIO/IaHHbIE OpPraHN3alMEH-IPOU3BOIUTENEM H (MIIH) JTa00paTOpHEH KOHTPOJIS Ka4ecTBa 10 MPOBEICHUS (papMalleBTHUECKOI

3. HaGnronenus u pe3yabTaThl MPOBEJACHUS J1a00OPATOPHOTO UCTIHITAHUS

Ccbuika Ha HOpMaTHBHBIH JOKYMEHT

Howmep cepun, 1aTta IpOU3BOACTBA

[Toxkaza- TpeboBaHUsI HOPMAaTHBHOTO JIOKY- dakTHUECKUE pe3yib- Temneparypa 0 C u
TeNb MeHTa TaThI BII@)KHOCTh

CTBYET)

CoOTBETCTBYET (HE COOTBET-

4. ITpunoxeHus
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‘ JlokyMeHTBHI (TIepBUYHBIC IaHHBIE, TPOTOKOJIBI UCTIBITAHUI) U 00pa3iibl, OTOOPaHHBIE B XOJIE TPOBEICHNUS J1a00PaTOPHOTO UCIIBITAHUS | ‘

5. PexkomMeHmanmy 1 3aKiIrOuyeHUS

Pexomenmaruu

3aKIoYcHIE

[Tpumeuanue: * K otyeTy 0 pe3ynapTaTax npoBefeHUs J1ad0paTopHOTo
UCIIBITAHUS HEOOXOIUMO MPUJIOKUTH KOMHIO cepTU(HKaTa aHanu3a 1 (UJM) IpoTOKoJIa
UCTIBITAHUI HA MPOAYKIIHIO JJA0OPATOPUH KOHTPOJISI KAYECTBA TIPOU3BOIUTEIIS UITH
KOHTPAKTHOM J1abopaTopuu, UCIIOJIb3yeMOi pou3BoAuTeNieM. Bee npuioxkenus K
OTYETY SBJISIIOTCS. HEOTHEMIIEMOU €T0 YaCThIO.

PykoBoautens komuccuu:

(monmuck) G.M.0O (npu ero HaIU4KUM), TOTKHOCTh YJIEHBI KOMUCCHUU:

(monmuck) ®©.M.0O (npu ero HaTUYKUM), TOTKHOCTh

(monmuck) G.M.0O (npu ero HATUYKUK), TOTHKHOCTh

« » 20 T.

CorJyiacoBaHo:

(monmuck) ®©.M.0O (npu ero HaTUYKM), TOTKHOCTh



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025
aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 30.04.2025
™ ‘ a ,' [ | DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata pesakiyuu 22.04.2025

PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC IlaTa CKAUMBAHUS 30.04.2025

[Ipunoxenue 25 k IIpaBuiam
perucTpanuu J€KapCTBEHHBIX CPEICTB U
MEIULIUHCKUAX WU3EJIAN 110 MPUHLINITY
«EIMHOTO OKHa»

dbopma

3akJ/roueHue 0 6€30NaCHOCTH, KayecTBe M 3PPEeKTUBHOCTH JIEKAPCTBEHHOI0
CpeACTBAa, 3asiBJIEHHOT0 HA 3KCIEPTU3Y B LeJSX FOCYyIapCTBEHHOI perncTpannu,
nepeperucrpanuu B PecmyOsiuke Kazaxcran

1. PecnyOnukaHckoe Tocy1apCTBEHHOE MIPEANPUATHE HA TTPaBe XO35ICTBEHHOTO
BeeHUs « HanmoHaIbHBIN HEHTP SKCIEPTU3bI IEKAPCTBEHHBIX CPEACTB, MEAUIIUHCKUX
uznienuiny Komurera MemuimHCKoOro U (papMaiieBTHIeCKOro KOHTPOoisi MUHHCTEpCTBA
3npaBooxpaHeHus Pecriyonuku Kazaxcran cooOmiaer pe3yiabTaThl SKCIIEPTU3bI Ha
0€30MmacHOCTh, KauecTBO M 3PHEKTUBHOCTH JIEKAPCTBEHHOT'O CPEACTBA JIJIS TIETIeH
roCyapCTBEHHON perucrpanuu, nepeperucrpanuu B Pecy6nuke Kazaxcran:

Howmep u nara 3asBku

ToproBoe HaMEHOBAHHUE JIEKAPCTBEHHOT'O CPEACTBA (C yKa3aHUEM JIEKapCTBEHHOH (hOPMBI, JO3UPOBKH, KOHIIEHTPALMU U 00beMa 3ariol-
HEHHs1, KOJINYECTBA JI03 B YIAKOBKE - JUIS JIGKAPCTBEHHOT'O IIpenapara)

OpFaHI/ISaLII/ISI-HpOI/I3BOI[I/ITeJ'IL, CTpaHa-IIpoONU3BOAUTECIIb

3aKIroueHIe Ha4aIbHOM OKCIICPTU3BL (HOJ'IO)KI/IT€J'II>HOC 501051 OTpI/ILIaTCJ'II)HOC)

3aKroueHe CHGHHaHHSHpOBaHHOﬁ OKCIIEPTU3BL (HOJ’IO)KHTCJ'ILHOC nin orpnua'renbﬂoe)

3aKII0OYCHHIE UCTIBITATEITIBHON na60paT0pHH: nata u Ne IIPOTOKOJIA, (HOJ'IO)KI/ITCJ'IBHOG Wi OTpI/ILIaTeJ'ILHoe)

2. 3akntoueHue (MoN0KUTENbHOE): MaTtepualibl U JOKYMEHTHI PETUCTPALIMOHHOTO
JI0ChE Ha JIEKAPCTBEHHOE CPEJICTBO, MPEIOCTaBICHHBIE ISl TOCYIaPCTBEHHOM
peructpanuu, nepepeructpamnun B Pecniybnuke Kazaxcran, cCOOTBETCTBYIOT
YCTaHOBJIEHHBIM TpeOOBaHUAM, O€30MACHOCTh, KAa4eCTBO U 3(h(PEKTUBHOCTH
JIEKAPCTBEHHOTO CPEJICTBA MOTBEPIKIEHBI COOTBETCTBYIOIIUMHI MaTepuaIaMu U
MPOBEJECHHBIMU UCTIBITAHUSIMU.

JlekapcTBEHHOE CPEACTBO (TOProBO€ HAMMEHOBAHUE JIEKAPCTBEHHOT'O CPEICTBA C
yKa3aHUEM JICKapCTBEHHOU (POPMBI, JO3UPOBKH, KOHIIEHTPAIIUU U 00bEMa 3arl0JIHCHHUS,
KOJIMYECTBA /103 B YIAKOBKE) 3apEeTUCTPUPYETCS (TIepepeructpupyercs) B PecmyOnmke
Kazaxcran cpokom Ha JIeT Wik OECCPOUHO.

3axiroyeHue (OTpUIaTesbHoe): MaTtepuanbl U JOKYMEHThI PETUCTPAITMOHHOTO
JI0ChE Ha JIEKAPCTBEHHOE CPEJICTBO, IPEIOCTaBIEHHBIE JIsl TOCY1apCTBEHHOMN
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peructpaiuu, nepepeructpanun B Pecy6imke Kazaxcran, He COOTBETCTBYIOT
YCTaHOBJICHHBIM TpeOOBaHUAM, 6€30MACHOCTH, KA4eCTBO U A3((PEKTUBHOCTH
JICKapCTBEHHOTO CPEJICTBA HE MOATBEPKIECHBI COOTBETCTBYIONTUMHU MaTEpHAIAMU U
MIPOBEICHHBIMU UCTIBITAHHUSIMHU.

JlexapcTBEHHOE CPEICTBO (TOPrOBOE HAMMEHOBAHUE JIEKAPCTBEHHOI'O CPEJICTBA C
yKa3aHUEM JIEKapCTBEHHOU (pOpMBI, 103UPOBKH, KOHLEHTPALUN U 00bEMA 3aIl0HEHHUS,
KOJIMYECTBA JI03 B YIAKOBKE) HE 3apETUCTPUPYETCS (MIEpEPErUCTPUPYETCA) B
Pecnybnuke KazaxcraH.

3akiroueHue aecTBuTenbHo 180 KaneHaapHbIX THEH ¢ JaThl TOAIUCAHUS.

PykoBoauTenb rocy1apcTBEHHOM SKCIEPTHOW OpraHU3auu (WIH
YHOJHOMOYEHHOTO JIUIIA)

(monmuck) ®.M.0 (npu ero HATUYKM), TOTHKHOCTh

Jlara
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[Ipunoxenue 26 k IIpaBuiam
perucTpanuu J€KapCTBEHHBIX CPEICTB U
MEIULIUHCKUAX WU3EJIAN 110 MPUHLINITY
«EIMHOTO OKHa»

dbopma

3akimi0ueHue 0 0€30MacHOCTH, KayecTBe H 3(PPEeKTUBHOCTH JTeKAPCTBEHHOT 0
CpeacTBa, 3asiBJEHHOT0 HA KCIEPTU3Y B IeJIAX BHeCEHUS U3MEHEHHUI B
perucTpanuoHHOE 10Che

1. PecnyOnukaHckoe Tocy1apCTBEHHOE MIPEANPUATHE HA TTPaBe XO35ICTBEHHOTO
BeeHUs « HanmoHaIbHBIN HEHTP SKCIEPTU3bI IEKAPCTBEHHBIX CPEACTB, MEAUIIUHCKUX
uznienuiny Komurera MemuimHCKoOro U (papMaiieBTHIeCKOro KOHTPOoisi MUHHCTEpCTBA
3npaBooxpaHeHus Pecriyonuku Kazaxcran cooOuiaeT pe3yabTaThl SKCIEPTU3BI O
BIIMSIHUM BHOCHUMBIX U3BMEHEHUN B PETUCTPALIMOHHOE JJOChE HA OE30M1aCHOCTh, KAYECTBO
1 3G (HEKTUBHOCTD JIEKAPCTBEHHOT'O CPEICTBA:

Howmep u nara 3asBku

ToproBoe HaMEHOBAHHUE JIEKAPCTBEHHOT'O CPEACTBA (C yKa3aHUEM JIEKapCTBEHHOH (hOPMBI, JO3UPOBKH, KOHIIEHTPALMU U 00beMa 3ariol-
HEHHs1, KOJINYECTBA JI03 B YIIAKOBKE — JUIS JIEKAPCTBEHHOT'O IIpenapara)

OpFaHI/ISaLII/ISI TIPpOU3BOAUTEIIb, CTPAHA-ITPOU3BOAUTEIIb

Twun BHOCUMBIX U3MEHEHUH

3aKIroueHIe HadalbHOM OKCIICPTU3BL (HOJ'IO)KI/IT€J'II>HOC 501051 OTpI/ILIaTCJ'II)HOC)

3aKroueHe CHGHHaHHSHpOBaHHOﬁ OKCIIEPTU3BL (HOJ’IO)KHTCJ'ILHOC nin orpnua'renbﬂoe)

3aKJII0OYCHUE UCTIBITATETIBHOMN na60paT0pHH: nata u Ne IIPOTOKOJIA, (HOJ'IO)KI/ITCJ'IBHOG Wi OTpI/ILIaTeJ'ILHoe)

2. 3axntoueHue (MoN0KUTENbHOE): MaTtepualibl U JOKYMEHTHI Ha JIEKAPCTBEHHOE
CPEACTBO, MPEIOCTABJICHHBIC /I BHECEHUS U3MEHEHUH B PErUCTPAIMOHHOE J10ChE,
COOTBETCTBYIOT YCTAHOBJIICHHBIM TPEOOBAHUSIM, BIUSIHUE HA O€30MIaCHOCTh, KAYECTBO U
3¢ ()EKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA MOATBEPKIECHBI COOTBETCTBYIOITUMU
MaTepuajaMy U MPOBEICHHBIMU UCTIBITAHUSIMH.

BHocuMbIe M3MEHEHHsI 3aperucTpupyeTcs ¢ Bbaauei (0e3 Bblgaun) HOBOTO
PErHCTPALlMOHHOTO YIOCTOBEPEHHS.

3akimoueHue (oTpuuaresnbHoe): Marepualibl U JOKYMEHTHI Ha JIEKAPCTBEHHOE
CPENICTBO, IPEIOCTaBICHHBIE /ISl BHECEHUSI M3BMEHEHHUI B pETUCTPAIIMOHHOE J0ChE, HE



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi
AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray kyHi

e; .‘ a ,' ,' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB JlaTa pesaKiyu
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
Jlata ckauMBaHHs

22.04.2025
30.04.2025
22.04.2025
30.04.2025

COOTBCTCTBYIOT YCTaHOBJICHHBIM TpC6OBaHI/IHM, BJIIMSAHHUC HA 663OHaCHOCTB, Ka4y€CTBO U

3(1)(1)6KTI/IBHOCTI> JICKApCTBCHHOI'O CPCACTBA HC ITOATBCPKIACHBI COOTBCTCTBYIOIIIUMHA

MarepuaiaMy ¥ IPOBEICHHBIMU UCTIBITAHUSIMU.
BHocuMble UI3BMEHEHUS HE 3aPETUCTPUPYETCS.
3aKiroueHue AeUCTBUTENbHO 180 KaleHaapHbBIX AHEW C IaThl MOMUCAHUS.

PykoBoauTennb rocyJapcTBEHHOM 3KCIEPTHON OpraHu3aluu (Win
YIOJIHOMOYEHHOTO JIUIIA)

noanuck @.N.O (ripu ero HaIUYKN)

JlaTa
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[Ipunoxenue 27 k IIpaBuiam
perucTpanuu J€KapCTBEHHBIX CPEICTB U
MEIULIUHCKUAX WU3EJIAN 110 MPUHLINITY
«EIMHOTO OKHa»

dopma

CBOJIHBIN OTYET MO O€30MaCHOCTH, KaueCTBY U 3((HEKTUBHOCTH JIEKAPCTBEHHOTO

IIpcIiapara
JlaTa
Kazakcran Pecnybnukacse! Jlencaynbik cakTay MUHACTPIIITT Meau- PecnybnukaHckoe rOCYAapCTBEHHOE MPEANPHUATHE Ha IPaBE XO-
LMHAJIBIK XKOHE (papMalleBTUKAIBIK OaKbulay KOMUTETIHIH 3HCTBEHHOTrO BeleHHs1 « HalnoHa bHbIA EHTpP YKCIePTH3bI JIe-
«[lopinik 3aTTap MEH MEAMIMHAIIBIK OYIBIMIap/Ibl capanTay yJiT- KapCTBEHHBIX CPE/ICTB, MEIUIMHCKUX n3nenuiiy Komurera menu-
THIK OPTAJIBIFED) MIAPyaNIbUIBIK )KYPTi3y KYKBIFBIHIAFB! pecITyOIIu- OUHCKOTO ¥ (hapMareBTHYECKOro KOHTposi MUHUCTEPCTBA 31pa-
KaJIBIK MEMJICKETTIK KOCITOPHBI Booxpanenust PecniyOnuku Kazaxcran

CBojHBIN 0TYeT MO 6e30nmacHOCTH, 3H(PEKTUBHOCTH U KAYECTBY JIEKAPCTBEHHOTO
npernapara

HaunmenoBaHue npemnapara, Npou3BOAUTEIb, CTPAHA
N3 otuera yaaneHa konduaeHmaibHas nHGopMaus
1. CrpaBouHas uH(popMaIus o Ipoleaype

1.1. I[Togava perucTpalioOHHOTO JI0ChE

2. Hayudnoe oOcyxieHHe

2.1 AcniexThl KauecTBa

2.1.1 AxtuBHas dapmarieBTHYECKasi CyOCTaHIIUS: aHAJIU3 CBEJICHUM O
MPOUCXOXKJEHNUU, KAUECTBE U BHIBOJIBI O BO3MOXKHOCTH UCIIOIb30BaHUsl CyOCTaHIIUU

2.1.2. BcnoMmorarebHbIC BEIIECTBA: aHaJIM3 CBEACHUM O KaUeCTBE, KOJIMUYECTBE C
BBIBOJIAMH O JOITYCTUMOCTH UCIIOJIb30BaAHUS

2.1.3 JlekapcTBEeHHBIN TIpemapaT 3aKIF0YeHUE O TPOU3BOICTBE CIICIH(UKAIIHS
KayecTBa CTAOMIIBHOCTh

2.2. JIOKIIMHUYECKHUE aCIIEKThI
2.3 KnuHnu4decKkrue aceKThl

2.4 OueHka 1noJib3a-pruckK
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Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

22.04.2025
30.04.2025
22.04.2025
30.04.2025

2.5 ®apmakonaazop Onucanue cucteMbl papmakoHaazopa [1nan ynpasnenus

pUCKaMH

2.6 YcnoBus oTimycka
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[Ipunoxenue 28 k IIpaBuiam
perucTpanuu J€KapCTBEHHBIX CPEICTB U
MEIULIUHCKUAX WU3EJIAN 110 MPUHLINITY
«EIMHOTO OKHa»

dopma

IIepedens JIeKapCTBEHHBIX CPEJCTB, NOMIEKAIIUX IEHOBOMY PETYJIMPOBAHUIO IS
ONTOBOM Y PO3HUYHOW peanu3anuu

Ne Toprosoe Hanme- MexIyHapoJHOE HEMAaTEeHTOBaHHOE Ha- JlekapcTBeHHas IMpowusso- Perucrpanmnonnoe ygocro-
Ne n HOBaHHe HMEHOBaHHE (dopma JIUTENTD BEPEHUE

/m




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025

] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.04.2025

™ ‘ a ,' ' DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB Jlata pesakiyuu 22.04.2025
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE o

JlaTta ckaunBaHMs 30.04.2025

[Ipunoxenue 29 k IIpaBuiam
perucTpanuu J€KapCTBEHHBIX CPEICTB U
MEIULIUHCKUAX WU3EJIAN 110 MPUHLINITY
«EIMHOTO OKHa»

Hepequb AOKYMEHTOB PErmCTpallMOHHOI0 J0CHE AJIHA IKCIIEPTU3BI MEAUIIMHCKOTO

u3Aeua*

Ne HammenoBarne nokymeHTa Kmacc | Kmacc | Kmace | Kiace Me- IIpu-
it 1 2a 26 3 M- Meya-
/n LIWH- HHE

cKoe
usje-
e
UL
nna-
THO-
CTUKH
in
vitro
(IVD)
(ne3a-
BUCH-
MO OT
KJac-
ca 1mo-
TEH-
-
aJlb-
HOTO
pucka
pH-
MeHe-
HUSA)
1 2 3 4 5 6 7 8
1. JIOKyMEHT, yOCTOBEPSIOIIHNI PETHCTPALUIO B CTPaHE IPOU3BOHUTENC + + + + + B co-
WM TIPOU3BOJCTBEHHOM IUIOIMA Ke (PETHCTPAIOHHOE yJO0CTOBEpe- OTBET-
nue, wn Ceprudukar ceoboanoit nponaxu (FreeSale), miu Ceprudu- CTBUH
KaT Ha 9KCIOPT) C AyTEHTUYHBIM MIEPEBOIOM Ha Ka3aXCKHUH U PyCCKHU C MEX-
A3BIKH (32 HCKITIOUCHHEM MEJMIIMHCKUX M3/IeNIHH, BIEPBbIC IPOU3BE- JlyHa-
JeHHbIX B PecryOunke Kazaxcran) pon-
HBIMH
HOpMa-
MH 3a-
Bepe-
HUS U
HOpMa-
MH 3a-
Bepe-
HHS,
ycTa-
HOB-
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JICH-
HBIMH
B Pec-
ny6uu-
ke Ka-
3ax-
cTaH
Gop-
MarT:
PDF

2. Komnus pazpemmrenbHOro 10KyMeHTa Ha IpaBo MIPOU3BOJICTBA B CTpa- + + + + + B co-
HE-TIPOM3BOIUTEIIE C MPUIIOKEHHEM st Tpon3BoauTenei PK u ctpan OTBET-
CHI', mu1st oCTa bHBIX CTpaH NPH HAJMYUH, KOIHS JIMIICH3UU Ha 00pa- CTBHH
HIeHHUE ¢ MpUOOpaMH M yCTaHOBKaMH, TeHEPUPYIOIIMMHI HOHU3UPYIO- C MeX-
LIee U3JIy4YeHHUE, JUTs METUIUHCKUX U3/Ie/THH UMEIOIINX HCTOYHUKH JyHa-
HMOHM3UPYIOIIETO M3JTyYeHHs Ipou3BeieHHbIX B Ka3axcTaHe ¢ ayTeH- pox-
THUYHBIM [1€PEBOJIOM Ha Ka3aXCKUH U PYCCKHI S3bIKU HBIMU
HOpMa-
MH 3a-
Bepe-
HUS U
HOpMa-
MH 3a-
Bepe-
HUS,
ycra-
HOB-
JIeH-
HBIMA
B Pec-
myoim-
ke Ka-
3ax-
CTaH
¢op-
Mar:
PDF

3. [lepeyeHb TOKYMEHTOB, YIOCTOBEPSIONINX PETHCTPALIUIO B IPYTHX + + + + + 3age-
CTpaHax ¢ yKa3aHHeM HOMepa U JaTbl BblAauu (IIPU HAIMYHUHU) C Ay TEH- pser-
THUYHBIM [IEPEBOJIOM Ha Ka3aXCKUH U PYCCKHUI S3bIKH csl
pous3-
BOJH-
TeneM
I
ero
yIoi-
HOMO-
YeH-
HBIM
npen-
CTaBHU-
TeneM
pop-
Mar:
PDF
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e‘ .‘ a .' .' DTaJOHHBIH KOHTpO.TII)HHﬁ OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penakuusiinay KyHi

Cakray KyHi
Jlata pegakuuu
JlaTa ckaunBaHUS

22.04.2025
30.04.2025
22.04.2025
30.04.2025

Komuu ceprrdukaToB Ha CHCTEMY MEHEKMEHTA KayecTBa MPOU3BO-
nmutens MmegunuHcknx u3gennit [SO 13485, GMP 6o cooTBeTCcTBYIO-
LK peruoHaNbHbINA MM HAIMOHAIBHBIA CTAHAAPT C Ay TCHTUYHBIM I1e-
PEBOMIOM Ha Ka3aXCKHUil U PYCCKHIA A3bIKU (IIPEAOCTABIISACTCS HA TIPOU3-
BOJUTENSI MEUIIMHCKUAX U3/ICIUN U TIPOU3BOICTBEHHYIO TUIOLIA/IKY)

~(xpo-
Me
cre-
pHIB-
HBIX)

~(kpo-
Me
cre-
pHIB-
HBIX)

B co-
OTBET-
CTBUH
C MEX-
JlyHa-
poa-
HBIMA
HOpMa-
MH 3a-
Bepe-
HUA
(3aBe-
psier-
csiB
BbIIaH-
HOM
cTpa-
HE) ¥
HOpMa-
MH 3a-
Bepe-
HUS,
ycra-
HOB-
JIeH-
HBIMU
B Pec-
my06im-
ke Ka-
3ax-
CTaH
Gop-
Mar:
PDF

5. Jlexsiapanust 0 COOTBETCTBHHU TPEOOBAHUSIM 0€30IIaCHOCTH H 3 dek-
THBHOCTH MEJUIIMHCKOTO U3/IeIIHs WK SKBUBAJICHTHBIH JOKYMEHT C
ayTeHTHYHBIM [IepPeBOJOM Ha Ka3aXCKUH U PYCCKHIA A3BIKHU (32 HCKIIIO-
YeHHUEeM MEJUIIMHCKUX U3/eNui, npousBeaeHHbIX B PecyOnrke Kazax-
CTaH)

B co-
OTBET-
CTBUU
C MEX-
JIyHa-
pon-
HBIMH
HOpMa-
MH 3a-
Bepe-
HUS ¥
HOpMa-
MH 3a-
Bepe-
HUSA,
ycra-
HOB-
JIEH-
HBIMH
B Pec-
my0im-
ke Ka-
3ax-
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CTaH
¢op-
Mar:
PDF
6. JIOKyMeHT, OATBEePKIAIONINH KJIacC B 3aBUCHIMOCTH OT CTETICHH 10~ + + 3ase-
TEHIHAIBHOTO pHCKa npuMeHeHus (Jlexapaliys coOTBEeTCTBHUS; pser-
MTUCbMO-000CHOBaHHUE OT IIPOU3BOJUTENIS) C AyTEHTUYHBIM IIEPEBOJIOM o
Ha Ka3aXCKHUH U PyCCKUH A3BIKH TIpous3-
BOJIH-
TeeM
(op-
Mar:
PDF
7. JlaHHBIE O JIEKAPCTBEHHBIX CPEJICTBAX B COCTABE MEAULIMHCKOIO U3e- + - 3aBe-
st (COCTaB JIEKApCTBEHHOTO CPEJICTBA, KOJIMYECTBO, JAHHBIE O COBME- psier-
CTHMOCTH JIEKaPCTBEHHOTO CPEJCTBA C MEIUIIMHCKUM HU3JICTIHEM, TOKY- cs
MEHT, ITOITBEPKAAIOIINIT Ka4eCTBO JIEKAPCTBEHHOTO BEIIECTBA) C TIPOMU3-
ayTeHTUYHBIM [IEPEBOJIOM Ha Ka3aXCKUU U PYCCKUN SI3BIKH BOJIU-
TeIeM
¢op-
Mar:
PDF
8. JlaHHBIE 0 OHOIOTHYECKOM OE30IMAaCHOCTH MEAMIIMHCKOTO U3EIH, CO- + + 3ase-
JieprKalllero MaTepHuaibl JKUBOTHOTO WM YeJIOBEYECKOTO IIPOUCXOXK/Ie- pser-
HUS, Ha OCHOBE aHaJi3a MaTepualloB, a TakKe HH(opManuy o noa0o- cs
Pe UCTOYHHKOB (ZOHOPOB), 0TOOPE MaTepHaa, POLECCHHIe, XpaHe- Ipou3-
HUH, TECTUPOBAHUH, TIEPBUYHON IKCIIEPTH3HI IPOLIEAYP TECTHPOBA- BOJIH-
HHS, a TAKOKe 00palIeHus ¢ TKAHAMH, KJIETKaMH, CyOCTaHIMIMHU JKH- TeJeM
BOTHOT'O HJTH YE€JIOBEUYECKOTO MMPOUCXOKICHHUS, KYyJIbTYPaMU MHKPOOP- thop-
TaHU3MOB U BUPYCOB C ayTEHTHYHBIM I1€PEBOJIOM Ha Ka3axXCKuil U pyc- Mar:
CKUH SI3BIKA PDF
9. Otyer (IIPOTOKOJT) O TOKCHKOJIOTHUECKUX UCIIBITAHUSX C ayTEeHTHY- + - 3aBe-
HBIM TIEPEBOJIOM Ha Ka3aXCKHUH U PYyCCKHUH S3bIKH PE3yJIbTaTOB U BBIBO- psier-
noB ucnbiTanuii B coorseTcTBur ¢ MCO 10993 MeAUIIMHCKHAX U3]IE- cst
JIUH, B TOM YHCJI€ MPUHAMISKHOCTEH, KOMIUIEKTYIOIIUX U PACXOIHBIX TIPOU3-
MaTepUaAIOB K MEIUIIMHCKUM H3AETHSIM, KOHTAaKTUPYIOIIHUX C TOBEpPX- BOJIU-
HOCTBIO Tella YeJIO0BeKa, CIM3UCTHIME 000I0UYKAaMH, BHYTPEHHUMH Cpe- TeaeM
JlaMH OpraHu3Ma ¢hop-
Mar:
PDF
10. | Oruet (IPOTOKOI) O TEXHUIECKUX HCIBITAHUSIX C Ay TCHTHYHBIM TIepe- + + 3age-
BOJIOM Ha Ka3aXCKHUH U PyCCKHI S3bIKU PE3yJIbTaTOB U BHIBOJIOB UCIIBI- pset-
TaHUM; cs
JI1s MeMIMHCKUX U3/1eNni (3JIEKTPUYECKUX ): UCTIBITAHUS 110 SJIEKTPO- HpOH3-
0€30I1aCHOCTH, JIEKTPOMAarHUTHOH COBMECTUMOCTH. [l MeuInH- BOZH-
CKUX M3[eNNil, TeHEPUPYIOIINX HOHU3NPYIOIIEE U3TyUCHUE: OTIETHI TeneMm
UCTBITAHUH 110 PaHAIHOHHON 0€30MacHOCTH. dop-
JL71st MeAMLIMHCKUX U3/eNuil, BKIIIOYCHHBIX B IEpeYeHb MEAULIMHCKON ;4;;
TEXHUKH, SBJISIOIICICS CPEICTBOM U3MEPEHUS: JOKYMEHTEI, IIO/ITBEp-
JKJAIOIIE PE3yIbTAaThl HCIBITAHUN B LIEJSAX YTBEPKICHUS TUIIA
CpPelCTB U3MEPEHHIH
11. | Oruer 06 HcCIENOBAHMUAX CTAOUIBHOCTH, 000CHOBBIBAIOIIHIT CPOK Xpa- + + 3aBe-
HEHUS H3JIeTUH METUIIMHCKOTO Ha3HAYCHHUS, & TAKXKE CTEPUIIBHBIX TIPH- pset-
HaJIS)KHOCTEH U PaCXOJHBIX MAaTePHAIOB, BXOSIINX B KOMILIEKTA- cs
LUIO0 MEIUIIMHCKON TEXHUKH C ayTEHTUYHBIM [1I€PEBOJOM Ha Ka3ax- pou3-
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CKHIA M PYCCKHUI{ A3BIKK PE3YJIbTATOB U BHIBOJIOB MCIIBITAHHM, B TOM BOJIH-
yuciie CpoK TOJHOCTH TI0CIIE BCKPBITHS YITAKOBKH. TeNeM
HccnenoBanue BKIIOYAET CTAOMIBHOCTD MEAMIIMHCKOTO H3/ICIHUS TO- op-
CJie BCKPBITHS YIIAKOBKH; U aBTOMAaTH3UPOBAHHBIX HHCTPYMEHTOB, Mat:
CTabMIBLHOCTh B Pa00YEM MMOJIOKESHHUH. PDF
CTaOWIIBHOCTD TIPH TPAHCTIOPTHUPOBKE Takasi ”H(GpOpMAIUs ONUCHIBACT-
cst:
a) oTyer 00 Hccie0BaHuH (BKIIIOYAst IIPOTOKOJI, KPUTEPUH IIPHEMKH);
0) METO/] UCCIIeIOBAaHUIT B CMO/ICTUPOBAHHBIX YCIIOBHUSIX;
B) BBIBOJIbI M PEKOMEH/IOBAHHBIE YCIIOBHUSI TPAHCIIOPTHPOBKH.
Otuer 00 UCCne0BaHUSX CTAOMIBHOCTH HA PEareHThl U PACXOIHBIN
MaTtepHa BXOASAIIUX B KOMIUIEKTALHIO MEAUIMHCKOTO U3/IeNHs UIs in
vitro (IVD) nuarHocTukKu 3aKpbITOro THIA
12 | Oruer wix JaHHBIC UCIIBITAHUH Ha CIICHU(PUIHOCTD U aHATUTHYECKYTO - - - - + 3aBe-
qyBCTBHTEIBHOCTh MEIHIIUHCKOT0 M3enus i in vitro (IVD) auarso- psier-
CTHKH, B TOM YHCJIC BXOASAIINX B KOMIUICKTAI[HIO MEIULIUHCKOTO U3/ie- cst
nmst i in vitro (IVD) quarHocTHKH 3aKpbITOTro THIIA (€CIIH TPHUMEHH- TIPOM3-
MO K 3asiBIeHHOMY Buy M), BKItouast, €Ciii NPUMEHUMO OTCYT- BOJIH-
CTBHUE MOTPEIIHOCTEH (IOrPEIIHOCTD), PEIeiIbl AETEKIMU U KOJIYe- TeseM
CTBEHHOT'O OIPE/ICNICHUsI, THaIla30H U3MEPEHHH, JINHEHHOCTD, TOPOro- dop-
BOE 3HAUCHUE MaT:
PDF
13. | /laHHBIC O KIMHUYECKHX (KIMHUKO-ITa00pPAaTOPHBIX) UCIIBITAHUSAX (HC- - + + + + 3aBe-
CIIC/IOBaHUSIX) C Ay TEHTHYHBIM [IEPEBOJIOM Ha Ka3aXCKHH U PYCCKHUIA (pu pser-
SI3bIKU PE3YJIbTATOB M BBIBOIOB MCIBITAHUH MM UMEIOIINECS KIMHUYe- HaJM- cst
CKHUE JJaHHbIE (Hay4YHbIC MyOIUKALINH) 4Uu IPOM3-
JieKap- BOJIH-
CTBEH- TeleM
HOTO thop-
cpen- Mar:
CTBa) PDF
14. | Mudopmarms 0 MOHUTOPHHTE HEOIATOMPUSTHBIX U HEXKEIaTeIbHBIX + + + + + 3aBe-
coObITHH (MH(OpMAaLUs HEe TPEOCTABISETCS ISl BHOB pa3paboTaH- pser-
HBIX H CIIPOCKTHPOBAHHBIX MEAUINHCKUX U3/ICNHUI) C ay TCHTUYHBIM cst
HEepPeBOJIOM Ha Ka3aXCKHH U PYCCKUH A3BIKH, BKIFOYAIOIIAsL: pou3-
CITHCOK HEKeNaTeNbHBIX COOBITHI (HECUACTHBIX CITydaeB), CBA3AHHBIX BOZH-
C HCTIONB30BAHMEM H3IENHS, M YKA3aHHE MEPHOa COOBITHIL; TeaeM
WIN
KpaTkue 0030pHbI 110 KaXKIOMy M3 TUIIOB COOBITHI U yKa3aTh 001Iee KO- ero
JIMYECTBO COOBITHI Ka)KI0r0 TUIA, O KOTOPBIX MOCTYIIAIN OTYEThI yion
(TIpy HAJTMYUH OOJIBIIOTO KOJIMYECTBA);
HOMO-
CIIMCOK OTO3BaHHBIX MEANIIMHCKUX U3ACIUHA U (MIIN) TTOSCHUTEIHHBIX YeH-
YBEIOMJICHHH C MPEOCTABICHUEM aHATIM3a KOPPEKTUPYIOIINX JeH- HBIM
CTBUI1 M IPHHSATBIX Mepax npes-
CTaBU-
TeneM
(op-
Mar:
PDF
15. | JIoKyMeHT IO KauecTBy: + + + + + 3ase-
CTaHIApPT MEXITYyHAPOAHBIH, HAIIMOHATBHBIN HJIM OpraHu3alny (TeXHHU- piet-
YECKHE YCIOBHS, CICHIU(PHUKAIINS METOIOB KOHTPOJISI TOTOBOTO MPOIYK- ot
Ta) C ayTEHTHYHBIM [IEPEBOJIOM Ha Ka3aXCKUI M PYCCKHUIT A3BIKH CIICIIHU- pous-
(uKaIMu 1 METOIMK UCTIBITAHUI BOZH-
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TeseM
dop-
Mar:
PDF

16. | Mudopmarus o mporpaMMHOM 00eCTICUECHHUH [T MEUIIUHCKOM TEXHHU- + + + + + 3ase-
K (TIpU €ro HAJUYHN): psiet-
pe3ysbTaThl BAIMAALMN IIPOrPAaMMHOT0 00ecTieueHH s, JaHHBIE O €ro ot
Bepu(UKaIUK U IEPBUYHON 3KCIEPTHU3bI, B TOM YUCIIE HHPOPMALIUHU O pous-
ero pa3paboTKe U TECTUPOBAHUH Ha MPEANIPUITHH U TIPH MYJIbTHIICH- BOAH-
TPOBBIX UCCIIEIOBAHMUSIX, IAHHBIX 00 HICHTU(GUKALUE 1 MAPKUPOBKE TeaeM
ONepaIMOHHON CHCTEMBI: dop-

Mar:
1) ykazaTh HaMMEHOBaHUE MIPOTPAMMHOTO 00ECTICYCHUSI. PDF
2) yKa3aTh BEpCHIO IpOrpaMMHOro odecrnedenus. TpedyeTcs TouHO
OTIPEIEINTh MIPOTECTHPOBAHHYIO BEPCHIO, M 3TA BEPCHS COOTBETCTBYET
OKOHYATEIbHO! TIOCTABIISIEMOIl BEPCHH IPOTPAaMMHOTO 00ECIICYEHHS.
[penocTraBuTh ONMCAaHUE IIPOTPAMMHOI0 00ECTICUeHH S, BKIIOYas Ompe-
JienieHne TexX (QyHKIMOHATIbHBIX XapaKTePUCTUK U3/ICIHs, KOTOpbIe
KOHTPOJIUPYIOTCS € MOMOILBIO ATOT'O POrPAMMHOr0 00ecIeueHusl, arl-
napaTHy wiatdopmy, OreparoHHY0 CHCTEMY (€CiIM IPUMEHHUMO),
HCII0JIb30BaHIE TOTOBOT'O CTAHAAPTHOTO IPOTPAMMHOI0 00ECIICUCHHUS
(ecu MPUMEHNUMO) ¢ ayTEHTHYHBIM [IEPEBOJIOM Ha Ka3aXCKHU U pycC-
ckuit si3piky. [y mporpaMMHOro obecrieueHus, pa3paboTaHHOTO (HH3H-
YEeCKHM MU I0puarnuecKuM oM PecriyOnnku Kasaxcran wim npu-
Ha/uIexariee Gpru3ndecKoMy MM IOpUANYECKOMY JIHIYy PecryOmuku
KazaxcraH HCKIIIOUMTENBHOE ITPAaBO Ha MPOrpaMMHOE 00ecIeueHne Ha
Teppuropun PecriyOsnku KazaxcraH win mpaBo HCIIOJIb30BaHUS UC-
KITFOYUTENIBHBIX HMYIECTBEHHBIX TIPAB IPOTPAMMHOT0 00eceYeHH s
Ha Tepputopuu Pecnybnuku Ka3axcran Ha Becbh CpOK JCHCTBHUS HC-
KJIIOYUTENIBHOTO TIPaBa MPeIOCTANSETCS JOKYMEHT MPelyCMOTPEHHbIH
3akoHoaTenscTBOM PK.

17. | CnpaBka ¢ onucanueM 001acTi MPUMEHEHHUs, Ha3HaYeHHs1, KPaTKOMH + + + + + 3aBe-
XapaKTePUCTHKH MEIUIIUHCKOTO M3/ICITHs 1 TaOJIHI[a BAPHAHTAMH UC- psier-
MOJIHEHUS ¥ KOMILICKTYIOIHMMH (110 popme) cst

pou3-
BOJIM-
TeseM
i
ero
ynon-
HOMO-
YeH-
HBIM
npen-
CTaBU-
TeneM
Gop-
Mar:
pdf (B
cocra-
BE JI0-
che),
Excel
oT-
JIEJIBHO
18. + + + + +
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22.04.2025
30.04.2025

OKCIUTyaTallMOHHBIH JOKYMEHT MEIMIIMHCKOM TEXHUKHU, yTBEPIKICH-
HBIH B CTpaHe-Ipou3BoUTENE (OpUIMHATIbHAS BEPCHsI) C Ay TEHTHY-
HBIM IIEPEBO/IOM Ha Ka3aXCKUH U PyCCKHH S3bIKU

Jloky-
MEHT,
yTBep-
JKIIEH-
HBIN B
cTpa-
He-
TIpOM3-
BOJIH-
Tese
3aBe-
psier-
cs
pou3-
BOJIH-
TEJIEM.
AyTten-
THY-
HBII
nepe-
BOJ Ha
Kazax-
CKUit
U pyc-
CKHit
SI3BIKH
3aBe-
psier-
cs
yron-
HOMO-
YeH-
HBEIM
pea-
CTaBH-
TeaeM
(op-
Mar:
PDF

WHCTpyKIHMS 10 IPUMEHEHHIO H3JEIUs MEJULIMHCKOTO Ha3HAYEHMS,
YTBEpKIEHHAs B CTPaHE-IIPOU3BOAUTEIIE C Ay TEHTUYHBIM IIEPEBOIOM
Ha Ka3aXCKUH U PyCCKUH S3bIKA

(pu
HaJIH-
YHH)

3aBe-
psier-
cst
MpOu3-
BOJIH-
TeneM
(op-
Mar:
PDF

20.

[IpoekT HHCTPYKLUUH 110 MEAUIIMHCKOMY IPUMEHEHUIO U3IETUS MEIH-
LIMHCKOTO Ha3HAUEHUsI, HA Ka3aXCKOM U PYCCKOM SI3bIKaX

3aBe-
psiet-
cs 3a-
SIBHTE-
eM
(op-
MarT:
PDF,
DOC
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21. | OO6pa3supl u3aeIHs MEIUIIUHCKOTO HA3HAUCHHS + + + + + Co-
riac-
HO
IIpu-
JTOKe-
HHIO 3
k [Ipa-
BHJIaM
TIpoBe-
JICHUS
3KC-
mepTu-
3Bl M€-
-
LIWH-
CKOTO
u3e-
JIAS

22. | CrangaprHble 00pa3sibl U31eIUs MEAULMHCKOTO Ha3HaYeHus (Ipy yka- | + + + + +
3aHMHU 00 UX NPUMEHEHHH B JIOKYMEHTE 0 KaueCTBY)

23. | T'paduueckoe nzobpaxkeHue ApiblKa Ul MEAULUHCKON TEXHUKH + + + + + 3aBe-
psiet-
cst
npouns-
BOZH-
TeneM
(op-
Mar:
PDF

24. | Omnwucanue ynakoBku Memununackoro usnenus (Mupopmanus o6 yna- + + + + + 3ase-
KOBKE, BKJIFOUast, IEPBUYHY0, BTOPUYHYIO, TPYIIOBYO, TPAHCIOPT- psiet-
HY0, IPOMEKYTOYHYIO YIIaKOBKH; cs
MpeI0CTaBUTh HH(OPMALIHUIO (HallpuMep, MaTepHal, CoCTaB, pazmep). TIpous3-
BOJIH-

I[OKyMCHTBI, PEriIaMCHTHUPYIOIHUE KAUYCCTBO YIITAKOBOYHBIX MaTepHra- TeaeM

(op-
Mar:
PDF

JIOB MEJTULIHCKOT0 M3eiHs (Crienu(UKanus KauecTsa, CepTu(hUKaT
aHaNn3a Ha MEPBUYHYIO YIIAKOBKY) C ayTCHTHYHBIM EPEBOJIOM Ha Ka-
3aXCKUH U PYCCKUIl I3BIKU

25. | ®dororpaduyeckoe n300paxkeHne (0ToOpakaeT BHEIIHUIA BUJT H3/ie- + + + + + 3aBe-
JIHsl, KOMIUICKTYIOIIMX, PACXOTHBIX MATEPHAIIOB C X OIMHCAHUEM) psier-
cst
TPOH3-
BOZH-
TeneM
Gop-
Mar:
JPEG

26. | LiBeTHbIC MaKeTHI YITAKOBOK M STHKETOK IS H3/CIHI MEAUIIMHCKOTO + + + + + 3aBe-
Ha3Ha4yeHus (MepBUYHAs, BTOPUYHAS U (WJIK), TPYIIIIOBAsk YIIAKOBKH) psiet-
OT MPOM3BOANTENS (IPESIOCTABISICTCS B pa3BepHyTOM Brae). [Ipu Ha- cst
JIMYHUHU OOJIBIIIOTO KOJIMYECTBA TUIIOPA3MEPOB, [IBETOBOI raMMBI JIOITYC- pOu3-
KaeTcsl PeIOCTaBICHHE TUITIOBOI'O MaKeTa Ha OJIMH M3 Pa3MepOB, LIBET BOJIH-
(B ciIy4ae eciii MaKeThl HICHTHYHBI) TeneM
(op-
MaT:
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PDF,
JPEG

27. | IIpoekT TekcTa MakeTa ynakOBKH, STHKETKH, CTUKEPa H3/ICIUs ME/IH- + + + + + 3aBe-
[MHCKOTO HAa3HAYCHMS Ha Ka3aXCKOM M PYCCKOM S3bIKax (B Ciydyae pstet-
GOJIBIIOTO KOJIMYECTBA THIIOPa3MEPOB, [IBETOBON raMMBI IOIYCKACTCS cst
YTBEPXK/ICHHUE OJTHOTO MaKeTa C UCIIOJIb30BaHHEM ab0peBHaTyphl) MIPOM3-
BOJIH-
TeneM
AT
ero
ymon-
HOMO-
YeH-
HBIM
npen-
CTaBH-
TeneM
Gop-
Mar:
PDF,
DOC,
JPEG

28. | TIucemMo — 000CHOBAHHE O THUIIE MEAMIIMHCKOTO U3EIUs I in Vitro + + + + + 3aBe-
JINarHOCTUKH (OTKPBITAst HJIH 3aKPbITasi CHCTEMa) C ayTeHTHYHBIM ITe- psier-
PEBOAOM Ha Ka3aXCKUI U PYCCKUH A3BIKA cs
pOU3-
BOJIH-
TeaeM
Gop-
Mar:
PDF

29. | [lanHble 0 mpouesype CTEPUIIN3ALHUU U3AENUs MEAUIMHCKOTO Ha3Haue- | + + + + + 3aBe-
HHS, BKIIOYass HHPOPMAIHIO 0 IIEPBUYHON SKCIIepTH3e IpoLecca, pe- (xpo- psieT-
3yJIbTaThl TECTUPOBAHUSA Ha COJEPKaHHE MHKPOOPIaHU3MOB (CTEIICHb me 1 cs
OHMOJIOTHYECKOH HArpy3KH), MUPOTEHHOCTH, CTEPUIIBHOCTH (IIPU HEOO- KJac- TIPOM3-
XOJMMOCTH) C yKa3aHUEM METOJ0B IIPOBE/ICHUS UCIIBITAHUI U JaHHbIE ca) BOJIU-
0 MEPBUYHOM SKCIEPTU3E YIIAKOBKH C ayTEHTHYHBIM IIEPEBOJIOM Ha Ka- TeaeM
3aXCKUH U PyCCKUH A3BIKH tdop-
MarT:
PDF

30. | Csenenwus 0 MPOU3BOAUTENE: HAUMEHOBAHUE, BUJ IS TEILHOCTH, IOPH- + + + + + 3ase-
JTUYEeCcKHi ajpec, popMa cOOCTBEHHOCTH, IEPEUCHB ITO/IPA3ICIICHUI 1 psiet-
JIOYEPHUX KOMITAaHMH, y4acTBYIOIINX B IIPOM3BOICTBE 3asBIIEMOT0 Ha cst
PETUCTPAIMIO METUIIMHCKOTO U3METHS, C YKa3aHHEM HX CTaTyca U IOoJl- TIpOM3-
HOMOYHH C ayTeHTUYHBIM MIEPEBOIOM Ha Ka3aXCKUU U PYCCKUN S3BIKH BOJIH-
TeNeM
Wi
ero
ynou-
HOMO-
YeH-
HBIM
npea-
CTaBH-
TeneM

¢op-
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Mar:
PDF

31. | Wudopmanus o pa3paboTke U IPOU3BOJICTBE: CXEMBI POLIECCOB IIPO- + + + + + 3aBe-
W3BOJICTBA, OCHOBHBIX CTaJ[M{ MIPOU3BOACTBA, YIIAKOBKH, UCTIBITAHUN 1 pser-
MPOLEAYPHI BBIITyCKa KOHEYHOTO MIPOJYKTa C ayTEHTHYHBIM [IEPEBO- cst
JIOM Ha Ka3aXCKHUH U PyCCKUI S3bIKU Tpou3-
BOJIU-
TesleM
Gop-
Mar:
PDF

32. | Ilepedens cTaHAapTOB, KOTOPHIM COOTBETCTBYET MEAUIIMHCKOE H3/1e- + + + + + 3aBe-
nue (c yKa3aHHeM CBEJICHHH O HUX) C ayTCHTHYHBIM [IEPEBOIOM Ha Ka- pser-
3aXCKHUH U PyCCKUH A3BIKH cs
TIpOM3-
BOJIU-
TelIeM
Gop-
Mar:
PDF

33. | Ilnan cOopa u aHanM3a JaHHBIX 1O 0€30MAaCHOCTH U 3(P(PEKTUBHOCTH + + + + + 3aBe-
MEJHULIHCKOTO M3/EJIHs Ha MOCTPErUCTPAIMOHHOM IIEPHOJIE C Ay TCH- pser-
THYHBIM ITEPEBOIOM Ha Ka3aXCKH U PYCCKHI SI3BIKH cst
POH3-
BOZU-
TeneM
dop-
Mar:
PDF

34. | Oruer 00 aHaMH3e PUCKOB U YIIPABICHUHN UMH C ayTEHTUYHBIM [IEPEBO- | - + + + + 3aBe-
JIOM Ha Ka3aXCKHUH U PyCCKUI S3bIKU (xpo- pset-
Mme 1 cs
KJ1ac- TIpou3-
ca) BOJIH-
TeneM
dop-
Mar:
PDF

35. | Mudopmanus o MmapkeTHHre (MCTOPHS IIPU YCIOBUU oOpaiieHus Meau- | + + + + + 3aBe-
LUHCKOTO U3/IeNUs Ha peIHKE Oostee 2 jeT) (IpH HaJTMduH) (xpo- pser-
Mme 1 cs
u2a TIPOMU3-
KJ1ac- BOJIM-
COB) TeaeM
(op-
Mar:
PDF

36. | JloBepeHHOCTH MPOU3BOANUTEIS HA UM YIIOTHOMOYEHHOTO IIPE/ICTaBHU- + + + + + B co-
TeJs € LEIbI0 MOATBEPKIECHHS €r0 NOIHOMOYHI OTBET-
CTBUU
C MEX-
JlyHa-
pox-
HBIMH
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HOpMa-
MH 3a-
Bepe-
HUS
Wi
HOpMa-
MH 3a-
Bepe-
HUS,
ycra-
HOB-
JICH-
HBIMA
B Pec-
ny6uu-
ke Ka-
3ax-
cTaH
Pop-
Mar:
PDF
CocraByieHUE CIIPaBKU C yKa3aHUEM OIMUCAHUS 00J1aCTU MPUMEHEHUS,
Ha3HA4YCHUA, KpaTKOf/i XApPaKTCPUCTHUKHU HAa MCIUIIMHCKOC U3ACIINC B Pa3pPe3C
KOMILICKTAllMKW Ha KaXKXKAYIO MOACIIb B COOTBETCTBHUU C ITYHKTOM 12
Hanmeno- Hanmeno- Bun co- Bupn cocras- | Hamme- Hanwme- Mo- Mo- IIpo- | IIpo- | Crpa- | Crpa-
BaHHME MO- | BaHHE MO- CTaBHOM HO¥t yacTi HOBa- HOBa- JieTb JeTb U3BO- | H3BO- Ha Ha
nend (Mo- nenu (Mo- YaCcTH Ha Ha Ka3zax- HHE CO- HUE CO- co- co- - - Ha Ha
nuduka- nuduka- pycckoM CKOM $3bI- CTaB- CTaB- CTaB- CTaB- Tenb Tenb pyc- Ka-
uun) MU i) MU sI3bIKE *** Ke*** HBIX Ya- | HBIX 4a- HBIX HBIX Ha Ha CKOM 3ax-
Ha pyc- Ha Ka3ax- creit creil Ha ya- ya- pyc- Ka- A3BI- CKOM
CKOM $I3bI- | CKOM SI3bI- Ha pyc- Ka3ax- creit creit CKOM 3ax- Ke SI3bI-
Ke ** Ke ** CKOM CKOM Ha Ha Ka- SI3BI- CKOM Ke
SI3BIKE SI3bIKE pyc- 3ax- Ke SI3BI-
CKOM CKOM Ke
S3bIKE SI3bIKE
OCHOBHOM Heri3ri 0JIoK
omox MT MT
KOMILIICK- JKUBIHTBIKTA-
TyIO- YILIbI-
mee**** Hap****
porpam- Oarmapiaama-
HOe obec- JIBIK JKacak-
reyeHue Tama
MPUHA/I- KepeK-xka-
JIGKHOCTD pakrapsl
pacxon- LIBIFBIH Ma-
HBII MaTe- TepuaIgapbl
puan
u3enue THUIITIK OJI-
TUIIOpA3- LIeMKaTap-
MEpPHOTO Jarbl Oyii-
psna (¢ BIM (eJIIeM-
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ecryOinky KazaxcraH B 3JIGKTPOHHOM BHUJIE TlaTa cxaunBarms 30.04.2025

YKasaHHuEM AC€p Auamna-
Jualra3oHa 30HBIH KOp-
pa3mMepoB) CETE OThI-
pbIm)
peareHT peareHT
IIpumeyanue:

* [Ipu yCKOpEHHOM 3KCHepTU3e MEAUIIMHCKOTO U3JIETIUS B paMKax
NEPEPETUCTPALMH IIPEACTABIAIOTCS JOKYMEHTHI, IPELYCMOTPEHHBIE TyHKTaMu 4 u 14
IIEPEYHS.

** npu HanMuuKu MoUUKaIMi (BApUAaHTOB UCIIOJIHEHMS) TAHHBIEC 3aMIOJIHIIOTCS
OT/ICJIbHOM CTPOKON Ha KaXAyr0 MOAU(DUKAIIUIO (BAPUAHT UCTIOTHEHUS ).

¥R cydyae ykazaHUs B YMCJIE KOMIUIEKTYIOIIUX K METUIIMHCKON TEXHUKE
HECKOJIBKUX MPOU3BOIUTENIEH, MPEOCTABISIETCS] MUCHbMO OCHOBHOTO TIPOU3BOIUTENS O
JIOIYCKE KOMIUICKTYIOIIHMX B YaCTH (YHKITMOHAIIBHONW COBMECTUMOCTH, 3(PPEKTUBHOCTH
1 6€30MacCHOCTHU TP UCTIOIB30BAHUY TAHHOTO 000PYI0BaHUS

*FFFBU COCTABHBIX YACTEH MEIUIIMHCKOTO U3/1e1s (OCHOBHOM OJIOK,
KOMIUIEKTYIOIIEE, TPOTrPaMHOE 0OecIieueHre, MPUHAIIICKHOCTD, PACXOIHBIN MaTepHall,
u3JieNiie TUIIOPA3MEPHOTO psija (C yKazaHHEM Juana3oHa pa3MepoB), peareHr)
OTIpEIEISIETCS TIPOU3BOIUTETIEM.
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[Tpunoxenue 30 k [IpaBuiam

perucrpanuu JCKapCTBCHHLIX CPCACTB U

MCOAUIMHCKUX H3H€HHﬁ 110 ITPUHOUITY

«COAUHOI'O OKHa»

Hepequb BHUI0B H3MeHeHHﬁ, BHOCHUMBIX B PEIrUCTPAIIHOHHOE TOCHE

MECIMIMHCKOI0 U31C¢/JIUSl B IICPHO/ IleﬁCTBHH PETrUCTPANHOHHOIO YAOCTOBECPCHUSA

N3menenune

VYcnosus (3amMedanus)

[epeveHb TOKyMEHTOB M MAaTEPUAIOB, HEOOXOIUMBIX JUIS BHE-
CCHHUS U3MCHCHMI

1

2

3

1. U3MmeHenue cBeneHni
0 MPOM3BOAUTENC U (VITH)
MPOU3BOICTBEHHOH 10~
IIa/IKe METUIIMHCKOTO H3-
JIeTIHs

W3menenue GpopMbl IpaBieHus, U3MEHe-
HHME HaMMEHOBaHUsI, U3MEHEHHUE aJipeca
o¢uca. OcHOBHOE yCIIOBUE - HOBAsI JIUIICH-
3Ms Ha IPOU3BOJICTBO BBIJJAHHAS YIIOJIHO-
MOYEHHBIM OPTaHOM CTPaHBbI IPOU3BOIHU-
Tenst (M3roToBuTENs). MecTo akTHuecko-
'O IPOU3BOACTBA METULIUHCKOTO U3IeIHs
He U3MeHW10ch. HeT u3menenuii B npous-
BOJICTBEHHOM IIpoLIecce WU creupuKa-
LUSIX, BKIJIFOYAsl METOJIbI HCTIBITAHHSI.

1. IokyMeHT, yJOCTOBEPSIIOMINI PErHCTPALIUI0 METUIIHHCKOTO
U37eNUs B CTpaHe MPOU3BOAUTENE (PETHCTPALIMOHHOE YA0CTOBE-
peHue, WM HOTapuallbHO 3aCBUIETENbCTBOBAaHHBIN CepTudu-
kat cBoboHo nponaxu (FreeSale), mmu Ceprudukar Ha KC-
IIOPT) C BHECEHHBIMHU M3MEHEHHSIMHU C Ay TEHTHYHBIM IIEPEBO-
JIOM Ha Ka3aXCKHUH U PyCCKUI S3bIKH.

B cooTBeTCTBHY € MEKIyHAPOIHBIMH HOPMaMH 3aBEPEHUS U
HOpMaMH 3aBEpeHHUs1, yCTaHOBJICHHBIMU B PecriyOnnke Kazax-
crad ¢opmar: PDF

2. JIOKyMEHT, MOATBEP)KAAIONINI BHECCHHE H3MEHEHNUH (¢ yKa-
3aHHMEM JIaThl BHECEHHSI I3MECHEHUSI) OT YIIOJIHOMOYEHHOT'O Opra-
Ha CTPaHbI— IPOU3BOUTENS C Ay TCHTHYIHBIM MTEPEBOIOM Ha Ka-
3aXCKHIi M PYCCKHIT A3bIKHU, 3aBEPSICTCSI YIIOTHOMOYCHHBIM TIPE/-
craButeneM ¢popmat: PDF

3. Konuu cepTu(uKkaToB Ha CUCTEMY MEHE/DKMEHTa KauecTBa
pou3BoANTENs MetuirHCKUX n3aenui ISO 13485, GMP nub6o
COOTBETCTBYIOIINI pEeTHOHATIBHBIN MM HAIMOHAJIBHBIA CTaH-
JIapT) C ayTCHTUYHBIM MEPEBOAOM Ha Ka3aXCKUI U PYCCKHUH SI3bI-
Ku (IPeIOoCTaBIIeTCsl Ha MPOU3BOAUTEIISI MEJULIMHCKHX U3JIe-
JIMH U IPOM3BOJICTBEHHYIO IUIOIIAAKY). B cooTBeTcTBHM ¢ MEX-
JIyHapOJIHBIMH HOPMaMH 3aBEPEHHUS (3aBEPSCTCS B BbIIAHHOM
CTpaHe) 1 HOpMaMH 3aBEpEHHsl, YCTaHOBJIEHHbIMHU B Pecmry0mm-
ke Kazaxcran ¢popmat: PDF

4. Jlexnapanys 0 COOTBETCTBUM TPeOOBaHUAM 0€30MaCHOCTH U
3} heKTHBHOCTH MEAUIIMHCKOTO U3/IENHUS HIIN SKBUBAICHTHBIN
JOKYMEHT C ayTeHTUYHBIM IIEPEBOJIOM Ha Ka3aXCKUH U PYCCKHI
A3bIKH. B COOTBETCTBUM ¢ MEXyHapOIHBIMU HOPMaMU 3aBepe-
HHS 1 HOPMaMH 3aBEPEHUs], yCTaHOBIEHHbIMH B PecriyOimke
Kazaxcran gopmat: PDF

5. Komnust perucTpallioHHOTO yJJOCTOBEPEHHS BbIIaHHOTO B Pec-
my6inke Kazaxcran

6. [TnceMO IPOM3BOAUTENS, Y IOCTOBEPSIOIICE, YTO IPOU3BOA-
CTBEHHBIII IIpoLiecC ¥ KOHTPOIIb 33 Ka4eCTBOM H 6e30I1acHO-
CTBIO TOTOBOTO MPOAYKTa OCTAIOTCS 6€3 U3MEHEHU, C yKa3aHHU-
€M J1aThl BHECEHHS] M3MEHEHUH C ayTEHTUYHBIM N1€PEBOJIOM Ha
Ka3aXCKUI U PyCCKHUH SI3bIKH, 3aBEPSIeTCS YIIOJTHOMOUYEHHBIM
npencrasuteneM dpopmar: PDF

7. SKCHJ'IyaTaI_II/IOHHI)Iﬁ JOKYMCHT MEIUITMHCKON TEXHUKH C BHE-
CCHHBIMH U3MCHCHHUAMU, yTBep)KL[eHHLIﬁ B CTpaHE- IPOU3BOAM-
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Tels (OpUTHHAIbHAS BEPCUs) C ayTEHTHYHBIM [IEPEBOJIOM Ha Ka-
3aXCKHH U pyCCKUil A3bIKH (JOKYMEHT, YTBEPKIECHHBIH B CTpa-
HE-TIIPOM3BOIUTENS 3aBEPAETCS IPOU3BOAUTENIEM).

AyTEeHTUYHBIH MEPeBOJ HA Ka3aXCKUN M PYCCKUH SI3BIKH 3aBEPsi-
eTcs YIOJTHOMOUYEHHBIM mpeacTaBurenem, popmat: PDF nnn
MPOEKThl HHCTPYKLHUH 10 NPUMEHEHUIO MEULIMHCKOTO U3eIHs
C BHECEHHBIMU U3MEHEHUSIMHU Ha Ka3aXCKOM U PYCCKOM sI3bIKaX.
3aBepsiercs 3asButeneM, popmar: PDF, DOC.

8. OOHOBJICHHAsI CIIPaBKa C YKa3aHUEM MEePEYHs KOMIUICKTYIO-
IIMX ¥ PACXOIHBIX MaTEPHAIIOB [0 YTBEPXKICHHO Gopme. Ba-
puanThl ucnonHenus o Gopme, popmar: Excel, PDF.

9. MakeT MapKHpOBKH C BHECEHHBIMH H3MEHEHUSIMU B (hopmaTe
JPEG

2. Cmena unu gobasie-
HUE HOBOU IIPOU3BOJ-
CTBEHHOH IIIOIAAKA JUTS
YacTH WX BCEX IIPOLEC-
COB IIPOU3BOJICTBA MEIH-
LUHCKOTO U3/eNus

OCHOBHOE YCJIOBHE - HOBasl JIMLIEH3Hs HA
MIPOM3BOJICTBO BBIITAaHHAS YIIOJTHOMOYEH-
HBIM OpPraHOM CTPaHBI IIPONU3BOIUTEIIS
(M3rOTOBUTEIS).

MHcnexys HOBOW MPOU3BOICTBEHHON
TJIOIIAIKH.

JIOKyMEHTBI PEAOCTaBIISIOTCS COTIaCHO MPHIIOKEHHIO 29 K Ha-
crosmum Ipasunam.

OKcnepTu3a MpoBOJUTCS B CPOKHU NPELyCMOTPEHHBIE [IPU PEru-
ctpauu MH.

3. U3MmeHenue cBeIeHni
00 YyHOJTHOMOYEHHOM
npeJcTaBuTeNe, BKIIOYast
CBEJCHHS O pEOpraHu3a-
LMY FOPUANYECKOTO JIUIA,
00 U3MEHEHHHU €T0 HauMe-
HOBaHUs, U3MeHEeHHH D.
HN.O. (ipu ero Hanuuuu)
ajipeca MecTa KUTEIb-
CTBa MHIMBUIYaILHOTO
MpeANPUHIMATEIIS

Bnecenue n3MeHeHuit B perucTpaluoH-
HOE Y/I0CTOBEpEHHE He BiusieT Ha dddek-
THBHOCTb ¥ 0€3011aCHOCTh MEAUIIMHCKOTO
H3ICTHUS

1. Komnust okymeHTa, OATBEPKAAIOIIET0 MOTHOMOYHS yTIOJIHO-
MOYEHHOT'0 IIPEJICTaBUTEINS IIPOU3BOUTENS (JJIOBEPEHHOCTD OT
TIPOM3BOANUTEIIS)

2. Konust PErucTpalluOHHOI0 y10CTOBEPECHUA

3. Z[OKyMeHTLI, TIOATBEPIKAAIOIINE U3MEHCHUS

4. DKCIuTyaTalMOHHBIH JOKYMEHT MEIUIIMHCKOW TEXHUKH C BHE-
CEHHBIMHU N3MEHEHHSMH, YTBEPKICHHBIN B CTpaHe- IPONU3BOIH-
Tens (OpUTrHHAIbHAS BEPCHUS) C Ay TEHTHYHBIM [IEPEBOJIOM Ha Ka-
3aXCKUH U PYCCKHU# A3bIKK (JOKYMEHT, YTBEPKACHHBIH B CTpa-
HE-TIPOM3BOUTENSI 3aBEPACTCS IPOU3BOAUTENICM. AYTEHTHY-
HBII NIEPEBO/] HA Ka3aXCKUH U PYCCKUI S3bIKU 3aBEPSIETCS yIIOI-
HOMOYEHHBIM IpezcraButesieM) Gopmar: PDF mim npoexTsr nn-
CTPYKLHIT O MPUMEHEHHIO METUIIUHCKOTO U3JIeIHs C BHECEH-
HBIMU M3MEHEHHUSIMH Ha Ka3aXCKOM U PYCCKOM sI3bIKaX. 3aBepsi-
ercs 3asBuTenem, popmat: PDF, DOC.

5. IIpoekT TeKcTa MaKeTa yNaKOBKH, STUKETKH, CTHKepa MeIH-
LIMHCKOT'O M3/IeJIMs ¢ BHECEHHBIMHM U3MEHEHUSIMU Ha Ka3aXCKOM
u pycckoM s3blkax, popmar: PDF, JPEG.

4. I3MeHeHrne HauMEHO-
BaHMS MEIULIMHCKOTO H3-
enust

MotusupoBaHHOe 000CHOBaHHE HEOOXO-
JUMOCTU U3MCHCHHS HANMEHOBAHHS Me-
JULHHCKOTO U3/EIHS, He BIUSIOMEro Ha
(byHKIMOHABHEIC H TEXHUYECKUE XapaK-
TePUCTHKU

1. 3asiBIeHUE HA BHECEHUE M3MEHEHUH 110 YTBEPXKICHHOI (op-
Me B popmare DOC

2. HorapuasibHO 3aCBHICTEIILCTBOBAHHBIN TOKYMEHT, YI0CTOBE-
PSIFOILHIT PETHCTPALINIO MEUIIMHCKOM TEXHUKU (MEIUIIMHCKOTO
U3JIeTINs) B CTPaHE MPOU3BOANTENE (PErUCTPALMOHHOE YI0CTO-
Bepenue, win Ceprudukar cBodoanou npoxaxu (FreeSale),
i CepTruuKaT Ha IKCIOPT) C BHECEHHBIMHU H3MEHEHHUSIMH C
ayTEHTUYHBIM TIEPEBO/IOM Ha Ka3aXCKUIl U PyCCKHM S3bIKH.

B cOOTBETCTBIH ¢ MEXIyHAPOJHBIMH HOPMaMH 3aBEPECHUS U
HOpMaMH 3aBEpPEHHs, yCTaHOBICHHBIMH B PecryGuike Kazax-
ctaH ¢opmar: PDF

3. Konust perucTpaiioHHOTO YJOCTOBEPEHHUS BBIJAaHHOTO B Pec-
nmy6iuke Kazaxcras.

4. IlncbMO npou3BOAUTENS (M3rOTOBUTEIIS), COAEPIKAILEe MOTH-
BUPOBaHHOE 00OCHOBaHUE HEOOXOAUMOCTH U3MEHEHHUS HauMe-
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HOBaHHs MEIUIIMHCKOTO MU3/ENHs, HE BIHMSIONIEr0 Ha (PYHKIINO-
HAJIBHBIE ¥ TEXHMYECKHE XapaKTEPUCTUKN MEAUIIHCKOTO H3/Ie-
TSI C ayTEHTUYHBIM IIEPEBOJIOM Ha Ka3aXCKUI U PYCCKUI A3bI-
KU 3aBepsieTCs YIOJIHOMOYEHHBIM Ipe/icTaBuTeIeM hopmar:
PDF

5. DKcIUTyaTallMOHHBIM JOKYMEHT MEAUIIMHCKON TEXHUKH C BHE-
CEHHBIMHU N3MEHEHHSIMH, YTBEP)KICHHBIH B CTpaHe- POU3BO.IH-
Tens (OpUrMHaIbHAs BEPCHUs) C ayTCHTUYHBIM [IEPEBOAOM Ha Ka-
3aXCKHH U PyCCKUH A3BIKK (JOKYMEHT, YTBEPKACHHbIH B CTpa-
HE-TIPOM3BOUTENS 3aBEPSETCS IPOU3BOAUTENICM. AYTEHTHY-
HBIH NIEpeBOJI Ha Ka3aXCKUH U PYCCKUI S3BIKU 3aBEPSIETCs YIO-
HOMOYCHHBIM IpezcTaButesieM) Gopmar: PDF mim npoekTs! uH-
CTPYKIUI 110 TPUMEHEHUIO MEANIIMHCKOTO H3JIEIUsI C BHECCH-
HBIMH N3MEHEHHUAMH Ha Ka3aXCKOM U PYCCKOM SI3bIKax. 3aBepsi-
etcs 3asButeneM, popmar: PDF, DOC.

6. MHCTpYKINS 110 NPUMEHCHNIO MEAUIITHCKOTO M3/1eIHs,
YTBEpIKACHHAs B CTPaHEe-IIPOU3BOAUTENSI C BHECEHHBIMU H3Me-
HEHUSIMH C ayTEHTUYHBIM II€PEBOAOM Ha Ka3aXCKUH U pyCCKHM
SI3BIKH.

3aBepsiercs npousBoauTeneM, popmat: PDF (npumenumo as
U371eNsl MEAUIIMHCKOTO Ha3HAUEHUST)

8. I[IpoeKT TekcTa MaKeTa ynaKkoBKH, STUKETKH, CTHKEpa M-
[UHCKOTO M3/IEITHS ¢ BHECCHHBIMU M3MCHCHHSIMU Ha Ka3aXCKOM
U PYCCKOM $I3BIKaX. 3aBepsAeTCs IPOM3BOAUTEIEM HIIH €T YIIOJ-
HOMOYeHHBIM mpezacraButeniem ¢popmat: PDF, DOC, JPEG

9. LiBeTHBIE MaKeThl YIIAKOBOK, ITUKETOK, CTUKEPOB (IIPU HEOO-
XOJIUMOCTH) C BHECCHHBIMH HU3MEHEHHSMH, B opmate Jpeg

10. ®otorpagpuueckue n300paXkeHUs 00IIEro BUaa MEIUIINH-
CKOTO M3/IeTIHsl BMECTE C IPUHAJUICKHOCTSIMH, HEOOXOJUMBIMH
JUISl IPUMEHEHHMS 110 Ha3Ha4YeHHIo (pa3MepoM He MeHee 18 x 24
CaHTUMETPA)

11. O6HOBNCHHAS CIIPaBKa C YKa3aHUEM MEPEYHs KOMIUICK- Ty-
IOLIMX U PACXOIHBIX MaTEPUAJIOB MO YTBEpPKACHHOI hopme. Ba-
pHaHTh! HcnioaHeHus 1o gopme, popmar: Excel, PDF.

5. CocTaB npUHAIIEKHO-
cTel 1 (M) KOMITJIEKTY-
IOIIMX U (WIN) Pacxof-
HBIX MaTepUaioB, 0OHOB-
nenue (yCTaHOBKA HOBOM
BEPCHH) MPOrPAMMHOTO
obecriedeHus1, pacimupe-
HHe/ COKpaIlleHHe pa3Mep-
HOTO Psiia METULIMHCKHX
W31,

OtcyTcTBHE BIUSHUS HA 0€30M1aCHOCTD,
Ka4ecTBO M 3()(HEKTHBHOCTH METUIIMHCKO-
ro u3zenus, Ha QyHKIMOHAJIBHBIE XapaK-
TEPUCTUKU MEMIIMHCKOTO u3enus. He
MPelyCMOTPEHO J100aBIeHHE OCHOBHOTO
0J10Ka MEJMIIUHCKON TEXHUKH.

1. 3asBieHHE Ha BHECEHNUE H3MEHEHHUIT 10 YTBEPIKICHHOH (op-
Mme B popmare DOC)

2. Konust peructpallnoHHOTO yJI0CTOBEPEHHUs! BbIIaHHOTO B Pec-
my6inke Kazaxcran

3. IlncepMo npou3BoAMTENS (M3TOTOBHUTENS), COIEPIKAIIIEe MOTH-
BHUPOBAHHOE 000CHOBaHKME HEOOXOUMOCTH U3MEHEHHSI B COCTa-
BE KOMIUICKTYIOIIUX M YKa3aHHEM HOBOT'O MEPEUHs KOMILICKTY-
OIIUX, TIOATBEPXKIAIOIINX OTCYTCTBUE BIMSIHUS Ha ()YHKI[HO-
HaJIbHBIC XapaKTEPUCTHKN MEIUIIUHCKOTO U3/IelHsl (BKITIOYast
pacIIpeHne CIeKTPa BhISBISEMBIX aHATUTOB METHIIHHCKOTO
u3zaenust i in vitro (IVD) muarHocTukm) ¢ ayTeHTHYHBIM TIepe-
BOJIOM Ha Ka3aXCKHI M PYCCKUH S3bIKH, 3aBEPSIETCSI YIIOTHOMO-
YeHHBIM npescTaBuTeneM, popmar: PDF

4. DKCIUTyaTalMOHHbIH TJOKYMEHT MEMIIMHCKOH TEXHUKH C BHE-
CEHHBIMHU N3MEHEHHSMH, YTBEPKICHHBIH B CTpaHe- POU3BOIH-
Tens (OpUrMHAIbHAS BEPCHUs) C ayTCHTUYHBIM [IEPEBOAOM Ha Ka-
3aXCKHI U PYCCKUIT S3BIKH (IOKYMEHT, YTBEPIKICHHBIHN B CTpa-
HE-TIPOM3BOUTENS 3aBEPSCTCS IPOU3BOAUTENIEM. AYTEHTHY-
HBIH NepeBOJl Ha Ka3aXCKUM U PYCCKUI S3BIKU 3aBEPsIeTCs YIOJI-
HOMOYCHHBIM IpezcraButesieMm) Gopmar: PDF wim npoekTs! un-
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CTPYKLHMI 1O MPUMEHEHHIO MEIMIIUHCKOTO U3JIeIIHs C BHECEH-
HBIMU U3MEHEHHUSIMH Ha Ka3aXCKOM U PYCCKOM s3bIKaX. 3aBepsi-
ercs 3asButeneM, popmar: PDF, DOC.

5. MHCTpYKIIMS 110 IPUMEHEHHIO MEAULIMHCKOTO U3/1enus (OpH-
THHAIIbHAS BEPCUs) yTBEPKACHHAS B CTPAHE-IIPOM3BOIUTENS C
BHECEHHBIMU HU3MEHEHHAMM C ayTEHTHYHBIM I1EPEBOJIOM Ha Ka-
3aXCKUH U PyCCKUH A3BIKH.

3aBepsiercs npousBoauteneM popmar: PDF (mpumennmo st
U371eNUsl MEAUIIMHCKOTO Ha3HAUESHUST)

6. OOHOBJICHHAsI CIIPaBKa C yKa3aHUEM MEPEUHsT KOMILIEKTYIO-
IIMX ¥ PACXOIHBIX MaTEPHAIIOB IO YTBEPXKICHHOH Gopme. Ba-
puaHThI HcnonHenus o ¢popme, popmar: Excel, PDF

7. B cnydae 106aBiaeHUs] KOMIUIEKTYIOIIET0, PACXOTHOTO MaTe-
pHaia SBISIOIErocss MEIUIIMHCKUM H3eJTHeM — 00pa3iibl Meu-
LUHCKOT'O U3/1eNus (B CIIy4ae CTePHIIBHOTO MPEI0CTaBIISAETCS
BECh KOMIUIEKT) U JIOKYMEHT I10 Ka4eCTBY

8. ﬂOKyMeHTLI IpeaOCTaBISIIOTCS COIVIACHO NPUIIOKECHUTIO 29 k
HaCTOAIIUM HpaBI/IHaM.

DKcIepTr3a MPOBOIUTCS B CPOKH MPEAYCMOTPEHHBIE TIPH PETH-
crpauuu MU

6. MI3aMeHeHue noka3aHuit
0 IPUMEHEHHI0; 00J1a-
CTH IPUMEHEHHS; TPOTH-
BOITOKA3aHMI; MOOOYHBIX
3¢ pexToB

BesomnacHoCTh NPHUMEHEHHUS MEUIIMHCKO-

T'0 M3/ICNUSI COXPAHSETCS U MOJATBEPIKIACT-
CsI IAaHHBIMU KJIMHAYCCKHUX MCCIIEIOBAHUIT

1o 6e3omacHoCTy 1 AP PEKTHBHOCTH

1. BasiBiieHHE Ha BHECEHHE M3MEHEHHIT 110 YTBEP)KIEHHOM (op-
Me B popmare Word

2. Konust perucTpailmoHHOTO yI0CTOBEPEHHUS BBIIaHHOTO B Pec-
ny6nuke Kazaxcran

3. [TuceMo mpou3BoAMTENS (M3TOTOBUTENS ), COIEPKAIIEE MOTH-
BUPOBaHHOE 00OCHOBaHUE HEOOXOAMMOCTH BHOCUMBIX H3MEHE-
HUH ¢ ayTEeHTUYHBIM IIEPEBOJIOM Ha Ka3aXCKUHM U PYCCKHIL A3bI-
KH, 3aBepsIeTCs YIIOJHOMOUYCHHBIM TIpeCTaBUTENeM (hopmar:
PDF

4. IHCTpyKIHMS IO MPUMEHEHHIO MEJUIIMHCKOTO U3Aeus (OpH-
TMHAJIbHAs BEPCHsl), YTBEPXKICHHASI B CTPaHe-TIPOU3BOIUTEINS C
BHECCHHBIMU U3MEHEHHAMH C ayTEHTUYHBIM IIEPEBOJIOM Ha Ka-
3aXCKUH U PYCCKHUH A3BIKU.

3aBepsiercs npousBoauTesneM, popmat: PDF (nmpumenumo s
U371eNUs MEAULIMHCKOTO HA3HAUSHUST)

5. DKCIITyaTallMOHHBIN TOKYMEHT MEIUIIMHCKON TEXHUKH C BHE-
CEHHBIMHU N3MECHEHHSIMH, YTBEPKCHHBIN B CTpaHe- IPONU3BOIH-
Tens (OpUTrHHAIbHAS BEPCUs) C Ay TEHTHYHBIM [IEPEBOJIOM Ha Ka-
3aXCKUH U PYyCCKHUH A3bIKK (JOKYMEHT, YTBEPKACHHBIH B CTpa-
HE-TIPOM3BOUTENS 3aBEPACTCS IPOU3BOAUTENIEM. AYTEHTHY-
HBII ITEPEBO/] Ha Ka3aXCKUH U PYCCKUH S3bIKH 3aBEPSIETCS yIIOI-
HOMOYCHHBIM IpezcTasutesieM) gopmar: PDF mim npoexts! nn-
CTPYKLHIT O MPUMEHEHHIO METUIIUHCKOTO U3JIeIHsI C BHECEH-
HBIMU U3MEHEHUSIMH Ha Ka3aXCKOM U PYCCKOM sI3bIKaxX. 3aBepsi-
ercs 3asButenem, popmat: PDF, DOC.

6. Panee yTBeprkieHHAss HHCTPYKLUS

7. 1lBeTHBIE MaKeThl YIIAKOBOK, 3THKETOK, CTUKEPOB (TIpH HEO0-
xoxumoctu) B popmare JPEG

8. PeSyJ’[BTaTBI KIIMHUYCCKUX HCHBITaHHﬁ, OTpaxarouye BHOCU-
MBIC U3MCHCHUA
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7. CMeHa Ipou3BOANTE-
Jiell KOMIUIEKTYIOIIHX,
NPHHAICKHOCTEH, pac-
XOHBIX MaTePHUAJIOB TS
MEANLUHCKON TEXHHKH

TexHUYECKHE XapaKTePUCTHKH U KOH-
TPOJIb KAYeCTBa KOMIUICKTYIOIIUX U (VIIH)
PaCcXOJHBIX MATEPHUATIOB MEIUIIMHCKOMN
TEXHUKH HE CHIDKAETCs 0€30I1aCHOCTD, Ka-
4ecTBO 1 3P HEeKTHBHOCTH MEAUIIMHCKOTO
U3JIEIHs

He NpeayCMOTPEHO CMEHA IIPOU3BOIUTC-
JIsS1 OCHOBHOTO OJIOKa METUITMHCKOTO H3J1e-
TS MEIUITUHCKON TEXHUKH.

1. 3asBieHHe HAa BHECEHNUE H3MEHEHHUIT 10 YTBEPIKICHHOH (op-
Mme, B popmare DOC

2. HoTapuasbHO 3aCBU/ICTEIBCTBOBAHHBIN JOKYMEHT, IOATBEP-
JKIQIOLINIT COOTBETCTBHE YCIOBUIT IPOU3BOICTBA HAIMOHAIIb-
HBIM 1 (WIH) MeXAyHapoaHbIM ctanaapTaM GMP; ISO kom-
IUIEKTYIOIIUX U (MIIH) PACXOJHBIX MaTePUAIOB ¢ BHECEHHBIMU
N3MCHEHHSMH C ayTEHTHYHBIM [IEPEBOJOM Ha Ka3aXCKHUil H pyc-
cKuii s13b1kH, hopmat: PDF

3. Komust perucTpaiioHHOTO YI0CTOBEPEHHS, BBIIAHHOTO B
PecryOnmke Kazaxcran

4. IlncbMO IPOU3BOJMTENS, YIOCTOBEPSIOLIEE, YTO IPOU3BOI-
CTBEHHBIII IIpoliecC ¥ KOHTPOIIb 3a Ka4eCTBOM H 6e30I1acHO-
CTBIO TOTOBOTO HPOAYKTa OCTAIOTCs 6e3 M3MEHEHUH ¢ ayTeHTHY-
HBIM [IEPEBOIOM Ha Ka3aXCKUH U pyCCKUM SI3BIKH 3aBepsieTcs
YIOJIHOMOYEHHBIM npejicraButeneM ¢popmar: PDF

5. DKCIITyaTallMOHHBIN TOKYMEHT MEIUIIMHCKON TEXHUKH C BHE-
CEHHBIMHU N3MEHEHHSMH, YTBEPKICHHBIN B CTpaHe- IPOU3BOIH-
Tens (OpUTrHHAIbHAS BEPCHUS) C Ay TEHTHYHBIM [IEPEBOJIOM Ha Ka-
3aXCKUH U PYCCKHU# A3bIKK (JOKYMEHT, YTBEPKACHHBIH B CTpa-
HE-TIPOM3BOUTENSI 3aBEPSETCS IPOU3BOAUTENIEM. AYTEHTHY-
HBII NIEPEBO/] HA Ka3aXCKUH U PYCCKUI S3bIKU 3aBEPSIETCS yIIOI-
HOMOYEHHBIM IpezcTasutesieM) Gopmar: PDF mim npoexTs! nH-
CTPYKLMIT O MPUMEHEHHIO METUIIUHCKOTO U3JIeIHsI C BHECEH-
HBIMU M3MEHEHHUSIMH Ha Ka3aXCKOM U PYCCKOM sI3bIKaX. 3aBepsi-
etcs 3asButenem, popmat: PDF, DOC.

6. MHCTpYKLMS 10 NPUMEHSHUIO MEMIIMHCKOTO u3/enus (Opu-
I'MHAJIbHAs BEPCHsl), yTBEPXKICHHAS! B CTPaHEe-IIPOU3BOIAUTEINS C
BHECCHHBIMU U3MEHEHHSAMU C ayTEHTHYHBIM [1€PEBOJIOM Ha Ka-
3aXCKHH U pyCCKuUil A3bIKH.

3aBepsiercs npomsBoauteneyM, popmar: PDF (mpumenumo s
U311 MEAUIIMHCKOTO Ha3HAUCHHS)

7. OOHOBJIEHHAs CTIPAaBKa C yKa3aHUEM MePEeUYHs KOMILIEKTYO-
LIMX U PACXOJHBIX MaTEpUAJIOB IO YTBEPKAECHHOH (hopme. Ba-
puaHThl McnioaHeHus 1o gopme, popmar: Excel, PDF.

8. YBennueHue (yMeHb-
IICHHE) CPOKA XPAHCHUS
MEIHIINHCKOTO M3/IEITHs

MoOTHBHPOBaHHOE 0OOCHOBAHUE U3MEHE-
HUS CpOKa

1. 3asBieHMe HAa BHECEHNUE H3MEHEHHUIT 10 YTBEPIKICHHOH (op-
Mme, B popmare DOC

2. Konust peructpallnoHHOTO yJIOCTOBEPEHHUs BbIIaHHOTO B Pec-
my6inke Kazaxcran

3. [TucbMO MPOM3BOAUTEIISL, YAOCTOBEPSIOLIEE, YTO IPOH3BOJI-
CTBEHHBII IPOLIECC M KOHTPOITh 38 KAYECTBOM 1 GE30I1acHO-
CTBIO TOTOBOTO MIPOYKTA OCTAIOTCS 0e3 M3MEHEHUI 3aBepsIeTCst
HPOM3BOAUTEIIEM.

4. JlaHHbI€ TI0 CTaOWIIBHOCTH HE MEHEE YeM Ha TPEX CEpHsIX,
(oT4et, 000CHOBBIBAIOIINI CPOK F'OJHOCTH) C AyTEHTHYHBIM I1e-
PEBOJIOM Ha Ka3aXxCKHUH M PYCCKHUIl SI3bIKU 3aBepsIeTCs TPOU3BO-
nurtenem, hopmar: PDF

5. DKCITyaTallMOHHBIN TOKYMEHT MEIUIIMHCKON TEXHUKH C BHE-
CEHHBIMHU U3MEHEHHSIMH, YTBEPKICHHBIN B CTpaHe- MPOU3BOIH-
Tens (OpUrMHajIbHas BEPCHUs) C ayTEHTUYHBIM [IEPEBOJOM Ha Ka-
3aXCKHH U PyCCKHUH A3BIKK (JOKYMEHT, YTBEPKACHHBIH B CTpa-
HE-TIPOM3BOANTENS 3aBEPSCTCS IIPOU3BOUTEIICM. AyTEHTHY-
HBII IEPEeBO Ha Ka3aXCKUH U PYCCKUI A3BIKH 3aBEPSCTCS YIION-
HOMOYCHHBIM mpezctaButenem) Gopmar: PDF umu npoekts! nn-




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025
AKTLIep/IiH TANOHIbI OaKplIay OaHKI

e; ‘ a ,' ,' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB JlaTa pesaKiyu 22.04.2025
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Caxkray KyHi 30.04.2025

JlaTta ckaunBaHMs 30.04.2025

CTPYKLHMI 1O MPUMEHEHHIO MEIMIIUHCKOTO U3JIeIIHs C BHECEH-
HBIMU U3MEHEHHUSIMH Ha Ka3aXCKOM U PYCCKOM s3bIKaX. 3aBepsi-
ercs 3asButeneM, popmar: PDF, DOC.

6. MHCTpYKINS 110 MPUMEHCHNIO MEAHUIITHCKOTO M3/1eIIHs,
YTBEp)KACHHAS B CTpPAaHE-TIPOU3BOJUTENS C BHECEHHBIMHU H3Me-
HEHUSIMU C ayTEHTUYHBIM N1€PEBOJIOM Ha Ka3aXCKUM U PyCCKUH
SI3BIKH.

3aBepsiercs nnpousBoauTeneM, popmat: PDF (nmpumenumo ms
U371eNUsl MEAUIIMHCKOTO Ha3HAUESHUST)

7. LiBeTHBIE MaKeTHI YIIAKOBOK, STUKETOK, CTHKEPOB, (hOpMaT:
JPEG

9. 3MeHeHne ycnoBuit
XpaHEHU

MoTuBHpOBaHHOE 000CHOBAHHE H3MEHE-
HUS yCJIOBUN XpaHEHUS

1. 3asiBiIeHHe HA BHECEHHE M3MEHEHUIA 110 YTBEPIKIACHHOIT (op-
Mme, B popmare DOC

2. Konmst perucTpaiioHHOTO YJOCTOBEPEHHUS BBIJAHHOTO B Pec-
ny6nuke Kazaxcran

3. ITucpbmMo-000CHOBaHKE TPOM3BOAMTENS (U3TOTOBUTENS) 00 U3-
MEHEHHH YCJIOBHI XpaHeHHUs Ha (PUPMEHHOM OJIaHKe TPOHU3BO-
JTATEIISI COTJIACHO YCTAHOBJICHHOMY 3aKOHOJATENIbCTBY C ayTCH-
THYHBIH IEPEBOIOM Ha Ka3aXCKHUI U PYCCKUI SI3BIKU 3aBEPSACTCS
MPOM3BOANTEIIEM HIIH €r0 YIIOJHOMOYCHHBIM MIPEICTABHTEIEM
¢dopmar: PDF

4. lanHble M0 CTAOMIBHOCTH (VT MEAUIMHCKUX H3/IENUiT) He

MEHee YeM Ha TPeX CEpHsX) ¢ ayTeHTHYHBIM [IEPEBOJIOM Ha Ka-
3aXCKHI U PYCCKHUIT S3BIKH 3aBEPSCTCS IPOU3BOAUTENEM, (HOp-
mat: PDF

5. DKCITyaTallHOHHBIH JOKYMEHT MEIULUHCKON TEXHUKH C BHE-
CEHHBIMU U3MEHEHHAMU, YTBEPKICHHBIH B CTpaHe- IPOU3BOINU-
Tens (OpUrHHANBHAS BEPCHS) C ayTeHTHYHBIM IIEPEBOIOM Ha Ka-
3aXCKHH U PYCCKUIT A3BIKH (JIOKYMEHT, YTBEPKICHHBIH B CTpa-
HE-TIPOM3BOUTEIS 3aBEPSETCS POU3BOAUTENIEM. AYTEHTHY-
HBIH IIepeBOl Ha Ka3aXCKHUI U PYCCKUI A3BIKH 3aBEPSETCS YIO-
HOMOYCHHBIM npezacTaButeneM) ¢popmar: PDF wnu npoekTs! nH-
CTPYKIHMI 10 IPUMEHEHUIO MEUIIMHCKOTO U3/IeNHs C BHECEH-
HBIMH M3MEHCHUSAMH Ha Ka3aXCKOM M PYCCKOM sI3bIKax. 3aBeps-
ercs 3asBureneM, popmar: PDF, DOC.

6. MHCTpYyKIUS 110 NPUMEHCHHUIO

W3JIeTHS MEJUIMHCKOTO Ha3HAYEHHsI C BHECCHHBIMH M3MEHEHHU-
SIMH, YTBEP)KJICHHAS B CTPAHES-IIPOU3BOIUTEIIS C Ay TCHTUYHBIM
TIEPEBOIOM Ha Ka3aXCKHH U PyCCKHIU SI3BIKH. 3aBepseTCs MpOu3-
BoxuteneM, popmat: PDF

7. lIBeTHBIE MAaKEeThl YIAKOBOK, 3THKETOK, CTUKEPOB B (hopmaTte
JPEG

10. V3meHeHue B mpoiie-
JIype KOHTPOJISl Ka4ecTBa
TOTOBOTO IIPOJYKTa MEIH-
LHUHCKOTO U3IEIIHS

MoOTHBHPOBaHHOE 0OOCHOBAHHE U3MEHE-
HHUS B IPOLIEType KOHTPOJII Ka4ecTBa

1. 3asBieHHe Ha BHECEHNE H3MEHEHHMIT 10 YTBEPIKICHHOH (op-
Mme, B popmare Word

2. Komust perucTpaiioHHOTO YI0CTOBEPEHHS BBIIaHHOTO B Pec-
my6imke Kazaxcran

3. IlnceMO IPOU3BOAMTENS, yIOCTOBEPSIOIICE, YTO IPOU3BO/I-
CTBEHHBII POIECC OCTACTCs 0€3 M3MEHEHUI C Ay TEHTUYHBIM
TIEPEBOIOM Ha Ka3aXCKHUH U PyCCKHIA S3bIKH, 3aBepseTCs yIoJI-
HOMOYCHHBIM IpezcTaButesieM ¢popmat: PDF




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIep/IiH TANOHIbI OaKplIay OaHKI
DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB

e.zZan

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penaxnusinay kyHi 22.04.2025

Cakray KyHi 30.04.2025
Jlata pegakuuu 22.04.2025
JlaTta ckaunBaHMs 30.04.2025

4. TIncbMO POU3BOMTEIIS, YIOCTOBEPSIOLIEE, YTO 3asBICHHAS
HpoLeypa KOHTPOJISl He CHUYKAET KaueCTBO M 0€30IaCHOCTb T0-
TOBOTO TIPOJYKTa

5. JlokyMeHTaIus o Ka4eCTBY C BHECCHHBIMH N3MEHCHUAMH,
pernaMeHTHPYIOMas KayeCTBO KOHEUHOT O MPOIyKTa, HOTapH-
aJIbHO 3aCBU/ICTEJILCTBOBAHHBIN CepTH(HUKAT aHAIN3a U METO/HU-
KM KOHTPOJIsI KOHEYHOTO TMPOAYKTA.

AyTEeHTUUHBIH 1epeBoJl Ha Ka3aXCKUI U PyCCKHUH sI3bIKU 3aBepsi-
eTcs npousBoautenemM, popmat: PDF

6. O6pasLbl, cTaHAApPTHBIE 00pa3Lbl 4711 NPOBEJEeHHs J1abopa-
TOPHBIX HCIBITAHUH (TIpH HEOOXOANMOCTN)

11. V3meHeHne ynakoBKH
MEIULUHCKOTO U3JEMHsL:
MIePBUYHON YIIAaKOBKH Me-
JIMLIMHCKOTO M3JIeIIHs;
BTOPUYHOM | (WJIK) TPyII-
HOBOM YIIaKOBKH, TPaHC-
TIOPTHOH, TPOMEXKYTOU-
HOM

MoOTHBHPOBaHHOE 0OOCHOBAHHE O BITHS-
HUH (HE BIMSHUN) U3MCHEHHS YIIAKOBKU
Ha CTa0WIBHOCTD, KAYECTBO MEIHUIIMHCKO-
0 U3/IENHSE, B3AUMO/ICHCTBHSI YIIAKOBOK-
MEIUIHHCKOTO H3IeIHs

1. 3asiBneHne Ha BHECEHHE W3MEHEHHH 10 YTBEPXKICHHOH (op-
Mme, B popmare DOC

2. Konmst perucTpaiioHHOTO YJOCTOBEPEHHUS BBIJAHHOTO B Pec-
ny6nnke Kazaxcran

3. [IuceMo IPOU3BOIUTES, YAIOCTOBEPSIOLIEE O TOM, YTO BHO-
CHMBIE U3MEHEHUs, OTHOCUTENILHO MEPBUYHON yIaKOBKH BIIHS-
10T (HE BJIMSIOT) Ha CTa0OMIBHOCTh, KAUECTBO MEIHIIMHCKOTO H3-
nenusi. AyTeHTHYHBIH IepeBOJl Ha Ka3aXCKUH M PYCCKUH S3BIKH
3aBepsieTCs YIOJTHOMOUYCHHBIM mpesctaButenem hopmar: PDF

4. JlTokyMeHTaIMs 110 Ka4eCTBY C BHECEHHBIMU H3MEHEHHSMH,
pernaMeHTHPYIOIas KayeCTBO KOHEUHOI' 0 MPOIyKTa, HOTapH-
aJIbHO 3aCBUJICTEIILCTBOBAHHBII CepTH(UKAT aHATIHM3a K METOIH-
KM KOHTPOJISI KOHEYHOTO TPOAYKTa.

AyTeHTUYHBIH IIepeBOA Ha Ka3aXCKUI U PYCCKUIl A3BIKH 3aBeps-
eTcs mpousBoautenem, popmat: PDF

5. LIBeTHbBIE MAaKETHI YIIAKOBOK, STHKETOK, CTHKEPOB HOBOTO 1
craporo oopasia

6. DOTO MEIUITMHCKOTO U3IEIIHS

7. O0Opas1bl A1t CTEPUIBHBIX MEIUIIMHCKUX U3/CIIHI, CTAHAAPT-
HBIE 00pa3Lbl AJIsl TPOBECHHUS T1a00PATOPHBIX UCTIBITAHUI TIPH
W3MEHEHHH NIEPBUYHON YIaKOBKHU (IIPU HEOOXOJMMOCTH)

12. 3MeHeHrEe OTTUCKOB,
TPYHTOBKH HJIM APYTHX
MapKHpPOBOK, IITaMIIOB H
HaAMUCEH, BKIIOYas J10-
OaBJIeHUE WM H3MEHEHHS
KpacKH, UCIOJIb3yEeMBIX
JUTSE MAPKHPOBKU MEIH-
LIMHCKOTO MU3JICIIHSI.

MoTHBUpOBaHHOE 00OCHOBaHHE BHECE-
HUS H3MCHCHUH B MAPKHPOBKY

1. BasiBiieHHEe Ha BHECEHHE M3MEHEHHIT 110 YTBEP)KIEHHOM (op-
Mme, B popmare Word

2. Konust peructpallnoHHOTO yJIOCTOBEPEHUs! BbIIaHHOTO B Pec-
my6inke Kazaxcran

3. IIncbM0-000CHOBaHNE POU3BOIUTENSI O BHOCUMBIX U3MEHE-
HUSX. AYTEHTHYHBIN epeBO Ha Ka3aXCKUH U PYyCCKUN SI3BIKH
3aBepsieTCs YIOJIHOMOUYCHHBIM npesctaButenem popmar: PDF

4. I1BeTHBIC MaKeThI YIIAKOBOK, 3THKETOK, CTHKEPOB CTApOr0 U
HOBOro oOpasna, B popmare JPEG.

5. npOCKT TCKCTa MaKeTa yIIaKOBKH, DTUKETKHU, CTUKEpA MEIU-
LHHUHCKOI'O U3JCJIUs Ha Ka3aXCKOM 1 PYCCKOM sI3blKax, (bOpMaTZ
PDF, JPEG

6. doto MCIUITUHCKOT'O U3OCIIUSA

7. DKCITyaTalMOHHBIA TOKYMEHT MEIUIIMHCKON TEXHUKH C BHE-
CCHHBIMU U3MEHCHHSIMH, YTBEP)K/ICHHBII B CTpaHe- IPOU3BOIU-
Tens (OpUTrHHAIbHAS BEPCUs) C ayTEHTHYHBIM [IEPEBOJIOM Ha Ka-
3aXCKUH U PyCCKHUH A3bIKK (JOKYMEHT, YTBEPKACHHBIH B CTpa-
HE-TIPOM3BOINTENIS 3aBEPSCTCS IIPOU3BOUTENICM. AYTEHTHY-
HBII TIePEeBO/] Ha Ka3aXCKUH U PyCCKHUH A3bIKH 3aBEPSIETCS yIIOI-




e.zan

Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025

aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.04.2025

DTalOHHEII KOHTPOJIBHEI OAHK HOPMATHBHBIX PABOBEIX aKTOB Jlata pesakiyuu 22.04.2025

PecniyGuuku K ‘o4
ecry6nmkn Ka3axcraH B 37IeKTPOHHOM BUJIE Tlata ckaumBanms 30.04.2025

HOMOYEHHBIM TpezcTaButenieM) ¢popmar: PDF wiu npoekTsl HH-
CTPYKIHIT O MPUMEHEHHIO METUIIUHCKOTO U3JIeIIHs C BHECEH-
HBIMU M3MCHCHUSIMH Ha Ka3aXCKOM U PYCCKOM sI3bIKaX. 3aBepsi-
ercs 3asButenem, popmat: PDF, DOC.




e.zZan

Kazakcran PeCl'IyGJ'lHKaCLIHLIH OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi
DTaJOHHBII KOHTPOIBHBIH GaHK HOPMATHUBHBIX
Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE

Cakray KyHi
[PAaBOBBIX AKTOB

Penakuusiinay KyHi

Jlata pegakuuu

I[aTa CKaYnuBaHUA

22.04.2025
30.04.2025
22.04.2025
30.04.2025

[Ipunoxenue 31 k IIpaBuiam

pErucTpanunm JEKapCTBEHHBIX CPEACTB U

MEIUIUHCKUAX U3IETUN 110 PUHIUITY

«COAUHOI'O OKHa»

dbopma

OT14yeT HAYAJILHOM IKCHEPTUIBI MEIUINUHCKOI'0 U31€J/INA, IIPEACTABJICHHBIX HA

IKCIEPTUY

1. ®.1.0. (mpu ero HanuuUK) SKcHepTa

Ne 3agBku ¥ 1ara

I[aTa TIOCTYIUICHUS JOKYMCHTOB Ha HA4YaJIbHYIO SKCIICPTU3Y

TOpFOBOC HanMCHOBAHUEC MCIUIIUMHCKOI'O U30CIN

Ha3nauenue MCIUIIUHCKOI'O U3ACTIUA

O0nacTh MpUMEHEHUS

Kitacc B 3aBUCUMOCTH OT CTEIIEHU IIOTECHIUAJIBHOT'O PHUCKa IPUMCHCHUSA

Sl Bl B D el

3asBUTEIb

I[aHHBIG O ITPOU3BOOUTCIIC!

Ha Tepputopuu Pecry6nuku Kazaxcran

Ne | Tun opranuM3aly MM y4acTOK IPOU3BOJICTBA Haumenosanue op- Crpa- | IOpunuue-

raHu3auu Ha CKHH aj-
pec

1. | IIpomsBoxmurens

2. | IIpomsBoacTBeHHas IUIOIIAIKA

3 VI10THOMOYEHHBIH IPECTaBUTEINb IPOU3BOAUTEIS

4. | YnaxoBuuK (Ipy HEOOXOAUMOCTH)

5 VI10THOMOYEHHOE JIULIO0 0 MOHUTOPUHIY HEOJIarONPHATHBIX COOBITUI (MHIIUAEHTOB)

1. HauanpHas OKCIICPTHU3a MCOAUITMHCKOI'O U3ACIINS 110 OICHKE ITOJIHOTLI,

KOMIUICKTHOCTH U COOTBETCTBHA JOKYMCHTOB PCTUCTPALIMOHHOI'O JOCHE,

MMpCaACTABJICHHBIX 3aj4ABUTCIICM B PCTUCTPALIMOHHOM JOCHC, TpC6OBaHH$IM

HGfICTBYIOLHGFO 3aKOHOOATC/IIbCTBA

(yKaBI::IBaIOTCH 3aMcYaHus 10 HCKOMINIICKTHOCTH JOCbE U HEIIPABUIIbHOCTH

oopMIIeHUS JOKYMEHTOB).

2. Peructpaiiusi B cTpaHe-npou3BoAUTENE (M3TOTOBUTEIIE) U IPYTUX CTpaHaX:

Ne Crpana

Ne TOKyMEHTa, yA0CTOBEPSAIOIIEr0 PETHCTPALHIO

JlaTta BeIaun [Ipumeuanne rxcepTa




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025
AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 30.04.2025

e‘ prd - | i DTaNOHHbIH KOHTPOJIBHBIHA GAHK HOPMATHBHBIX PABOBBIX AKTOB Jlata penakimn 22.04.2025
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE o
JlaTta ckaunBaHMs 30.04.2025

3. CooTBeTCTBHE KJIacca MEAULMHCKOIO U3/1€INs B 3aBUCUMOCTH OT CTENEHU
NOTEHIMAIBHOTO PUCKA IPUMEHEHHUS], YKA3aHHOTO B 3asIBJICHUU U JOKYMEHTaxX
PETUCTPALIMOHHOTO 1OChE:

Ne Kiacc B cooTBeT- Kiacc B cooTBeTCTBHH € JAOKYMCHTaMHU HaumenoBanue JOKYMCHTA B pETUCTPALlHOH- HpI/IMC‘Ia—
CTBHH C 3aBJIICHHCM PETUCTPALTMOHHOI'O JOCHE HOM JJOChE 00 YKa3zaHHWU KJlacca HHE BKCIEp-
Ta

4. OreHka HATMYUST MAKETOB YIIAKOBKU, ITUKETOK, CTUKEPOB Ha BCE BUJIBI
YIaKOBOK 3asiBJISIEMOr0 MEAUIIMHCKOTO U3JIENIHS U €ro MOAU(UKALUNA B COOTBETCTBUH C
TpeboBaHUsIMU 3aKkoHOAaTeNnbcTBa PecyOnuku Kazaxcran B cepe oOpaieHus
JIEKapCTBEHHBIX CPEJICTB U MEIUIIUHCKUX U3/ICTHI.

5. 3aKkIIroueHUeE:

OTka3ats B JanbHeinen 3xcrepTuse (¢ 000CHOBaHUEM)

HpOHOJ’DKI/ITL OKCIICPTU3Y MEAUITUHCKOI'O U3ACIUSL

PykoBoauTenb CTpyKTYpHOTO TIOIpa3ieIeHUs

noamuch G©.N.O (pu ero HaIU4YUN)

DKkcnept

noanuck ®.MN.O (pu ero HaJIM4KH )

JlaTa




e.zZan

Kazakcran PeCl'IyGJ'lHKaCLIHLIH OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi
DTaJOHHBII KOHTPOIBHBIH GaHK HOPMATHUBHBIX
Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE

Cakray KyHi

Penakuusiinay KyHi

TIPaBOBBIX AKTOB Jlata penakiuu
JlaTa ckaunBaHKA

22.04.2025
30.04.2025
22.04.2025
30.04.2025

[Ipunoxenue 32 k IIpaBuiam

pErucTpanunm JEKapCTBEHHBIX CPEACTB U

MEIUIUHCKUAX U3IETUN 110 PUHIUITY

«COAUHOI'O OKHa»

Ha Tepputopuu Pecry6nuku Kazaxcran

dbopma
OTtuer BaJInaanuu HSMCHQHHﬁ, BHOCHUMBIX B PEIrUCTPAIIHOHHOE TOCHE
MECIUIUHCKOI'O U3ae/,iud
1. ®.1.0. (mpu ero HanuuUK) SKcHepTa
2. Ne 3agBku ¥ 1ara
3. JlaTa OCTYIUIeHUsI JOKYMEHTOB Ha HA4aJIbHYIO SKCIEPTU3Y
4. ToproBoe HaMMEHOBaHUE MEUIIMHCKOTO U3/1EIIHL
5. HasHaueHNe MEUIIMHCKOTO U3/1eIHSL
6. O0nacTh MpUMEHEHUS
7. Kiacc B 3aBHCHMOCTH OT CTEIICHH IIOTCHIUAIBHOIO PUCKA IPUMCHCHUS
8. 3asBUTEND
I[aHHBIe O ITPOU3BOOUTCIIC!
Ne | Tun opranuM3aly MM y4acTOK IPOU3BOJICTBA Haumenosanue op- Crpa- | IOpunuue-
raHu3auu Ha CKHH aj-
pec
1. | IIpomsBoxmurens
2. | IIpomsBoacTBeHHas IUIOIIAIKA
3 VI107IHOMOYEHHBIH IPeCTaBUTEINb IPOU3BOANTENS (IIPH HATUUUN)
4. | YnaxoBuuK (Ipy HEOOXOAUMOCTH)
5 VI10THOMOYEHHOE JIULIO0 0 MOHUTOPUHIY HEOJIarONPHATHBIX COOBITUI (MHIIUAEHTOB)

l. Basz[auI/m KOMINICKTHOCTH PECTUCTPAINOHHOI'O 1O0CHE U ITPABUJIBHOCTH O(i)OpMJIeHI/I}I

MMPEACTABIICHHBIX TOKYMCHTOB COI'JIACHO IICPCYHIO BUIOB H3M€H€HHI>1, BHOCHMBIX B

PETUCTPALIMOHHOE JOChE MEIMIITMHCKOTO U3/ICJIUS B TIEPHOJ] ICHCTBUS

PErUCTPAIMOHHOTO YAOCTOBEPEHUS COTJIACHO MPUJIOKEHUIO 14 K HACTOSAIIUM

[IpaBuiiam (yka3bIBarOTCA 3aMEUYaHUsl 10 HEKOMIUIEKTHOCTH JI0Ch€, HEOOXOIUMOCTH

MpeaoCTaBJICHUA 06p8,3HOB MCIUIMHCKOI'O U3ACIIUA U ITPABUJIBHOCTH O(bOpMJICHI/ISI

JIOKYMEHTOB).

2. Perucrpanus B cTpaHe-npou3BOAUTENE (M3rOTOBUTENE) U APYTUX CTPAHAX:

No

Crpana

Ne noxymeHTa, yA0CTOBEPSIOILETO PETUCTPALIUIO

I[aTa BbIJIa4YH HpI/IMe'-IaHI/IC JKCIIepTa




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025
e . aKTiIepIiH STaJOH bl OaKbUIay OaHKi Caxray KyHi 30.04.2025
™ ,‘ a ,' ,' DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB JlaTa pesaKiyu 22.04.2025
Pecniy6nnku Kazaxcra B 3JIeKTPOHHOM BHJIE Tlata cxaumsars 3 0'0 4'202 5
3 . COOTBCTCTBI/Ie KJlacCa MEAUNIIMHCKOI'O U34€JI1MsA B 3aBUCUMOCTH OT CTCIICHU
IMOTCHIOHUAJIIBHOT'O PUCKA IPUMCHCHUA, YKA3aHHOT'O B 3aj4BJICHUU U TOKYMCHTAX
PETUCTPALMOHHOTO JOChE:
Ne | Kiacc B cooTBeT- Kiacc B COOTBETCTBHH € IOKyMEHTaMH HanmeHoBaHMe 1OKyMEHTa B PErUCTPAlUOH- Ipumeua-
CTBUH C 3asIBJICHHEM PETUCTPAIIMOHHOTO J10ChE HOM JIOChe 00 yKa3aHHHM Kilacca HHE JKCIIep-

Ta

4, OHCHK& HaJIM4Msl MaKCTOB YITAKOBKH, 9TUKCTOK, CTUKCPOB Ha BCC BU bl YITAKOBOK

3as4ABJEICMOI'0O MCANITMHCKOT'O U3ACINA U €TO0 MOI[I/I(l)I/IKaI_II/Iﬁ B COOTBCTCTBHHU C

TpeboBaHUSIMU 3akoHOAaTeNbecTBa PecyOnuku Kazaxcran B cepe oOpaieHus

JCKAPCTBCHHBIX CPCACTB U MCAUIIMHCKUX I/I3I[6J'II/H7L

5. Busibl BHOCUMBIX U3MEHEHUN B COOTBETCTBUM C lIpunoxkennem 14 k HacTosIuM

[IpaBunam

Penakuust 10 BHECEHHUS U3MEHEHUS

Penakius nmocie BHECEHUS U3MEHEHNH

6. 3aKIIroucHUE:

OTka3ats B JajbHeinen 3xcrepTuse (¢ 000CHOBaHUEM)

IIpogomxuTs 3KcnepTU3y

PykoBouTeNnb CTpyKTYypHOTO MOApa3ieeHus

noanuchk ®.N.O (ipu ero HaTUYNM)

DKkcnept

noanuck @.N.O (ripu ero HaIUYNN)

Jlara




KaSaKCTaH Pecny6nm<acr>m1>m OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

! AKTLIep/IiH TANOHIbI OaKplIay OaHKI
™ ‘ a ,' ' DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Cakray KyHi
Jlata pegakuuu

Penakuusiinay KyHi

I[aTa CKaYnuBaHUA

22.04.2025
30.04.2025
22.04.2025
30.04.2025

[Ipunoxenue 33 k IIpaBuiam

perucrpanuu JCKapCTBCHHLIX CPCACTB U

MCOAUIMHCKUX H3I[€JII/II>'I 110 ITPUHOUITY

«COAUHOI'O OKHa»

dbopma

3KCHepTHbIﬁ oTyeT CHEIII/IaJII/ISHPOBaHHOﬁ IKCIIEPTU3BI MEIUITUHCKOI'0 U31C/IUA

—_—

@®.1.0. (pu ero HaNU4KM) FKCIIepTa

VYuenas CTCIICHb, 3BAHUC

Ne 3asBKM U J1aTa

IIaTa IIOCTYIUICHUS JOKYMEHTOB Ha CIICHUAJIU3UPOBAHHYIO OKCIIEPTU3Y

TOpl"OBOC HanMCHOBAHNEC MCIUIIMHCKOI'O U3ACIN

Kon HomeHknatypbl MeAMLIMHCKUX n3nenuii PecryGuku Kazaxcran

TexHuueckas XapaKTepUCTUKAa MEAULUHCKOTO U3EIIN

Haznauenue MCIUIIMHCKOI'O U3ACTTUA

Al Il Pl Al I IE e

OO6nacTh NPUMEHEHUS

[IpoBenena skcnepTU3a TOKYMEHTOB PETUCTPALIMOHHOTO J1I0ChE, XapaKTepU3yOLIUX

6630HaCHOCTB, KaduCCTBO H 3(1)(1)CKTI/IBHOCTI> MCIUIIMHCKOI'O U3CIH.

l. I[aHHLIe O MPOU3BOAUTCIIC MCIAUIIMHCKOI'O U3ACIINA, B TOM YHUCJIC PACXOAHBIX

MaTCpUuaJIOB U KOMINUICKTYIOIINUX, ABJIAIOIINXCA MCANIIUHCKUMHA U3 ACIIUSIMU

Ne | Tum opraHmM3ayy WM y4acTOK IPON3BOJICTBA Hawnmenosanne Crpa- | IOpumu-
OpraHu3aluu Ha YeCKUI
azpec
1. IIpousBoaurenn
2. IIpousBoacTBEeHHAs IO IKa
3 YHOIHOMOYCHHBIH MTPEACTABUTENb TPOM3BOANUTENS (TIPH HATHYUH)
4. | KoHTakTHBIE JaHHBIE YIIOJIHOMOYEHHOTO JIULA 10 MOHUTOPUHTY HEOIaronpHusITHBIX COObI-
THit (MHOUIEHTOB) Ha TeppuTopun PecnyOnuku Kasaxcran
2. PeFI/ICTpaI_[I/IH B CTPAHC-TIPOU3BOJUTCIIC (I/ISFOTOBI/ITeJISI) " JpyTux CTpaHax
Ne Crpana Ne mokyMeHTa, YA0CTOBEPSIOIIETO PETHCTPALIHIO Jlara B1aun IIpumeuanue sxcnepra
1

3. OHGHKa AJOCTOBCPHOCTH YKA3aHHOTI'O B 3a4BJICHUU U JOKYMCHTAX PCTrUCTPALIMOHHOI'O

JOCBhEC Kji1acCa MCAUITMHCKOI'O U3ACJINA B 3aBUCHUMOCTH OT CTCIICHHU ITIOTCHIMAJIBHOI'O

PHUCKA IIPUMCHCHH:, B COOTBCTCTBHH C Tpe6OBaHI/I$IMI/I 3aKOHOAATCJIbCTBA PGCHY6HI/IKI/I

Kazaxcran B cdepe oOpaiieHus JeKapCTBEHHbBIX CPEACTB, MEAUIIMHCKUX U3EIIHA:
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] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.04.2025
™ ‘ a ,' ' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata peaKkmum 22.04.2025
Pecry6anku KazaxcTaH B 51€KTPOHHOM BHJIE o
y p 2 JlaTta ckaunBaHMs 30.04.2025
Kiace B cootBet- Knacc B cooTBeTCTBUY € JOKyMEHTa- CoO0TBETCTBHUE 3asBIIEMOr0 Kjlacca TPeOOBaHUSIM 3aK0- IIpumeua-
CTBHH C 3asIBJICHUEM MH PErHCTPALIMOHHOTO JOChE HonarenbcTBa Pecrryonukn Kazaxcran HUE JKCIIep-

Ta

4, XapaKTepI/ICTI/IKI/I CHCTCMBbI HOKaSaTeJIGﬁ, OIIPCACIIAIOIIUX 6630H3CHOCTB, KaduCCTBO H
3(1)(1)CKTI/IBHOCTB MCIHULIMHCKOI'O U3J1CJIUsA, B TOM YHCJIC PACXOJHBIX MATCPHUAJTIOB U
KOMINUICKTYIOIMUX, ABJLAIOIUXCA MCOIAUTUMHCKHUMHA U3 ICIIUAMU:

1) cucrema ynpasnenus: kadectBom [ISO, GMP opranuzaniu-npou3BouTeNs, B TOM
YHUCJIE PACXOHBIX MAaTEPUAIOB M KOMILIEKTYIOIINX, SBISIOMMUXCS MEAUITUHCKUMU
U3ICTUSIMU:

Ne HaunmMenoBanue nokymeHra Ne noxkymeHTa 1 gaTta BeIJaYN Cpok neicTBust [Ipumeuanune skcmepra

2) KaueCTBO MEUIIMHCKOIO U3/I€Usl, B TOM UKCJIE PACXOIHBIX MATEPUAJIOB U
KOMIUICKTYIOIIUX, SIBIISFOIIUXCS MEIUIIMHCKUMHU U3JIETUSIMH (TEXHUUECKUE YCIOBHUS,
CTaHAApT OpTraHU3AIINH):

Ne HaumenoBanue qokymeHTa Ne nokymeHTa U Aata BbLIAYU Cpok zeiicTBust [Ipumeuanue skcnepra

3) noATBEPKAECHUE COOTBETCTBUSI MEIULIMHCKOTO U3ENHS TPEOOBaHUSAM
HAlMOHAJIBHBIX WJIM MEXIYHAPOJHBIX JIOKYMEHTOB IO KauecTBY (Jlexknapanms
cootBeTcTBUs; CepTUdUKAT COOTBETCTBUA):

Ne HaumenoBanue JAOKYMCHTa Ne JAOKYMCHTA U JiaTa Bbllauu CpOK JIeUCTBUS HpI/IMC‘{aHHG OKCIIepTa

4) aHanu3 NpeACTaBICHHBIX JAHHBIX, IOJYYEHHBIX B X0JI€ ITPOBEICHMS UCIIBITAHNUN
(TOKCHKOJIOTMYECKUX, TEXHUUYECKUX, KIMHUYECKHUX) B CTPAHE MPOU3BOIUTENE (OTUETHI,
3aKJII0YEHUS) U B XO/1€ MPOBEACHUS NPEIbIIYLIUX 3TAIIOB AKCIIEPTU3bl B PeciyOinke
KazaxcraHn (HayajibHasi HKCIEPTU3A):

Ne HaumeHnoBanue JAOKYMCHTa AHaNu3 MoJHOTHI U Ka4ecTBa I/IH(I)OpMaLIHI/I B IOKYMEHTC Hpnmeqal-me OKCIiepTa

5) 3akimrodeHHE O CTAOMIBHOCTH MEIMITUHCKOTO M3IeIHsI, 000CHOBAaHHOCTD
3asIBJICHHOT'O CPOKAa XPaHCHHS:

Ne | 3asBieHHBII CPOK XpaHEHHS AHanu3 npeACTaBICHHOTO 0TYeTa O CTaOMIIBHOCTH IIpumeuanue sxcnepTa

6) OLCHKA NPOCKTAa MHCTPYKLIUHU 10 MCIAUITNHCKOMY ITPUMCHCHUTIO U3CIIUS
MCIUIMWHCKOI'O Ha3HAYCHUA, B TOM YHUCJIC PACXOAHBIX MATCPHUAJIOB 1 KOMINICKTYIOIIHX,
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Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE Tlara ckaunpams 30.04.2025

SIBJISTFOIIUXCA MEAULIIMHCKUMH U3JICIIASIMA U SKCIUTYaTal[MOHHOTO JOKYMEHTA
MEIUIIMHCKON TEXHUKU

Ne | Ananus OreHka
JKCIIepTa
1. | TonHoTa comepikaHus TEKCTA MPOEKTa HHCTPYKIUK Ha U3/IEIHEe MEAUIIMHCKOTO Ha3HAUYCHHUSI
2. COOTBETCTBHE TEKCTA IPOEKTA OPUTHHATY HHCTPYKIMH OT MIPOU3BOAUTEINS
3. CootBercTBre 0OOPMIICHHSI TEKCTA ITPOEKTa MHCTPYKIMK TpeDOOBaHMAM 3aKoHOIaTebcTBa Pecybiiku Kazaxcran B
cepe obOpaleHus JISKapCTBEHHBIX CPEACTB U MEMIIMHCKUAX H3ETHi
4. | Undopmars, comepkaiascs B SKCIUTyaTallHOHHOM JOKYMEHTE MEIUIIMHCKOH TEXHUKU

7) Ouenka oopMIeHHS MaKETOB YITAKOBOK U STUKETOK

Ne | Anamus OreHka
JKCIepTa

1. | CootBercrBHe 0opMIIEHHS TEKCTa MaKeTa MApKMPOBKH TPeOOBaHUAM 3aKoHoAaTesbeTBa PecyOnnku Kazaxcran B che-
pe oOpalleHust TeKapCTBEHHbIX CPEJICTB, MEAUIIMHCKUX H3/eInit

2. NneHTu4HOCTh yKaSaHI/Iﬁ yCJ'[OBHﬁ XpaHE€HUS U TPAHCIIOPTUPOBAHUS, YKa3aHHBIX B JOKYMEHTE 110 CTaHAApTU3alluu MEIU-

IMUHCKOI'O U3JCIUS U IPOCKTC MHCTPYKINHU 110 MEAUITMHCKOMY IIPUMCEHEHUIO

8) AHanu3 TaHHBIX O pa3pabOTKe W MPOU3BOJICTBE METUITMHCKOTO U3ACIHS (CXEMBI
MPOIIECCOB MTPOU3BOJICTBA, OCHOBHBIX CTAJUN MPOU3BOJICTBA, YIIAKOBKH, UCIIBITAHUN U
MPOIETYPhI BBIITyCKa KOHEYHOTO MPOIYKTA).

Ne | Awnamus Ornenka
JKCIepTa
1. | OreHka mpeacTaBICHHBIX 3aBUTEJIEM JaHHBIX O pa3paboTKe U MPOM3BOICTBE, BKIIOYAs aHAIU3 OTYETa MHCIIEKTUPOBA-
HMS IPOU3BOJICTBA (IIPH HATUYUH);

9) AHanu3 OMOJIOTMYECKON 0€30MaCHOCTH MEAUIIMHCKOTO U3/IeNIUsI HA OCHOBE aHaIN3a
CBEJICHUH 0 MaTepuaiax XUBOTHOTO WJIK OMOJIOTMYECKOT0 MPOUCXOMKIACHHUS, BXOISAIINX
B MEIUIIMHCKOE U3JENHE, a TaKkKe HH(POpMaILIMK O MOJ00pe UCTOYHUKOB (JIOHOPOB),
otOope Marepuana, MPoIeCCUHTe, XpaHEHUH, TECTUPOBAHHUH, IPUOHOBOMN
0€30MMacHOCTH, a TaAKXKe OOpaIeHHS ¢ TKAHAMU, KJICTKaMHU, CyOCTaHIIUSMH )KUBOTHOTO
WA OMOJIOTHYECKOTO TPOUCXOKIACHUS, KyJIbTYpaMi MUKPOOPTAaHI3MOB U BUPYCOB
(MpY HATWYKK), 32 UCKITFOUEHUEM aJUIOTEHHBIX TPAHCIUIAHTATOB.

Ne | Awnanus OueHka sKcnepra

1. OreHKa MpeICTaBICHHBIX 3asBUTEIIEM JIaHHBIX 10 aHAIN3Y OMOJIOTHYECKOH 0€30I1acHOCTH

10) oreHka BaIMAHOCTH MTPOTPAMMHOTO OOECIIEYeHHST HA OCHOBE aHaJIN3a JaHHBIX O €T0
Bepu(UKaIMK, B TOM YUCIIe HHPOpMAIUU O €ro pa3paboTKe U TECTUPOBAHUU HA
OPEANPUATUN U TIPU MYJIBTUIIEHTPOBBIX UCCIIEA0OBAHUSAX, JaHHBIX 00 UACHTU(DUKALIUY U
MapKHPOBKE ONEPAIIUOHHON CUCTEMBI

Ne Ananus OreHka sKcmepra
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P K
eciryOnuku KazaxcraH B 2JIeKTPOHHOM BHJIE Tlata ckaumBanms 30.04.2025

| 1. | OLICHKa MPpEACTaBJICHHBIX 3asIBUTCIIEM JaHHBIX |

11) Ananu3 npoieaypsl U METOJIOB CTEPUITU3AIMN MEIULIMHCKOTO U3/IEIHs,
MaTepragoB, 000CHOBBIBAIOIIUX CIIOCO0O CTEpUITU3AIINH, TIPEIaraéMbIX METOI0B
KOHTPOJIA Ka4€CTBA U OINPEICIICHUSI OCTATKOB CTEPUIM3YIOLIErO BEIIECTBA MPH
MPUMEHEHUH XUMHUYIECKOT0 CI0co0a CTepUIN3aIuu

Ne Awnanus OreHKa 3KcnepTa

1. OrieHKa Mpe/ICTaBICHHBIX 3asBUTEJIEM JITAHHBIX

12) Ananu3 6e3onacHoCTU U 3(PPEKTUBHOCTU JIEKAPCTBEHHOI'O CPEJICTBA B COCTaBE
MEUITUHCKOTO U3/IeTHUs, €T0 BIUSHUSA Ha (PYHKIIMOHATBHOCTh MEIUIIMHCKOTO U3/IENIHS,
COBMECTUMOCTH JIEKAPCTBEHHOTO CPEJICTBA C METUITMTHCKUM H37CIHEM (32
UCKITIOUEHUEM METUITMHCKUX U3IeTui A1 quardoctukd in vitro (IVD). Madopmanus
0 PETUCTPAIINHU JIEKAPCTBEHHOTO CPEACTBA B TOCYAAPCTBE — IMIPOU3BOTUTEIIS
JIEKapCTBEHHOTO CPEJICTBA

Ne Amnanns OneHka 3KcrepTa

1. OLICHKa MPEACTABIICHHBIX 3asBUTCIICM JaHHbIX

13) AHanu3 npeaCTaBICHHBIX TPOU3BOUTENIEM CBEICHUN O HAJTMYUU WA 00
OTCYTCTBHUH COOOIIEHUH O HECUACTHBIX CIIy4asx M OT3bIBAX C PhIHKA MEIUIIMHCKOTO
U3JICIIHS, O HEXKENATeIbHBIX COOBITUAX U (MJIM) HECHACTHBIX CITy4asiX, CBA3aHHBIX C
UCTIOJIb30BAaHUEM MEIUITMHCKOTO M3ACIHs, YBEIOMICHUH M0 6€301MacHOCTH
MEIUITUHCKOTO U3JIETHs, TI0IX0/1a K PACCMOTPEHHIO THX MPOOJIEM U UX PEIICHUS
IIPOU3BOJIUTEISIMHU B KaXKIOM M3 TAaKUX CIy4aeB, OMUCAHUSI KOPPEKTUPYIOITIX
JEHUCTBUMN, IPENIPUHATHIX B OTBET HA YKa3aHHBIE CIIyYau, a TAK)KEe COOTHOIICHUS
YPOBHS MPOJAXK U KOJTMYECTBA HECUACTHBIX CITYyYaeB U OT3BIBOB MEAUIIMHCKOTO U3IEITHS
U3 oOparieHus

Ne Awnanus OneHKa 3Kcrepra

1. OLICHKa NPEACTAaBIICHHBIX 3asABUTEIIEM JaHHBIX

14) Onenka [1nana coopa u aHayM3a TaHHBIX MO 6€30macHOCTH U A (PEKTUBHOCTH
MEUITUHCKOTO U3JIeTUs Ha TTOCTIIPOTKHOM dTare M 0TYeTa 00 aHAJIN3E PUCKOB

No Amnanus O1ieHKa 3KcrepTa

1. OLICHKa NPEACTAaBIICHHBIX 3aABUTEJIEM JaHHBIX

5. 3akiroueHue sKcnepra

1. TTonoxuTenbHOE

2. OtpunarensHoe (¢ 000CHOBaHHEM)
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P K
ecry6nmkn Ka3axcraH B 37IeKTPOHHOM BUJIE TlaTa cxaunBarms 30.04.2025

Bce JaHHBIC, IIPUBCACHHLIC B OKCIICPTHOM 3aKIIFOUCHUH, TOCTOBCPHLI 1 COOTBECTCTBYIOT
YCTAaHOBJICHHBIM Tpe60BaHI/IHM, 4dTO IIOATBCPIKAAIO JIMYHOM oAU CBIO

PykoBoautens CTpyKTYpHOroO oApa3iesIeHUs

noanuck @.N.O (ripu ero HaJIUYNN)

DKcnept

noanuck @.N.O (ripu ero HaIUYKHN)

JlaTa




e.zZan
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aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.04.2025
DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata pesakiyuu 22.04.2025
Pecry6nmkn KazaxcraH B 371eKTPOHHOM BHJIE

JlaTta ckaunBaHMs 30.04.2025

[Ipunoxenue 34 k IIpaBuiam
perucTpanuu J€KapCTBEHHBIX CPEICTB U
MEIULIUHCKUAX WU3EJIAN 110 MPUHLINITY
«EIMHOTO OKHa»

dopma

3KCHepTHin/'I oTaeT CHeHHaJIH3Hp0BaHHOﬁ IKCIIEPTU3DBI 0 BIMAHUHA BHOCUMBIX

H3MeHeHHI B PEruCcTpanuoOHHOEC NOCHE HA 6630H3CHOCTL, KavYeCTBO "

3¢ PeKTUBHOCTHL MEIUUUHCKOT0 U3AeJTUs

1.

®.1.0. (pu ero HaIU4YKM) FKCIEepTa

VYuenast cTerneHb, 3BaHUE

Ne 3asBKM U jaTa

Jlata nocTyruieHus JOKYMEHTOB Ha CIIELUATN3UPOBAHHYIO KCIEPTU3Y

2
3.
4.
5

ToproBoe HaMEHOBaHHUE MEIUIIMTHCKOTO H3/EIH

[IpoBenena skcnepTU3a TOKYMEHTOB PETUCTPALIMOHHOTO J10ChE, XapaKTepU3yOIIUX

BIUSIHUE HA 6€30MacHOCTh, KaueCTBO U 3(P(HEKTUBHOCTH BHOCUMBIX U3MEHECHH B

PEruCTpanOHHOC JOChC, HA MCAUIIMHCKOC U3ICIIHUC.

B X0J4€ MPOBCACHUSA OKCIICPTHU3bI YCTAHOBJICHO!

No

Pe;[a]cm»m J10 BHCCCHUA M3MEHEHUH BHocumoe uzmMeHnenue

Bimsiare BHOCHMBIX H3MEHEHHH Ha 0€3011aCHOCTh, KauecTBO M 3(()EKTUBHOCTH

MCIMIMHCKOI'O U3OCIINA:

No

3menenue (yka3ath HyKHOE)

Ananus Bnusier (He Biausier) [Ipy oTprnaTebHOM 3aKII0YEHUH yKa3bIBaeTCs 000CHOBaHHE

3akIroueHHEe IKCIepTa:

1.

ITonoxurenbHOE

2.

OtpunarensHoe (¢ 000CHOBaHUEM)

Bce JAaHHBIC, IIPUBCACHHLIC B OKCIICPTHOM 3aKIIFOUCHUH, JOCTOBCPHLI 1 COOTBETCTBYIOT

YCTAaHOBJICHHBIM TpC6OBaHI/I$IM, qTO IMOATBCPIKIAAI0 JIMYHOMU oA ChbIO

PykoBoauTenb CTpyKTYpHOIO MOApa3/IeICHUs

noanuck @.N.O (ripu ero HaIUYIKN)



Ka3aKCTaH PeCﬁyﬁﬂHKaCHHL]H OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

= ! AKTLIep/IiH TANOHIbI OaKplIay OaHKI
‘,‘ d' i DTaJIOHHBIN KOHTPOJIbHBIH OAaHK HOPMATUBHBIX [IPABOBBIX aKTOB
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penakuusiinay KyHi
Cakray KyHi

Jata penaxkunn
JlaTa cCKaunBaHHS

22.04.2025
30.04.2025
22.04.2025
30.04.2025

OKcrepr

noanuck @.N.O (ripu ero HAIMYUN )

JlaTta
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PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC IlaTa CKAUMBAHUS 30.04.2025

[Ipunoxenue 35 k IIpaBuiam
perucTpanuu J€KapCTBEHHBIX CPEICTB U
MEIULIUHCKUAX WU3EJIAN 110 MPUHLINITY
«EIMHOTO OKHa»

dopma

MunucrepcTBo 31paBooxpanenus Pecnyonuku Kazaxcran

HaunmeHnoBaHue FOCYI[&pCTBCHHOﬁ BKCHepTHOﬁ opraHu3anuun

ATTecTaT aKKpeIuTalluy UCTIBITaTeNbHOM 1abopaTtopunt (Ne, cCpok neiCcTBUA)

Anpec, TenedoH SKCIEPTHONU OpraHU3aIiK (UCIIBITATEIbHON J1a00paTOpun)

[Iporokou ucnpitannii Ne OT « » roaa

Crpanuna _ (KonuuecTBo THCTOB )
3asBUTEINb (7151 FOPUIMYECKOTO JIHIa (HauMeHoBaHue) (711 (PU3UIeCcKOTro JIUIA)

@®.1.0. (mpu ero HaTU4Yur) U aapec):

HanmeHnoBaHue npoIyKIuu:

Bun ucnerranuin:

OcHOBaHUeE:

®dupma U3roToBUTENH (MPOU3BOUTEND), CTpaHa:

Cepus, maprtusi:




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025

e . aKTiIepIiH STaJOH bl OaKbUIay OaHKi Caxray KyHi 30.04.2025
™ ,‘ a ,' ' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata peaKkmum 22.04.2025
Pecny6nuku Kazaxcran B 2JIEKTPOHHOM BHJIE Tlata cxaumsars 3 0'0 4'202 5
JlaTta mpousBoacTBa:
CpOK TOIHOCTH:
I[aTa HayaJjla U 1aTa OKOHYaHUs HUCTIBITAaHUM:
KomnnuectBo O6pa3[IOB:
O0o3Hauenue AOKYMCHTA I10 Ka4CCTBY Ha MCTOAbI HUCIIBITAaHUM:
Pesynprarel ncnbiTanuit
HaumenoBanue noxaszareneit TpeboBaHus JOKyMEHTA 110 Ka4eCTBY DaKTHUECKH MOJTyYeHHBIE Pe3yJIbTaThl TOC u BIaXXHOCTB
(%)
1 2 3 4

3axnmrouenue: IIpencraBieHHbie 00pa3Lbl COOTBETCTBYIOT (HE COOTBETCTBYIOT)
TpeOOBaHUSIM TOKYMEHTOB MO KaYECTBY U METOJAMKHU BOCIIPOU3BOASTCS (HE
BOCIIPOU3BOASTCS) (YKa3bIiBaTh Mpu HeoOxoaumMocTH) (HykHOoe mog4epKHYTh)

MeTtoauku He BOCIIPOU3BOAATCA 11O CICAYIOIINUM ITOKA3aTCIIsAM

[Toanucy ynmoaHOMOYEHHBIX JIUII

(momxHoCTh) (moanuck) @.N.O (mpu ero HAIMYKUH)

(momxHoCcTh) (moanuck) G.N.O (mpu ero HAIUMYKUH)

(momxHoCTh) (moanuck) ®.N.O (mpu ero HAJIUYUN)
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AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi
™ ‘ a ,' '} DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB
Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE

Cakray KyHi 30.04.2025
Jlata pegakuuu 22.04.2025
JlaTta ckaunBaHMs 30.04.2025

[Ipunoxenue 36 k IIpaBuiam

perucrpanuu JCKapCTBCHHLIX CPCACTB U

MCOAUIMHCKUX H3I[€J'IPII>1 110 ITPUHOUITY

«COAUHOI'O OKHa»

dbopma

Otuer o0 pe3yabTaTax NpoBeAeHNs JA0OPATOPHOr0 UCNILITAHUS B JIadopaTopum

KOHTPOJIA KaYeCTBa MPONU3BOAUTE/ISI UJIN B KOHTpaKTHOﬁ ﬂaﬁopaTopnn,

UCIO0JIb3YyeMOM Mpou3BoAuTEIeM ™

1. Pe3rome

HaumeHoBaHHE MEIUITMHCKOTO HU3IEITHS

HaumenoBanue, anpec peKBU3UTHI IPOU3BOJACTBEHHON TUIOIAIKI

HaumenoBanue, ampec, peKBU3UTHI Ja00PaTOPUN KOHTPOJIS KauecTBa U (MJIM) KOHTPAKTHOM
71a00paTOPUH KOHTPOJIS KayecTBa

OcHoBaHUE NPOBECHUS T1a00PATOPHOTO HCIIBITAHHS

Homepa nuiieH3uy (Ipy HaIu4uu), CEpTUPHUKATOB, 3aIBOK Ha SKCIIEPTU3Y

Pe3tome aesTenbHOCTH 1ab0paTopuy KOHTPOIIS KadecTBa

IIpoBenenue 1a00PaTOPHBIX UCTIBITAHUN

Beimyck B peanu3anuio cepu Meau-
LUHCKOT'O U3JIeIHs

WHoe (HeoOXoanuMo yKa3atb)

Jara(p1) mpoBeeHNs 1ab0PaTOPHOTO UCTIBITAHHS

@®.1.0. (1pu ero HaIW4KH) SKCIIEPTOB (WICHOB KOMHUCCHH), JOJKHOCTh

2. BBognas uadopmarus

Kpatkoe onmcanune 1abopatopuu KOHTPOIIS KauyecTBa

Hannune 1oKyMeHTHPOBAaHHBIX MPOLEAYP MPOBEICHUS UCTIBITAHUN

BeinonHenue TpeOoBaHUil JOKYMEHTUPOBAHHBIX MPOLEAYP IPOBEACHUS UCTIBITAHUN

Lenb npoBenenus 1ab0paTOPHOTO UCTIBITAHHS

OOBEKTHI HCIBITAHHS

Tlepconan nabopaTopyuu KOHTPOJIS KA4ECTBA, YYACTBYIOIIMI B IPOBEICHUHU JTaO0OPATOPHOTO UCIIBITAHUS

JIOKyMEeHTBI, I0aHHbIE OpraHU3alHeii-IPOM3BOIUTENIEM H (WITH) Tab0paTopuell KOHTPOJIS KauecTBa JI0 MPOBEACHUSI HHCICKLIU

3. Habmronenus u pe3yiabTaThl IPOBEACHUS 1a00paTOPHOTO UCIIBITAHUS

Cchlika Ha JAOKYMECHT I10 Ka4€CTBY

HOMCp cepuy, aara rpou3BoACTBa

INokaszarens | TpebGoBaHMs TOKYMEHTA 110 KaueCTBY

dakTuueckue Ppe3yJIbTaThbl

T, Bnax-
HOCTh

CoOOTBETCTBYET (HE COOTBETCTBYET)

4. IlpunoxeHus




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025
] AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 30.04.2025
™ .‘ a ,' ,' OTaIOHHBIH KOHTPOIBHBIA 6aHK HOPMATHUBHBIX IPABOBBIX AKTOB JlaTa pesaKiyu 22.04.2025

P K
ecryOinky KazaxcraH B 3JIGKTPOHHOM BHUJIE Tlara ckaunpams 30.04.2025

‘ ﬂOKyMCHTH (HCpBI/I‘IHLIe JaHHBIC, IIPOTOKOJIbI HCHLITaHHﬁ) n 06pa3I_II>I, 0TO6paHHLI€ B XOA€ IIPOBCACHUS ﬂa60paT0pHor0 HUCIIBITAaHUA | ‘

5. 3akirroyeHue

ITonoxurenbHOE

OtpunatenabHoe (¢ 000CHOBaHUEM)

[Ipumeuanue *K otyeTy 0 pe3yapTaTax npoBeAeHUs J1a00pPATOPHOTO UCTIBITAHUS
MpUJIaraeTcsi KOnus cepTuduKara aHaau3a v (Win) MpoTOKOJIa UCTIHITAHUN Ha
IPOIYKIHIO TAOOPAaTOPUN KOHTPOJIS KaueCTBa MPOU3BOIUTEINS UJIM KOHTPAKTHON
nabopaTopuu, UCTIONIb3yeMOM Mpou3BoAuTeIeM. Bee MpuiiokeHns K OTUETY SIBIISIOTCS
HEOTHEMJIEMOM €TI0 YaCThIO.

PYKOBO,III/ITGJ'IB KOMUCCHUH:

(moxmuce) ®.1.0 (ripu ero HaJIMYUM), TOJKHOCTh

YJICHBI KOMHCCHH.

(nonmuce) ®©.M.0O (npu ero HaIM4KMM), TOTKHOCTb

(monnuce) ®.M.0O (npu ero HaIU4KMM), TOTKHOCTb

« » 20 T.

CorJiacoBaHo:

(nonnuce) ®©.M.0O (npu ero HaIU4KUM), TOTKHOCTb

(monnucs) ®.M.0O (npu ero HaIM4KUM), TOTKHOCTh

(moamucek) ®.M.0O (ripu ero HaIUYUM ), TOTKHOCTh



Kasakctan PecryGnuKachIHBIH 3JIEKTPOH/IB! HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK
e aKTiNEPiH STATOHBI OaKbuIay GaHKi
- prd - | i DTaNOHHbIH KOHTPOJIBHBIHA GAHK HOPMATHBHBIX PABOBBIX AKTOB
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

22.04.2025
30.04.2025
22.04.2025
30.04.2025

[Ipunoxenue 37 k IIpaBuiam

perucrpanuu JCKapCTBCHHLIX CPCACTB U

MCOAUIMHCKUX H3I[€J'IPII>1 110 ITPUHOUITY

«COAUHOI'O OKHa»

dbopma

3aki0oueHue 0 0e30MacCHOCTH, KayecTBe U 3P PeKTUBHOCTH MEIMIMHCKOT 0

U3J1€JIusi, 3asiBJICHHOT'0 HA SKCIIEPTU3Y B LETAX FocyﬂapCTBeHHOﬁ perucrpanum,

nepeperucrpanuu B Pecnmydsiuke Kazaxcran

1. PecyGnrkanckoe rocyJapCTBEHHOE MIPEANPUATHE Ha TTPaBe X035HCTBEHHOTO

BCACHU ((HaI_II/IOHaJ'IBHBII\/’I LHCHTP OKCICPTU3BI JICKAPCTBCHHLIX CPEACTB U MEAUTTHUHCKHX

uznenuiny Komurera MemuIinHCKOTO U (papManeBTHIeCKOTro KOHTPOJIsi MUHHCTEpCTBA

3npaBooxpaHeHus Pecryonuku Kazaxcran cooOmiaer pe3yiabTaThl SKCIIEPTU3bI Ha

0€30MacHOCTb, KaueCTBO U 3P(HEKTUBHOCTH MEAUIIMHCKOTO U3/ICIIUS B LEIAX

rocyJapCTBEHHOM perucTpaiuu, nepepeructpanuu B Pecnyonuke Kazaxcran:

ToproBoe HaMEHOBaHHUE MEIUIIMTHCKOTO M3/EIH

OpraHu3zanus-npou3BOAUTENb, CTPAHA-IIPOU3BOAUTEID

[IpousBoacTBeHHAs IUIOIIAKA, CTPaHA

‘YHOTHOMOYEHHBIH NPeCTaBUTEINb IPOU3BOAUTENS, CTPaHa

YHOTHOMOYEHHOE JIUIIO [0 MOHHUTOPHHIY HEOIarONpHUsITHBIX COOBITHIT (MHIIMICHTOB) Ha TeppuTopun Pecnyonuku Kazaxcran

Tun mequuunckoro uzaenus (MU (MUMH), MU (MT), MU (in vitro)

Bua (perucrtpanus, mepeperucTpanusi)

Kiacc B 3aBUCMMOCTH OT CTENEHU MOTCHLIUAIBLHOTO puCKa NPUMEHEHU

Kon Homenknatypsl MemuuuHCKuX u3znennii Pecnyonuku Kazaxcran

Komrutekranust MeAUIHCKOTO H31eusl (TIPH HATMYUK — KOJIHM4YecTBO KoMIutekTyromux) (Tabmuma)

3akiroueHre BaJHJaluKl PErHCTPALIMOHHOTO JOChE (MTOJI0KHUTEFHOE WIIM OTPHLIATEIBHOE)

3aK/I04eHne CreHaTu3uPOBAHHOMN HKCIIEPTU3BI (TI0J0KUTEIBHOE HIIH OTPULIATEIBHOE)

3akiI0ueHne UCIbITATeNNbHOM JJabopaTopun: aata 1 Ne mpoToKoia (MOJI0KUTENEHOE WIH OTPULIATENILHOE)

Tabmma
KOMIIJIeKTa]_[I/Iﬂ MCAUIINHCKOIo u3aecjansa
HanmenoBanue moaenu (Moxudukanun) MU* (3amonHseTcst Ha Ka Iyl MOJIENb)
Ne | Buj cocTaBHBIX yacTeit HaunmeHoBaHue COCTaBHBIX YacTei Moienb cocTaBHBIX YacTen IIpousBoaurens Crpana




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025
aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 30.04.2025
™ ‘ a ,' [ | DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata pesakiyuu 22.04.2025

P K
eciryOnuku KazaxcraH B 2JIeKTPOHHOM BHJIE Tlata ckaumBanms 30.04.2025

* 3aIIOJTHSAETCS HA KaXX1yr0 MOJICJIb

2. 3akmroueHue (MOJ0KUTENbHOE): MaTepuanbl U JOKYMEHTBI PETUCTPALIMOHHOTO J10CHE
Ha MEJIMIUHCKOE U3/I€TINE, TPEIOCTABICHHBIE HAa SKCIIEPTU3Y AJIsl TOCY1apCTBEHHON
peructpanuu, nepepeructpanuu B Pecrybnmnke Kazaxctan, COOTBETCTBYIOT
YCTaHOBJICHHBIM TPeOOBaHUAM, 0€30MACHOCTH, KAYeCTBO U A(H(PEKTUBHOCTH
MEIUIMHCKOTO U3/IeNUs TOATBEPKIEHBI COOTBETCTBYIOUIMMHU MaTEepHallaMU U
IPOBEJCHHBIMU HCTIBITAHUSIMH.

MenunuHckoe usnenue 3apeructpupyercsa B Pecmyonuke Kazaxcran cpokom Ha
JIET UM O€CCPOYHO.

3akmroueHue (oTpuuarenbHoe): Marepualibl U JOKYMEHTHI PETUCTPALIMOHHOTO 10ChE Ha
MEIUIMHCKOE U3/IENe, MPEAOCTAaBICHHbBIE Ha 3KCIIEPTU3Y ISl TOCYNIapCTBEHHON
peructpanuu, nepepeructpamnuu B Pecniyonmke Kazaxcran, He COOTBETCTBYIOT
YCTaHOBJIEHHBIM TpeOOBaHUAM, 6€30MACHOCTH, KA4eCTBO U 3(h(PEKTUBHOCTH
MEUIIMHCKOTO U3ENHS HE TTOATBEPKACHBI COOTBETCTBYIOIIMMU MaTepUalaMu U
MPOBEJECHHBIMU HUCTIBITAHUSIMU.

MenunuHckoe usnenue He 3apeructpupyercsa B Pecyonuke Kazaxcras.
HevictBurensHo 180 kajneHIapHbBIX JHEW C AaThl MOAMUCAHUS.

PykoBoauTens rocy1apCTBEHHOM 3KCHEPTHOM OpPraHU3aluN

noanuck @.N.O. (mpu ero HaIUYUN)

JlaTa




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 30.04.2025

e‘ ‘ a ‘ ' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata peaKkmum 22.04.2025
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE o
JlaTta ckaunBaHMs 30.04.2025

[Ipunoxenue 38 k IIpaBuiam
10 PETUCTPALIMU JIEKAPCTBEHHBIX CPEICTB
Y MEIMLIUHCKUAX W3JEJIAN 110 MPUHLINITY
«EIMHOTO OKHa»

3aki0oueHue 0 0e30MacCHOCTH, KayecTBe U 3P PeKTUBHOCTH MEIMIMHCKOT 0
U3/1eJIusl 3asiBJICHHOI0 HA JKCIIEPTU3Y B LeJIsIX BHECEHUs] M3MEHEHUIl B
perucTpanuoOHHoOe 10Che

1. PecriybinkaHCcKOe TOCYIapCTBEHHOE TIPEATPUSATHE HA TIPABE XO3IMUCTBEHHOTO
BeneHus « HannmoHabHBIN HEHTP SKCNEPTU3bI JIEKAPCTBEHHBIX CPEACTB U METUIIMHCKUX
uznenuiny Komurera MemuinHCKOTo U (papManeBTHIECKOTro KOHTPOJIsi MUHHCTEpCTBA
3npaBooxpaHeHust Pecriyonuku Kazaxcran cooOmiaeT pe3yabTaThl SKCIEPTU3HI O
BIIMSIHUM BHOCHUMBIX U3MEHEHUN B PETUCTPALIMOHHOE JJOChE HA O€30M1aCHOCTh, KAYECTBO
1 3 HEKTUBHOCTh METUIIMHCKOTO U3JIEIHSI:

ToproBoe HaMEHOBaHHE MEIUIIMTHCKOTO M3/AEIHS

OpraHuszanus Npou3BOAUTEIb, CTPAHA-IIPOU3BOAUTEID

[IpousBoacTBeHHAs IUIOIIAKA, CTPaHA

‘YHOTHOMOYEHHBIH NPeCTaBUTEINb IPOU3BOAUTENS, CTPaHa

YHOTHOMOYEHHOE JIUIIO [0 MOHHUTOPHHIY HEOJIaroNpHUsITHBIX COOBITHIT (MHIIICHTOB) Ha TeppuTopun Pecnyonuku Kazaxcran

BHocuMbIe M13MEHEHUs

3aKiI0ueHne Ha4albHOM KCIePTH3bI PErUCTPALMOHHOTO A0ChE (TOJI0KUTEIBHOE WM OTPULIATEILHOE)

3aKiI04eHUe CreHaTu3uPOBAHHOMN HKCIIEPTU3BI (TIOJ0KUTEIBHOE HIIH OTPULIATEIBHOE)

3akiI0ueHne UCIbITATeNbHOM JJabopaTopun: aata 1 Ne mpoTokoIa, (II0J0XKUTEILHOE WM OTPULIATEIbHOE)

2. 3akmoueHue (MOoJ0KUTENbHOE): MaTepuaibl U JOKYMEHTBI HA MEAUIIMHCKOE
U3JIEHE, PEJOCTABICHHBIE 111 BHECEHUSI U3MEHEHHUI B PErMCTPALlHOHHOE JI0ChE,
COOTBETCTBYIOT YCTAaHOBJICHHBIM TPEOOBAHUSIM, BIMSIHUE Ha 0€30MaCHOCTh, KAYECTBO U
3¢ (HEeKTUBHOCTh MEIULIMHCKOTO U3/ENHUs MOITBEPKAEHBI COOTBETCTBYIOIIUMU
MaTepuataMy U IPOBEJCHHBIMU UCTIBITAHUSIMMU.

BrocuMble n3aMeHeHus 3aperucTpupyercs ¢ Bbiaauei (6e3 Bblgaun) HOBOTO
PETUCTPAIMOHHOTO YAOCTOBEPEHUSI.

3akmtoueHue (oTpulaTenbHoe): Matepualbl U JOKYMEHThHI Ha MEAUIIMHCKOE U3/IETHE,
PEAOCTABIEHHBIE /1JI1 BHECEHUSI I3MEHEHUIN B PETUCTPALMOHHOE J10ChE, HE
COOTBETCTBYIOT YCTAHOBJICHHBIM TPeOOBAaHUSM, BIUSIHUE HA OE30MIaCHOCTh, KAYECTBO U
3¢ (HEKTUBHOCTH MEAUITUHCKOTO U3/ICTUS HE TIOITBEPKIACHBI COOTBETCTBYIOIIMMHU
MaTepHallaMU U MTPOBEJICHHBIMU UCTIBITAHUSIMHU.



Kasakctan PecryGnuKachIHBIH 3JIEKTPOH/IB! HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK
e ; . aKTIEpIiH STaTOH B! GaKbUIay GaHKi
‘,‘ d .' ' DTaJOHHBIA KOHTPOJIBHBIH GaHK HOPMATHBHBIX PABOBBIX AKTOB
Pecry6anku KazaxcTaH B 51€KTPOHHOM BHJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

22.04.2025
30.04.2025
22.04.2025
30.04.2025

BHocuMble n3MeHEHUs HE 3apErUCTPUPYETCS.

PykoBoauTens rocy1apcTBEHHOM AKCIEPTHOW OPraHU3aAMU

noanuck O.N.O. (pu ero HaIUYUN)

JlaTa




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025
] AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 30.04.2025
™ .‘ a ,' ,' OTaIOHHBIH KOHTPOIBHBIA 6aHK HOPMATHUBHBIX IPABOBBIX AKTOB JlaTa pesaKiyu 22.04.2025

Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE TlaTa cxaunBarms 30.04.2025

[Ipunoxenue 39 k IIpaBuiam
pErucTpaluu J€KapCTBEHHBIX CPEJCTB
U MEJIUIMHCKUX U3JCIIUN 1O MPUHILIUITY
«EIMHOTO OKHa»
dopma
Pacuer-o60cHOBaHue pacxonoB B pamkax ['OBMII u (wim) cucteme OCMC

1) Pacuet pacxoi0B Ha OIIEHKY KayecTBa:

_ (B1+B2+..+Bn)
(€14 C2+...4+Cn)

A — Pacxo/ipl Ha OIICHKY KauyeCTBa, yKa3aHHBIC B 3asBJICHUU 3a €IMHUILY U3MEPEHHUS, B
TEHTE;

B1, B2, B3...Bn — CroumocTts npoueaypsl oleHku kadecta ¢ yueroM HJIC 3a
12 mecdnes, NpeanecTBYOIUX AaTe MO1a4y 3asBICHUS;

Cl1, C2, C3....Cn — xonuuectBo eauHu, UMH (mnacteips, mmnpuil, maker, Tyoa,
Ha0Op, KOMIUIEKT, MMaHelb, KacCeTa, KApTPHUIK U Jp).



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025
aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 30.04.2025
™ ‘ a ,' [ | DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata pesakiyuu 22.04.2025

PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC IlaTa CKAUMBAHUS 30.04.2025

[Tpunoxenue 40 k [IpaBuiam
perucTpanuu J€KapCTBEHHBIX CPEICTB U
MEIULIUHCKUAX WU3EJIAN 110 MPUHLINITY
«EIMHOTO OKHa»

dopma

IlepeyeHb JOKYMEHTOB, HEOOXOAMMBIX /IJIf PerMCTPAllMUi, BHECEHUE H3MEHEHUS B
LHeHY NPOM3BOANTE/ ISl MEeIUIMHCKOT0 U3/1eJ s ISl JUATHOCTHKHU BHE KMBOT0
opranusma (in vitro), mpousBoanmMbie Ha Teppuropuu Pecnyoiukn Kazaxcran B
paMKax J0JIrOCPOYHBIX IOTOBOPOB NMOCTABKH, 3aKJI0YEHHBIX ¢ ETUHBIM

TUCTPUOBIOTOPOM
Ne HaumenoBanue qoxkymeHTa dopma
n MPeI0CTaB-
/m JICHUS
1 Mudopmanus ¢ NOATBEPKIAOIMMHI JOKYMEHTaMH (KOHTPaKT, HHBO#C) 0 ieHax MU (in vitro) peananzyeMsix B Apy- Horapuanb-
rUX CTpaHax 3a 12 Mecsina mpeaecTBYIONMX IaTe MOa4H 3asBICHHUs Ha PErHCTPALHIO, BHECCHHE H3MeHeHus MU HO-3aBEpeH-
(in vitro) (HOTapHaIbHO 3aBEPEHHAST KOTIHS). Hasl KONHUs

B CJIydac OTCYTCTBUS peain3allui B JPYTUX CTpaHaX, 3asBUTEIIb NOATBEPIKAACT OTCYTCTBUC peain3allii Ha CI)I/IpMeH—
HOM OJ1aHKe 3a4BUTEIA, 3aBEPEHHOM MOAIMMMUCHIO YIIOJJTHOMOYCHHOTO JIMIIA 3asIBUTEIIA,

2 IIpaiic oTedecTBEHHOTO POU3BOIUTEIS OpUTHHAT

3 Kommepueckoe npemnoskenne (mpunoxenue 10) OpHUTHHA

4 Komnust mpensiayIero 3aKIr0ueHUs aHa3a [[eH C TeXHUYeCKOor crierudukaryeil (Mpu HATHIum) KOS

5 Hudopmanus 0TedecTBEHHOTO MPOU3BOAUTEIS O (PAKTHUECKH OHECEHHBIX 3aTpaTax M ONpeeIeH s LIeHbI (PHJIo- OpHTHHAI
sxenue 13)

6 JlonrocpouHslii JOr0BOp MOCTaBKH, 3aKIIOYCHHBIH ¢ EANHBIM JUCTPHOBIOTOpOM KOIUS

[Ipumeuanue: [Tpalic-muCT 1 KOMMepUYECKOe MpeIoKeHUuE 0hOPMIISIIOTCS B
pa3pe3e KOMIUIEKTYIOIIUX B COOTBETCTBUU C PETUCTPAIIMOHHBIM YJIOCTOBEPEHUEM U
MOAMUCKHIBACTCS MEPBHIM PYKOBOJIUTENIEM MPOU3BOIUTENS U CKPEIUIAETCS NeyaThio (Mpu
HaJIMYUH ).



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025
] aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 30.04.2025
™ ‘ a ,' ' DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata pesakiyuu 22.04.2025

Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE TlaTa cxaunBarms 30.04.2025

[Ipunoxenue 41 k IIpaBuiam
perucTpanuu J€KapCTBEHHBIX CPEICTB U
MEIULIUHCKUAX WU3EJIAN 110 MPUHLINITY
«EIMHOTO OKHa»

dopma

(HaMeHOBaHUE TOCYIaPCTBEHHOMN
AKCIIEPTHOMN OpraHU3aIuN)

HNudopmanus 0Te4eCTBEHHOT 0 MPOU3BOAUTENA 0 (PAKTHYECKH MOHECCHHbIX
3aTparTax AJs onpeaeJeHus HeHbl

MenuuuHCcKoe u3Aenue sl JUarHOCTUKKU BHE KUBOTO OopraHusma (in vitro),
IIPOM3BOIMMBIC Ha TeppuTopun PecrryOnmku Kazaxcran B paMKax JOJTOCPOYHBIX
JIOTOBOPOB MTOCTABKH, 3aKIIOUYEHHBIX C ENMHBIM TUCTpUOBIOTOPOM

(HamMeHOBaHUE MEAUITMHCKOTO U3 I TUATHOCTUKH BHE )KHBOTO
opranusma (in vitro), mpou3BoaUMbIe Ha Tepputopun Pecnybnuku Kazaxcran B pamkax
JIOJITOCPOYHBIX JIOTOBOPOB IMOCTABKH, 3aKJIFOUCHHBIX ¢ EAMHBIM TUCTPUOBIOTOPOM)

Howmep peructpanmonnoro ynocropepennss PK-MU- — Ne (npu

HaJINYUH )

Kitacc 6e3omacHOCTH

Ne HaumenoBanme pacxozos CTOMMOCTD,
TEHTe

1 3aKyTKa ChIPbS U (M) KOMIUIEKTYOLIAX

JIOTUCTHKA CHIPbS M (MJTH) KOMIUICKTYIOIINX

CTpaxoBaHHE, TAMOXKEHHBIC TIATEXKH M TAMOKEHHOE 0(OPMIIEHUE CHIPbS M (MJIH) KOMIUICKTYIOIINX

MPOCKTHPOBKA

Iu3aiH

TpaHCc(ep TEXHOIOTHi

2
3
4
5 pa3paboTka
6
7
8

KOHTPAKTHOE ITPOU3BOACTBO




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxnusinay kyHi
e | ' aKTiNep/IiH STaNoH bl 6aKbLIay GaHKi Cakray KyHi
- -‘ a DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB Jlata peaKuun

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

I[aTa CKaYnuBaHUA

22.04.2025
30.04.2025
22.04.2025
30.04.2025

9 MAaTeHTUPOBAHUE

10 | mokymnka IpOM3BOJCTBEHHOTO 000PY10OBaHUS

11 | oOyueHue nepcoHasa Ha MPOM3BOACTBEHHBIX ILIOLIAJKAX 32 PyOeKOM

12 | BHeIpeHHEe MEXITYyHApOAHBIX CTAHIAPTOB KauecTBa

13 | nomydeHue cepTuduKaTa o MPOUCXOXKASHUH TOBapa

14 | nomydeHue ungycrpuanbHoro ceprudukara HanponanbHas nanara npeanpunumateneil Pecry6onuku Kasaxcran

15 | maGoparopHble nctbITaHus

16 | TexHmyeckue McIBITAHUS

17 | KIMHMYECKUE UCTIBITAHUS

18 | maGopaTropHO-KIMHUYECKHE UCITBITAHUS

19 | skcrepTusa B LENSIX FOCYIapCTBEHHOM PErucTpaluu, NepeperucTpalui 1 BHECEHUN H3MEHEHHUH B PerucTpaluoH-
HOE JI0Che

20 | omenka kadecTBa

21 | cucrema MoHUTOpHHTA O€30IACHOCTH, Ka4eCTBA B 3((HEKTHBHOCTH MEIUIINHCKUX H3CIHI

22 | copep:kaHue IepcoHasa

23 | pa3paboTka ¥ BHEAPEHHE IIPOrPaMMHOI0 00eCIedeHUs

24 | tpancmoptHbIe pacxos! o qoctaBke MU (in vitro) no 3aka3umka

25 | cepucHoe oOciyxuBaHue 37 MecsLEeB

Htoro cymma:

HaCTOSIHII/IM rapaiTupyro U IIOATBCPIKAA0 JOCTOBCPHOCTD, IIOJIHOTY U

COACPIKAHUC MMPCAOCTABJICHHBIX JOKYMCHTOB U MaTCpHUaJIOB.

PyxoBoaurens

(moarmuce) ®UO (mpu ero Hanu4um)

>X<CBCI[CHI/DI O PCTUCTPALITMOHHOM YAOCTOBCPCHUM, 3AIIOJIHATOTCA 3adBUTCIICM TIPpU

C€ro HaJIn4nn




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 30.04.2025

e‘ ‘ a ,' , DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata peaKkmum 22.04.2025
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE o
JlaTta ckaunBaHMs 30.04.2025

[Ipunoxenue 42 k IIpaBuimam
perucTpanuu J€KapCTBEHHBIX CPEICTB U
MEIULIUHCKUAX WU3EJIAN 110 MPUHLINITY
«EIMHOTO OKHa»

dopma

3asiB/IeHHe HA BKJIIOYEHHE JIEKAPCTBEHHOI0 cpeacTBa B Kazaxcranckui
HALMOHAJIbHBIN JIEKAPCTBEHHbIN (popMyJisip

1. Uudopmanus o 3asBUTENE:
1) HauMeHOBaHNE OpraHu3alny;
2) ®.1.0. (npu HaMUYMK) OTBETCTBEHHOTO JIUIIA, JOJIKHOCTB;

3) MecTo HaXOXKICHHsI OPTaHU3AIUU-3aIBUTEINS (FOPUIUICCKUN aapec,
dakTrueckuii ampec);

4) BUH, 6aHKOBCKHE PEKBU3UTHI,

5) Homep Tenedona u (uamn) dakca;

6) 2JIEKTPOHHBIN aJIpeC WIM aApec AIEKTPOHHOM MOYTHI.

2. JlaHHbI€ 1O 3asIBIEHHOMY JieKapcTBeHHOMY cpenicTBy (JIC):
1) ToproBoe HanmenoBanue JIC;

2) MEeXIyHApOAHOE HEMTaTEHTOBAHHOE HAMMEHOBAHUE;

3) cocras JIC (meicTByIOIINE U BCIOMOTATENIbHBIE BEIIECTBA), IPEAJIaraeMoro
JUTS BKJTFOUCHUS;

4) nexapcTBeHHas (popma U T03UPOBKA, KOHIICHTPAIIUS;

5) cBeneHus 0 rocyIapcTBEHHOM peructpanuu 3assiaeHHoro JIC B PecryOnuke
Kazaxcran;

6) dapmakonoruueckoe neictaue JIC;
7) bapmakonorunyeckas rpynna JIC u ATX kox;

8) IMOKa3aHus K IPUMCHCHHNIO COINIaCHO MHCTPYKIHUHU 110 ITPUMCHCHHUIO
JCKApCTBCHHOI'O CPCACTBA,

9) crtocob mpuMeHEHUSI.



Ka3aKCTaH PeCﬁyﬁﬂHKaCHHL]I—[ OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

! AKTLIep/IiH TANOHIbI OaKplIay OaHKI
™ ,‘ a .' ,' DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB
Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

22.04.2025
30.04.2025
22.04.2025
30.04.2025

Ecnu noche conepxut KOHPUAESHIUATBHYIO HH()OPMALIHIO, YKa3aTh, KaKas

uH(popMaIus SBIsSETCS KOH(PHUISHIIMATBEHON U MPEOCTaBUTH 000OCHOBAHUE

KOH(PUACHIIMATLHOTO XapaKTepa 3TOH nHpopMaInu.

I[OJ'DKHOCTB OTBCTCTBCHHOI'O JIMIIA 3aABUTCIIA

IHoanuce

®.1.0. (mpu HAJIUYUN)

JlaTa




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025
aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 30.04.2025
o ‘ a [ ¥ | DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata pesakiyuu 22.04.2025

P K
eciryOnuku KazaxcraH B 2JIeKTPOHHOM BHJIE Tlata ckaumBanms 30.04.2025

[Ipunoxenue 43 k [IpaBuiam
perucTpanuu J€KapCTBEHHBIX CPEICTB U
MEIULIUHCKUAX WU3EJIAN 110 MPUHLINITY
«EIMHOTO OKHa»

dopma

Jlocbe J1ekapCcTBEHHOI0 CpeCcTBA Uil BKIAKYeHus B Kazaxcranckuid
HALMOHAJIbHBIN JIEKAPCTBEHHbIN (popMyJisip

1. Uadopmanus no aexkapctBeHHOMY cpenctBy (JIC):
1) ToproBoe Haumenosanue JIC;
2) MeXIyHapOJHOE HETIATEHTOBAaHHOE HAMEHOBAHUE;

3) cocraB JIC (meicTByOIINE U BCIIOMOTATENIbHBIE BEIIECTBA), TP IaraeMoro
JUTSI BKITIOUEHUS;

4) nexapcTBeHHas (popma U T03UPOBKA, KOHIICHTPAIIUS;

5) cBenenus o peructpanuu 3aspieHHoro JIC B Pecniyonuku Kazaxcran;
6) dhapmakonornyeckoe aevicreue JIC;

7) dapmakonornueckas rpymma JIC u ATX kog;

8) IMOKa3aHus K IPUMCHCHHIO COTJIACHO MHCTPYKIHU 110 IIPUMCHCHUIO
JICKAPpCTBCHHOT'O CPCIACTBA,

9) crmoco6 mpruMeHEeHus.
2. CBeneHust:

O PErMCTPalOHHOM cTaryce 3asBieHHoro JIC o nokaszaHusMm, yka3aHHbIM B
3asBieHuu U 1ocke B ctpanax [CH nu OOCP (3apeructpupoBaH no HallMOHATBHOM
npoleaype komnereHTHbIM opranom CIHIA, [Iselnapuu, SAnonnu, ABCTpanuy,
Kanans! u np. ctpan OOCP ninu 3aperucTpupoBaH M0 HEHTPAIM30BAaHHOM NpoLeaype
KOMITETEHTHbIM opranoM EBpomneiickoro Coro3a);

0 npoxoxaeHus 3assiaeHHbIM JIC npouenypsl nepexkBanudukannu BO3 u ero
BKJItOUeHHE B nepedyeHb BO3 npekBannuinpoBaHHbIX JEKapCTBEHHBIX CPEJICTB,
npenHa3HaYeHHbIX 17151 00pp0bl ¢ BUY, TyOGepkye3oM, renaTUTOM U JpyTruMu
OO0JIe3HAMMU.



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxnusinay kyHi

e ‘ aKTiIEp/IiH STAIOH/IBI OaKpLIay OaHK] Cakray KyHi
™ L e I DTANOHHBIH KOHTPOJIBHEI GaHK HOPMATUBHBIX IPABOBBIX AKTOB JlaTa pesaKiyu
Pecry6inkn Kasaxcran B 9JI€KTPOHHOM BHJIE
Jlata cKaunBaHHsA

22.04.2025
30.04.2025
22.04.2025
30.04.2025

3. CBCI[GHI/IH O KIIMHHUYCCKUX UCCICA0OBAaHUAX BBICOKOI'O METOAOJIOTHYCCKOI'O

Ka49CCTBA B Ka3aXCTAHCKHUX U MCKAYHAPOAHBIX IIPU3HAHHBIX UCTOYHHUKAX!

1) mo knuHUYEeCKO 3(PPEKTUBHOCTH 1O 3aPETUCTPUPOBAHHBIM MTOKA3AHUSIM K

IPUMEHEHUIO:

onucaHue oToopa nMyOauKaluii, coaepx amux qaHueie no 3gpdexrusHoctu JIC;

onucaHue U 0000IIeHNE Pe3yIbTATOB U3 OTOOPAHHBIX PEEBAHTHBIX
myOuKanmii, cogepxkaux qaHasie mo 3¢ dexrusaoctu JIC;

CIIUCOK M CCBHUIKM Ha PEJICBAHTHBIC MyOIUKAINH, COACPIKAIINX JAaHHBIC IT0
s dextuBnoctu JIC;

MaTepHalibl (CTaTbU, PE3IOME, U3 HAYYHBIX U METUIIMHCKUX ITyOIUKAIIHiL),

noareepxkaatonue 3pdpekTuBHOCTh JIC Ha s3bIKE OpUTHHANA B BUAE MOJTHBIX TEKCTOB, C

IMPUIOKCHHUCM IICPCBOAA HAa Ka3aXCKOM HIJIN PYCCKOM A3BIKC,

2) o 6€30MacHOCTH M0 3aPETUCTPUPOBAHHBIM MTOKA3AHUSAM K TPUMEHEHUIO:

omHcaHue 0TOOpa MyOIuKaIuiA, CoJepkKaIux JaHHbIe 110 6e3omacHocTu JIC;

OTHMCaHKe U 0000ITICHUE Pe3yIbTATOB U3 OTOOPAHHBIX PEJIEBAHTHBIX
myOHMKaIi, comepikanmx qaHHble 1o 6e3omacHocTr JIC;

CITUCOK M CCBIJIKH Ha PEJICBAHTHBIC MyOJUKAIIMH, COACPIKAIINX JaHHBIC 11O
oe3onacuoctu JIC;

MaTepualbl (CTaTb, Pe3IOMe, U3 HAYYHBIX U MEAUIIMHCKUX MyOIuKaIuii),

IMOATBCPKIAOIIUC 0e3omnacHocth JIC Ha g3bIKe OpurnHaja B BUAC ITIOJHBIX TCKCTOB, C

IMPHUIIOKCHUCEM IIEPCBOAA HAa Ka3aXCKOM HJIM PYCCKOM A3bIKE.

4. Ceenenust o Hanmmuuu 3asBiieHHOro JIC o 3aperucTpupOBaHHBIM MTOKA3aHUM,

B CITUCKaX U (GOpMyJIspax:

B CIIMCKE OCHOBHBIX JICKAPCTBEHHBIX CpeACTB BceMupHoi opranuzanuu
3IpaBOOXpaHEHUs (B TOM YHUCIIE JIJIS IETEH);

B bpuTaHckoM HallMOHAIBHOM JIEKAPCTBEHHOM (hOpMyJIsipe (B TOM YHCIIE JUIs

JeTen);

B BO3MeIllaeMbIX criuckax u ¢popmysapax ctpad OOCP.

5. Cenenust 0 Hanuuuu 3asBjaeHHOro JIC Mo 3aperucTpupoBaHHBIM MOKa3aHUSIM,

B KIIMHUYCCKHUX IIPOTOKOJIaX U PYKOBOJACTBAX:



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025
AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 30.04.2025

e‘\ . - | i DTaNOHHbIH KOHTPOJIBHBIHA GAHK HOPMATHBHBIX PABOBBIX AKTOB Jlata penakimn 22.04.2025
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE o
JlaTta ckaunBaHMs 30.04.2025

HaJIM4Me B KIMHUYECKUX MpoTokoaax Pecnyonuku Kazaxcras;

HaJINYUE B KIIMHUYECKUX PYKOBOJCTBAX, IPOTOKOJIAaX U KOHCEHCyCaX CTPaH
00CP;

HAJIM4YKE B MEKTyHAPOIHBIX (€BPOIMEHCKIX) KIMHUYECKUX PEKOMEHIAIIMSIX.

6. Ceegenus o Heooxoaumoctu JIC 11st cUCTEMBI 3[paBOOXPaHEHUS B
COOTBETCTBHH C MOKA3aTEISIMHU PACIIPOCTPAHEHHOCTH 00JIe3HU 1 3a00JIeBa€MOCTH
HACEJICHHS TI0 JJAHHBIM O(DUIIMAITBHBIX 3JIEKTPOHHBIX HH(POPMAIIMOHHBIX PECYPCOB U
MH(POPMAITMOHHBIX CUCTEM CO3JIaHHBIM coritacHo moAnmyHKTy 30 crateu 7 Konekca, a
TakKe OMyOJIMKOBAHHBIX CTATUCTUYECKUX COOPHUKOB YIIOJTHOMOUYCHHOTO OpraHa WK

SIMUIACMHUOJIOINICCKHUX HCCJ'IG,Z[OB&HHﬁ.



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025
aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 30.04.2025
™ ‘ a ,' [ | DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata pesakiyuu 22.04.2025

PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC IlaTa CKAUMBAHUS 30.04.2025

[Ipunoxenue 44 k IIpaBuiam
10 PETUCTPALIMU JIEKAPCTBEHHBIX CPEICTB
Y MEIMLIUHCKUAX W3JEJIAN 110 MPUHLINITY
«EIMHOTO OKHa»

dopma

3akiroueHne npoBepku 0popMIICHUS 3asiBJICHUS U J0Che J1JIA BKJIIOYEHUS
JIEKapPCTBEHHOI0 cpeacTBa B KazaxcTaHCKMHA HALIMOHAJIbHBIN JIEKAPCTBEHHBIN

¢dopmynsip

1. Uudopmarus o 3asButerne:
1) HanMeHOBaHKE OpraHu3aluu;
2) ®.1.0. (npu HaMU4YMK) OTBETCTBEHHOTO JIUIA, JOJI)KHOCTB;

MECTO HaXOKJICHUS OPTaHU3AIUU-3aaBUTEINS (FOPUIUIESCKUN aapec,
dbakTuYecKuii aapec);

3) BUH, 6aHKOBCKHE PEKBU3UTHI;

4) Homep tenedona u (unun) daxca;

5) e-mail.

2. lanHble 10 3asiBICHHOMY JiekapcTBeHHOMY cpeactBy (JIC):
1) ToproBoe HanmeHnoBanue JIC;

2) MEeXIyHApOAHOE HEMaTEeHTOBAHHOE HAMMEHOBAHUE;

3) coctas JIC (nericTByIOIINE U BCIIOMOTATEIbHBIE BEIIECTBA), IPEAJIAraeMOro
JUTSl BKJTFOUCHUS,

4) nekapcTBeHHas Gopma U JT03UPOBKA, KOHIICHTPAIHUS;

5) cBenenus o peructpanuu 3asBieHHoro JIC B Pecnyonuke Kazaxcran;
6) papmakonoruueckoe neictaue JIC;

7) hapmakonorunyeckas rpynmna JIC u ATX kox;

8) IMOKa3aHus K IPUMCHCHHNIO COINIaCHO MHCTPYKIHUHU 110 ITPUMCHCHHUIO
JICKapCTBCHHOI'O CPpCACTBA,

9) cnocob nprUMeHEHUs.



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi

! AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi
™ .‘ a ,' ,' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB JlaTa pesaKiyu
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
Jlata ckauMBaHHs

22.04.2025
30.04.2025
22.04.2025
30.04.2025

3. 3aKyIr04eHue 1o pe3ynbTaTaM IIPOBEPKH HA MOJHOTY U IPABUIBHOCTD
o(opMIIeHUs TPEJICTABICHHBIX JOKYMEHTOB:

1) olleHKa MONHOTHI MPEACTABIECHHBIX JOKYMEHTOB U MaTEPUAIIOB;

2) onieHKa oOpPMIICHUS 3asABJICHUSI M TIPEJICTABICHHBIX MAaTEPHAIIOB;

3) olLleHKa IpeACTaBIEHUS CBEICHUN COTJIACHO MyHKTY 4 Hactosawmux [IpaBui;

4) COOTBETCTBUE MEK/y 3asIBJIEHUEM U MaTepHaIaMHu.

4. 3ameuyaHus



Kasakctan PecryGnuKachIHBIH 3JIEKTPOH/IB! HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK
e aKTiNEPiH STATOHBI OaKbuIay GaHKi
= prd - N DTaNOHHbIH KOHTPOJIBHBIHA GAHK HOPMATHBHBIX PABOBBIX AKTOB
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

22.04.2025
30.04.2025
22.04.2025
30.04.2025

[Ipunoxenue 45 k IIpaBuiam

pErucTpanunm JEKapCTBEHHBIX CPEACTB U

MEIUIUHCKUAX U3IETUN 110 PUHIUITY
«EIUHOI0 OKHAa»

CooTHOLICHUE YPOBHEH 10KA3aTeJIbHOCTH U I'PaJallii peKOMeH/Aalui,

pa3padorannbie Oxchopackum LleHTpom n10Ka3aTeIbHOI MeTULIMHBI

YPOBHI/I JOKa3aTCIIbHOCTH

I'pamanmy pexomeHmamit

CucTeMaTHUCCKHI 0630p, KIIMHUYCCKHUE UCCIICAOBAHUA, OTACIbHOC KIIMHUYCCKOC UCCIICIOBAHUE

I

CucremaTndecKkuii 0030p KOTOPTHBIX UCCIIEOBaHUH, WIIH OTJEIbHOE KOTOPTHOE HCCIICI0BAHNE II B
HccnenoBanue THIA «CITy4ai-KOHTPOIbY» (OTAEIbHOE, THO0 CHCTEMaTHYECKUH 0030p HECKOIBKHUX ) 1 B
OnucaHue cepuu CiryyaeB, HU3KOKau€CTBEHHbIE KOTOPTHBIE UCCIIEI0BAHUS v C
MsHeHme 3KcrepToB 6€3 TOUHOH KPUTHIECKOH OIICHKU v D

[HloTnanackas MEKBY30BCKasi CETh PYKOBOISAIINX MTPUHIIMIIOB. PYKOBOJCTBO IS
pa3zpadotumnkoB. KpaTtkoe cripaBounoe pykoBoactBo. Hosiops 2015.




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025
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PeCHy6JII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC IlaTa CKAUMBAHUS 30.04.2025

[Ipunoxenue 46 k IIpaBuiam
perucTpanuu J€KapCTBEHHBIX CPEICTB U
MEIULIUHCKUAX WU3EJIAN 110 MPUHLINITY
«EIMHOTO OKHa»

dopma

3akiouenue npogeccuoHAIBLHOM IKCIEPTU3HI VIS BKIKYECHUSA JEKAPCTBEHHOI0
cpeacTBa B KazaxcTaHCKMH HAUMOHAJIBHBIN JIEKAPCTBEHHbIH (DOPMYJISAP

1. Uudopmanus o 3asBUTENE:
1) HauMeHOBaHNE OpraHu3alny;
2) ®.1.0 (npu HaIUYKK). OTBETCTBEHHOTO JIUIIA, JOJIXKHOCTB;

3) MecTo HaXOXKICHHsI OPTaHU3AIUU-3aIBUTEINS (FOPUIUICCKUN aapec,
dakTrueckuii ampec);

4) BUH, 6aHKOBCKHE PEKBU3UTHI,

5) Homep Tenedona u (uamn) dakca;

6) e-mail;

2. JlaHHbI€ 1O 3asIBIEHHOMY JieKapcTBeHHOMY cpenicTBy (JIC):
1) ToproBoe HanmenoBanue JIC;

2) MEeXIyHApOAHOE HEMTaTEHTOBAHHOE HAMMEHOBAHUE;

3) cocras JIC (meicTByIOIINE U BCIOMOTATENIbHBIE BEIIECTBA), IPEAJIaraeMoro
JUTS BKJTFOUCHUS;

4) nexapcTBeHHas (popma U T03UPOBKA, KOHIICHTPAIIUS;

5) cBenenus o perucrpanuu 3assieHHoro JIC B Pecnybnuke Kazaxcran;
6) dbapmakonoruyeckoe aeicraue JIC;

7) dapmakonornyeckas rpymnmna JIC u ATX kog;

8) Mmoka3aHus K MPUMEHEHUIO COTJIACHO MHCTPYKIUU 110 TPUMEHEHUIO
JIEKAPCTBEHHOTO CPEICTBA;

9) croco6 mpruMeHEeHus.



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 22.04.2025
aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 30.04.2025
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PeCHy6JII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC IlaTa CKAUMBAHUS 30.04.2025

3. 3akmroueHue 1o pesyiabTaTam NpohecCuOHATBHOM SKCIEPTU3BI IS
BKJIIOUeHMsI B Ka3axcTaHCKUIl HAIIMOHANBHBIHN JIEKapCTBEHHBIA (hOPMYJISp:

1) uadopmarust 0 HATMYHUH JACHUCTBYIONIETO PETUCTPAIIMOHHOTO Y/IOCTOBEPEHHUS B
PecnyOnuke Kazaxcran 1eKkapCTBEHHOTO CPEACTBA;

2) nHopmanus 0 HAIMYUK JIEKapCTBEHHOro cpencTBa B [lepeune opdanHbIx
3a00JIeBaHUH U JIEKAPCTBEHHBIX CPEACTB VIS UX JIedeHUs (Op(aHHBIX), OIPEACICHHOM
corslacHo yHKTY 3 ctateu 177 Konekca;

3) undopmanus o KIMHUYECKOU 3()(PEKTUBHOCTH JIEKAPCTBEHHOTO CPEJCTBA O
3apPErucTPUPOBAHHBIM MMOKA3aHUSIM K MPUMEHEHHUIO, COOTBETCTBYIOIIEH COOTHOIICHUIO
ypoBHeM npokazarenbHocTH [ u II v rpaganuii pekomenaanuii A u B, no mkane
pa3zpabotannoi Okcdopackum LleHTpom nokazatenbHOM MEAUIIMHBI B COOTBETCTBHUHU C
npunoxenueM 45 k HactosuuM [IpaBuiiam, moATBEPKICHHBIE PE3yJIbTaTaMU
KIIMHUYECKHUX MCCIIEOBAHUI BEICOKOI'O METOI0JIOTHYECKOT0 KaueCTBa B Ka3aXCTaHCKUX
1 MEXJYHAPOHBIX MPU3HAHHBIX UICTOYHUKAX;

4) uadopmarus o 6€30MaCHOCTH JIEKAPCTBEHHOTO CPEJICTBA T10
3apErucTPUPOBAHHBIM MMOKA3aHUSIM K IPUMEHEHHUIO, COOTBETCTBYIOIIEH COOTHOIIECHUIO
ypoBHeM nokaszarenbHocTH | u 11 u rpaganuii pekomenanui A u B, no mkane
paspabdorannoit Oxchopackum LleHTpom g0Ka3aTeIbHOM MEAUITUHBI B COOTBETCTBHH C
npuioxkenrem 45 k HactosuM [IpaBuiiam, moATBEPKIEHHbBIE PE3yIbTaTaMU
KIIMHUYECKUX MCCIIEOBAHMI BEICOKOI'O METOIOJIOTHYECKOTO KaueCTBa B Ka3aXCTaHCKUX
U MEXyHAPOJIHBIX MPU3HAHHBIX UCTOYHUKAX;

5) undopmarius no 3a001€BaHUSAM, SBISIOIIUMHUCS 3aPETUCTPUPOBAHHBIM
MOKa3aHUSM K IPUMEHEHUIO JIEKAPCTBEHHOI'O CPEJICTBA B CTPYKTYpE 3a00JIEBAEMOCTHU
Hacenenus Pecnyonuku KazaxcraH, mo JaHHBIM O(UIIMATIBHBIX SJIEKTPOHHBIX
MH()OPMAIIMOHHBIX PECYPCOB U MHGOPMAIIMOHHBIX CUCTEM CO3/IaHHBIM COTJIACHO
noanyHkty 30 ctateu 7 Konekca, a Takke onmyOJTUKOBaHHBIX CTATUCTUYECKHUX
COOPHHMKOB YITOJIJHOMOUYEHHOT'O OpraHa WM MUACMUIOTUUECKUX UCCIIeI0BaHUM;

6) I/IH(i)OpMaHI/I}I O HAJIMYUU B PCKOMCHOAIUAX KIIMHUYCCKHUX ITPOTOKOJIOB
P CCH}’6J'II/IKI/I Ka3axcTtaH B COOTBETCTBUH C TTIOKA3aHUSIMH K IMPUMCHCHUIO,

7) undopmarys 0 HATMYUHU B PEKOMEHIAIUSAX MEXTYHAPOIHBIX (€BPOIEUCKHUX )
KJIINHUYECKUX PYKOBOJCTB
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8) urdopmarys 0 HaIMYUKU B PEKOMEHIALUAX, IPOTOKOJIOB CTPAH-UJICHOB
Opranuzanuu 3KOHOMHYECKOro coTpyaHudecTtsa u pa3sutus (OOCP);

9) undopmarus 0 HATMYUHU B CIIUCKE OCHOBHBIX JIGKAPCTBEHHBIX CPEICTB
BcemupHoii opranuzanuu 3ApaBooXpaHeHust (B TOM YUCIIe JJIs AeTel);

10) uapopmanyst 0 HaTMYUKU B BpUTaHCKOM HAIIMOHAJILHOM JIEKAPCTBEHHOM
dbopmyispe (B TOM Yucie IS 1eTe);

11) uadopmanust 0 HATMYUKA B BO3MEIIAEMBIX CITUCKAX U GOpMyJIsipax CTpaH
O2CP;

12) undopmaiius 0 HATMYUKU PETUCTPAIIUU JIEKAPCTBEHHBIX MPenapaToB B
CTpaHax pernoHa MexayHapoHON KOH(GEPEHITMH M0 TApMOHU3AINH TEXHUYECKUX
TpeOOBaHUI K PErUCTPALIMH JIEKAPCTBEHHBIX MPENapaToB JJIsl MEAUIIMHCKOTO
npumenenus (ICH);

13) madopmanus 0 HATUYAH PETUCTPAIUN JIEKAPCTBEHHBIX MPENapaToB B
ctpanax ODCP;

14) uadopmanyis 0 HATUYUKA PETUCTPALIUU JIEKAPCTBEHHBIX MPENapaToB B
CTpaHax pPEerucTpally 1Mo HEHTPATM30BaHHON MPOIeAYpe KOMIETEHTHBIM OpraHOM
EBpomneiickoro Coro3za;

15) nadopmanus 0 HamMUUK poreaypsl nepexBanudukanuu BO3 win
BKJItOUeHHE B nepedyeHb BO3 npekBainunpoBaHHbIX JEKapCTBEHHBIX CPEJICTB,
npeaHa3HaYeHHbIX 17151 00ppObl ¢ BUY, TyOGepKyie30M, renaTUTOM U JPyTUMU
00JIE3HSIMH;



