Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 10.07.2020

aKTiJIep/IiH STaOHAB! OaKpIIay OaHKI Caxray KyHi 28.08.2020
o il CHN ?Tanogm,lﬁ Kﬁ)mponbnmﬁ 0aHK HOPMAaTHBHBIX [IPABOBBIX aKTOB Jlata penakuun 10.07.2020
ecry6inkn KasaxcraH B 97I€KTPOHHOM BUJIE Tlara ckaunsanms 28.08.2020
KazaxcTtan Pecry6iukachiHbIH JleHcayIIbIK caKTay ITpuka3z Munucrpa MuHuCTepCcTBO 31paBooXpaHeHus PecryOauku
MHHHCTPJIIri 3apaBooxpaHeHus Pecry6mnku Kasaxcran

Kasaxcran ot 18 HOs6pst 2009 rona
Ne 736. 3aperucTpupoBaH B
MHUHHCTEPCTBE OCTULHN
Pecniy6nuku Kazaxcran 26 HOs0ps
2009 rozma Ne 5926

(0 1) YTBEPKACHUH HpaBI/IJI MPOBECACHUS IKCIIEPTU3BI JIECKAPCTBCHHBIX CPEACTB A
MEIUINNHCKHUX I/I3,7leJII/Ii7[

CHocka. 3a2on060k 6 peoakyuu npukasza Munucmpa 30pasooxpanenus PK om
19.04.2019 Ne KP JICM-43 (86o0umcs 6 Oeticmsue no ucmedeHuu 0ecsamu
KaneHOapHwix OHell nociie OHs €20 Nep8o2o OuUYUAIbLHO20 ONYOIUKOBAHUSL).

B cootBercTBUU co cTtaThsimu 63 u 71 Koaekca Pecniyonuku Kazaxcran ot 18
cenTsi0ps 2009 roga "O 310pOBbE HAPOAA U CUCTEME 3/IpaBOOXpaHeHuUs"
IMPUKA3BIBAIO:

1. YTBepauts:

1) IIpaBuna npoBeeHUs SIKCIIEPTU3bI JIEKAPCTBEHHBIX CPEICTB COTTIACHO
OPWIOKEHUIO | K HACTOSIILIEMY ITPUKA3Y;

2) IlpaBuna npoBeAeHUsI SKCIEPTU3bI METUIIMHCKUX U3/I€JIUIA COTIaCHO
NPUIOKEHHIO 2 K HACTOSALLIEMY ITPUKA3y.

Crocka. Ilynkm 1 6 peoakyuu npuxaza Munucmpa 30pagooxpanenus PK om
19.04.2019 Ne KP JICM-43 (86o0umcs 6 Oeticmsue no ucmedeHuu 0ecsimu
KANeHOAapHblX OHell nocae OHs €20 Nepeo2o 0uUYUAIbHO20 ONYOIUKOBAHUSL).

2. Onpenenuts PecriyOnurkaHckoe TOCyJapCTBEHHOE MPEANPUATUE HA TIPABE
XO35IUCTBEHHOTO BeJicHUs1 « HallmoHambHBIN LEHTP SKCIEPTU3BI JIEKAPCTBEHHBIX
CpPEeACTB U MEIUIIMHCKUX M3Aeni» MUHUCTEpPCTBA 3ApaBooxpaHeHus Pecryonuku
KazaxcTan rocyiapcTBEHHOM KCIIEPTHON OpraHU3aImel B cepe ooparieHus
JIEKAPCTBEHHBIX CPEJICTB U MEAULMHCKUX U3JIETUN ISl TPOBEAECHUS SKCIIEPTU3HI ITPU

QR-KOJl COAEPIKUT CCHUIKY Ha
OR-xon conenxkut nanurie DT nomxrocTHoro numa PITT « PTITTU JaHHBI 10KyMenT B DKB HITA PK
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roCyJIapCTBEHHOM perucTpaluu, nepeperucTpauy 1 BHECEHUU U3MEHEHU B
PETUCTPALIMOHHOE JOChE JIEKAPCTBEHHBIX CPEACTB U MEIULIMHCKUX U3IEIIHM.

Cuocka. Ilynkm 2 6 pedakyuu npukaza Munucmpa 30pasooxpanernus PK om
19.04.2019 Ne KP JICM-43 (86o0umcs 6 Oeticmsue no ucmedweHuu 0ecsamu
KAleHOAapHblX OHell nocie OHs €20 Nep8o2o 0PUYUANIbHO20 ONYOIUKOBAHUSL).

3. Komurery KOHTpOIS MEAULIMHCKON U (papMalleBTUUECKOM 1eATeTbHOCTH
MunucrepcTBa 3apaBooxpanerus Pecnyonuku Kazaxcran obecrieuuts B
YCTaHOBJICHHOM 3aKOHOJaTenbcTBOM PecniyOnuku Kazaxcran nopsiake
rOCYJJapCTBEHHYIO PETMCTPALMIO HACTOAILETO IPUKa3a B MUHUCTEPCTBE FOCTULIUN
PecniyOnuku Ka3zaxcraH.

4. JlemapTaMeHTy aJIMUHUCTPATUBHO-TIPaBOBOM padoThl (bucMunpaun @.b.)
o0ecrneuynTh B yCTAHOBJIEHHOM 3aKOHOATEILCTBOM MOPSIKE opUIinairHoe
OMmyOIMKOBAaHWE HACTOSIIIIETO MPUKa3a B CPEACTBAX MacCOBOM MHGOPMAIIMH TTOCIIE €T0
roCyapCTBEHHOMN PErucTpaluu.

5. KOHTpOIIb 32 HCIIOIHEHNEM HACTOSAILErO IIPUKa3a BO3JIOXKUTh Ha Buiie-
MUHHUCTpa 3apaBooxpaneHus Pecnyonuku Kazaxcran bupranosa E.A.

6. Hacrosmmit mpykas BBOJUTCS B IECTBUE MO UCTCUECHUU JECITH KaJIEHIAPHBIX
JTHEH TocTie AHS ero MepBoro o(QUIMaIbHOTO Oy OIMKOBAHUS.

Munuctp K. lockanuen
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Y TBepKIEHBI
npuka3oM MuHucTpa
3IPaBOOXPAHCHUS
Pecny6nuku Kazaxcran
ot 18 Hos16pst 2009 roga Ne 736

IIpaBuia npoBeeHNus IKCNEPTHU3bI JIEKAPCTBEHHBIX CPEICTB

Cuocka. Ilpasuna 6 pedaxyuu npuka3oé Munucmpa 30pasooxpanenus PK om
19.04.2019 Ne KP JICM-43 (86o0umcs 6 Oeticmsue no ucmedeHuu 0ecsamu
KaleHOAapHblX OHell nocie OHs €20 Nep8oco 0PUYUATbHO20 ONYOIUKOBAHUS), OM

21.03.2020 Ne KP JICM-19/2020 (8600umcs 6 oeticmaue co OHsL €20 Nep8oco
ouyuanrbHo2o onyoIUKOBAHUS).

I'1asa 1. O0mue moJI0KeHUSA

1. Hactosimue I[TpaBuna nmpoBeaeHUs SKCIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB
(manee — [IpaBuna) paspaboTanbl B COOTBETCTBUH cO cTaTheit 63 Konekca PecryOnmku
Kazaxcran ot 18 cents6pst 2009 roga «O 310poBbe HApOJIa U CUCTEME
3apaBooxpaHeHus» (nanee — Koaekc), cratbeit 14 3akona Pecriyonuku Ka3zaxcran ot
15 anpesns 2013 roga «O rocy1apCTBEHHBIX YCIyTrax» U ONMPEACIISIIOT HOPSIAOK
MPOBEJICHUS SKCIIEPTU3BI JIEKAPCTBEHHOTO CPECTRA.

2. DKCHepTu3a JICKAPCTBEHHBIX CPEJICTB B COOTBETCTBUU C IIYHKTOM 2 CTAaThu 63
Konekca mpoBoaUTCS TOCYJapCTBEHHOM SKCIIEPTHOM opraHu3aiiei B chepe
oOpallieHus! JICKAPCTBEHHBIX CPEACTB U MEIUIIMHCKUX M3ACIIHM (J1anee —
rocyJIapCTBEHHAs SKCIEPTHAS] OpTraHU3alis ), OCYIIECTBISIONIEH MPOU3BOACTBEHHO-
XO03SIUCTBEHHYIO JIEATEIBHOCTD B 00JIACTH 3/IpaBOOXPAHEHUS MO 00ECIICUEHHUIO
0e3omacHOCTH, 3P(HEKTUBHOCTH M Ka4eCTBA JIEKAPCTBEHHBIX CPEJICTB, HA OCHOBAHHUH
3aKJIFOYEHHOI0 C 3asBUTEJIEM JIOTOBOPA HA MPOBEAEHUE SKCIIEPTU3BI JIEKAPCTBEHHOIO
CpEACTBa.

Onutata CTOMMOCTH 3KCHEPTU3BI JIEKAPCTBEHHOT'O CPEICTBA OCYIIECTBIISIETCS B
COOTBETCTBHHM C MPEUCKYPAaHTOM, YTBEPKICHHBIM MPUKA30M MUHUCTpa
3npaBooxpaHenusa Pecnyonuku Kazaxcran ot 31 aBrycra 2017 roga Ne 671 « O6
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YCTaHOBJIEHHMH LIEH HA YCIIyTH, pealu3yeMble CyOBbEKTOM roCyAapCTBEHHON
MOHOIIOIMMWY (3apEerucTpUpoBaH B PeecTpe rocy1apcTBEHHON pEerucTpanuu
HOPMAaTHUBHBIX MPaBOBBIX akTOB PecryOnuku Kazaxcran 3a Ne 16002).

3. DkcnepTu3e noanexar npousseaeHHble B Pecnyonuke Kazaxcran, a Takxe
BBO3MMBbIE Ha €€ TEPPUTOPHUIO JIEKAPCTBEHHBIE CPE/ICTBA.

4. DkcnepTu3a He MPOBOJUTCA HA JIEKAPCTBEHHbBIE CPECTBA MO OJTHUM
TOPrOBBIM HAMMEHOBAHHEM, UMEIOIIMX PA3JIMYHbI KAUECTBEHHBIN COCTAB AKTUBHBIX
BEILIECTB. DKCIEPTU3a HA JIEKAPCTBEHHbBIE CPEACTBA, IPOU3BeACHHBIE B PecmyOnuke
Kazaxcran nist axcropTa mpoBOJIUTCS MO PELISHUI0 Mpou3BoauTeNel PecmyOnmku
Kazaxcras.

5. Jlo moiauu 3asiBI€HUS Ha SKCIEPTU3Y 3asBUTEIb IO COOCTBEHHON MHUIIMATUBE
NOJIy4aeT B TOCYJapCTBEHHOM 3KCIEPTHOM OpraHU3alMKi HayYHbIE U
IPEAPETUCTPALMOHHBIE KOHCYJIBTAIMKU HA JOTOBOPHOM OCHOBE MO BOIIPOCAM,
CBSA3aHHBIM C NMPOBEACHUEM SKCIIEPTHU3BI.

6. [Ins mpoBeneHns dKCIepTU3bl JEKAPCTBEHHBIX MPENApaTOB KPOBU U
KOMITOHEHTOB KPOBH I'OCY/IapCTBEHHAs SKCIIEPTHAsA OpraHu3alus IpHUBICKACT
CHEUATNCTOB U3 NPO(UIBHBIX OpraHU3alHi, OCYIIECTBIAIOMMX ACSITEIbHOCTD B
cdepe cirykObI KPOBH.

7. B HacTossmux [IpaBuiax uCnoap3yroTCs CIEAYIOMIME TEPMUHBI U OIIPEAECIEHUS:

1) GnoanamoTHYHBIN JIEKapCTBEHHBIN TTpenapar (OrnoaHaaor, OMOmoa00HBIH
JICKapCTBEHHBIN Mpenapat, OMOCHMEIISP) — OMOJIOTUYECKUH JIEKapCTBEHHBIN TIperapar,
KOTOPBIN COJIEPIKUT BEPCHIO JISHCTBYIOMIETO BEIIECTBA, 3apPETUCTPUPOBAHHOTO
OMOJIOTUYECKOTO OPUTHHATHHOTO JIEKAPCTBEHHOTO Mpernapara uin pepepeHTHOrO
JIEKApCTBEHHOTO Tpernapara 1 1o KOTOPoOMYy MPpOoAEMOHCTPUPOBAHO CXOJICTBO (TT0a00ue)
HA OCHOBE CPaBHUTEIHHBIX UCCIICIOBAHMN 110 TIOKA3aTEIsIM KaueCcTBa, OMOIOTHIECKON
AKTUBHOCTH, O€3011aCHOCTH 1 3(P(HEKTUBHOCTH;

2) 6MOJOCTYHOCTh — CKOPOCTh U CTEINEHb, C KOTOPOI aKTUBHOE BEIIECTBO
BCAChIBAETCS U3 JIEKAPCTBEHHOM (hOPMBI M CTAHOBUTCS JOCTYITHBIM B MECTE JIEHCTBUS;

3) GuosoruyecKuii IeKapCTBEHHbIN NTpenapar — JIEKapCTBEHHbIN MTpenapar,
JEeUCTBYIOIEE BELECTBO KOTOPOTO MPOU3BEICHO WU BBIIEICHO U3 ONOIOTNYECKOT0
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MCTOYHUKA U JIJIS OMMCAHUSI CBOMCTB U KOHTPOJISI KAUeCTBA KOTOPOTro HEOOXO0UMO
codeTaHue OMOJIOTMYECKUX U (DU3UKO-XMUMHUECKHUX METOJOB aHAIN3a C OIEHKOM
MPOU3BOACTBEHHOIO MPOIIECCA U METOJOB €r0 KOHTPOJIS;

4) GMOTEXHOJOTMYECKUH JIEKapCTBEHHBIN Mpenapar — JIeKapCTBEHHBIN Mpenapar,
POU3BEICHHBIN MTPU MOMOLTY OMOTEXHOJOTUYECKUX MPOLIECCOB U MPUMEHEHHUS
METOJIOB C UCIOJIb30BaHNUEM TEXHOJIOTUU PEKOMOMHAHTHOM J1€30KCUPUOOHYKIEMHOBOM
KHUCIIOTBI, KOHTPOJIUPYEMOM 3KCIPECCUH I'€HOB, KOAUPYIOLIUX BBIPAOOTKY
OMOJIOrMYECKH aKTUBHBIX OEJIKOB, THOPHUIOMHBIX TEXHOJIOTUI, MOHOKJIOHAJIbHBIX
AHTUTEN UK APYTUX OMOTEXHOJIOTMYECKUX MPOLIECCOB;

5) 6uodapmaneBTrueckas cuctema kinaccudukaiuu (naiee - BCK) — nayunas
cUCTeMa KJIacCU(UKALMU aKTUBHBIX BEIIECTB HA OCHOBE MX PACTBOPUMOCTH B Cpefax C
OIpeIeIeHHBIM TI0Ka3aTeIeM KUCIOTHOCTH/menoyHocTy (pH) u creneHn npoHuKaHus
Yyepe3 CTEHKY KUIICUYHUKA;

6) Ouonoruyeckasi JKBUBAJICHTHOCTh (OMOAKBUBAJIECHTHOCTh) — OTCYTCTBHUE
3HAYMMBIX PA3JIMUUN 110 CKOPOCTHU U CTENEHH, C KOTOPBIMU JEHCTBYIOIIEE BEILIECTBO
WJIM aKTUBHAS YaCTh MOJIEKYJIbI JICHCTBYIOIIETO BellecTBa (hapMaleBTUYECKUX
HKBHUBAJICHTOB WU (hapMaIleBTUYECKUX ATbTEPHATUB CTAHOBATCS IOCTYITHBIMU B MECTE
CBOETO JCHCTBUS MIPU BBEJCHUHU B OJIMHAKOBOW MOJISIPHOM JI03€ B CXOXKHUX YCIOBUSX B
UCCJIEIOBAHUHU C HAJUICKALUM JU3aHHOM;

7) OpUrMHANIBHBIN JEKAPCTBEHHBIN MpenapaT — JEKapCTBEHHBIN Mpenapar ¢
HOBBIM JICMCTBYIOLIUM BEIIECTBOM, KOTOPBIH ObLIT IEPBBIM 3apETUCTPUPOBAH U
pa3MelleH Ha MUPOBOM (papMalleBTUYECKOM PBIHKE Ha OCHOBAHUU JI0ChE, CONEPIKALLETO
pe3yAbTaThl MOJHBIX TOKIMHUYECKUX (HEKIMHUYECKUX) U KIIMHUYECKUX MCCIIEIOBAHUM,
HOJTBEPKIAOIINX €ro 0€30I1aCHOCTh, KAYECTBO U 3(PPEKTUBHOCTS;

8) mporenypa «OnoBeiiBepy» — Mpoleaypa, B COOTBETCTBUU C KOTOPOH
oTpesieNieHNe SKBUBATICHTHOCTH BOCIIPOU3BEICHHOTO JIEKAPCTBEHHOTO CPEICTBA
(reHepuKa) IPOBOJIUTCS HA OCHOBaHUU OMO(apMarieBTUIECKON CUCTEMbI
KJ1acCU(DUKAITMU U Pe3yJIbTaTOB CPABHUTEIBHBIX MCCIICIOBAHNI BHE OpraHn3ma (MH-
BUTPO) C UCIIOJIb30BAaHUEM UCTIBITaHUs «PacTBOopeHue) u MpuMeHseTcs JJIs TBEPIbIX
JIEKapCTBEHHBIX (hOpM HEMeATIEeHHOTO BhICBOOOXKIeHus (1 1 3 Kiacc mo
onodapmaneBTHUYECKON cCuCcTeMe KilacCu(UKaium);

9) rubpuaHbIi TEKApCTBEHHBIN Npenapar - JIEKapCTBEHHBIN ITpenapar, He
NOANAAAIOIINHN 101 ONPEIEICHUE BOCIIPOU3BEIEHHOI0 JIEKAPCTBEHHOIO IIperapara npu
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HEBO3MOXHOCTH MOATBEPKIEHUS €r0 OMO3KBUBAIIECHTHOCTHU C IIOMOUIBIO UCCIIEA0BAHUM
OMOJOCTYITHOCTH, a TAKXKE B CITydae, €CJIM B IAaHHOM TIpernapare MpOoU30ILIH H3MEHECHUS
JEHCTBYIOUIETO BELIECTBA (BEUIECTB), MOKa3aHUN K IPUMEHEHUI0, TO3UPOBKH,
JIEKapCTBEHHOM ()OPMBI WIIH ITyTH BBEJICHUS 110 CPABHEHHUIO C OPUTHHAIBHBIM
penapaTom;

10) romeonaTHYeCKHii JIeKaPCTBEHHBIH Mpenapar — JeKapCTBEHHBIH Mpenapar,
IPOU3BEACHHBIN 110 TOMEOTIATHIECKOW TEXHOJIOTHH C UCIIOTh30BaHUEM
TOMEOIATUYECKOTO CHIPbS B COOTBETCTBUU ¢ TpeOoBaHUAMH Papmakorneit PecriyOmuku
Kazaxcran u (nnn) EBpasuiickoro 5KOHOMHUYECKOTO COI03a WU B CITydae uX
OTCYTCTBUS B COOTBETCTBUU C TPEOOBAHUSAMH FOMEONATUYECKHUX (hapMaKoIei;

11) nexapcTBEHHOE CPEICTBO — CPEACTBO, IIPEACTABISAIONICE COOOH MITH
cojieprKalliee BEeIIeCTBO JIM00 KOMOMHAITUIO BEIIECTB, BCTYIAIOIIEE B KOHTAKT C
OpraHu3MOM YEJIOBEKA, MPeIHa3HAYECHHOE JJIs JIeUeHUs, MPO(UIaKTUKH 3a00JI€BaHUIM
YeJI0BEKa WM BOCCTAHOBJICHUS, KOPPEKIIMHU WJIH U3MEHEHUS €0 (PU3UO0JIOTHISCKUX
dbyHKkIMi mocpeacTBoM (hapMaKoJIOrH4ecKoro, UMMYHOJIOTHYECKOT0 JTN00
METa0O0IMYECKOT0 BO3ACHCTBHS, VIIH JIJIsI TUAarHOCTHUKH 3a00JICBAHUM M COCTOSTHHS
YeJI0BEKa;

12) 3akitoueHne o 6€30MacHOCTH, KauecTBe U 3 (HEKTUBHOCTH JIEKAPCTBEHHOTO
CpeACTBa — IOKYMEHT, COJIEpKALUNA PE3yIbTaThl SKCIEPTU3bI 3aIBJICHHOTO Ha
rOCyJIapCTBEHHYIO PETHCTPALNIO, IEPEPETUCTPALIUIO UIIM BHECEHUE U3MEHEHH B
PErUCTPALlMOHHOE JIOCKhE JIEKAPCTBEHHOT'O CPEJICTBA;

13) HepaunoHaabHas KOMOMHAIMS COCTaBa JICKAPCTBEHHBIX CPEJICTB — COCTAB
JIEKapCTBEHHOT'O CPEJICTBA, HE COOTBETCTBYIOIIMI MPEANOIaracMbIM
(papMaKoJIOrM4eCKUM CBOMCTBAM U JEHCTBUIO;

14) uHCTPYKIMS IO MEAUITMHCKOMY MPUMEHEHHUIO JICKAPCTBEHHOTO CPEICTBA
(JIMCTOK-BKJIAJIBII ) — JOKYMEHT, COACp KA HHPOPMAIUIO 1JIs TOTPEOUTENS U
COITPOBOXKIAFOIIMI JICKAPCTBEHHBIN Mpenapar B YIIaKOBKE;

15) HopMaTHBHBII JOKYMEHT 10 KAYECTBY JIEKAPCTBEHHOT'O CPEJCTBA —
JIOKYMEHT, YCTaHABIMBAIOIINIA TPEOOBAHUS K KOHTPOJIIO KaueCTBa JIEKAPCTBEHHOTO
CPEZICTBA B MOCTPETUCTPALMOHHBIN MTEPUOJT HA OCHOBAHHUH IPOBEAEHHON SKCIEPTU3BI
JIEKapCTBEHHOTO CPEJICTBA MPHU €r0 PETUCTPAIUU U COJEPKAIUN crielnuDUKAIUIO,
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ONMCAHNE AaHAUTUTUYECKUX METOJIUK U UCTIBITAHUN JIEKAPCTBEHHOTO CPEJICTBA WJIU
CCBUIKH Ha TaKHUE UCIIBITAHMS, & TAKKE COOTBETCTBYIOIIUE KPUTEPUU TTPUEMIIEMOCTH
JIUIS TIOKa3aTesie KauecTBa;

16) crannapTHbie 00pa3Ibl JEKAPCTBEHHBIX CYOCTaHIIMI U UX TPUMECE —
BELIECTBA CPABHEHUS, UCIIOJIb3YEMbIE ITPU MPOBEAEHUU IKCIIEPTU3BI HCIIBITYEMBIX
JIEKapCTBEHHBIX CPEJICTB;

17) npousBoauTENh JIEKAPCTBEHHBIX CPEJICTB — OPraHU3alvs, OCYIIECTBISIONIAs
NEeATEeNbHOCTD 10 MPOU3BOJICTBY JIGKAPCTBEHHBIX CPEACTB U UMEIOIIAs JTUIEH3UIO Ha
MIPOU3BOJICTBO JIEKAPCTBEHHBIX CPE/ICTB;

18) nexapcTBEHHOE PACTUTENBHOE ChIPhE — CBEIKHE WIIM BBICYILIEHHBIE PACTEHUS,
BOJIOPOCIIH, TPUOBI WM JIMIIAWHUKA JTUOO UX YACTH, 1IETbHbIC WU U3MEIbUYCHHBIE,
UCIIOJIb3YyEMbI€ ISl TPOU3BO/ICTBA JIEKAPCTBEHHBIX CPECTB;

19) ob1ast xapakTepUCTUKA JIEKAPCTBEHHOI'O CPEJICTBA - IOKYMEHT,
YTBEPKJIA€MbIN YITOJTHOMOYEHHBIM OPTaHOM IIPU FOCYJaPCTBEHHOM perucTpaiuu
JIEKapCTBEHHOTO CPEJICTBA, COACPKAIINI HHPOPMALIUIO JI1 MEUIUHCKUX PAOOTHUKOB
0 Oe3omacHoM U 3G HEeKTUBHOM MPUMEHEHHUH JIEKAPCTBEHHOTO Mpenapara;

20) nekapCcTBEHHBIN IIpenapaT ¢ XOpOIIO U3YUYEHHBIM MEIUIITHCKUM
IPUMEHEHUEM — JIEKAPCTBEHHBIN Mpenapar, AeMCTBYIOIIEE BEIIECTBO KOTOPOIO XOPOIIIO
U3yYEHO B X0J/I€ MEAUIIMHCKOTO MPUMEHEHUs, TIPU ATOM IPU3HAHBI er0 3(PPEeKTUBHOCTD
U puemiieMas CTeneHb 0€30MaCHOCTH, MOATBEPHKACHHbIE TOAPOOHBIMU
OonbnmorpaMYeCKUMHU CChUIKAMU Ha OIyOJIMKOBAaHHBIE JTAHHBIE O
HNOCTPETUCTPALUOHHBIX U (WJIN) SMHUIEMUOJIOTUYECKUX UCCIIEIOBAaHUAX, U MPOILLTIO HE
MmeHee 10 et ¢ JaThl IepBOro CUCTEMATUYECKOTO U JOKYMEHTUPOBAHHOTO TPUMEHEHUS
JEHCTBYIOLIETO BEIIECTBA (AEMCTBYIOMIMX BEIECTB) JAHHOTO JIEKAPCTBEHHOIO
npernapara;

21) nexkapcTBeHHbIE TTpenapaThl nepenoBoi Tepanuu (nanee — JINIIT) —
JIEKaPCTBEHHBIE MPEMAPATHI MEAULIMHCKOTO IMTPUMEHEHHS, SIBJISIOIINECS
JIEKapCTBEHHBIMHU MpeNapaTaMy F€HHOU TEPANUU, TEPAIUU COMATUYECKUMHU KIIETKAMH,
TKaHEWH)KEHEPHBIMU TperapaTaMy WK KOMOMHUPOBAHHbIE MTPENapaThl AJIs Mepe10BOn
Teparnuu;

22) UMMYHOJIOTHYECKHH JIEKAPCTBEHHBIN TIpernapat (MMMyHOOHOJIOTHYECKII
JIEKapCTBEHHBIH Mpernapar) — JIeKapCTBEHHBIN Npenapar, npeaHa3HauyeHHbIN 715
dbopMupOBaHUS AKTUBHOTO WJIM MACCUBHOTO UMMYHUTETA WIIA TUATHOCTUKU HATUYUS
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UMMYHUTETA, UJIA IMaTHOCTUKH (BBIPAOOTKH) cielU(UUECKOTO MPUOOPETEHHOTO
M3MEHEHUSI HMMYHOJIOTHYECKOTO0 OTBETA Ha aJNIEPTU3HPYIOIINE BEUIECTBA;

23) rutaH yrpaBieHHUs] pUCKaMU — MOAPOOHOE ONUCAHUE CUCTEMBI YITPABICHUS
pHUCKaMu;

24) nepuouYeCKii OOHOBIIIEMbBIN OTUYET MO O€30MACHOCTH — OTUET JeprKaTes
PETUCTPALMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO TMpernapara 3a OnpeaeaeHHbII
NEPHOJ] BpEMEHHU B TEUEHHE MOCTPETUCTPAIMOHHOTO MEPUO/Ia MPEAOCTABIISIEMbIHN 115
OIIEHKH COOTHONIEHUS «I10JIh3a — PUCK» JIEKAPCTBEHHOTO Mpernapara;

25) BOoCIpOM3BEACHHBIN JIEKapCTBEHHBIN NpenapaT (FTeHepUK) — J€KapCTBEHHbBIN
rpenapar, KOTOPbId UMEET TaKOM K€ KOJIUYECTBEHHBIN U KAYECTBEHHBIN COCTaB
JEHCTBYIOLIUX BEIIECTB U TY K€ JIEKAPCTBEHHYIO (POPMY, UTO U OPUTMHATIBHBIHI
JIEKapCTBEHHBII NpernapaT, 1 OMO3KBUBAIEHTHOCTh KOTOPOI'0 OPUTMHAIBHOMY
JIEKapCTBEHHOMY IIpernapary MOATBEPKIAETCS COOTBETCTBYIOIMMHU HCCIIEOBaHUSAMU
onogoctynHocT. Paznuunble coin, 3pupbl, U30MEPhL, CMECU U30MEPOB, KOMIUIEKCHI
VI TIPOU3BOJHBIE EHCTBYIOLIErO BEIIECTBA IPU3HAOTCS OJTHUM U TEM XK€
JEHCTBYIOUIUM BEUIECTBOM, €CJIM UX 0€30MacCHOCTh U 3(P(HEKTUBHOCTH CYLIECTBEHHO HE
oTiauyaroTcs. Pasnuunblie nekapcTBeHHbIE (POPMBI [Tl pUeMa BHYTPh C HEMEJIEHHBIM
BBICBOOO’KJICHHEM BEILECTB MPU3HAIOTCS B paMKax UCCIEI0BaHUI OMOIOCTYITHOCTH
OJIHOM U TOM XK€ JIEKapCTBEHHOU (pOpMOI;

26) ctpanbl peruoHa Mex1yHapoaHOU KOH(GEPEHIIUH 0 TapMOHU3AIUU
TEXHUYECKUX TPEOOBAHMI K PETUCTPAINH JIEKAPCTBEHHBIX MPEMapaToB s
meauiuHckoro npumenenus (ICH) (AitCulitu) — rocynapcTBa, peryisTOpHble OpraHbl
KOTOPBIX BXOSAT B COCTaB yupeauTtesne u noctosHubix wieHoB ICH (cTpanbl
EBpomneiickoro coro3a, Coenqunennbie LllItater Amepuku, Anonus, [lIBeitnapus,
Kanana) (nanee — ctpansl peruona ICH (AiCudii));

2'7) DKCHepTHBIN COBET rOCYIapCTBEHHOM 3KCIEPTHOM OpraHU3alMHy (Janee —
DKCIHEPTHBIN COBET) — KOJUIETUAIbHBIN OpraH, CO3/1aBa€MbIil B TOCYIapCTBEHHOM
AKCIEPTHOM OPraHU3alMy N0 PACCMOTPEHMIO CIIOPHBIX BOIIPOCOB B PE3YJIbTATAX
IKCIIEPTU3bl, OCHOBAHMI (IPUYMH) BbIAAYN OTPULIATEIBHBIX 3aKIOYEHUH O
0e30MmacHOCTH, KauecTBe U 3P(HEKTUBHOCTH JIEKAPCTBEHHOI'O CPEACTBA WU
MEIUIUHCKOIO U3/I€TUS U TPUHATHIO OKOHYATEIBHOTO PEILICHNUS;

28) opanHbIi (peKHil) TEKapCTBEHHBIN MpenapaT — JEKapCTBEHHbBIN Npenapar,
IpeIHAa3HAYCHHBIN IS TUarHOCTHKY, 3THONIATOT€HETUYECKOIO NN aTOT€HETUYECKOTO
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JedyeHus: oppaHHbIX (pEIKUX) 3a00JIeBaHUM, YACTOTA KOTOPBIX HE MPEBBIIIACT
oduImanbHO onpeneaeHHoro ypoBHs B Pecnyonuke Kazaxcran;

29) mpou3BOACTBEHHAS TUIONIA/IKA — TEPPUTOPHATBHO 000COOIEHHBIN KOMIUIEKC
MIPOU3BOJIUTENS JIEKAPCTBEHHBIX CPEJICTB, MEAUIIMHCKUX U3ICTUMN, TpeAHA3HAYCHHBIH
JUTS1 BBITIOJIHEHUST BCETO MPOIlecca MPOU3BOICTBA JIEKAPCTBEHHBIX CPECTB,
MEIUIMHCKUX U3JIEINI WK €ro ONpeIeJICHHBIX CTaIHi;

30) 3asBUTEINb — pa3padOTUUK, MPOU3BOUTEND, IEPKATENb PETUCTPALMOHHOTO
YAOCTOBEPEHUS WIIH UX JTIOBEPEHHOE JIULIO, YIIOJHOMOYEHHOE [T0AaBaTh 3asBIICHUE,
JIOKYMEHTBI U MaTEPHUAJIbI U BBITIOIHATE AEUCTBUS, PEyCMOTPEHHBIE I0BEPEHHOCTHIO
JIOBEPUTENISE HA TPOBEICHUE IKCIIEPTU3bI TPU PETUCTPALIUU, IEPEPETUCTPALIIH U
BHECEHHUH N3MEHEHUH B PETUCTPALMOHHOE JOChE JIEKAPCTBEHHBIX CPE/CTB;

31) pagunodapmaneBTHYECKU JEKapCTBEHHBIN MpemapaT — JeKapCTBEHHbIN
npenapar, coJiep Kaliuii B TOTOBOM JUIsl IPUMEHEHHSI COCTOSTHUU OJIMH MUJIN HECKOJIBKO
PAIMOHYKIUAOB (paliOAKTUBHBIX U30TOMOB) B KAUECTBE JEHCTBYIONIETO BEIIECTBA MU
B COCTaB€ JICMCTBYIOIETO BEUIECTBA;

32) pedepeHTHBI JIeKapCTBEHHBIN MTpenapar — JIeKapCTBEHHBIN MTpenapar,
KOTOPBIM UCTIOJIb3YETCsl B KAUECTBE IMperapaTa CpaBHEHUS U SIBJISICTCS ATAJIOHOM, T10
KOTOPOMY OMpPEAEISIOTCS (HOPMUPYIOTCS) CBOIMCTBA JIEKAPCTBEHHOIO MPETApara;

33) Hagyexariasi IpOU3BOJICTBEHHAs TPAKTUKA — COCTaBHAsI 4YaCTh CUCTEMBI
obecrieueHus1 KauecTBa, TapaHTUPYIOIIas TPOU3BOJICTBO U KOHTPOJIb KaueCcTBa
JIEKApCTBEHHBIX CPEJICTB MO CTaHIAPTaM B COOTBETCTBUHU C UX MPEIHAZHAYCHUEM U
TpeOOBaHUSIMHU PETUCTPALIMOHHOTO JI0CHE;

34) perucTpamoHHOE I0Che — KOMILUICKT JOKYMEHTOB U MaTepUAJIOB
YCTAHOBJIEHHOT'O COJIEp KaHus, IPEJICTABISIEMbIN K 3asBJICHUIO HA YKCIIEPTU3Y;

35) nepxatenb pErucTpalliOHHOTO YIOCTOBEPEHUS — IOPUANYECKOE JTUI0, Ha
YMsI KOTOPOTO BBIIAHO PETUCTPALIMOHHOE YIOCTOBEPEHHE HA JIEKAPCTBEHHBIN TPEIapar;

36) BHECEHUE U3MEHEHUM B PETUCTPALIMOHHOE JIOChE — U3MEHEHU S, BHOCUMBIE
3asIBUTEJIEM B PETUCTPAIIMOHHOE JOChE B T€UEHUE JACHCTBUS PETUCTPAIMOHHOTO
YAOCTOBEPEHMS, HE BIMSIONINE OTPULATEIBHO HA O€30MacHOCTb, KAUeCTBO U
3¢ (HEKTUBHOCTH JIGKAPCTBEHHOTO CPEJICTBA U TOIJICKAIINE IKCTIEPTU3E B COOTBETCTBUU
¢ Hacrositumu [IpaBunamu;
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37) dapmarneBTrudeckas cyoctanmus (akTuBHas (papMarieBTHUecKas CyOCTaHIINs)
— JIEKapCTBEHHOE CPEJICTBO, MIPEeIHA3HAYCHHOE JIsl IPOU3BOICTBA U U3TOTOBJICHHSI
JICKapCTBEHHBIX MIPENapaToB;

38) ucciienoBaHue HKBUBAJIEHTHOCTH — HCCIIEOBAaHUE, KOTOPOE ONPENEISET
SKBUBAJICHTHOCTb MEXK/y T€HEPUKOM U OPUTHHAIIBHBIM (pe(epeHTHBIM)
JIEKApPCTBEHHBIM CPEACTBOM IPHU UCIIOIB30BAHUU UCCIEIOBAHUN UH-BUBO (BHYTPHU
opranusMa) u (WiM) UH-BUTPO (BHE OpraHM3Ma).

39) nexapcTBEHHBIN paCTUTENBHBIN Npenapar — JI€KapCTBEHHBII Ipenapar,
coJiep Kallliii B KAUeCTBE aKTUBHBIX KOMIIOHEHTOB UCKIIIOUUTEIBHO JIEKAPCTBEHHOE
PACTUTENBHOE ChIpbE U (WJIM) IIpenaparsl Ha €ro OCHOBE;

40) no3upoBKa — KOJIMYECTBO (COJepKaHUE) ACHCTBYIOIIETO BEIIECTBA B €IUHUILIC
JICKapCTBEHHOU (POPMBI, a TAK)KE B €AMHUIIC MACCHI WJIH 00beMa JIEKapCTBEHHOTO
npenapara, 3HauuMoe JIJIsl TPaBUILHOW HISHTU(DHUKAITUN U IPUMCHCHUS
JIEKapCTBEHHOTO TIperapara.

I'naBa 2. Ilopsigok npeaocTaBjaeHUsI PErHCTPALIMOHHOTIO A0Che 1JIsl IPOBeIeHMSI
IKCIEPTHU3BI JIEKAPCTBEHHBIX CPEICTB

8. Iy npoBeAeHUS SKCIIEPTU3bI JIEKAPCTBEHHOI'O CPEACTBA U MOJTYyUEHHUS
rocyJapCcTBeHHOM yciuyTu «Briaya 3akimtoueHus o 6€30macHOCTH, KaueCTBE U
3¢ (PEeKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB U METULIMHCKUX U3AETU» (Janee —
rocyJapCTBEHHAs YCITyTa) 3assBUTENb yepe3 HHHOPMAITMOHHYIO CUCTEMY
rocyJapCTBEHHOM SKCIEPTHOM opranu3anuu (aanee — uHPopMalmoHHasi CUCTEMA) WU
HOpTaj «3JIEKTPOHHOIO MPABUTEIBCTBAY (Jlajee-MopTall) IPeIOCTaBISAET CIETYOIIUE
JOKYMEHTBI U MaTe€pualbl:

1) 3asiBIIeHHE Ha IPOBEACHUE IKCIIEPTU3BI JIEKAPCTBEHHOTO CPEICTBA (J1ajiee —
3asBJICHUE) B DJICKTPOHHOM BHJIE TIO JOPME COTIIACHO MPHIOKEHUIO | K HACTOSITUM
[IpaBunam;

2) perucTparmoHHOE TOChE B DJIIEKTPOHHOM BHUJE B hopMate
MEXIIITIaT(GOPMEHHOTO0 JIEKTPOHHOTO AokymeHTa (pdf dopmar):

nepeyeHb JOKYMEHTOB, MPEJOCTABISIEMbBIX JJIs1 SKCIIEPTU3bI TPOU3BOIUTEISIMU
Pecnybnuku Kazaxcran o ¢opme corfiacHO MPUIIOKEHUIO 2 K HacTosmuM [IpaBunam;
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MepPEeYCHb IOKYMEHTOB, MPe0CTaBIsieMbIX B (hopmaTe OOIIEro TeXHUIECKOTO
JOKYMEHTa, 1o (GopMe COrJIacHO MpUIIoKEeHHIO 3 K HacTtosAmuM [IpaBuiam;

3) cBeAeHUS, TOATBEPXKAAIOIINE OIJIATy 3asBUTEIEM Ha PACUCTHBIN cUeT
rOCyAapCTBEHHOM SKCIIEPTHOW OPraHU3alMU CYMMBI JIJIS IPOBEACHUS YKCIEPTUSBIL,

4) o0Opas31ibl I€KapCTBEHHBIX CPEJICTB, CTAHIAPTHHIE 00PA3I[bl XUMUYECKUX
BEIIECTB, CTAaHAAPTHBIE 00PA3Ibl OMOJIOTMYECKUX MPENapaToB, TECT-IITAMMBI
MUKPOOPTaHU3MOB, KYJIbTYPHI KJIETOK, B KOJIMYECTBAX, IOCTATOYHBIX ISl TPEXKPATHBIX
71a060paTOPHBIX UCTIBITAHUI C OCTATOYHBIM CPOKOM TOJJHOCTH HE MEHEE JIBEHAIIATH
MecsLEB (32 UCKIIOYEHUEM CIIy4aeB, HE TPEOYIOIMX MPOBEICHUS TaO0PaTOPHBIX
UCTIBITAHM ), @ TAKXKE CIEIU(UUECKUE PEAareHThI, PACXOHBIC MaTEPHAIIHI,
IpUMEHsIEMbIE MPY MTPOBEACHUH JTAOOPATOPHBIX UCIIBITAHUH JIEKAPCTBEHHBIX CPEJICTB
3asBUTEJIb MPEJIOCTABIIACT B TeUeHUE 5 (MSITH) pabodyuX THEW ¢ MOMEHTA Mo1auu
3asiBJICHUS HAPOYHO T0 aKTy mpuemMa-tiepeaaun B LleHTp oOcaykuBaHus 3asBUTENEH
rocyJIapCTBEHHOM dKCIIepTHOM opranu3anuu (naiee - [[03).

OO0pa3ibl JEKaPCTBEHHBIX CPEACTB, COJAEPKAIME HAPKOTUUECKUE CPEJICTBA,
IICUXOTPOIIHBIE BELIECTBA U IPEKYPCOPHI, a TAKKE TPEOYIOIINE OCOOBIX YCIOBUI
XpaHeHusl (TeMIIepaTypHBIN PEeKUM, BIAKHOCTD) MIPEIOCTABIISIOTCS 3asBUTEIEM T1O
aKTy IpHeMa-repeaud HEMOCPEACTBEHHO B UCTIBITATENBHYIO JIA0OPATOPHIO.

HGp@‘IGHB IMPpEeAOCTABIACMBIX MAaTCPUAJIOB PECTUCTPALITMOHHOI'O JOCHC B
3aBUCHUMOCTH OT BH/JA JICKAPCTBCHHOI'O CPCACTBA COOTBCTCTBYCT IIPUTOKCHHIO 4
HaCTOAILIINX HpaBI/IJ'I.

9. Ha skcniepTusy pa3iauyHbIX JIEKAPCTBEHHBIX (POPM OJHOTO U TOTO K
JIEKapCTBEHHOT'O IIpenapara 3asiBUTENb PEACTABISAET 3asBJICHUS U PETUCTPALMOHHBIE
JI0ChE Ha KaXIyI0 JIeKapcTBeHHYI0 (popmy. [Ipu ycrmoBun o1HOBpEMEHHOM Mo1auu Ha
AKCIIEPTHU3Y JIEKAPCTBEHHOT' O IpenapaTa B OJHON JIEKapCTBEHHOM opMe, C pa3IuuHON
JI03UPOBKOM, KOHIIEHTpaIMel, 00beMOM 3aIlOJTHEHHS 3aSBUTEIb MIPEACTABIISIET OTHO
3asiBJI€HUE U PErUCTPALIMOHHOE JI0ChE C MPUTIOKEHUEM MAKETOB YITaKOBOK M 3TUKETOK
Ha KaXIyI0 J03UPOBKY, KOHIEHTPAIMIO, 00BEM 3aTIOTHEHHS U KOJIHYECTBO /103 B
yIaKOBKe, a TAK)K€ HOPMATUBHOTO JIOKYMEHTA 0 KaYeCTBY B CIIy4ae paziuyus B
METOUKAX KOHTPOJIS.
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10. B ciryyae mpegocTaBieHUs BOCIIPOM3BEICHHOT0, OM0aHAIOTHYHOTO
JIEKapCTBEHHOTO TperapaTa 0TeYECTBEHHBIM IMPOU3BOAUTENIEM Ha IKCIIEpTU3y 0€3
JTAHHBIX UCCJIEOBAHUM SKBUBAJICHTHOCTH, B TOM YHCJIE€ HAXOISIIUXCS HA 3TAIle
AKCIIEPTHU3bI, 3aIBUTEIIb B PETUCTPALMOHHOM JIOCHE MPEIOCTABIISECT:

paspelnieHne Ha MPOBEJCHUE KIMHUYECKOTO UCCIIEeIOBaHUS U (MJIH) UCTIBITAaHUS
(dhapMaKkoJIOrMYeCKUX U JEKAPCTBEHHBIX CPEJICTB, BBIIAHHOE YIIOJTHOMOUYECHHBIM
OpraHoM;

KOIHUs yBeOMIICHUS (TpOU3BOIbHAsS (hopMa) O Hadase KIMHUIECKOTO
uccae0BaHus papMaKoJOTHUECKUX U JICKAPCTBEHHBIX CPEJICTB.

11. IIpu sxcnieptr3e opdaHHBIX JICKAPCTBEHHBIX MIPENapaToB 3asiBUTEIb
MPEAOCTABISET MPOrpaMMy UCCIEOBAHUM, PE3YyJIbTaThl KOTOPBIX OYAYT SBISITHCS
OCHOBAHHEM JIJIs TIEPEOIEHKH COOTHOIICHUSI «ITOJIb3a-PUCK», C COOJTIOICHHEM
IPUMEHEHHUS JICKAPCTBEHHOTO TIpenapaTa o CTpOruM HaOJII0IEHUEM Bpada U
HEMEIJICHHBIM IIPE0CTaBICHUEM KapT-COOOIIEHNN 0 HeXeIaTeIbHBIX PEaKITUsIX,
CEPBhE3HBIX HEXKEIATEIbHBIX PEAKIUIX U 00 OTCYTCTBUH (P (HEKTUBHOCTH
JIEKApPCTBEHHOTO TpernapaTa B COOTBETCTBUU C MOPSIAKOM YCTAaHOBJICHHBIM ITYHKTOM 3
crateu 85 Koxekca.

12. TlepeueHb OCHOBHBIX TPeOOBaHUI K OKa3aHUIO TOCYJAPCTBEHHOM YCIyTH,
BKJTFOYAIOIINKM XapaKTEPUCTUKH Mpoliecca, popMy, coiep:KaHue U pe3ysIbTaT OKa3aHus,
a TaK)Ke MHBIC CBEJICHUS C YI€TOM OCOOEHHOCTEH MPEeI0CTABICHUS TOCYIaPCTBEHHOM
ycayru npuBeieH B CTaHIapTe TOCYIapCTBEHHOM YCIIYTH COTJIACHO MPUIIOAKEHHIO 5 K
HacrosimuM [IpaBunam (manee — Crangapr).

13. IloaTBepxkaeHUEM NPUHSITHS TOKYMEHTOB Yepe3 HHPOPMALIMOHHYIO CUCTEMY
SBJISIETCS] OTOOpa)KEHUE B «JIMYHOM KaOMHETE» 3asBUTEINSI CTaTyca O MPUHATHH 3ampoca
JUIsL OKAa3aHUs TOCYJapCTBEHHOU yCIIyTH.

B ciyyasix mogauu 3asBUTEEM JOKYMEHTOB Yepe3 MOPTal B «JIMYHOM KaOMHETE
0TOOpaXkaeTcs CTaTyC O MPUHATUY 3aIlpoca JIJIsl OKa3aHUs TOCYIapCTBEHHOM YCIyTH C
yKa3aHUEM JaThl U MECTa MOJYUYEHUs Pe3ysibTaTa roCyJapCTBEHHOM YCIyTH.

CaeneHust 0 JOKYMEHTE, y0CTOBEPSIOLIEM JIMYHOCTh, O TOCYAapPCTBEHHOM
perucTtpaiuu (mepeperucTpainm) PUANIECKOro JUlla, CBUAECTEIHCTBA O
roCcyJapCTBEHHOW PETUCTPAIIMU 3asIBUTEINS B KAYECTBE UHANBUIYATEHOTO
npeAnpUHUMATENs, COACPKAIIUECS B TOCYIaPCTBEHHBIX HHPOPMAIIMOHHBIX CUCTEMaX,
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rOCyapCTBEHHAs 3KCIIEPTHASI OPraHU3alNs TOJIYYaeT U3 COOTBETCTBYIOIINX
rocyJapCTBEHHBIX MH(GOPMAIIMOHHBIX CUCTEM Yepe3 ILTI03 «JIEKTPOHHOTO
MIPABUTEIBCTBAY.

14. 3asBiIeHHE U TOKYMEHTHI, IPETyCMOTPEHHBIE MYHKTOM 8 HacTosuux [IpaBun
MOCPEICTBOM MH(GOPMAIIMOHHON CUCTEMBI MOCTYMar0T Ha o0padoTky B [1O3.

Ynomaomouennsiit padbotauk 1{O3 mocpencTBoM nHGOOPMAITMOHHON CUCTEMBI
pacrpenenser MOCTyNUBIINE 3asBJICHUS] OTBETCTBEHHOMY MCIIOJIHUTENIO. B ciydae
MOCTYTUICHUS 3asIBJICHUS MOCTIE OKOHYaHUS pabovyero BpEMEHH, B BHIXOIHBIE U
pa3IHUYHbBIC JHU COTJIACHO TPYJO0BOMY 3aKOoHOJaTenbCTBY PecnyOnuku Kazaxcran,
IPUEM 3asBJICHUS OCYIIECTBISECTCA CAEAYIOIHUM PadOUYUM JTHEM.

OtBercTBeHHbIN ncnoaHuTenb [{O3 nmocne mpueMa T0KyMEHTOB,
IPETyCMOTPEHHBIX IYHKTOM 8 HacTosAmux [IpaBui B TedeHUE 0JHOTO paboyvero HA:

1) ocyIecTBIsIET PETUCTPAITUIO 3asIBICHUS B MH(OPMAIIMIOHHON CUCTEME;

2) pasmemiaet nHGOPMAITIIO HA OPUITHATHFHOM CaliTe TOCYAapCTBEHHON
AKCIIEPTHOM OpPTaHU3aINU O MOJAHHBIX Ha KCIIEPTU3Y JIKAPCTBEHHBIX CPEACTBAX
(TOproBOo€ HAMMEHOBAHUE, MEXKTYHAPOTHOEC HETATCHTOBAHHOE HANMEHOBAHNE,
JeKapcTBeHHas (popma, 103UpOBKA, KOHIICHTPAIUsI, OpTraHU3alUS-IPOU3BOIUTENb,
CTpaHa);

3) mpoBepseT OCTATOYHBIN CPOK TOJHOCTH 00PA3OB JIEKAPCTBEHHBIX CPEJICTB,
CTaHAAPTHBIX 00Pa3l0B XUMHYECKHUX BEIECTB, CTAHAAPTHBIX 00pa3[0B OMOIOTHYECKUX
IpernapaTroB, TECT-IITAMMOB MUKPOOPTraHU3MOB, KYJIbTYp KJIETOK, CHEU(PUIECKIX
pEeareHToB, pacXOAHbIX MAaTEPUAIOB, HEOOXOIUMBIX JIJISl BOCIIPOM3BOIUMOCTH METOJIUK
1a00paTOPHBIX UCTIBITAHUI JIEKAPCTBEHHOI'O CPEJICTBA M BHOCUT JIaHHBIE B
UH(OPMAIIMOHHYIO CUCTEMY.

15. B cayuasix He cOOMIOAEHUS YCIOBUM, TIPETyCMOTPEHHBIX MYHKTOM 8
Hactosmux [IpaBun oTBeTCTBEHHBIN HcTIOaHUTENb 1[O3 HanmpaBisieT mocpeCTBOM
UH()OPMAIIMOHHOM CHCTEMBI B «JIMUHBIN KaOMHET» 3asgBUTENS yBEJOMIICHHE 00 OTKa3e B
npueMe 3asiBJICHUs], 3aBEPEHHOE JIEKTPOHHO-IIU(PPOBOI MOAMUCHIO YITOJTHOMOYEHHOTO
pabotauka 1103 no ¢opme cornacHo npuitoxkeHno 6 k HacTosuM [IpaBumam.

16. I'ocynapcTBeHHas SKCTIEpTHAs OpraHu3aliis 00ecreynBaeT BHECEHUE JAaHHBIX
0 CTaJINM OKa3aHUs TOCYIAPCTBEHHOM YCIyTH B MH(OOPMAIIMOHHYIO CUCTEMY
MOHHUTOPHHTIA OKa3aHUs TOCYIAPCTBEHHBIX YCIYT B COOTBETCTBHHM C [IpaBunamu
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BHECEHUS JAHHBIX B UH()DOPMAIIMOHHYIO CUCTEMY MOHUTOPUHTA OKa3aHUs
roCyJapCTBEHHBIX YCIIYT O CTAJMU OKa3aHUs rOCyJapCTBEHHON YCIYTH,
YTBEPKIACHHBIMU MPUKA30M U.0. MUHUCTpa TpaHCIIOPTa U KOMMYyHUKalui Pecriyomuku
Kazaxcran ot 14 urons 2013 roga Ne 452 (3apeructpupoBan B Peectpe
rOoCyJIapCTBEHHOM perucTpaliii HOPMAaTUBHBIX MPABOBBIX akTOB 3a No8555).

I'naBa 3. Ilopsaaok npoBeaeHNs IKCIEPTU3HI JIEKAPCTBEHHBIX CPEACTB
IHaparpad¢ 1. ITanbl npoBeAeHHs IKCIEPTU3HI JIEKAPCTBEHHbBIX CPEACTB

17. Dxcneprr3a JIeKapCTBEHHOTO CPEACTBA COCTOUT U3 CIAEAYOUIUX 3TAIOB!
1) HauanpHas 3KcHiepTH3a (BaIUAALUs PErUCTPALMOHHOTO JOChE);

2) cnenuaiu3upoBaHHAasl IKCIEPTH3a;

3) nabopaTopHbIC UCTIBITAHUS.

18. DxcnepTr3a TPOBOAUTCS C UCIOJIB30BAHUEM AJIEKTPOHHOM MPOrpaMMBbl
roCyJIapCTBEHHOM SKCIIEPTHON OpraHu3allii, UHTETPUPOBAHHOMN C €TMHON Oa3oi
naHHbIX «CucTeMa yrpaBlieHHs JISKAPCTBEHHOTO o0ecnieueHus» EnunHoi
UH(OPMAIIMOHHON CUCTEMBI 3IpaBOOXPAHEHUSI.

3asiBUTENb MOJTy4YaeT HHGOPMAIIUIO O TIOPSAKE U CTaTyCce OKa3aHUs
rOCYJITapCTBEHHOM YCIIYTH B PEXKUME yIAICHHOTO TOCTYIIA TOCPEACTBOM <JIMYHOTO
KaOnHeTa» HHPOPMAIIMOHHON CUCTEMBbI TOCYapCTBEHHOM SKCTIIEPTHON OpraHU3allii, a
TaKX€ €IMHOT0 KOHTAKT-IIEHTPA 110 BOMPOCaM OKa3aHUs rOCYJapCTBEHHBIX YCIYT.

19. B ciyuae c604 B paboTe HHPOPMAIITMOHHOM CUCTEMBI WIIH MOPTaJla 3asiBUTEND
HE3aMEeJIUTENBHO YBEJOMIIAET CIYKO0y TEXHUYECKOHN MOIIEPIKKHU TOCY IapCTBEHHON
AKCIIEPTHOM OpraHM3alliy WIK oepaTopa HHPOPMAIMOHHO-KOMMYHUKAIIMOHHON
UH(PACTPYKTYPBI «IJIEKTPOHHOTO IPABUTEIHCTBAY IMOCPEACTBOM HAIIPABIEHUS 3arpoca
10 3JIEKTPOHHOM MTOYTE € YKA3aHHUEM HOMEpPA 3asBKU U IPUIJIOKEHUEM MOIIArOBBIX
CKPUHIIIOTOB C MOMEHTA aBTOPU3AIIMH 10 MOMEHTAa BO3SHUKHOBEHHUSI OIITMOKH C
yKa3aHUEM TOYHOI'O BPEMEHU OLIMOKHU.

IHaparpadg 2. Ilopsiiok npoBeeHUs HAYAJIBHOM IKCIEPTU3bI (BaTHIALUHA
PErMCTPALHOHHOIO J0Che) JIEKAPCTBEHHOI'0 CPEACTBA



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 10.07.2020

. aKTiJIep/IiH STaOHAB! OaKpIIay OaHKI Caxray KyHi 28.08.2020

o ik G N [ ;;snogﬂmﬁ KIgHTpoanmﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 10.07.2020
myOnuky KasaxcraH B 2JIeKTPOHHOM BHJIE TlaTa ckaunBanus 28.08.2020

20. ITocne perucTpanuu 3asiBJICHUS SKCIEPTOM HNPOBOJIUTCS Ha4YAJIbHAS
AKCIIepTHU3a (BalUAAIUs PETUCTPAIIMIOHHOTO JJOChE) JIEKAPCTBEHHOI'O CPEICTBA B CPOKH,
IPEyCMOTPEHHBIE TJIaBOM 6 HacTtoAmmx [IpaBuir.

21. Ilpu HauanbHOM SKCHEPTU3E (BAIUIALIMK PETUCTPALIMOHHOTO JIOCHE)
JIEKAPCTBEHHOTO CPEACTBA MPOBOJUTCS OLIEHKA MOJHOTHI, KOMILUIEKTHOCTH U
IpaBUIBLHOCTU 0(OPMIIEHUS TOKYMEHTOB, PEICTABICHHBIX 3asIBUTEIIEM B
PETUCTPALIMOHHOM JIOChE B OTHOIICHUH J0Ka3aTeIbCTB O€30MMacHOCTH, Ka4ecTBa U
3¢ (PEeKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA.

22.B ClIy4dac HAJIMYIHA 3aMEUYaHuM K HJOKYMCHTAM PCrUCTPAlIMOHHOI'O I0CHE
3asABUTCIIIO YCPC3 I/IH(l)OpMaI_II/IOHHy}O CUCTCMY WJIM MOPTAJ HAIPABJIACTCA ITMCbMO,
3aBCPCHHOC BHCKTpOHHO-HH(i)pOBOfI IMOAIMNUCBHIO, C YKA3aHUCM BBISABJICHHBIX 3aMeYaHMui
151 H€O6XOI[I/IMOCTI/I HUX YyCTpaHCHUA B ITIOJITHOM o0BeMe B CpOK, HEC HpCBBII]_IaIOHII/Iﬁ
MCCThACCAT KAJICHAAPHBIX I[Heﬁ.

23. IIpu He ycTpaHEHUH 3aMEYaHUil TOCYIapCTBEHHAs SKCIEPTHAs OpraHu3alus
HaIpaBJIsIeT 3asBUTEIIO YBEIOMIICHHE (B MPOU3BOILHOM PopME) O MpeKpaIieHuu
JKCIEPTU3BI JIEKAPCTBEHHOTO CPEACTBA.

24. 1o pe3yapTaTaM Ha4aJIbHOM 3KCIEPTHU3bI (BAIUJALUU PETUCTPALUOHHOTO
JIOCHE) JIEKAPCTBEHHOI'O CPEACTBA C YUETOM BBICTABJIICHHBIX 3aMEUaHUI COCTABJISETCS
OTYET HAYaAJIbHOU SKCIEPTHU3bI (BaUJAUA PETUCTPALMOHHOIO JIOChE) JIEKAPCTBEHHOTO
CpEJICTBA COTIAaCHO MPUJIOKEHUIO 7 K HACTOSIUM [IpaBriiam Wi OTYET Ha4aIbHOMU
AKCHEPTU3bI (BaTUIAIMN PETUCTPAIMOHHOTO JOChE) M3MEHEHU, BHOCUMBIX B
PETUCTPALIMOHHOE JTOChE JIEKAPCTBEHHOT'O CPEACTBA COTJIACHO MPUIIOKEHUIO 8 K
HactosiuM [IpaBunam.

IMaparpa¢ 3. Ilopsaok npoBeaeHus CeNMAJIN3UPOBAHHON IKCIIEPTU3BI
JIEKAPCTBEHHBIX CPEACTB

25. IlonoXuTenbHBIN pe3ynbTaT HAYAIbHOM 3KCIIEPTU3bI (BAIUIALINT
PETUCTPALIMOHHOTO 10CHE) JIEKAPCTBEHHOTO CPEJICTBA SBIIAETCS OCHOBAHUEM LIS
MPOBEICHUS CHENUATTM3UPOBAHHON SKCIIEPTHU3BI JIEKAPCTBEHHOTO CPEJICTBA B CPOKHU,
peAyCMOTpPEHHbIE I1aBoil 6 HacTosiux [IpaBu.

26. Cneunanu3upoBaHHas SKCIEPTU3A JIEKAPCTBEHHOI'O CPEJICTBA BKIIFOYAET
OIIEHKY 0€30MacHOCTH, KauecTBa U Y(PHEKTUBHOCTU U COOTHOIICHUS MOJIh3a-PUCK
JIEKAPCTBEHHOTO CPEJICTBA HA OCHOBAHUY aHAJIM3a U SKCIIEPTU3BI JAHHBIX B
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JOKYMEHTaX PEruCTPallMOHHOrO I0ChE, B TOM YHUCJE PE3YyJIbTaTOB JIA00PATOPHBIX
UCTIBITaHUI 00pa3lioB JIEKapCTBEHHOTO CPEACTBA, a TAKXKE OLEHKY pallMOHAIbHOCTH
KOMOMHAIMU ACHCTBYIOIINX BEIIECTB B COCTABE JIEKAPCTBEHHOT'O CPE/ICTBA B
cooTBeTcTBUH ¢ [lepeunemM HepalmoHaIbHBIX KOMOUHAILIMHN JIEKAPCTBEHHBIX CPEICTB
COrJIacHO MpUJIOkKeHuto 9 Kk HacTosmuM [IpaBuiam.

27. Cnenpanu3upoBaHHas SKCIIEPTH3a JICKAPCTBEHHOTO CPEICTBA
OCYIIECTBIISETCS TPYIIION SKCTIIEPTOB TOCYAapPCTBEHHOM SKCTIEPTHON OPraHU3aIluN C
npuBJIeUYeHUEM (ITPU HEOOXOJUMOCTH ) BHEIITATHBIX MPOPUIBHBIX IKCIIEPTOB.

28. 1o pe3ynpTaTaM U3y4eHHs JOKYMEHTOB PETHCTPAIMOHHOTO JI0ChE Ha dTare
CIEIUATM3UPOBAHHON IKCTICPTHU3BI 3asIBUTEITIO HAIIPABIISICTCS] CBOIHBIHN 3a1poc (B
IPOU3BOJIBHOM (hopMe) 1o 6€30MacHOCTH, KauecTBY U 3(PPEKTUBHOCTH JIEKAPCTBEHHOTO
CpeJCTBa.

CBOJHBIH 3amTpOC, 3aBEPEHHBIN TOCPECTBOM JIEKTPOHHO-IIMPPOBOM OANMUCH
HaIpaBJIgeTCs Yepe3 UHYOPMALIMOHHYIO CUCTEMY 3asIBUTEIIIO B «JIMUHBIA KAOUMHETY.

29. 3agBuUTEND B TEYEHNE MIECTUIECATH KaJEHAAPHBIX JHEW HAIIPABIISIET B
IOJTHOM 00BbeMe OTBET U HEOOXOAUMbIE MaTepHallbl Ha 3alIPOC TOCY1apCTBEHHON
JKCIIEpTHOU OpraHU3aluu.

B ciydae BOBHUKHOBEHUS JOMOJIHUTEIIBHBIX BOITPOCOB, KACAIOIIUXCS CBEICHUMH,
MIPECTABIEHHBIX 3asBUTEJIEM B OTBETE HA MPEAIECCTBYIOIINI 3aIPOC, 3asIBUTENb B
TEUCHUE TPULIATH KAJICHAAPHBIX THEH C MOMEHTA MOJYy4YEHHUS 3a1poca HarpaBJIsIeT
OTBET U HEOOXOIMMbIE MaTepUaJIbl Ha JOTOJHUTEIbHBIN 3aIIPOC FOCY1apCTBEHHOM
AKCIIEPTHOM OpraHu3alllH.

30. ITpu He nmpeaoCcTaBIEHNH 3asIBUTEIEM OTBETOB Ha 3aIpOC IOCY1apCTBEHHON
AKCIEPTHOM OpPraHU3alluy B YCTAHOBIIEHHBIN CPOK COTJIACHO IYHKTY 29 HAaCTOSIIUX
[IpaBui, a Takke NPeAOCTaBIEHUH HEMTOJIHOIO OTBETA M HEOOXOIMMBIX MATEPUAJIOB
COCTaBJISICTCS] OTPULATEIIBHBIN CBOIHBIA OTUET DKCIIEPTOB 110 OLIEHKE JIEKAPCTBEHHOTO
npenapara ¥ MaTepualbl HAPaBIsAIOTCS B DKCIIEPTHBIA COBET JUIS IPUHATHS PEIICHUS
00 OTKa3e U MpeKpalleHuH SKCIEPTU3bI IEKAPCTBEHHOI'O CPEJICTBA.

DKCIEpPTHBIN COBET PaCCMaTPUBAET NOCTYNHUBIINE MAaTEPUAIIbl €XKEMECIYHO U
pe3yJIbTaThl PEUICHUS HAMPABIISIOTCA 3aABUTEIIIO B TEUCHUE JECITH KAICHIAPHBIX JHEH.

31. Ilo pe3ynbpTaram CrieliuaaIn3upOBAHHON IKCIIEPTU3HI COCTaBIAETCS CBOIHBIN
OTYET IKCIIEPTOB MO OLEHKE JIEKaPCTBEHHOI'O ITpenapara 1o popMe COrjacHo
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npuinoxennto 10 k HacrosmuM [IpaBunam u CBOIHBINA OTYET HKCIIEPTOB 10 OLIEHKE
JIEKapCTBEHHOT'O IIpenapara Ipu U3MEHEHUAX, BHOCUMBIX B PETHCTPALIMOHHOE JJOChE
corylacHo npuiokeHuto 11 k Hacrosmum [IpaBunam. B oTyeTe skcnepToB MO OLEHKE
JIEKapCTBEHHOTO Mpernapara OTpakaroTcsl BCe acCMeKThl 0€30MacHOCTH, KaueCcTBa U

3¢ (PEeKTUBHOCTH JIEKAPCTBEHHOTO Mpernapara.

IHaparpa¢ 4. Ilopsaok npoBeaeHust 1a00PATOPHBIX HCIBITAHNH JIEKAPCTBEHHbIX
CpeaAcTB

32. B city4yae noJIO)KUTEIbHOI0 OTYETA CIIEHHATIU3UPOBAHHON SKCIEPTU3bI
MPOBOJISITCS TaOOPATOPHBIE UCTIBITAHUS JIEKAPCTBEHHOTO CPEACTBA B CPOKH,
peayCMOTpPEHHbIE I1aBoi 6 HacTosiux [IpaBu.

33. JIabopaTopHbi€ UCTIBITAHUS JIEKAPCTBEHHOTO CPECTBA OCYIIECTBISIOTCS B
UCIIBITATEILHBIX JIA0OPATOPUSIX TOCYIAPCTBEHHOM IKCIIEPTHON OPraHU3aIlMH B TEIAX
MOATBEPKACHUSI COOTBETCTBUS MTOKa3aTeael 0€30MacHOCTU U Ka4eCTBa JIEKAPCTBEHHOTO
CpeJCTBA U BKJIIOYAIOT:

1) ucniprTanue 0Opas3IOB JEKAPCTBEHHOTO CPEJICTBA;
2) onpeesieHrne BOCIIPOM3BOAMMOCTH METOIMK aHaJH3a.

HcnpiTanue 00pa3ioB JEKapCTBEHHBIX CPEJICTB C UCIOIb30BaHUEM KOMILJIEKCA
(U3UKO-XUMUYECKUX, OMOJIOTHYECKUX HCCIIEIOBAHUI HAIIPABJICHO HA ONpE/IEICHHE
KOJIMYECTBEHHOT'O0 U KaU€CTBEHHOT'O COAEPKaHUs JEHCTBYIOIIUX U BCIIOMOIaTeIbHBIX
BEIIECTB, IPUMECEH, a TAK)KE CTENEHU OMOJIOTHYECKON O€30MacHOCTH
(MHKpOOHOJIOrMY€ECKasi YUCTOTA, TOKCUYHOCTh, TUPOTrE€HHOCTD ).

OHpeI[CJ'ICHI/IC BOCIIPOU3BOJUMOCTH MCTOANK aHaJIM3a 110 KOHTPOJKO Ka4yeCTBa
JCKAPCTBCHHOI'O CPCACTBA OCYIICCTBILACTCA B HCIIAX ITIOATBCPIKACHUA NX COOTBCTCTBHA,
npeayCMOTPCHHBIX HOPMATUBHBIM JOKYMCHTOM I10 KAYCCTBY.

34. JJabopaTtopHbie UCTILITAHUS HE MPOBOASATCS MPHU:
1) nepeperucTpalliu JIEKapCTBEHHOT'O CPEACTBA;

2) BKcHepTr3e JIEKApCTBEHHOTO CPEACTBA, MPOU3BEICHHOIO B CTpaHaX PEruoHa
ICH (AitCuditu), B Pecnybnuke Kazaxcran B coorBerctBun ¢ GMP PK u numeromero
perucTpanuoHHoe 1ocke B hopmare OOIIEro TEXHUIECKOTO TOKYMEHTA;

3) sKcnepTu3e JeKapCTBEHHBIX CPEJICTB, NpeKBaIM(ULIMPOBAHHBIX BeceMupHoi
OpraHH3alKEeN 30paABOOXPAHEHHUS;
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4) yCKOPEHHOM 3KCIEPTU3E JICKAPCTBEHHBIX CPEACTB.

35. B ciayuae BbISBIEHUS 3aMEYaHUN MIPU POBEICHNUN 1a00PaTOPHBIX
UCTIBITAaHUH 3asBUTEINIO Yepe3 HHPOPMAIIMOHHYIO CUCTEMY B «JIMUYHBIM KaOUHET»
HaIpPaBJISIETCs] MUChMO C YKa3aHUEM BBISIBICHHBIX 3aMEUYaHUN U HEOOXOAMMOCTU UX
yCTpaHEHHsI B IOJTHOM 00BbEME B CPOK, HE MTPEBBILIAIOIINIA JEBIHOCTA KaJICHAaPHBIX
JTHEMH.

36. [Ipu He peaoCTaBICHNUHN 3asBUTEIEM OTBETOB BHICTABICHHBIE B TUCHME
roCyapCTBEHHOM SKCIEPTHOW OPraHU3alMKU 3aMEUYaHNS B YCTAHOBJIEHHBIN CPOK
COTJIaCHO MYHKTY 35 HacTosmux [IpaBui 1 oTpULIATENbHBIX PE3YIbTATAX
71a00paTOPHBIX UCTIBITAHUN MaTEpHUasIbl HAMPABIISIIOTCS B DKCIIEPTHBIN COBET IS
NPUHATHUS PEIIeHUs 00 0TKa3e U MPEKPaIEHNN YKCIIEPTU3HI JICKAPCTBEHHOTO CPEJICTBA.

37. Ilo pe3ynbTaTaM J1a00PaTOPHBIX UCTIBITAHUM JIEKAPCTBEHHOTO CPE/ICTBA
UCIIBITATENLHOM JIa00paTOpHel cOCTaBIsAETCS MPOTOKOJ UCTIBITAHUMN IO hopMe
COTJIACHO IpuiokeHuto 12 k HacrosmuMm [IpaBunam.

38. B ciayuasx HEBO3MOKHOCTH MPOBEACHHUS JIAOOPATOPHBIX UCIIBITAHUN
00pa31oB JIEKAPCTBEHHBIX CPEACTB B UCIIBITATEIbHOMN J1a0OpAaTOPUU IOCYJapCTBEHHOM
AKCIIEPTHOM OpraHu3alyy, B TOM YHCIIE PU UX OTHECEHUH K KaTeropuu opQpaHHbIX,
HAPKOTHUYECKUX, ICUXOTPOTHBIX WIIH MPEAHA3HAYCHHBIX IS JICYCHUS
BBICOKO3aTPATHBIX HO30JIOTUN BCIEJCTBUE UX BBICOKOW CTOMMOCTH, HEBO3MOKHOCTH
COOJIOICHNS YCIIOBUI TPAHCHOPTHUPOBKU YKa3aHHBIX 00Pa3I[0B Ha TEPPUTOPHUIO
Pecny6nuku Kazaxcran u (Win) uX XpaHEHUH, OTCYTCTBUU CHEIUATIBLHOTO
000py/IOBaHUS M PACXOIHBIX MaTEPHAIIOB B SKCTIIEPTHOW OpraHU3aIlMH U B CIydasx,
€CJI HOPMATUBHBIMU JIOKYMEHTAMH 10 Ka4eCTBY MPOAYKIIUU YCTAHOBIICHBI
UCIIBITAHMSI, CBSI3aHHBIE C OOJBIIMMHU 3aTPATaAMH CPEICTB MIPOU3BOAUTEI,
JIOPOTOBU3HOM 00pa3iioB, ¢ 00pa3iiamMu, TpeOYIOMUMHI 0COOBIX YCIOBUN
TPAHCHIOPTUPOBKH, CHEIUPUIECKOTO 000PYI0OBAHUS U BCIIOMOTATEIbHBIX CPE/ICTB
1a00paTOpHBIE UCTIBITAHUS TPOBOASTCS B IPUCYTCTBUU MPEACTABUTENCH SKCTIEPTHOU
OpraHu3alliy B TAOOPATOPUU KOHTPOJIS KaueCTBA MPOU3BOIUTEINSI WM B KOHTPAKTHOMN
1ab0opaTopuu, UCIIOJIb3YEMON TPOU3BOAUTEIIEM.

[To pe3ynpTaTam 1a00paTOPHBIX UCHBITAHUM cocTaBisieTcss OTYET 0 pe3ysibTaTax
IPOBEICHUS TAOOPATOPHOTO UCIIBITAHUS B JIA0OPATOPUHU KOHTPOJISI KAaYeCTBa
MIPOU3BOUTENS WM B KOHTPAKTHOM TaO0OpaTOpUH, UCTIOJIb3YyEeMON MTPOU3BOAUTEIIEM
corjacHo npuioxeHuto 13 k HactosmuMm [IpaBunam.
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I'naBa 4. Ilopsaaok ¢popMupoBaHus pe3yabTAaTOB IPOBEICHHON IKCIEPTU3bI
JIEKAPCTBEHHBIX CPEACTB

39. Ilo oxkoHYaHUM SKCNEPTHU3bI (HaYaIbHOW SKCIEPTU3bI (BaTUAALMH
PETUCTPALIMOHHOTO JTOCHE), CIIEIUATIN3NPOBAHHOM SKCTIEPTU3bI U 1a00PaTOPHBIX
UCIIBITAHUI ) 3asIBUTEb B TEUCHHUE TPUALIATH KAJICHIAPHBIX JHEH, HE BXOASIIMX B CPOK
MIPOBEICHHSI SKCIIEPTU3bI COTIACOBBIBAET C TOCYAAPCTBEHHOM SKCIIEPTHOMN
opraHu3zainuei oomue (aAMUHUCTPATUBHBIC) CBEJICHUS O JIGKAPCTBEHHOM IIpenapare,
UTOTOBBIE TOKYMEHTHI (HOPMATUBHBIN JTOKYMEHT 110 Ka4€CTBY, HHCTPYKIIHIO TI0
MEIUIUHCKOMY MPUMEHEHHUIO 1 MAaKETOB MapKUPOBKU YIIAKOBKH, 3TUKETOK, CTUKEPOB C
MapKUPOBKOH), B TOM YHCJI€ KOPPEKTHOCTh 3aHECEHHBIX JAHHBIX U TIPH BBISABICHUU
HECOOTBETCTBHSI OOHOBJICHUS] HTOTOBBIX JJOKYMEHTOB.

CornacoBaHune OCyIIECTBIAETCS B JJIEKTPOHHOM BUJE IO UHAUBUIYAIbHOMY
MapoJIio Yepe3 JIMYHBIN KAaOMHET WK MyTeM MPEIOCTABJICHUS JINCTA COTJIaCOBaHUSI.

B cnydae oTCyTCTBHSI COTJIacOBaHMS 3asBUTENIEM IO UCTEUEHUN TPHUALIATH
KaJICHJAPHBIX JIHECH C JaThl OKOHYAHHSI SKCTIEPTH3BI CBEICHHUIA O JICKAPCTBEHHOM
CPEIICTBE, 3aKII0YEHUE O 0€30MaCHOCTH, KaueCcTBE U 3(PPEKTUBHOCTH JEKAPCTBEHHOTO
cpencTBa popMupyeTcst 6e3 ero CoriiacoBaHusl.

40. ITo pe3ynpTaram NpOBEIEHHON 3KCIIEPTU3BI JIEKAPCTBEHHOI'O CPEICTBA
rocyJapCcTBeHHas SKCIIEPTHAsI OPraHU3alLMsl COCTABIISIET 3aKII0OUEHNE O 0€30M1aCHOCTH,
KauecTBe U 3((HEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA, 3aBJICHHOTO HA DKCIIEPTURY
corjacHo npuioxeHuto 14 k HactosiiuMm [IpaBunam u 3akinrodeHre o 6e30MacHOCTH,
kadecTBe 1 A (HEKTUBHOCTH JICKAPCTBEHHOTO CPECTBA 3asBJICHHOTO HA DKCIIEPTU3Y
WU3MEHEHU, BHOCUMBIX B PETUCTPALIMOHHOE JOChE COTIIACHO MPUIIOKEHUIO 15 K
HactosiuM [IpaBuiam.

PesynbTaT rocy1apcTBEHHON yCIIYTH HAMPABIISICTCS 3asBUTEIIO B «JTMYHBIN
KaOuHeT» uepe3 MH(POPMAIMOHHYIO CHCTEMY WJIM MOPTal B OopMe AIEKTPOHHOTO
JIOKYMEHTA, YI0OCTOBEPEHHOTO AJIEKTPOHHOH 1T poBoit moanuckio (nanee — J1IIT)
YIOJTHOMOYEHHOTO JIUIIa TOCYIaPCTBEHHOM SKCIIEPTHON OpTaHU3AIIHH.

40-1. IIpu opranuzanuu U NpPOBEICHUH CAHUTAPHO-MPOTUBOIMUIEMUYECKUX U
CaHUTAPHO-TTPOPUIAKTUUCCKUX MEPOTIPUSITHUI U CBSI3aHHBIX C HUMU OTPAaHUYHUTEIIHBHBIX
MEPOIPUATUIA, B TOM YUCJIE KAPaHTHH, SKCIIEPTHHIE pabOTHI 3aBepIIatoTCs 03
IIPOBEJICHUS OIIEHKH YCJIOBHI MPOU3BOJICTBA U 1a0OPATOPHBIX UCTIBITAHUI B
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1a00paTOpUu KOHTPOJISI KaueCTBa MPOU3BOJUTENS UIU B KOHTPAKTHOM 1abopaTopud,
UCIIOJIb3YEMOU MPOU3BOAUTEIEM.

Cunocka. Ilpasuna oononnenwvt nynkmom 40-1 6 coomeemcmeuu ¢ npuKazom
Munucmpa 30pasooxpanenuss PK om 10.07.2020 Ne KP JICM-81/2020 (8600umcs 6
Oeticmaue co OHsl €20 Nep8oco OQPUYUANTLHO20 ONYOIUKOBAHUS).

41. I'ocynapcTBeHHas SIKCIIEPTHAS OPTaHU3aLNs] HAIPABJISAET B DJIEKTPOHHOM
BUJIE C JIEKTPOHHO-IIU(PPOBOIl MOANHUCHIO PyKOBOAUTENS (WM YIIOTHOMOYEHHOTO
JMIIa) U OTBETCTBEHHBIX JIUII, TPOBOAMBIINX SKCIEPTU3Y, B FTOCYJapPCTBEHHBIA OpraH:

3aKJTII0OUCHHE O 0€30MacHOCTH, KauecTBE U Y(PHEKTUBHOCTU JIEKAPCTBEHHOT'O
CpeICTBa;

0OIIyI0 XapaKTEePUCTUKY JIEKAPCTBEHHOTO CPEACTBA, MHCTPYKIIUIO 1O
MEIUITMHCKOMY MPUMEHEHHIO JICKaPCTBEHHOTO MpernapaTa (JIMCTOK-BKIIAJIBII) Ha
Ka3aXxCKOM U PYCCKOM SI3bIKaX, pa3padaThIBa€MyI0 B COOTBETCTBHH C MOPSIKOM
YCTaHOBJIEHHBIM IYHKTOM 5 ctaTbu 75 Komekca v COryIacOBaHHYIO 3KCIIEPTHOU
OpraHU3aIMEN;

MaKeThl YIIaKOBOK, 3TUKETOK, CTUKEPOB JIEKAPCTBEHHOT'O CPE/ICTBA, HA KA3aXCKOM
Y PYCCKOM $I3BIKaX, COTJIaCOBAHHBIE DKCIIEPTHOW OPTaHU3ALUEN.

42. 3axnroueHue o 6€30MacHOCTH, KaueCcTBE U 3(PPEKTUBHOCTU JEKAPCTBEHHOTO
CpeJICTBA ACUCTBUTEIBHO CTO BOCEMBIECIT KaJCHAAPHBIX JHEW. B ciydae ucreuenus
CpoKa JICHCTBUS 3aKIIOUEHUSI, 3aBUTENIh TOBTOPHO MOJAET 3asiBJICHUE, TOKYMEHTHI U
MaTtepuaibl Ha TPOBEICHUE AKCIIEPTU3BI JIEKAPCTBEHHOTO CPEJICTBA, ITPEyCMOTPEHHBIX
B MyHKTE & HacTosuux [IpaBu.

43. J1ns1 TIeKapCTBEHHBIX CPEACTB OTEUECTBEHHOIO MPOU3BOJICTBA,
IPOU3BOJAUMBIX JJIs1 SKCIIOPTA U BHYTPEHHETO PbIHKA CTPAHBI O] pa3HbIMH TOPTOBBIMU
Ha3BaHUSAMU, SKCIIEPTU3A IPOBOAUTCA C BblIayeil OHOI0 3aKJIF0UeHUs! 0€3011aCHOCTH,
KayecTBe U 3 (HEKTUBHOCTH JIEKAPCTBEHHOT'O CPECTBA.

44, OCHOBaHUSAMHM BbIa4M OTPHUIIATEIBHOIO 3aKJIFOYEHUS 0 O€30MaCHOCTH,
(D PEKTUBHOCTH 1 KA4E€CTBE JICKAPCTBEHHOTO CPEACTBA SIBIISIOTCS:

1) HenpeicTaBiIeHUE OJIHOTO KOMILJIEKTa PETUCTPALIMOHHOTO JI0ChE MOCTe
BbIJIAUM 3aMEUYaHU 3asIBUTENIO B MIPOIIECCE MPOBEACHUS IKCIIEPTU3bI B CPOKH,
yCTaHOBJIEHHbIE HacTosAUMHU [IpaBunamu;

2) npeAcTaBIeHHUE 3asBUTENIEM HEJOCTOBEPHBIX CBEJICHU;
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3) OTHOIICHUC omnaaeMoﬁ I10JIb3bI K BO3BMOKHBIM PHUCKAaM, CBA3aHHBIM C
IIPUMCHCHUECM JICKAPCTBCHHOT'O IIpCIiapara, HE ABJIACTCA 6J'IaFOHpI/ISITHBIM;

4) GoJiee HU3KHME TTOKA3ATENM KauyecTBa U O€30MaCHOCTH, PerjJaMeHTUPOBaHHbIE
INocynapctBennol hapmakorneeii Pecyonmku Kazaxcran unu dhapmakomnesmu,
NpU3HAHHBIMU JIEUCTBYIOIIMMHU Ha Tepputopun Pecriyonuku Kaszaxcran, nim B
CPaBHEHUU C paHee 3apEeTUCTPUPOBAHHBIMU aHAJIOTAMU;

5) HanuuKe B COCTaBE JIEKAPCTBEHHOI'O CPEJICTBA BEILIECTB U MAaTEPUAJIOB,
3anpenieHHbIX K npuMeHenuto B Pecriybnuke Kazaxcran;

6) HaJTM4KE B COCTABE TBEPIBIX JICKAPCTBEHHBIX (HOPM KOHCEPBAHTOB;

7) moJly4eHUe OTPULATENBHBIX PE3YJIbTaTOB OJJTHOTO U3 3TANIOB 3KCIIEPTU3bI U
(M5IM) OTpULIATENBHBIX 3aKIIIOUEHHUI SKCIIEPTOB MPO(HUIbHBIX OPraHU3aIUH;

8) HecooTBeTCTBHE (PAKTUUCCKUX YCIOBUH IIPOU3BOJICTBA U CHCTEMBI
obOecrieueHus: KauecTBa yCJIOBUSIM, 00ECIIEUMBAIOIIUM 3asiBIICHHYIO 0€3011aCHOCTb,
3(PEKTUBHOCTH U KAYECTBO 10 Pe3yJIbTaTaM OIICHKH IMPOU3BOJICTBA U CHCTEMBI
oOecIieueHMs Ka4eCTBa;

9) oTKa3 3asABUTENS OT OPTAaHU3AIUY TIOCEIICHUS TPEATIPUSTHSI
(TpOM3BOICTBEHHOM TUIOIIAKH) C IIEJIbIO OIIEHKH YCIOBUI MPOU3BOJICTBA U CHCTEMBI
o0ecrnieveHunst KauecTBa, B COOTBETCTBUHU C TPEOOBAHUSAMHU 3aKOHOIATEIHCTBA
Pecnybnuku Kazaxcran;

10) BbIsIBIIEHME HEPALIMOHATBHBIX KOMOMHAIIMH JIEKAPCTBEHHBIX CPEJICTB;

11) 3asBuTENIeM HE T0Ka3aHa KIMHUYECKas 3 (HEKTUBHOCTH U O€30MACHOCTD
JIEKApCTBEHHOTO Ipernapara;

12) kadecTBO JIEKAPCTBEHHOTO Mpenapara He MOATBEPKIICHO;

13) nokazaHHOE HEOIATONIPHUATHOE COOTHOIICHUE «IIOJIb3a-PUCK» HUITH
BBISIBJICHHOE OTCYTCTBHUE TePANeBTHUCCKOM 3(DPEKTUBHOCTH TP COOFOACHUH YCIOBUI
IPUMEHEHUS JICKAPCTBEHHOTO TperapaTa, ONMMCAHHBIX B YTBEPKICHHON 001IeH
XapaKTEPHUCTHKE JICKAPCTBEHHOTO MperapaTa B OCTPErUCTPAIMOHHBIN ITEPUOT,;

14) ycraHOBIEHHBIE 110 JaHHBIM (papMakoHa30pa (akThl, yKa3bIBAIOIIUE HA
HEe0IaronpuaTHOE COOTHOIICHUE «II0JIb3a-PUCK», B TOM YHUCJIE 3HAYUTEIbHOE
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MPEBBILICHUE YACTOTHI PEIIOPTUPOBAHUS HEXKENATEIBbHBIX PEAKIIAN MO CPABHEHUIO C
JAHHBIMH, YKa3aHHBIMH B YTBEPKICHHOU 00IIIeH XapaKTEPUCTUKE JIEKAPCTBEHHOTO
npenapara;

15) HECOOTBETCTBHE KAaUECTBEHHOTO M KOJIMYECTBEHHOTO COCTaBa Mpernapara
3asiBJICHHOMY WJIM HEOJHOKPATHOE HECOOTBETCTBHE KAYECTBA JIEKAPCTBEHHOTO
npenapara B [epuo/i ero 0OpalieHusl Ha pbIHKE 3asBJICHHOMY Ha MOMEHT €T0
perucTpaiuu;

16) HEBBINOIHEHUE AEPKATENEM PETUCTPALMOHHOIO YI0CTOBEPEHUS
0053aTeNbCTB MO (PapMaKOHAI30PY UITU 00S3aTENIBCTB B paMKaX MPOIEAyPbI
peTUcCTpalny;

17) BHOCHUMBIC USMCHCHUSA OKA3bIBAIOT OTPHULATCIIbHOC BIIMSAHUC HA COOTHOIICHHEC
«I10JIb3a-PUCK» JICKAPCTBCHHOI'O IIPCIIapara.

45. B ciyuasx oTpUIIATEIbHOTO 3aKIIOUEHHS O 0€30MaCHOCTH, KAYeCTBE U
3¢ (PEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA MIIM OT3bIBA 3asIBUTEJIEM 3asBJICHUS HA
AKCIEPTU3Y MOCIJIe Havalla MPOBEICHUSI DKCIIEPTU3bI, CTOUMOCTb MPOBEICHUS
IKCIIEPTHBIX PaOOT 3asBUTEIIO HE BO3BPAIIACTCA.

46. I1o pe3ynpTaTraMm 3KCIEPTU3bI TOCYIapPCTBEHHAS SKCIIEPTHASI OpraHU3aLUs
dbopMuUpyeT CBOJHBIN OTYET MO 0€30MaCHOCTH, KaueCTBY U 3(PHEKTUBHOCTU
JIEKapCTBEHHOT'O IIpernapara B COOTBETCTBUU C MPUJIOKEHUEM 16 K HACTOAIIUM
[IpaBuiiam, 4acTh KOTOPOTO pa3MENIAET HA UHTEPHET-PECYPCE TOCYAAPCTBEHHON
JKCIEPTHOM OpraHU3aIUu.

47. Ilocne 3aBepiIeHUs MPOIIEAYPhI IKCIIEPTU3BI TOCYAAPCTBEHHAS SKCTIEPTHAS
opranuzanusi opMUPYET IMEKTPOHHBIN apXUBHBIN IK3EMIUISIP PETUCTPAITMOHHOTO
J0ChE, COACPIKAINI JOKYMEHTHI M MaTepUajIbl PE3yIbTaTa SKCIICPTU3BI
(ToTOJTHUTETFHBIE MAaTEPUAIIBI, TPEICTABIICHHBIE 3aIBUTEIIEM I10 3aIIPOCY
rOCyIapCTBEHHOM 3KCTIIEPTHOW OpraHU3aIliH, 3aKTF0UCHIE HAa9aTbHOM SKCIIEPTH3BI
(BaTMIalIUX PETUCTPAITMOHHOTO JTOCKhE), 3aKITFOUNTEIBHBIA CBOIHBIN OTYET IKCIIEPTOB
0 KPUTHYECKOU OIIEHKE JIEKAPCTBEHHOTO MIpernapara, MpOTOKOJIbl UCIIBITATEIbHON
nJabopaTtopun), 3aKIr0YeHre 0 6€30MaCHOCTH, KaueCTBY U 3P(HEKTUBHOCTH, OOIIYIO
XapaKTEPUCTHUKY JIEKAPCTBEHHOTO CPEICTBA, HHCTPYKITUIO 10 MEIUITUHCKOMY
IPUMEHEHUIO (JINCTOK-BKJIAIBIIT), HOPMATHBHBIN JOKYMEHT 110 Ka4€CTBY
JICKapCTBEHHBIX CPECTB, 3aPETUCTPUPOBAHHBIE MAKETHI YITAKOBOK, ITHKETOK,
CTHUKEPOB, XPAHSIIUECS B DIIEKTPOHHOM apXUBE.



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 10.07.2020

. aKTiJIep/IiH STaOHAB! OaKpIIay OaHKI Caxray KyHi 28.08.2020

o ik G N [ ;;snogﬂmﬁ KIgHTpoanmﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 10.07.2020
myOnuky KasaxcraH B 2JIeKTPOHHOM BHJIE TlaTa ckaunBanus 28.08.2020

Bo BpeMs aeiicTBUS pETUCTPALMOHHOTO YIOCTOBEPEHHS APXUBHOE
PETUCTPALIMOHHOE JOCHE, TOTOJTHACTCS PETUCTPAMOHHBIM JI0ChE, MMOIAHHBIM Ha
BHECEHHME U3MEHEHUH, COAEPKAIUM JTOKYMEHTBI U MaTEpUAIIbI PE3YJIbTATOB
SKCIIEPTHU3BI.

PGFI/ICTpaI_II/IOHHOC A0CHC XPAHUTCA B 3JICKTPOHHOM apXHMBC HA 3JICKTPOHHOM
HOCHTCJIC B TCUCHUC ICCATH JICT.

I'naBa 5. Oco0eHHOCTH NMPOBeIEeHNS IKCIIEPTU3BI JIEKAPCTBEHHOI0 CPeACTBA

48. PazpsacHeHUS NIM yTOUYHEHMS, BOSHUKAIOIIUE B IIEPUOJ IPOBEACHUS
DKCIEPTU3BI MEXKY TOCYIAPCTBEHHON IKCIIEPTHOM OPraHU3aLUEN U 3asBUTEIEM,
OCYLIECTBISAIOTCA IMyTeM (POPMHUPOBAHHUS FJIEKTPOHHOTO JOKYMEHTA 10
MHIMBHIyaJIbHOMY MApOJIIO 3asBUTENS Yepe3 HHPOPMAIIMOHHYIO CUCTEMY C
AJIEKTPOHHO-IIU(PPOBOI MOANMCHIO 3asBUTEINSI U TOCYIaPCTBEHHON YKCIIEPTHOM
OpraHHU3aLNH.

Ha BpEMs MPCAOCTABJICHHA 3asIBUTCIICM 3allpalliMBACMBIX JJOKYMCHTOB
9KCIICPTHU3a ITPUOCTAHABIINBACTC.

49. B pamkax sKcHepTU3bl TOCYJaPCTBEHHAS YKCIIEPTHASI OpraHu3alus
OCYIIECTBIISIET MTPOBEPKY ayTEHTUYHOCTH MEPEBO/IA WIIN NIEPEBOJI HA Ka3aXCKUU SI3bIK
00111eil XapaKTepUCTUKU JIEKAPCTBEHHOI'O CPEJICTBA, MHCTPYKIUHU 110 METUIIUHCKOMY
NPUMEHEHUIO (JIMCTOK-BKJIA/IBIIT ), MAKETOB MAPKUPOBKH YIIaKOBKH, ITHKETOK,
CTUKEPOB C MAPKHUPOBKOM.

50. Uudopmaiiusi B MHCTPYKIIMHU IO MEAUITUHCKOMY MPUMEHEHUIO (JIUCTOK-
BKJIAJIBII) OPUTHMHAIBHOTO JIEKAPCTBEHHOT O TIpernapara, nmpearacMomn Jis
Pecnybnuku Kazaxcran cooTBeTCcTBYeT MH(pOpPMAIUH, U3JI0KEHHON B 00IIeH
XapaKTEPUCTHUKE JICKAPCTBEHHOTO MpernapaTa 0JJ00pEeHHON YITOJTHOMOYCHHBIMU
OpraHaM¥ CTPaHbl MPOU3BOJIUTEIS WUIM CTPAHBI JepKaTeNsl peTUCTPAIIMOHHOTO
YAOCTOBEPECHHUSI.

B 00111eii xapakTepUCTHKE JIEKaPCTBEHHOT'O CPEJCTBA, MHCTPYKLIMH 110
MEIUIMHCKOMY IPUMEHEHHIO JIEKAPCTBEHHOI'O MpernapaTa (JIMCTOK-BKJIA IbIII)
oTpaxaetcsi UH(GOpMaIs O BCIIOMOTaTeNIbHbIX BEIIeCTBaX, HOMUHAIBHOM UX
COZIEP’KaHMM B JIEKAPCTBEHHBIX INIPEINAPATaxX, a TAKKE OrPAHUYECHUS IPUMEHEHUS
JIEKAPCTBEHHOTO Mperapara COriacHO NMpuiioxkeHuto 17 k Hactosmum IIpaBunam.
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51. O6m1as XxapakTepruCTHKA JICKAPCTBEHHOTO CPEACTBA, HHCTPYKIIHS TIO
MEJUIIMHCKOMY TPUMEHEHHIO (JIMCTOK-BKJIQIBIII) BOCIIPOU3BEACHHOTO,
OMOaHAJOTUYHOTO JIEKAPCTBEHHOTO MpernapaTra COOTBETCTBYET OOIIEeH XapaKTepUCTHKE
OPUTMHAJILHOTO JIEKApCTBEHHOTO MpenapaTa. B ciydae oTinuusi B MHCTPYKIIMU T10
MEUIIMHCKOMY TPUMEHEHHIO (JIMCTOK-BKJI/IbII) BOCIIPOU3BEICHHOTO,
OMOaHAIOTUYHOTO JICKAPCTBEHHOTO TIpernapaTa OT OPUTHHAIBLHOTO Mperapara 1o
MOKAa3aHUSAM K IPUMEHEHUIO B CTOPOHY PaCUIMPEHHUS, WU PEXKUMA JO3UPOBAHUS WU
IIyTH BBEJICHUS MPEIOCTABISIOTCS PE3YIbTAaThl COOTBETCTBYIOIINX KIMHUYECKUX
HUCCIICTOBAaHUM.

52. Jlepkateiib perucTpalliOHHOIO YAOCTOBEPEHUSI OPUTHHAIIBHOTO IIpenapara
N0/Ia€T 3asIBJICHHE HA BHECEHUE U3MEHEHUI B UHCTPYKIUUIO 110 MEAUIITHCKOMY
MPUMEHEHUIO (JIMCTOK-BKJIAJbII) B TEUEHUE JIEBSIHOCTA KAJIEHIapHBIX IHEH mociie
0oOHOBJIEHUS 00IIEN XapaKTepUCTUKH JIEKAPCTBEHHOT'O CPEACTBA B CTPAHE
IPOU3BOJUTENS WIH JIepKaTelsl PpErUCTPAlMOHHOTO YOCTOBEPEHUSI.

53. l'ocynapcTBeHHas 3KCIEPTHAS OPraHU3aLMS [TOCIIE BHECCHUS N3MEHEHUN B
WHCTPYKIIMIO OPUTHHAIBHOTO JICKAPCTBEHHOTO TIpernapaTa WiH, IPH OTCYTCTBUH
perucTpanuu opurnHaibHoro npenapara B Pecnybnuke KazaxcraH, mpu BbISIBICHUH 11O
MEXTyHapOIHBIM HCTOYHUKAM U pe3yibTaTaM (papmMakoHaI30pa 00 H3MEHEHUSAX B
001111 XapaKTepUCTUKE OPUTMHAIBLHOTO JIEKAPCTBEHHOTO Mperapara u3BeaeT yepes
MH()OpPMaIIMOHHBIE PECYPCHI BCEX JIepHKATEIEH PETUCTPALIMOHHBIX YAOCTOBEPEHUI
TeHEPUYECKUX MTPEnapaToB 0 HEOOXOAMMOCTH BHECEHHUSI COOTBETCTBYIOIINX N3MECHEHUHN
B UHCTPYKIIUIO 110 MEIUIIMHCKOMY MTPUMEHEHUIO (JTMCTOK-BKJIABIII) U OOIIYIO
XapaKTEPUCTUKY JIEKaPCTBEHHOT'O CPEJICTBA Uepe3 MPOoLEypy BHECEHUS U3BMEHECHUH B
PETUCTPaIMOHHOE JI0ChE B TEUCHUE JEBIHOCTA KaJCHIAPHBIX JHEH MOCIE BHECCHUS
M3MEHECHHI B MHCTPYKIIMIO OPUTHHAIBHOTO TIpenapara nHpopMaimu mo 0e30macHOCTH.

Jlepxkareiib perucTpaiOHHOTO yAOCTOBEPEHUSI OPUTMHAIIBHOTO MIpenapara
BHOCUT U3MEHEHHUS B HHCTPYKIIUIO IO METUIIMHCKOMY TPUMEHEHUIO (JIMCTOK-
BKJIQJIBII) M OOIIYIO0 XapaKTePUCTUKY JIEKAPCTBEHHOTO CPEACTBAa HA OCHOBAHUU
pa3MeleHHON Ha HHPOPMAIIMOHHOM PECypce roCyIapCTBEHHOM SKCIIEPTHON
opraHu3anuu UHGOPMAaIUHU 110 HECOOTBETCTBUSIM, BBISBICHHBIM B PE3yJIbTaTe
dbapmakoHaa30pa U 10 O(PHUIMATIEHBIM MEXTYHAPOIHBIM UCTOYHUKAM B TCUCHUE
JEBSIHOCTA KaJEHAAPHBIX JTHEH.
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54. IIpu HEBBINIOTHEHUHU YCIOBUS, YKa3aHHOTO B MyHKTax 52 U 53 HACTOSIIMX
[IpaBui, rocyiapcTBeHHast SKCIIEPTHAsI OpraHU3alusl YBEAOMIISIET (B IPOU3BOILHOMN
¢dbopme) TocyaapCTBEHHBIN OpraH B chepe oOpalieHust IeKapCTBEHHBIX CPECTB U
MEIUIMHCKUX U3JIEIUH (J1ajee — rocyapCTBEHHBINA OpraH) 0 HE0OXO0AUMOCTH
MPUOCTAHOBJICHUS ICUCTBUSL PETUCTPAIMOHHOTO yI0CTOBEPEHHUS.

55. Ha nekapcTBeHHbIE CPEICTBA, UMEIOIINE 0ECCPOUHOE PETUCTPALIMOHHOE
YAOCTOBEPEHUE TOCYAAPCTBEHHAS KCIIEPTHAsI OPraHU3alusa OCYyIECTBISAET
NEPUOANYECKYIO OLIEHKY COOTHOUIEHUS «II0JIb3a-PUCK» HA OCHOBAaHUU
dbapMakoHaa30pAa.

56. DkcnepTr3a U3MEHEHUH, BHOCUMBIX B PETHCTPALIMOHHOE JJOChHE,
OCYIIECTBIISIETCS HA JIEKAPCTBEHHOE CPEACTBO B NEPUOJ JEHCTBUS pErUCTPAllMOHHOTO
YAOCTOBEPEHUS U HE OKA3bIBAET OTPULATENBHOTO BIMSIHUS HA COOTHOILIEHUE MOJIb3a-
PHUCK JIEKapCTBEHHOTI'O ITpenapara.

57. I3MeHeHust KiaccupuIumpyroTcs B cooTBeTcTBHH ¢ [lepeunem Buo0B
VU3MEHEHNI, BHOCUMBIX B PETUCTPALIMOHHOE JOChE JIEKAPCTBEHHOTO CPEACTBA COTIACHO
npuioxxennto 18 k HacrosmuMm [IpaBunam Ha:

1) He3HaunMoe u3MeHenue tumna [A - (Mu3MeHeHue, KOTOPOE OKA3bIBAET
MUHHUMAaJIbHOE BJIMSHUE WIN HE OKa3bIBAET BIUSHUS Ha 0€30IaCHOCTh, KAUE€CTBO U
3¢ (PEeKTUBHOCTH 3apErUCTPUPOBAHHOIO JIEKAPCTBEHHOTO MpernapaTa, MoJaHHOE B
NEPHUOJ ACHCTBUS PETUCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOT'O IPErapaTa u He
TpeOyroliee HOBOW PErncTpalun);

2) He3HaunMoe u3MeHenue tumna Ib - (n3MeHeHune, KoTopoe He MOAMNAIAOLIEE 101
onpeneneHus n3MeHenui tumna [A u tuna II, He TpeOyromiee HOBOM perucTpaium);

3) 3naunmoe uzMmenenue tumna Il - mo0bie u3MEeHeHus K MaTepuaiam
PETUCTPALIMOHHOTO JJOChE, HE TPEOYIOLIEe HOBOM perucTpaiuu JeKapcTBEHHOTO
npenapara u KOTOpbIe MOTYT OKa3bIBaTh 3HAYUTENBHOE BIMSHUE HA €ro 0€3011aCHOCTb,
KauecTBO M 3PHEKTUBHOCTb;

4) cpouHbIe M3MEHEHM S, Kacaroluecs: 0€30MacHOCTH JIEKapCTBEHHOI'O CPEACTBA -
CpPOUYHBbIE BpEeMEHHbBIC OrPaHUYCHUS, CBSI3aHHBIE ¢ 0€30MaCHOCTHIO UCTIOIb30BAHMUS
JIEKApCTBEHHOTO Mpernapara, KOTOPhIe BHEAPSIOTCS 3asiBUTEIIEM B CIIy4ae BbISIBICHUS
pHYCKa I OOIIIECTBEHHOTO 3/I0POBBS MPH MIPUMEHEHUH 3apETrUCTPUPOBAHHOTO
(mepeperucTpupoBaHHOIO) JIEKAPCTBEHHOTO Mpemnapara. JlepkaTensb perucTpaliiOHHOTO
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YAOCTOBEPEHUS B TEUECHUE JIBA/IIIATH YETHIPEX YaCOB YBEAOMIISIET O BBOJUMBIX UM
OTpaHUYCHHIX TOCYJapPCTBEHHBIN opraH. Eciiu B TeueHue ABaAIaTH YEThIPEX 4acoB
MOCJI€ MOJy4YeHUs 3TOM MH(OPMALIMK OT TOCYIAPCTBEHHOTO OpraHa He MOCTYIUIIO
BO3paXEHUH, SKCTPEHHBIE OTPAHUYCHHUSI, CBSI3aHHBIE C 0€30MMaCHOCTHI0, CYUTAIOTCS
npuHATEIMUA. CPOKH peasiu3allui OrpaHUYCHUN OTOBapUBAIOTCS JCpKaTelIeM
PETUCTPAIMOHHOTO yI0CTOBEPEHHUS U TOCYJaPCTBEHHBIM OPTaHOM.

9KCTpeHHBIC OIrpaHUYCHMA, CBA3AHHBIC C 0€30ITaCHOCTBIO HWHUIUHUPYIOTCA
TroCyaapCTBCHHBIM OPraHOM IIpU HAJIMYHUHU PHUCKA OJIA ) KU3HU U 310POBbA YCIIOBCKA.

3asiBIICHHE HA BHECEHUE U3MEHEHUMN, KACAIOIIMXCS BBEACHUS SKCTPEHHBIX
OrpaHUYEeHHUN (MHULIMUPOBAHHBIX JEPKATEIEM PETUCTPAIMOHHOTO YAOCTOBEPEHUS WU
roCyJapCTBEHHBIM OPraHOM), MOAAETCS IEPKATEIEM PETUCTPALMOHHOTO
YAOCTOBEPEHUS HA PACCMOTPEHUE HE MTO3/IHEE, YEM B TCUCHUE ILIECTUACCATU
KQJICHTAPHBIX THEW C MOMEHTA yBEJIOMIICHUS.

58. DkcrnepTr3e NOMIECKNT KakKA0€ KOHKPETHOE U3MEHEHHE, TaXKe ITPU yCIIOBUU
OJIHOBPEMEHHOT'O UX BHECEHHUSI.

59. B ciyyae BHECEHUSI U3BMEHEHHS, KOTOPOE HE KJIaCCU(DHUIIMPOBAHO B
HACTOSIIIIUX PAaBUIIAX, 3aIBUTENb 00PAIAETCs B TOCYAapPCTBEHHYIO SKCIIEPTHYIO
OpPraHu3alMIo0 YePE3 NPOLEAYPY KOHCYJIBTANU C UEIbIO MTOTYyUYEHU PEKOMEHIAIUH 110
KJ1accu(UKAIUU U3MEHEHHUS.

['ocynapcTBeHHast SKCIIEpPTHASI OpraHU3aIUsl B TEUCHUE TPUIIATH KaJeHAapHbIX
JTHEH TOCJIe OJIyYeHHUs 3arpoca HalpaBisieT OTBET 3asBUTEINIO B SJIEKTPOHHOM U (KJIN)
OyMaKHOM BUJIE.

60. IIpu BHeceHnH n3MeHeHu# Tuma [A:

1) usmenenus tuna [A nmoaiexar oleHKe rocyJapCTBEHHOM 3KCIIEPTHOM
opraHuzalien 0e3 mpoBeACHUs CICIMATN3UPOBAHHON dKCIIEPTU3BI. 3asBUTEIIh
IPEICTABIISACT 3asiBJICHHUE 0 (DOPME COTIIACHO MPIIIOKEHHUIO | K HACTOSIIIIAM
[IpaBunamMu u 1OKYMEHTBHI, OTBEPKIAIOIINE BHECEHHBIE U3MEHEHUS B TEUCHHE
JIBEHA/IIIATH MECSAIIEB C JaThl BHECEHUS COOTBETCTBYIOIIUX U3MEHEHUI B COOTBETCTBUU
¢ nmpwioxkenunem 18 k Hactosium [TpaBumnam;

2) 3asBUTENb U3BEIIAET TOCYJAPCTBEHHYIO SKCIIEPTHYIO OPraHU3AIUIO B CIIy4yae
u3MeHeHus tuna [A, Tpedyroiee HeMeJICHHOTO U3BEIIECHUS C 1IEJIbI0 HEMTPEPHIBHOTO
KOHTPOJIA JICKAPCTBEHHOT'O CPEACTBA;
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3) nepkaTenb PErUCTPALIMOHHOTO YIOCTOBEPEHUS B paMKaX OJHOTO 3asiBJICHUS
YKa3bIBa€T O HECKOJIBKUX HE3HAYUTEIbHBIX M3MEHEHUSIX TUTa [A, Kacaromumxcsi 0JJHOTO
PETUCTPAIMOHHOTO YAOCTOBEPECHUS;

4) rocynapcTBeHHasi IKCIIEpTHAs OpraHU3alys ¢ MOMEHTA MOCTYIUICHUS
3as1BJICHUS POBOJUT OLIEHKY U3MEHEHUH Tuma [A u yBenomisieT aepxarens
PErUCTPALIMOHHOTO YIOCTOBEPEHHUS O CBOEM 3aKJIIOUEHUU O O€30MMaCHOCTH, KaYeCTBE U
3 PEeKTUBHOCTHU JEKAPCTBEHHOTO CPEJCTBA, 3asIBJICHHOT'O HA SKCIIEPTU3Y IS LIeTen
BHECEHHUS U3MEHEHUH B PETUCTPAIMOHHOE JTOChE MO (HOPME COTIIACHO MPHIIOKEHUIO 15
K HacTosAwuMm IIpaBunam;

5) B ciiyyae BHECEHUSI U3MEHEHUH, TPEOYIOMIMX U3MEHEHUS JAHHBIX
PErUCTPAMOHHOTO YAOCTOBEPEHUS, TOCYAAPCTBEHHBIM OPTAHOM BBIIAETCS HOBOE
PEruCTPallMOHHOE YIOCTOBEPEHHUE 110 IIPEKHUM HOMEPOM Ha OCTATOUYHBINA CPOK
JEUCTBUS PETUCTPALMOHHOTO Y I0CTOBEPEHHSI.

61. IIpu BHecennn namenenuit tumna Ib:

1) 3asgBUTEND NPEACTABIIAET 3as1BJICHUE 11O (POPME COIIACHO NMPUIIOKEHHIO 1 K
HacTosuM [IpaBuiiaM U JOKYMEHTBI COIJIaCHO MPUIIOKEHUIO 18 K HacTOAINM
[IpaBunawm;

2) nepkatenu perucTpalMoOHHOIO YAOCTOBEPEHUS B paMKax OJTHOTO 3asBJICHHUS
MOTYT YBEIOMUTH O HECKOJIBKMX M3MEHEHUAX Thmna Ib, kacaronmxcs ogHoro
PErMCTPALlMOHHOIO YIOCTOBEPEHNUS, WU CTPYNIIMPOBATH OJHO WM HECKOJIBKO
n3MeHeHn tnna Ib ¢ apyrumu n3meHenusamu tumna [A, cBSI3aHHBIMU C OJTHUM
PErUCTPALlMOHHBIM yI0CTOBEPEHUEM, IIPU YCIOBUM, YTO TaKasi IPyIIIMPOBKA
COOTBETCTBYET YCJIOBUSIM, IIEPEUNCIIEHHBIM B NpuiiokeHUu 18 k HacTosmuM [IpaBunam;

3) B ciay4yae BHECEHUSI U3MEHEHUH, TPeOyIOUUX U3MEHEHUs JaHHBIX
PErMCTPAlMOHHOr0 YIOCTOBEPEHHUS, TOCYAApPCTBEHHBIM OPraHOM BBIIA€TCS HOBOE
PETUCTPALIMOHHOE yIOCTOBEPEHHE I10/1 TPEKHUM HOMEPOM Ha OCTATOUYHBIN CPOK
NENCTBUS PETUCTPALIMOHHOTO YIOCTOBEPEHU.

62. B ciyuae BHeceHus u3meHenus tuna Ib, Biaekyiero 3a co0oit apyrue
rocjeaoBaTeabHble n3MeHennsa tuna IA u tuna Ib, momaercs oaHO 3asBICHUE,
coepkaliee BCe MocaeI0BaTeIbHbIC U3MEHEHUS TUIa I.

63. B cnyyae BHECEHHS 3HAUUTEIbHBIX U3MeHeHu Tuna II:
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1) 3astBUTENH MPECTABISAET 3asgBICHHE 1O (hOPME COTIIACHO MPHIIOKEHHIO | K
HacrosiuM [IpaBuiam U JOKYMEHTHI COTJIACHO MPUJIOKEHHIO 18 K HACTOSAITUM
[IpaBunam;

2) 3asBJIEHUE COJAEPKUT OAHO n3MeHeHue tuna 1. B cimyuae BHeceHus
HECKOJIBKAX M3MeHEeHM Tuma II, oTaenbHoe 3asBIeHNe MOJAETCsl OTHOCUTENBHO
Ka)KJI0T'0 U3MEHEHHUs], KaKJI0€ 3asBJICHUE COACPKUT CCBIIKH HA JPYroe 3asBICHUE,;

3) B ciiyyae eciu u3MeHeHue tumna [l mpuBoauT K IpyruM nociie10BaTeIbHbIM
n3MeHeHusIM tuna II, oqHo 3asiBjeHne BKIOYAET BCE MOCIEA0BATECIbHBIC U3MCHECHUS
BMECTE C ONMKMCAHUEM COOTBETCTBUI MEXK]ly TAKUMHM MOCJIEA0BATEIbHBIMU
n3MeHeHusiMu tuna I1I.

B cnyudae ecnu nusmenenue tuna Il npuBouT K Apyrum nociaea0BaTeIbHbIM
W3MEHEeHUSIM THIIa I, 0HO 3asBJIEHHE BKIIOYAET BCE MOCJICIOBATEIbHBIC N3MESHECHUS
BMECTE C ONKMCAHUEM COOTBETCTBHUI MEXK]Iy TAKUMH MOCJIEA0BATEIbHBIMU
n3MeHeHusiMu tuna I u I1.

ITomaya 3asBieHMs HA SKCNIEPTU3Y BHECEHUs u3MeHeHun tuna Ib, 11 B
PETUCTPALMOHHOE JOChE OCYLIECTBIIAECTCS 3asIBUTEIIEM B TEUCHHE TPEX MECSIIEB MOCIE
YTBEPKACHUS BHOCUMBIX H3MEHEHHUM B CTPAHE TPOU3BOAUTENS WIIH IEPKATENS
PETUCTPALIMOHHOTO YAOCTOBEPEHUSI.

64. CBOJIHBIM OTUET MO OLICHKE BHOCUMBIX U3MEHECHU I JIEKapCTBEHHOTO
npenapara npyu U3MEHEHUIX, BHOCUMBIX B PETUCTPAlMOHHOE 0cke Tuna [ u 11, He
TpeOYIOMNUX HOBOW PETUCTPAIIMU COCTABIISIETCS IO (hOpME COTIIACHO TpmiokeHuto 11 k
HacrosuM [IpaBuiam.

65. 1o pe3ynbpTaTaM MPOBEACHHON SKCIIEPTU3BI TOCYJAPCTBEHHAS DKCIIEPTHAS
OpraHu3alys COCTABISET 3aKII0UEHHE 0 O€30MacHOCTH, KauecTBe U 3 (PEKTUBHOCTH
JIEKapCTBEHHOI'O CPEJICTBA, 3asBJICHHOIO Ha SKCIIEPTU3Y U3MEHEHU, BHOCUMBIX B
PErUCTPALIMOHHOE JTIOChE IO (POpME COrIacHO MPUIIOKEHUIO 15 K HACTOAILIUM
[IpaBunam.

I'maBa 6. Cpoku npoBeeHNs IKCNEPTU3bI JTEKAPCTBEHHOI0 CPeACTBA

66. DKcrepTr3a JIEKapCTBEHHOTO CPEACTBA ITPU TOCYJAPCTBEHHOW pPErucTpauuu
IPOBOJUTCS B CPOK, HE MPEBBIIAOIINI IBYXCOT JECATU KAJIEHJAPHBIX THEW, B TOM
quCIIe:
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1) HauanpHas 3KCcHiepTH3a (BaTUAAIUS PETUCTPAIMOHHOTO JOChE)
JIEKAPCTBEHHOTO CPEACTBA - TPUALATH KAJICHIAPHBIX THEM;

2) cnenuaau3upoBaHHask SKCIEPTU3A - AEBIHOCTO KAJICHAAPHBIX AHEH (B TOM

YucJie, IpoBepKa ayTEHTUYHOCTHU WIJIM TIEPEBOJ Ha Ka3aXCKUM SI3bIK 00IIeH
XapaKTEPUCTHUKHU JICKAPCTBEHHOI'O CPEACTBA U UHCTPYKLUH 10 MEAULIMHCKOMY
NPUMEHEHUIO (JIMCTOK-BKJIA/bIIT ), MADKUPOBKH MAKETOB YIIaKOBKHU, ITUKETOK,
CTUKEPOB, B TEUCHUE JBA/IATU KaJICHAAPHBIX JHEN);

3) nabopaToOpHbIE UCTIBITAHUS - CEMbJIECIT KaJleHJAPHBIX THEH;

4) popmupoBaHUE 3aKIIOUEHUS O 0€30MaCHOCTH, YPHEKTUBHOCTU U KAYECTBE —

JBaJIaTh KaJCHAAPHBIX THEH.

67. DKcrepTr3a JIEKapCTBEHHOTO CPEACTBA MPU NEPEPETUCTPALIMU TPOBOIUTCS B

TCUCHHUC CTa JABAAATH KaJICHIAPHbBIX I[Heﬁ, B TOM YHUCIJIC:

1) HauanbHasH SKCIIepTH3a (BATUAAIUS PETUCTPAIMOHHOTO JOChE)
JIEKApCTBEHHOTO CPEJICTBA - ABA/ILIATh KAaJCHAAPHBIX JHEH;

2) cnenuaiu3upoBaHHasl IKCIEPTHU3a - AEBIHOCTA KaJIEHAAPHBIX JHEH, B TOM

qucJjic J'Ia60paTOpHI>Ie HCIIBITAaHU A (B TOM YHCJIC, IIOATBCPKACHUC AYTCHTUYHOCTHU UJIN

NepPEBOJ] Ha Ka3aXCKUM sI3bIK OOIIEH XapaKTepUCTUKH JIEKAPCTBEHHOTO CPEACTBA U

WHCTPYKIHMH MO MEAUIIMHCKOMY IPUMEHEHUIO (JTMCTOK-BKJIABIII), MAKETOB

MapKHpPOBKH YIIAKOBKH, OSTUKCTOK, CTUKCPOB, B TCUCHUC IIATHAALATH KAJICHAAPHBIX

JTHEW);

3) dbopmupoBanue 3aKIOYeHUS 0 0€30MaCHOCTH, 3PHEKTUBHOCTH U KA4eCTBE —

JECATh KaJeHIAPHBIX THEH.

68. 9KCH€pTI/I33 JICKAPpCTBCHHOT'O CPCACTBA IIpU BHCCCHUHA W3MCHCHUM B

pPEruCTpaMOHHOE A0Che TUNA [A TPOBOAMTCS B CPOK, HE MPEBBIIAOIINMN TPUILATH

KaJICHIAapHBIX I[Heﬁ N3 HUX:

1) HauanpHas 3KcHiepTH3a (BaTUAALUs PETUCTPAIMOHHOTO JOChE)
JIEKapCTBEHHOTO CPEJICTBA — JAECIATh KaJeHAAPHBIX THEH;

2) MOJATBEPKICHUE AyTCHTUYHOCTH WU MEPEBOJT Ha Ka3aXCKUH S3BIK 00IIIEH

XapaKTEPUCTHUKHU JICKAPCTBEHHOT'O CPEACTBA U UHCTPYKIUH MO MEAULIMHCKOMY
MPUMEHEHUIO (JIMCTOK-BKJIA/IBIIT), MAKETOB MAPKHUPOBKH YIIaKOBKH, ITHKETOK,
CTUKEPOB — JECIATh KaJI€HJAPHBIX JHEW;
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3) popMupoBanue 3aki0ueHus 0 6€30MacHOCTH, SPPEKTUBHOCTU U KAaUECTBE —
JIECATh KAUICHIAPHBIX JTHEU.

69. DkcnepTr3a JeKapCTBEHHOTO CPEACTBA MTPU BHECEHUU MU3MEHEHHN B
peructpaunonHoe focke Thna Ib u Tuna Il ¢ npoBegeHnem 1a00paTOPHBIX UCTIBITAHUN
IIPOBOJIMTCS B CPOK, HE ITPEBBIIAOIINN IEBAHOCTO KAJICHIAPHBIX THEW, B TOM YHCIIE:

1) HauanpHas 3KcHiepTH3a (BaTUAAUS PErUCTPAIMOHHOTO JOChE)
JIEKapCTBEHHOTO CPEJICTBA — MATHAAIATH KaJeHAAPHBIX THEH;

2) crienuanu3upoBaHHAs IKCIIEPTU3a — MIECTHAECAT MATh KaJICHIapHBIX JHEH, B
TOM YHCJI€ JIA0OPATOPHBIE UCTIBITAHUS (B TOM YHCIIC, TOATBEPKICHUE ayTEHTUYHOCTH
WM TIEPEBOJ] Ha KA3aXCKUM sI3bIK 00IIeH XapaKTepUCTUKH JIEKAPCTBEHHOTO CPEJICTBA U
WHCTPYKIUH MO MEIUIIMHCKOMY MPUMEHEHUIO (JTMCTOK-BKJIAIBII), MAKETOB
MapKUPOBKHU YIMAKOBKH, STUKETOK, CTUKEPOB — JIECATh KaJECHIAPHBIX THEH);

3) popMupoBaHUE 3aKTIOYEHUS O OS30ITaCHOCTH, Y(PPEKTUBHOCTH U KAaYECTBE —
JECATh KaJICHIaPHBIX JTHCH.

70. DkcnepTr3a JIEKapCTBEHHOTO CPEACTBA IIPY BHECEHUU U3MEHEHUI B
peructpaunonHoe nocke Thna Ib u tuna Il 6e3 npoBeneHust 1ab0paTOPHBIX UCTIBITAHUM
IIPOBOJIMTCS B CPOK HE MPEBBIIIAIOIINM MIECTUACCATH KAICHIAPHBIX THEN, B TOM YHCIIE:

1) HauanpHas 3KcHiepTH3a (BaIUAALUs PErUCTPAIMOHHOTO JOChE)
JIEKApCTBEHHOTO CPEJICTBA — JECATh KaJCHIApPHBIX JTHEH;

2) crienuanu3upoBaHHAs SKCIEPTH3a — COPOK KaJICHJAPHBIX JHEH (B TOM YHCIIE,
NOJATBEPKIACHUE AyTEHTUYHOCTH WUJIU NIEPEBOJT HA Ka3aXCKUH SI3bIK 00ILIEH
XapaKTEpUCTHUKU JIEKAPCTBEHHOI'O CPEACTBA U HHCTPYKIUU 110 MEJULIUHCKOMY
OPUMEHEHUIO (JIMCTOK-BKJIA/bIIT ), MAKETOB MAPKUPOBKH YIIaKOBKHU, ITUKETOK,
CTUKEPOB, B TEUECHHE JECATU KaJCHAAPHBIX THEN);

3) dopMupoBaHHE 3aKITIOYEHUS O OE30IMaCHOCTH, Y(PPEKTUBHOCTH U KAaYECTBE —
JIECATh KaJICHIaPHBIX JTHEH.

71. yCKOpeHHaH IKCIICPTHU3a JICKAPCTBCHHOT'O CPCACTBA IIPOBOIUTCA B CPOKH, HE
IMPCBbIIIAOOIME CTAa ABAALATH KaJICHAAPHBIX I[Hefl, B TOM 4HUCJIC:.

1) HauanpHas 3KCIIepTH3a - HE OoJiee ABAAIATH KAJICHIAPHbBIX JTHEH;

2) nabopaTopHbIE UCTIBITAHUS - HE 00Jiee MATUIAECATH KaJleHIapHBIX JHEH;
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3) cnenmanu3upoBaHHAas HKCIIEPTU3A - HE O0siee copoKa KaJeHIapHbIX THEH, B
TOM YHCJI€ TIOJITBEPKICHUE ayTCHTUYHOCTH MEPEBOIa MAPKUPOBKU MAaKETOB YITAKOBKH,
ATUKETOK, CTUKEPOB, OOIIEH XapaKTEPUCTUKH JIEKAPCTBEHHOTO CPEICTBA, HHCTPYKIIUH
10 MEIUIIMHCKOMY MTPUMEHEHUI0 (JIMCTOK-BKIAABIIT) (HE OoJiee AECITH KaleHIapHbIX
JTHEH)

4) popmupoBaHUE 3aKIIOUEHUS O 0€30MacHOCTH, 3PHEKTUBHOCTU U KAYECTBE
JIEKapCTBEHHOTO CPEJICTBA, MPOEKTOB UTOTOBBIX JOKYMEHTOB SKCIIEPTU3BI
JICKapCTBEHHBIX CPEACTB - HE OoJiee ACCATH KaJICHIAPHBIX THEH.

72. B CPOKH IIPOBEACHUS SKCIICPTUILI JICKAPCTBECHHOI'O CPEACTBA HC BXOMT:
1) BPCMs BOCITIOJTHCHUS HCKOMIITICKTHOCTHU PECTUCTPAIMOHHOTO JOCHE,

2) BpCMs MMPCAOCTABIICHUA 3a4ABUTCIICM JOKYMCHTOB U MATCPHUAJIOB 110 3aIIPpOCy
Ha JTII000M M3 3TAroB OKCIICPTU3BI;

3) Bpemsi opraHu3aliy MpoBeJICHUs OLICHKU YCIOBUN MPOU3BOJICTBA U CUCTEMBbI
oOecrieueHus: KauecTBa OpPraHu3aIuu-MpoOnu3BOIUTENS, YCIOBUHM MPOBEICHNUS
JOKJIMHAYECKUX U (WIN) KIMHUYECKUX UCCIEOBAHUM, CUCTEMBI (papMaKOHa130pa
JIepAKATEIIs] PETUCTPALMOHHOTO YAOCTOBEPEHHUS;

4) cpOKHM TIPEIOCTABICHUS OTUETA KIIMHUYECKUX UCCIIEIOBAHUN TIPU COOTIOICHUN
yCJIOBUH, ONpeieNIeHHbIX TyHKTOM 16 HacTosimux [Ipasun. I1pu aToM cpoku
PEAOCTABICHUS OTYETa KIIMHUYECKOTO UCCIIEOBAHUS HE MPEBBIIIAIOT CTa
BOCBMUJIECSITU KAJICHIAPHBIX JHEH C 1aThl HaYajaa KIMHUYECKOTO UCCIIEIOBAHMUS;

5) opraHuzanus u MpoBeieHue DKCIEPTHOIO COBETA;

6) corjacoBaHUs 3asIBUTEJIEM UTOTOBBIX JOKYMEHTOB.
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[Ipunoxenue 1

K [IpaBriiam npoBeneHus

9KCIICPTU3LI JICKAPCTBCHHBIX CPEACTB

dopma

3asiB/ieHHe HA MPOBeeHNe IKCIEPTU3bI JIEKAPCTBEHHOT0 CpeacTBa™

Tum npouexypsl

Perucrpanus
[epepeructparus

Buecenue usmeHeHui

2. CBelieHUsI 0 PETHCTPALHOHHOM YI0CTO- Ne perucTpanimoHHOTO yOCTOBEpEeHUs BbIIaHHOTO B PecriyOnuke Kazaxcran ¢ yka3aHu-
BEpeHUH (P NepeperucTpaluy 1 BHe- €M JaThl BBIIAUH U CPOKa ISUCTBUS
CEHUM U3MEHEHUH B PErHCTPALIMOHHOE
JI0ChE)
3. Toprosoe Ha3zBaHUe Ha Ka3aXCKOM sI3bIKe
HA PYCCKOM SI3bIKE
Ha aHTJIMHCKOM SI3bI-
Ke
4. ToproBoe Ha3BaHME Ha HKCIIOPT (U1 Ha Ka3aXCKOM SI3bIKE Ha PYCCKOM S3bIKE Ha aHTJIMHCKOM SI3BIKE cTpaHa
OTCYECTBEHHBIX TIPOM3BOIUTEINCH )
5. MesktyHapoIHOE HEIIaTeHTOBaHHOE Ha- Ha Ka3aXCKOM SI3bIKE
3BaHUE
Ha PYCCKOM SI3bIKE
Ha aHTJIMHCKOM SI3bI-
Ke
6. JlekapcTBenHas popma Ha Ka3aXCKOM SI3bIKe
Ha PYCCKOM SI3bIKE
7. JlosupoBka/ koHueHTpauus (3anonuser- | Konuenrtpanus yka-
cs1 npy Hainuuu. OObeM 3anoHsIeTCs B 3BIBACTCS IS JKHU]I-
yTaKOBKe) KHX, MSTKHX U Ia30-
00pa3HBIX JIeKap-
CTBEHHBIX (hOpM
8. AHaTOMO-TepaneBTHYeCKO-XUMUYECKast Kon
KJIaccu(UKanus
ccupuKan HaumeHoBanue Ha
Ka3aXCKOM SI3bIKE
HaunmenoBanne Ha
PYCCKOM sI3bIKE
9. Tun JekapCTBEHHOTO CPeCTBa (3aIOIHASTCS JIsl COOTBETCTBYIOLIETO JIGKapCTBEHHOTO MpernapaTa, Beioupaercs Toibko oquH tum JIC)
1) OpuruHaIbHBIN JIEKapCTBEHHBIN IpenapaT
OIHOKOMIIOHEHTHBII MHOrOKOMITOHEHTHBIN
OHMOIOrMYECKUil JIEKAPCTBEHHBIN Mpenapar Bank-npoaykr
HOBasi aKTUBHAs (hapMaleBTHUECKast CyOCTaHITUS
2) Bocnpon3BeneHHbIi IeKapcTBEHHBIN TpenapaT

OIHOKOMIIOHEHTHBII

MHOTOKOMITOHEHTHBIN

Bank-mpomyxt
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OpHFHHaJ’[BHBIﬁ HeKapCTBeHHLIﬁ npemnapar:

HaUMEHOBAaHME JIEKAPCTBEHHOT'O NIpenapara, J103UpoBKa, Je-
KapcTBeHHas opma

JieprKaTesb PerucTPalHOHHOTO YIOCTOBEPEHUS (KOMITAHHS,
Ha UM$1 KOTOPOii BBIIAHO PErUCTPAIMOHHOE yIOCTOBEPEHHUE),
Jlata perucTpalnuy, HOMep PerucTPaluoOHHOTO yI0CTOBEpe-
HHS, TOCYIapCTBO, TJIe 3aPErHCTPUPOBAH OPUTHHAIIBHBIN JIe-
KapCTBEHHBI mpernapar

Pe(bepeHTHHi’l J'[eKapCTBeHHBIﬁ npenapar it OTEYCCTBECHHOI'O ITPOU3BOAUTEIIA, KOTOpLIﬁ HCIIOJIB30BAJICA B UCCJICAOBAHUAX DKBUBA-

JICHTHOCTH (CCJ’II/I TAaKOBBIC HpOBOL[I/IJ'II/ICL)I

HaUMEHOBAaHME JIEKAPCTBEHHOI'O Npenapara, 103UpoBKa, Je-
KapcTBeHHas Gopma

JiepKaTeb PETHCTPAIMOHHOTO YAOCTOBEPEHHS (KOMITaHUS,
Ha UMsI KOTOPOH BBIJAHO PETUCTPAIIMOHHOE YIOCTOBEPEHHE),
Jlata perucTpaluuy, HOMep PerucTPaluoOHHOTO yI0CTOBEpe-
HHS, TOCYIapCTBO, /i€ 3apErUCTPUPOBAH pedepeHTHBIN Jie-
KapCTBEHHBIH Ipenapar

IIpUBECTH 000CHOBAHMS MCIIOIb30BaHUs peepeHTHOTrO Tpe-
raparta IpH €ro OTIIMYHU OT OPUTHHAIBHOTO ITpenapara

HpI/IMC‘{aHI/IC. Pasnen HCO6XOZII/IMO 3aIIOJIHATD JUISL KQXKA0TO JICKApCTBEHHOI'O IIperiapara, KOTOpLIﬁ HCIIOJIB30BAJICA B UCCIICOBAaHUAX

OKBHUBAJICHTHOCTH.

3)

broananorndsslii 1ekapcTBeHHbIH npenapat (brnoanaor)

Bank-npoaykr

OpHruHaNbHBI OMONIOrMYECKHi JTeKapCTBEHHBIH penapar:

HaNMCHOBAHHE JICKAPCTBEHHOTO TIpEMapara, 103upOoBKa, Jie-
KapcTBeHHast hopma

JieprKaTenb PerucTPaluoOHHOTO yJOCTOBEPEHUs (KOMIaHHs,
Ha UM$ KOTOPO#i BBIIAHO PErUCTPALlMOHHOE yIOCTOBEPEHHUE),
JlaTa perucTparuy, HOMEp PErUCTPALIMOHHOTO YI0CTOBEpe-
HHSI, TOCYIapCTBO, TJIe 3apErHCTPUPOBAH OPUTHHAIIBHBIN Jie-
KapCTBEHHBI Ipernapar

PedepenTHblii 6HOIOrHUECKUii IeKAPCTBEHHBIN Ipenapar:

HAaNMECHOBAHHE JICKAPCTBEHHOTO TIPEIapara, 103upOoBKa, Jie-
KapcTBeHHast hopma

JiepKaTeb PErHCTPAllMOHHOTO YJIOCTOBEPEHHS, JaTa PETH-
CTpalMH, HOMEP PETUCTPALMOHHOIO Y0CTOBEPEHH S, FOCY-
JIapCTBO, TJI€ 3apErUCTPUPOBAH pedepEeHTHbIH JIeKapCTBEH-
HBI Ipenapar

pas3IuYus 10 CPAaBHEHUIO ¢ pehepeHTHBIM OHOJIOTHUECKUM Jie-
KapCTBEHHBIM IIPENApaToM (eCIIH TAKOBbIE UMEIOTCS):

pa3yn4aus B UICXOAHOM MaTepHale;
pa3yn4uus B IPOU3BOICTBEHHOM IIPOIIECCE;
JpyrHe NOKa3aHHs K MIPUMEHEHHUIO;
pa3nu4us B JIeKapcTBEHHOH (opme;
Jpyrast JO3UPOBKa;

(KOJIMYEeCTBEHHBIC U3MEHEHHsI aKTHBHOW (hapMalieBTHIECKOM cy0-
CTaHLIUN);

JIpyro#i criocoO BBECHUS,

Apyrue oTiim4iuns
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4

I'nOpuHbIiA IeKkapcTBEHHBII npenapar

OIHOKOMITOHEHTHBIH

MHOrOKOMIIOHEHTHBII

bank-npoaykr

OpHFHHaJ’[BHHﬁ J'[CKapCTBCHHLIﬁ npemnapar:

HanMEHOBAaHUE JICKAPCTBCHHOT'O IIperiapara, A03UpoOBKa, Jie-

KapcTBeHHas opma

JiepKaTelb PErHCTPAlMOHHOTO YI0CTOBEPEHHS, JlaTa PeTH-
CTpalyy, HOMEp PETUCTPAIIHOHHOTO YAOCTOBEPEHHS, TOCY-
JIapCTBO, TJI€ 3apErUCTPUPOBAH OPUTHHAIBHBIN JIEKAPCTBEH-

HBIH Ipenapar

Paznuuus mo CPaBHCHUIO C OPUTMHATIBHBIM JICKAPCTBECHHBIM

npenapaTom:

M3MEHEHHS aKTHBHOM (papMalieBTHUECKOil CyOCTaHIINH;
Jpyras JekapcTBeHHast Gpopma;

npyras(ue) 103upoBKa(1) (KOJTHMYECTBCHHBIC N3MEHEHUS aKTHBHOM

(hapmarieBTHUECKOH CyOCTaHIMN);

nipyroi (ue) criocoO(bl) BBEICHHUS;

Ipyras GapMaKOKHHETHKa (BKIIOYas APYTyI0 OHOJOCTYIIHOCTD);
Jpyroe MoKa3zaHHe K IPUMEHEHHIO;

JIpyrue OTINYUs

5)

KoMOuHnpOBaHHbIH JIeKapCTBEHHBIN Mpenapat

HU3BCCTHaAA KOMGI/IHaLII/Iﬂ

HOBas KOMGHHaLII/ISI

bank-npoaykr

OpHruHabHbIH JIeKapcTBEHHBIN Mpenapar (B ciyyae H3BeCTHOH KOMOMHALNH)

HanMEHOBAHUE JICKAPCTBCHHOT'O IIperiapara, A03MpoOBKa, Jie-

KapcTBeHHast (hopma

JieprKaTeb PeruCTPAlHOHHOTO YJIOCTOBEPEHHS, JaTa Peru-
CTpaLMU, HOMEpP PETHCTPALOHHOTO YAOCTOBEPEHH S, FOCY-
JIApCTBO, TJIe 3apETHCTPUPOBAH OPUTHHANIBHBIN JIEKapCTBEH-

HBII TIpenapar

6)

JlexapcTBeHHBII npenapaT ¢ XOpOIIO U3YYEHHBIM MEIUIMHCKUM IPUMEHEHUEM

Bank-npoxyxr

HAaNMEHOBaHHE JICKAPCTBEHHOT'O TIperapara, 1031pOoBKa, Je-

KapcTBeHHast hopma

JiepyKaTelb PErHCTPALIOHHOTO YAOCTOBEPEHHUS, 1aTa Peru-
CTpaLi, HOMEpP PErHCTPALMOHHOTO YA0CTOBEPEHHSI.

7

PanguocdapmarieBTHUecKHil TeKapCTBEHHBIH NpenapaT

bank-npoxykr

panuodapmaneBTHICCKUH Habop

HPEKypCop PafoOHYKINA

HCTOYHUK PaJIMOHYKIIHJA (IEPBUYHBII U BTOPUYHBIN) (TIpU

HAJTHYHH)

TeHepaTop

8)

IN'omeonaTudeckuii TeKapCTBEHHBIN ITpenapar

HOBBIM TOMEOIaTUYECKUN Inpenapar

TrOMEeOIaTUYeCKUN Inpenapar, BKJIFOUCHHBIHN B q)apMaKOHeI/I 1 MOHO-

rpadun
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9) PactuTenbHEIi IeKapCTBEHHBIN IpenapaT
OMHOMUHAIBHOE HayYHOE Ha3BaHHE PAcTeHUs (PO, BUM, pa3-
HOBHJTHOCTB)
HCTOYHHUK MPOUCXOXKIEHUS ChIPbS (71a00paTOPHBIH KOX)
YacTU MPOU3BOAAILETO PACTEHUS
Ha3BaHMe (ONpe/eneHne) CyOCTaHIIMU PACTUTENILHOTO IIPOUC-
XOJXKJICHHS U IPpyTHe Ha3BaHUA (CHHOHHUMEL, yKa3aHHbIC B Dap-
MaKoOIesIX)
10) | OpdanHslit TeKapcTBEHHBIN MpemnapaT
IprcBoeH JiH JIeKapCTBEHHOMY IIpemapary cTaTyc opdaHHOTO JIeKapCTBEHHOro Ipemnapara B Pecry6iuke Kazaxcran
Her
B mporecce paccMoTpeHust
Ja
Jlara
HOMEP PErHCTPallMOHHOI0 y0CTOBEpEeH s op(aHHOTO JTeKap-
CTBEHHOT'O Iperapara
OTKa3aHO B IPUCBOCHUH CTaTyca Op(haHHOIO JIEKapCTBEHHOI' 0 Iperapara
Jlara
Howmep pemenns
3asBlICHHE Ha IPUCBOCHHE CTAaTyCa OTO3BAHO: JaTa
11) | AxruBHas dapmaneBTHyeckas cyOcTaHIMs, Ipou3BeeHHas He B yciaoBUsaX GMP uin nekapcTBEHHOE PacTUTENILHOE ChIPbe
10. | dopma oTmycka B cTpaHe ITo peuenty Bpaua
SasBUTEIL Bes penenTa Bpaya
11. | CrocoOsl BBenEHUS
12. | Wndopmauus no ycrpoi-
CTBaM BBOJA
13. | YnaxoBka (3aIOJIHSAETCS CHICOK 3HAYECHHA)
Ne Bun (nepsuunas unu Bro- | HaumenoBanue Pa3mep (npu O0beM (11pu HaIU- Kon-Bo equ- Kpat-
puuHast) HAJTYHH) YHH) HUI] B YIIAKOB- | Koe
Ke omuca-
HHe
1. [lepBuuHas
2. IIpomexyTouHas (npu
HAJIM4UH)
3. Bropuunas
3 IITpux-Kox BTOpUUHOM VYKazaTb IITPUX-KOA JUIsl KXKI0H 103UPOBKH/KOHLEHTPALUU
ynaxoBk# (GTIN) (Ixu-
THH)
14. | TlomHbIit Ka4eCTBEHHBIN U KOTNYECTBEHHBIN COCTaB (3aIOHACTCS CIIUCOK 3HAYCHUN )
Ne Tun Ha- Komu- | Hopmarusaslii 1oKy- IIpousso- Kontpomupy- | Hamuuue sno- Juxopac- [Ipu-
Bellle- uMe- | de- MEHT, pPerJIaMeHTHPYIO- IUTeIb, eTCs MeXIY- BUTBIX Be- Tymee 3HAaK 4e-
CTBa HO- CTBO muit kauecTBo uiu Pap- | crpaHa u HapOJHBIM mecTB (OTMeYa- | MU KyJlb- J0BeYe-
(ak- Ba- Ha Makoriest ¢ yKkazaHuem azpec KOMHUTETOM eTCs IpU HaU- | TUBHpYe- CKOro
THUB- HHE enu- rojia u3iaHust MIPOU3BOA- | I10 KOHTpPO- YHH) Moe (st W XKHU-
HOE HUITY CTBEHHOH JIO 32 HAapKO- neKap- BOTHO-
WA e- IUIOIIA- THKaMH (OT- CTBEHHOT'O To Ipo-
BCIIO- Kap- Ku (Ui pacTuTenb- | HCXOX-
Mora- CTBEH- aKTHB- HOTO ChbI- JIeHUs
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Tellb- HOH HBIX Be- MeyaeTcst pbs) U Me- (oT™e-
HOE) ¢dop- LIECTB) MIPU HAJIH- CTO pou3- | 4Yaercs
MBI YHH) pacraHus HpH Ha-
JTUYUH)
1. AxTHB- 11 Tad. 1 ciucox
HOC 1T Tab. 2 CIHCOK
IV Tad.
2. Bcermo-
Mora-
Tellb-
HOE
15. | HaumeHnoBanue akTUBHOH (papMarieBTHIECKOH CyOCTaHIHN
16. | Cpok xpaHenus se- IIpeAsIaraeMblil CPOK XpaHEHUS
KapCTBEHHOT'O CpeJ- o N
npeuIaraeMpli IIeprUoJI IPUMEHEHHS (IIOCIIe TIEPBOT0 BCKPBITHS KOHTEHHEpa)
cTBa
npeJyiaraeMblii IIepUoI IPUMEHEHHS (IIOCIe PACTBOPSHUS UITH Pa3BEICHHS)
17. | YcnoBus TpaHcmop-
TUPOBAHUS
18. | YcioBus xpaneHust MpeJiaraeMple yCIOBHS XpaHEHHUS
npeJularaeMble YCIOBHS XPaHEHHUS [TOCIIe IEPBOTO BCKPBITHS YIIAKOBKU
19. | Permcrpanus B cTpaHe-IpOU3BOIUTENIE U APYTHX CTPAHAX
1. HazBanue ctpanbl Ne perucTpalMOHHOTO YAOCTOBEPEHHs (YKa3bIBACTCS MPH HATMYHHN) JlaTa BeImaun Cpoxk neficTBus
2.
20. | Hamuume oxpaHHOTO JOKYMEHTA Ha H300PETEHUE WITH MOJIC3HYIO MO/IeIb, TOBAPHbII 3HAK
HazBanue oxpanHo- Ne oXpaHHOTO TOKyMEHTa JlaTa BeImaun Cpoxk BbIaYH
ro JOKyMEHTa
21. [IpousBoacTBo 1) ITonHOCTBIO HA JAHHOM MPOU3BOJICTBE
2) YacTUYHO HA JaHHOM IPOU3BOJICTBE
3) INonHOCTBIO HA APYTrOM NPOU3BOJCTBE
22. | IIpomsBoauTens (M) IEKapCTBEHHOTO Mpernapara U y4acTok (1) MPOU3BOACTBA (BKIJIIOYAs yYAaCTKU IIPOU3BOACTBA JIFOOOT0 KOMIIOHEHTA
(B TOM 4HCIIe paCTBOPUTEIIS JTEKAPCTBEHHOH (H)OPMBI), KOTOPBIH SBIISETCS YaCThIO JIEKapCTBEHHOTO TIpenapara)
No Tun npousBoaure- Hanwme- Ne, nara u cpok Opnan- ®dakruye- Tenedon, Damunus, ums, Damu-
s HOBa- JeHCTBHA paspe- YeCKHi CKHIf azipec daxkc, e- 0TYECTBO (IIpu v,
HHE, HIMTEIBHOTO IOKY- | ampec mail HAITUYUH), UMSsL, OT-
CTpaHa MEHTa JIOJKHOCTB pY- 4eCTBO
(Ha ka- KOBOJUTEIIS (ipu Ha-
3ax- JIYHHN),
CKOM, JIOJIXK-
pyc- HOCTb
CKOM, KOH-
aHrIui- TaKTHO-
CKOM TO JIMIa
SI3BIKAX)
1) IIpoussoaurens
2) Jlepkarenb JIULEH- JlaHHBI€ 110 JIMLIEH-

3UHU

3UH Ha IIPOU3BOI-
CTBO, BbIIaHHAA
YIOJTHOMOYE€H-
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HBIM OpPraHOM
CTpaHbI IPOHU3BO-
JTATES

3)

Jepxatens peru-
CTPalHOHHOTO yJ0-
CTOBEPEHHUS

4

[Ipennpusitue-yna-
KOBILUK

5)

3asBUTEb WIN ﬂaHHBIe 110 1OBEC-

TIpeACTaBUTCIBCTBO PCHHOCTHU

6)

VoJIHOMOYEHHOE
JIMLIO 110 OCYILECTB-
JICHUI0 (hapMaKo-
Haj30pa B Pecry0-
ke Kazaxcran

23.

Jlabopatopust CTPaHbI-IPOU3BOIUTES [10 KOHTPOJIIO KauecTBa NPENapaToB KPOBU U BaKI(MH, OTBETCTBEHHAS 32 KOHTPOJIb Ka4eCcTBa

/BBIITYCK CEpHU

HalMEHOBaHNUE JJabopaTopun

aapec MeCTa OCYLICCTBIICHUS ACATCIIbHOCTU

CTpaHa

TenedoH/paxc

DJICKTPOHHAsA Imo4uTa

24.

I/ISMCHeHI/Iﬂ, BHOCHMBIC B PErUCTPALlUOHHOE JOCHE JICKAPCTBEHHOI'O CPEICTBA (yKa3aTB BHOCHMBIC I/ISMeHeHI/IS[)

Tun uzmeHeHus

Penakuust 10 BHECEHUS U3MECHEHUI

BHaocuMmeblie usmene-
HHS

25.

ﬂaHHLIC I10 1OrOBOPY Ha NPOBEACHUE DKCIIEPTU3BI JICKAPCTBEHHBIX CP

CJICTB

Ne norosopa

I[aTa 3aKIIIOYCHUSA

Cpok neiicTBust

26.

Cy6'b€KT, OCyH_ICCTBJIHIOHII/Iﬁ OoIJjiaTy 3a IIPpOBEACHUE SKCIICPTU3bL

HaumenoBanue

Crpana

IOpunuuecknii anpec

dakTHuecKuil agpec

4 Rl el

Damunus, UMs, OTYECTBO (IIPU HAJIMYHMU), JOJDKHOCTh PYKOBOIUTE-
s

Tenedon

dakc

e-mail

el Il e

busnec-uneHTH(UKAIMOHHBIH HOMEP

WHauBuyanbHbIi nAeHTHOUKALMOHHBIH HOMEp

11.

bank

12.

PacueTHbIif cueT

13.

BamoTHbIl cueT

14.

Kox




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 10.07.2020

; . aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 28.08.2020

- = Ciii ?Tanogm,lﬁ Kﬁ)mponbmﬂﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 10.07.2020
ecryOmukn Kazaxcra B 2JIEKTPOHHOM BHJIE TlaTa ckaunBanus 28.08.2020

15. | bankoBckuii MACHTH(HUKALMOHHBIN KOJ

3asBUTEIb:

lapanTHpy!0: TOCTOBEPHOCTH MH(OPMAIMH PETUCTPALHOHHOTO J0ChE, HEHAPYIICHNE NCKIIIOYUTENILHBIX NIPAaB TPETHUMH JIMIIAMHU Ha n300pe-
TEHHE WJIH MOJIE3HYI0 MOAENb, aJIeKBATHOCTh IIEPEBOJIOB METOIMK KOHTPOJIS Ka4eCTBA, MHCTPYKIUH [0 MEAUIIMHCKOMY ITPUMEHEHHIO JIeKap-
CTBEHHOTO CPEJICTBA; NPEICTABUTH 00Pa3Ibl JIEKAPCTBEHHBIX CPENICTB, CTAHAAPTHBIE 00Pa3Ibl JIEKAPCTBEHHBIX CYOCTaHIIMI 1 UX pUMeceil B
KOJIMYECTBAX, JOCTATOUHBIX JUISl TPEXKPATHOTO aHAIM3a, CIEeM(HIECKHE PEareHThl, PACXOIHbIe MaTepUalbl, IPUMEHsEMbIE TIPH IPOBEe-
HUH UCTIBITAaHUH JIEKAPCTBEHHBIX CPEJICTB (B HCKITIOYUTENIFHBIX CIIy4asX ¥ Ha YCIOBHUIX BO3BpAaTa), a TAKXKE UX COOTBETCTBHE HOPMATHBHBIM
JIOKYMEHTaM, IIPEACTaBIsIEMbIM Ha PETUCTPALIUIO.

O6ﬂ3yIOCL COOGH.IaTB 000 BCeX M3MCHEHUSX B PErucTpalluoOHHOC NOChE, a TAKKE IMPEACTABJIATh MaTEpHaJIbl TIPU O6Hapy)K€HI/II/I HEXKEIIaTClIb-
HBIX peaKHI/Iﬁ IIpy MPUMCEHCHUHU JICKAPCTBEHHOI'O CPEACTBA, PAHCC HE YKAa3aHHBIX B MHCTPYKIHUHU 10 MEAUITMHCKOMY IIPUMCHCHHIO.

JHata

N. ®amunus u JOJDKHOCTH OTBETCTBEHHOI'O JIMI[A 3asgBUTESA

Iloamnuce, nevartkb

[Tpumeuanue:

* JlanHast popMa 3asiBJICHUS IPEIOCTABIISETCS TAKXKE TIPU MepeperucTpauu
JIEKApPCTBEHHOTO CPEJICTBA B COOTBETCTBUH ¢ [IpaBunamu rocy1apcTBEHHOM
perucTpanuu, NepeperucTpaluy 1 BHECEHUSI U3MEHEHHUI B PETUCTPALIMOHHOE JIOCHE
JIEKAPCTBEHHOTO CPEJICTBA U MEAUITUHCKUX U3JIETUHN, YTBEPKICHHBIMHU ITPUKA30M
Munuctpa 3apaBooxpanenust Peciyonmku Kazaxcran ot 18 Hosiops 2009 romga Ne 735
(3apeructpupoBaH B PeecTpe rocyapcTBeHHOM perucTpalui HOPMAaTUBHBIX TIPABOBBIX
aktoB noJ1 Ne 5935) u npu U3MEHEHUSIX, BHOCUMBIX B PETHUCTPAILIMOHHOE JIOCHE.

** 3asBlIeHHE 3aM0JHAETCA OJHOKPATHO U HE MOJUIEKUT KOPPEKTUPOBKE.
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[Ipunoxenue 2
K [IpaBriiam npoBeneHus
DKCHEPTU3BI JIEKAPCTBEHHBIX CPEICTB

Hepeqenb JAOKYMEHTOB, IPE€I0CTABJIACMBIX /IJIfl IKCIICPTU3bI IIPOU3BOAUTCIAMUA

PecnnyOoimkun Kazaxcran

Nernm | HammeHOBaHHME TOKYMEHTOB
/m
1 2
Yacte | Obuias nokymenranus*
IA1l. | Cepruduxar GMP (c yka3zanueM aaThl U pe3yIbTaTOB MOCICAHEH NHCIIEKIMHA HOTAPUAILHO 3aCBUICTEILCTBOBAHHBIC) MIPH HATTMYHU
I Komnwust rocyiapcTBeHHOMN IMIIEH3UH HA (PapMaleBTHYECKYIO AESTENbHOCTb (HOTAPHAILHO 3aCBU/IETENILCTBOBAHHAS )
A2.
I TIpunoxenne K JIMIEH3UH (U1 PACTUTEIILHOTO CHIPBS - Pa3pelleHNue Ha 3aroTOBKY ULl OTEYECTBEHHBIX IIPOU3BOIUTENCH)
A3.
I Ecnu B 1pon3BoICTBEHHOM IPOLIECCE YUaCTBYET HECKOJIBKO NPOU3BOAUTENCH TOKyMeHTbI yHKTOB 1A2, IA3, 1A4 npenocrasisiorcs
A4. Ha BCEX YYaCTHUKOB IIPOU3BOJICTBA
I JInneH3MoHHBIH 10TrOBOp (COTJAIIeHNEe) Ha IPaBO MTPOU3BOACTBA (10 ICTEUCHHS CPOKa JICHCTBYS NaTEHTA Ha OPUTHHAJILHBIN TIpera-
AS. par)
I HOTapHaJIbHO 3aCBUJICTENILCTBOBAHHAS KOMHUSI OXPAHHOTO JOKYMEHTA Ha H300PETEHHUE WM MOJIE3HYI0 MOJICNb OPHUIMHAIIBHOTO JIeKap-
Ab6. CTBEHHOTO CpeJCTBa (TMIPEIOCTABILETCS TATEHTOO0NaaTeNieM OXPAaHHOTO JOKYMEHTa), OXPAaHHOTO IOKyMEHTa Ha TOBAapHbIH 3HAK;
I rapaHTUHHOE MUCHMO O HEHAPYLICHUH UCKIFOYUTEIbHBIX TPAB TPETHUMH JIMI[AMH Ha H300pETEeHUE MM TTOJIE3HYI0 MOJENb (Ipeo-
AT. CTaBJISIETCS TIPH IKCIEPTH3E FEHEPUUYECKOT0 JISKAPCTBEHHOTO Mpernapara)
I JloKyMeHT, OATBEePIKAAIOLINIT KaueCTBO FOTOBOrO MPOIYKTa TPEX NPOMBILIIEHHBIX cepuil (cepTudHKaT aHaIN3a, IPOTOKOJ aHAJIU-
A8. 3a), OJIHa CEpUs KOTOPOTI'O COBMAJIACT C CepUei 00pasiia JISKapCTBEHHOI'O CPE/ICTBA, IIOJAHHOTO Ha PErHCTPALHIO
IA JIOKYMEHT O IpHOHOBOI 6€301acCHOCTH Ha BEIIECTBA )KUBOTHOTO MPOUCXOXKICHUS OT IIPOU3BOAUTEINS
9.
IA Komus - perucrpanuonHoro ynocrosepenus Pecry6nku Kazaxcran (1mpu nepeperucrpanum)
10.
LB. IpoexT obmiei XapakTepHCTHKHU TeKapcTBeHHOro cpenctsa (OXJIC) B anekTpoHHOM BHJE B popMare «doc (JOK)» Ha Ka3aXCKOM U
1. PYCCKOM sI3BIKax
LB. IIpoexT HHCTPYKIMH O METUIIMHCKOMY NPHMEHEHNIO (JINCTOK-BKIJIA/IBIII) B 3JIEKTPOHHOM Bujie B popmate «doc (10K)» Ha Kazax-
2. CKOM U PYCCKOM SI3bIKaX
1.B. | TekcT MapKUpOBKH AJIsI IEPBHYHON M BTOPUYHOI YIaKOBOK, CTUKEPOB, STHKETOK Ha Ka3aXCKOM H PYCCKOM SI3bIKaX
3.
1.B. | LiBeTHbIe MaKeThI MOTPEOUTEIBLCKUX YIIAKOBOK, STUKETOK, CTHKEPOB B AJICKTPOHHOM BHJIE B opMarte «jpeg (JUKUIET)»
4.
I.C Macrep aiin cuctemsl hapMakoHaa30pa AepKaTeNs peruCTPALIMOHHOrO YA0CTOBEPEHH s (IIPEACTABISASTCS B ClIydyae, Korja aepixka-

Telb PErUCTPALIMOHHOTO yJOCTOBEPEHUsI BIIEPBbIE MOAAET 3asBKY Ha PErMCTPALMIO JIEKapCTBEHHOI'O Npernapara) Uin KpaTkas Xapak-
TEPUCTHKA CHCTeMBI (hapMaKOHAA30pa AepKaTelsd PETUCTPAIHOHHOTO YAOCTOBEPEHN (IIPH IIePEeperuCTPAliy) BKIIOYAIOMAst:

HH(POPMALIHIO O TOM, YTO AEPKATeIb PETUCTPALIMOHHOTO YAOCTOBEPEHHUS IMEET B CBOEM PACIIOPSKEHHH OTBETCTBEHHOE JIHIIO 3a TII0-
OasbHBIN (hapMaKkOHAA30D;

KOHTAKTHbIE JaHHbIE OTBETCTBEHHOT'O JIMIIA 32 I100abHbIH (hapMaKoHaa30p;

JACKJIapaluio, INOANMMCAHHYIO A€PKATECIIEM PErUCTPALIUOHHOI'O YIOCTOBEPEHHUSA O TOM, YTO OH UMECT CUCTEMY Q)apMaKOHansopa JJIA
BBITIOTHEHUS 3a/1a4 U 00s3aHHOCTEH MO TIOCTPETUCTPALTUOHHOMY KOHTPOJIIO 0e30MacHOCTH JICKaApCTBCHHBIX CPELICTB;
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CCBUIKY Ha MecCTO (aapec), TAe XpaHUTCs MacTep-daiin cucteMsl GpapmakoHag3opa.

I.C IMepuoanueckuit 0OHOBIIEMBIH OTUET O 6E30MACHOCTH (IIPH TI€PEPETHCTPALIIN )

1

I.C [1nan ynpasieHus puckamu (Ul OpUTHHAIIBHOTO JIEKApPCTBEHHOTO ITpenapara, 0M0aHaJIOTHYHOT0, OMOIOTHYECKOT0, OMOTEXHOJIOTH-

2 YECKOT0, a TAK)KE MMMYHOJIOTHYECKOTO JISKAPCTBEHHOTO Iperapara)

LD JIOKyMEHT, OATBEePIKAAIOLIUIL, YTO JepHKaTelb PETHCTPALOHHOTO YAO0CTOBEPEHHSI MIMEET YIOJIHOMOUYCHHOE (KOHTAKTHO®) JIUIIO 32
(hapmakoHaa3op Ha Tepputopun Pecnyonuku Kasaxcran

Yacts I Xumuueckas, GpapmarieBTuuecKast 1 OHOIOrHYECKas TOKyMEHTAus*

11 Copeprxanue

ITA | Cocras

II KauecTBeHHBII 1 KOTMYECTBEHHBIIT COCTAB JIEKAPCTBEHHOTO Mpenapara (aKTHBHBIE, BCIIOMOTaTeIbHbIC BELIECTBA, COCTAB 000I0UYKH

Al TaOJIETKN WM KOPITyCa KarcyJibl)

II JloKyMeHT, HOATBEP K IAIOIINK Ka4eCTBO YIIAKOBOUYHOI'O U YKYHOPOYHOT'O MaTE€pPUaioB TOTOBOTO MPOAYKTa

A2

II ®dapmarneBTuueckas pazpadorka (onucanne ADPC, BCrioMoraTeIbHBIX BEIIECT, pa3paboTKa JIEKapCTBEHHOT'O Mpernapara B CpaBHEHHH

A3 C OpUTHHHATBHBIM/peepPEHTHBIM IperapaToM (B CIydae, €Cii TeHepHK), pa3paboTKa MPON3BOICTBEHHOTO IPOLEcca, COBMECTH-
MOCTb KOMIIOHEHTOB, U3JIUILIKH, CTAOMIEHOCTh, MUKPOOHOJIOTHYECKAs YUCTOTA)

1IB CBezneHNs 0 IPON3BOJICTBE!

II IPOHU3BOACTBEHHAS (hopMyIia

B1

1II OMHCaHNE TEXHOJIOTUH ITPOU3BOICTBA

B2

11 KOHTPOJIb B MOILIECCe MPOU3BO/ICTBA (ONIEPAIlOHHBIN KOHTPOJIB)

B3

1I BaJIMJIALMsI TPOU3BOICTBEHHBIX IPOIIECCOB

B4

IIC | meroxsl KOHTPOJIS UCXOAHBIX MaTEPHAIIOB

II AKTHBHAs CyOCTaHIINS

Cl1

I JIOKYMEHT, MOATBEePIKAAIOLINIT KaUueCTBO aKTHBHOTO BELIECTBA TPEX MPOMBIIUICHHBIX CepHU (CepTH(UKAT aHANIN3a CYyOCTaHIIUH OT

C NPOU3BOAUTEIS, CepTH(UKAT cOOTBeTCTBHUsI MOHOTpadun EBpomneiickoit @apmakornen, MpOTOKOJ aHAIIN3a, aHATUTHIECKUIT acopT)

1.1

1I BCIIOMOTaTeIbHBIE BEIECTBA

C2

I cepTu(UKAThl KaYeCTBa Ha BCIIOMOTATEIbHBIC BEIIECTBA

C

2.1

I YIaKOBOYHBII MaTepual (TIepBUYHAS U BTOPUYHAS YITAKOBKA)

C3

I cepTUdUKaThI Ka4eCTBa yNaKOBOYHOTO MaTepuala ¢ NPHI0KEHUEM JOKYMEHTOB, PErIaMEHTHPYIOLINX HX KaueCTBO

C

3.1

IID | meronpl KOHTPOJIS KauecTBA IPOMEKYTOUYHBIX MPOILYKTOB (IIPH HEOOXOAUMOCTH)

IHE | conenuduxanus kadecTBa U METOJUKU KOHTPOJIS TOTOBOT'O NPOYKTA C Ay TEHTUYHBIM IIEPEBOJIOM C S3bIKa IPOU3BOJMTEINS HA PyC-
CKHH SI3BIK

IIE | HOpMaTHBHBIN TOKYMEHT IPOM3BOAUTEIS IO KOHTPOJIIO Ka4eCTBa M OE30I1aCHOCTH JIEKAPCTBEHHOT'O CPE/ICTBA B 3JICKTPOHHOM BHJIC B

thopmare "doc (70K)", MOSCHUTENBHAS 3aIIMCKa K HEMY
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IE BaJIMIAIMsI METOIMK HCIIBITAHUHN JICKAPCTBEHHOTO Tpernaparta (Ipyu NepeperucTpaluy JOMOIHUTEIHHO KOIMI0 HOPMAaTUBHOTO JIOKY-
2 MEHTa I10 Ka4eCTBY, yTBepxkIeHHOro B Pecrybnmke Kasaxcran)
IIF Ppe3yJIbTaThl UCTIBITAHNS CTAaOMIIBHOCTH HE MEHEE YeM Ha TPEX HPOMBIIIIICHHBIX MM ONBITHO-IIPOMBIIUICHHBIX (IMJIOTHBIX) CEPHIX
II G | cBexmenwus o mpoduiie pacTBOPEHHS (JUIsI TBEPBIX JO3UPOBAHHBIX JICKAPCTBEHHBIX (hOpM)
ITH JIaHHBIE KOHTPOJIS Ha )KMBOTHBIX
II K | naHHBIC ITO BEPOSTHOI OMACHOCTH VISl OKPY’KAIOIIEH CPe/Ibl AJIs IIPEnaparoB, COAEPKAMINX TeHETHIECKH N3MEHEHHbIE OPTaHN3MBI
IIL. | nonomHuTenbHas HH(pOpMAaNNs, NOATBEPXKIAroNas Ka4eCTBO (IIPH HEOOXOANMOCTH)
Yacts III. ®apmakonaoruueckast ¥ TOKCHKOJIOTHYECKAsl JOKYMEHTAIUS
I1I. Conepxanue
I JlaHHBIE TTO TOKCUYHOCTHU (OCTPOH M XpOHMYECKOH), (MEIUIIMHCKIAI NMMYHOONOJIOTHYECKHH TIperapaT - TOKCHYHOCTH IIPU OHOKpAT-
A. HOM BBE/ICHUHU U BBEICHUHU ITOBTOPHBIX /103)
I BrusiHue Ha penpoayKTHBHYIO (DYHKIUIO
B.
I JlaHHBIE 110 SMOPHOTOKCHYHOCTH M TEPATOTCHHOCTH
C.
I JlaHHbBIE 110 MyTareHHOCTU
D.
I JlaHHbIE 110 KaHLEPOT€HHOCTH
E.
11 dapmakoHaMUKa (JUI MEJUIUHCKAX T€HHO-OMOJIOTMYECKUX TPETIapaToB — pe3yIbTaThl HCCIEJOBAHNS PEAaKTOTCHHOCTH)
F.
I DapMaKkOKHHETHKA (U151 MEAUIIMHCKIX IMMYHOOHOJIOTHIECKUX TIPETIapaToOB — pe3yIbTaThl CHEHU(PHIECKOH aKTHBHOCTH)
G.
111 JlaHHBIE 0 MECTHO-pa3IpakaloIeM ASHCTBUH (V11 MEULIMHCKUX HMMYHOOHOJIOTHUECKUX MIPEMapaToB — pe3yJIbTaThl HCCIIEJOBAHUS
H. MMMYHOTEHHOCTH)
m JlononHuTeNbHAS HHPOPMALIUS, TOATBEPKAAIOIIAs 0€30MaCHOCTD (TIPH HEOOXOIUMOCTH )
Yacts IV. Kitunndeckast jokymeHTarus™*
IVv. Conepxanue
v JlanHble o KiIMHUYEeCKO# (hapmakonoruu (papMakogHaMKKa, papMaKOKHHETHKA)
A.
v Knunnueckas, iMmyHosoruueckast 3(hexkTHBHOCTb
B
v Juarnocrugeckas 3¢ GpeKTUBHOCTD
C
v Pe3ynbTaThl KIMHUYECKHX UCCIICIOBAaHUH (MCIIBITAHMI), HAYYHbIC Iy OIHKAIMH, OTYETHI
D
v JlaHHBIE MOCTPETUCTPALMOHHOTO OIbITA (TIPH HATHYHH)
D1
v JlononHuTenpHas HHpOpMaLKs, MOATBEpxkKAatoIas 3pPEeKTUBHOCT
E

[Ipumeuanue:

* [Ipu mepeperucTpanuu OCyIecTBIsIeMO B cooTBeTCTBHH ¢ [IpaBrmamu

I‘OCYI[&pCTBGHHOﬁ perucrpanuu, nnepeperucTpaiiu 1 BHCCCHUA W3MEHEHUH B

PETUCTPaAIMOHHOE JOChE JICKAPCTBEHHOTO CPEACTBA U MEIUIIMHCKUX W3/CIIHM,
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YTBEPXKIECHHBIMU MTpruKazoM MunHucTpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot
18 Hos16pst 2009 roma Ne 735 (3apeructpupoBan B Peectpe rocyaapcTBeHHON
perucTpanuyu HOpMaTUBHBIX MPABOBBIX akTOB Mo Ne 5935) npenocTtaBisatoTcs yactu [
u Il nanHOTO MEpEUHs.

*# 7S KaKI0T0 KIMHUYECKOTO UCCIIEeIOBAaHUSA (B T.4. UCCIEAOBAHUS
OMOAKBUBAJICHTHOCTH) IPEIOCTABIISIOTCS OTYET UCCIEIOBAHUS, YTBEPKACHHBIN
IPOTOKOJI UCCAEA0BaHMs, 0JOOPEHUE ITUUECKON KOMHUCCHH, pa3pelieHUe
PETYJISTOPHOTO OpraHa Ha MPOBEJICHUE UCCIeI0BaHUs (TTPU HATUYUH ), KOTTHH
MH()OPMUPOBAHHBIX COTJIACHUM, KOTTUU WHIUBUAYaJIbHBIX PETUCTPALIMOHHBIX KapT (AJIs
MEKTyHapOIHbIX, MHOTOLIEHTPOBBIX KIMHUYECKUX uccienoBaHuit 20 %).
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[Ipunoxenue 3
K [IpaBriiam npoBeneHus
DKCHEPTU3BI JIEKAPCTBEHHBIX CPEICTB

IlepedyeHb TOKYMEHTOB, IPEAOCTABJISIEMbIX IS IKCIepTH3bI B GopmaTte O0mero

TEXHUICCKOI'o JTOKYMECHTA

Ne i/t | HawnmMeHoBaHne TOKyMEHTOB
Mopnyb 1.*

1.1. OO6m1as foKyMeHTanus

1.2.1 CepTtudukaT Ha (papMaleBTUUECKUI TPOLYKT COTIIACHO PEKOMEHAalnuK BeceMupHO# opranu3aniy 31paBooXpaHeHus (HOTapuaib-
HO 3aCBH/ICTEILCTBOBAHHBIN) (1pu Hanmuuuu) unu CepTudukar (perucTpalnoHHOE YI0CTOBEPEHHE) O PETHCTPALIUU B CTPAHE-TIPO-
n3BOUTENE (HOTApUAIBHO 3aCBH/ICTEILCTBOBAHHBIN (IIPH HATUYUH)
Cepruduxar GMP (c yka3zaHueM JaThl U pe3yJIbTaTOB MOCIEAHEH HHCTIEKIMN) (HOTapHAIbHO 3aCBUICTEILCTBOBAHHBIN) HIIH aJl-
pec caiita peecTpa BbIIaHHBIX YIIOJHOMOYEHHBIM OPIraHOM CEPTU(GUKATOB COOTBETCTBUS TpeboBanusiM GMP (Hanpumep,
EudraGMP) B na(opMainoHHO-KOMMYHHKAIIMOHHOH ceTu «MHTepHeT»

1.2.2. Ceptudukar nporcxXoXxJIeHUs ToBapa (U1l OTEYECTBEHHBIX IIPON3BOUTEIICH)

1.2.3. JIMIeH3HOHHBIH 10roBOD (COINIalleHue) Ha IPaBo MPOU3BOACTBA (10 HCTEUEHHUS CPOKa JeHCTBHS IIaTEHTa Ha OPUTMHANIBHBIHN ITpe-
mapar)

1.2.4. CBelieHusI 0 PEerHCTPALIK JICKapCTBEHHOTO CPENICTBA B IPYTHX CTPAaHAaX C YKa3aHHEM HOMEepa M JIaThl PErHCTPALMOHHOTO YA0CTO-
BepeHust (MM KOMIUH cepTH(UKATA UITH PETHCTPALIIOHHOTO YJIOCTOBEPEHHS)

1.2.5 Kormus oxpaHHOTO TOKyMEHTa Ha TOBapHBIA 3HAK

1.3. O011ast XapaKTepUCTHKA JIEKAPCTBEHHOTO CPEACTBA, HHCTPYKIUS [0 METUIIMHCKOMY MPUMEHEHHIO (JTMCTOK-BKIIAIBIIT ), MAPKHPOB-
Ka (LIBETHBIC MAKEThI):

1.3.1. O011as XxapaKTepHCTHKA JIEKapCTBEHHOr' O ITpenapara ¢ AaToi MOCIeIHEero nepecMoTpa

1.3.2. Y TBepiKACHHAS HHCTPYKIHSI [0 MEUIIUHCKOMY [TPUMEHEHHUIO JIEKAPCTBEHHOTO CpeCTBa (U1 OpraHn3alui-npon3BOAUTENCH
crpan ConpyxecrBa HezaBucuMbix ['ocynapcTs), 3aBepeHHast OpraHu3anieni-mpon3BOAUTENIEM

1.3.3. ITpoexTsl 001IElt XapaKTePUCTHKHU JIEKAPCTBEHHOT'O CPEICTBA, MHCTPYKIMHU 110 MEAULMHCKOMY NMPUMEHEHHIO JIEKAPCTBEHHOTO
cpencTBa (JIMCTOK-BKIIA/IBIII) HA KA3aXCKOM U PYCCKOM s3bIKaxX

1.3.4 TekcT MapKUPOBKHU NEPBUYHOIN U BTOPUYHOM YIIAKOBOK, 3THKETOK, CTUKEPOB Ha Ka3aXCKOM U PYCCKOM sI3bIKaxX

1.3.5. L[BeTHBIE MaKeTHI TOTPEOUTENHCKHUX YIIAKOBOK, STUKETOK, CTUKEPOB B AJIEKTPOHHOM BHJIE B popmare jpeg (mKurer) B Macmrade
1:1

1.4. Hudopmanus o6 sxcrepTax

1.4.1. Wrdopmanus o6 SKcHepTe 10 KauecTBy

1.4.2. Wudopmanust 06 3xcnepTe Mo JOKITHHUYECKAM JaHHBIM

1.4.3. Wudopmanus 06 3xcrepTe M0 KINHAYECKHM JaHHBIM

1.5. O1eHka NOTEHIMAILHON OITACHOCTHU JUISl OKPY>Karolleil cpeibl

1.5.1 JlekapcTBeHHBIE TIpeTIapaThl, COISPIKALINE UITH HOJyICHHBIC U3 TCHOMOAU(PUIIMPOBAHHBIX OPraHU3MOB

1.6. Wudopmanust oTHOCUTENBHO (hapMakoHaa3opa 3asButens B PecnyOnuke Kasaxcran

1.6.1 Macrep daiin cucteMsl GpapMakoHaL30pa AepkaTels PerUCTPAMOHHOTO YIO0CTOBEPEHUS (IIPEACTaBIICTCA B CIydae, Kora aep-
JKaTeb PEruCTPAlMOHHOTO YJIOCTOBEPEHHS BIIEPBBIE MO/ACT 3asBKY HA PETUCTPALUIO JEKApCTBEHHOTO TIpenapaTa) Wik KpaTkas
XapaKTEePUCTHKA CUCTEMBI (hapMaKOHAI30pa JIeprKaTellsi peruCTPalMOHHOTO yI0CTOBEpEeHUsI (TP MepeperucTparnny) BKIH0Yako-
mas:
JIOKa3aTeNbCTBO TOT'0, UTO AEPKATENb PErUCTPALMOHHOTO YAOCTOBEPEHHSI UMEET B CBOEM PACHOPSHKCHUH OTBETCTBEHHOE JIMLIO 33
rio0albHbIN hapMaKkoHaa30D;
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KOHTAKTHbIE IaHHbIE OTBETCTBEHHOT'O JIMIIA 32 TJI00abHBIN (hapMakoHa30p;

JACKJIapaluio, MOANMCAHHYI0 ACPIKATCIIEM PETUCTPALMOHHOI'O YIOCTOBEPLCHHUS O TOM, UTO OH UMECT CUCTEMY (bapMaKOHaﬂsopa
JJIS BBIIIOJIHCHUA 3a1a4 U 00s13aHHOCTEH 110 TIOCTPETUCTPALITUOHHOMY KOHTPOJIIO 6€30IMacHOCTH JICKapCTBEHHBIX CPEACTB;

CCBUIKY Ha MeCTO (aJpec), TAe XpaHUTCs MacTep-(aiin cucTeMsl papMaKoHAL30pa.

1.6.2 [Meproauueckuii 0GHOBISIEMbIN OTYET MO OE30IaCHOCTH (IIPH IEPEPETHCTPALIIHN )
1.6.3 [Tnan ynpasieHus: puckamu (JUisi OpUTHHAIBHOTO JISKAPCTBEHHOTO MpenapaTa, Ono0aHaIOrHYHOT0, OHOJIOrHYeCKOro, OHOTEXHOIIO-
TMYECKOT0, a TAKKe UMMYHOJIOTHYECKOT0 JIEKapCTBEHHOT'O Iperapara)
1.6.4 JIoKyMeHT, OATBEP KON YTO [IepKaTeIb PErHCTPALIMOHHOTO YI0CTOBEPEHHS HMEET YIOTHOMOUYCHHOE (KOHTAKTHOE) JIHIIO
3a (hapMakoHaa30p Ha Tepputopun Pecryonuku Kazaxcran
Mogayis 2.*
Pestome 0011ero TEXHUUECKOTO JOKYMEHTa
2.1. Copnepxanue moayeit 2-5
2.2. Beezienue B 001 TEXHUYECKHN TOKYMEHT
2.3. OOuMii OTYET MO KauecTBY
2.4. 0030p TOKIMHUYECKUX JTaHHBIX
2.5. 0030p KIMHHUYECKHUX JaHHBIX
2.6. Pe3roMe no TOKIMHUYECKUM JaHHBIM
2.6.1. Pe3stome (hapmMakoIOruuecKux JaHHBIX B TEKCTOBOM (popmare
2.6.2. Pe3stome (hapMaKoIOrHuecKUX JaHHBIX B BUJE TaOJIHUI]
2.6.3. Pe3stome (hapMaKOKHHETHUECKHUX JAHHBIX B TEKCTOBOM (popmare
2.6.4. Pe3stome (hapMaKOKMHETHUECKHUX JaHHBIX B BUIE TaOIHUIL
2.6.5. Pe3toMe TOKCHKOJIOTMYECKHX JAaHHBIX B TEKCTOBOM (opMmare
2.6.6. Pe3roMe TOKCHMKOJIOTMUECKUX JAHHBIX B BUJE TaOIHIL
2.7. Pe3roMe KIMHHYECKHUX TaHHBIX
2.7.1. Pestome 6rodapMalieBTHUECKUX UCCIISIOBAHUN U CBSI3aHHBIX C HUMH aHAIMTHYECKUX METOJIOB
2.7.2. Pe3tome nccieoBaHM# 10 KIMHUYECKOH (papMakoaoruu
2.7.3. Pestome no kimHUYECKOi 3P ek THBHOCTH
2.74. Pe3toMe 1o KIIMHUYECKOH 0€301acHOCTH
2.7.5. Konus ncnonp30BaHHBIX JINTEPATYPHBIX HCTOUHUKOB
2.7.6. KopoTkue 0030pbl HHAWBU/IYaJIbHBIX UCCICIOBAHUI
Mogaymns 3. KagectBo*
3.1. Copnepxanue
3.2. OCHOBHEBIE JaHHBIE
3.2.8. JlexapcTBeHHas cyOcTaHIuMs (U151 IEKAPCTBEHHBIX MIPENapaToB, KOTOPBIE COAEpIKaT 0oJiee OJJHOrO aKTMBHOTO BeLecTBa, HHPOP-
Malysi PeIOCTABISIETCS B TIOJIHOM 00BEME OTHOCUTEIBHO KaXKJ0r0o U3 HUX)**
3.2.8. Oomas napopmanus™*
1.
3.2.S. Hazpanue**
1.1.
3.2.8. Crpykrypa**
1.2.
3.2.8. OO01wmue cBoiicTBa**
1.3.
3.2.8. [IpousBoacTBo
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3.2.8. IMpousBoputens**

2.1.

3.2.8. OnucaHue MpoU3BOACTBEHHOTO MIPOLECCA M €r0 KOHTPOIIb
2.2.

3.2.8. KoHTpois HCXOIHBIX MaTepHaIoB

2.3.

3.2.8. KoHTpons KpUTHYECKHX JTAoB U MPOMEXKYTOYHOH MPOIYKIUU
2.4.

3.2.8. Banumamust npotiecca 1/ ero OleHKa

2.5.

3.2.8. Pa3paboTka nmpon3BOJICTBEHHOTO MpoLecca

2.6.

3.2.8. XapakTepuctuka**

3.

3.2.8. Jloka3aTenbCTBO CTPYKTYPhI M XapaKTePUCTHKU
3.1

3.2.8. [Mpumecn**

3.2.

3.2.8. Konrpouns akTuBHOrO BemectBa**

4.

3.2.8. Crneunduranus™*

4.1.

3.2.8. AHaNUTHYECKHE METOAUKN **

4.2.

3.2.8. Banmmpanus aHaTuTHYIECKUX METOIUK

4.3.

3.2.8. AmHanu3ssl cepuit**

4.4.

3.2.8. O6ocHOBaHUE CrieU(UKAIIITN

4.5.

3.2.8. CrannapTHbIe 00pas3Iibl WK BELIECTBA

5.

3.2.8. Cucrema ynakoBka/yKynopka**

6.

3.2.S. CrabmipHOCTE**

7.

3.2.8. Pe3roMe OTHOCHUTENBHO CTAOMIILHOCTH M BBIBOIBI* *
7.1.

3.2.8. [IpoTOKOI MOCTPETHCTPALMOHHOTO H3Y4EHHS CTAOUIBHOCTH U 0053aTeIbCTBA OTHOCHTEIBHO CTAOMIBHOCTH *
7.2.

3.2.8. JlauHbIe 0 cTaOMIBHOCTH™ *

7.3.

3.2.P. JlekapcTBeHHBIH npenapar

3.2.P. OnucaHue U COCTaB JIEKApPCTBEHHOI'0 Iperapara
1.

3.2.P. dapmaneBTrueckas pa3paboTka

2.

3.2.P. CocTaBHbIE BEIIECTBA JIEKAPCTBEHHOTO NIpenapaTa

2.1.
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3.2.P. JlekapcTBeHHas cyOcTaHIus

2.1.1.

3.2.P. BcrnomorarensHbIe BelecTa

2.1.2.

3.2.P. JlekapcTBeHHBIH npenapar

2.2.

3.2.P. PaspaboTka cocraBa

2.2.1.

3.2.P. Wznummku

222.

3.2.P. DU3HKO-XMMHUYECKHE I OMOJIOTMYECKUE CBOMCTBA
2.23.

3.2.P. Pa3paboTka mpon3BOCTBEHHOTO TIpoliecca

2.3.

3.2.P. Cucrema ynakoBKa/yKyHnopKa

2.4.

3.2.P. MuKpOOHOIOTHYECKUE XapaKTePHCTUKU

2.5.

3.2.P. CoBMeECTUMOCTH

2.6.

3.2.P. [IpoussoactBo

3.

3.2.P. [pousBoauTens (1)

3.1

3.2.P. CoctaB Ha cepHIO

3.2.

3.2.P. OnucaHue MPOU3BOACTBEHHOTO MIPOLECCA M KOHTPOJIS IpoLiecca
3.3.

3.2.P. KoHTpons KpUTHYECKHX ITAoOB ¥ MPOMEXKYTOYHOH MPOIYKINU
3.4.

3.2.P. Banumaiust nporiecca 1/ ero oreHka* **

3.5.

3.2.P. KoHTpoJb BcrioMOTaTelIbHBIX BELIECTB

4.

3.2.P. Crenuduxanuu

4.1.

3.2.P. AHanuTHYEeCKHE METOIUKH

4.2.

3.2.P. Bamnpanus aHaTuTHYECKUX METOIUK

4.3.

3.2.P. O6ocHoBaHUe crielu(UKaIHi

44.

3.2.P. BcnoMoraresnbHble BeLIECTBa YeI0BEUYECKOro M )KUBOTHOT'O IPOMCXOXKICHHS (1P UCIIONb30BaHuK BB »xMBOTHOrO Min yenoseye-
4.5. CKOT'O POUCXOJKICHUS IPeJOCTaBIIsieTCs: cepTU(HUKAThI BUPYCHON, OaKTEpPUOIOrHYeCcKOi 1 MPHOHOBOH 6€301acHOCTH)
3.2.P. HoBble BcrioMorarelibHbIe BEIECTBA

4.6.

3.2.P. KoHTpouib JIekapCTBEHHOT0 TIpenapara

5.

Crneuuduranus (1)
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3.2.P.

5.1

3.2.P. AHaTUTHYECKHE METOUKH

5.2.
VTBep)KACHHBIII HOPMATHBHBIH JOKYMEHT 10 KOHTPOJIIO KauecTBa M OS30IIaCHOCTH B NIEKTPOHHOM BHE B (popmare doc (mpu ne-
peperucTparuy J0MOTHUTEILHO KOITHIO YTBEPKICHHOTO HOPMaTUBHOTO JOKyMeHTa B PecrryOnuke Kazaxcran)

3.2.P. Bamupanms aHaTuTHYECKUX METOIUK

5.3.

3.2.P. AHanussl cepuit

5.4.

3.2.P. XapakTepucTuKa puMecei

5.5.

3.2.P. ObocHoBanus crenudukanu (i)

5.6.

3.2.P. CrangapTHBIC 00pa3Ibl U BEIIECTBA

6.

3.2.P. CucreMa ynaxkoBKa/yKyInopka

7.

3.2.P. CrabuiIbHOCTh

8.

3.2.P. PesroMe 1 BbIBOJ O CTaOUIBHOCTH

8.1.

3.2.P. [IpoToKOI MOCTPETHCTPALIMOHHOTO U3Y4EHHSI CTAOMIBHOCTH M 0053aTEbCTBA OTHOCHTEIIFHO CTaOMIIEHOCTH

8.2.

3.2.P. JlarHbIe 0 cTabmIIBHOCTH

8.3.

3.2.A. JlononHeHus

3.2.A. TexHUYECKHEe CPEACTBa U 000PYIOBaHUE

1.

3.2.A. OreHka 0€30MacHOCTH OTHOCHTENFHO IIOCTOPOHHUX MHUKPOOPTaHU3MOB

2.

3.2.A. HoBble BcrioMorarenbHbIe BEIIECTBA

3.

3.2.R. Pernonanbsnas nundopmanus

3.3. Komnust ucronb30BaHHBIX JIUTEPATyPHBIX HCTOYHUKOB

Mopnyiis 4. OTYETHI 0 JOKIMHUYECKUX (HEKIMHIHYECKUX ) HCCIICTOBAHMUSIX

4.1. Copnepxanue

4.2. OTueTbl 00 HCCIeIOBaHUIX

4.2.1. ®dapmakoIorus

4.2.1.1. | IlepBuunas dapmakoguHAMUKA

4.2.1.2. | BropuuHas papMakoanHaMHKa

4.2.1.3. | ®apmakonoruyeckasi 6€30MaCHOCTb

4.2.1.4. | dapmakonuHaMHUYECKHE JICKAPCTBEHHBIC B3aMO/ICHCTBHS

4.2.2. DapMaKOKHMHETHKA

42.2.1. | AnanuTHyecKre METOJMKH M OTYETHI 110 BaJUIallMK

4.2.2.2. | AGcopOuus
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4.2.2.3. | Pacnpenenenue

4.2.2.4. | Merabomuzm

4.2.2.5. | Dkckpeuus (BbIBeIcHHE)

4.2.2.6. | dapMaKOKMHETHYECKHUE JICKAPCTBECHHBIC B3aUMOICHCTBUS

4.2.2.7. | [dpyrue ¢papMakOKHHETHIECKUE UCCIICOBAHMUS

4.2.3. Tokcukonorus

4.2.3.1. | TokcHYHOCTb IIPH OJJHOKPATHOM BBEIAECHUU

4.2.3.2. | ToKCHYHOCTb TP MHOTOKPATHOM BBEJICHUM

4.2.3.3. | 'eHOTOKCHYHOCTb (MH-BUTPO; UH-BUBO, TOKCHKOKHHETHYECKAs OLIEHKA)

4.2.3.4. | KaHIeporeHHOCTb (10JIrOCPOUHbIE HCCIEI0BAHUS; KPATKOCPOUHBIE M CPEHECPOUHbIE HCCIIEA0BAHMS)

4.2.3.5. | PenpoayKTuBHAs U OHTOr€HETHYECKasi TOKCHYHOCTb: (PePTHIBHOCTh U paHHEe IMOPHOHAIILHOE Pa3BUTHE, SMOPHO-(eTalbHOE pa3-
BUTHE; NIPEHATAIBHOE U MOCTHATAILHOE Pa3BUTHE; UCCIICIOBAHUSI, HA HEMIOJIOBO3PEIOM IIOTOMCTBE C MOCIISYIOIMM HaOII0ICH -
eM

4.2.3.6. | MecTHas IepeHOCUMOCTh

4.2.3.7. | Jdpyrue uccieaoBaHusi TOKCHYHOCTH: aHTUTCHHOCTh, IMMYHOTOKCHYHOCTb, UCCIICAOBAHUS MEXaHH3Ma JICHCTBHS, TEKapCTBEHHAS
3aBHCUMOCTb, METAOOIUTBI, IPUMECH H JP.

4.3. Komust ncnonp30BaHHBIX JINTEPATYPHBIX HCTOYHUKOB

Moayne 5. OT4eThI 0 KITMHUYECKHX UCCISTOBAHUSIX U (MIJIN) UCTIBITAaHUSX ** **

5.1. Cogeprxanue

5.2. [epeueHp Bcex KIMHUYIECKUX MCCIIEAOBAHUI (MCIBITAHIIA) B BU/IE TAOIHIL
JIst KaKA0ro KITMHUYECKOT0 UCCIIeIOBaHUS:
VY TBep)KACHHBII IPOTOKOJ UCCIEI0BAHMS, Pa3peIIeHUe PEryISTOPHOIO OpraHa Ha IPOBEICHUE UCCIIeIOBaHUs, 0100pEeHHE dTHYe-
CKOM KOMHCCHH, KOITHIO JIOTOBOPA CTPaXOBaHHs OTBETCTBEHHOCTH CIIOHCOPA B CIy4yae NPUYMHCHHS BPE/ia )KU3HH U 310POBBIO
cyOBeKTa UCCIIeIOBaHUsI, KOIIMH UHANBHIYAIbHBIX PETHCTPALMOHHBIX KapT CYOEKTOB MCCIICA0BAHMS, XPOMATOrpaMMBbl (TIpu
NPEIOCTaBICHUH HCCIE0BaHHs OMOIKBUBATICHTHOCTH), KOITMU JOTOBOPOB MKy CIIOHCOPOM KIIMHUYECKOTO MCCIICAOBAHUS U HC-
CIIeIOBATEILCKUM IIEHTPOM (KOHTPAKTHOM HCCIIeI0BAaTEIbCKOM opranu3aiueii) (B ciyyae He0OX0IUMOCTH MOCTIe U3bATHsI KOH(DH-
JIeHIIMAIIbHOM nH(pOopMaLnm)

5.3. OTy4eTbl 0 KIMHUYECKUX MCCIEI0BAHUAX (UCIIBITAHUAX) C KPATKMM ayTEHTUYHBIM IIEPEBOIOM C SI3bIKa IIPOM3BOJMTENS HA PyC-
CKHIA SI3bIK OCHOBHBIX Pa3/iesioB

5.3.1. OTyetsl 0 OnohapMaLeBTHUSCKUX HCCIESIO0BAHUAX: OTYET UCCIIE0BAaHUIT IO OMOJOCTYITHOCTH; OTYET CPAaBHUTEIJILHBIX UCCIIEI0BA-
HHH 110 OHOOCTIYHOCTH U OHMOIKBHBAIICHTHOCTH; OTYET [0 KOPPEIISAIUH UCCIISIOBAHUH HH-BUTPO HH-BHBO; OTYET 110 OHOAHAIH-
THUYECKUM M aHATUTUYECKUM METOaM

5.3.2. OT4eTh! uccieIoBanuii o (JapMaKOKMHETHKE PH UCHOJIb30BAaHUH OMOMAaTEepUaIOB YEIOBEKa: OTYET HCCICIOBAHUN CBA3BIBAHHS
¢ OeskaMu; OTYET UCCIIeIOBAaHUH IIEYEHOYHOr0 MeTaboIM3Ma 1 B3aNMO/ICHCTBHIA; OTYET MO MCCIEAOBAHUAM C HCIOIB30BAHUEM
OHoMaTepHasIoB YelOBeKa

5.3.3. OTueTsl 0 (hapMaKOKMHETHYECKHUX UCCIICJOBAHUAX Y YEIOBEKA: OTYET UCCIIeJOBAaHUH (papMaKOKMHETHKH Y 3I0POBBIX JOOPOBOIIb-
LIEB ¥ UCCJIC/IOBAHUIO IIEPBUYHOM NIEPEHOCUMOCTH; OTYET UCCIIE0BAaHNH (PapMAaKOKUHETHKH Y TMAIIUEHTOB U UCCIIEA0BAHHUIO IIep-
BUYHOI1 IIEPEHOCHMOCTH; OTYET MCCIIEAOBaHHI BHYTPCHHEr0 (akTopa (hapMaKOKHHETHIECKUX HCCICIOBaHHUMN; OTYET UCCIIeA0Ba-
HHI BHELIHEro (akTopa (hapMaKOKHUHETHIECKUX HCCICIOBAHUI; OTUYET UCCIICOBAaHUM (hapMaKOKMHETHKY B PA3JIMYHbIX OIS
LHSX

5.3.4. OT4etsl 0 (hapMaKOAMHAMUYECKUX HCCICIOBAHMUAXK Y YEJIOBEKa: OTUYET UCCIICIOBAaHUH (hapMaKOIHHAMUKH U (hapMaKOKHHETUKH
/papMakoJHAMHKH Y 3M0POBBIX TOOPOBOJIBIIEB; OTYET UCCIICOBaHUH (papMakoJMHAMUKA 1 (hapMaKOKHHETHKH/hapMaKoIMHAMU-
KH y NalMEHTOB

5.3.5. Otuetsl 00 uccnenoBanuu 3GpHEeKTHBHOCTH 1 0€30MaCHOCTH: OTYET KOHTPOJIUPYEMbIX KIMHHYECKUX UCCIICIOBAHUH MO 3asBIICH-
HBIM [T0Ka3aHUSIM; OTYET HEKOHTPOIMPYEMBIX KIMHUYCCKUX UCCICAOBaHHUMN; OTYETHI aHaIN3a JaHHBIX 6oJiee YeM OHOr0 HCCIIe0-
BaHUs, BKIIIOYast JIIOObIe (hOpMabHbIC HHTETPHPOBAHHBIC aHAIN3bI, METAaHAIN3bI U TIEPEKPECTHBIC aHAIN3BI; OTUETHI 10 JIPYTUM
HCCIIEI0BAHUSIM

5.3.6. OT4YeTb! 0 HOCTPETUCTPALIUOHHOM OIIBITE IPUMEHEHHS
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5.3.7. O6pa3m>1 HWHIAUBUAYAJIBHBIX PETUCTPALIMOHHBIX (1)OpM U UHAUBUAYAJIbHBIC CITUCKU NTAlITUCHTOB
54. Kormust ucrionb30BaHHBIX JIMTEpATYPHBIX HCTOUYHHUKOB
[Ipumeyanue:

* IIpu mepeperucTpaiiuu, oOCyecTBIsIEMO B cooTBeTCTBUH ¢ [IpaBuinamu
rOCyJapCTBEHHOW PErucTpalru, NepeperucTpauy 1 BHECEHUS U3MEHEHU B
PETUCTPAILIMOHHOE JIOChE JIEKAPCTBEHHOT'O CPEJICTBA M MEAUIIUHCKUX U3/ICITNM,
YTBEPKJIEHHBIMU TIprKa3zoM MuHucTpa 3apaBooxpanenus Peciyonuku Kazaxcran ot
18 Hos0pst 2009 roma Ne 735 (3apeructpupoBaH B PeecTpe rocyaapcTBeHHOM
perucTpanuyu HOpMaTUBHBIX MPABOBBIX aKTOB MoJ1 Ne 5935) npenocTaBiisitoTCs: MOy TN
1-3.

** Tlpu nepeperucTpalii NpeoCTaBIsIOTCA PE3YIbTaThl CTAOMIBHOCTH,
cepTu(UKaThl KayecTBa (cepTu(UKaAT aHAIU3a, IPOTOKOJ UCIIBITAHUM) JUISI CEPUH,
MIPOU3BECHHBIX B TOCTPETUCTPAIIMOHHBIN MEPUO] AKTUBHOM (hapMaIieBTUYECKON
cyOCTaHLIMU W/WUIK JIEKaPCTBEHHOT O Mpemnapata. Eciii oTaenpHble 4acTu JOKYMEHTAIH
HE BKJIFOYEHBI B JI0ChE, B COOTBETCTBYIOIIEM pa3jiesie HEOOX0IUMO NPEICTaBUTh
000CHOBaHUE.

JIJ1st iperapaToB )KUBOTHOTO TIPOUCXOXKIEHUS B pazzene 3.2.S Heo0X0umMo
IIPEICTaBUTh CICAYIOIIHE TOTOJHUTEIBHBIC CBEICHUS: TaHHBIE OTHOCUTEIHHO BH/IA,
BO3pacTa, pallioHa >KUBOTHBIX, OT KOTOPBIX MOJIYYEHO ChIPhE; TAHHBIE O XapaKTepe
(KaTeropuu) TKaHU, U3 KOTOPOH MOJYYECHO ChIPhE TSI IPOU3BOICTBA JICKAPCTBEHHOTO
npenapara, C TOYKH 3pEHUS €T0 OMACHOCTH OTHOCUTENBHO COJIEPKAHUS IPHOHOB;
TEXHOJIOTHYECKast CXeMa 00pabOTKU CHIPBS C YKa3aHHUEM dKCTPAreHTOB U
TEXHOJIOTUYECKHUX TTapaMeTPOB; METOABI KOHTPOJIS KA4eCTBA CHIPhsI, BKIIOYAsT METOIbI
BBISIBJICHUS TPUOHOB B JIEKAPCTBEHHOM TIpenapare (IIpu HEOOXOUMOCTH).

Jlonyckaercs npeocTaBlieHre T0KyMeHTOB Moaynei 3, 4, 5 Ha aHTIIHIICKOM
SI3BIKE C MEPEBOJIOM Ha PYCCKUM SI3BIK CIEAYIOMUX pa3aeaoB Moays: cnerudukanum
(3.2.P.5.1.), ananutnueckue meroauku (3.2.P.5.2.), o6ocHoBanue crienudukanuii (3.2.P.
5.6.).

**% Bamuanuys mporeccoB, MPOBOAUMBIX B aCENITUYECKUX YCIOBHUAX, JOJKHA
BKJIFOYATh MOJIETUPOBAHUE MIPOIIECCaA C UCTIOIB30BAHUEM MMUTATEIILHOU CpeIbl
(HamoJIHEHUE TTUTATEILHBIMU CPEJIaMU).

REAX I KQKJIOTO KITMHUYECKOTO MCCIIeI0OBaHus (B T.4. HCCIICI0OBaHUS
OMOAKBUBAJICHTHOCTH) TIPEIOCTABIISIOTCS OTYET HUCCIIEAOBAHUS, YTBEPKACHHBIN



Kazakcran PecriyOnuKachIHbIH SJICKTPOHIbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penakumsnay kyHi
e , AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi
* o a i1 DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata peaakiuu
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE
JlaTa ckauMBaHHS

10.07.2020
28.08.2020
10.07.2020
28.08.2020

IPOTOKOJI UCCAEA0BaHMs, 0JOOPEHUE ITUUECKON KOMHUCCHH, pa3pelieHUe
PETYJSTOPHOTO OpraHa Ha MPOBEJICHUE UCCIeI0BaHUs (TTPU HAIUYUH ), KOTTHH

UH(OPMHUPOBAHHBIX COTJIACHUN, KOMTMU MHIUBUYAIbHBIX PErUCTPALIMOHHBIX KapT (A1

MEXKTyHapOIHbIX, MHOTOLIEHTPOBBIX KJIMHUYECKUX uccienoBaHuit 20 %).
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[Ipunoxenue 4
K [IpaBriiam npoBeneHus
DKCHEPTU3BI JIEKAPCTBEHHBIX CPEICTB

Ilepedyennb mpenocTaBisieMbIX MAaTEPHAJIOB PErHCTPANIMOHHOIO 10Che B
3aBMCUMOCTH OT BH/Ia JIEKAPCTBEHHOI'0 CPeACTBA

1. JIns sxcnepTu3bl IpyU rocyAapCTBEHHOM PETUCTPALIMH OPUTMHAIIBHOTO
JIEKapCTBEHHOT'O CPEJCTBA U €r0 HOBBIX JIEKAPCTBEHHBIX (POPM, B TOM UHUCIIE
UMMYHOOHOJIOTHYECKOT0 MpernapaTa Npe1oCTaBIsI0TCS MOTHbIA KOMILJIEKT
PErUCTPALMOHHOTO TOCHE.

Ha MomeHT nogauu 3asBiIeHUS HA SKCIIEPTU3Y JIEKAPCTBEHHOTO CPECTBA B
PETUCTPAIMOHHOM JIOChE JOJIKHBI OBITh JIAaHHBIC KIMHUYECKUX ncchenoBanuii [ — 111
¢da3bl, 32 UICKIIIOUCHUEM TTaH/IEMUYHbBIX BaKIMH.

2. Bocipon3BeieHHBIN JIEKAPCTBEHHBIN Mpenapar

2.1 /Ins BOCIIPOM3BEACHHBIX JIEKAPCTBEHHBIX IIPENApATOB JAHHBIE
(apmarieBTHYECKON pa3pabOTKU NPEACTABISAIOTCA B CPABHEHUH C OPUTMHAIIBHBIM WU
pedepeHTHBIM MpenapaToM.

JI71s1 MoKa3aTenbCcTBA YKBUBAJIGHTHOCTH I'€HEPHKA C OPUTHHAIILHBIM
(pedepenturiM) npenapatoM B Moayne 5 popmarta OT/I unu wactu IV Ilepeuns
JIOKYMEHTOB, MPEIOCTABIIIEMbIX IS AKCIIEPTU3BI MPOU3BOAUTEIIMU PecyOmuku
Kazaxcran (nanee - [lepedenn) B perucTpalliOHHOM JIOChE T€HEPUKA B 3aBUCUMOCTH OT
(hapMaKoJIOrHIECKUX CBOMCTB M JICKAPCTBEHHOUW (POPMBI MPETOCTABIISIOTCS:

1) oTdeTr cpaBHUTENBHBIX (haPMAKOKMHETHUECKUX UCCIICAOBAHUM (MCCIIEIOBAHMS
OMOSKBUBAJICHTHOCTH);

2) OTYCT CPABHUTCIIbLHBIX (i)apMaKO,Z[I/IHaMI/I‘IeCKI/IX KIIMHUYCCKUX HCCH@HOB&HHﬁ;
3) OTYCT CPABHUTCIIbHBIX I/ICCJ'IGJIOBaHI/Iﬁ TepaHeBTI/I‘{€CKOﬁ OKBHUBAJICHTHOCTH,
4) OTYCT CPABHUTCIIBHBIX WH-BHUTPO HCCHGHOB&HHﬁ;

OO6ocHoBanue BI)I60pa HCCJICAOBAHUA SKBUBAJICHTHOCTH IIPOBOJAUTCA:

1) n71st IeKapCTBEHHBIX CPEJICTB, JJIsl KOTOPBIX BO3MOXKHO MOJTYUYUTh U3MEPSIEMbIC
KOHIICHTPAIIMU aKTUBHOTO BEIIECTBA B OMOJIOTMYECKOM KUJIKOCTH (TJ1a3Ma, MoyYa),
PEACTABIISIOTCS OTYEThI CPABHUTEIBHBIX (PapMaKOKMHETHYECKUX UCCIICIOBAHUI;
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2) 1151 IEKApCTBEHHBIX CPEJICTB, ISl KOTOPBIX HEBO3MOXKHO MOITYYUTh
U3MepsieMble KOHIIEHTPAMN aKTUBHOTO BEILIECTBA B COOTBETCTBYIOLIEH OMOIIOTHYECKOM
KUAKOCTH, MPEACTABISAIOTCA OTYETHI CPABHUTENBHBIX (PapMaKOIMHAMUYECKUX
KJIINHWUYECKUX UCCIIEA0BaHUN;

3) 15l T€KapCTBEHHBIX CPEICTB, JJIsl KOTOPBIX HEBO3MOXKHO OINPEETUTh
(dapMaKOKMHETUYECKHUM PO, HAUTH pUeMIIeMble (papMaKkoIMHAMUYECKHE
KOHEUYHBIE TOUKH aKTUBHOT'O BEIIECTBA, MPEJACTABISIOTCA OTYETHI CPABHUTEIBHBIX
KJIMHUYECKUX UCCIEAOBAaHUN TEPANIEBTUUECKON SKBUBAJICHTHOCTH;

4) npotenypa OMoBeHBeEp I IEKAPCTBEHHBIX CPEJICTB CUCTEMHOTO JICUCTBUS
JUTSI OPAJTBHOTO MPUMEHEHUS ¢ HEMEICHHBIM BBICBOOOKICHUEM, COJISPIKAIINX
cyocrannuu kinacca I u 111 6uodapmaneBruueckoit cuctemsl knaccudukanuu (bCK).

2.2. Ot 3asBUTEIISA, UMEIOIIETO IOKYMEHT, MOATBEPKAAOIINI COOTBETCTBUE
IPOU3BOICTBA HaJyIeXkKalllel MPOU3BOACTBEHHON npakThke PecyOnnku Kazaxcran,
ctpan-pernoHoB ICH, MexayHapoiHON CUCTEMBI COTPYJHUYECTBA (papMalleBTUUECKUX
uHcrneknui (PIC/S) He TpeOyeTcs mpeaocTaBiaeHne OTYETOB UCCISIOBAHUN
SKBUBAJIEHTHOCTU BHYTPHU OpraHu3Ma (MH BUBO) MPHU YCIOBUU, YTO:

1) nexapcTBEeHHbIE CPEJCTBA AJI MAPEHTEPATILHOTO TPUMEHEHUS (BHYTPUBEHHO,
NOJIKO’KHO WJIM BHYTPUMBIILIEYHO) B BHJI€ BOJHBIX PACTBOPOB, COJAEPKALIUX
OJIMHAKOBBIM KaueCTBEHHBIN U KOJIMYECTBEHHBIN COCTaB aKTUBHOI'O BEILIECTBA, UTO U
pedepeHTHbIN penapar, ¢ OJIMHAKOBBIMU UJIU TIOJJOOHBIMU BCIIOMOTaTENIbHBIMU
BEIIECTBAMU B CPABHUBAEMBIX C peEPEHTHBIM ITpernapaToM KoHUeHTpauusax. [Ipu
3TOM, HEKOTOPBbIE€ BCIIOMOTATENbHbIE BEIIECTBA (B YaCTHOCTH Oy(epHbie pacTBOPHI,
KOHCEPBAHThI, aHTUOKCHUIAHTHI) OTJINYAOTCS IPU YCIOBUHU JOKA3aTEIbCTBA JHOOBIM
CIOCOOOM, UTO B JaHHBIX KOHLIEHTPALUSIX OHU HE BIMSIOT Ha 0€30MaCHOCTh U (MIJIN)
3¢ (PEKTUBHOCTB JIEKAPCTBEHHOI'O CPENICTBA (MCKIIIOUEHUE — IIPENapaThl JKeJesa,
aMUHOKHCIIOT, TPOM3BOHBIE KpaxMaJa, XKeJlaThuHa, KOMIIJIEKCOO0pa3yrolue
npenaparsl);

2) eKapCTBEHHbBIE CPEJICTBA JIJIsl IPUEMa BHYTPb U PUMEHsIEMbIe B popme
BOJIHBIX paCTBOPOB, COJIEpKAIAE OJJUHAKOBBIN KAYECTBEHHBIA U KOJIMYECTBEHHBIN
COCTaB aKTUBHOI'O BEIIECTBA, YTO U peepeHTHBIN penapar, ¢ OJUHAKOBBIMU WU
MO0JA00OHBIMU BCIIOMOTATEIbHBIMU BEIIECTBAMH B CPABHUBAEMBIX pePEPEHTHBIX
npenaparax;
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3) nexapCcTBEHHBIE CpeJCTBA B (DOPME MOPOIIIKOB JIJIsi TPUTOTOBJICHHS BOIHBIX
PacTBOPOB, €CJIU PACTBOP OTBEHAET TPEOOBAHUAM MOANYHKTOB 1) MM 2) HACTOAIIETO
NyHKTA;

4) nexapCTBEHHBIE CPEJICTBA, KOTOPHIE SBISIOTCS ra3aMH;

5) ylIHbIe WK I1a3HbIE JEKAPCTBEHHBIE CPEICTBA, U3TOTOBICHHBIE B BUJIC
BOJHBIX PaCTBOPOB, COJEPKAILUX OJUHAKOBBIN Kaue€CTBEHHBIN M KOJIMYECTBEHHBIN
COCTaB aKTUBHBIX BEILIECTB, UTO U pedepeHTHBIN Mpenapar, C OJJMHAKOBBIMU UJTH
10I00OHBIMHA BCTIOMOTaTEIIbHBIMHU BEIIIECTBAMU B CPABHUBAEMBIX C pe(epEeHTHBIM
npenapaTom KoHueHTpanusax. [Ipu 3ToM, HEKOTOpbIE BCIIOMOTaTeIbHbIE BEIIECTBA (B
4acTHOCTU Oy(epHBIE PaCTBOPHI, KOHCEPBAHTHI, BEMIECTBA, KOPPEKTUPYIOIIIHE
IUIOTHOCTb, WJIM 3aryCTUTENIN) MOTYT OTJIUYATHCS MPU YCIOBHUH JI0KA3aTeNIbCTBA JIFOOBIM
CrocoOOM, YTO B JAHHBIX KOHIIEHTPAIUAX OHU HE BIUAIOT HA O€30MaCHOCTh U (UJIN)
3¢ (HEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTRA,;

6) TeKapCTBEHHBIE CPEACTBA MECTHOTO JICVCTBUS B BUJI€ BOJHBIX PACTBOPOB,
coAepKalMX OJUHAKOBBIA KAYECTBEHHBIN M KOJMUYECTBEHHBIN COCTAB aKTUBHBIX
BEIIECTB, YTO U pePepeHTHBIN Npemapart, C OJUHAKOBBIMU WM MTOJOOHBIMU
BCIIOMOTATEILHBIMH BEIIECTBAMHU B CPABHUBAEMBIX C pe(hepEHTHBIM MperapaTom
KOHIIEHTPaLUX;

7) nekapCTBEHHBIE CPEACTBA, KOTOPHIE SIBISIOTCS BOAHBIMU PACTBOPAMU U
peAHA3HAYCHBI JJIs MHTAISAIMNA HeOynaiizepoM WK B BUC Ha3aJIbHBIX CIIPEEB,
MPUMEHSIEMBIC C TIOMOIIBIO TPAKTHYECKH OJMHAKOBBIX YCTPOMUCTB JOCTABKH
JIEKaPCTBEHHOT'O CPEJICTBA U COJEPIKAIINE OAUHAKOBBI KAYECTBEHHBIN U
KOJIMYECTBEHHBIM COCTAaB aKTHUBHBIX BEIECTB, TAKUE )K€ BCIIOMOraTeIbHEIE BEIIECTBA B
CpPaBHUMBIX KOHIICHTpPAIIUAX, UTO U pedepeHTHbIN npenapart. [Ipu 3ToM HEKOTOpbIE
BCIIOMOTaTEIbHBIE BEIIECTBA MOTYT OTJIMYATHCS IIPH YCIIOBHH JIOKA3aTEIIbCTBA JTFOOBIM
CrocoOOM, YTO B JAHHBIX KOHIIEHTPAIUAX OHU HE BIUSAIOT HA OE30MaCHOCTh U (UJIN)

3 PEKTUBHOCTD JEKAPCTBEHHOTO CPEACTBA (MCKIIIOUSHNE — IIPenapaThl, COACPIKAIIIHE
TOPMOHBI, TIpenapaThl ¢ MPOTUBOOOCTPYKTUBHBIM JICUCTBUEM);

8) JeKapCTBEHHBIE CPEICTBA CUCTEMHOTO JICMCTBUS B BUJIE BOJHBIX PaCTBOPOB
JUIS1 PEKTAJIbHOTO WM BarMHAJIBHOTO IPUMEHEHHUS, COAEPKAIIUX OJUHAKOBBIN
KauyeCTBEHHBIN M KOJIMYECTBEHHBIN COCTaB aKTUBHBIX BEIIECTB, YTO U pedepPeHTHBIN
npenapar, ¢ OJJTMHAKOBBIMU UJIU TTOJOOHBIMUA BCIIOMOTATEJIbHBIMH BEIIECTBAMU B
CpaBHUBAEMBIX ¢ peepEeHTHBIM MPENapaToM KOHIICHTPAIUIX, HEKOTOPHIC
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BCIIOMOTATEILHBIC BEMIECTBA MOTYT OTJIMYATHCS MPU YCIOBUH JOKA3aTEILCTBA JTFOOBIM
Croco0OM, YTO B IaHHBIX KOHIICHTPAILIUSAX OHHU HE BIUSIOT Ha 0€30MaCHOCTh U (MJIN)
3 PEKTUBHOCTD JIEKAPCTBEHHOI'O CPEJICTBA;

2.3. 3asgBUTENb TPEAOCTABIISIET JOKA3ATEIHCTBA SKBUBAJICHTHOCTH UH-BUBO B
cilydae, Korja CyIecTBYET PHCK TOTO, YTO BO3MOXKHBIC Pa3Indusl B OMOJOCTYITHOCTH
MOTYT MPUBECTH K T€PaNleBTUYECKON HEIKBUBAJICHTHOCTH T€HEpUKa pedepeHc-
npenapary:

1) nexapcTBEHHBIE CPEACTBA CUCTEMHOTO ACHCTBUS AJI1 OPATIBHOIO TPUMEHEHUS
C HEMEJIJICHHBIM BBICBOOOXICHUEM, €CJIM K HUM IPUMEHEHBI OJINH WJIH HECKOJIBKO
CJIEIYIOLIUX KPUTEPUEB:

Y3KUH CHEKTp TepaneBTUUecKoro aencTBus (mpeaen 3¢pHeKTuBHOCTh
/6€301MacHOCTh), KpyTOW HAKJIOH KPUBOH 7034 - OTBET;

JOKYMEHTAJIbHO MOATBEPAKIECHHBIE TPOOIEMBI IO OMOIOCTYITHOCTH WU
OMOHEIKBUBAJICHTHOCTH, CBSI3aHHBIE C AaKTUBHBIM BEIIECTBOM WK €€ opMamu (He
MMEIOIIUX OTHOUIEHHUS K PACTBOPEHUIO);

JaHHBIC O TOM, YTO Ha OMOAKBUBAJICHTHOCTh MOTYT BIIUATH MOJTUMOP(HU3M
AKTUBHOTO BEIECTBA, BCTIOMOTaTeNIbHbBIE BEIIECTBA, O KOTOPHIX U3BECTHO, UTO OHU
BJIUSIIOT Ha MTPOXOJKJICHUE B YKEITYIOYHO-KUIIeYHOM TpakTe (mamee — XKKT),
nponutiaeMocts B JKKT u, Takum o6pazom, Ha aGcopOrtuto 1 (Wir) CTaOMIBHOCTD
aktuBHOTO BemecTBa B JKKT;

2) IeKapCTBEHHbBIE CPEACTBA CUCTEMHOTO JEHCTBUS, HE IPEAHA3HAUYCHHBIE JJIs
OpaJbHOTO WIH MapEHTEPATLHOIO MPUMEHEHUS (TaKue, KaK TpaHCAEpMalIbHbIE
IUTACTBIPH, CYIIIIO3UTOPHUH, HUKOTHHOBBIE )KEBATEIIbHBIE PE3UHKH, FEJIM TECTOCTEPOHA U
TpaHcAepMaJbHble KOHTPALICTITHBDI);

3) nekapCcTBEHHBIE CPEACTBA CUCTEMHOTO ACHCTBUS C MOAUPUIIMPOBAHHBIM
(IPOJOHTHPOBAHHBIM, 3aME IJICHHBIM) BEICBOOOXKICHUEM;

4) nekapCTBEHHbIE CPEJCTBA CUCTEMHOTO JEHUCTBUS C (PUKCUPOBAHHOM
KOMOUMHAaIMeH, B KOTOPhIX KaK MUHUMYM ISl OJJHOTO aKTUBHOT'O BEIIECTBA TpeOyeTcs
MIPOBEJICHUE UCCIIEAOBAHNS UH-BUBO;

5) nexapCcTBEHHBIE CPEICTBA HECUCTEMHOTO AEHCTBUS, B YACTHOCTH JJIS
OpajJbHOTO, Ha3aJIBHOTO, O TATEMOJIOTHIECKOTO, IEPMATOIOTHYECKOT0, PEKTATLHOTO
WJIM BariHaJIbHOTO MPUMEHEHHUs, 0€3 CUCTEMHON a0COPOIINH, KOTOPHIE HE SBJISIIOTCS
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BOJIHBIMHM PAaCTBOPAaMH; B TAKOM CJIy4ae 3KBUBAJICHTHOCTD JIOKA3bIBAIOT ITyTEM
IIPOBEJICHUS, CPABHUTEIIbHBIX KIMHUYECKUX UCCIIECIOBAHUN TEPANIEBTUUYECKOU
SKBUBAJICHTHOCTH WJIH (papMaKOJMHAMUYECKUX UCCIEIOBAHUM,
nepMatohapMakOKHHETUIECKUX MCCIIEIOBAaHUHN U (WJIN) UCCIIEIOBAHUN WH-BUTPO;

6) 1151 TEHEPUKA, aKTUBHOE BEIIECTBO KOTOPOTO MPEJICTABICHO IPYTrOM COJbIO,
3(UpOM WM TPOU3BOAHBIM AKTUBHOT'O BEIIECTBA 3aPErMCTPUPOBAHHOTO Mperapara,
PEAOCTABISIOTCS OTUETHl COOTBETCTBYIOMINX TOKIMHUYECKUX U (WJIH) KIMHUYECKHUX
UCCJIeIOBAaHUI/MCCIIeIOBAaHUN OMOIKBUBAJICHTHOCTH, JOKA3bIBAIOIINE OTCYTCTBHE
U3MEHEHU! B hapMaKOKHUHETHKE, (hapMaKkoAMHAMUKE U (MJIM) TOKCUYHOCTH T€HEPUKA, B
CJly4yae HEMpeJICTaBICHUS TAKUX JI0KA3aTEIbCTB, IAHHOE BEIIECTBO PACCMATPUBAETCS
KaK HOBO€ aKTMBHOE BEIIIECTRO.

2.4. JIns TeHepUKOB B TBEP/BIX JIEKAPCTBEHHBIX (POPMax HEMENJIEHHOTO
BBICBOOOKICHUS JUIsl IPUEMa BHYTPb U KOHIICHTPAIUsl aKTUBHOT'O BEIIECTBA, KOTOPBIX
U3MepseTCa B OMOJIOTMYECKUX KUIKOCTSAX OpraHu3Ma (Tuiazma KpoBH, MOYa)
MPEAOCTABISIOTCS JaHHBIE UCCIIE0BAaHUN OMOIKBUBAJICHTHOCTH.

J171s1 TEHEpPUKOB B TBEP/BIX JICKAPCTBEHHBIX (DOpMax HEMEIJIEHHOTO
BBICBOOOXKICHUS /IS TpHEMa BHYTPb, KOHIIGHTPAIIUIO aKTHBHOTO BEIIECTBA KOTOPOTO
HEBO3MOXHO U3MEPUTH B OMOJIOTUYECKUX JKUJIKOCTAX OpraHu3Ma, MPea0CTaBIsIOTCS
JTAHHBIE CPABHUTEIIbHBIX (DAPMAKOAMHAMUYECKUX KIMHUYECKUX HCCIIEI0BAaHUMN WU
VICCIIEIOBAaHNN CPABHUTEIBHON TEPANEBTUUYECKON YKBUBAIICHTHOCTH.

2.5. PeructpaninoHHbIE MaTeprasbl Ha TEHEPUKU, PETUCTPUPYEMBIE 110
npoiieaype OuoBenBep:
2.5.1. B cniyuae cy6crannmii kinacca [ u [II BCK ynoBieTBopsitoT cieayommum

YCIIOBUSIM:

1) noka3zaHo, 4TO CyOCTaHIIMS JIEKApPCTBEHHOTO CPEACTBA XOPOILIO pacCTBOpUMA H
noJtHOCThIO abcopoupyercs (kimacca [ u 111 BCK);

2) oueHb ObicTpast (> 85 % B TedueHue 15 MHUH) WM OJIMHAKOBASI pACTBOPUMOCTD
(85 % B Teuenue 30 MUH) UH-BUTPO TECTUPYEMOTO U pe(hepEHTHOTO JIEKAPCTBEHHBIX
CPEICTB MPOJAEMOHCTPUPOBAHA B TPEOYEMBIX YCIIOBUSX;

3) BcrioMoTraTenbHbIE BEIIECTBA, KOTOPBIE BIUAIOT HA OMOJOCTYTHOCTD,
OJIMHAKOBBI KOJIMYECTBEHHO M KAYE€CTBEHHO C peepeHTHBIM MpernapaToM.
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B paznene 5.3.1 moayins 5 npenocTaBisieTcs MOJIHas TOKyMEHTaIUs
WCCJICIOBAHUS PACTBOPCHHSI HH-BUTPO:

1) o6ocHOBaHuKE MpoLIeTypbl OMOBEMBED, KAK AbTEPHATHUBBI CPABHUTEIBHBIX
(apMaKOKHMHETUYECKUX UCCIIEIOBAaHUM C yUacTHEM UeIOBEKa: OIEHKA PUCKOB,
Jl0Ka3aTeNbCTBa (papMalleBTUUECKON 3KBUBAJIEHTHOCTH, ONIMCAHNE AEUCTBYIOLIETO
BELIECTBA, UCCIIEYEMOr0 U pehepeHTHOM MIpenapaTe, TEXHOJIOTHYECKOro Mpolecca,
BCIIOMOTaTEJIbHBIE BEIIECTBA, KOTOPBIE MOTYT BIUATh HA OMOJOCTYITHOCTD SIBJISIFOTCS
KauyeCTBEHHO U KOJIMYECTBEHHO OJINHAKOBBIMU B T€HEPHUKE U B peepeHTHOM Ipenapare;

2) NPOTOKOJ UCCIIeIOBAaHUs, PE3YJIbTaThl COOCTBEHHBIX JAHHBIX a0COpOIUU
(IpOHUKAEMOCTH) JEHCTBYIOIIETO BEIIECTBA;

3) undopmarus 0 CEpUsiX TECTUPYEMOTO (Cepusi, 1aTa MPOU3BOACTBA, CPOK
TOJTHOCTH, 00BbEM CEpUH, KOJTMUYECTBEHHOE OMpeIeICHIE IEHCTBYIOINIETO BEIIECTBA) U
pedepeHTHOro (MCTOUHUK pedepEeHTHOrO Mpernapara, cepus, CpoK rOJAHOCTH,
KOJIMYECTBEHHOE OIpEJIEICHUE JEHCTBYIOMIETO BEIIECTBA) IPenapaToB;

4) onrcanre U 000CHOBaHUE BHIOOPA 3KCIIEPUMEHTANIBHBIX YCIOBUI UH-BUTPO
uccliie1oBaHus (yCcaoBHs MOATOTOBKY Cpe sl paCTBOPEHUS], METO 0TOOpa Mpoo,
ONMCAHUE AHATUTUYECKON METO/1a U MPOOOIOATOTOBKH);

5) Banuaanys METOJUK ONPENEIEHNUs B KaXK/I0M CpeJie C IEPBUYHBIMU JaHHBIMH;
6) XpoMaTorpaMMbl BO BCEX BPEMEHHBIX TOUKaxX 3a00pa npo0 i K10 Cpebl;

7) UTOTOBAas CTAaTUCTUKA: pAaCCUYNTAHHBIC JTAHHBIC IUTONIAICH TTHKOB,
KOHIIEHTpaIu, rpaduku, pacuer pakTopa moaoous

[Ipouienypa OnoBeliBep MpUMEHSIETCS B CIy4Yae UACHTHUYHOCTH JICHCTBYIOIIETO
BELIECTBA B UCCIIEAYEMOM U peepeHTHOM Ipenapare, TakKe, Korjaa nmpenaparhbl
COAEPKAT PA3IMUHBIE COJIM JICHMCTBYIOIIETO BEMIECTBA, KOTOPBIX OTHOCATCA K [ 1 111
kiaccam bCK (BbIcOkasi paCTBOPUMOCTD U TTOJTHAsI aOCOpOIIHs).

Onenka (axropa mogo0ust IPOU3BOAUTCS C YUETOM CISAYIOIMIUX YCIOBUHM:
1) MUHUMYM TPH BPEMEHHbBIE TOUKH (32 UCKIIOYECHUEM HYJICBOM);
2) BpeMEeHHbIE TOYKH OJMHAKOBHI /i1 000UX MpernapaTos;

3) ABeHaalaTh UHAUBUAYAJIbHBIX 3HAYCHUH JUIsl KaXK0M BPEMEHHOW TOUKH JJIs
Ka)XJ0ro Ipernapara;
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4) He OoJiee OJTHOTO CPEHETO 3HAYCHUS > 85% pacTBOpPEHUS s JTF000TO
npernapara;

5) OTHOCUTENBHOE CTAaHJAPTHOE OTKJIOHEHHE WM KO3 (DUITMEHT BapUaliiu
06010 mpenapara JoKHO ObITh MeHbIle 20% a1 nepBoi Touku U MeHbIe 10%
HAa4MHasi CO BTOPOU J0 MOCIECIHEN BPEMEHHOW TOUYKH.

2.5.2. B cny4ae 1OTIOTHUTEIBLHON JO3UPOBKH, YIOBICTBOPSIOT CIICTYIOIIUM
YCJIOBUSIM:

1) omquHaKOBBIN MPOU3BOJACTBEHHBIN MPOIECC JJIS1 PA3HBIX JO3UPOBOK
JIEKaPCTBEHHOT'O CPE/ICTBA;

2) OIMHAKOBBIN Kaue€CTBEHHBIN COCTaB (AKTUBHOE M BCIIOMOTATEIbHbIE BEILIECTBA)
Pa3HbIX JI03UPOBOK JIEKAPCTBEHHOTO CPEJICTBA;

3) KOJTMYECTBEHHO MPOTOPLUOHAIBHBIN COCTaB, TO €CTh COOTHOILIEHUE MEXKTY
KOJIMYECTBOM KaXKJIOTO HAIMOJIHUTENS K KOJTMYECTBY aKTUBHOTO BEIIECTBA JIOJDKHO OBITH
OJIMHAKOBO ISl BCEX JI03UPOBOK (32 UCKIIOYEHHEM KOMIIOHEHTOB OKPBITHS 000JI04YEK
Karcy, Kpacutesaen U BKYCOBBIX J0OABOK).

[Ipu HaIMUMK pa3HULBI B TPONOPLHUOHATBHOCTH KOJMYECTBEHHOTO COCTABA
Pa3HBIX JI03UPOBOK JIEKAPCTBEHHOI'O CPEJICTBA, YCIOBUE MOAIYHKTA 3) HACTOSILETO
MYHKTA CYUTAETCS BHIMOTHEHHBIM, €CJIM YCIOBUS NOAMYHKTOB 1) 1 2) unu 1) u 3)
HACTOSIILIETO ITYHKTA BBITOJHIIOTCA OTHOCUTEIBHO TI03UPOBKH JIEKAPCTBEHHOTO
CpEeICTBA, UCIIOJIb3YEMOT'O B UCCIIEA0BAHNN OMOAKBUBAJIEHTHOCTHU U I03UPOBOK, AJIs
KOTOPBIX paccMaTpUBaeTcsi OMoBeiBep:

1) KoIMYeCTBO aKTUBHOTO BEIECTBA (BEIIECTB) COCTABIAECT MeHee 5% OT Beca
sipa TabJIETKH, UM BECa COJEPKUMOTO KarCyJIbl;

2) OIMHAKOBBIN KOJIMYECTBEHHBIN COCTAB Pa3IMYHBIX BCIIOMOTaTEIbHBIX
BEILIECTB, BXOJIAIINX B SAPO TAOJIETKH, WU COJIEPKUMOE KaICyJIbl JUIsl pa3HbIX
JIO3UPOBOK;

3) KOIMYECTBO HAIIOJIHUTEIISI U3MEHSETCS B COOTBETCTBUU C M3MEHEHUEM
KOJIMYECTBA AKTUBHOTO BEIIIECTBA; KOJIMYECTBO JIPYTUX BCIIOMOTATEIbHBIX BEIIECTB B
siApe TaOJIETKU WK COAEPKUMOTO KarCyJIbl JOJKHO OBITh OJJMHAKOBBIM JJISI
paccMaTpUBaEMbIX pa3HbIX JO3HUPOBOK.
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2.6. AIeKBaTHOCTB OTKa3a OT JOIIOJIHHUTEIILHBIX UCCIIEIOBAHUI
OMOSKBUBAJICHTHOCTH MOATBEPKIACTCS COOTBETCTBYIOIIMMU JaHHBIMU PACTBOPEHUS
WH-BUTPO:

1) cx0nICTBO pacTBOPEHUS WH-BUTPO HEOOXOIUMO MPOJAEMOHCTPUPOBATH IS
BcexX ycinoBuit pH u ¢ mapTusiMu J1eKapCTBEHHOT'O CPEJICTBA, UCTIOJIb30BAHHBIX B
MCCIIEIOBAaHUH, TO €CTh MEXKYy JOMOJTHUTEIBHON 0301 U 10301 JIEKAPCTBEHHOU
CpeAcCTBa JUIs MCCICAOBaHUS OMOAKBUBAJICHTHOCTH,

2) npu 3HaueHus1x pH, Koraa He yaaeTcst TOCTUYh HAITIKAIIETO PACTBOPCHUS
JUTS BCEX JI03MPOBOK JICKAPCTBEHHOTO CPEJCTBA, TO PACTBOPEHUE HH-BUTPO OBIBAET
Pa3TUYHBIM ISl pa3HBIX JO3UPOBOK; MMPU ITOM HEOOXOAMMO MOATBEPAUTD, YTO TaKasl
pa3HUIla BO3HUKAET 3a CUET JICKAPCTBEHHOW CyOCTaHINH, a HE 3a CUET COCTaBa
npernapara, IpoBe/si CpPaBHEHHE C COOTBETCTBYIONIEH T03UPOBKON pedepeHTHOTO
JIEKapCTBEHHOTO CPE/ICTBA.

3. 'uOpuaHbIi TEKapCTBEHHBIN TIpemapaT

J1J1st rocy1TapCTBEHHOM pEerucTpaliui THOPUTHOTO JIEKAPCTBEHHOTO Tperapara
IIPEIOCTABIISIOT CIEAYIOIINE TaHHBIE:

B Mopyne 1 uiu Yactu I Tlepeuns 3asaBuTeb NpeACTaBISIET KPATKYIO
uHpopMaiuio, 06001aroIy0 000CHOBaHUS U (DaKThl, YTO Mpemnapar, Jjsi perucTpauu
KOTOPOTO MO/IAETCA 3asiBJICHUE, SIBJSETCS THOPUIHBIM MPENapaToM MO OTHOIICHHUIO K
COOTBETCTBYIOIIEMY pedepeHTHOMY npenapary. O0001eHre CONePKUT HHPOPMAITUIO
0 mpemnapare, akTUBHOU (papMarieBTUIECKOI CyOCTaHInH, JIeKapCTBEHHOU (opme,
JI03UPOBKAX, MOKA3aHUAX K TPUMEHEHUIO, CIOCO0E MPUMEHEHHS IO CPABHEHUIO C
pedepeHTHBIM MpEenapaToM, a TaKKe, MPU HEOOXOAUMOCTH, CBEJICHUS O
OMOJOCTYITHOCTH ¥ OMO’KBUBAJICHTHOCTH JAHHOTO TMpernapara.

B onpenenenHbIx ciayyasx TpeOyeTcs MiiaH yIpaBJIeHUs] pUCKAMH.

B ClIy4ac OTCYTCTBUA OIIPCACICHHBIX 3JICMCHTOB CICAYCT IIPCACTABUTD
000CHOBaHME NX OTCYTCTBUA B COOTBCTCTBYIOIICM Pa3aciic.

B 0630pe AOKIIMHUYCCKUX U KIIMHUYCCKHUX JAaHHBIX YACISACTCSA 0co00€e BHUMAaHUE
CJICAyroIuM 3JICMCHTaM:

pe3rome podusis MpuMeceil akTUBHOTO BEIIeCTBA (M B COOTBETCTBYIOIINX
CITy4asiX, BO3MOKHBIX MPOJYKTOB Pa3NI0KEHUsI, 00pa3yIOIINXCS MPU XPAHEHUH) B
cepusix Impenapara, KOTOPbIU MOICKUT pean3aluy Ha (papManeBTUUeCKOM PBIHKE;
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OOHOBJIEHUE JINTEPATYPHBIX MTyOJIMKAIMI IO aKTUBHOMY BEILIECTBY B PaMKax
HACTOSLIEH 3as1BKU HA PErUCTPALMIO; JAHHOE TPEOOBAHNE BBIMOIHIETCS ITyTEM CChUIOK
Ha CTaTbU B PELICH3UPYEMBIX JKypHaax;

KQK]IbIM MyHKT B OO XapaKTepUCTUKE JEKapCTBEHHOTO IIpenapara, paHee He
M3BECTHBIN MJIM BHITEKAIOIIUHN 13 XapaKTEPUCTUK MIpernapaTa /Ui ero
TEPaNeBTUYECKOM I'PYIIIIBI, CIIEAYET IPOAHATU3UPOBATH B JOKINHUYECKUX U
KJIMHUYECKUX 0030pax/pe3toMe U MOJAKPENHTh JI0Ka3aTeIbCTBAMU U3 Oy OJIMKOBaHHOM
JUTEPATYpPhl W/UIH U3 PE3YJIbTATOB IOMOIHUTENbHBIX UCCIIEIOBAHNMN;

CJIETyEeT MPECTABUTH JOTOJHUTEIbHYIO HHPOPMAIINIO, I0KAa3bIBAIOIIYIO, YTO
npoduiau 6e3onacHocTy U/ mim 3PGEeKTUBHOCTHU 3asBJICHHOTO Mpernapara He
OTJIMYAIOTCS OT TAKOBBIX y pedepeHTHOTrOo mpernapaTa (pe3roMe COOCTBEHHBIX
JOKIIMHUYIECKUX U (MITN) KIIMHUYECKUX UCCIICIOBAaHUH ).

Pe3ynbTaThl TOKIUHUYECKUX U (UITU) KIMHUYECKUX UCCIEIOBaHUI THOPUIHOTO
JIEKapCTBEHHOTO IIpenapara cieayeT BKII0YaTh B COOTBETCTBYIOUIUE pa3aesibl Moayen
4 n 5 unu Yactu 111, IV [lepeuns.

HpOBe,Z[GHI/Ie JOITOJIHUTCJIBHBIX HCCJ’I@ILOB&HHﬁ, HGO6XOI[I/IMI>IX JII
BOCIIPOU3BCACHHBIX JICKAPCTBCHHLIX ITPCIIAPATOB U FI/I6pI/II[HBIX npernaparTrosB:

1) paznu4HbIe COJIN/CIOKHBIE F(PUPHI/KOMIUIEKCHI/UX IPOU3BOIHbIE (C OAHON U
TOM K€ aKTUBHOW YaCThIO MOJIEKYJIbI) IPEIOCTABISIOT JOKA3aTeIbCTBA TOTO, YTO HET
HUKAKUX U3MEHEHUH B (DApMaKOKMHETHUKE aKTUBHOM YaCTU MOJIEKYJIbI,
(apMakoHAMUKE W/WIIM TOKCHYHOCTH, KOTOPBIE CYIIECTBEHHO BIHUSIOT Ha MPO(HITH
oe3omacHocTH/3(DPEeKTUBHOCTH (MHAYE CIEAYET paccMaTpUBaTh KaKk HOBOE aKTUBHOE
BEIIIECTBO);

2) npyroi crnocod mpuMeHeHUsI/apyras JekapcTBeHHast popma (111
apeHTEePaTHLHOTO BBEICHUS, HEOOXOAMMO MTPOBOIUTE PA3TUIHS MEXKTY
BHYTpHUAPTEPUATbHBIM, BHYTPUBEHHBIM, BHYTPUMBIIICYHBIM, TIOJKOKHBIM U JPYTUMHU
METOJ[aMU BBEJICHHS ) HOBBIN IyTh BBEJCHUS UHAS JIEKapCTBEHHAs (hopMma (IIpH TOM Ke
crioco6e BBEJICHUS) MPEIOCTABIIIOT KIMHUYECKHE JaHHbIe (0€301acHOCTh
/3 PeKTUBHOCTS), HcclieqoBaHus (hapMaKOKMHETHUKH, COOTBETCTBYIOIINE
JTOKJIMHUYECKHUE JaHHbIE (HAaIPUMEDP, MECTHAS IEPEHOCUMOCTD), €CIIM 3TO IPUMEHUMO;

3) apyras J03UpPOBKA IIPU TOM K€ MMyTH BBEJCHHUsI/IeKapCTBEHHOM popme u
MOKa3aHUSAM K IPUMEHEHHUIO MTPEJOCTABIIAIOT UCCIIEAOBAHMS CPABHUTEIBHOM
OMOJOCTYITHOCTH;
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4) cBepxOHMOOCTYITHBIE MPETapaThl MPU COXpaAaHEHUU UHTEpBaJia JO3UPOBAHHS,
HO CO CHIJKEHUEM J103bl, IPEAHA3HAYCHHBIC JISI JOCTUKEHUS CXOHOM KOHIIEHTPAILUU B
T1a3Me/KpOBH MPEAOCTABIISIOT UCCIICIOBAHUS CPABHUTEIHHOM OMOTOCTYTHOCTH.

4. buosiornyeckue npenaparbl

4.1 Jlig IeKapCTBEHHBIX MPENapaToB, IMOIYYEHHBIX U3 KPOBU WIIH IL1a3MbI
YEJI0BEKA 3asBUTENb IIPEAOCTABIISIET TIOJIHOE PETUCTPALMOHHOE 10ChE JIEKAPCTBEHHOTO
npenapara, KOTOpO€ COIMPOBOKIAETCS MPUIIOKEHUEM OTIEIBHOrO MacTep-(aiina Ha
1asmy.

Mactep-daiin Ha m1a3My KPOBH SBJIETCS CAMOCTOSITENIbHBIM JOKYMEHTOM,
OTJEJIBHBIM OT PETUCTPALIMOHHOIO JOCKE JIEKAPCTBEHHOTO MIpenapaTa 1 CoAep Kalum
BCE 3HAYMMBbIE MOJPOOHBIE CBEICHUS O XapaKTEPUCTHKAX BCEH IIa3Mbl KPOBH
4eJI0BEKa, UCIOIb30BAaHHON B KAYECTBE UCXOJHOTO MaTepHaa U (WIH) ChIpbs IpU
IPOU3BOACTBE CyO(hpaKLMii UM IPOMEKYTOUHBIX (PpaKLHMii, KOMIIOHEHTOB
BCIIOMOTaTEJIbHBIX BEIECTB UM aKTUBHBIX BEIIECTB, SIBIISIIOLIUXCS YaCTHIO
JIEKapCTBEHHBIX MPENapaToB WU MEAULIMHCKUX U3/IEIHH;

KQK]IbIM LIGHTP WIH YUpeKIeHUE, PpakuoHUpyolue (epepadaTbiBatOIIHe)
IUIa3My YeJIOBEKa MOArOTaBINBAIOT U MOAJIEPKUBAIOT B OOHOBJICHHOM COCTOSTHUH
Ha0op NoApoOHOI 3HAYMMO HH(pOpMAIMK, YKa3aHHOU B MacTep-(paiiie Ha mia3my
KpOBH;

€CJIM PETUCTPALIMOHHOE IOChE OTHOCUTCS K KOMITIOHEHTY, IIOJIyYEHHOMY U3
IUTa3MBbl, TO JUJIS UCIIOJIB30BAHHOM IJIa3Mbl B KAUECTBE HCXOJAHOIO MaTepuaa (ChIpbsl)
peIyCcMaTpPUBAETCS CChUIKA Ha MacTep-Gaiii Biaesbla.

4.1.1 Macrep-daiin Binagenpa CoOAepKUT CIETYIONIYI0 HHPOPMALIHIO O IJIa3Me,
UCIIOJIb30BaHHOM KaK UCXOJHBIA MaTepuall (ChIphe):

MPOUCXOKIACHUC I1JIa3MbI:

uHMOpMAITUS 0 MIEHTPaX WK YUPESKIACHHUSIX, B KOTOPBIX MPOBOJAUTCS COOp KPOBU
(r1a3mbl), BKItOYAs JaHHBIE 00 MHCTIEKIIMU U TIPEJICTABIICHUE CIICIIUAILHOTO
paspenicHus Ha BEJACHUE TaHHOTO BHJIA JACATEIBHOCTH, a TAKXKE dMHICMHOJIOTHICCKUC
JTaHHBIE 00 MHPEKIUSIX, TIEPEIAIOIINXCS Yepe3 KPOBb B PETUOHE, TJI€ MPOU3BOIUTCS
3aroToBKa KpoBH (IIJIa3MBbl);
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uH(MOpMAITUS O IIEHTPaX WK YUPEKICHHUIX, B KOTOPBIX MPOBOJAUTCS KOHTPOJIb
JIOHALIMH Y MyJIOB IJIa3Mbl, BKJIIOYasi MHCIIEKIIMOHHBIA U PETYIATOPHBINA CTaTyC 3TUX
LEHTPOB WU YUPEKICHUN;

KpUTEpUH 0TOOpa (MCKIIOYEHUs) JOHOPOB KPOBH (IL1a3Mbl);

ONMCAHNE JEHCTBYIOIIEN CUCTEMBI, ITO3BOJIIOIIEN OTCIEANTD YTh KaKI0M
JOHALIMU OT YUPEKICHMUsI, I/1€ COOUparOT KpOBb (IU1a3My), 10 TOTOBOTO JIEKAPCTBEHHOTO
npemnaparta u Hao0opoT;

KauyeCTBO IIIa3Mbl U €€ 0€3011aCHOCTb:
COOTBETCTBHE KaueCTBa CTAThsIM (MOHOTpadusiM) rocyJapCTBEHHBIX (hapMaKoImei;

KOHTPOJIb COOpaHHOI KPOBH (IJIa3Mbl) U €€ MyJI0B HAa HaJu4yhe Bo30yauTenei
uHpEKIUH, BKII0Yasi HHPOPMAILIMIO O METOJaX KOHTPOJIS U B CIIydae MyJIOB TUIa3MBbl -
JAHHbIE BAIMJAIIMH UCII0JIb30BAHHBIX METOJIUK;

TEXHUYECKNE XapaKTEPUCTUKU KOHTEHHEPOB AJIsi COOpa KpPOBU U IJIa3Mbl,
BKJIFOYAsi ”HPOpMaLIMIO 00 UCIIOJIb30BAaHHBIX PACTBOPAX AHTHKOATYJISIHTOB;

YCJIOBUS XpaHCHUA U TPAHCIIOPTUPOBKHU I1JIA3MBbI;

MpoLEeIypa XpaHEeHHs JIF0OOro MaTepuaa, UCIoIb3yEMOro Jisi TPOU3BOACTBA U
(w1K) epuoj KapaHTHUHA;

XapaKTepUCTUKA MyJia TUIa3Mbl;

ONKMCAHKNE YCTAHOBJIEHHOW CHCTEMBI B3AUMOJEHCTBHS MEXKY IPOU3BOJUTEIIEM
JIEKapCTBEHHOTO Mpenapara, NoJIyYeHHOIO U3 IJ1a3Mbl, U (UJIM) LEHTPOM WIN
yUpexaACHUEM, PPaKIUOHUPYIOIUM U (WJIN) epepadaThIBAIOLUIUM IUIa3My, U LIEHTPOM
WIN YUPEXKIEHUEM 110 COOPY M KOHTPOJIIO KPOBH (IUIa3Mbl), a TAKXKE COITIACOBAaHHbBIE
MU crienu(UKanuy Ha Tia3my.

MacTtep-dailsl Ha Ia3My TakXke COJAEPKUT MEePEUYEeHb JIEKAPCTBEHHBIX
IIpenapaToB, Ha KOTOPBIE OH PaCIPOCTPAHSIETCS, HE3AaBUCUMO OT TOTO, SIBJISIIOTCS JIA OTU
JIEKapCTBEHHBIE MpEeNapaThl 3aperuCTPUPOBAHHBIMY, HAXOAATCS B IIpoOLIECCe
PETUCTPALIMKU WIH B CTAINN KIMHUYECKUX UCCIICTOBAHUM.

4.1.2 Macrep-(aiin Ha 1ma3mMy NOJJIEKUT €XKEr0THOMY OOHOBJICHUIO U
ITIOBTOPHOU 3KCIIEPTU3E.

[Ipu BHECEHNY U3MEHEHHI B MacTep-(}aiis Ha TUIa3My OH MOJAJIEKHUT IKCIEPTU3E
B COOTBETCTBUU C IPOLEAYPON BHECEHUS U3MEHEHUN.
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4.2 B OTHOIICHUU BAKITUH JJII MEUITMHCKOTO MPUMEHEHUS TPEOOBAHUS K
UCXOJHBIM MaTepuajaM U ChIPbIO 3aMEHSI0TCS MacTep (ailjioM BaKIIMHHOTO aHTUT€HA.
B cnydae BakuuHBI, HE ABIIAIOMICICS BAKIIMHOW [T MPOQUIAKTUKY TPUIIIA YETIOBEKA,
MIPEIOCTaBISETCS MacTep (ailyl BAKIIMHHOTO aHTUTEHA VISl Ka)KI0TO0 aHTUTEHa,
KOTOPBIH ABJISICTCS aKTUBHBIM BEILIECTBOM 3TOW BAKIMHBI.

4.2.1 Macrep-aiisl BAKIIMHHOTO aHTUTEHA COJICPIKUT CIETYIOUTYIO
uH(MOpPMAIINIO, U3BIICYEHHYIO U3 COOTBETCTBYIOIICH yacTh (AKTUBHAS
dapmaneBTryeckas cyocranius) Moy 3 «KauectBoy.

AKXTHUBHOE BCIICCTBO:

oOmast nHdopMaIs, BKIOYas CBEJACHUS O COOTBETCTBUH CTaThe (MOHOTpadum)
roCyJapCTBEHHBIX (hapMaKOIeH;

uH(popMaIKs 0 MPOU3BOAUTENEC AKTUBHOTO BEIIECTBA: MHPOPMAIIHS O
MPOU3BOJICTBEHHOM ITPOIIECCE, UCXOIHBIX MaTepUaiax U ChIpbe, CEHUATBHBIX MEpax
OTHOCHUTEJILHO TPAHCMUCCHUBHBIX T'yOUaThIX 3HIIEhaTonaTUi U OlleHKE O€30MaCHOCTH
MTOCTOPOHHHUX WH()EKITMOHHBIX areHTOB, TOMEIICHUSIX U 000PYI0BaHUY;

XapaKTEpUCTHKA aKTUBHOI'O BEIIECTBA;

KOHTPOJIb Ka4€CTBa aKTUBHOTO BEILIECTBA;

CTaHJAapTHbIE 00pa3Lbl U MATEPUAIIBL;

IIEPBUYHAS YIIAKOBKA M YKyNIOPOYHAsl CHCTEMA aKTUBHOTO BEILIECTBA;
CTaOMJIBHOCTh AaKTUBHOTO BEILIECTBA.

4.2.2 JIy1st HOBBIX BAKLIMH, KOTOPBIE CONEPKAT HOBBIM BAKIIMHHBIA AHTUTEH,
3asiBUTENb MIOJAET MOJHOE PErMCTPALMOHHOE JIOChE, BKIIIOUasl BCe MacTep-(ailibl
BAKIMHHOT'O AHTUT'€HA HAa KAKJIbI BAKLIMHHBIA aHTUT€H, KOTOPBIH SBISETCS YaCThIO
HOBOW BaKIIMHBI, €CIIM MacTep-(ailyl BAKIIMHHOTO aHTUTEHA HAa TAKOW BaKITUHHBIH
AHTUTEH OTCYTCTBYET.

VYkazaHnHble TPEOOBAHUS TaKXKe MPUMEHSIOTCS K KaXI0M BaKIIMHE, KOTOpas
COCTOUT M3 HOBOM KOMOMHAIIMW BaKIIMHHBIX aHTUTEHOB, HE3aBUCUMO OT TOTO, SBJISICTCS
OJIMH 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.
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5. buoananoru4yHbIi JEKapCTBEHHBIN MpemnapaT (OnoaHanor, Onono100HbIN
JIEKapCTBEHHBIN MpemnapaT, OuOCUMUIISP)

5.1. JIns sxcniepTu3bl OMOaHATOTHYHOIO JIEKAPCTBEHHOTO Mpenapara
MPEAOCTABISIOTCS JaHHBIE CPABHUTEIBHBIX UCCIEAOBAHUN €0 C OPUTHHAIBLHBIM
(pedepeHTHBIM) OMOJIOTMYECKUM JIEKAPCTBEHHBIM CPEICTBOM.

B Mogyne 1 ¢popmarta OT/I peructpanuonnoro pocke win Yactu I [lepeuns
3asiBUTENb MPEJCTABISET pe3toMe 000CHOBAHUMN U (DaKTOB, MOKA3BIBAIOLIUX, YTO
JIeKapCTBEHHBIN Mpenapar, nojaBaeMblii Ha 3KCIIEPTU3Y, ABISETCS OMOAHAIOTUYHBIM
(Onono100HBIM) JIEKAPCTBEHHBIM MPENapaToM OPUTHHAILHOMY (pedepeHTHOMY)
JIeKapCTBEHHOMY IpenapaTy. Pestome copepkut nH(OpMaInio O JIEKapCTBEHHOM
npernapare, akTUBHOM BEILIECTBE, JIEKAPCTBEHHOW (hopMe, J03UPOBKaAX, MOKA3AHUAX K
IPUMEHEHUIO U CrIOCO0E MPUMEHEHUS B CPABHEHUH C aHAIIOTMYHOM MH(popmarueit oo
OpUruHaNBHOM (pedepeHTHOM) JIEKaPCTBEHHOM TIpernapare.

B Monyne 1 popmara OT/I perucrparnmontoro gocke nian Yactu I [epeuns
BMECTE C KpaTKoi nHdopmalmen o cucteMe GpapmMakoHa30pa aepxKaTes
PETUCTPALMOHHOIO YIOCTOBEPEHHUS TPEACTABISAETCS IIJIaH YIIPABICHUS PUCKAMU Ha
3asBJIIEMBIM Ha SKCIIEPTU3Y OMOaHAJOTUYHBIN (OMOTIO0I00HBIN) JIeKapCTBEHHBIN
npemnapar.

5.2. KauectBo, 6€30naCHOCTD, 3P PEKTUBHOCTH U UMMYHOT€HHOCTh
OHMOaHAIOTMYHOIO JEKapCTBEHHOTO Mpernapara Ha MPOU3BOICTBEHHOM, TOKIMHUYECKON
U KJIIMHUYECKOH (paze ero pa3pabOTKU CPaBHUBAIOTCS C OJHUM M TEM K€ ITATIOHHBIM
pedepeHTHBIM OHOOTHYECKUM JIEKAPCTBEHHBIM CPEJICTBOM B COOTBETCTBUU C
IpaBUJIaMU HCCIIEA0BaHUs OMOJIOTMUECKHX JIEKAPCTBEHHBIX CPEACTB B paMKax
EBpa3niickoro 3KOHOMUYECKOr 0 CO03a.

B Mopynsx 2, 3,4 u 5 dopmara OT/ nnm Yactu 11, I, IV Tlepeuns
PETUCTPALIMOHHOTO JOChEe OMOCUMUIISIpA COJEPKUTCS CleAytoas HHpopMaIus:

1) moATBEpKAECHUE CXOACTBA MOJIEKYJISIPHBIX M OMOJIOTHYECKUX XapaKTEPUCTUK
AKTUBHBIX BEIIECTB OMOCUMMUIISIPA U 3TAJJOHHOTO OMOJIOrMYECKOT0 JIEKAPCTBEHHOTO
cpencTBa (JeTaM M0 NEPBUYHON CTPYKTYPE U CTPYKTypaM OoJiee BBICOKOTO MOpsiIKa,
MOCTTPAHCISIIMOHHBIM MOAUGUKAIMAM (BKIIIOUYAsl, B YACTHOCTHU TJIMKOPOPMBI),
OMOJIOTMYECKON aKTUBHOCTH, YUCTOTE, IPUMECSIM);



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 10.07.2020
aKTUIEP/IiH ATAIOH/IBI OaKpLIay OaHKi Cakray KyHi 28.08.2020

e‘ ey [ DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB Jlata penakuun 10.07.2020
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE
JlaTa ckauMBaHHS 28.08.2020

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 ¢ pa3pabOTKU BEKTOPOB SKCIPECCUU U OAHKOB KJIETOK, KYJIbTYpPbl/OpOKEHUS
KJIETOK, cOOpa, OYMCTKH, peaKkIuii Moau(pUKaIuy, HamoJIHEHUS KOHTCHHEPOB I OaK-
NPOAYKTa U TOTOBOH JIEKAPCTBEHHOMW (DOPMBI, XpaHEHUS;

6) uccieoBaHus, IPOBOIUMBIE B X0/ie (hapMalleBTUUECKON pa3paboTKu ISt
OmpeIesIeHHs ¥ BaTuJaluy JEKapCTBEHHON (DOPMBI, COCTaBa U CUCTEMbI YIIAKOBKHU
/YKYTIOPKH (BKJIFOYAsi KX LEIOCTHOCTD JUISl IPEAOTBPAIICHUS 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
/e BO3MOJKHO, CIISyeT U30eraTh MPOBEACHHSI HCCIICIOBAaHUH Ha )KUBOTHBIX ): HH-BHTPO
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
TSOKECTH HEXKEIIaTEIIbHBIX SBJICHUI/TIOOOYHBIX PEaKIIHA;

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
MCCIICJIOBAHUIA; JUTS SKCTPAOINPOBAHUS TaHHBIX TI0 OE30MMACHOCTH CJIeAyET MPUHSATH
BO BHHUMaHHE (DaKTOPbI, CBSI3aHHBIE C TAIIMEHTOM (COMYTCTBYIOIIEE JIeUEHUE,
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 Mpenaparam C MOATBEPKACHHOHN 3(pPEKTUBHOCTHIO U
IpPUEMIIEMbIM YPOBHEM 0€30MACHOCTH AKTUBHOE BEUIECTBO KOTOPBIX XOPOILIO U3yUYEHO
B MEMLIMHCKOM ITPUMEHEHUH (K KOTOPBIM OTHOCSTCS, HAIPUMED, JIEKAPCTBEHHBIE
npernaparsl U3 ChIpbsi IPUPOJHOTO MIPOUCXOKACHUSA (AETOTh OEpE30BbIi, 3SMEUHBIH S,
IPOJIYKTHI MYETOBOJCTBA, MEAUIUHCKHE MMUSBKH, KEITUb, MUHEPAJIbl) BATAMUHBI U
BUTAaMUHHO-MUHEPaJIbHbIE KOMIUIEKCHI, PACTBOPBI aHTUCENTUKOB (IIEPEKUCH BOJOPO/Ia,
Hos1, OpUIITMAHTOBBIN 3€JIEHBIN U JIp.), BOAA IJIsl UHBEKIINMA, aICOPOEHTHI (YToJb
AKTUBUPOBAHHBIN U T.]I.), KADMUHATUBHBIE JIEKAPCTBEHHBIE IIPENAPAThI, IEKAPCTBEHHbBIE
npernaparsl U3 TPYMIIbI pa3Ipakarolux (MEHOBa3uH U Jp.), 00BOJAKUBAIOIINX CPECTB
npeacrasisaoress Moaynu 1, 2 u 3 w Hactu 1, I [lepeuns. B Monyinax 4 u 5 niim Yactu
I, IV Tlepeuns B moapoOHON Hay4YHOU OMOIMOTpadun yKa3bIBAtOTCS JOKIMHHUYECKHUE
U KJIMHUYECKUE XapaKTEPUCTUKH.

I[J'ISI IMOATBECPKACHHA XOPOUIO U3YUCHHOI'O MCAUIIMHCKOI'O ITPUMCHCHUS
MpCaACTaBJLAIOTCA JaHHBIC!

1) dbakTopsl, KOTOpHIE HEOOXOAUMO YUUTHIBATH MIPH OMPEACICHUN XOPOIIIO
U3YYEHHOTO MEIUIIMHCKOTO MPUMEHEHHS] KOMIIOHEHTOB JIEKAPCTBEHHBIX CPEJICTB:

BpeMsl, B TCUEHUE KOTOPOIr'0 UCIOJIb3YETCSA aKTUBHOE BEILIECTBO B MEULIMHCKON
IIPaKTHKE;

KOJIMYCCTBCHHBIC ACIICKThI MCITIOJIB30BaHUA aKTUBHOI'O BCILICCTBA,

4acTOTa HAyYHbIX IMyOJIMKAMK U aKTyaJlbHOCTH UCIIOJIb30BAaHUS AKTUBHOTO
BEILIECTBA B TEUEHHUE MOCIEAHUX S5 JIET epe] nojaueii 3asBiIeHHs (CO CChUIKON Ha
nyOJuKalMK B HAYYHBIX UCTOUYHUKAX);

COIIACOBAHHOCTDb HAYYHBIX OLICHOK.

I[J'IH OIIPCACICHUA XOPOIIO U3YYCHHOI'O IPUMCHCHU A PA3JIMYHBIX dKTHBHBIX
BCHICCTB MPCAOCTABIIICTCA OLICHKA 3a PA3JIMYHBIC IICPUOIbI BPCMCHHU. HCpI/IOI[ BpPCMCHH,
HCO6XOHHMBIﬁ AJIA OIIPCACIICHUA XOPOIIO N3YUYCHHOI'O MCANITMHCKOI'O ITPUMCHCHUA
AKTHUBHOI'O BEIICCTBA, COCTABJISICT HC MCHECC 10 et ¢ AAThI IICPBOT0 CUCTEMATHYCCKOT'O
U JOKYMCHTHUPOBAHHOI'O IIPUMCHCHHUA JICKAPCTBCHHOI'O CPCACTBA.
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buonornyeckre aeKapCcTBEHHBIE MPENapaThl U JEKaPCTBEHHBIE MPENapaThl, JJIs
KOTOPBIX TpeOyeTcs MPOBEACHHUE UCCIEAOBaHII OMOAPKBUBATIEHTHOCTHU U (WJIN)
KJIMHUYECKUX UCCIIEIOBAHUM, HE OTHOCATCS K KaTETOPHUH JIEKAPCTBEHHBIX MPENAapaToOB C
XOPOLIO N3YYEHHBIM IPUMEHEHHUEM.

2) Marepuabl PETUCTPALMOHHOIO IOChE, PECTaBICHHbBIC 3asIBUTEIIEM,
BKJIFOUAIOT BCE aCMEKThI OLIEHKU 0€30MacHOCTU U 3P(HEKTUBHOCTH, COAECPIKAT CCHUIKY
Ha 0030p COOTBETCTBYIOIIEH JIUTEPATYPBI C YIETOM IPE- U MOCTPETUCTPALIMOHHBIX
UCCJIeIOBaHUN U OMyOJIMKOBAHHON HAYyYHOU JINTEPATypbl OTHOCUTENIBHO PE3YIbTATOB
ANUAEMHUOJIIOTHYECKUX UCCIIEA0BAHUM U OCOOEHHO CPABHUTEIIBHBIX
AMUIAEMHUOJIOTHUECKUX UCCIIET0BAHNM, BCIO JOKYMEHTALIUIO, KaK ITOJIOKUTENBHYIO, TaK
U oTpuLaTeNbHY10. bubnuorpaduueckas ccplika Ha Apyrue HICTOYHUKU JOKA3aTENbCTB
(moCTperncTpaMoOHHbIE NCCIEA0BAHMS, SITUIEMUAOIOTMYECKUE UCCIIEI0BAHNA), KPOME
JAHHBIX, KACAIOIINXCSI METOJA0B KOHTPOJIA U UCTIBITAHUM, SIBJISIETCS 10KA3aTEIbCTBOM
Oe3omacHOCTH U 3PPEKTUBHOCTH JEKAPCTBEHHOTO Mpernapara Mpu yCIOBUH, YTO B
PETUCTPALIMOHHOM JIOChE YETKO OOBSICHEHO U 0OOCHOBAHO HUCIIOJI30BAHUE ATUX
UCTOYHUKOB HH(POpPMaLINH;

3) o6ocHOBaHME JOKa3aHHOTO MPUEMIIEMOTO YPOBHS 0€30MaCHOCTU W/WUIU
3(p(PEKTUBHOCTH, HECMOTPS Ha OTCYTCTBUE HEKOTOPHIX UCCIIEIOBaHMUI;

4) B TOKTUHUYECKUX /WA KIMHUYECKUX 0030pax 00BsICHUTh 3HAYNMOCTh
JTHOOBIX TIPEICTABIICHHBIX JTAHHBIX, KaCAIOIIMXCS YKE 3aPETHCTPUPOBAHHOTO
JICKapCTBEHHOTO Tpemnapara, OTINYHOTO OT TOTO, KOTOPBIN MpeaiaracTcs K
peructpanuu. IIpencrasnsiercs 000CHOBaHHE MO MTOBOJY TOTO, MOXHO JIH 3asIBJICHHBIH
JICKapCTBEHHBIN MperapaT CUUTATh MOJO0HBIM YXKe 3apETUCTPUPOBAHHOMY
JIEKapCTBEHHOMY Tpernapary, HECMOTPS Ha CYIIECTBYIOIINE Pa3TUIMS;

5) MOCTPEruCTPAIIMOHHBIN OIBIT UCTIOIB30BAHMS COJEPKUT UH(POpMAITHIO 00
WCIIOJIb30BAHUY JIPYTUX JICKAPCTBEHHBIX MpEnapaToB, COAEPKAIIUX TE€ K€ AKTUBHBIC
BEILIECTBA;

6) meproANYECKU OOHOBIIIEMBIH OTYET IO OE30MACHOCTH JIEKAPCTBEHHOTO
npenapara 3a IOoCJIEeIHHAE 5 JIET ¢ MOMEHTA PErUCTPALMK B CTPAHE IPOU3BOJUTENS 10
[0/1a4Y¥ 3asBJICHUS 3apyOCKHBIMU MPOU3BOIUTEISIMHU.

8. PacTtuTenbHble T€KapCTBEHHBIE MPETAPATHI



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 10.07.2020
aKTUIEP/IiH ATAIOH/IBI OaKpLIay OaHKi Cakray KyHi 28.08.2020

e‘ ey [ DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB Jlata penakuun 10.07.2020
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE
JlaTa ckauMBaHHS 28.08.2020

JI1s1 SKCIIepTU3BI JIEKAPCTBEHHBIX MPENApaTOB PACTUTEIBHOIO TPOUCXOXKACHUS
MPEAOCTABIISIOTCS PE3YJIbTaThl COOTBETCTBYIOMIUX (hapMAKOJIOTHYECKHX,
TOKCUKOJIOTUYECKUX U KIMHUYECKHUX UCCIEA0BaHNI. MaTtepruabl U IOKyMEHTHI 110
JOKITMHUYECKUM (HEKIMHUYECKUM) U (UJTH) KIMHUYECKUM UCCIIEIOBAHUSIM BKIIIOUYAIOT:

MaTCpHualibl IOKIMHUYCCKUX (HGKJII/IHI/IIIGCKI/IX) HCCJ’IQI[OBEIHHﬁ CHCHH(l)I/I‘lQCKOﬁ
AKTHUBHOCTH,

MaTepHualibl UCCIEI0BAHUS OCTPON U XPOHUYECKON TOKCUYHOCTH;

JaHHBIE O MECTHO-Pa3IpakaroIIeM JICHCTBUH;

JaHHbIE 00 AJJIEPTrU3UPYIOLIUX CBOMCTBAX;

OTBIT KIIMHUYECKOTO MPUMEHEHUS B CTPAHE-IPOU3BOJUTEINE UITU APYTUX CTPAHAX.

[Ipu sTOM MaTepuaabl OTHOCUTEIBHO KAaU€CTBEHHBIX aCIIEKTOB JICKAPCTBEHHOTO
npernapara mpeI0CTaBISIOTCS B TIOJTHOM O0BhEME.

J171st cOOpOB JIEKapCTBEHHOTO PACTUTEILHOTO CHIPhS, (DUTO-4aeB
npenocTaBisieTcs 0030p HAyUHOU JIMTEPATYPhI MO JIEKAPCTBEHHBIM PACTEHUSIM,
BXOJSIINX B UX COCTAB.

9. 'omeonaTuyeckue nmpenaparbl

3asBUTEINb I SKCIEPTU3bI TOMEOMATUYECKUX MPENAPATOB MPEACTABIISIET
JIOKYMEHTBI 1 MaTepHalIbl, BKItouatonye nadopmaruio mo Moaynsam 4 u 5 unu Yactsam
III u IV Ilepeuns:

- I TOMCOITAaTUYCCKHUX IIPCITapaTOB, COOTBCTCTBYIOIIUX BCCM
HWKCIICPCUNCICHHBIM YCJIOBUAM B KOMIIJIICKCC!

- Ipenaparsl MpeaHa3HAYEeHBbI I IEPOPATBHOTO WIM HAPYKHOTO MPUMEHEHUS;

- Ha 3TUKETKE JICKapCTBEHHOTO MpernapaTa WId J000i OTHOCSIIEHCS K HEMY
UHpOpMaIUHU HE MIPUBEJAECHO KOHKPETHOTO TEPANeBTUUECKOI0 IOKa3aHus K
IPUMEHEHUIO;

- CTEINEHb PACTBOPEHUS JIEKAPCTBEHHOIO Mpenapara siBIsIeTCsl JOCTaTOYHOU IS
rapaHTUH €ro 0€30MAaCHOCTH; B YACTHOCTH, JICKAPCTBEHHBIN MpenapaT He MOXKET
cojaepxkathb 0osee 1 yactu Ha 10 000 gacteit MmaTouHOro pacTBopa wiu 6osee 1/100
MHUHUMAJIBHOM J03bl, TPUMEHSAEMOMN B AJJIONATHU B OTHOLLICHUU JEUCTBYIOIIETO
BEIIECTBA, HAJIMYKE KOTOPOTO B aJUIONATHYECKOM JIEKAPCTBEHHOM Tpernapare Tpedyer
00s13aTeIbHOT0 HAJIM4UMS perienTa Bpava, 1 Mosayneit 4 u 5 wim Yacreii [11 u IV
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[lepeuns npenocTaBistOTCA 0030p JaHHBIX HAYYHOH JIUTEPATypbl 00 3P(HEKTUBHOCTH U
0e30IacHOCTH TOMEONATUYECKOTr0 Mpenapara B 3asBIsIeMO 00J1aCTH IPUMEHEHMS,;

- JUTIsl HOBBIX TOMEOIAaTUYECKUX MTPENapaToB, HE YIIOMUHAEMbIX B (papmakonesx u
MOHOTpadusix; AJ1 KOMOMHUPOBAHHBIX TOMEONATUYECKUX MPENapaToB, KOTOPHIE MOTYT
IPUBECTH K BOZMOXKHBIM B3aUMOICUCTBUSAM, CHHEPTeTHUECKUM P deKTaM Win
aAIMTUBHBIM 3(()eKTaM pa3IMuHbIX UHTPEAUEHTOB; JIs1 TOMEONIaTUYECKUX
IIPENapaToB, HHIPEIUEHTHI KOTOPBIX MPEICTABIISIIOT PUCK TOKCUYECKUX WIIU APYTUX
HEOJAaronpUsTHBIX BO3JEHCTBUM, 0COOEHHO KOT/1a MHIPEAUEHThHl KOHLEHTPUPOBAHbI
WM MPEJCTaBICHbl B HU3KUX pa3BefeHusx (Hanpumep, 1X, 2X wium 1C), unu He
KOHTPOJIUPYIOTCS JOJKHBIM 00pa3oM B MPoLIecce MPOU3BOACTBA; JUIS
FOMEONATUYECKHX MPENAapaToB, MPEAHA3HAYEHHBIX U1l UHBEKIUHI U U1 IPEnaparTos,
IPUMEHSEMBIX B 0()TaIbMOJIOIMH; PEIHA3HAUYEHHBIE 1JIs1 UCIIOJIb30BAHUS C LEJIbIO
npoUIAKTUKY WIN JIEYEHUS CEPhE3HbIX 3a00JIEBaHUM; JI1 TOMEONATUYECKUX
npenaparoB, IpeIHa3HAYCHHbIX [ YSI3BUMBIX TPYII HACENeHUs (Hampumep,
HOBOPOYKJCHHBIE U JIETH, OEpEMEHHBIE U OKUJIbIE, MAIIUEHTHI C 0CIA0IEHHBIM
UMMYHUTETOM U 1p.): 1uist Moayns 4 winu Yactu 111 [epeuns npencrapistoTcs JaHHbIE
TOKCUKOJIOTUYECKUX, NCCIIETOBAHMM (B CiIydae coiep kaHus WH(PEKIIMOHHOTO areHTa
HOJTBEPKACHUE UCCIIEI0BAaHUEM OMOJIOTHYECKON 6€30IacHOCTH ), 000CHOBaHUE
no100pa pa3auYHbIX MOTEHLUH, JaHHBIE KIMHUYECKOTO ONbITa IPUMEHEHHUS; IS
Monayns 5 unm Yactu VI [lepeuns npencTaBiisitoTcsl JaHHbIE KITMHUYECKUX
uccienoBanuii 00 3pPexkTUBHOCTH U 6€30MaCHOCTH TOMEOIATUYECKOT 0 Mpernapara B
3asBIIIEMOI 00JIaCTH MPUMEHEHUS 1 000CHOBaHHE 1M0A00pa PA3IUYHBIX TI03UPOBOK.

o011ast XapaKTepUCTHKA JIEKAPCTBEHHOTO MpernapaTa 1 HHCTPYKIIHUIO 110
MEIUIMHCKOMY NPUMEHEHHIO (JIMCTOK-BKJIAJIBII) C YKA3aHUEM, UTO JIEKAPCTBEHHOE
CPEZICTBO SIBJISIETCA TOMEONATUYECKUM MPENapaToM.

10. ButamuHbI, MUHEpAJIBI

J11s1 SKCTepTU3hI JIGKAPCTBEHHBIX CPEICTB, COACPIKAIIUX BUTAMUHBI U (UJIN)
MIPEICTABIAIONINX COO0N KOMITJIEKC BUTAMUHOB U (WJIM) BATAMHUHOB M MUHEPAJIOB,
3asBUTEIIb IIPEJICTABIIIET OJUH U3 HUKECIIEAYIOIUX JOKYMEHTOB U MAaTEpUAJIOB:

1) Gubnmorpaduueckuii 06030p AJaHHBIX MO OE30MACHOCTH JIEKAPCTBEHHBIX
CPEICTB, BMECTE C OTYETOM IKCIEPTA, BKIIOYast HHPpOpMaInio 00 dKCIepTe;

2) Hay4Hble TyOJUKALIMK HA 3asBISEMBbIil Ipenapar;

3) naHHbBIE UCCIEOBAHUM OCTPOM U (WJIM) XPOHHUYECKON TOKCUYHOCTH.
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11. PagnodapmaiieBTH4IECKHE TIpemapaThl

JUist sKcnepTr3sl paguodapMaleBTHYECKUX PEnapaToB U UX MPEKYpPCOpPOB B
Mopyne 3 unu Yacru II [lepeunst mpeacTaBiasroTCs JOKYMEHTBI 1 MaTepUallbl,
BKJTFOYAOIIHE CIEAYIONIYIO CIEM(PUIECKYI0 HHHOPMAIIHIO:

1) B paguodapmaiieBTHIeCKOM HaOOpE, KOTOPHIH CHAOXKAETCS PATOAKTUBHOMN
METKOM TMOCJIe MTOCTaBKU MPOU3BOJUTENEM, 38 AKTUBHOE BEIIECTBO MPUHUMAIOT YaCTh
Habopa, mpeIHa3HAYCHHYIO I IEPEHOCa WU CBSI3BIBAHUS paguonykinaa. Onucanue
METO/1a TPOU3BOCTBA paaruodapMaIieBTUIECKOTo Habopa BKIII0OYaeT MOAPOOHbIE
JaHHBIE TI0 IPOU3BOCTBY HAOOpa U JaHHBIE PEKOMEHIYEMOM OKOHUATEIHHON
00palboTKu A7l MPOU3BOACTBA PAJAMOAKTUBHOTO JIEKAPCTBEHHOTO Mpernapara.
TpeOyembie cienuuKauy paauoHyKIUIa OMKUCHIBAIOTCS B COOTBETCTBUHU, €CITH
MPUMEHHUMO, ¢ 00IIIeH WK YacTHOU cTaTtheil (MoHorpadueil) ['ocynapcTBeHHOM
®apmaxoneun PK, 1160 mpu OTCYTCTBUH Takux ctareit (MoHOrpaduil) — CTaThaM
(MoHorpadusm) Gapmakonei, NPU3HAHHBIX IEUCTBYIOIUMH Ha TEPPUTOPHUU
Pecnybnuku KazaxcraH.

B nononnenue, caeayer onucath BCe COSAUHEHUS, HEOOXOAUMBIE /Il BBEJCHUS
PaAMOAaKTUBHON METKH, a TAKXKE CTPYKTYPY COCTUHEHUSI C PAAMOAKTUBHON METKOIA.

AHaTU3UPYIOTCS SAEPHBIC PEAKIIUU PAAUOHYKIUIOB.

Kak maTepuHCKUi, TaKk U JOYEPHUMN paUOHYKIIU]IBI T€HEepaTOpa CUUTAOTCS
AKTUBHBIMU BEIIIECTBAMU,

2) cBeZieHUs O IPUPOJIe PATUOHYKIUIA, MOITMHHOCTUA U30TOIA, BO3MOKHBIX
PUMECSX, HOCUTEINE, TPUMEHEHUH U CIEIU(UIECKON aKTUBHOCTH;

3) ucxoaHbIe MaTEpHUaIbl BKIIOUYAIOT IIEJEBbIE MAaTEpUabl 111 00IyUYEHHUS;

4) pacCMOTpEHHE XUMUIECKON/PaIMOXUMHUYECKON YUCTOTHI U €€ CBSI3h C
ounopacrpe/eeHueM;

5) onucanue paguoOHYKIUIHON YUCTOTHI, PATUOXUMUYECKON YUCTOTHI U
crienu(puYecKoi aKTUBHOCTH;

6) 17151 TeHEPATOPOB MPECTABIISIIOTCS MOIPOOHBIE JAHHBIC UCTIBITAHUM
MAaTE€pPUHCKUX U JOYEPHUX PATUOHYKINUIOB. 17151 TeHEPATOPOB-IIH0ATOB
MPEACTABISIOTCS UCTIBITAHUSI MATEPUHCKUX PATUOHYKIIUIOB U JPYTUX KOMIIOHEHTOB
CUCTEMBbI T€HEPaTOPA;
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7) conep:kaHue aKTUBHBIX BEIIECTB HA OCHOBAHUU MAaCChl aKTUBHOM 4acTH
MOJIEKYJIbI IPUMEHSIETCS TOIBKO K paanodapMaleBTuueckum Habopam. s
PaTMOHYKIUIOB PAAMOAKTUBHOCTh BhIpAKAeTCsl B OEKKEpesixX, C YKa3aHUEM JaThl U,
€CJI HE0OXO0IMMO, BPEMEHH U YaCOBOTO TMOsCA. Y Ka3bIBACTCS THI PAUOKTUBHOCTH;

8) cnernuduKaIum JIeKapCTBEHHOTO MpernapaTta, SBISIFOIIETocs
paanodapMalieBTHYECKUM HaOOPOM, BKIIIOYAIOT UCIIBITAHUS CBOMCTB Iperapara mociie
BBEJICHHS PAJUOAKTUBHON METKH, COOTBETCTBYIOIINE KOHTPOIU HA PATUOXUMHUYECKYIO
U PAIMOHYKJIUIHYIO YUCTOTY COCTMHEHUSI C PAJMOAKTUBHON MeTKOH. JIto00#
Marepuai, HeOOXOIUMBIH 1J1sl BBEICHUS PaIMOAKTUBHOU METKHU MOJICKUT
YCTAHOBJICHUIO TOJJIMHHOCTH U KOJIMYECTBEHHOMY OMPEIEIICHHIO;

9) uadopmarus 0 CTaOMIFHOCTH JJISI H30TOIMHBIX TEHEPATOPOB, H30TOITHBIX
Ha0OPOB U JIEKAPCTBEHHBIX MPENapaToB C paIMOAKTUBHON METKOM. YKa3bIBaeTCs
CTaOMJIBHOCTD NP UCIIOIB30BAHUU PaAroPapMaleBTUYECKUX JE€KAPCTBEHHBIX
MpEenapaToB B KOHTEUHEPaX JJIs MHOIOPa30BOr0 MCIOJIb30BAHUA.

B Monayne 4 unu Yactu 111 Ilepeuns yka3pIBatOTCS aCMEKThI paIMAlIMIOHHOM
JO3UMETPUH (JICUCTBUE U3JIyUEHHUS Ha OpraH/TkaHb). [lokasaTens MOTIomeHHON 103bI
U3JIyYEHUS PACCUUTHIBACTCS C YKA3aHUEM CHUCTEMbI UCTIOIb30BAHHBIX MEXKIYHAPOIHO
NPU3HAHHBIX €IMHUI] U3MEPEHHUS TIPU ONPEICTIEHHOM ITyTH BBEACHUS.

B Mogayine 5 v Hactu IV Ilepeuns, eciiu npuMEHUMO, TIPEACTABISOTCS
pe3yAbTaThl KIMHUYECKUX UCTIBITAHUN WU IPUBOJUTCA B KIIMHUYECKUX 0030pax
(Monaynb 2) 000CHOBaHHE UX OTCYTCTBUA.

B cnydae paanodapmaiieBTHUeCKOro MpeKypcopa, IpeIHa3HaueHHOTO TOJIBKO
JUTSl BBEICHUS PaMOAKTUBHBIX METOK, MPEK]IC BCETO MPEACTABIACTCS HHMDOPMALIUS O
BO3MOYHBIX TTOCIICJICTBUSX HEAOCTATOYHON A((DEKTUBHOCTH BBEICHUS PAHMOAKTHBHBIX
METOK WJIHM JIUCCOIMAIMY 1N VIVO KOHBIOTATa C PaIMOAKTUBHOM METKOM, T.€. BOIIPOCHI,
CBSI3aHHBIE C JIEUCTBUEM CBOOOAHOTO PAJMOHYKIIH/IA HA MAIMEHTOB. B nononHenue,
MPEJICTAaBIACTCA COOTBETCTBYIOIIAs MHGOPMAIIHS OTHOCUTENBHO (DaKTOPOB PUCKA, T.€.
PaAMOaKTUBHOTO BO3/ICHCTBUS HA MEPCOHAN OOJILHULIBI U OKPYKAIOUIYIO CPELy.

B wacTHOCTH mpecTaBisieTcs cienyromas nHhopmarus:

ITonoxenus Monyns 3 wnun Yacru II Ilepeunss npuMeHs0TCS pU perucTpanuu
paanodapMaleBTUYECKUX MPEKYPCOPOB, KaK YKA3aHO BBILIE, €CIIH IPUMEHHMO.
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B Monayne 4 unu Yactu I [TepeuHs OTHOCUTENBbHO TOKCUYHOCTHU MPU
OJHOKPAaTHOM U MHOTOKPAaTHOM BBEJICHUU TPEJICTABISAIOTCS pE3yIbTaThI
JOKJIIMHUYECKUX UCCIICIOBAaHUMN, IPOBEAEHHBIE B COOTBETCTBUM C ITPABHIIAMU
HaJJIekKallei 1abopaTopHON MPAKTUKH.

I/ICCJIQILOBaHI/I}I Ha MYTAarcHHOCTb PAAUOHYKINAOB HC CUUTAIOTCA ITPUMCHHUMbBIMU
B JaHHOM KOHKPETHOM CJIydac.

[IpencraBnsercs nHopMalysi OTHOCUTEIIBHO XUMHUUYECKON TOKCUYHOCTHU U
pacnpeesieHrs COOTBETCTBYIOIIETO «X0JIOJTHOT0» (HE COACPKAIIEro paJIMOaKTUBHBIX
BEILIECTB) HYKJIH/IA.

B Monyne 5 unu Yactu IV Tlepeuns knuHudeckas nuHGpopmalus, moyuyeHHas B
X0/J1€ KIIMHUYECKUX UCCIIEIOBAaHUI C UCIIOJIb30BAaHUEM MPEKYpPCOpa caMoro 1o cede, He
CUMTAETCs 3HAYMMOM B ciiydae pajanodapManeBTHuecKoro npeKkypcopa,
MPEIHA3HAYCHHOTO UCKIIFOYUTENBHO /111 BBEICHUS PAIMOAKTUBHOW METKH.

[IpencrapmsieTcst nHGOpMAIHSI, TOATBEPIKIAI0MIAS KIIMHHYECKYTO
3¢ HEeKTUBHOCTH paanodapMaIeBTUIECKOro MpeKypcopa npu MPUCOSTUHEHUH K
MOJIEKYJIaM COOTBETCTBYIOIIETO HOCUTEIISI.

12. Opdannsbie 1eKapCTBEHHBIC MperapaThl

[Tpu sxcniepTr3e opdaHHBIX MpENapaToB MOJ0KUTEILHOE 3aKITFOUCHUE O
0€30MaCHOCTH BBIJIAETCS MO 00513aT€NIbCTBO 3aABUTENS HA YCIOBUSX:

1) BBINIOJIHEHHUS B OIIPEACIIEHHBIE CPOKH OIPENEIEHHON MPOrpaMMBbl
UCCIIEJIOBAHUMN, PE3YIIbTaThl KOTOPBIX OyIyT SIBJIATHCS OCHOBAHUEM JJISl IEPEOLICHKU
COOTHOILICHHUSI «II0JIb3a-PUCK;

2) npuMEeHEeHUs JIEKapCTBEHHOTO IIpenapara Mmoj CTporuM HaOJII0ACHUEM Bpaya;

3) HEMEIJICHHOTO YBEJOMJICHUS TOCYIJAPCTBEHHOTO OpraHa O JIFOOBIX TOOOYHBIX
JNEHCTBUAX, BOHUKIIUX MPH MPUMEHEHUH Op(haHHOIO Mpernapara, v MpeIpUHITHIX
Mepax.

B nepuop BbINOMHEHUS MOCTaBICHHBIX YCIOBUI SKCIIEPTHASI OpTraHU3aIus
MPEAOCTABISET B TOCYIapCTBEHHBIN OpraH HH(POpMAIIHIO, TOTYyYaeMYyIO OT 3asBUTEIS O
MIPOBEJICHUH ONPEAECICHHON MPOTrPaMMBbl HCCIEIOBAHUH JJI €KETOJHON NEPEOLICHKU
COOTHOIIICHHUSI «TIOJB3a-PUCK» JIJIS 3aPETUCTPUPOBAHHOTO TaKUM 00pa3oM ophaHHOTO
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npenapara. MTHCTpYKITHS 0 METUIIMHCKOMY TPUMEHEHUIO U ApyTas MeIUIIMHCKAS
uH(pOpMAIIS O 3apPETUCTPUPOBAHHOM TaKUM 00pa3oM OoppaHHOM MperapaTe COACPIKUT
yKa3aHUs O HeJJOCTATOYHOCTH JAHHBIX.

13. JIlekapcTBEHHBIE TpenapaThl IEPEIOBOM TEpANIUN

Marepuanbl perucTpaliOHHOTO JOCHE JIJI1 BBICOKOTEXHOJIOTMYECKUX
JIEKApCTBEHHBIX MPEMAPATOB COOTBETCTBYIOT paznaeny 4 IIpasun Ne 78

14. Tpancdep

[Ipu skcepTU3e NTEKaAPCTBEHHBIX NPENapaToB, MPOU3BOAUMBIX HA OCHOBE
MOJIHOTO TiepeHoca (TpaHcdepa) MPOU3BOACTBEHHBIX U TEXHOJIOTHYECKUX MPOIECCOB, K
PErHCTPALlMOHHOMY JIOChE TOMOJIHUTEIBHO MPEJOCTABISIIOTCS CHAEAYIOINE JOKYMEHTBHI:

1) noroBop 0 nmepeHoce NPOU3BOICTBEHHBIX U TEXHOJIOTMUYECKUX MPOIIECCOB
MEX]Ty OT€UECTBEHHBIM ITPOU3BOIUTENEM U 3apyOEKHBIM MPOU3BOAUTETIEM;

2) oTueT Mo pe3ybTaTaM MPOBEIEHHOTO TpaHc(epa, BKIOYAIOIIETO OUCAHHUE
npoekTa TpaHcepa, maciirad TpaHcpepa, KpUTUYECKUE MapaMeTpbl, OJTyUYEeHHbIE
OCHOBHOM U JIOTIOJIHUTENBHOM TIIOIIAIKaMH, 3aKJII0YUTENbHBIE BEIBOIBI TpaHC(Epa;

3) 0 Banuanuu NpOM3BOACTBEHHBIX MTPOIIECCOB HA OTEYECTBEHHOM
IIPOM3BOJICTBEHHOM TUIOIIAJIKE;

4) 0 moATBEPAKAECHUU TOTO, YTO KAYECTBO UCXOJAHOTO ChIPbs (AKTUBHOM
cyOCTaHIIMHU, BCTIOMOTaTEIbHBIX BEIIECTB), UCIIOIb3YEMOr0 Ha OTEUECTBEHHON
IJIOIIAJIKE HE BIUSAET HA MPOLECC UM TOTOBBIA MPOIYKT;

5) MO KOHTPOJIIO KauecTBa MpenapaToB, MPOM3BOAUMBIX Ha OT€YECTBEHHON
IPOU3BOICTBEHHOM IJIOMIAKE, U TPENapaToB 3apyOeKHOr0 MPOU3BOAUTENS
OCYLIECTBJISIETCS IO OAHOM crienuPuKauuy (0IUHAKOBBIA MPOPUIb MPUMECEH,
dhapMaKOKMHETUYECKHI MPOGUITH pACTBOPEHUS (17151 TBEPABIX JIEKAPCTBEHHBIX (JOPM) U
WH-BUTPO UCCIIEOBAHUS);

6) OTUeTHI UCCIEAOBAHMI OMOAKBHUBAJICHTHOCTH MJIN KIIMHUYECKUX
HCCJIEIOBAHUI JIEKAPCTBEHHBIX MPENMapaToOB, MPOU3BEACHHBIX Ha ITPOU3BOJACTBEHHBIX
momaakax BHe Ka3zaxcrana (B ciiydae OTCYTCTBUSI — 0OOCHOBAHHE).

[Ipu nomnom nepenoce (Tpancdepe) MPOU3BOJICTBEHHBIX U TEXHOJIOTHYECKHUX
IPOLIECCOB 3asIBUTENH 00ECIIEYMBAET MOJHOE COOTBETCTBUE YCIOBHI MPOU3BOJCTBA U
CUCTEMBI 00ECTICUCHHSI KaueCTBa Ha MPOU3BOJICTBEHHOH TUIomaake B PecmyOrke
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Kazaxcran ycinoBusM Npou3BOACTBA U cUCTEME 00€CTIEUeHUS KaueCcTBa
MPOU3BOJICTBEHHOM ILIOIIAIKKA BHE Ka3zaxcraHa.

15. Ilepepeructpanus

1. 3asgBuTenh MoAacT 3asABJICHUC HA IIPOBCACHUC SKCIICPTU3BI IJIA
NnepeperucTpanmu 10 OKOHYaHUA )IGI\/’ICTBI/ISI PETUCTPAIMOHHOTO YAOCTOBCPCHMA.

2. Ha skcrniepTu3y npu rocy1apCTBEHHOM MepeperucTpaluy J€KapCTBEHHOTO
cpenctBa npousBoauTesiMu Pecriyonuku Kazaxcran npenoctasmsitores gactu [ u 11
[Tepeuns npunoxxenus 2 k HactosiuM [IpaBunam, 3apyOe>kHBIMUA TPOU3BOAUTEIISIMHU
npenocTabistoTcss Moaynu 1-3 cormacHo npunoxkeHuto 3 Kk HactosiuM [IpaBuiiam.

HononuutensHo npousBoautensiMu Pecyonuku Kazaxcran uz Yactu IV
[lepeuns cornacHo NpuiIOkKeHHIo 2 K HacToAmuM [IpaBunam u 3apyOexxHbIMU
MPOU3BOAUTENAMU U3 Moyiist S COTJIacHO NPUIIOKEHUIO 3 K HacTosimuM [IpaBuiiam
IIPEIOCTABIISIOTCS:

1) OT4ETHI MOCTPETUCTPAITMOHHBIX KIIMHUYECKUX UCCIIeN0BaHNN 3((EKTUBHOCTH
1 0€30MaCHOCTH B COOTBETCTBUU C IJIAHOM YNPABIICHUS PUCKAMH;

2) nepuoAUYECKHU OTYET 1Mo 6E30MacCHOCTH 3a MOCIEAHHE S5 JIET HaX0XKIeHUS
JIEKapCTBEHHOTO IIpenapara Ha (apmaneBThuyeckoM pbeiHke PecnyOnuku Kazaxcran ¢
KpPaTKUM ayTEHTUYHBIM [IEPEBOJOM C SI3bIKA POU3BOIUTEINS HA PYCCKUMN S3BIK
OCHOBHBIX Pa3/eIIOB.

16. BHecenre U3MEHEHHI B PETUCTPALITMOHHOE JI0ChE

1. BHeceHre U3MEHEHUH B PETUCTPALIMOHHOE JOChE OCYLIECTBIIAETCS A0 MOJAYN
3asBJICHUS HA TIEPEPETUCTPALIMIO B COOTBETCTBUU C TpeOoBaHUAMM HacTosux [Ipasu.
IIpu BHeceHnn U3MEHEHM B peructpanmontoe nocke tuna [A, Ib unu II 3asButenem
PEAOCTABISAETCS MOACHUTENbHAS 3alUCKa, coJiepkalias 000CHOBaHUE HEOOXOIUMOCTH
BHOCUMBIX U3MEHECHUMU.

HOI[EI‘—IEI 3as4BJICHUS HA OKCIICPTHU3Y BHCCCHUA W3MEHECHUH B PETUCTPALMOHHOC
A0CBHEC OCYHICCTBIIACTCA 3a4BUTCIICM B TCUCHUC IBYX MCCALICB ITOCJIC YTBCPKICHUA
BHOCHMBIX U3MCHCHUM B CTpaHC IPOU3BOJUTCIIA UIIH JACPKATCIIA PCTUCTPATIMOHHOIO
YOOCTOBCPCHUA.

2. Ilpu BHECEHHIT UI3BMEHEHUI B PErUCTpallMOHHOE A0che Thna II:
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- no nyHkraM b.I npegocrasisiercsa nepeuens nokymentoB Hactu I, 11 [lepeuns
(o6HOBIEHHBIE pa3aensl [ A7 - JIokyMeHT, HOATBEPAKAAIOIINI KaYeCTBO aKTUBHOTO
BemecTBa (ceprudukart aHanm3a 3-xX cepuil aKTUBHOM (papMarieBTUIECKON CyOCTaHITUN
OT MPOU3BOJUTES, CEpTUHUKAT aHATM3a CYOCTAHIIMK OT IPOU3BOAUTENS, CEPTUPHUKAT
cooTBeTcTBUS MOHOTpaduu EBponeiickoit @apmakonen, MpOTOKOJI aHAJN3a,
AHATMTHYECKHUI MacTopT JaHHbBIE TI0 U3YyUYEHHUIO CTAOUIILHOCTH TOTOBOTO MPOAYKTA MPU
JOJITOCPOYHBIX M YCKOPEHHBIX YCJIOBUSAX U3YUEHUS CTAOUIIBHOCTU C UCTIOIb30BAHUEM
3asBIsAeMON cyOcTaHIMM 3a nepuoj Kak MuHuMyM 6 MecsitieB.) u I C 1 - aktuBHas
cyOcTaHIUs B COOTBETCTBUU C BHOCUMBIMHU U3MEHEHUSAMHM ) Uiau Moy 3
[Tpunoxxenus 3 (oOHOBNIEHHBbIE pa3nenbl 3.2.S u 3.2.P B COOTBETCTBUM C BHOCUMBIMU
U3MEHEHUSIMU );

- no nyHkraM b.II npenocrasisercs nepeueHp 1okymMeHToB Yactu |
(oOHoBneHHbIN paznen I A8 - JlokyMeHT, MOATBEPKIAOIIUM Ka4ECTBO TOTOBOTO
POYKTa TPEX MPOMBIIUICHHBIX cepull (cepTudukaT aHam3a, MPOTOKOJI aHAIH3a),
0JIHa cepHsi KOTOPOTO COBMAAAET C cepHueil oOpasiia JeKapCTBEHHOTO CPEJICTBA,
MOJAHHOTO HA PETUCTPAINIO B COOTBETCTBUU C BHOCUMBIMU U3MEHEHUSIMU) U 11
[Tepeuns unu Moayns 3 [Ipunoxenus 3 (o6HOBIeHHBIE pa3aensl 3.2.P B cooTBeTCTBUM
C BHOCUMBIMHU U3MEHEHUSIMM ).

17. YckopeHHas 3KcnepThu3a JIEKapCTBEHHOTO CPEACTBA

[Ipu poBeIeHNN YCKOPEHHOM TIPOLICyphl HE CHIDKAIOTCS TpeOOBaHUS K
0e30macHOCTH, KauecTBY M 3(PHEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB.

yCKOpCHHaﬂ 9KCIICPTHU3a Ha JICKAPCTBCHHBIC CPCACTBA ITPOBOJIUTCA B ClIydaaX:

NpCAHa3HAUYCHUA JICKAPCTBCHHBIX CPECACTB IJIA HpOCI)I/IJ'IaKTI/IKI/I, JCUYCHMUA,
AUArHOCTHUKH PCAKUX 3360H€B3Hﬂﬁ;

MPEIOTBPAILECHUS YPE3BbIYAWHBIX CUTYallii, BOBHUKHOBEHHUS U YCTPAHCHUU
MOCJICACTBUM SMUJIEMHUH, TAHAEMUN UHPEKIIMOHHBIX 3a00JI€BaHU;

JIEKapCTBEHHBIX CPEJICTB, YUYACTBYIOIIMX B MPOLIETYyPE COBMECTHOM
npexBanuduxauu BO3, ocymecTisieTcs B coorBeTcTBuM ¢ [Ipunoxkenuem 8§ Cepuu
Texunueckux noknaaoB BO3, Ne 996., 2016 r. «IIponeaypa COBMECTHOM pErUCTpaLIun
MEK1y TPYNIIOHN IO MpeIBapUTEIbHON OLIeHKE BCceMupHO opranu3anuu
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3npaBooxpaHeHus (BO3) u HaMOHAIBbHBIMU OPTaHAMHM PETYJIUPOBAHMS IJIs1 OLICHKU U
YCKOPEHHOW HAaIlMOHAJIbHOW perucTpauuu papMaleBTUYECKUX MPOTYKTOB U BaKIIMH,

IpOLIEANINX peIBapUTEIbHYI0 KBanprkanuo BO3y.
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[Ipunoxenue 5
K [IpaBriiam npoBeneHus
DKCHEPTU3BI JIEKAPCTBEHHBIX CPEICTB

Cranaapr rocyiapcTBeHHOM yCJIOyru

«Bbi1aua 3aKjI104eHUus 0 0€30MaACHOCTH, KayecTBe U 3PPEeKTUBHOCTH

JJEKAPCTBCHHBIX CPEACTB U MEAUIIUHCKHUX 1/13z1e.111/1171»

1 HaumenoBanue ycnyrona- PecnybnukaHcKoe rocy1apcTBEHHOE TPEIPUITHE Ha MTPpaBe X03IHCTBEHHOTo BeieHus « Hannonans-
Telst HBIH LIEHTP SKCIEPTH3bI JIEKAPCTBEHHBIX CPEJICTB, MEAMIIMHCKUX U3/ienuii» Komurera KOHTpoIs Kade-
cTBa U 0E30MaCHOCTH TOBApOB M YCIyr MuUHHUCTEpCTBa 3ApaBooxpaHenus PecyOnuku Kaszaxcran (na-
JIee — yCIIyro/IaTelib)
2 Croco0s! mpeocTaBiie- 1) ycyronarens;

HUS TOCYAapCTBEHHON

2) BeO-IOpTaN «dJIEKTPOHHOTO MPAaBUTEIbCTBAY WWW.gov.kz (nanee - mopran).

yCIIyTu

3 Ceenenust 06 ycayromony- | Pusnyeckue U IOPUAXYESCKUE JIHLA (aNIee - yCIYrOnoIyYaTeb)
qaTene

4 Cpok oKkazaHHs rocynap- JUISL JIEKApPCTBEHHBIX CPEJICTB!

CTBEHHOH yCIIyTH

HPH OCYJAPCTBEHHON perucTparuu — He 6osee 210 (ABYyXCOT eCsITH) KaJeHIapHbIX JHEH;
IIPY TOCYJapCTBEHHON epeperucTpanuy — He 6osee 120 (cta qBaanaTi) KaleHIapHBIX JHEH;

[P BHECCHHUHU U3MCHEHHI B PETUCTPAIIMOHHOE 10Che THIIA IA — He 6onee 30 (TpuanaTi) KaaeHIapHBIX
JTHEH;

[IpY BHECCHUH W3MEHEHHH B perucTpaironHoe nocke tuna Ib u tuna Il ¢ nposeneHnemM 1abopaTtopHbIX
ucnbiTaHuii — He 6osee 90 (neBsiHOCTA) KaJleHAAPHBIX THEH;

NIPY BHECCHUH N3MEHEHHH B perucTpaironHoe nocke tumna Ib u tuna 11 6e3 mpoBenenus maboparop-
HBIX UCIIBITaHUH — He Ooee 60 (mecTuaecaTH) KaJeHIapHbIX THEH;

Ha IPOBEJEHHE YCKOPEHHOM 3KCIEePTH3bI JIEKAPCTBEHHOTO cpeAcTBa — He Ooiee 120 (cta gBaauary) Ka-
JeHJApHBIX JAHEHl.

TIIS. MEAMIIMHCKUX M3CITHI:

[IPY TOCYJAPCTBEHHOW PErucTpann, epeperucTpairu kiacca | u kiacca 2a, TpeOyOIHUX MPOBEICHUS
n1abopaToOpHBIX UCTbITaHUN — He Oosnee 90 (eBsiHOCTA) KaleHIAPHBIX JAHEH;

HPH TOCYJAPCTBEHHON PEruCTpaly, IIepeperucTpaluu kiuacca 20 (C MOBBILICHHOH CTENEHbI0 PUCKa) U
Ki1acca 3 (¢ BBICOKOH CTENEHbI0 PUCKa), TPEOYIOLIMX IPOBEACHH s Ta00paTOPHBIX HCIbITaHUH — He 60-
nee 160 (cTa mecTuaecsITH) KaleHAapHBIX JHEH;

HPH TOCYIapCTBEHHON PErHCTPaLiy, IIEPEPErHCTPALIMN METUIITHCKOTO H3/IeIIHsl, He TPeOYyoLIero npo-
BeJICHHS JTabOpaTOPHBIX HCIIBITAHUIT HE3aBUCUMO OT Ki1acca — He 6oiiee 90 (1eBSIHOCTA) KaJTeHAaPHBIX
JTHEH;

IPH BHECCHUU U3MECHEHUI B PErUCTPALIMOHHOE 10Che (6e3 mpoBeeH s 1ab0paTOPHbIX HCIBITAHUIH) —
He 6oxee 60 (IIeCTUAECATH) KaleHIAPHBIX JIHEH;

NPY BHECCHHH M3MEHEHUI B PErUCTPAILIMOHHOE TOChE (C MPOBEICHUEM JIa00PATOPHBIX HCIBITAHUI) —
He 6onee 80 (BOCBMU/IECITH) KaJICHIAPHBIX JTHEIH;

[IPU YCKOPEHHOI#t sKcnepTuse — He 6onee 20 (qBaaaTi) KaleHIapHbIX JTHEH;
MakcuManbHO JI0IyCTUMOE BpEMS OXKMIAHMS [UIS CIauy AKeTa JIOKYMEHTOB - 15 MUHYT;
MaxkcuMalibHO IOMYCTHMOE BpeMst 00CIyKHUBaHUs yciryronony4darens — 30 MUHYT.

VY CnoBHs IPUOCTAHOBIICHHS OKA3aHHsl YCIYTH:

B CPOKHU ITPOBEACHUS IKCIICPTU3BI JICKAPCTBEHHOI'O CPEACTBA, MEAULIMHCKOT'O U3CJINS HE BXOAAT CPO-
Ku:
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1)npenocraBieHus yCIyronoiyyareneM JOKYMEHTOB U MaTepHaIoB I10 3a1pocy Ha JI000M U3 ITAIoB
9KCIIEPTU3bI U UX PACCMOTPEHHE YCIyToJaTeseM;

2)0pI‘aHI/I33HI/II/I 1 IPOBEJICHUS OLICHKU yCJ'IOBI/Iﬁ IIPpOU3BOACTBA;
3)OpI‘aHI/I3aHI/II/I 1 IPOBEACHUS 3KCHepTHOI‘0 COBCTA,

4)COI‘J'I8.COB21HI/I$I YCIYTOIIOJIYy49aTeJIEM UTOIOBbIX JOKYMCHTOB.

5 ®dopma okazaHUSA TOCyaAP-
CTBEHHOH YCIIyTH

DIneKTpoHHas (YaCTUYHO aBTOMAaTH3UPOBAaHHAS)/ OyMaxHas

6 Pesynbrat okazanus rocy-
JIapCTBEHHOH YCIIyTH

Ji1s1 TeKapCTBEHHBIX CPEJCTB:

Brinaua 3aximoueHns 0 6e30macHOCTH, KauecTBe 1 AP PEeKTHBHOCTH JICKAPCTBEHHBIX CPEICTB 10 Hop-
MaM coryiacHo npuioxenusiM 14, 15 k TIpaBuiaM nmpoBeieHUs SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB,
1160 MOTHBUPOBAHHBIH OTBET 00 OTKa3e B OKa3aHWH IOCYAapCTBEHHOMN yCIIyrH B CIIy4asX U 10 OCHOBA-
HHSIM, TIPEIYCMOTPEHHBIM MMyHKTOM 10 HAacTOSIIET0 CTaHAapTa TOCYAAPCTBEHHOM YCIyTH.

dopma BbIJava pe3ysibTaTa OKa3aHHs TOCYIapCTBEHHOM YCIIYTH: QJIEKTPOHHAS
VYcoBue BbIIauu pe3yiibTaTta OKa3aHUs TOCY1apCTBEHHOM YCITyTH:

Uepes yciayrogarens

JIns MEIMIIMHCKUX WU3ICITUH:

Briaua 3akimoueHus o 6€30MacHOCTH, KayecTBe M AP PEKTHBHOCTH MEIUIIMHCKUX U3eNHi 10 popmam
cornacHo npuitoxenusM 11, 12 k [IpaBuiaM npoBeaeHHs SKCIIEPTH3bI MEAUIIMHCKUX H3IEITHA, TH00
MOTHBHPOBAHHBIN OTBET 00 OTKa3€ B OKa3aHWH TOCYAAaPCTBEHHOH YCIIYTH B CIIy4asX U 110 OCHOBAHHSIM,
IIPeAyCMOTPEHHBIM IYHKTOM 10 HacTOSIIIEro cTaHgapTa rocy1apCTBEHHOH yCIyTH.

dopma BbIJava pe3ysbTaTa OKa3aHUs FOCYIapCTBEHHOM YCIyru: OyMakHas.
YcnoBue BblJaun pes3yibTaTa OKa3aHHs FOCyJapCTBEHHON YCIIyTH:

Uepes ycayroaarens

YcnoBue XpaHeHusl yCiryrojarelieM HeBOCTPeOOBAaHHBIX B CPOK JIOKYMEHTOB:

[Ipu He 0OpamIeHNH yCITyronoy4aTess 3a pe3yIbTaTOM rOCYAapCTBEHHON YCIYTH B YKa3aHHBIH CPOK,
ycIyroaaTens o0ecrieynBaeT XpaHeHUE 3aKIIIOUCHHS O 0€30I1aCHOCTH, KauecTBe 1 A(H(HEKTUBHOCTH Jie-
KapCTBEHHBIX CPE/ICTB M MEAUIMHCKUX u3aenuii B Teuerue 180 (cTa BOChbMUIECATH) KaJCHIAPHBIX JHEH

7 Pa3mep omutatsl, B3umae-
MO ¢ yCITyronomayvarens
IIPU OKa3aHUM rocyaap-
CTBEHHOH YCIIYTH, H CIIO-
coOBI €€ B3UMAaHUs B CIIy-
Yasx, MpeIyCMOTPEHHBIX
3aKOHOIAaTEILCTBOM Pec-
ny6nuku Kazaxcran

Ormara, B3UMaeMas ¢ yCIyTOIOIydaTeNs IPH OKa3aHUK FOCyIapCTBEHHOH YCIyTH, yCTaHABINBACTCA B
COOTBETCTBHH C IPEICKYpaHTOM yCIIyrofaTelis, yTBepKICHHBIM IIPHKa30M MHUHHCTpa 3ApaBoOXpaHe-
Hust Pecniy6nuku Kaszaxcran ot 31 aBrycra 2017 roma Ne 671 «O0 ycTaHOBJICHUH IICH HA YCIIYTH, pea-
JHM3yeMble CyObeKTOM ToCyAapCTBEHHOI MOHOIIOIMI» (3aperucTpupoBaH B Peectpe rocynapcTBeHHOM
pErucTpanuu HOPMAaTHBHBIX NPaBOBBIX akTOB Pecry6muku Kazaxcran 3a Ne 16002) u ocymecTpisercs
B Oe3HAIMYHOH (hopMe Ha PaCUETHBIH CUET yCIyrogaTens

8 I'paduk pabotsl yciayrona-
Teunst

1) ycnyroaarens — ¢ HoHeJeabHUKA 110 TTHUILLY, ¢ 9.00 10 17-00 yacos ¢ nepepbiBoM Ha 06ex ¢ 13.00
110 14.00 yacoB, KpoMe BBIXOIHBIX U Mpa3IHUYHBIX JHEH cornacHo TpynoBomy kKojekcy PecryOnuku
Kazaxcran ot 23 HOs16pst 2015 rona (nanee — TpynoBoit Kozekc).

2) noprasia — KpyriIoCyTOYHO, 32 HCKITIOYCHHUEM TEXHUYECKHX NEPEPHIBOB B CBSI3H C IPOBEICHUEM pe-
MOHTHBIX paboT (IpH 0OpaIEHUH YCIIyTONOIyYaTelis OCIe OKOHYAHUS paboyero BpeMeHH, B BBIXO/I-
HBIE U TIpa3IHUYHbIE JHU COTJIACHO TpPyJ0BOMY KOJEKCY NMPHUEM 3asBJICHUS U Bbllaua pe3ysbTaTa OKa3a-
HUS TOCY/IApPCTBEHHOH YCIIYTH OCYLIECTBIISSTCS CIISYIOIUM PadOUHM JTHEM).

YcnoBue OGCJ’Iy)KI/IBaHI/Iﬂ yciyrogarejaem:

I'ocynapcTBenHas ycayra OkasblBaeTCs B OPsIKE ouepesiu, 6e3 mpeBapuTeIbHOM 3anucu, 6e3 ycKo-
PEHHOTO 00CITYKUBAHHS.

Anpeca MeCT OKa3aHHs TOCYAAPCTBEHHOM YCIyTH pa3MEIICHBI Ha:
1) uaTepHeT-pecypcee ycnyroaarens - www.ndda.kz;

2) moprane www.egov.kz

9 [lepeueHb TOKYMEHTOB
HEOOXOAUMBIX JIJIs OKa3a-

K yCIIyToJaTelto:
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HHS TOCYIapCTBEHHOM
ycIyru

1) 3asBIICHNE HA IPOBEJICHNE SKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEACTBA MO (POPME COTIIACHO MPUIIOKCHUIO
1 x [IpaBuiam npoBeieHNS SKCIIEPTHU3bI JIEKAPCTBECHHBIX CPE/ICTB, 3asIBJIICHHE HA POBE/ICHNUE SKCIEPTU-
3bI MEJJMIIMHCKOTO M3/ICJINS Ha SJIEKTPOHHOM HocHUTele o Gopme coriacHo npuioxkenuro 1 k [Ipasu-
JIaM TIPOBEICHUS IKCTIEPTH3BI METUIITHCKIX H3/ICIHIA;

2) perucTpanuoHHOe JOChe JIeKapCTBEHHOTO CPEICTBA, COAeprKalliee MaTepHalIbl 1 JOKyMEHTHI 110 (hop-
Me COTJIACHO MPUIIOkKeHHIO 2 K ITpaBuiaM IpoBeJieHUst SKCIIEPTH3bI JTeKAPCTBEHHBIX CPEACTB JUIS TIPO-
usBoaurenei PecryOunku Kaszaxcran uimu B popmare OOIero TeXHUIECKOro J0KyMeHTa 1o popme co-
TJIACHO NPUIIOKeHHIO 3 K [IpaBriaM IpoBeeHHs SKCIIEPTU3bI JICKAPCTBEHHBIX CPEICTB, PETUCTPAIINOH-
HOE Z0Che MEJUIMHCKOTO U3/IENHsI Ha JJIEKTPOHHOM HOCHTEIIE, COACPIKAIee MAaTePHAIIbI H JJOKYMEHTHI
o opMe COrIacHO MPUIIOKEHHIO 2 K ITpaBHiIaM MpoBeJeHHUs IKCIIEPTH3bI MEAHIIMHCKUX H3ISINIH;

3) 00pa3iibl ICKAPCTBEHHBIX CPEACTB, MEANLIMHCKUX U3CTHi (32 HCKITIOYCHUEM MEIMIIUHCKUX H3/1e-
JIMH, ABJISIFOLIMXCSI aniapaTtaMu, npudopamu, 060pyI0BaHHEM), CTaHIAPTHBIC 00Pa31bl XUMHYECKHX Be-
IIECTB, CTAHaPTHbIE 0Opa3Ibl OHOJIOrHYECKHX IPENapaToB, TECT-IITAMMbI MUKPOOPTaHH3MOB, KYJIb-
TYp KJIETOK, CIICHU(UISCKUX PEareHTOB, PACXOAHBIX MATEPUATIOB, HEOOXOIUMBIX JUIS BOCIIPOU3BOAUMO-
CTH METOIHK JTab0paTOPHBIX UCIIBITAHUI B KOJINYECTBAX, JOCTATOUHBIX LTS TPEXKPATHBIX J1aGopaTop-
HBIX HCIBITAHMI C OCTATOYHBIM CPOKOM TOHOCTH HE MEHEE LICCTH MECSLCB (3a HCKITIOUCHHEM CITyda-
€B, HE TPEOYIOIIHX MPOBEICHNUS J1JaA0OPaTOPHBIX UCIBITAHHUN);

4) KOITNIO JOKYMEHTA, IOATBEPKAAIOMICTO OIUIATy YCIYToIoJydaTe/ieM CyYMMBI I ITPOBEACHUS OKC-
TIIEPTU3LI.

Ha rnopTrai:

1) 3asiBIeHUE B 9JIEKTPOHHOM BHJIE Ha TIPOBEICHHE IKCIIEPTU3BI JICKAPCTBEHHOTO CPeCTBa 10 hopme
corsacHo npuioxkenuio 1 x [IpaBunam npoBeaeHus SKCIEPTH3bI JISKAPCTBEHHBIX CPEIICTB, HA ITPOBE/IE-
HHE SKCNEPTU3bl MEJAULMHCKOTO U3/1enus 1o (popme cornacHo npunoxenuto 1 k Ipasuiam nposene-
HHS 9KCIIEPTU3bl MEAULIMHCKUX U3IENU;

2) 3NEKTPOHHYIO KOIHIO PETUCTPALMOHHOTO JOChE JICKAPCTBEHHOT'O CPEJ/ICTBA, COJIEpIKalllee MaTepPHAIIBI
Y JOKYMEHTBI 110 ()OpMe COTIacHO NpHiIoxkeHHo 2 k [IpaBuiaM npoBeeH s SKCIIEePTH3bI JISKAPCTBEH-
HBIX CPE/CTB Juisl npousBoauTeneit PecnyOnuku Kasaxcran nnu B popmate OOLIEro TEXHHYECKOTO J0-
KyMeHTa 110 (opme cornacHo npuioxenuto 3 k [IpaBuiam npoBeaeHust SKCIIEPTH3bI JIEKAPCTBEHHBIX
CPEZCTB, AIIEKTPOHHYIO KOIHIO PErUCTPALMOHHOTO J0ChE MEIMIIUHCKOTO M3/IENIUs COTJIACHO MPHUIIOKE-
Huro 2 k [IpaBuiaM npoBeeHNs SKCIIEPTH3bI MEAUIIMHCKIX H3/ICITHIA;

3) 00Opa3iibl JISKAPCTBEHHBIX CPEICTB, MEANIIMHCKUX U3/ICNHIA, CTaHIAPTHBIC 00pa3Libl, Crielu(puIecKre
peareHThbl, pacXoIHbIe MaTepUaIbl, HEOOXOIUMBIE ISl BOCIIPOM3BOJMMOCTH METOAUK JIa00OPaTOPHBIX
WCTIBITAaHWH, 3asBUTENb TipenocTaBisieT B Llentp oOcnyxuBanus 3assureneit (nanee - [{O3) ycnyromare-
JI5 B KOJIMYECTBAX, JOCTATOYHBIX JUISl TPEXKPATHBIX MCTIBITAHUH C OCTATOYHBIM CPOKOM TOJHOCTH HE Me-
Hee LIeCTH MecsLeB (3a HCKIIIOYEHHEM CITy4aeB, He TPEOYIOIMX MPOBeIeHNs JIaO0PaTOPHBIX UCIIBITA-
HUR);

4) 3NEeKTPOHHYIO KOIHIO JTOKYMEHTA, TIOATBEP K JAIOIIET0 OIIaTy yCIyTromoydaTesieM CyMMBI [UIs TIPO-
BEJICHUSI DKCIIEPTHU3BI.

CBelleHus 0 IOKyMEHTE, yIOCTOBEPSIONIEM JMYHOCTh, O TOCYAaPCTBEHHOMN perucrpaunt (nepeperi-
CTpALMHU) IOPUMYECKOTO JIULA, CBUAETENBCTBA O TOCYAAPCTBEHHON PErUCTPALMH YCIIyTONoyyaTelis B
Ka4ecTBE MHMBUAYAILHOTO NPEANPUHUMATEIS, COJIepIKaIlIecs B TOCYJapCTBEHHBIX HHPOPMAIINOH-
HBIX CHCTEMaX, YCIyrOaTelb [OIy4aeT U3 COOTBETCTBYIOIIMX rOCYIapPCTBEHHBIX HH(POPMAIOHHBIX
CHCTEM Yepe3 IIITI03 «3JIEKTPOHHOTO IPABUTEIHCTBAY.

VYceayromnony4arespb JaeT cOrjiacHe Ha UCTIOIb30BaHNUE CBEJCHHH, COCTABIISIOIINX OXPAHAEMYIO 3aKO0-
HOM TaiiHy, COJIepKaluXcsi B MHGOPMAIIMOHHBIX CUCTEMaX, IIPU OKa3aHUH I'OCYIapCTBEHHBIX YCIYT, €C-
JI MHOE He MPeAyCMOTpeHo 3akoHamu Pecry6nuku Kazaxcran.

HO}ITBep)K)IeHHeM TIPUHATHA 3asBJICHUS Ha 6yMa)KHOM HOCHUTEIJIC ABJIIETCSA OTMETKA Ha €ro KOIIUU O pe-
TucTpanvu B ]_lO?) yciayroaareis ¢ yKasaHUEM JaTbl U BDEMEHU IIpUEMa IakeTa JOKYMEHTOB.

OcHoBaHu I OTKa3a B

OKa3aHHUH TOCYJapCTBEH-

HOM YCITyTH, YCTaHOBJIECH-
HBIE 3aKOHO/IaTeJILCTBOM

Pecnyonuku Kazaxcran

1) ycTaHOBIIEHHE HEOCTOBEPHOCTH JJOKYMEHTOB, IIPE/ICTABICHHBIX YCIIyTONOIydaTeIeM JUIs ToTyde-
HUSI TOCYIapCTBEHHOH YCIIYTH, U (WIN) JaHHBIX (CBEACHHH), COAEPIKALINXCS B HUX;

2) HECOOTBETCTBHE YCIIYTONOIydaTeN s U (HIX) IPeICTABICHHBIX MAaTePHAIOB, 0OBEKTOB, JAHHBIX H CBE-
JeHUi, HeoOOXOMMMBIX A OKa3aHHA FOCYIapCTBEHHOH yCIyry, TpeboBaHUsM [1paBui mpoBeeH s IKC-
NEPTHU3bI JEKAPCTBEHHBIX CPEICTB U MEAMLIMHCKUX U3/IENIHUM;
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3) B OTHOLIEHMH YCIIyrOMNOJy4aTelIsi UMEeTCsl BCTYNUBIIEE B 3aKOHHYIO CHILy pelieHue (IIpuroBop) cyna
0 3alpeIleHUH AeSTeIbHOCTU MIIN OTAENbHBIX BUIOB JEATEIbHOCTU, TPEOYIOLIMX ITOYUeHHUs OIpeie-
JICHHOH TOCyJapCTBEHHOH YCIIyTH;

4) B OTHOILIICHHH YCIyTrONOJIy4aTeNss MMEETCsl BCTYIHUBILEE B 3aKOHHYIO CHITY pelLIeHHe Cy/a, Ha OCHOBa-
HHHU KOTOPOTO YCIYTOIOIy4aTelb JIMIIEH CHEeHAIBHOTO MPpaBa, CBS3aHHOTO C MOJIy4eHHEeM ToCyaap-
CTBEHHOH YCIIyTH.

5) B citydasx NpeJICTaBICHHs YCIyronoilyJaTe/IeM HEMOJHOro aKeTa JOKyMEHTOB COINIaCHO NEPEUHIO,
HpeyCMOTPEHHOMY ITYHKTOM 8 HACTOSILIEro CTaHAapTa rocyJapCTBEHHON YCIyTH, U (WJIH) JOKYMEH-
TOB C HCTEKIIUM CPOKOM JEHCTBHS YCIyTroJaTe b OTKAa3bIBAa€T B IPHEME 3asBICHUSL.

11

Wuble TpeOoBaHus ¢ yue-
TOM OCOOEHHOCTEH OKa3a-
HUS TOCYAapCTBEHHOM
yCIyru

Venyronony4arens 3aKIF09AET C yCIYTOAATENEM JOrOBOP Ha MPOBEICHHUE SKCIICPTH3BI H IPOH3BOIUT
OIIaTy B COOTBETCTBHH C MPEHCKYPAHTOM, YTBEPXKACHHBIM NMPHKa30M MHUHHCTpA 3ApaBOOXPaHEHHS
Pecnyomuku Kazaxcran ot 31 aBrycra 2017 roga Ne 671 « OO ycTaHOBJICHUH IICH Ha YCIIYTH, pean3ye-
MbIe CyOBEKTOM rOCYAapCTBEHHOM MOHOMONUMY (3aperucTpUpOBaH B PeecTpe rocynapcTBeHHOM peru-
CTpaIMU HOPMATUBHBIX MPAaBOBBIX akTOB Pecry6mukn Kazaxcran 3a Ne 16002).

TTomrHOMOUNS MIpecTaBUTEINS YCIYTONOIydaTens 0(hOPMIISIOTCS B COOTBETCTBUH C IPAKIAHCKUM 3aKO-
HozaTenbcTBOM PecryOnmku Kazaxcran.

Jlnist monmy4eHus TOCyAapCTBEHHOM YCIyTrH Yepe3 moprai Heooxoaumo Hammyre DT

VYenyronony4aresp noiaydaeT HHGOPMAIUIO 0 HOPSIKE U CTaTyCce OKa3aHHs FOCYIapCTBEHHOM YCIyTru
B PEXXUME yJJAJICHHOTO JIOCTYIa OCPEICTBOM «JIMYHOTO KaOMHETay NH(QOPMALIMOHHOM CHCTEMBI yCITy-
roJaTens, a TaK)Ke eIMHOr0 KOHTAKT-IIEHTpa 0 BOIIPOCaM OKa3aHUs FOCYIapPCTBEHHBIX yCIyT.

YcmyropaTens Ipy HEOOXOMMOCTH 3alpalllMBaeT Y YCIyTroIoIydaTelisi pa3bsICHEHUS WIN YTOYHCHHUS
10 KOHKPETHBIM OJIO)KEHHSM B IPEOCTABICHHBIX JOKyMEHTaX M MaTeprallaX peruCTPaIOHHOTO JI0-
cbe. [lepenmcka ocymecTBisiercs myTeM (GOpMUPOBAHUS IIEKTPOHHOTO JOKyMEHTa uepe3 HH(OpMaL-
OHHYIO CHCTEMY yCIIyro/iaTelisl Wik Ha OyMaskHBIX HocuTensix uepes LIO3 ycmyronarens.

EnuHbIA KOHTAKT-IIEHTP 1O BONPOCAaM OKa3aHMs TOCYJapCTBEHHBIX ycuyr: 1414.

12

Iopsinok o0xanoBaHus pe-
LICHUH, 1eiicTBuii (Oe3eii-
CTBUSI) YCIYTroaaTesIst 1o
BOIIPOCaM OKa3aHHs roCy-
JIapCTBEHHOHU YCIyTd

2Kanoba nopaercs B mucbMeHHON GopMe Ha UM PYKOBOAUTEINS YCIYTOAaTe s U MOUISKHUT PacCMOTpe-
HHIO B Te4eHHe 5 (1Th) pabouux AHEH co AHs ee perucrpanuy. MOTUBUPOBAHHBIN OTBET O pe3yJibTa-
TaxX PacCMOTPEHHS JKaI00bI HAIIPABIIACTCS 3asIBUTEIIIO 110 MOYTE OO0 BHIAACTCS HAPOUHO B KAHIECISIPUH
yCIyromaTers.

JKanoba, moctynuBias B aipec yrnoJIHOMOYSHHOTO OpraHa 10 OLEHKE U KOHTPOJIIO 32 KaueCTBOM OKa3a-
HHS TOCY/IAPCTBEHHBIX YCIIyT, HOUISKUT PACCMOTPEHHUIO B TeueHue 15 (maTHaauaTy) pabouux aHel co
JTHSI €€ PETHCTPALHH.

B CiIydasixX Hecorjiacus € pe3yjibraTaMu OKa3aHHOM FOCyZ[apCTBCHHOﬁ YcCiIyry, 3assBUTEIIb O6paIJ.Ia€TC$I B
Cya B YCTAaHOBJICHHOM 3aKOHOAATCIIbCTBOM PCCHy6JH/IKI/I Kazaxcran TIopsaKe.
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[Ipunoxenue 6
K [IpaBriiam npoBeneHus

9KCIICPTU3LI JICKAPCTBCHHBIX CPEACTB

YBeaomiieHne 00 0TKa3e B mpueMe J0KYMEHTOB

dopma

PykoBoacTBysice nynkTom 2 ctathu 19-1 3akona Pecniyonuku Kazaxcran ot 15
ampenst 2013 roga «O rocygapctBeHHbix yeiyrax», PI'TI na [TXB «HauuonanbHblit

LHCHTP SKCICPTU3LI JICKAPCTBCHHBIX CPCACTB U MCAUITNMHCKUX PI3,Z[CJIHI>1» Komurera

KOHTPOJISI KauecTBa U 0€30IaCHOCTH TOBApPOB U yCIyr MuUHHCTEpCTBA

3npaBooxpaHeHust Pecriyonuku Kazaxcran oTkaspiBaeT B mpueMe JOKYMEHTOB Ha
OKa3aHHe rocyJapCTBEHHOM yciayru «Briaya 3akiitoueHust 0 6€301acHOCTH, KaueCTBE U

3 (PEKTUBHOCTH JICKAPCTBEHHBIX CPEACTB, MEIUIIMHCKUX W3CIIHI» BBUIY:

)

2)

3) ..

®.1.0 (ynoJIHOMOYEHHOI0 pabOTHHKA YCIYTroAaTess 0 MPUEMY JOKYMEHTOB)

(TOIMHCH)

Ucnomuurens: ©.1.0

Tenedon

" " 20_ TOJI




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 10.07.2020

aKTiJIep/IiH STaOHAB! OaKpIIay OaHKI Caxray KyHi 28.08.2020

o il CHN ?Tanogm,lﬁ KIgHTpoanmﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 10.07.2020
ecryOmukn Kazaxcra B 2JIEKTPOHHOM BHJIE TlaTa ckaunBanus 28.08.2020

[Ipunoxenue 7
K [IpaBriiam npoBeneHus
DKCHEPTU3BI JIEKAPCTBEHHBIX CPEICTB

dopma

OT4eT HAYAJBLHOM IKCIIEPTU3BI (BATUAANUN PETUCTPANUOHHOIO 10CHE)
JIEKAPCTBEHHOT'0 CPe/ICTBA

1. IlpoBenena HavambHas SKCIepTH3a (BATHIANS PETHCTPALOHHOTO H0ChE) JICKAPCTBEHHOTO CPEICTBA

1) | ®amunus, umsi, 0TUecTBO (MIPH HATTMYKMK) FKCIIEPTa

2) | HdomxHOCTh 3KCIepTa

2. Uudopmaiiust 0 1eKapCTBEHHOM CPEJICTBE

1) | Homep u nara 3asBku

2) | ToproBoe HaMMEHOBaHHE MpenapaTa

3) | MexayHapoaHoe HemaTeHToBaHHOE Ha3Banue (nanee — MHH)

4) | JlexapctBennas popma

5) | Hosuposka

6) Konuentpanus

7) Crioco0 BBeIeHUS

3. YmakoBka

Ne | HaummenoBaHme ymakoBKU Bun O065- Ko-
yna- eM auye-
KOB- CTBO
KA enu-
(rep- HUIL
BHY- B
Hasl, yna-
BTO- KOBKE
pud-
Has)

1)

2)

4. JlaHHBIE O IPOU3BOIUTEIIE

Ne | Tun opraHM3anuy WiIM y4acTOK IPOU3BOJICTBA Ha- Crpa- | IOpu-
nme- Ha Jde-
HOBa- CKHi
HHE azpec
opra-
HU3a-
V%071

1) | 3asButens

2) IIpousBoauTens

3) | YmakoBumk

4) | [epxaTenb peruCTPaniOHHOTO yI0CTOBEPEHHS

5. Ilopsnoxk oTmycka




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 10.07.2020
; . aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 28.08.2020
e‘ ,‘ a ,' ,' DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB Jlata penaxiyu 10.07.2020
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE TlaTa ckaunBanus 28.08.2020
1) | YcnoBus otmycka: 0 PELeTTy
(Heo0X0IMMOE OTMETHTD) 0e3 peuenra
6. B PecniyOnuke Ka3axcran 1moj yka3aHHbIM TOPrOBbIM HAMMEHOBAHHEM paHee 3aperucTpUpOBaH JPYroi JIeKapCcTBEHHBIH Npemnapar ¢ Ipy-
THM COCTaBOM aKTHBHBIX BEILIECTB
1) HEeT Ja
7. OneHKa HOJHOTBI, KOMIUIEKTHOCTH PErUCTPAllMOHHOTO JI0ChE U MPAaBHIBHOCTH O(OPMIICHHUS MPEJICTAaBICHHBIX JOKYMEHTOB
1) | Hocbe chopmMupoBaHO 10 paszenaM, CTPAHHUIBI TPOHYMEPOBAHbI, OIUCH JOKYMEHTOB COCTABIICHA HeT
na
2) | KoMruiekt 10KyMEHTOB COOTBETCTBYET YTBEPHKICHHOMY HEPEUHIO HeT
na
3) | Hammume nBeTHBIX MaKeTOB YIIaKOBOK U (paKT 3aBEPEHUS UX II€YATHIO 3asIBUTEIISI, COOTBETCTBHE YIIAKOBKH JIEKap- HET
CTBEHHOTO Ipenapara [IpaBuiamM MapKupOBKH JIEKaPCTBEHHBIX CPEJICTB, H3ICIINI METUIIMHCKOTO HA3HAYCHUS U Ia
MEANIIMHCKON TeXHUKH, YTBEPKJICHHBIM IIPUKa30M MUHHCTpaA 3/[paBOOXPAaHEHHUS U COIIMAIBHOTO pa3ButTus Pec-
ny6nuku Kazaxcran ot 16 anpenst 2015 roma Ne 227 (3apeructpupoBat B Peectpe rocy1apcTBeHHOW perucTpauu
HOPMaTHBHBIX NpaBoBhIX akToB 1o Ne 11088) (nanee — [Ipukas Ne 227)
4) | Tekct MapKHpOBKH 00pa3ll0B MAaKETOB YIIAKOBKH, 3TUKETOK, CTHKEPOB cooTBeTcTBYET [Ipukasy Ne 227 HeT
Ja
8. OneHka cocraBa JEKapCTBEHHOrO Ipenapara
1) | Hamuuue B cocTaBe J€KapCTBEHHOrO MpenapaTa 3arpelieHHbIX KpacuTesel u Jpyrux BCIOMOraTelIbHbIX BELIECTB HET
na
2) | Hammume B cocTaBe J€KapCTBEHHOTO IIperiapaTa BeeCTB, OIyUYCHHBIX U3 KPOBH, OPI'aHOB M TKAHEH YesloBeKa U HET
JKHBOTHBIX Ia
3) | Hamuume B coctaBe HAPKOTHYECKHX CPEICTB, IICUXOTPOIHBIX BEIIECTB U MPEKYPCOPOB (TIPpU HAMYKH yKa3aTh Tal- HET
JIUITY, TIO3UIIHIO) 1a
9. OueHka Ha3BaHUS JIEKAPCTBEHHOTO TIpeTapaTa Ha MPeAMET OTCYTCTBHUS B HEM:
1) | cxomcTBo ¢ paHee 3aperHCTPUPOBAHHBIME JICKAPCTBEHHBIMH IIPENapaTaMy U CJIOB ¢ He0I1aro3ByYHbIMH BBIPIKSHH- HET
SIMU na
2) | cmocoOHOCTH BBECTH B 3201y K/IeHUE OTHOCHTENIBLHO HCTHHHOTO COCTaBa M ACHCTBHS Mpenapara HET
Ja
3) | cxoncrBa MHH wn/umu cxomHble ¢ HUMH Ha3BaHUS JUIs JISKAPCTBEHHOTO Tpenapara APYroro XMMHYECKOTro COCTaBa HET
WM JIEHCTBHS 1a

10. Onenka cBeneHmid 0 (apMaKOJIOTHYECKOM ACHCTBUH JIEKAPCTBEHHOTO Mperapara

9]

CooTBeTCTBHE CTPYKTYPBI U 0DOPMIICHUs HHCTPYKLHHU [0 MEUIIMHCKOMY IIPUMEHEHHIO J1eKapCTBEHHOTO Npernapa-
ta [IpaBuiiam cocraBieHus: 1 OOPMIIEHHS MHCTPYKLMHU 110 MEAULIMHCKOMY IIPUMEHEHHIO JIEKAPCTBEHHBIX CPEICTB
U M3/IeNuil MEMIIMHCKOTO Ha3HAUEHUs, YTBEPXKEHHBIM ITPUKa30M MHUHUCTpA 34paBOOXPaHEHHUS U COLHAILHOTO
passutus Pecrry6nuku Kazaxcran ot 29 mas 2015 rona Ne 414 (3apeructpupoBas B PeecTpe rocyiapcTBeHHOI pe-
THCTpPAIMY HOPMATUBHBIX MPAaBOBBIX akTOB o Ne 11495)

11. OueHka HOPMATUBHOTO JOKYMEHTA [0 KOHTPOJIIO Ka4yeCTBa M O€30IIaCHOCTH JIEKapCTBEHHOTO CPEJICTBA

D

CoOTBETCTBHE CTPYKTYPBI HOPMATHBHOTO JOKYMEHTa [0 KOHTPOJIIO KauecTBa U Oe3omacHocTr TpeGoBanmsiM [pa-
BIJI COCTABIICHHS, COTTIACOBAHHUSI M SKCIIEPTH3bI HOPMATHBHO-TEXHUYECKOT0 TOKYMEHTA [0 KOHTPOJIIO 3a Kade-
CTBOM M G€30ITaCHOCTHIO JICKAPCTBEHHBIX CPECTB, YTBEP)KACHHBIME MUHHUCTpa 31paBooxpanenust Pecryonuku Ka-
3axcraH oT 19 Hos0pst 2009 roma Ne 754.

11. 3akiroueHus:

1)

OTKa3aTh B JalbHEHIeH skcnepTu3e (C 000CHOBaHUEM)

2)

IIPOAOJIKUTD DKCIIEPTU3Y




Kazakcran Pecry6nrkachIHbIH JICKTPOH/IBI HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIepAiH STATOHIbI OaKblIay OaHKI

e‘,‘ d' " DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB
Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE

Penakumsnay kyHi
Cakray KyHi

Jlara penakuuu
JlaTa ckauMBaHHS

10.07.2020
28.08.2020
10.07.2020
28.08.2020

PykoBoauTeNb CTPYKTYPHOTO [TOPa3ACICHUS

MOJANHUCH . ®amunus

Okcnept

MHOAINCH . ®amunms

JlaTa




e.zdll

KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK

AKTLIepAiH STATOHIbI OaKblIay OaHKI

DTaJOHHBIN KOHTpOHBHBIﬁ GaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Penakumsnay kyHi 10.07.2020

Cakray KyHi 28.08.2020
Jlara penakuuu 10.07.2020
JlaTa ckauMBaHHS 28.08.2020

[Ipunoxenue 8

K [IpaBriiam npoBeneHus

9KCIICPTU3LI JICKAPCTBCHHBIX CPEACTB

dopma

OT4eT HAYAJBLHOM IKCIIEPTU3BI (BATUAANUN PETUCTPANUOHHOIO 10CHE)

H3MeHeHHﬁ, BHOCHMBIX B PETUCTPAINMOHHO€ TOCHE JICKAPCTBEHHOI'0 CPpEACTBA

1. IIpoBeneHa HavambHAs SKCHIEPTU3a (BATMIALNS PETHCTPALIMOHHOTO A0ChE) H3MEHEHHI, BHOCUMBIX B PETHCTPALIMOHHOE J0ChE JIEKapCTBEH-

HOI'0 Cpe€acTBa

1) | damunus, ums, 0TUeCcTBO (MIPH HATTMYKMK) FKCIIEPTa

2) | HdomxHOCTb 3KCIepTa

2. 3asBJICHHBIC U3MEHECHMS SIBJISIFOTCS:

tuna I: Tuna I A, tuna I b

‘YKazath BHOCUMBIC U3MEHEHHS

Tuna Il

‘YKazath BHOCUMBIC U3MEHEHHS

3. Uudopmariust 0 1eKapCTBEHHOM CPEJICTBE

1) | Homep u nara 3asBku

2) | ToproBoe HaMMeHOBaHHE MpenapaTa

3) | MexayHapoaHOe HEeMaTeHTOBAaHHOE Ha3BaHUE

4) | JlexapcrBennas dopma

5) | Hoszupoka

6) Konuentpanus

7) Crioco0 BBeeHHS

8) | Opranuzauus-npou3BoaAUTEIb

9) | Ne perucTpanoOHHOTO y/I0CTOBEPEHHS

4. YnakoBka

Ne | HaumenoBaHue ynakoBKU Bup ynakoBku (miepBUYHAsL, BTOPUY- O0BeM KomnuyectBo enunumi B yma-
Hasl) KOBKE

1)

2)

5. JlaHHBIE O IPOU3BOAUTEIIE

Ne | Tun opraHu3aiyy WM y4acTOK MPOU3BOJI- HaumMeHoBaHME OpraHU3ain Crpana IOpunuyeckuii anpec

CTBa

1) | 3asBurens

2) IIpousBoauTens

3) | YmakoBmnmk

6. IlepeyeHb BHOCHMBIX H3MEHEHUIT

1) | HaumeHnoBaHue noKyMeHTa

Crapas penakuus

LUt

Hosgas penak-

7. OI_ICHI(a TIOJIHOTBI, KOMIUICKTHOCTHU PEruCTpalfuOHHOTO JOChE U IPABUIIBHOCTU 0(1)0pMJ'IeHI/I$I NPEeACTAaBICHHBIX TOKYMEHTOB

D

HET




Kazakcran Pecry6nrkachIHbIH JICKTPOH/IBI HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIepAiH STATOHIbI OaKblIay OaHKI

e* ‘ a .' ' DTaJOHHBIN KOHTpOHBHBIﬁ GaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB

Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE

Penakumsnay kyHi
Cakray KyHi

Jlara penakuuu
JlaTa ckauMBaHHS

10.07.2020
28.08.2020
10.07.2020
28.08.2020

Jlocke chopMHUpOBaHO MO pa3/enaM, CTPaHULIbl IPOHYMEPOBaHbI, ONUChH JOKYMEHTOB na
COCTaBIIEHA
2) | KoMruieKkt 10KyMEHTOB COOTBETCTBYET YTBEPHKICHHOMY HEPEUHIO HET
i}

8. 3akroucHue:

1)

OTKa3aTh B aIbHEHIIEH SKkcnepTr3e (C 000CHOBaHHIEM)

2)

IIPOAOJIKUTD DKCIICPTU3Y

PyxoBoauTeNb CTPYKTYPHOTO ITOJPA3ACICHUS

HOAINCH . Oamunus
DxcnepT

MOIHUCH . ®amunus

JlaTa




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 10.07.2020
AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi 28.08.2020

E‘ .‘ a .' l DTaJOHHBIN KOHTpOHBHHﬁ GaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB }la'ra penaxuuu 10.07.2020

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE TlaTa ckaunBanus 28.08.2020

[Ipunoxenue 9
K [IpaBriiam npoBeneHus
DKCHEPTU3BI JIEKAPCTBEHHBIX CPEICTB

IlepevyeHb HepaAIMOHAJIbHBIX KOMOMHALMH JIEKAPCTBEHHBIX CPE/ICTB

Ne Ha3BaHue nekapcTBEHHOTO CPENICTBA, NX KOMOMHAIINN

1. ®ukcupoBaHHbIE KOMOMHAIIMY BUTAMHHOB C TPAHKBHIIM3aTOpaMU

2. ®dukcupoBaHHbIE KOMOMHALMY aTPOINHA/aTPOITMHOIIOI00HBIX JIEKAPCTBEHHBIX BEIIECTB C aHAJIBIETHKAMH U aHTHITHPETHKAMH

3. ®dukcupoBaHHbIE KOMOMHAIIMN HOXUMOHMHA C TECTOCTEPOHOM M BUTAMUHAMU

4. ®dukcupoBaHHbIE KOMOMHAIMH JKelle3a ¢ HOXUMOMHOM

5. ®dukcupoBaHHbIE KOMOMHAIMY aHTUTHCTAMUHHBIX JIEKAPCTBEHHBIX CPEACTB C aHTHIMAPCHHBIMH JIEKAPCTBEHHBIMH CPEJICTBAMH

6. ®dukcrupoBaHHbIE KOMOMHAIMY TIEHUIWITHHOB C CYJIb(pOHaAMUIaMU

7. ®ukcrupoBaHHbIE KOMOMHAIIMY BUTAMUHOB C aHAJBIETUKAMH (32 UCKIIIOUYECHHEM IapareraMmosia ¢ BUTaMuHOM C, alleTHIICATHIIIIOBOH
KHCIOTHI ¢ BUTaMUHOM C)

8. ®duxcrupoBaHHbIE KOMOMHAIIMY XMHOJIOHOB C JIFOOBIMU JPYT'MIMH JIEKAPCTBEHHBIMHU CPEACTBaMH, 33 MCKIIIOUCHHUEM IIperaparoB Iy Ha-
PYXHOTO IIPUMEHEHUS

9. DuKcHpOoBaHHBIE KOMOWHAIIMN KOPTUKOCTEPOUJIOB C JIFOOBIMH IPYTHMH JICKAPCTBEHHBIMH CPEACTBAMH JUIS IPUEMa BHYTPb

10. | duxcupoBaHHbIC KOMOMHAINH XJIOPaM(pEHHUKOIIA C JTIOOBIMH APYTHMH JICKAPCTBEHHBIMH CPEICTBAMH IS IIPHEMa BHYTPb

11. | duxcupoBaHHbIe KOMOMHAIMHE BUTAMHHOB C IPOTHBOTYOSPKYIIE3HBIMH MpeTapaTaMu, 3a UCKIIOYSHHEM H30HHA3HUIa C TUPUIOKCHH
THAPOXJIOPHIOM (BUTaMHHOM B6)

12. | KomOuHammu cTepouIHbIX aHAOOIUKOB € IPYTHMHU JIEKAPCTBEHHBIMH CPEACTBAMH

13. | duxcupoBaHHbIC KOMOMHALMH CEAATUBHBIX/CHOTBOPHBIX/aHKCHOJIUTHYECKUX JICKAPCTBEHHBIX CPE/ICTB C aHAIbIeTUKAMH-aHTUIIMPETH-
KaMu/ HECTEPOUIHBIMU TIPOTUBOBOCTIANIUTENILHBIMU CPEICTBAMU

14. | ®uxcupoBaHHbIE KOMOMHAIIMK aHTarOHKUCTOB H2-ricTaMUHOPEIETITOPOB/MHIMOUTOPOB TPOTOHHOMW TTOMITBI C aHTAIMIAMU

15. | PuxcupoBaHHbIe KOMOMHALMH, COAEPIKAIME OOJIee YeM OHO AaHTUTUCTAMUHHOE JIEKAPCTBEHHOE BEIIECTBO

16. | PuxcupoBaHHbIE KOMOMHALMK AHTUTEILMUHTHBIX JIEKAPCTBEHHBIX CPEJICTB CO CIAOUTEIbHBIMU

17. | PuxcupoBaHHbIE KOMOMHALMH JIEKAPCTB C OPOHXOPACIIUPSIOINM JASHCTBUEM C IIPOTHBOKALLIEBBIMH JICKAPCTBEHHBIMH CPEJICTBAMU
LEHTPAIBHOTO ICHCTBYS W/UIM aHTUTUCTAMUHHBIMH CPEICTBAMU

18. | ®uxcupoBaHHBIE KOMOMHAIIMH MYKOJIMTHKOB/OTXapPKHBAIOIINX CPEJICTB C MPOTUBOKAIIICBBIMHU JIEKAPCTBEHHBIMU CPEICTBAMH W/HIIH
AHTUTHCTAMUHHBIMH CPEACTBAMU

19. | ®ukcupoBaHHbIE KOMOWHAIMH CITAOUTENBHBIX U/HIIN CIIa3MOJIMTHYSCKUX JICKAPCTBEHHBIX CPEACTB ¢ (PePMEHTHBIMH TperiapaTaMu

20. | PuxcrupoBaHHBIC KOMOMHAIMH TIPOTHBOPBOTHBIX JIEKAPCTBEHHBIX CPEJCTB HHIMOUTOPOB JIOTTAMUHOBBIX PELETITOPOB C JIEKAPCTBEHHBI-
MH BELIECTBAMHU, UMEIOLIUMH CHCTEMHYIO a0COPOLIHIO

21. | dukcupoBaHHbIE KOMOMHAIIMHI NPOTHBOKAILICBBIX JEKAPCTBEHHBIX CPE/ICTB LICHTPAIBHOTO JCHCTBHS C aHTUTHCTAMUHHBIMH JIEKap-
CTBEHHBIMH CPEACTBAMH

22. | duxcupoBaHHBIE KOMOMHALUH, COAEPIKAIIIE TIEKTUH H/WIN KAOJIUH C JTIOOBIMH JIEKapCTBEHHBIMH BELIIECTBAMHU, KOTOPBIE BCACHIBAIOT-
Cs1 B CUCTEMHBIH KPOBOTOK M3 JKEJYOYHO-KHIIEYHOTO TPAKTA, 38 UCKIIOYEHHEM KOMOMHALIMH IIEKTHHA 1/WITH KAQOJIMHA C JIEKapCTBEH-
HBIMH BEIIECTBaMH 0€3 CHCTEMHON abcopOunu

23. | ®uxcrupoBaHHBIE KOMOMHAIMN TIPOTHBOINAPEHHBIX JIGKAPCTBEHHBIX CPEJICTB C JIEKTPOIUTAMH

24 | duxcupoBaHHbIe KOMOMHALNK OKCH(eHOyTa30Ha WK GeHmIOyTa30Ha ¢ JII0OBIMH IPYTHUMH JIEKAPCTBAMU

25. | ®ukcupoBaHHBIE KOMOMHAIMH METaMH30J1a C JIIOOBIMHU JIPYTUMH JICKAPCTBEHHBIMU CPEIICTBAMHU

26. | dukcupoBaHHBIE KOMOMHAIIMK HECTEPOHMIHBIX IIPOTHBOBOCIAIHTENBHBIX JICKAPCTBEHHBIX CPEACTB/IapaleTamMmosna/ MeTaM130J1a ¢ aTpo-

HI/IHOHOZ[OGHLIMI/I JICKapCTBEHHBIMU CpeI[CTBaMI/I/CHa3MOHI/ITI/IKaMH

27.




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 10.07.2020
AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi 28.08.2020

EQ i [w | [ ¥ | DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB Jlata peaakiuu 10.07.2020

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE TlaTa ckaunBanus 28.08.2020

(DI/IKCI/IpOBaHHLIe KOM6I/IHaLII/II/I HECTEPOUAHBIX ITPOTHBOBOCHAIUTEIIBHBIX JICKAPCTBEHHBIX CpeILCTB/HapaL[eTaMOHa/aHaJTBFHHa C onuona-
HBIMH aHaJILFCTI/IKaMI/I/OHHOL[HBIMI/I-HCOHI/IOL[HBIMI/I aHaJIbI'CTUKaAMH

28. | ®uxcupoBaHHBIC KOMOMHAINH ABYX M 00Jice HECTEPOUIHBIX IPOTHBOBOCHAINTEIBHBIX JIEKAPCTBEHHBIX CPEJICTB

29. | ®uxcupoBaHHBIC KOMOMHAINHY TTapaneTamona ¢ 6apOuTypaTamu, TPaHKBIIIN3aTOPAaMH U JPYTHMH JICKAPCTBEHHBIMHU CPEJICTBAMH, WH-
JyKTOpaMH ()epMEHTOB LIMTOXPOMHOW CUCTEMBI IICUCHH.

30. | PuxcupoBaHHBIC KOMOMHAIMHK MapareTamona (Beiie 200 MunurpaMm B pa3oBoil 03€) ¢ HECTEPOUJHBIMU IPOTHBOBOCIIATUTEILHBIMU
JIEKapCTBEHHBIMU CPEACTBAaMH, 32 UCKIIIOUEHHEM JIEKapCTBEHHBIX MTPENapaToB KPaTKOBPEMEHHOTO IIPUMEHEHHS

31. | PuxcupoBaHHbIE KOMOMHALNH TIEHUIIMIIMHOB CO CTPENITOMUIIMHOM B NTAPEHTEPAJIbHBIX JIEKapCTBEHHBIX (hopMax

32. | duxcupoBaHHBIE KOMOMHALNH TTAHKPEATHHA MM MTAKPEAINIIa3bl, COACPIKAIIMX aMUIIa3y, IPOTeasy | JIUNasy, ¢ JF0OBIMU IPYTUMU
(hepmMeHTaMu, B TOM YHCIIE OBIYbEH XKEITUbI0, TEMULIEIUIIONO030MH

33. | ®uxcupoBaHHbIE KOMOMHAIMK HUTPO(YPAHTOWHA U TPUMETONPUMA

34. | duxcupoBaHHbIEe KOMOMHALUK 0ApOUTYPATOB € IPYTUMH JIEKAPCTBEHHBIMU CPEACTBAMH, 33 UCKIIIOUEHUEM PACTUTEIBLHOTO IIPOUCXO0XK-
JICHHS

35. | ®ukcupoBaHHBIE KOMOMHAIMH JIEKAPCTBEHHBIX CPEJCTB, YTHETAIOIIUX LIECHTPAJIbHYIO HEPBHYIO CUCTEMY CO CTHMYJISITOPAMU II€H-
TpaJIbHOW HEPBHOM CUCTEMBI

36. | ®uxcupoBaHHBIE KOMOMHAIMK 0APOUTYPATOB C THOCIUAMUHOM W/MIIM THOCIIMHOM, O€JIIaJJOHHOM M JPYTHMH aTPONUHOIOA00HBIMH
JIEKapCTBEHHBIMHU CPEJICTBAMHU

37. | ®uxcupoBaHHbIE KOMOHHALUH OAPOUTYPATOB C IPrOTAMUHOM

38. | PuxcupoBaHHBIC KOMOMHAINY TAIONIEPUIOIIA C JIFOOBIMI AaHTHXOJIMHEPTUUECKUMH JICKAPCTBEHHBIMH CPEACTBAMHA

39. | ®uxcupoBaHHBIE KOMOMHALNH AaHTHOAKTEPUATIBHBIX M @HTUIPOTO30IHBIX JICKAPCTBEHHBIX CPEICTB, 32 HCKITIOYEHHEM IIPErnapaToB Ha-
PY’KHOTO IIPUMEHEHUsI, HE OKA3bIBAIOLIUX CHCTEMHOT'0 ACHCTBUS

40. | duxcupoBaHHbIE KOMOMHAIIWH JIOTIEpaMHIa TUAPOXIOpUIA ¢ (ypa30IUIOHOM

41. | duxcupoBaHHbIC KOMOMHAIINHK AaHTHOAKTEPHUAIIBHBIX JICKAPCTBEHHBIX CPEICTB U MPOOHOTHKOB, IPEOUOTHKOB

42. | dukcupoBaHHbIE KOMOWHAIIUY [IUIIPOTENTAANHA C TU3MHOM HJIH EITOHOM

43. | duxcupoBaHHbIE KOMOMHAIIMY HECTEPOUAHBIX TPOTHBOBOCIAIMTEIBHBIX CPEICTB/MapalieTaMoIa/aleTHIICATUIIMIOBON KUCIOThI U aH-
Taru08/H2-0:10kaTOpOB/MHTHOUTOPOB IPOTOHHOI MOMIIBI

44. | duxcupoBaHHbIE KOMOMHAIIMH TITIOKOKOPTHKOCTEPOUIOB, aHTUOAKTEPHAIbHBIX U aHTUIIPOTO30WHBIX JIEKAPCTBEHHBIX CPE/ICTB

45. | dukcupoBaHHbIe KOMOMHaLUK NapaneTamoda (Bbie 500 Mr B pa3oBoi /103€) B MHOTOKOMITOHEHTHBIX Mperaparax
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KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK
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Cakray KyHi 28.08.2020
Jlara penakuuu 10.07.2020
JlaTa ckauMBaHHS 28.08.2020

[Ipunoxenue 10
K [IpaBriiam npoBeneHus
DKCHEPTU3BI JIEKAPCTBEHHBIX CPEICTB

dopma

CBOJHBII 0TYET IKCMEPTOB MO0 OIeHKE JIEKAPCTBEHHOI0 Mpenapara

1. HpOBeI[eHa 9KCIICPpTHU3a PETUCTPATMOHHOTO AOCHE JICKAPCTBCHHOI'O CPCACTBA

1. Damuns, UMs, 0OTUECTBO (IIPU HATMUHMU) U JOJDKHOCTB SKCIEPTOB
2. VYueHas cTeneHb, 3BaHNE
3. Ne 3asiBKM
4. Jlara
5. ToproBoe HanMeHOBaHKE TIpeNapaTa
6. MektyHapoIHOE HelaTeHTOBaHHOE Ha3BaHue (nayee - MHH)
7. JlexapcTBeHHBIN Npenapar ABISeTCs OpHruHaIbHBIH JIEKapCTBEHHBIH Ipenapar
BocnpousseneHHBIi 1eKapCTBEHHBIH IpenapaT
BuononoOHsIit nekapcTBenHbIi npenapat (buo-
CUMMUJISIP)
T'uOpuaHBII TeKapCTBEHHBIN Mpenapar
Buonoruyeckuii nekapcTBeHHBINH Npenapat
KomMOun1poBaHHBIH 1eKapCTBEHHBIH IpenapaT
JlexapCTBEHHBII TpenapaT ¢ XOpoIIO U3y4eH-
HBIM MEJMIIMHCKUM NPHMEHEHUEM
PannodapmaneBTHUECKHIT IEKaPCTBEHHBIHN Mpe-
napar Wi peKypcop
T'omeomnaTnueckuii 1eKapcTBEHHBIH Mpenapat
PactutenbHblil IekapcTBEHHBIN NpenapaT
OpdaHHbli TeKapCTBEHHbIH Npenapar
AxTuBHas (apmaneBTHyecKas cyOcTaHIus,
npou3sBeJieHHas He B ycnoBusix GMP
JlexapCTBEHHBIH OATK-TTPOIYKT
Buonoruyeckuit 6ank-mpoayKkT
JlekapcTBeHHOE IPHPOIHOE ChIphe (HE hapma-
KOIIEHHOE)
HccnenoBanus BOHBIX PAaCTBOPOB I'€HEpUYe-
CKHX IpernapaTtoB HH-BUTPO
BHenpenue Tpancdepa npou3BOJICTBEHHBIX U
TEXHOJIOTUUECKUX ITPOLECCOB
8. Jlist reHeprKa yKa3aTh Ha3BaHHE OPUTHHAIBHOIO JIEKAPCTBEHHOTO IIpenapaTa
9. JlekapcTBeHHas popma
10. | HdosupoBka
11. | Konuenrpamus
12. | dapmaxoTepaneBTUUECKas rpyInma
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13. | Koa B COOTBETCTBHHU C aHATOMO-TEPAIIeBTHYECKO-XMMHUYECKOH Ki1accudukanuen
(manee - AHaTOMO-TepaneBTHYECKO- XUMHIECKas )
14. | ®opma otmycka o peuenty 0e3 peuenra
2. YnakoBka
Ne | HaumenoBanwue yma- Bup ynakoBku (mepBuvHasi, BTO- Pa3- 0O0b- | KonuuectBo enuHuIl B ymia- Kpatkoe onuca-
KOBKH puuHas) Mep eM KOBKE HHE
1.
2.
3. JanHbBIE O IPOU3BOAUTETIE
Ne | Tum opraHM3aIuy WiIH y4acTOK IPONU3BOJICTBA HawnmMenoBanune opranusanun Crpana | Opuamgeckuii anpec
1. 3asBUTEND
2. IIpousBoanTens
3. ‘YnaxkoBImuK
4. Y4acTok mpou3BOACTBA
5. | [epxarenp perucTpanyoHHOTO YIOCTOBEPEHHS
4. PCFI/ICTpaHI/IH B CTPAHC-TIPOMU3BOJAUTCIIC U JPYIUX CTpaHaAX
Ne HasBanue crpanbl Ne perucTpallioHHOTO yJ0CTOBEpEHUS Jlara Bbl1aun Cpoxk neiictBust
1.
2.

5. B pe3ynbraTte mpoBEeIeHHON SKCIIEPTU3bI YCTAHOBIICHO:

1) CocTaB 1€KapCTBEHHOTO CPEJCTBA U 3aKJIIOUEHHUE O €r0 PAIMOHAIBHOCTH U

COBMCCTUMOCTH MHI'PCOAUCHTOB (YKaBaTL JICKApPpCTBCHHBIC CY6CTaHHI/II/I )41

BCIIOMOTI'aTCJIbHBIC BCIICCTBA, BKIIIOYAsd KOHCCPBAHTLI, COCTABHLIC BCIICCTBA 000JI0YKH

penapaToB):

No

HaumenoBanue KonmnuectBo Ha HopmaTHiBHBIN TOKYMEHT [0 KOHTPOJIIO Ka4ecTBa U 0€30MaCHOCTH JIEKAPCTBEHHBIX CPE/CTB,
eauHuLy jekap- | wim [ocynapcrBenHas dapmakornes Peciyonuku Kazaxcran, 3apyOexHsie papmakorneu, npu-
CTBEHHOH (op- 3HaHHbIE JICHCTBYIOIMMH Ha Tepputopuu Pecybnukn Kasaxcran

MBI

JlexapcTBeHHas
(b1e) cyOcTaH-
ust (1):

Bcnomorarens-
HbIE BEIIECTRA:

CocTtaB 000J104-
KM TaOJIETKH
WK KopITyca

KaIlCyJbl:

2) [ns1 nekapCTBEHHOTO PACTUTEIBHOTO ChIPhS

Me-
CTO

Jukopac-
Tyliee

Borannueckue JlaTHH- HopMaTrHBHBIH JOKYMEHT 110 KOHTPOJIIO KauecTBa M O€30IIaCHOCTH JICKAPCTBEHHBIX
CKHE Ha3BaHHs pacTe- cpencts, uinu ['ocynapcrsennas dapmaxones Pecriy6nuku Kasaxcran u 3apyoesx-
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. ‘ a ,' ,' DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata penaxiyu 10.07.2020
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HUH, BXOJAIIUX B CO- HbIe (papMakorieH, IpH3HaHHbIC ACHCTBYIOIIMMH Ha Tepputopun Pecnyoiuku Ka- WIN KYJb- npo-
cTaB cbopa 3axCTaH THUBHUpYeE- W3-
Moe pac-
Ta-
HUS
1.
2.
6. HpOI/I3BOI[I/ITCJ'II/I AKTHUBHBIX CY6CTaHHHﬁ, BXOAIIINX B COCTAaB J'IeKapCTBeHHOFO
CpelcTBa
Ne | HammeHoBaHHE BEIIECTBA, BXOAIIETO B HaumenoBaHue mpou3BoanTeNs HA Crtpa- | Anpec mpoU3BOACTBEHHON IUIOMIAA-
COCTaB JIEKAPCTBEHHOT'O CPEJCTBA PYCCKOM U aHTJIMICKOM sI3bIKax Ha* KU Ha PyCCKOM U QHTJIMHCKOM SI3bI-
Kax
1.
2.

7.B ClIy4ac HAJIUYHA B COCTABC JICKAPCTBCHHOI'O CPCACTBA BCIICCTBA,

MOJIJISKAIIETO KOHTPOJIIO B COOTBETCTBUM ¢ 3akoHOM Pecny6nuku Kazaxcran ot 10

nroig 1998 rona «O HAPKOTUYECKUX CPEACTBAX, IICUXOTPOITHBIX BELIECTBAX, UX

aHajorax M rpeKypcopax u Mepax MpoTHUBOJACUCTBUS X HE3aKOHHOMY 000pOTY U

3J1I0yNOTPEOICHUIO UMIY:

1)

3axiro4eHne O IPUHAUIEKHOCTH K HOAKOHTPOJIBHBIM BEIleCTBaM (Ha OCHOBAHMH M3YyUCHHMS MEXKYHApOIHOTO HETTATEHTOBAHHOTO
HAMMEHOBAHUs, TOPTOBOTO HAa3BaHMUS, XUMHUYECKOTO Ha3BaHUs, CTPYKTYPHOH (JOPMYJIBI O IIPUHAIICKHOCTH K HOJKOHTPOJIBHBIM Be-
IeCTBaM C yka3anueM no3unuu Tabnui Crucka, sIBISETCs JIH BEIIECTBO CTEPEOM30MEePOM HaApKOTHYECKHX cpecTB Tabmuist 11, B
TeX ClIy4asx, KOTr/ia CyIECTBOBaHHE TAKUX H30MEPOB BO3MOXKHO B PaMKaX JIAHHOTO KOHKPETHOTO XMMHUYECKOro 0003HaueHus (ec-
JI1 TAaKOBBIE ONPE/ICIICHHO HE UCKIJIIOYEHBI), COJIBI0 BCEX HAPKOTHUECKHUX CPEACTB, NepeurcieHHbIx B Tabmune 11, Bkimodas comu
HM30MEpOB, KaK IPEyCMOTPCHO BEIIIE, BO BCEX CIIydasix, KOT/Ia CYIIECTBOBAHHIE TAKUX COJIEH BO3MOXKHO;

COJIBIO TICHXOTPONHEIX BemecTB Taomuer 11 u Tabmumst 111, koraa cymecTBOBaHHE TAKUX CONEil BO3ZMOXKHO

2)

Hay‘IHO—OGOCHOBaHHOC OIPEACIICHUE CTCIICHU pUCKa 3JIOyHOTpC6J'IeHI/I$IZ BBICOKHUH pHUCK 3H0yHOTpe6HCHI/I${, WA pUCK 3J'IOyHOTp€6—
JICHUS OTCYTCTBYET, WIN ABJISIETCS HE3HAYUTEIIbHBIM,

OIpeesIeHne MaKCUMAJIbHO JIOITyCTHMOTO COAEPKAHUS HAPKOTHUECKHUX CPEACTB, ICUXOTPOIHBIX BELIECTB U MPEKYPCOPOB B JIEKap-
CTBEHHBIX CPE/ICTBAX;

3)

3aKIIFOYCHHUEO0 BO3MOXKHOCTH UJIM HEBO3MOYKHOCTHU U3BJICUCHHUS JIETKOAOCTYITHBIM CI1ocooom TIOAKOHTPOJIBHOI'O BEIICCTBA B KOJIMYC-
CTBaX, 1OCTATOYHBIX JJIA 3HOyHOTpe6HeHHﬂ

4

3aKJIFOYCHHUE B TOM, UTO B OTHOLICHHUH IIperiapaTta CHATbI HEKOTOPbLIC MEPbI KOHTPOJIA

8. AHaIIU3 CBEJIEHUI O MPOUCXOKICHUH, peructpanuu B Pecriyonnke Ka3zaxcran,

KaueCTBE U BBIBOJIbI O BO3MOKHOCTH MCIOJIb30BaHMs CyOCTaHIIMU (TIPU OTCYTCTBUU
ceptuduxara GMP)

9. AHanu3 cBeIeHUI O KaYECTBE, KOJIMYECTBE C BBIBOAAMU O JIOIYCTUMOCTH

HCIIOJIB30BAHHA UCIIOJb3YCMBIX BCIIOMOI'aTCIIbHBIX BCIICCTB
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10. 3aknroueHue o0 Nporu3BOACTBE (IPOU3BOACTBEHHAS (hOPMYJIa, ONUCAHUE
TEXHOJIOTUH ITPOU3BOACTBA, KOHTPOJIb B IPOLECCE IPOU3BOICTBA, BAIMAALUS
IPOU3BOJICTBEHHBIX MPOLIECCOB)

11. XapakTepucTuka roToBOTO MPOAYKTa (COOTBETCTBUE MPEICTABICHHBIX
mapaMeTpoB B cepTU(HUKATE Ka4eCTBA HA TOTOBYIO MPOAYKITHIO UM B TTACTIOPTE
OpraHU3alUU-TIPOU3BOJIUTEIS ONIMCAHHBIM METOAMKAM KOHTPOJIA KAYECTBA B
HOPMAaTUBHOW JIOKYMEHTAI[UU, COOTBETCTBUE CEPUM MPEICTABICHHBIX 00pa3IloB
cepusiM, YKa3aHHBIM B cepTudukare)

12. 3akmoueHre 0 MapKUPOBKE U YIIAKOBKE Ha MPEAMET UX IOCTATOYHOCTH JIJIs
oOecrieueHusi COXpaHEHHUsl KaueCTBa JIEKAPCTBEHHOI'O CPEJICTBA BO BpEeMsI XpaHEHUS U
TPAHCIIOPTUPOBKHU, (HEOOXOIUMOCTh JIOMOTHUTEIBHBIX HAAMKUCEN ), HATMYKE
cnenuuKauil Ha TEPBUYHYIO U BTOPUYHYIO YIAKOBKY. [ HITHEeHHYEeCKOe 3aKII0UeHHE
Ha YMaKOBKY (JJ11 OT€YECTBEHHBIX MTPOU3BOIUTEIICH)

13. 3akmroueHre 0 HATMYNAY WA OTCYTCTBUH B HA3BAaHUU JIEKAPCTBEHHOIO
CpeICTBa:

1) rpadpugeckux CXOMCTB ¢ paHee 3apeTUCTPUPOBAHHBIMHU JIEKAPCTBEHHBIMU
npernapaTtaMy U CJIOB ¢ He0Iaro3ByYHbIMHU BBIPAXKEHUSMU;

2) cnocOOHOCTH BBECTH B 32011y KJE€HHE OTHOCUTEIBHO HCTUHHOTO COCTaBa U
NEUCTBUS IIpenapara;

3) cxoactBa MHH w/unu cxo/iHble ¢ HUMH Ha3BaHUs sl JIEKapCTBEHHOTO
CpeJICTBA APYTrOro XMMUYECKOT0 COCTaBa WX JICMCTBUS.

14. Cnenudukanus roToBOro
POyKTa
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15. 3akntoueHue o0 JaHHBIX XUMHYECKOU, (DapMalleBTUYECKON U OMOJIOrNYECKON
(MH BUTpPO) 3KBUBAJIEHTHOCTH, MIPEJICTABICHHBIX (PUPMOI Ha JIEKAPCTBEHHOE CPEJICTBO

16. 3aknroueHne 0 CTaOMIBHOCTH JICKAPCTBEHHOTO CPE/ICTBA, 000CHOBAHHOCTH
3asBJICHHOT'O CpOKa XpaHCHUS

17. AHanu3 1 OLleHKA MPOEKTOB UHCTPYKILUHU 110 METULIMHCKOMY ITPUMEHEHUIO
JIEKaPCTBEHHOI'O CPEICTBA, MAKETOB YITAKOBOK M ITUKETOK, MPOBEPKA HA UICHTUYHOCTD
YKa3aHUM yCJIOBUM XPAHEHHUS U TPAHCIIOPTUPOBAHUS, YKA3aHHBIX B IIPOEKTE
HOPMATHUBHOT'O IOKYMEHTA MO0 KOHTPOJIIO KauecTBa U 0€30MMaCHOCTH JIEKaPCTBEHHOTO
CpPEACTBA U BBILICYKAa3aHHBIX ITPOEKTAX

18. 3axroueHue 00 YCIOBUSX XPAaHEHUS U TPAHCTIOPTUPOBAHUS JIEKAPCTBEHHOTO
CpelCTBa U HEOOXOAMMOCTh BBEJCHUS AOMOJHUTENbHBIX TPEOOBAHUH C 1IEJbIO
oOecrieueHusi COXpaHEHUs1 KaueCTBAa JIEKAPCTBEHHOI'O CPEICTBA

19. Ananu3 HOpMATUBHOIO JOKYMEHTa IPOU3BOAUTENS MO KOHTPOIIO KAYeCTBa U
0€301aCHOCTH JIEKAPCTBEHHOT'O CPEJICTBA M METOJIMK KOHTPOJISI Ka4eCTBa TOTOBOTO
MpPOAYKTa

20. CpaBHeHHME ¢ aHaJoraMu, 3aperucrpupoBaHHbiMu B PecniyOnuke KazaxcraH.
CpaBHHTENBHAsA XapaKTEPUCTHKA OCHOBHBIX MOKa3aTeseil KayecTBa

21. AHanu3 JOCTOBEPHOCTH KAYECTBEHHOTO M KOJIMYECTBEHHOTO COCTaBa
AKTUBHBIX U BCIIOMOTaTEJIbHBIX BEIIECTB, YKa3aHHBIX B HHCTPYKIIHNU 110 MEJUIIUHCKOMY
MPUMEHEHHIO, CPABHUBAS C 3a4BJICHHBIM COCTABOM B 3asIBJICHUU, AHAJTUTUYECKOM
HOPMAaTUBHOM JOKYMEHTE U MAKETE YIIaKOBKHU
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22. OueHka GapMaKoJIOrH4e€CKOW COBMECTUMOCTH KOMIIOHEHTOB, B ClIydae
perucTpanny BOCIPOU3BEAEHHOIO JIEKAPCTBEHHOTO CPEACTBA IPOBECTH CPABHEHHUE C
COCTaBOM OPUTMHAJILHOT'O MIpernapara

23. * AHaM3 TOKyMEHTAIIU! 110 TOKJIMHUYECKUM UCCICAOBAHUAM: TOKCUIHOCTH
(octpas, xponnueckas, LD50, LD100), kaH11epOreHHOCTH, SMOPUOTOKCUYHOCTH,
TEPaTOreHHOCTH, MyTareHHOCTH, MECTHO-Pa3/IPaKaroIIero ACHUCTBUS, BIUSHUS HA
MMMYHHYIO CUCTEMY, crieniuuieckor papmakonoruueckout (OMoaoruyeckoit)
AKTUBHOCTH.

[Ipumevanue: npu SKCIepTU3E OMOCUMUIISIPOB YKa3aTh MperapaT CpaBHEHUS,
WCIIO0JIb30BaHHBIN Ha BCEX ATaNax CPaBHUTEIbHBIX UCCIEAOBAaHUN (OT
dapmareBTHYECKON pa3pabOTKU JO KIMHUYECKUX UCCIICI0OBAHNN ): Ha3BaHNE, aKTUBHOE
BEILIECTBO, POU3BOIUTEID, CTPAHA-IIPOU3BOIUTEIND, CEPUSI, CPOK TOAHOCTH

24. * AHanu3 MTOKyMEHTAIlUU KIMHUYECKUX UCClIeIOBaHMM ((pa3bl KIMHUYECKUX
UCCIIEIOBAaHUM, TOCTMAPKETUHTOBBIE UCCIIEI0OBAHUS, TPOTOKOJIBI U OTUETHI,
3aKITIOYCHHS DTHUECKOM KoMuccum). [Ipu 3 ToM HE0OX0IMMO yKa3aTh MECTO, JaTy,
CIIOHCOPA MPOBEICHUS UCCIIEAOBAHUS, 11€J1b, TU3alTH, JJIUTEIbHOCTh UCCIICIOBAHUS,
KOJIMYECTBO, MIOJI BO3PACT UCIBITYEMbIX, PEXKUM JO3UPOBAHUS Mpernapara, MOHUTOPUHT
OOOYHBIX JICUCTBUN B MPOIIeCCe MPOBEICHUS KIIMHUYECKUX UCCIIEIOBaHUM,
COOTBETCTBHE OTUETA MPOTOKOITY, 3AKIIOUCHUE O COOTHOIICHUH «I1OJIb3a-PUCKY.

[Ipumevanue: npu sKcepTU3e OMOCUMUIISIPOB yKa3aThlIpenapaT-cpaBHEHUS,
UCII0JIb30BAHHBINM HA BCEX ATalax CPaBHUTEIBHBIX UCCIEN0BAHMM (OT
(dapmareBTHYECKON pa3pabOTKU JO KIMHUYECKUX UCCIIE0BAHMI): Ha3BaHUE, aKTUBHOE
BEILIECTBO, IPOU3BOAUTEIND, CTPAHA-TIPOU3BOAUTEND, CEPUS, CPOK TOJHOCTH.

25. OueHka HCTOYHHUKA ITPOUCXO0XKIEHUS (KPOBb, OpraHbl U TKAHH YEJIOBEKA U
KUBOTHBIX) U crIeHU(PUUIECKON aKTUBHOCTH JIJIs1 UMMYHOOHOJIOTHYECKUX MTPENapaToB

26. * Ouenka 6e30nacHOCTH U 3((PEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA TO
pe3ynbTaTaM KJIMHUYECKUX HCCIICIOBAaHUHN B OTHOIIICHUH 3asBJICHHBIX BO3PACTHBIX
rpyni O0JBHBIX, 000CHOBAHHOCTH BHIOOpA MOKAa3aHUHN K TPUMEHEHUIO,
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IIPOTHUBOITOKA3aHUH, MPEOCTEPEIKEHUH TP MPUMEHECHHH TIpenapara, mpoQuis
MOOOYHBIX JIEUCTBUNA

27. 3anonHseTcd TOJAbKO MPHU MoJave Ha 3asiBICHUS FTOCY/1apCTBEHHYIO
NEPEPETUCTPALIMIO JIEKAPCTBEHHOIO MPENapara

Onenka 6e301macHOCTH U 3PPEKTUBHOCTH JIEKAPCTBEHHOT'O CPEICTBA HA OCHOBE
JAHHBIX MEPUOJINYECKU OOHOBIISIEMBIX OTYETOB O 0€30MaCHOCTH - aHAIHU3 TPOPUIIs
0€30MacHOCTH, BHECEHUU HOBBIX MOOOYHBIX ACHCTBUM, MPOTUBOMOKA3AHUI B KPATKYIO
XapaKTEPUCTHUKY JIEKAPCTBEHHOTO MpenapaTa U HHCTPYKIUIO MO0 MEAULIMHCKOMY
IIPUMEHEHHIO WIIK OTKA3€ B MIEPEPETUCTPALIUM IIPENApaTa, NU3MEHEHHS B
PErUCTPaIMOHHOM CTaTyce Ipernapara B IpYrux cTpaHaxX, OOHOBJIEHHBIE JaHHBIE O
Mepax, TPUHATBIX PETYJISTOPHBIM OPTaHOM WIJIH MPOU3BOIUTENIEM 110 COOOPAKCHUSIM
0€30MacHOCTH, U3MEHEHHS B MH(GOpPMAIIMH 110 O€30IaCHOCTH Ipenapara, 00beM
poAaX, KOJWYECTBO MAIMEHTOB, MOJYYUBIIUX MPENapar 3a OTYETHBIN MEPHUO/I,
U3y4YeHHUE ONMUCAHUS UHIMBUIYATBHBIX CIIy4aeB U MEPEUHs MOOOYHBIX ACHUCTBUHN U
CBOJIHBIX TaOJIUII, MHAWBUAYAJIBHBIX CIIy4yaeB MPOSBICHUS TOOOYHBIX TEUCTBUN
BBIBJICHHBIX JIEPHKATEIIEM PETUCTPALMOHHOTO YAOCTOBEPEHUS, XapaAKTEP U KOJIUUECTBO
CEPbE3HBIX MOOOYHBIX JACHCTBUHN U paHee HE 3apEerUCTPUPOBAHHBIX KoMIanueu. OO0rias
o1leHKa 0€30MacHOCTH Ha OCHOBE JJAHHBIX MEPUOINYECKH OOHOBIISIEMBIX OTYETOB O
0€30MacHOCTH U 3aKJIIOYCHHE O COXPAaHEHUH WM U3MEHEHUHU Tpoduiis 6€301acHOCTH,
BHECEHUHU HOBBIX MOOOYHBIX JEUCTBUHN, TPOTUBONIOKA3aHUN B MUHCTPYKITUIO 110
MEIUIMHCKOMY ITPUMEHEHUIO WIIM OTKA3€ B EPEPETUCTPALIMM IIPEIApara.

[IpumMeuanue: mpoBeACHUE FKCIEPTU3BI TPeNapaToB-OMOCUMUISIPOB B
COOTBETCTBHUH C TPEOOBAHUSIMHU:

Ha sxcnepTusy npu rocy1apcTBEHHOM IepeperucTpaluu OM0I0ruueckoro
JIEKapCTBEHHOTO CPEJICTBA, B TOM UHCIie OMocuMUIIsApa, npeaocrasistores Yacru [-111
[Iepeuns, u3 Yactu V:

1) mepuoanuyecku OOHOBIAEMBIN OTUET TTO 0€30MaCHOCTH WIIH MEPUOUISCKHIMA
OTYET
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2) pe3ynbTaThl MOHUTOpUHTA [ I1aHa ynpaBieHus: puckaMu 1 MUHUMU3ALUH
pHUCKa, MIMMYHOT€HHOCTH, MPU IPUMEHEHUHU OHOJIOTMYECKOTO JIEKAPCTBEHHOTO
cpencTBa, B ToM unciie B PecniyOnuke KazaxcraH, mojiy4eHHBIX B pe3yJibTare:

MOCTPETUCTPAITMOHHBIX HAOI01aTEIbHBIX UCCIIEOBAHUM 0€30MaCHOCTH U
3¢ (HEKTUBHOCTH JIEKAPCTBEHHOTO CPECTBA (METOIOM aKTUBHOTO MOHUTOPHHTA,
METOJIOM CITy4aill KOHTPOJIb HJIM KOTOPTHBIX PETPOCIEKTUBHBIX W/UIIN MPOCIEKTUBHBIX
UCCIIEIOBAHUI )

aHaJIi3a PCFI/ICTpOB ManuCHTOB, IMOJIYYAaI0IINX JICHCHUC OIIPCACIICHHBIM
OMOJIOTHYECKUM JICKaApCTBCHHBLIM CPCACTBAM

IMOCTMAPKETUHI OBBIX KJIIMHAYECKUX
HUCCIIeJOBAaHUN

MIPOBEICHUS 00YUaIOIIUX MEPOIIPUSATUHI IO MOBBIIIEHUIO HHOOPMUPOBAHHOCTH
Bpauel, (hapMaileBTOB U MALMEHTOB C IEJIbI0 CHHXKEHUSI PUCKOB, CBSI3aHHBIX C
IpUMEHEHUEM OMOJIOTUYECKOTO JIEKapCTBEHHOTO cpenicTBa B Peciybnmke Kazaxcran.

28. Onenka 0e3omacHOCTH ¥ 3PGEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA C
Y4E€TOM COOTHOIICHHS «IT0JIh3a-PHCK» - MPOTUBOIIOKA3AHUS, TIPEIYIIPESIKICHUS U
PEIOCTEPEIKECHUS TPU TPUMEHEHUH Tipenapata. Tpebdyercst o0patuth ocoboe
BHUMAaHHE Ha JIETCKUI BO3PACT, OEPEMEHHBIX U KOPMSAILIUX JKEHILWH, TTOKUIION BO3paCT,
MAIMEHTOB C MOYEYHON U IMTEYCHOYHON HEJOCTATOYHOCTHIO

29. DkenepTr3a MHCTPYKIMHU IO MEAULMHCKOMY IIPUMEHEHUIO IIPOBOIUATCS B
CPaBHEHUHM C KPATKOM XapaKTEPUCTUKOM JIEKAPCTBEHHOIO Ipenapara. [lemaercs
3aKJIFOYEHHUE O COOTBETCTBUU MJIM HECOOTBETCTBUM NOKAa3aHUN K IPUMEHEHHIO,
O0OOYHBIX ICUCTBU, MPOTUBOTIOKA3aHUM, OCOOBIX YKa3aHHM, TEKapCTBEHHBIX
B3aUMOJEHCTBUM, NEPENO3UPOBKH, YKA3aHHBIX B MHCTPYKIHMH MO MEAUIIUHCKOMY
IIPUMEHEHMIO JIEKAPCTBEHHOTO CPEJCTBA, KPATKOM XapaKTEPUCTHUKE JIEKAPCTBEHHOTO
npernapara
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30. 3akIro4ueHUE O HAIMYNH WA OTCYTCTBUH B HA3BaHUU JIEKAPCTBEHHOIO
CpeacTBa:

1) rpaduueckux CXO/ICTB € paHee 3aperuCTPUPOBAHHBIMU JIEKAPCTBEHHBIMU
npenapaTaMiy U CJIOB ¢ HE0JIaro3ByYHbIMU BhIPAXKEHUSIMU

2) coCOOHOCTH BBECTH B 3a0JIy»KJI€HWE OTHOCUTEILHO UCTUHHOIO COCTaBa U
JICVCTBUA Mperapara

3) cxoactBa MHH w/unu cxogHple ¢ HUMU Ha3BaHUS TSI IEKAPCTBEHHOTO
CpEICTBA IPYroro XMMHYECKOr0 COCTaBa NI IEUCTBUSA

31. Ouenka npaBWJIbHOCTH NPUCBOEHUS KOJIa AHATOMO-TEPAIeBTUYECKO-
xumuueckoit (nanee — ATX) kiaccudukaiuu, COOTBETCTBUS hapMaKoTeparneBTUYECKOM
rpynmsl kony ATX knaccudukarmm, papMakoIOriaecKoMy JAeHCTBUIO, TOKa3aHUSIM K
pUMEHEeHUIO0. B cityyae HenpaBwiIbHO 3asBiIeHHBIX ATX kona u
(dbapMakoTepaneBTUYECKON IpynIbl, TpeOyeTCsl yKa3aTh PEKOMEHIYEeMbI€ SKCIIEPTOM

32. IIpoBepka aieKBATHOCTH 3asBJICHHBIX 103 U PEKUMA JTO3UPOBAHMS COTIIACHO
(dhapMaKOKMHETUYECKHUM MapaMeTpam (Tiepruoa MoJyBbIBEICHHUsI, CTETICHU CBSI3bIBAHUS
¢ OenKamMu T1a3Mbl KPOBH, BIIMSHHE Ha aKTUBHOCTH IMEYCHOYHBIX (PEPMEHTOB, BpEMSI
COXpaHEHUs OAKTEPUOCTATUYECKON/OaKTePUITUIHON KOHIICHTPAIIUY B CITy4ae
aHTHOAKTEpHAIBHBIX MpernaparoB). Tpedyercst oOpaTuTh 0c000€ BHUMAHKE Ha 1035,
pPEKOMEHIYEeMbIE JACTSIM, TIOKHUIIBIM, OOJLHBIM C HAPYIICHUSAMHU (QYHKIIUHA ITOYCK U
NIEYCHH

33. IIpoBepka COOTBETCTBUS 3asIBJIEHHOIO CPOKA XPAHEHHMSI, YKa3aHHOT'O B
3asBJICHUH, B KPATKOW XapaKTEPUCTHUKE JIEKAPCTBEHHOTO MpeIaparTa, MHCTPYKIHUH 1O
MEIULMHCKOMY MPUMEHEHHIO, MAKETax YIIaKOBKU CO CPOKOM XPaHEHHUs, yKa3aHHbIM B
HOPMAaTHBHOM JTIOKYMEHTE

34. CooTBETCTBHE MPEACTABICHHON HHCTPYKITUHU TI0 MEIUIITMHCKOMY
MPUMEHEHUIO JEHCTBYIONIEMY 3aK0oHOIaTeNbcTBY PecryOnuku Kazaxcran.
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35. JleranbHo€ OonMcaHue CUCTEMBI (PapMaKOHAA30pa U YIPABJICHHS PUCKAMMU:

1) KpaTkast xapakTepuCTHKa CUCTEMBI (hapMaKOHaA30pa AeprKaTes
PETUCTPALMOHHOIO YIOCTOBEPEHHUS JOJDKHA BKIIKOUYATh CIEAYIOIINE JIEMEHTHI:

JI0Ka3aTeJIbCTBO TOTO, YTO JEPKATEIb PETUCTPALMOHHOIO YAOCTOBEPEHUS UMEET
B CBOEM pacHOpPsKEHUH OTBETCTBEHHOE JIMIIO 3a INI00ANBHBIN (hapmMakoHan30p

KOHTAKTHBIE JaHHbIE OTBETCTBEHHOTO JIMIIA 32 II100albHBIN (papMakoHaI30p

JeKIapanys, MoANNCaHHas AepkKaTeJIeM PErUCTPAIMOHHOTO YIOCTOBEPEHHUS O
TOM, YTO OH UMEET CUCTEMY (papMaKOHaA30pa Il BHITOJIHEHUS 3a]1a4 U 00s13aHHOCTEN
10 TOCTPETUCTPALIMOHHOMY KOHTPOJIIO 0€30IaCHOCTH JIEKAPCTBEHHBIX CPE/ICTB

CCBIJIKA Ha MECTO (aJIpec), I/ie XpaHUTCs MacTep-(haiis cuctemMsl (papMakoHaa3opa

2) OTBeTCTBEHHOE JIMIIO 3a JIOKaIbHBIN (hapMakoHaa30p B PecryOiuke
Kazaxcran:

JOKYMEHT, MOATBEPAKAAIOIINI Ha3HAYE€HUE OTBETCTBEHHOIO JIUIIA 32
dbapmakonaazop B Pecnyonuke Kazaxcran

KOHTaKTHBIE JaHHbIE OTBETCTBEHHOTO JIHIIA 3a (papmakoHa3op B Pecnybnuke
Kazaxcran

3) Ilnan ynpaBieHus] pucKaMu IpU MEAUIIMHCKOM MTPUMEHEHUH JIEKApCTBEHHOTO
CPEICTBA, 3asIBJICHHOI0 Ha pEeruCTpaliio/IepeperucTpaluio Uiu BHECEHHE N3MEHEHUN
(U1 OPUTHUHANBHBIX MpenapaToB, ONOCUMUIISIPOB, BaKLIMH, IIPETapaToB KPOBH,
TFeHEPUYECKHUM IMpernapaTam TpeOyroUIero 0coooro KOHTPOIIs)

IIpumeuanue:

* - OTMEUYEHHBIE pa3/Ieibl 3aAMOJHAIOTCS PU NEPEPETUCTPALIMH

3aKIIoueHUE:

TIOJIOKHUTEIIBHOE OTPULIATEIIBHOC
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(c obocHOBaHMEM)
JlaTa OCTYIUICHUSI JOKYMEHTOB 3KCIIEPTY

JlaTa 3aBCPUICHUS IKCIIEPTU3bI JOKYMEHTOB

Bce JaHHBIC, IIPUBCACHHBIC B OKCIICPTHOM 3aKJIIOYCHHUH, JOCTOBCPHEBI U

COOTBCTCTBYIOT COBPCMCHHBIM Tpe60BaHI/IHM, 4TO IIOATBCPIKAATO JIMYHOH IIOAITUCBIO.

PykoBonurens CTpyKTypHOTO MOApa3aeneHus

TOTHCH . ®amunus

DxcnepT

MOJINCH . ®amunus

JlaTa
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[Ipunoxenue 11

K [IpaBriiam npoBeneHus

9KCIICPTU3LI JICKAPCTBCHHBIX CPEACTB

dopma

CBoJHBI 0TUYET IKCNEPTOB MO OLIEHKE JIEKAPCTBEHHOT0 Mpenapara npu
W3MEHEHHUsIX, BHOCHMbBIX B PErHCTPAIIHOHHOE I0Che

1. Damunus, UMs1, OTYECTBO (MPH HATHYNH) U TOJDKHOCTD JKCIIepTa
2. ‘V4eHas cTeneHb, 3BaHNe
3. Ne 3asBKH
4. Jlara
5. ToproBoe HarMeHOBaHKE TIpeHapaTa
6. MesxyHapoaHOE HEMaTeHTOBAHHOE Ha3BaHUE
7. JlexapcTBeHHBIH Mpemapar OpuruHaIbHBIN JIEeKapCTBEHHBIN MpenapaT
BocnpounsBeaeHHbI 1eKapCTBEHHBIN penapaT
Buromnono06HkIN IeKapCTBEHHBIN TIpenapaT
(buocumuisp)
I'nGpuHbIi IeKkapcTBEHHBIH Npenapar
buonornyecknii 1eKapCTBEHHBIN ITpenapar
KomOunrnpoBaHHBII J1eKapCTBEHHBIH Npenapat
JlexapcTBeHHBIH Mpemapar ¢ XOpOIIo U3yUeH-
HBIM MEIUIIMHCKUM IPUMEHEHUEM
PannodapmaneBTHUECKHI JIEKapCTBEHHBIN
npenapar Wid IpeKypeop
I'omeonaTuueckuil 1eKapCTBEHHBIH Npenapat
PacTuTenbHEIN IEKapCTBEHHBIN TIpenapaT
OpdaHHEIi1 TeKapCTBEHHBLI IIpenapar
AxTuBHas GpapMarieBTHUECKast CyOCTaHIHs,
npou3sBeieHHas He B ycaoBusix GMP
JlexapcTBeHHBIN OAK-TIPOIYKT
Bbuonornueckuit 6ank-nposykT
JlekapcTBEeHHOE IPUPOJIHOE ChIpbe (He (apma-
KOTEIHOE)
UCCIIeIOBAHUS] BOJHBIX PACTBOPOB T€HEpHUE-
CKHUX TIPETapaToB HH-BUTPO
BHEJpeHHe TpaHchepa NPOU3BOJCTBEHHBIX U
TEXHOJIOTUYECKHX MIPOIIECCOB
8. J151s1 BOCTIPOM3BEACHHOT'O JIGKAPCTBEHHOTO TIPENapaT Wik OMOCUMUIIAPA YKa3aTh
Ha3BaHUE OPUTUHAJIBHOTO JIEKAPCTBEHHOIO Mpenapara
9. JlexapctBennas popma
10. | Ho3upoBka
11. Konnenrpauus
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12. | dapmakoTepaneBTHYECKast IPyIIIa
13. | Kox B coOTBETCTBHH ¢ aHATOMO-TEPATIEBTHUECKO-XHMMUYECKOH KilacCU(pHKAIIen
14. | ®opma ormycka 1o perenTy 0e3 peuenra
2. YmakoBka
Ne | HammenoBaHme ymakoBKA Bun ynakoBku (miepBUYHasI, BTOPUYHAST) Pasmep | O6wvem | KommdecTBo equHUII B yIIAKOBKE
1.
3. JlanHble 0 TPOU3BOAUTENIE
Ne | Tun opraHu3aIyy WIM y4acTOK NPOU3BOJACTBA HanmeHoBaHME opraHu3aiuu Crpana | HOpuamgeckuii anpec
1. | 3asBurens
2. IIpousBoauTens
3. | YmakoBumk
4. | YuacTtok npousBojicTBa
5. Jlepxatenb perucTpalioHHOIO Y OCTOBEPEHHUS
4. PCFI/ICTpaHI/IH B CTPAHC-IIPOMU3BOAUTCIIC U JPYIUX CTpaHax
Ne Ha3Banue ctpansl Ne perucTpalluOHHOTO yIOCTOBEPEHHS JlaTa BeIIaun Cpoxk nieficTBus
1.
2.

5. 1) CocTaB nekapCTBEHHOIO Cpe/IcTBa (yKa3aTh JIGKAPCTBEHHbIC CYOCTAHIIUU U

BCIIOMOI'aTCJIbHBIC BCIICCTBA, BKIIIOYasA KOHCCPBAHTEI, COCTABHLIC BCIICCTBA 000JIOUKH

npenapaToB):
Ne | HaumeHoBanue KonmuecrBo Ha | HopMaTHBHBIN JOKYMEHT 10 KOHTPOJIIO Ka4ecTBa M 6e30I1aCHOCTH JIEKAPCTBEHHBIX CPE/ICTB,
equuuLy jtekap- | nm [ocynapersennas papmakomnest Pecriy6inku Kasaxcran, 3apy6exHsie hapMakorneu, npy-
CTBEHHOH (op- 3HAHHBIC ICUCTBYIOIINMHE Ha Tepputopun Pecry6mnku Kasaxcran
MBI
1. JlexapcTBeHHast
(vie) cyOcTan-
st (u):
2. | Bcnomorarens-
HbIE BEIECTBA:
3. | Cocras ob6omou-
KM TaOJICTKH
HITH KOpITyca
KaICyJIIbl:
2) [1ns1 TeKapCTBEHHOT'O PACTUTENBHOTO ChIPhs
Ne | BoraHumueckue TaTHH- HopMaTHBHBIi JOKYMEHT 110 KOHTPOJIIO KadecTBa M 6e30I1aCHOCTH JICKapCTBEHHbIX Jlnkopac- Me-
CKHe Ha3BaHHS pacTe- cpencts, nmn ['ocynapcreennas papmakomnes Pecrry6mukn Kasaxcran u 3apy0Oesx- TyIee cTo
HHH, BXOSIINX B CO- HbIe (hapMakoren, IpU3HaHHbIE NCHCTBYONMMHA Ha TeppuTopru Pecy6muku Ka- WA KyJb- | Tpo-
craB cbopa 3axcTaH THBHUpYE- u3-
Moe pac-
Ta-
HES
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6. HpOI/IBBOI[I/ITeJ'II/I AKTHUBHBIX CY6CT3HHHﬁ, BXOOAIIKUX B COCTAB JICKAPCTBCHHOI'O

CpecaCTBa

No HaumenoBanue BCILICCTBA, BXOOAIICTO B
COCTaB JICKAPCTBEHHOI'O CpeACTBa

HaunMeHOBaHME TPOM3BOANTENS HA Crpa- | Azpec NpOU3BOACTBEHHOM MUIOIIAI-
PYCCKOM M aHTJIMICKOM SI3BIKaX Ha* K{ Ha PyCCKOM M aHTJIMHCKOM SI3bI-
Kax

7. 1) CoctaB JleKapCTBEHHOTO CpeICTBa (YKa3aTh JEKapCTBEHHbIE CyOCTaHIIUU U

BCIIOMOTI'aTCJIbHBIC BCIIICCTBA,

BKJIIO49as KOHCCPBAHTBI, COCTABHBIC BCIICCTBA 000JI0YKH

penapaToB):
Ne | HammenoBanme KonmnuectBo Ha HopmaTtHiBHBIN TOKYMEHT [0 KOHTPOJIIO Ka4ecTBa U 0€30MaCHOCTH JIEKAPCTBEHHBIX CPE/CTB,
eauHuLy jekap- | wim [ocynapcrBenHas dapmakornes Peciyonuku Kasaxcran, 3apyOexHsie papmakorneu, npu-
CTBEHHOH (op- 3HAHHbIE JICHCTBYIOMIUMH Ha TeppuTopun Pecybnuku Kasaxcran
MBI
1. | JlexapcrBenHas
(b1e) cyOcTaH-
ust (1):
2. Bcmnomorarens-

HBIC BCIICCTBA:

3. CocTtaB 000J104-
KM TaOJIETKH
WM KOpITyca

KaIlCyJbl:

2) 1151 TeKapCTBEHHOT'O PACTUTENBHOTO ChIPhs

Ne | Boranudeckue JaTHH- HopMmaTHBHBIH JOKYMEHT 110 KOHTPOJIIO KauecTBa U O€30I1aCHOCTH JIEKapCTBEHHBIX Jlukopac- Me-
CKH€ Ha3BaHUs pacTe- cpencts, uiu I'ocynapcrBennas dapmakornest Pecrryonuku Kasaxcran u 3apy0ex- Tymiee CTO
HUM, BXOJSLIMX B CO- Hble (hapMaKkorien, IpU3HaHHbIE NeiicTByOMMMH Ha Teppuropuu Pecyonmku Ka- WM KyJb- | 1po-
cTaB cbopa 3aXCTaH THBHUpYe- u3-
Moe pac-
Ta-
HHUS
1.
2.

8. HpOI/IBBOI[I/ITeJ'II/I AKTHUBHBIX CY6CT3HHHﬁ, BXOAIIKUX B COCTAB JICKAPCTBCHHOI'O

CpCaCTBaA

No HaumenoBanue BCLICCTBA, BXOOAIICTO B
COCTaB JICKAPCTBEHHOI'O CpeACTBa

HaunMeHOBaHME TPOM3BOANTENS HA Crpa- | Azpec NpOU3BOACTBEHHOM IUIOIIAI-
PYCCKOM M aHTJIMICKOM SI3BIKaX Ha* K{ Ha PyCCKOM M aHTJIMHICKOM SI3bI-
Kax
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9. Tun u3smMeHeHu

‘ 1) TMII I3MEHEHUH B COOTBETCTBHU C IPIIIOKEHUEM 17 BHOCHMBIE U3MCHCHUS Crapast pegakmus | Hosas penakmms

10. OHGHK& PETUCTPALIUOHHOTI'O JOCHE 11O ACIICKTAM Ka4CCTBaA, 0C30IaCHOCTH U

3 PpeKTUBHOCTH
Pexomennanumn:
1) 3a$[BJ'IeHHI>IC N3MCHCHUS TUIIA (yKaBaTL TI/IH) HEC OKa3bIBAIOT BJIMAHHUA HA Ka4CCTBO, 6C3OHaCHOCTL u 3¢)¢)€KTI/IBHOCTL JICKap-

CTBEHHBIX CPEJICTB. 3asBIICHHOE H3MEHEHUE PeKOMEHIyeTCst K perucTpaiuu. CoOJI0ICHbI YCIOBHUS ISl BHECCHHS H3MEHEHUH 110
3asBJICHHOMY TUITYy U3MEHCHUM.

2) | 3asBieHHbIC U3MEHEHUS TUTIA (yka3aThb THIT) OKa3bIBAIOT BIUSIHUE HA KAYECTBO, 0€30MaCHOCTD U 3 PEKTUBHOCTS Jie-
KapCTBEHHBIX CPEACTB. 3asBICHHOE N3MEHEHHE HE PEKOMEHIYeTCsl K PeruCTpaluy.

3) | B cooTBeTcTBHY C 3asBICHHBIMH U3MEHEHUSMH HE MPELOCTABICHBI JOKYMEHTBI PErHCTPALIMOHHOTO JJOChE B TIOJTHOM 00beMe Co-
[JIACHO MPUIIOKEHHUIO 17 WITH He COOJIIO/ICHBI YCIIOBHS JUIsl BHECEHUS] N3MEHEHHH 110 3asBJICHHOMY THIY H3MeHeHunit. Heobxommumo
paccMOoTpeTh TOKYMEHTBI HOBTOPHO MOCIE MPEAOCTABICHHS JOIIOJHUTEIHBIX MATEPHAIIOB 10 3alIPOCy dKCIepTa:

IIaTa IMOCTYINNICHHUA JOKYMCHTOB 3KCIICPTY
I[aTa 3aBCPIICHUA OKCIICPTHU3bI JOKYMCHTOB
Bce JaHHBIC, IIPUBCACHHBIC B OKCIICPTHOM 3aKJIHOYCHHUH, JOCTOBCPHLBI U
COOTBCTCTBYIOT COBPCMCHHBIM Tpe6OBaHI/I$IM, YTO IIOATBCPIKIAAIO JINIHOU
IIOAITUCKHIO.
PykoBouTenb CTpyKTypHOTO MOAPA3ICICHHS
MOIINCH . ®amunus
DxcnepT
MOJIITUCH N. ®amunus

JlaTa
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; . aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 28.08.2020

o ik G N [ ?Tanogm,lﬁ KIgHTpoanmﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 10.07.2020
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[Ipunoxenue 12
K [IpaBriiam npoBeneHus
DKCHEPTU3BI JIEKAPCTBEHHBIX CPEICTB

dopma

MunucrepcTBo 3apaBooxpanenus Pecnyonuku Kazaxcran

HaumenoBaHue rocy1apCTBEHHOM 3KCIEPTHON OpPTraHU3aluN

ATTecTaT aKKpeIuTaIli UCTIBITaTeNbHOM TabopaTtopun (Ne, Cpok IeHCTBYSA)

Anpec, TenedoH SKCIIEPTHONU OpraHu3aIyy (UCIBITATeIbHON J1a00paToOpun)

[Iporokoi ucnpitanuii Ne OT « » roaa

Crpanuna /KonanuecTBo TUCTOB

3asBUTENb (HAMMEHOBAHUE, a/IPEC):

HanmmeHoBaHue IMPOAYKIIHNH:

Bun ncneiranmii:

OcHoBaHUE:

CDI/IpMa I/ISFOTOBI/ITCJIB/HPOI/I?)BO,Z[I/ITeHB, CTpaHa:

Cepust, maprust: JlaTa mpou3BoCcTBa: Cpok

T'OOJHOCTH.

JlaTa Hayayia U 1aTa OKOHYaHUS UCTIBITAHUM:

KonnuectBo 06pa3iios:
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JlaTa ckauMBaHHS 28.08.2020

O06o03HaueHre HOPMATUBHOTO JJOKYMEHTA 10 Ka4eCTBY Ha MPOIYKIIUIO:

O06o3HaueHne HOPMATUBHOI'O JOKYMCHTA I10 KAa4CCTBY Ha MCTOIbI HCIIbITAHUM

Pe3ynbpTarsl HCTibITaHUIM

HaumeHnoBaHue mokasare- TpeGOBaHHS{ HOPMAaTUBHOI'O JOKYMEHTA I10 Ka4e- dakTuyecku TIOJTYUCHHBIC pE3yJibTa- 0 ¢

Jen CTBY ThI " BJIAXXHOCTh
(%)

1 2 3 4

3axmouenue: [IpencraBiennbie 00pa3iibl COOTBETCTBYIOT/HE COOTBETCTBYIOT
TpeOOBaHUSIM HOPMATUBHBIX JIOKYMEHTOB U METOJUKH BOCIIPOU3BOISATCS/HE
BOCIIPOU3BOAATCS (YKa3bIBaTh MPU HEOOXOAUMOCTH). (HYKHOE MO TYCPKHYTH)

MCTOI[I/IKI/I HC BOCIIPOU3BOIATCA I10 CIACAYIOIIHUM IIOKA3aTCIIsAIM

HOI[HI/ICI/I YIIOJIHOMOYCHHBIX JIUIT

(TOIDKHOCTB) (moxarmcsk) N. Gammnus
(IOMKHOCTB) (moxmuck) . Gamunus
(TOMKHOCTB) (moxmuce) 1. ®amumnust

MecTo ni1s rieyaT



KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK

; , AKTLIepAiH STATOHIbI OaKblIay OaHKI
* o L | [ ¥ | DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Penakumsnay kyHi 10.07.2020

Cakray KyHi 28.08.2020
Jlara penakuuu 10.07.2020
JlaTa ckauMBaHHS 28.08.2020

[Ipunoxenue 13

K [IpaBriiam npoBeneHus

9KCIICPTU3LI JICKAPCTBCHHBIX CPEACTB

dopma

OT4ert 0 pe3yabTaTax NpoBeIeHUs JA00PATOPHOI0 HCNILITAHUSA B JIA00paATOPUH

KOHTPOJISl Ka4eCTBA IPOM3BOAMUTEJISA WM B KOHTPAKTHOM JladopaTopuu,

HCHOJILI}y@MOﬁ Mpou3BOAUTEIEM

1. Pe3rome

HaumeHnoBanue JICKapCTBEHHOI'O CpEACTBA

HaI/IMeHOBaHI/Ie, aapeC PEKBU3UTBI HpOH3BOﬂCTBeHHOﬁ TJIoIa KA

HanmeHoBaHue, ajipec, peKBU3UTHI JIa00paTOPUU KOHTPOJIS Ka4ecTBa H/UIIH KOHTPAKTHOM
71a00paTOPUH KOHTPOJIS KayecTBa

OcHoBaHHUe NPOBEEHUs JIJAOOPATOPHOTO UCIIBITAHUS

Homepa nuuensuu (py Hau4uu), cepTH(UKATOB, 3asIBOK Ha SKCIEPTU3Y IIPU rocyap-
CTBEHHOH peTHCTpaIin

Pestome nestenbHOCTH na60paT0pHH KOHTPOJISI Ka4eCTBa

IIpoBenenue 1abOPaTOPHBIX UCTIBITAHUI

Beimmyck B peanu3anuio cepuu JeKap-
CTBEHHOI'O CPEJICTBA

Huoe (HeoOX0aUMO yKa3aTh)

Jara(p) mpoBeeHus J1aO0PaTOPHOTO UCTIBITAHUS

@®.1.0. (pu HATKUYUH) KCIIEPTOB (WICHOB KOMUCCHH ), TODKHOCTD

2. BBognas undopmarus

KpaTKoe OITMCAaHUE naGopaTopHH KOHTPOJISA KayeCTBa

Hannuue JAOKYMEHTHUPOBAHHBIX IIPOLEAYP [TPOBEACHUS HUCIBITAHUI

BeinosnHeHue TpeOoBaHui JOKYMEHTHPOBAHHBIX MPOLELYP IPOBEAEHUS UCTIBITAHUI

Llens npoBeneHus 1a60paTOPHOTO UCTIBITAHUS

OOBEKTHI HCIIBITAHUS

IepcoHan 1abopaTopuu KOHTPOJIS KaueCcTBA, yYacTBYIOMINI B IPOBEACHUH JIAOOPATOPHOT'O UCTIBITAHHS

IIOKyMeHTBI, IIOJaHHBIC opraHmauHei'l-npomBoz[WreneM W/Wnu na60paT0pHeﬁ KOHTPOJIA KayeCTBa 10 MPOBEACHUS OLICHKU yCHOBI/Iﬁ po-

M3BOJICTBA U CUCTEMBI 00ECIICUCHUS KauecTBa

3. HaGnronenus u pe3yabTaThl MPOBEJACHUS J1a00OPATOPHOTO UCTIHITAHUS

Ccbuika Ha HOPMaTHBHBIM JOKYMEHT

Howmep cepuu, 1aTta mpou3BOACTBA

[okazatens | TpeOGoBaHMsS HOPMATUBHOTO AOKYMEHTA dakTHUeCKue pe3yIbTaThl

C, Baax-
HOCTh

COOTBETCTBYET/HE COOTBETCTBYET

4. ITpunoxeHus
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‘ I[OKyMeHTBI (nepBHque JAaHHBIC, ITIPOTOKOJIBI HCHBITaHHﬁ) n o6pa3um, 0To6paHm,1e B XOA€ IPOBEACHUSA na6opaTopHor0 HCIIBITAHUA | ‘

5. PexoMeHIamu 1 3aKJII0UEHUS

PexoMmenmamun

3aKIoYcHIE

[Tpumeuanue:

*K oTyety o pe3ynpTaTax npoBeAeHUs J1a00OPATOPHOTO UCTIHITAHUS HEOOXOAUMO
MPUIOKUTH KOMUIO cepTU(UKaTa aHaIn3a U (WJIK) TPOTOKOJIAa UCTIBITAHUM Ha
MPOIYKIIMIO TAOOPATOPUU KOHTPOJIS KaueCTBa MPON3BOIUTEINS HIIM KOHTPAKTHOMN
nabopaTtopuu, UCMOJIB3yEeMOM Mpou3BouTesieM. Bee mpuiiokeHus K OTYETY SIBISIOTCS
HEOTHEMJIEMOM €TI0 YacCThIO.

PykoBoauTenb KOMUCCHHU:

(TomHck) N. ®amunust, 10IKHOCTD
YJICHBI KOMUCCHU:

(moarmuce) . ®amums, T0JDKHOCTH
(moaruce) . ®amunus, 10JKHOCTD
« » 20 T.
CornacoBaHo:
(momKHOCTB)  (TIOJITHCH) . ®aMunus, 10KHOCT

(mommxHOCTD)  (TIOATIHCH) . ®amunus, 10JKHOCTD
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[Ipunoxenue 14
K [IpaBriiam npoBeneHus
DKCHEPTU3BI JIEKAPCTBEHHBIX CPEICTB

3akiroueHue 0 6e30aCHOCTH, KayecTBe M 3PPEKTUBHOCTH JIEKAPCTBEHHOI0
CpPeACTBA, 3asiBJICHHOI'0 HA IKCIEPTU3Y B LeJX FOCYyIapCTBEHHON perncTpanmu,
nepeperucrpanuu B Pecnnyoimke Kaszaxcran

1. Pecny0nrkaHCcKoe rocyAapCTBEHHOE MPENNPUITHE Ha TPAaBE XO3sIIICTBEHHOT O
BeneHus «HanmoHanbHbIN EHTP SKCIEPTU3BI IEKAPCTBEHHBIX CPEACTB, MEIULIMHCKUX
uznenuin» Komurera KOHTpoIIs KayecTBa U 6€30MaCHOCTH TOBAPOB U yCIYT
MunucrepcTBa 31paBooxpaHenus Pecnyonuku Kazaxcran coobmiaer pe3yiabTaTsl
AKCIIEPTU3bl HAa 0€30MACHOCTh, KAUY€CTBO U 3(PPEKTUBHOCTD JIEKAPCTBEHHOI'O CPEICTBA
JUTS 11eJIel TOCYIapCTBEHHON perucTpaiuy, nepeperucrpanuu B Pecryonmke
Kazaxcran:

HOMep " J1aTta 3asiBKH

TOpI‘OBOC Ha3BaHUEC JICKAPpCTBEHHOI'O CPEACTBA (C YKa3aHUEM HCKapCTBeHHOﬁ (bOpMI)I, JAO3UPOBKH, KOHLICHTpAallUU U o0beMa 3aIllOJIHCHHUSA,

KOJIMYCCTBA 103 B YIIAKOBKE - JIs1 ICKAPCTBECHHOI'O HpenapaTa)

OpFaHI/ISaI_II/IH—HpOI/ISBO,HI/ITeIIL, CTpaHa-IIPpOU3BOANUTCIIb

3aKI0YeHUE HaYaIbHOU OKCIICPTU3bL (BaIII/IIIaI_[I/ISI perucTpalluoOHHOro HOCB@) (HOIIO)KI/ITCJ'II)HOB Huim OTpI/IHaTCJILHOQ)

3aKI0YeHIE CHCHHaﬂHSHpOBaHHOﬁ OKCIIEPTU3BI (HOJ’[O)KI/ITQJILHOC U OTpI/II_[aTGJ'ILHOC)

3aKIII0YCHUE UCTIBITATEIBHON na6opaT0pHH: Jara u Ne IIPpOTOKOJIA, (HOJ'IO)KI/ITCHLHOQ Ui OTpI/II_IaTeIILHOG)

2. 3akioueHue (TIOJI0XKHUTENbHOE): MaTepuansl U JOKyMEHTBI PETUCTPAIIMOHHOTO
JI0ChE Ha JIEKAPCTBEHHOE CPEJICTBO, PEIOCTaBICHHBIE /ISl TOCY1apCTBEHHON
peructpanuu, nepepeructpamnuu B Pecniybnmke Kazaxcran, cOOTBETCTBYIOT
YCTaHOBJICHHBIM TpeOOBaHUAM, 6€30MACHOCTH, KAaUeCTBO U 3(H(PEKTUBHOCTH
JIEKAPCTBEHHOTO CPEJICTBA MOATBEPKIEHBI COOTBETCTBYIOIIMMHI MaTepuaIaMu U
MPOBEJECHHBIMU HUCTIBITAHUSIMU.

JlekapcTBEHHOE CpPEACTBO (TOProBOE HaA3BaHUE JIEKAPCTBEHHOTO CPEACTBA C
yKa3aHUEM JIEKapCTBEHHOU (POpPMBI, JO3UPOBKH, KOHIIEHTPAILUU U 00beMa 3arl0JIHCHHUS,
KOJIMYECTBA /103 B YIIAKOBKE) MOXKET OBITh 3apETHCTPUPOBAHO (MIEPEPETUCTPUPOBAHO) B
Pecny6mnuke Kazaxcran cpokom Ha JeT Uik OECCPOUHO.

3axiroyeHue (OTpUlaTesbHoe): MaTtepuanbl U JOKYMEHThI PETUCTPAIMOHHOTO
JIOChE Ha JIEKAPCTBEHHOE CPEICTBO, MPEIOCTABICHHBIE JIJISl TOCYJaPCTBEHHOM
peructpanuu, nepepeructpamnuu B Pecnyonuke Kazaxcran, He COOTBETCTBYIOT
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YCTaHOBJIEHHBIM TpeOOBaHUAM, 0€30M1aCHOCTh, Ka4eCTBO U 3(h(PEKTUBHOCTH
JIEKapCTBEHHOT'O CPEJICTBA HE MTOATBEPKAEHBI COOTBETCTBYIOLIUMHU MaTEpUAIAMU U
IIPOBEICHHBIMU UCTIBITAHUSIMHU.

JlekapCTBEHHOE CPEJICTBO (TOProBOE Ha3BaHUE JIEKAPCTBEHHOTO CPEJCTBA C
yKa3aHUEM JIEKapCTBEHHOM (pOpMBI, 103UPOBKH, KOHLEHTPALIUU U 00beMa 3aI0THEHUS,
KOJINYECTBA J103 B YIIAKOBKE) HE MOXKET ObITh 3apETUCTPUPOBAHO
(nepepeructpupoBaHo) B Pecniyonuke Ka3zaxcran.

3akimoueHue AerucTBUTENbHO 180 KaneHaapHbIX AHEN C AAThI TOAIACAHMS.

PykoBoauTenb rocyJapcTBEHHOM SKCIEPTHON OpraHu3alud (Win

YIOJHOMOYEHHOTO JIUIIA)

THOAIUCH . ®amunus

Jlara
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[Ipunoxenue 15
K [IpaBriiam npoBeneHus
DKCHEPTU3BI JIEKAPCTBEHHBIX CPEICTB

dopma

3akia0veHue 0 0e30MaCHOCTH, KauecTBe H 3(P(PeKTHBHOCTH JIEKAPCTBEHHOT0
CpeJICTBA, 3asiBJIEHHOI0 HA SKCNEPTH3Y B IeJISIX BHECEHUsI H3MEHEHHUil B
PerucTpanuoOHHOE 10Che

1. PecnyOnrkaHckoe TocyAapCTBEHHOE MIPEANPHUATHE HA TTPaBe XO35ICTBEHHOTO
BenieHus «HarmoHanbHBIN IIEHTP KCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB, MEAUIIMHCKUX
uznenuiny Komurera KOHTpOIIS KauecTBa U 0€30MaCHOCTH TOBAPOB U yCIyT
MunucrepcTBa 3paBooxpaneHus Pecniyonuku Kazaxcran coobmiaer pe3yiabTaTsl
AKCHEPTU3bI O BIUSHUHA BHOCUMBIX U3MEHEHUH B PETUCTPAIMOHHOE 10ChE Ha
0€30MacHOCTh, KaueCTBO U 3PHEKTUBHOCTDH JIEKAPCTBEHHOT'O CPEACTBA!

Howmep u nara 3asBku

TOpFOBOC HanMMEHOBAHUE JIEKAPCTBEHHOI'O CPEACTBA (C YKazaHHUuEM J'IeKapCTBeHHOﬁ q)OprI, JAO3UPOBKH, KOHLUCHTPpALUU U o0BeMa 3aroi-
HCHUS, KOJIMYECTBA 103 B YIIAKOBKE - IS JICKAPCTBEHHOT'O npenapaTa)

OpFaHI/ISaLII/ISI TIPpOU3BOAUTEIb, CTPAHA-ITPOU3BOAUTEIIb

Twun BHOCUMBIX U3MEHEHUH

3aKkiI0YeHIEe HaYaIbHOU OKCIICPTU3BL (BaJ'IHI[aI_U/Iﬂ perucTpalluoOHHOIro I[OCLC) (HOJ'IO)KI/ITCIILHOG U OTpHHaTeJ'ILHOC)

3aKroueHe CHeHI/IaHI/ISI/IpoBaHHOﬁ OKCIIEPTU3BL (HOJ’IO)KHTCJ'II)HOC nin OTpI/II_[aTeJ'ILHOG)

3aKIII0YCHUE UCTIBITATEIBHOM Ha60paT0pI/II/IZ Jara u Ne IIpOTOKOJIA, (HOJ'IO)I(I/ITCJ'ILHOC Ui OTpI/ILIaTCHLHOG)

2. 3axntoueHue (MoNoKUTENbHOE): MaTtepualibl U JOKYMEHTHI Ha JIEKAPCTBEHHOE
CPEIICTBO, IPEIOCTaBICHHBIE /ISl BHECEHUSI U3BMEHEHHI B pETUCTPAILIMIOHHOE 0ChE,
COOTBETCTBYIOT YCTAHOBJICHHBIM TPeOOBAHUSIM, BIUSIHUE HA O€30MaCHOCTh, KAYECTBO U
3¢ (HEKTUBHOCTH JIEKAPCTBEHHOTO CPEJICTBA MOITBEPKACHBI COOTBETCTBYIOIIIMMHU
MaTepuajaMy U MPOBEICHHBIMU UCTIBITAHUSIMH.

BHocuMble n3MEHEHHsI MOTYT OBbITh 3apErUCTPUPOBAHBI C Bblauel (0e3 BblIaun)
HOBOI'O PETUCTPALMOHHOTO yI0CTOBEPEHHS.

3akmroueHue (oTpuLaTesnbHoe): MaTepualibl U TOKYMEHThI Ha JIEKAPCTBEHHOE
CPEICTBO, IPEIOCTABIICHHBIE U1 BHECEHUS! U3MEHEHUI B pErHCTPAllMOHHOE JOChE, HE
COOTBETCTBYIOT YCTaHOBJIEHHBIM TPEOOBAHMSM, BIMSIHUE Ha 0€30MaCHOCTh, KAYECTBO U
3(pPEKTUBHOCTH JIEKAPCTBEHHOT'O CPEJICTBA HE MOATBEPAKACHBI COOTBETCTBYIOLIUMHU
MaTepHallaMU U MTPOBEJICHHBIMU UCTIBITAHUSIMHU.



KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK

AKTLIepAiH STATOHIbI OaKblIay OaHKI

e* ‘ a iy DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB
Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE

Penakumsnay kyHi
Cakray KyHi

Jlara penakuuu
JlaTa ckauMBaHHS

10.07.2020
28.08.2020
10.07.2020
28.08.2020

BHocumble n13MeHEHUs HE MOTYT ObITh 3aPETUCTPUPOBAHBI.

3akimoueHue AerucTBUTENbHO 180 KaneHaapHbIX AHEN C AAThI OAIACAHMS.

PykoBoauTenb rocy1apcTBEHHOM SKCIEPTHON OpraHu3aluu (Win

YIOJHOMOYEHHOTO JIUIIA)

Iloanuce

JlaTa

. ®amunus
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JlaTa ckauMBaHHS 28.08.2020

[Ipunoxenue 16
K [IpaBriiam npoBeneHus

9KCIICPTU3LI JICKAPCTBCHHBIX CPEACTB

Jara Mecro nevyatu

dopma

Kazakcran PecniyOnukacse! J{encaynbik cakray MunucTpairi Tayap-
J1ap MEH KOpPCETIeTIH KbI3SMETTEP/IiH carnachl MEH KayiIlCi3/iiriH 0akpl-
J1ay KOMHUTETIHIH «/lopiilik 3aTTap MeH MeIULUHAIBIK OyIbIMaap bl
capanTay YJITTBIK OPTaJIbIFbD» HIAPYyaIIbUIBIK JKYPIi3y KYKbIFbIHIAFbI
peciyOIUKaTBIK MEMIIEKETTIK KOCITOPHBI

PecriyOnmkaHckoe rocy 1apcTBEHHOE MPEANPUATHE Ha IIpaBe
XO03HCTBEHHOTO BesleHHs1 « HanmoHambHbIH HEHTP 3KCIepTU3bI
JICKapCTBEHHBIX CPEJICTB, MEANIIMHCKIX H3enmii» Komurera
KOHTPOJISI Ka4eCTBa U OE30MaCHOCTH TOBApOB U YCIyTr MUHU-
crepcTBa 31paBooxpanenus Pecryonuku Kasaxcran

CBoaHBIN O0TYeT Mo 6e30nacHOCTH, 3(H(PEKTUBHOCTU U KAYECTBY JIEKAPCTBEHHOTO

npenapara

HaunmeHnoBaHue npcermapara, Iponu3BOANTCIIb, CTpaHa

N3 oTyera yganeHa KOHQUACHIMAIbHAS HHPOpMaLUs

1. CrpaBouHasi ©uHpoOpMaIus 0 IPoLEeaype

1.1. Iloga4a perucTpallnOHHOIO TOChE

2. Hayunoe obcyxaenue

2.1 AcnekThl KauecTBa

2.1.1 AxtuBHas papmaineBTHUECKasi CyOCTaHLIMS: aHAJIU3 CBEACHHM O

IMPOUCXOKICHUH, KAYCCTBC WU BBIBOJbI O BO3MOKHOCTH HUCIIOJIb30BAHUA CY6CTaHI_[I/II/I

2.1.2 . BcnoMmorarepHBIE BEIIECTBA: aHAJIM3 CBEACHUM O Ka4eCTBE, KOJIMUECTBE C

BBIBOJAaMH O OJOITYCTUMOCTH HCITIOJIb3OBAHHA

2.1.3 JlekapcTBEeHHBIN Ipenapar 3aKII0YeHHe O TPOU3BOACTBE CIICU(PUKALIHS

KayecTBa CTA0OUJIBLHOCTH
2.2. JIOKIIMHUYECKHUE aCIIEKThI
2.3 Kitmanyeckue acueKThl

2.4 OueHka noJib3a-puck

2.5 ®apmakonaazop Onucanue cucteMsl papmakoHaazopa [1nan ynpasnenus

pUCKaMH



Kazakcran Pecry6nrkachIHbIH JICKTPOH/IBI HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIepAiH STATOHIbI OaKblIay OaHKI

e‘,‘ al " DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB
Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE

Penakumsnay kyHi
Cakray KyHi

Jlara penakuuu
JlaTa ckauMBaHHS

10.07.2020
28.08.2020
10.07.2020
28.08.2020

2.6 YcmoBus OTIIycKa
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[Ipunoxenue 17

K [IpaBriiam npoBeneHus

OKCIICPTU3BI JICKAPCTBCHHLIX CPEACTB

I/IH(l)OpMaIlI’IH 0 BCIOMOraTe/JIbHbIX BeeCTBaxX, HOMUHAJIbHOM HX COACPKaAaHUH B

JEKAPCTBCHHDLIX IIperaparax, a TAK;K€¢ OrpaHun4YcHUs] IPUMECHCHUA

JEKAPCTBCHHOI'O MpemaparTa

No Haumeno-
I BaHKE

/m BCITIOMOTa-
TETBHBIX
BEIIECTB

[lyTs BBE-
JICHHS

Horty-
CTHMbIE
npene-
IIBI CO-
niepxa-
HUS
BCIIO-
Mora-
TEIb-
HBIX Be-
IECTB

Wudopmanus, nouiexaiiasi OTpaKCHUIO B UH-
CTPYKLUH [0 MEJUIUHCKOMY ITPUMEHEHHIO

Kommenra-pun**

1 2

3

4

5

1. AnpoTHHHH

MectHoe

*

['mnep4yBCTBUTENBHOCTD WK CEPbE3Hast al-
JiepruyecKas peakius

2. Apaxuco-
BOE MaciIo

MecTtHoe,
repo-
pasisHOE,
napeHTe-
panbHOE

[IpoTuBoONIOKa3aHbI JIMIAM € AJIIEPrUYeCcKOM
peakiuei Ha Opexy MM COo

O‘{I/ILLLEHHOE apaxrucoBOC MAaCJIO MOXKET
COLACpKATh 0emox

3. Acmnapram
(E951)

ITepo-
painbHOe

Cozepxut (heHUTATAHNH, TPOTHBOIIOKA3aH
JIIO/ISIM ¢ (PEHUIIKETOHY pUeit

MoskeT HaHeCTH BpeJl JIMLaM ¢ (heHHIIKe-
TOHYpHEH

4. A3okpacu-
TeJH:

1)E 102
Taprpasun

2)E 110
JKenrelit 3a-
kat (FCF)

3)E 122
Azopy0OuH,
Kapmousun

4)E 124
ITonco 4R
(TyHLIOBBI
4R), Kowre-
HHJIb Kpac-
Has A

5)E 151
Bpunnuan-
TOBBIN Uep-
Hblit BN,
yepHbIid PN

ITepo-
painbHOe

Anneprudeckue peakiuu

E 102, E 110, E 122 - 3anpemieHs! K npu-
MEHEHHIO B JIEKAPCTBEHHBIX IpenapaTax
IS JeTei
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AKTLIepAiH STATOHIbI OaKblIay OaHKI
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E 104 Xen-
ThIA XHUHO-
JIMHOBBIHN
(Quinoline
Yellow)

3alpelleH K IPUMEHEHHUIO B JIEKapCTBEH-
HBIX Ipenaparax Juis aAeTei

E 107 Xen-
ThIi 2 G
(Yellow 2
G)

3alpelneH K IPUMEHEHHUIO B JIEKapCTBEH-
HBIX Mpenaparax Uit JeTei

E 120 Kop-
LICHUIIB,
KapMHHO-
Bast KUCJIO-
Ta, KapMH-
HBI
(Cochineal,
Carminic
acid,
Carmines)

3alpelICH K NIPUMEHEHUIO B JICKAPCTBCH-
HBIX IIpe€naparax Ajist nereit

E 128
KpacHbrit 2
G (Red 2
G)

3ampelleH K IPUMEHEHHUIO B JIEKapCTBEH-
HBIX Ipenaparax Juis aAeTei

E 131 Cu-
HHM TTaTeH-
TOBAaHHBIN
V (Patent
Blue V)

3allpelICH K IPUMEHEHUIO B JICKAPCTBCH-
HBIX IIpe€naparax AJist [[eTeﬁ

10.

E 132 Un-
JIATOTHH,
Nunuro-
KapMHH
(Indigotine,
Indigo
Carmine)

3alpelICH K NPUMEHEHUIO B JICKAPCTBCH-
HBIX IIpe€naparax AJist nereit

E 133 Cu-
HUH Ore-
CTSIIHAI
FCF
(Brilliant
Blue FCF)

3alpelICH K NPUMEHEHUIO B JICKAPCTBCH-
HBIX IIpe€naparax AJist L[eTefI

12.

E 155 Ko-
PHUYHEBBIN
HT (Brown
HT)

3alpelICH K NPUMEHEHUIO B JICKAPCTBCH-
HBIX IIpe€naparax Ajist nereu

13.

E162 Cge-
KOJIbHBIH
KpacHBIH,
beranun
(Beetroot
Red,
Betanin)

3ampelneH K IPUMEHEHHUIO B JJIEKapCTBEH-
HBIX Mpenaparax Juis AeTei

14.

Kpacurenu:

3alpelleHbl K IPUMEHEHHUIO B JIeKap-
CTBEHHBIX TIpernapaTax
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1) E121
Hutpyco-
BBIN Kpac-
HBIH 2
(Citrus Red
2)
2)E123
Amapast
(Amaranth)
3)El154
Kopuune-
BbIl FK
Brown FK
15. | DOpurposun Iepo- 0-0,1 npernapar Helb3sl Ha3HayaTh U PUMEHSTH Ma- 3arpenieH K IPUMEHEHHIO B JIEKapCTBEH-
(E127) panbHOe MI/KT LHEHTaM C [aTOJIOTHEH IUTOBUIHOM JKeIIe3bI HBIX IIpernaparax Jyis Jetei
16. | Ilepyan- MectHoe * B03MOXHBI KOXKHBIC PEaKIIMU
cKHii O6aib-
3aM
17. | Ben3zanko- Odrans- * Bo03MOXKHBI HPHUTHI, BenzankoHus xJIopu 00ecBeYNBacT
HHSA XJIOpUIL | MOJIOTH- n36eraTh KOHTAKTA C MSTKUMH KOHTAKTHBIMU MATKHE KOHTAKTHBIC JIMH3BI
Heckne JIMH3aMHU;
JieKap-
CTBeH YJQJIUTh KOHTAKTHBIC JIMH3BI [Iepe]] IPUMEHe-
HHEM U BBDKJATh He MeHee 15 MUHYT mocie
HbIe (op-
3aKalbIBaHUs Mperapara;
MBI
HE TIPUMEHSIETCS Y AeTe 10 8§ jet
MectHOE * Kosxublie peakiuu
Wurans- 10 Mxr Bponxocnazm
LIMOHHOE /B 1 no-
3e
18. | Kucnora MectHoe * PaznpakeHunst KOXkH, IJ1a3 U CIIM3UCTBIX 00010~
OeH3o0iHas ek
u 6eH30- % o
IMapenTe- [IpoTHBOIIOKA3aHO HOBOPOIKICHHBIM JICTSIM BBICOKHIA pHCK pa3BUTHS KEITYXHU Y HO-
aThI:
painbHOE BOPOXK/ICHHBIX
1) E210
KHCIIOTa
OcH30iHas
2) E211 na-
Tpust 6eH30-
ar
3) E212 ka-
st OeH30-
ar
19. | Beuswuio- IMapenTe- Ipu no- | IpoTHBOIIOKA3aHO HEJOHOIICHHBIM, HOBOPOXK- | BO3MOXKHBI Cllydan TOKCHYECKUX U ajl-
BBIA CIIUPT panbHOe 3e Me- JICHHBIM H JICTSIM JI0 3 JIeT; JICPrHYECKHUX peakuuii y nereii 10 3 ner
nee 90 0O0YHOE JISUCTBUE - aHAPUIIAKTOUAHBIC Peak-
MI/KT 1
/eyt
KOJIMYECTBO OCH3MIIOBOTO CIMPTa B Ipenapare
(mr/mu)
IIpu no- | IlpoTHBONOKa3aHO HEJOHOLICHHBIM, HOBOPOXK-
3¢ 90 MT | JEHHBIM U JIETSIM 10 3 JIeT;

/Kr/CyT




e.zdll

KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK
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[PH IPUMEHEHHN OEH3UIIOBOIO CIUPTA B J10-
3ax 90 MI/KI/CYT U BBIIIC OBEIIACTCS PUCK
(aTanbHBIX TOKCHIECKHX PEaKIUil

20. | Macno 6ep- | MecrHoe * [ToBbImIaeTcst 4yBCTBUTEIBHOCTD K yIBTPODH- He ncnone3yercs npu Hanuaun 6eprar-
ramoTa OJICTOBBIM JIy4aM (Kak K HaTypaJbHbIM, TaK U TEHa B Maclie
Bepranren HCKYCCTBEHHBIM JIy4aM)

21. | Bbpononon MectHoe * MecTHbIe KOKHBIE peaKiiy (KOHTAaKTHBIC JIep-

MAaTHTBI)

22. Byrmnrun- MectHoe * MecTHbIE KOKHBIE PeaKIy (KOHTAKTHBIE JIep-
POKCHaHU- MAaTHTBl), pa3JipaskeHus I71a3 U CIU3UCTBIX 000-
3o0i E320 JIOUEK

23. | Byrunrua- MectHoE * MecTHbIE KOXKHBIE PEAKLUH (KOHTAKTHBIE Jep-
POKCHTOITY- MAaTHTBI), pa3IpaKeHus ITJ1a3 U CIU3UCTBIX 000-
on E321 JI0YeK

24. | Macno ka- [Tapente- * Cepbe3Hble aJUIepruIecKue peakiiuu
CTOpPOBOE painbHOe
MOJIUATOK-

ITepo- * Hapymienus sxeny104HO-KHILIEYHOTO TPAKTa U
CHJIMPOBAH-
painbHOe napest
HOE;
MecTtHOE * KoxHble peakuuu
Macio Ka-
CTOpPOBOE
MOJIUATOK-
CHJIMPOBAH-
HOE T'HApo-
TeHH3UPO-
BaHHOE

25. | Couprt ue- MectHoe * MecTHbIe KOKHBIE peakuu (KOHTaKTHbIE Aep-

TOCTEapH- MAaTHTHI)
JIOBBI;

CIIMPT Lie-

THJIOBBIN

26. | Xmopkpe- MectHoe * Anneprudeckue peakuu
3071 [Tapente-

painbHOe

27. | Humetui- MecrtHoe * Paznpaxkenust Koxu
cynbpox-
cHn

28. | OranHon [epo- Copnep- [Ipenapar copepxut HU3KUH ypoBeHb 3TaHona | Conepskamue 3TaHoia, meHee 100 mr B

painbHOe KaHHe pa3oBoii no3e
U MapeH- 9TaHo-
Tepalb- n1a B pa-
HOE 30BOH
no3e
MeHee
100 mr
ot 100 [IpoTtnBomokasaHo:
Mr 10 3 JUISL TIAL] CTPAIAFOIINX aKOTOTH3MOM, SIHIIEH-
[OTAHO- | cpeit, neTsiM, GepeMEHHBIM U KOPMSLIMM JKEH-
TaBPa- | yynam, GOMBHBIM ¢ 3260J1CBAHUAMMY TICYEHH
30BOM
no3e
[epo- 3rBpa- | IlpoTuBonOKa3aHo: Kosn4ecTBO 3THIOBOrO CIIUPTA B 3THX
painbHOE 30BOi JIEKapCTBEHHBIX MPEHapaTax MOKET BIIH-
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U NapeH- no3e JUTSL JIAL CTPAJIAIOIIUX aJIKOTOJIM3MOM, SIIWIIEH- | STh U U3MEHSTH JCHCTBUS APYTHX Jie-
Tepanb- nperna- CHeH, IeTsM, OEpeMEHHBIM 1 KOPMSIIIIM JKEH- KapcTB
HOE para LIMHAM U OOJIBHBIM C 3a00JICBaHUSAMU [ICUCHHU;
BJIMSIET Ha CIIOCOOHOCTD YIPABJICHHS TPaHC-
MOPTHBIMH CPEJICTBAMH WM ONIACHBIMHU MeXa-
HU3MaMHU; BIHMSCT U U3MEHSIET JICHCTBHS APY-
T'HX JIEKapCTB
29. | dopmanb- MecTHOE * B03MOXHBI CTy4an MECTHBIX KOKHBIX pEaK-
JIeTU UH (KOHTAKTHBIE IEPMATHTHI)
Ilepo- * Hapymienus xexy109HO-KHIIIEYHOTO TPAKTa 1
painbHOe napest
30. | dpyxrosa ITepo- * [lepen Ha3HaYeHHEM MPETAPATOB CIEAYET
painbHOe YCTaHOBHUTH NEPEHOCUMOCTh (YPYKTO3BI; IIPO-
THUBOIIOKA3aHO OOJIBHBIM C HACJIEACTBEHHOM
HETepEeHOCHUMOCTBIO (PPYKTO3BI
[Tapente- S5t KonmuectBo (hpyKTO3HI B T' B pa3oBOi J103€
pasisHOE Ipenapara,
He Ha3HA4yaTh NallMEHTaM C CaxapHbIM Juade-
TOM
Kunkue * Hawnocst Bpen 3ybam [Ipu IMTENTPHOM UCTIONB30BaHUH B Te-
JeKap- YeHHe JBYX WU Ooliee Helellb
CTBEH-
Hble Bop-
MBI JUIS
npuemMa
BHYTpb,
TabneTku
KeBa-
TENbHBIC
31. | T'anakrosza Iapenre- * [IpoTnBOMOKa3aHO JIMIIaM C HACIEACTBEHHON
painbHOE HETIePEeHOCHUMOCTBIO T'aJIaKTO3bl, TAJIAKTO3EMHU-
el
ITepo- * [IpoTuBoOIOKa3aHO JHIIAM C HACIEACTBEHHON
painbHOe HETIePEeHOCUMOCTBIO I'alaKTO3bl, TAIAKTO3EMHU-
el ni ManpabcopOIMeit ITI0K030ranakTo3bl
Iepo- St KomnuuecTBo rajnakrossl B I' B pa3oBoi 103
pasisHOE npenapara,
ITaperre- OCTOPO’KHO Ha3HAYaTh OOJBHBIM C CaXxapHBIM
pairbHOe nrabeTom
32. | T'moko3a Iepo- * [IpoTuBoIOKa3aHO IUIaM ¢ MaTbabcopOIuei
painbHOe TIIFOKO3BI-TAIAKTO3bI
IIepo- 5t KonuuecTBo rimroko3sl B T' B pa30BOi 03¢ Mpe-
painbHOe napara;
Iapente- OCTOPO’KHO Ha3HA4aTh OOJIEHBIM C CaXxapHBIM
panbHoe JabeTom
PactBo- * Oxka3sbIBaeT NOBpexgaroniee aeiictue Ha 3yosl | JlaHHas mH(pOpMaIWs BKIIOYAaeTCS B HH-
Pl Uit CTPYKIHIO, TIPH JUTUTEIIBHOM IIPUMEHE-
npruema Huw (1Be 1 OoJee Heeb)
BHYTPb
Coca-

TCJIBHBIC
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JKeBa-
TEJIbHBIC
TabIeTKU
33. | I'mumepon [lepo- 10 /B [MoGouHbIe peakiyy: ToJIOBHAs 00JIb, HapyIIIe-
painbHOe 1 no3e HUS JKEITyI0YHO-KHIIEYHOTO TPAKTa, THapest
Pexransb- Ir [Mocnabnsroiee neiicteue
HOE
34. | T'enapus (B [Tapente- * Anneprudeckue peakluu, CHIDKEHUE CBEPThI-
Ka4yecTBe pasibHOE BaEMOCTH KPOBH: IIPOTHBOIIOKA3aHO JINIAM C
BCIIOMOTa- aJIeprUUeCcKOl peakiiell Ha renapuH
TEJBHOTO
BEIIIECTBA)
35. | Cupom rua- ITepo- * [IpoTuBoOIIOKa3aHO JHIIAM C HACTIEACTBEHHON
pOreHu3u- panbHOe HETePEeHOCUMOCTBIO (PPYKTO3BI
OBaHHOHN .
p 10T YMepeHHoe mociabdisioniee AeHCTBUE; yKa3bl-
TJTIOKO3bI . .
BAETCs KAJIOPUHHOCTh I'MPOr€HU3UPOBAHHOM
(w1 mMaib-
TJIFOKO3HI - 2,3 KKaj/T
THUT KU
KHI)
36. | Caxap un- ITepo- [IpoTuBoOIIOKa3aHO NHIIAM C HACIEACTBEHHON
BEPTHBII pasibHOE HEMepPEeHOCUMOCTBIO (PPYKTO3BI MITH Masibad-
copOIyel MIIOKO3bI-rajlaKTO3bI
St KosnuecTBo Ti1r0K03bI U PPYKTO3EI B T B pa3o-
BOM 03¢ Ipenapara;
OCTOPO’KHO Ha3HAYaTh OOJBHBIM C CaXapHBIM
nunabdbeTom
PactBo- * OxkasbiBaeT noBpexaaomiee aeiicteue Ha 3yosr | [lpu qmurensHOM npuMeHeHHH (IBE U
pBI st Oosee Hesenm)
npruema
BHYTPb;
cocartenb-
HBIC XKe-
BaTelb-
HBbIE Ta0-
JIETKH
37. | Jlaktut E IIepo- * [IpoTuBONIOKa3aHO JIULIAM C HACJIEACTBEHHON
966 paibHOe HETIEPEeHOCHUMOCTBIO (PPYKTO3BI, FANAaKTO3bI, Ta-
JIAKTO3EMHUEH HIIH MalibabcopOLMel TIII0KO3bI-
rajgaKkTo3bl
10r YMepeHHoe mocnabisioniee AeHCTBUE; yKa3bl-
BaeTCsl KAJIOPUHHOCTD JIAKTHTA - 2,3 KKaJ/T
38. | JlakTo3za ITepo- * [IpoTuBOMIOKa3aHO NHIIAM C HACIEACTBEHHON
pasibHOE HETEePEHOCHUMOCTBIO TaJlaKTO3bl, Je(PUIIITOM
¢epmenra Lapp (JIAIIII)-nakra3sl, Manbad-
cOpOLHEH ITIOKO3BI-TaTaKTO3bI
S5t Yka3bIBaeTCs KOJIMYECTBO JAKTO3HI B T B pa3o-
BOH J103€ Mpermapara;
OCTOPOKHO HAa3HAYATh OOJBHBIM C CaXapHbIM
nnadbeTom
39. | Jlanonun MectHoe * MecTHbIe KOKHBIE PeaKIiK (KOHTAKTHBIH Jep-
(Iepcrs- MarTHr)

HOH XHup)
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40. [ E965 [epo- * [IpoTHBOIIOKa3aHO JINIIAM C HACJIEACTBEHHON
ManbTuT; panbHOe HETIEPEHOCHUMOCTBIO (PPYKTO3BI
E 953 U3zo- 10r YMepeHHoe nociadisronee AeHCTBUE; yKa3bl-
MaJbTUTOJI; BAaeTCs KaJIOPUMHOCTh IMIAPOT€HU3HPOBAHHOM
MasbTUT TIIFOKO3BI - 2,3 KKaJl/T
SKUIKUI
(cuporn rug-
pOreHu3u-
pOBaHHOM
TITFOKO36I)
41. | Manuauron ITepo- 10r YMepeHHoe mocnadisionee AeHCTBHE
(MaHHHT) pasibHOE
E421
42. | Oprannye- Odronb- * AJniepruueckue peakuuu
CKHE COeu- | Majoru-
HEHUsI PTY- 4ecKue
TH: JieKap-
1) THomep- | CTBEH-
can Hble Bop-
MBI
2) dpennn-
PTYTH HHT- MecrtHoe * MecTHbIe KOKHBIE PEaKIMH (KOHTAKTHBIH Jep-
par MAaTHT), HapyLICHUEe MTUIMEHTALNH KOXHU
3) emm- [Mapenre- * Anneprudeckue peakun
PTYTH ale- painbHOE
Tar
4) benui-
pryTH 60-
par
43. | Ilaparun- Iepo- * Anneprudeckue peakluy 3aMeJIEHHOTO THIIa
pokcubeH- pasibHOE;
30aThl U UX odroib-
3¢upsI: MaJIOTH-
1) oTunmna- Heckue
pa-riz- JieKap-
poxcuben- CTBEH-
30at (E HbIe op-
214) MEL,
2) nporu- MECTHOE
naparua- IMapente- * AJutepruueckue peakiu 3aMeJISHHOro THUIIa,
POKCHOEH- palbHOE; OpoHXoCcIa3M
30at (E HHrajna-
216) UOHHOE
3) Hatpus
MpOIHJINa-
parua-
poxcuben-
30at (E
217)
4) metui-
raparu-
poxcubeH-
30at (E

218)
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AKTLIepAiH STATOHIbI OaKblIay OaHKI
DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Cakray KyHi 28.08.2020
Jlara penakuuu 10.07.2020
JlaTa ckauMBaHHS 28.08.2020

5) Hatpus
MeTHIIapa-
THAPOKCHU-
6enzoar (E
219)
44. | denunana- MecrtHoe, * [IpoTuBoOIIOKa3aHO JINIaM C (PEHUIIKETOHYpHUEH
HHUH nepo-
paibHoe,
napeHTe-
painbHOe
45. | Kammit [Tapente- Conep- Yka3bIBaeTcs KOJINIECTBO KallUsl B MMOITb B uHCTpYyKIIMK HH(pOpPMALHS OTHOCH-
painbHOe KaHUe (1M Mr) B pa3oBOM J03€ Ipenapara TEJILHO COZICP)KaHUSI KAJIMsi OCHOBBIBAET-
Kanust s Ha O0LIeM COIepKaHNUH Kallus B Ipe-
MeHee napare;
1 meree 1 Mmois (39 mr) B pazoBoii nose,
MMOJIb CUHUTAIOTCS IperapaTaMy CBOOOIHBIMU
B p0a30- OT KaJIusi; 0COOCHHO BaYKHO, ITPU MPUME-
BOM 10~ HEHHH B TICIMATPHYECKON TIPAKTHKE, TIIe
3¢ Ha3HAYaloTCs Mpenaparhl C HU3KUM
YPOBHEM KaJust
[Tapenre- Copnep- Vka3bIBaeTcs KOJIMYECTBO KallUsl B MMOJIb
paibHOe KaHHe (um Mr) B pa30BO# 03¢ Ipemnapara; 0CTOPOXK-
ITepo- Kaust HO Ha3HAYaTh JIMI[AM CO CHI)KEHHOW (YyHKIIH-
panbHOE 1 eif MOYeK WM y KOTOPBIX KOHTPOJIUPYETCs MO-
MMOJIb CTYIUIEHHE KaJus ¢ MUieit
B paso-
BOH J10-
3e
BryTtpu- 30 Boine B MecTe nHBEKINH
BEHHOE MMOJIb
BBE/ICHUE /n
46. | Ilponwunen- MectHoe * PaznpakeHne Koxu
TJTHKOIE 1 Iepo- 400 mMr SddexTsl, 10J0OHbIE NEHCTBUIO ATKOT OIS
ero supe! paipHOE /Kr -
[Tapente- ISt
painbHOE B3poOC-
JIBIX
200 mr
/KT -
JUIsL ie-
Tei
47. | Macno kyn- | Bce mytu Penxue ciayuan ceppe3HBIX allIeprHIecKHX pe-
JKYTHOE BBE/ICHUS aKuuit
48. | Harpuit [Tapente- Conep- Yka3bIBaeTcs KOJIMYECTBO HATPHUSI B MMOJITb B unCTpyKIMK HH(pOpPMALHS OTHOCH-
panbHOe KaHUe (1M Mr) B pa3oBOM J03e npenapara TEJILHO COJIeP)KaHUsI HATPHSI OCHOBBIBA-
HaTpus eTcs Ha OOLIEeM COepKaHUU HATpUs B
MeHee npernapare;
1 npernaparsl CoJepIKallnue HaTpHs MeHee
MMOIb 1 mmoub (23 Mr) B pa3oBo# 103€e, cuuTa-
B p0a30- I0TCS ITpernapaTaMy CBOOOHBIMU OT Ha-
BOM 10~ Tpust; OCOGEHHO TO BAXKHO, NP TIPUME-
3¢ mpe- HEHHUH B MEJUATPUIECKOM MPAKTHKE, I/Ie
napara

Ha3HAYAIOTCA NPEnapaThl ¢ HU3KUM
YPOBHEM HaTpust
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Jlara penakuuu 10.07.2020
JlaTa ckauMBaHHS 28.08.2020

IMapente- Conep- VKka3bIBaeTCsl KOJIMYECTBO HATPHUS B MMOJIb
paibHoe; KaHHE (w1 Mr) B pa30BOH 103€ IperapaTa; OCTOPOXK-
epo- HaTpus HO NIPY HAa3HAYEHUH JIULAM, COOJII0IAIOLINAM
paibHOE 1 0eccoseBy0 IUETy
MMOJIb
B paso-
BOM J10-
3e
49. | Kucnora MectHoe * MecTHbIE KOXKHBIE PeaKLUM (KOHTAKTHBIN Jep-
copOuHo- MAaTHT)
Basi U ee Co-
M
50. | Copburon Iepo- * [IpoTrBOIIOKa3aHBI MAIIMEHTaM C HACIICACTBECH-
E420 panbHOE HOW HENEPEHOCUMOCTBIO (PPYKTO3BI
ITapenre-
painbHOE
[lepo- 10r YMepeHHoe nociadisonee AeicTBre;
painbHoOe yKa3bIBACTCS KAIOPHIHOCTB copOuTona - 2,6
KKa/T
51. | Macmno coe- | Bce mytu * MecTHbIe KOKHbBIE PeaKiiy (KOHTAKTHBIH Jep-
BOE, BBEICHUS MArTHr)
Macio coe-
BOE THJPO-
TeHH3UPO-
BaHHOE
52. | Creapuno- MectHoe * MecTHbIe KOKHBIE peakuy (KOHTaKTHBIHN Jep-
BBIH CIUPT MAaTHT)
53. | Cykpo3sa Iepo- * [IpoTHBOIIOKA3aHO JINIIAM C HACIICACTBEHHON
painbHOe HETIePEeHOCUMOCTBIO ()PYKTO3bI, MaNIbadCOPO-
[UeH IIIOKO3BI-TATaKTO3bl, Aedunurom dep-
MEHTa CyKpa3bl-H30MalbTa3bl
S5t VKa3bIBaeTCsl KOJINYECTBO CYKpa3bl B paMMax
B pa30Boii 103€ npenapara;
OCTOPOKHO Ha3HA4aTh OOJIBHBIM C CaXapHbIM
nuadbeTom
PactBo- * IoBpexnatoiiee AelcTBUE HA 3yObl JlanHast nHpOpMaLUs BKIIIOYAETCS B UH-
pbI Uit CTPYKIIMIO, KOT/a JICKAPCTBEHHBIH Ipe-
npuemMa napar npeaHa3Ha4ueH sl JJTUTEIbHOTO
BHYTPb; NpUMEeHEHHUs (1Be U OoJiee HeIelb)
cocareib-
HBIE, JKe-
BaTellb-
HbIE Ta0-
JICTKU
54. | Cymboursr, Iepo- * CepbesHble aIeprUuecKre Peakuy 1 OpoH-
BKJIIOYAst painbHoe; XOCHa3M
MeTau- napeHre-
CyIb(UTHI: PATBHOE;
(DR U2 S ——
okcun E LMOHHOE

220
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KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK

AKTLIepAiH STATOHIbI OaKblIay OaHKI
DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Penakumsnay kyHi 10.07.2020
Cakray KyHi 28.08.2020
Jlata penakuuu 10.07.2020
JlaTa ckauMBaHHS 28.08.2020

2) HaTpus
cynbur E
221

3) natpus

oucynbput
E 222

4) Hatpus
Merabu-
cynsdur E
223

5) xanus
MeTabu-
cynsdur E
224

6) Kamust

oucynbut
E 228

55.

[Mmenny-
HBIN Kpax-
MaJl

ITepo-
painbHOe

IIpoTnBoOIIOKa3aH JULAM C aJUIEPTHYECKUMU
peaKuusIMH Ha NIISHUYHBIA Kpaxmall

[TmeHnYHbIN KpaxMaia MOXKET Coep-
xaTb [oTeH (cnesbl)

56.

Kcunuron

ITepo-
pajnbHOE

10r

YMepCHHOC rocaoJsronee JIelicTBUE;

YKa3bIBaeTCsl KAIOPUHHOCT KCUITHTONA - 2,4
KKaI/T

I/ICHOHBSYCMI)IG COKpAalICHUA:

MTI' — MUJIJIUTPAMM;

KT — KWJIOT'paMM;

MKTI' — MUKpOI'paMM;

I' —I'paMM;

KKaJI — KWIOKAJIOPUU;

MMOJIb — MHJINMOJIb,

J — JIUTP.

[Ipumeyanue:

* He3aBHCHMO OT KOJIMYECTBEHHOT'O COACpIKaHus BCIIOMOI'aTCIIbHBIX BCUICCTB,

I/IH(bOpMaHI/ISI, YKa3aHHas B KOJIOHKC 5, 0TpaKacTCA B MHCTPYKIHUHU 110 MCIAUITNHCKOMY

MPUMEHEHHUIO.

** Undopmanus, ykazanHasi B KOJIOHKE 6, TpeTHa3HaYeHA ISl SKCIIEPTOB MPH

IMPOBCACHUHU CHGHH&HHSHpOBaHHOﬁ OKCIICPTU3BI JICKAPCTBCHHOI'O CPCACTBA.




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 10.07.2020

. aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 28.08.2020

- = Ciii ?Tanogm,lﬁ Kﬁ)mponbmﬂﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 10.07.2020
ecryOmukn Kazaxcra B 2JIEKTPOHHOM BHJIE TlaTa ckaunBanus 28.08.2020

[Ipunoxenue 18
K IIpaBunam skcniepTusbl
JIEKapCTBEHHBIX CPEJICTB

IlepevyeHb U3MeHEeHHUIi, BHOCHMBIX B PeTHCTPAIIMOHHOE 10Che JIEKAPCTBEHHOTO
cpeacTBa

A. AIMUHUCTpPaTUBHBIE N3MECHECHUS

A.1 V3meHeHue Ha3BaHus U (WIK) apeca JepxKaTess pErHCTPALOHHOIO YI0CTOBEPEHHS Yeno- | [o- IIpo-
BHSA Ky- e-
MeH- | mypa
ThI
u
JaH-
HbIE
a) Jlepkatenb perucTpaluoHHOTO yJOCTOBEPEHUS HE MEHSETCS 1 1,2 1A
6) CMeHa Jepikatesst PeruCTPalOHHOTO YJI0CTOBEPEHHS 2, IB
3,4
Ycnosus

1. [lepxatesieM perucTPaiOHHOTO YAOCTOBEPEHHUS SBISCTCS FOPUANYECKOE JIHLIO.

JloxymeHTanus

1. JIOKyMEHT OT COOTBETCTBYIOLIETO YIIOJTHOMOYEHHOIO OpraHa (HalpHuMep, HaloroBoro opraHa), B KOTOpoM yKa3aHo HOBOE Ha3BaHHE WIIH
anpec.

2. IlepecMoTpeHHas HHPOPMALVS O JIEKAPCTBCHHOM Ipenapare (0OHOBJICHHAS KpaTKasi XapaKTePHUCTHKA JIEKapCTBCHHOTO Iperapara, HH-
CTPYKIHUS O METULUHCKOMY MIPUMEHEHUIO (JINCTOK-BKJIABIII), MAPKUPOBKA).

3. KpaTkast xapakTepuCcTHKa CUCTEMBI (DapMaKoHA[30pa OT HOBOTO JiepiKaTesisi peruCTpanuoHHoro yaoctoseperus (JAPY) nomkHa BKiIto4YaTh
CJIEJIYIOIHE JIEMEHTHI:

- HHpOpMALHS O TOM, YTO JAepKaTesb PErUCTPALIMOHHOIO YI0CTOBEPEHHs UMEET B CBOEM PACIIOPSKEHUH OTBETCTBEHHOE JIUIIO 32 TI100alTh-
HBIH (hapMaKoHa130p;

- KOHTaKTHBIC JaHHBIC OTBECTCTBCHHOI'O JIMIIA 3a rJ100aJIbHBIN Q)apMaKOHaﬂsop;

- JIeKJIapanusi, TOAIHUCaHHas JepKaTeIeM PEruCTPAllMOHHOTO YIOCTOBEPEHHUSI O TOM, YTO OH UMEET CUCTEMY (hapMaKoHaI30pa JUlsl BBIIOJIHE-
HUS 33724 U 00513aHHOCTEH 0 MOCTPETUCTPALIMOHHOMY KOHTPOJIIO 6€3011aCHOCTH JIEKApCTBEHHBIX CPEJICTB;

- CCBUIKA Ha MeCTO (apec), Tae XpaHuTcs MacTep-Gaiia cuctemMsl hapMakoHaa30pa.

4. JloroBopHbIe B3aMMOOTHOIIICHHSI MEX Ty Tipou3BoauTeneM u JIPY Ha npaBo OCyIIeCTBICHUS JeITeIbHOCTH 10 (hapMaKoHaa30py.

A. 2 N3meHenue (TOProBoro) HAMMEHOBAHHSI JIGKAPCTBEHHOT'O Mpernapara VYeno- | Ho- IIpo-
BUSI Ky- 1e-
MeH- | aypa
TBI
"
JlaH-
HbIE
a) JlekapcTBEHHBIE MTpenaparsl 1 1, 1B
2,
3,
4,5

VcenoBus




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 10.07.2020
; AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi 28.08.2020
. s - DTaNOHHBIA KOHTPOJIBHBINA GAHK HOPMATUBHBIX [IPABOBbIX AKTOB Jlata pexaKuun 10.07.2020

Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE TlaTa ckaunBanus 28.08.2020

1. Cnenyer uzberaThb IyTaHUIIBI C HA3BAHUSIMU CYIIECTBYIOIIMX MEMIIMHCKUX NPENapaToB WM Ke ¢ MexIyHapoIHbIM HelaTeHTOBAaHHBIM
Ha3BanveM MHH, ecnu jxe HanMeHOBaHHE OOIIETPUHATOE, U3MEHEHHUE JODKHO ObITh IPOU3BEIEHO B CIEAYIOLIEM HOPSIKE: OT OOIEeTIPUHS-
TOro Ha3BaHMs K (apmakoneiinomy win k MHH

JlokymeHTanus
1. MoTuBupoBaHHOE 000CHOBaHKE HEOOXOJMMOCTH U3MCHEHHS Ha3BaHHsI Iperapara.

2. IepecmoTperHHas HHGOPMALHS O JIEKAPCTBEHHOM Mpenapare (0GHOBICHHAs KpaTKas XapaKTepHCTHKA JIEKapCTBEHHOTO Mpernapara, HH-
CTPYKLHS [0 METUIIMHCKOMY PUMEHEHHIO (JINCTOK-BKIIAIBIII ), MAPDKHPOBKA).

3. Konust JAOKYMEHTA, BBIJAHHOT'O KOMIICTCHTHBIMHU OpraHaMu CTPAaHbI-IIPOU3BOAUTECIIA, KOTOprﬁ YAOCTOBEPSACT UBMCHCHUE €I'0 HAa3BaHUS.

4. HOI[HI/IcaHHaH JCKJIapanus 0 TOM, 4TO MECTO, CHOCO6, cocras, HOpMaTI/IBHHﬁ JAOKYMCHT, pCFHaMCHTI/IpyIOH_II/Iﬁ Ka4veCTBO IIperapara ocra-
JIMCh O3 U3MEHEHHS.

5. BenoMocTh U3MEHEHUH K YTBEPKICHHOMY HOPMaTHBHOMY JIOKYMEHTY 110 KOHTPOIIO KadecTBa U Oe3omacHocTr JIC.

A. 3 I3MeHeHUe HANMEHOBAHHS aKTUBHOH (hapMaleBTHYECKON CyOCTaHIIMH HIIU BCIIOMOTIaTEILHOTO BEIIECTBA Yeno- | [o- IIpo-
BHA Ky- e-
MeH- | mypa
ThI
u
JaH-
HBIE
1 1,2 1A
Ycnosus

1. dapmarieBTHYECKAsE CYOCTaHIMS/BCIIOMOTaTeIbHOE BEIIECTBO HE U3MEHSCTCSI.

JloxymeHTanus

1. CBuzetenbcTBO BeeMupHoit opranusanuu 3apaBooxpanenus (nanee — BO3) 00 yTBep)kIeHUH WK KOIHS TIepedHss Mex1yHapoIHOTO
HEMaTCeHTOBAaHHOTO HAMMEHOBaHUs. Eci npuMeHnMO, MOATBEPIKACHHE TOT0, YTO H3MEHEeHne cooTBeTcTBYeT ['ocynapcTtBeHHON Dapmako-
niee Pecrry6umku Kazaxcran. [lexknapanusi, 4T0 HAUMEHOBaHUE PACTHTEIBHBIX JICKAPCTBEHHBIX MTPENapaToB PaCTUTEIHLHOTO MPOUCXOXKICHHS
COOTBETCTBYET ToKyMeHTaM Pecriybnnkn Kazaxcras.

2. IlepecmoTpeHHas HHGOPMALHS O JIEKAPCTBEHHOM IIpernapare.

A. 4 3meneHne Ha3BaHUS U (WIN) afpeca: MPOU3BOANTENS (BKIIFOYAsI, €CIIM IPUMEHNMO, TUTOIAa 0K 10 KOHTPO- Yemo- | Ho- IIpo-
JIFO Ka4ecTBa), WK JiepKatelisi Mactep- (paiina aktuBHO# apmateBTrdeckoii cyocranimu (aanee- MOADC), BUS Ky- e-
WM TTOCTaBIIUKA aKTUBHOH (hapMalleBTHYECKOM CyOCTaHIINH, HCXOJHBIX MaTEPUAIOB, PEAKTUBOB HIIM IIPOMEXY- MeH- | mypa
TOYHBIX MPOJYKTOB, HCIOJIb3YEMBIX B IIPOU3BOACTBE AKTHBHOMH (hapMalleBTHUECKOH cyOcTaHIMH (€CIIN yKa3aHO B ThI
TEXHHYECKOM JIOChE), €CIIH B PETHCTPALIOHHOM J0ChE OTCYTCTBYIOT cepTH(HKATH cooTBeTcTBHs Ph. Eur., mim u
IPOM3BOAUTEISI HOBOTO BCIIOMOTaTEIBHOTO BEIIECTBA (€C/IU YKAa3aHO B TCXHHYECKOM JI0ChE) JaH-

HbIE

1 1, IA

2,3

Ycnosus

1. [Ipou3BoacTBEeHHAs IUIOIIAKA U HU OJHA U3 IPOU3BOJCTBEHHBIX ONEpalyii He U3MEHSETCSI.

JloxymeHTauus

1. OduunanbHbIH JOKYMEHT OT YIIOJIHOMOYEHHOI'O OpraHa (HalpuMmep, HaJIOrOBOTO OpraHa), B KOTOPOM YKa3aHO HOBOE Ha3BaHUE U (W) ajl-
pec.

2. IlonpaBka K COOTBETCTBYIOIIEMY(MUM) pa3aeny(aM) 10Che.

3. IIpu n3menennu HasBanus aepxaresiss MOADC — oOHOBIEHHOE pa3pelleHne Ha JOCTYII.

A. 5 I3menHeHne Ha3BaHUS U (WIN) afpeca MPOU3BOANTENS JIEKapPCTBEHHOTO MTpenapara, BKIF0Uasi BBIITY CKAOIINE Yemo- | Ho- IIpo-
IUIONIAAKH U IUIONIAAKH 10 KOHTPOIIIO KadyecTBa BHA Ky- e-
MeH- | mypa
ThI
u
JaH-
HbIE




Kazakcran Pecry6nmKachIHbIH 31€KTPOH/IBI HBICAHIAFbl HOPMATHBTIK KYKBIKTHIK Penaxuusiay kyHi 10.07.2020

; AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi 28.08.2020
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a) Jle#icTBusl, 32 KOTOpPBIC OTBEYAET IPOM3BOIUTENb (MMIIOPTEP), BKIIOYAIOT BBITYCK CEpUii 1 1, IA
2,3
6) JleiicTBHs, 32 KOTOPHIE OTBEYACT IPOU3BOAUTEIE/HMIIOPTED, HE BKIIOYAIOT BBITYCK CepUil 1 1, 1A
2,3

Ycnosus
1. Her u3MeHeHuUs B IPOU3BOACTBEHHOM MpoIiecce, (pakTHUeCKOM MeCTe PACHONIOKEHHS IUIOMIAAKH, B HOPMATHBHOM JOKYMEHTE [0 KOHTPO-

JII0 Ka4eCcTBa M O€30MaCHOCTH JICKapCTBCHHOI'O CPE€ACTBA.

JloxymeHTanus

1. Konus ucnpaBieHHOro pa3penieHus Ha MPOU3BOACTBO (TIPU HAIMYUH) WK O(QUIHATIBHBII JOKYMEHT OT COOTBETCTBYIOLIETO YIOIHOMO-
YEHHOTO OpraHa, B KOTOPOM YIIOMHUHAETCsl HOBOE Ha3BaHUE U (VJIH) ajpec.

2. Ecnu nprMeHnMo, TIoNpaBKa K COOTBETCTBYIOIEMY(MM) pa3zaeiy(aM) J0Che, BKIII0Uas IEPECMOTPEHHYIO HH(POPMAIIHIO O JIEKAPCTBEHHOM
mpenapare.

3. OOHOBIICHHAs KpaTKasi XapaKTepPUCTHKA JIEKapCTBEHHOTO Mpernapara, HHCTPYKIHS TT0 MEJUIHHCKOMY HPHUMEHEHHUIO (JIMCTOK-BKJIA/IBII),

MapKHpPOBKa.

A. U3meneHue Ko/ja aHATOMO-TepaneBTHIeCKo-xummuieckoi (aanee - ATX) kinaccudukanum VYeno- | Tpe- | Bun

6 BUS Oye- | mpo-
Mas 1e-
Ho- ay-
Ky- pbl
MEH-
Ta-
st

1 1,2 1B

VYcnosus

1. 3meHenue BeneacTBue yTBepxkaeHus wim u3menenus BO3 kona ATX.

JloxymeHTanus

1. CeuzerensctBo BO3 06 yTBepxaeHnn uiu konus nepeuss kogos ATX.

2. IlepecmoTpenHas HHMOpMANHS O JTEKapCTBCHHOM IpernapaTe (0OHOBICHHAS KpaTKas XapaKTePHCTHKA JIEKapCTBCHHOTO IIpernapara).

A. HckiroyeHne mpon3BOACTBEHHON IUIOMIAAKHU (B TOM YHCIIE IS aKTHBHOM (hapMalleBTHYECKO cyOcTaHIuy, VYemo- | Tpe- Bun
7 MPOMEKYTOUYHBIX IPO/IYKTOB, JIEKapPCTBEHHOTO TIpenapaTa, ynakoBIIHKa, IPOU3BOAUTEIIS, OTBETCTBEHHOTO BHS Oye- | mpo-
3a BBIIIYCK CEPUH, KOHTPOJIS Ka4eCTBa CEPHid MIIH MOCTABIIMKA HCXOIHOTO MaTepHaa, peakTHBa UIIH BCIIO- Mast 1e-
MOTaTeJIbHOTO BEIIECTBA (€CIIM YKa3aHbI B IOChE) no- ny-
Ky- pbl
MEH-
Ta-
st
1,2 1,2 1A

VYcnoBus
1. Ocraetcst He MeHee OIHOW paHee 0100PEHHOM MPOU3BOICTBEHHOM TLIOIIAIKH/TIPOU3BOAMUTENS, OCYIIECTRIISIOIINX T€ K€ (PYHKIIUH, 4TO U
noJyIesKalye uckioueHuto. Ecim npumennmo, B Pecriyonmke Kazaxcran ocraercs, 1o MeHbIIei Mepe, OJIHH IPOU3BOUTEIIb, OTBEYAIOIINIT

3a BBIIIYCK CEpHi, CIOCOOHBIN cepTU(UIIMPOBATH UCIIBITAHUE IPOAYKTA B LIEJISX BblITycKa cepuil B Pecriy6mmke Kazaxcran.

2. UcknroueHne He ABJIAETCS CJICACTBUEM KPUTHYECKUX HEAOCTATKOB ITPOU3BOJACTBA.

JloxyMeHTanus

1. B ¢opme 3asiBieHHsI O BHECCHUH U3MEHEHUIT HEOOXOANMO YEeTKO 0003HAYUTD «TEKYLIUX» U «IIpelaraeMbIX» IIPOU3BOUTENICH, IIepeyrc-

JICHHBIX B 3asIBJIICHUH O PETHCTPALHN.

2. IonpaBka K COOTBETCTBYOIIEMY(MM) pa3aeny(aM) JOChe, BKIIFOUAs IIEPECMOTPEHHYI0 HH()OPMAIHIO O JIEKapCTBEHHOM Iperapare.

VYeno- | Tpe- Bug

BUS Oye- | mpo-
Mast
no-

A. 8 I3MeHeHust 1aThl ayAMTa A7 BepU(BHUKALUE COOTBETCTBHS IPOU3BOIUTEINS aKTUBHOM (papMalieBTHYECKOi

CyOCTaHLIMM NPAaBUJIAM HaUISKALEH NPOU3BOACTBEHHOMN MPaKTUKH
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Ky- 1e-

MeH- | ay-

Ta- pbl

s
- 1 1A

JloxymeHTanus

1. IlucbMeHHOe OATBEPIKACHHUE IPOU3BOANTEIIS JIEKAPCTBEHHOT'O TIperiapara, coJepiKaliee ykazaHue o0 Bepu(puKanul COOTBETCTBUS ITPOU3-

BOJUTEINS aKTUBHOM (papMarieBTHueckoil cyocranumu [IpaBunam Hayiexaieil npon3BoACTBEHHO mpakTiku Pecriyonuku Kazaxcras.

b. smeHeHus kauecTBa

b.I AktuBHas ¢papmaneBTUyYeCKas CyOCTaHIIMS

b.I. a) [Ipon3BoacTBo

b.L.a.1 VI3MeHeHHe IPOM3BOAUTENS HCXOAHOTO MaTeprana/peakTHBa
/IPOMEKYTOYHOTO MIPOAYKTA, UCHOIB3yEMOTO B IIPOIECCE IPOU3-
BOJICTBa aKTUBHOM (hapmanieBTiueckoii cyocranuun (ADPC) umu u3-
MEHEHHE TIPOM3BOIUTENSI aKTUBHOH (papMarieBTHUYecKoil cyOcTaH-
1 (BKJIIOYAst, €CJIM NPUMEHUMO, IUIOLIAIKU 110 KOHTPOJIIO Kaue-
CTBa) aKTUBHOH (hapMaleBTHYECKOU CyOCTaHIINH, €CIIU B PETUCTPa-
IOHHOM JIOChE OTCYTCTBYET CepTU(UKAT COOTBeTCTBHA EBpomneii-
ckoit dapmakornee.

YcnoBus

Tpebyemast noKyMeHTaIHs Bun npouenypsr

a) [Ipennaraemblii MpoU3BOANTEIb IPUHAIICIKHUT K TOMH ke papma-
LEBTUYECKOU TPYIIIIE, YTO U 0{0OPEHHBIN POU3BOUTEIH

1,2,3

1,2,3,4,5,6,7,9 IB

0) BHeceHre HOBOTO MPOM3BOANTESI AKTUBHOW (hapMalieBTUHECKON
cyocrannum, obocHoBaHHOH MOADC

B) [peutaraemplii MPOU3BOUTEND HCIIOIB3YET PE3KO OTIIMYAOIINIH-
sl CIoco0 CHHTE3a WIIH YCIIOBUSI IPOU3BOJICTBA, KOTOPBIC MEHSIIOT
BaKHBIC IOKA3aTEIN KA4eCTBA aKTUBHOMN (hapMaIleBTHUECKOM Cy0-
CTaHIIMH, TAKHE KaK KaueCTBEHHBIN U (HITH) KOJIUYECTBEHHBIH HPO-
¢huite mpuMecel, TpeOYHOIIMIA KBATU(PHUKALUH, UIH HHU3UKO-XHMHUYe-
CKHe CBOMCTBA, BIMSIONIHE HA OHOOCTYITHOCTD

r) HoBblil mpon3BoanTE s MaTepraa, TpeOyOIero OIeHKH BUPYC-
HoH Oe3omacHOCTH U (WIIN) pucka TpaHCMECCHBHOM T'y04aTOH SHIIE-
(danonatuu (nanee — TI'D)

1) V3ameHeHue 3aTparnBaet GHONOTHYECKYIO aKTHBHYO (hapMareB-
THYECKYIO CYOCTAHIIMIO WITH UCXOIHBIH MaTepuall/peakTuB/mpomMe-
JKYTOYHBIN IPOAYKT, UCTIONB3YIOLIUIACS B TIPOU3BOACTBE GHOIOTH-
4eCKOr0/HMMYHOJIOTHYECKOT0 JICKapCTBEHHOTO IperapaTa

¢) M3MeHeHune nopsika KOHTPOJIS KauecTBa aKTUBHOW (papMalieBTH-
4YeCKOM CyOCTaHLIMM: CMEHa WM 100aBIeHHe IUIOMAAKHU, Ha KOTO-
poil ocymecTBIsIeTCS KOHTPOJIb/UCTIBITAHUE CEPHI

L5 B

k) BHeceHne HOBOTO NPOU3BOAUTENISI AKTUBHOM (hapMalieBTHYC-
ckoii cyocTtanmu, He nmeronied MOADC u Tpebyrommeii cymie-
CTBEHHOTO OOHOBJICHHSI COOTBETCTBYIOIIETO pa3/ielia JOChe MO aK-
TUBHOH (hapMalleBTHYECKO CyOCTaHIIH

3) BruitodeHne anpTepHATUBHOM IJIOIIAIKY 110 CTEPHIM3aLUH aK-
TUBHOH (hapMarieBTHYECKO# CyOCTaHIMHU C HCIIOIb30BAHHEM METO-
na I'ocynapcreenHoit @apmakonen Pecrry6imukn Kazaxcran

1,2,4,5,8 1B

I/I) BHecenue HOBO TIIONIAIKHU T10 MHUKpOHHU3aAUU

1,4,5,6 IB

k) VI3MeHeHus corylalleHui 1o UCIbITaHUSIM 110 KOHTPOJIIO Kaue-
CTBa OHOJIOTHYECKON aKTHBHOH (papManeBTHIECKOH CyOCTaHIUH:




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 10.07.2020

. aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 28.08.2020

™ s - I?Tanogm,lﬁ Kﬁ)mponbmﬂﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 10.07.2020
ecryOmukn Kazaxcra B 2JIEKTPOHHOM BHJIE TlaTa ckaunBanus 28.08.2020

3aMCHa WJIK BKIIOUCHUC TUIOLIAIKU, HA KOTOpOﬁ OCYLIECTBIISACTCS
KOHTpOJ'II:/I/ICHLITaHI/IH Cepﬂﬁ, BKJITOYas OHOJIOTHUECKUiT/ HUMMYHOJIO-
THYECKHUIA/ I/IMMyHO—XI/IMI/I'-ICCKI/Iﬁ METOQ

1) HoBas rurorma/zika rmo XpaHeHHUIo IrIIaBHOTO 0aHKa KJIETOK H (WJIN) - 1,5 IB

pabounx GaHKOB KIETOK

VcnoBus

1. Cnerdukauy HCXOAHBIX MaTEPHAIOB U PEAKTHBOB (BKJII0Yast BHYTPUIIPOU3BOACTBEHHBIC KOHTPOIIH, METO/bI aHATHN3a BCEX MATCPHAIIOB)
UCHTUYHBI paHee ogo0peHHbIM. Crienudukaiyy (BKI0Yasi BHyTPUIPOU3BOJICTBEHHBIH KOHTPOJIb, METO/IbI aHAJIN3a BCEX MATEPHAJIOB), CIIO-
COOBI TIPUTOTOBJICHHUS (BKJIFOUAst pa3Mep CEPUH) U MOJAPOOHBIH CrIOCOO CHHTE3a IPOMEKYTOUHBIX MPOIYKTOB U aKTHBHBIX (hapMarieBTHIe-
CKHX CYOCTaHIMI HICHTHYHBI paHee 0J00PEHHBIM.

2. AxtuBHas (apManeBTHIECKas CyOCTAHIHUA He SBIACTCS OMONIOTNYECKOH/ MMMYHOIOTHYECKOI MM CTEPHIbHOM.

3. Ecii B mporecce Mpon3BOICTBA UCIIONB3YIOTCS MaTEPHAIIBI YEITOBEYECKOTO MITH JKHBOTHOTO MTPOUCXOKACHHSI, IPOM3BOANUTEIb HE UCTIOIb-
3yeT HOBOT'O [IOCTABIIMKA, B OTHOLICHUH KOTOPOro TpeOyeTCst OLIEHKA BUPYCHOM 6e30MacHOCTH i cooTBeTcTBUE ['ocynapcrBerHoit Papmako-
nee PecniyGnuku Kazaxcran Mo MEHHUMH3AIMK PUCKA TIEPEIauy areHTOB I'y04aToil SHIe(asonaTuy )KUBOTHBIX MMOCPEICTBOM JIEKAPCTBEHHBIX
MpenaparoB JUlsi MEIUIHHCKOTO U BETEPUHAPHOTO MPUMEHEHHSI.

4. Tpchq)ep METoaa Co CTapOi/'I Ha HOBYIO INIOIIAZKY ITPOU3BEJACH YCIICIIIHO.

5. Cnenuduxanms Ha pa3Mep YaCTULl aKTUBHOH (hapMaIleBTUYECKOH CyOCTaHIIMU ¥ COOTBETCTBYIOIIMI aHAMUTHYECKHI METOJ] HE H3MEHSIOT-
csl.

JloxymeHTanus
1. Ecnu nmpuMeHnMo, TonpaBKa K COOTBETCTBYIOIEMY (M) paszaeny(am) gocke.

2. lexnapanusi AepskaTesisi perucTpaldoHHoro ynocropepenus win aepxarens MOADC cooTBETCTBEHHO, YTO MPOLEAYPHI KOHTPOJISA Kade-
cTBa crioco0a cuHTe3a (WM JUIsl PAaCTUTEIBHBIX JIEKaPCTBEHHBIX IPENapaToB (COOTBETCTBEHHO): METO/Ia IIPUTOTOBJICHHS, reorpaduiyeckoro
HCTOYHMKA, IPOM3BOCTBA PACTUTENILHON (hapManeBTHYECKOH CYyOCTaHIMH 1 Ipoliecca IPOU3BO/ICTBA) U CHENU(HUKALIK aKTUBHON (apma-
LEBTHYECKOI CyOCTaHIIUM M HCXOJHOT'0 MaTepHaa/peakTHBA/ IIPOMEKXYTOUHOTO MPOIYKTA B IIPOLIECCE IPOM3BOICTBA aKTUBHON (papMarieBTH-
YeCcKOo# cyOCcTaHIMH (€CIIM IPUMEHHMO) HEe OTJIMYAIOTCS OT paHee 0100pEHHbIX.

3. JIubo ceprudukar coorserctBus Epponeiickoit @apmakomnen o TI'D asist 1:060ro HOBOro HCTOYHKUKA MaTepHaa, 100 (eciu MpUMeHn-
MO) TOKYMEHTAJIbHOE MOATBEPKICHHUE TOT0, YTO HCTOYHUK MaTepHaa, nojasepkeHHbli pucky TI'D, paHee ucciaen0BajIcs yHOITHOMOYECHHBIM
OpraHoMm; u ObUIO NOATBEPIKAEHO ero cooreTcTBUe ['ocynapcTBenHoi @apmakonee PecyOunuku Kazaxcran no MUHUMU3ALUK pHCKa Iepe-
Jla4 areHTOB ry64aToif sHIedanonaTHy )KUBOTHEIX II0OCPEICTBOM JIEKaPCTBCHHBIX NIPENapaToB Ul MEAUIUHCKOTO U BETCPUHAPHOTO IIPHMe-
HeHus. Heo6XomuMo npencTaBuTh CleyIomue CBeJCHN: Ha3BaHUE IPOU3BOIUTEIS; BU/] )KUBOTHBIX M TKaHH, U3 KOTOPBIX MOIYYCH MaTepu-
aJI; CTpaHa IPOUCXOXKICHHS KUBOTHBIX, €TI0 HCIIONB30BAHUE H IIPUEMIIEMOCTD B IIPOLITIOM.

4. lanHble aHanu3a cepuit (B popMare CpaBHUTEIBHON TaOIHIIbI), IO MEHBILIEH Mepe, ABYX cepuil (10 MEHbIIeH Mepe, OIBITHO-IPOMBIIIICH-
HBIX) aKTUBHOI1 (hapMaleBTHYECKOH CYyOCTaHIMK OT TEKYLIMX U MPEJIaraeMbIX ITPOU3BOANUTEICH/TUIONIA IOK.

5. B dopme 3asiBieHHs 0 BHECEHUH U3MEHEHU I HEOOXOANMO YEeTKO 0003HAYUTD «TEKYLIMX» U «IIpeularaeéMbIX» MPOU3BOJUTENEH, KaK yKa3a-
HO B pazzene 2.5 hopMBbl 3asIBICHUS.

6. Ecnu aktuBHast (hapMalieBTHUeCKas CyOCTaHIUSI HCIONIB3YEeTCs B KAYeCTBE HCXOAHOT0 MaTepuaia, NeKIapalus KBaTupUIMpOBaHHOTO JI1-
a2 K&KIOTO JepsKaTest JUICH3UH Ha TIPOU3BO/ICTBO, YKA3aHHOTO B 3asBICHUN, U KBATH(HUIIMPOBAHHOTO JIHIA KaXIOTO AEPyKaTeNIs IUICH-
31U Ha POM3BOJCTBO, YKA3aHHOTO B 3asIBIICHHHU B Ka4eCTBE OTBETCTBEHHOTO 3a BBIMYCK cepuil. B neknaparmsax HeoOX0quMo yKas3aTs, 4T
MIPOM3BOINTENb(M) aKTUBHOM (papMarieBTHUECKO# CyOCTaHIIMK, YKa3aHHBIN(€) B 3asBICHHHU, OCYILECTBISCT(I0T) CBOIO JICSITENBHOCTD B COOT-
BercTBuH ¢ [IpaBriiamMu HayIeKaleil NPOU3BOACTBEHHO npakTHkK PecryOuikn Kazaxcran B OTHOIICHHH HCXOAHBIX MaTepuasoB. [Ipu
OIpe/IeNICHHBIX 00CTOSATENBCTBAX JOITYCKACTCS IIPECTABIATh OAHY JeKIapaluio (CM. mpuMedanue K u3menenuio b.11.6.1).

7. 'apanTuiiHoe NHCHMO (TIPU HEOOXOAMMOCTH) TPOU3BOAUTEINS AKTHBHOI (hapMalleBTHYECKOH CyOCTaHIMU OMOBEIIATh ACPKATENs Pert-
CTPAILMOHHOTO YA0CTOBEPEHHS O JIIOOBIX H3MEHEHHSX TPOIIECCA MPOU3BOICTBA, CIIEIUPHUKAIMI U AHATUTHYECKNX METOIUK aKTUBHOMN (papma-
LEBTUYECKOW CyOCTaHIIHH.

8. IToaTBEpXKACHKE TOTO, YTO MpeyIaraeMast IO AKa JOJDKHEIM 00pa3oM JIMICH3UPOBaHa B OTHOIICHHHU PACCMATPUBAEMOI JICKapCTBEHHOM
(hOpMBI, JIEKApCTBEHHOTO MperapaTa Wil MPOU3BOJACTBEHHON ONEpaIliy.

9. CpaBHHTENIBHBIC JaHHEIE (B ()OpME TaOIUIBI) CIOCOO0B CHHTE3a U Criel()HKAIK KauecTBa aKTHBHOM (apManeBTHIECKOi CyOCTaHINN U
HCXOJHOTO MaTeprala/peakTHBa/IpOMEXXyTOYHOTO IIPOJyKTa B IIPOIIeCcCe IIPOU3BOICTBA AKTUBHOH (hapMalleBTUYECKON CyOCTaHIINH IIpeyla-
TaeMOro ¥ YTBEPKICHHOTO IIPOU3BOIUTENS

b.I.a.2 M3MeHenust mpoliecca MPOU3BO/ICTBA aKTUBHOM (apmatieBTu- | YcnoBus Tpebyemast TOKyMeHTAIHs Bun npouenypst
YEeCKOW CyOCTaHIIH
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a) HesnaunMoe n3MeHeHue npoliecca Npou3BOCTBA aKTHBHOW (ap- 1,2,3,4,5,6,7 1,2,3 1B
MaleBTHYECKOH CyOCTaHINH

0) 3HauMMOe M3MEHEHHUE TpoIlecca MIPOU3BOACTBA aKTHBHOI papma- | - - I
[EBTUYECKO CyOCTAHIIMH, KOTOPOE MOKET OKa3aTh CYIIECTBEHHOES
BIIMSIHHE Ha Ka4eCTBO, 0€30MacHOCTh WK 3P (HeKTHBHOCTH JeKap-
CTBEHHOT'O TIperapara

B) M3MeHeHue 3aTparuBaeT OHOJIOTHYECKYH0/ NMMYHOJIOTHYECKYIO - - I
CyOCTaHLHIO MM HCIIOJIb30BaHHE IPYroro BELIECTBA, OJIYyYCHHOIO
MyTeM XUMHYECKOTO CHHTE3a, IIPHU [IPOU3BOACTBE OHOIOTHYECKOTO
/MMMYHOJIOTHYECKOTO JISKAPCTBEHHOT'O ITpernapara, KOTOpoe MOXKET
0Ka3aTh CYIIECTBEHHOE BIMSIHHIE HA KAYECTBO, 6E30MaCHOCTD MITH
3¢ (heKTHBHOCTH JTEKapPCTBEHHOTO Mperapara i He CBsI3aHO C IPOTO-
KOJIOM

r) M3MeHenue 3aTparuBaeT pacTUTEIbHbIH JISKAPCTBEHHBIH Iperna- - - II
par, a UMEHHO: reorpaguueckuii ICTOUHHK, CIOCO0 NPOU3BOACTBA
WM TIPUTOTOBJICHHS

1) Hesnaunmoe n3meHenue 3akpoiroit yactu MOADC - 1,2,3,4 1B

YcnoBust
1. HexxenarenbHOE H3MEHEHHE KA4€CTBEHHOTO MIIH KOJIMYECTBEHHOTO Mpoduiist mpuMeceit nik GU3nKO-XMMHYECKHX CBOMCTB OTCYTCTBYET.

2. Crnioco0 CHHTEe3a OCTAeTCs TEM JKe, TO €CTh IPOMEKYTOUYHBIE IPOAYKTBI HE H3MEHSIOTCS U B IIPOLIECC HE BBOASATCS HOBBIC PEAKTUBBI, KaTa-
JIM3aTOPBI MK PAcTBOpUTENH. ['eorpaduueckuii HCTOYHUK, IIPUTOTOBICHUE PACTUTEIILHOTO CHIPBS U CIIOCO0 MPON3BOACTBA JIEKaPCTBEHHBIX
PaCTUTENBHBIX PENapaTOB HE U3MEHSIOTCS.

3. Cneundukaniy akTHBHON (papMarieBTHUECKOI CyOCTaHIIMK U IPOMEKYTOUHBIX MPOJYKTOB HE U3MEHSIOTCS.
4. VI3MeHeHne TTOTHOCTBIO OMHCHIBACTCS B OTKPBITOM YacTH (dacT «3asuteisi») MOADC (ecinm nmpuMeHHMO).
5. AxtuBHas (papMmaleBTHYECKast CyOCTaHIMsI HE SBISCTCS OUOIOrMYECKOH/ IMMYHOJIOTHYECKON CyOCTaHIIUEH.

6. I3MeHeHIe He 3aTparuBaet reorpa@uuecKiii HCTOYHHUK, CII0CO0 TPOU3BO/ICTBA WITH IIPUTOTOBIICHHUS JICKAPCTBEHHOTO PACTUTEILHOTO Mpe-
mapara.

7. I3mMeHeHue He 3aTparuBaet 3akpbeiToit yactu MOADC.

JloxymeHTauus
1. ITonpaBka kK cOOTBETCTBYIOIIEMY(MM) pa3neny(am) 10Che, BKIIIOYAs MPSIMOE CPAaBHEHUE TEKYILEr0 U HOBOTO MPOLIECCOB.

2. Jlannsle aHanu3a cepuit (B popMare CpaBHUTENIBLHON TAaONUIIBI), IO MEHBIIIEH Mepe, IBYX CepHii (110 MEHbILEeH Mepe, OIBITHO-IIPOMBIIILICH-
HBIX), IPOU3BEICHHBIX C IIOMOILBIO 0JJ00PEHHOr0 U NPEAIaraeMoro NpoLEeccoB.

3. Konuu yTBepsKICHHBIX cHelU(pUKayil akTHBHON (hapManieBTHIecKoil CyOcTaHIuN.

4. Jlexnapanysi iepkatesisi perucTpaluoHHOrO yaocToBepenus win aepxarenss MOADC cooTBETCTBEHHO, YTO U3MEHEHHE KAYECTBCHHOTO U
KOJIMYECTBEHHOTO PO uIIs mpuMeceit 1in GU3NKO-XHMHUYECKHX CBOWCTB OTCYTCTBYET, CIIOCOO CHHTE3a, Crieliu(UKaIii akTHBHOM (hapma-
LEBTUYECKOH CyOCTaHIIMU U IPOMEIKYTOUHBIX IIPOLYKTOB HE H3MEHSIOTCSL.

[Tpumeuanue k b.I1.a.2.0) [Tox 3Ha4YNTEIbHBIMU U3MEHEHHSIMU aKTUBHBIX (papmMa-
LUEBTHYECKUX CYOCTAHIIHUA, TOTyYSHHBIX yTEM XUMHUYECKOTO CHHTE-
3a, IIOJPa3yMEBAIOTCS H3MEHEHHMS CII0co0a CHHTE3a WM yCIOBHI
MIPOU3BOCTBA, KOTOPBIE CIIOCOOHBI H3MEHUTD BaXKHBIC IIOKA3aTEIN
KauecTBa aKTHBHOW (hapManeBTHIECKO CyOCTaHINNI, TAKHE KaK Ka-
YECTBEHHBIN 1 (MJIM) KOJIMYECTBEHHBIN MPOGHIIL TpuMeceil, Tpedyro-
i KBamHUKaLy, HiId GHU3UKO-XUMIYECKHUE CBOMCTBA, BIIHSIO-
Iye Ha OMOJIOCTYITHOCTb.

b.l.a.3 M3meneHue pazmepa cepun (BKJIIOYast AUANa30HbI pazmepa VYcnosus Tpebyemast fokyMeHTaLUst Bup npouenypsr
Cepur) aKTHBHOU (hapManeBTHIECKOi CyOCTaHIUN MITH IIPOMEXKY-
TOYHOTO IPOAYKTA, HCIIOIb3yeMOro B IpoIecce IPOU3BOICTBA aK-
TUBHOH (hapMaleBTHYECKO CyOCTaHIIH

a) YBenuueHue pa3Mepa cepuu BIUIOTh 10 10 pa3 mo cpaBHEHUIO ¢ 1,2,3,4,5,6, 1,2,5 1B
3aperuCTPUPOBAHHBIM Pa3MEPOM 7,8

6) 10-kpaTHOE pa3yKpylHEHHE 1,2,3,4,5 1,2,5 1B
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B) l3MeHeHne TpeOyeT aHaIN3a COIOCTaBIMOCTH OHOIOINYECKOH - - I
/MMMYHOJIOTUYECKOH aKTHBHOH (hapMaIieBTUUECKOH CyOCTaHIIHI

r) YBenuueHue pa3mepa cepun 6onee 10 pas o cpaBHEHHIO ¢ 3ape- - 1,2,3,4 IB
THCTPHPOBAaHHBIM Pa3ZMepOM

1) YBennueHne/yMeHbIIIEHHE MaciITaba IpOru3BOICTBa OHOIOTHYe- - 1,2,3,4 1B
CKOW/MMMYHOJIOTHYECKOW aKTUBHOM (papMarieBTHUECKOi cyOcTaH-
1uH 0e3 U3MEHEHHs Ipoliecca IIPOU3BOJICTBA (HAIpUMeEp, XyOIupo-

BaHUE JINHUH)

VYcnoBust

1. Bce n3MeHeHus METOIOB IPOU3BO/ICTBA 3aTPATUBAIOT JIUIIb HEOOXOAUMBIE JUISl YKPYITHEHUSI WITH Pa3yKpyHEHHsI, HATPUMEP, UCIIONb30Ba-
HEe 000pyIOBaHKE APYTOro pa3Mepa.

. Heo6xonumo npencraBuTh pe3ysibTaThl HCIIBITAHUIT COTIIACHO CrielU(UKalUsIM He MEHee ABYX CepHuil IpeiaraeMoro pa3mepa Cepuu.
. PaccmaTpuBaemblii JiekapcTBEHHBIHN Npenapar He SBISeTCsl ONONIOrHYeCKMM/MMMYHOJIOTHYECKHM JIEKApPCTBEHHBIM IIPENIapaToM.

. VI3MeHeHue He BIMSET HeXeNlaTeIbHbIM 06pa30M Ha BOCIIPOU3BOAUMOCTS IIpoLecca.

2
3
4
5. i3MeHenune He TOIKHO OBITH CIEACTBUEM HENPEIBUACHHBIX CUTYAIUi, BOSHUKIINX B XOJ€ IIPOM3BOJICTBA, HJIM HAPYIIEHUS CTAOMIBHOCTH.
6. Crenudukanyy akTHBHOH papManeBTHIECKOI CyOCTaHIMN/IIPOMEKYTOUHBIX IPOAYKTOB HE H3MEHSIOTCS.

7. AxtuBHas (papMmaleBTHYECKas CyOCTaHIMs HE SBJISETCS CTePUIIBHOM.

8

. Pa3mep cepun Haxoznsarces B npegene 10-kpaTHOro auanasoHa pasMepa CepuM, IpelyCMOTPEHHOTO IPH PErUCTPALUK HIIM T10CIE MOCIIENYI0-
IIEr0 U3MEHEHHU, He SBJIABIIET0Ccs n3MeHeHneM A tuma.

JloxymeHTanus
1. ITonpaBka k cOOTBETCTBYIOIIEMY(HM) pa3aeny(am) 10Che.
2. Homepa cepuii HCTIBITAHHBIX CEpUI UMEIOT MIPeIaraeMblii pa3mMep CepHHu.

3. Jlannsle aHanu3a cepuit (B popMare CpaBHUTEIBHON TAaOIHULIBI), IO MEHBIIIEH Mepe, OHOH NPOMBILITIEHHONH CepHH aKTHUBHOH (hapMaleBTH-
YEeCKOM CyOCTaHLIMM MM IPOMEXYTOUHOT'O IPOLYKTa COOTBETCTBEHHO, IIPOM3BE/ICHHOM B yTBEpKAESHHOM U IpeanaraeMoM pasmepe. I1o 3a-
Ipocy HEOOXOAUMO IIPEJICTABUTH JAHHBIE IO CJICTYIOIINM JIBYM HOIHBIM IIPOMBIIIICHHBIM CEPHAM; JepiKaTelb 0053aH COOOIHTE, €CIH pe-
3yJIBTAThl aHAJIM3a HE YKIAJBIBAIOTCS B CICHU(UKALNIO U PEIUIOKUTD TIJIaH IeHCTBHIA.

4. Konnu o100peHHBIX crennprKaIni akTHBHON (papMaIieBTUUECKO# CyOCTaHINH (M IPOMEXKYTOUHBIX MPOAYKTOB, €CITH IPUMEHUMO).

5. exnapanust AepskaTesisi perucTpaluoHHOro ynoctoBepenus win aepxarenst MOADC cooTBETCTBEHHO, YTO BCE U3MEHEHHS] METOJIOB MIPO-
M3BOJICTBA 3aTPAarMBalOT JIHMIIb HEOOXOANMBIE ISl YKPYITHEHHUS WK pa3yKpYITHEHUsI, HallpuMep, UCIIOJIb30BaHHE 000pYJ0BaHKE IPYTOro pas-
Mepa; U3MEHEHHE He BINSET HeXeIaTeIbHBIM 00pa30oM Ha BOCIPOU3BOIMMOCTS ITPOIIEcCa; U3MEHEHHE HE SIBIISIETCS CIICACTBHEM HEIPE/IBU-
JICHHBIX CHTYallWi{, BO3HUKIIHNX B XOZ€ MIPOU3BOJICTBA, WIIM HAPYIICHHS CTaOMIBHOCTH; ClIeLU(pHUKAILIMN aKTUBHON (papMalieBTHYECKOM Cy0-
CTaHLIMH/TIPOMEKYTOUHBIX IIPOJTYKTOB HE H3MEHSIOTCS.

b.1.a.4 lI3meHeHne BHYyTPUIIPOU3BOICTBEHHBIX HCIIBITAHUH HIIH KPH- VYcaoBus TpeOyemast JOKyMeHTaLUs Bun npouenypsr
TEpUEB MIPUEMIIEMOCTH, UCIIOIb3YIOIINXCS MTPU TPOU3BOJICTBE aK-
TUBHOH (hapMaleBTHYECKO CYyOCTaHIIH

a) YkecToYeHHe BHYTPUIIPOU3BOJICTBEHHBIX KPUTEPUEB MIPHUEMIIE- 1,2,3,4 1,2 1A
MOCTH
0) JlobaBieHne HOBBIX BHYTPHUIIPOU3BOICTBEHHBIX HCITBITAHUI WIIN 1,2,5,6 1,2,3,4,6 1A

KpUTEPUECB IIPUEMIIEMOCTHU

B) MckiroueHne HE3HAYMMOT O BHY TPHIIPOU3BOICTBEHHOT'O UCTIBITA- 1,2,7 1,2,5 1A
HUS
r) Pacimpenue o100peHHBIX BHY TPUIIPOM3BOICTBEHHBIX KPUTEPHU- I

€B [IPUEMIIEMOCTH, KOTOPBIE CYIIECTBEHHO BIIHSIOT HA COBOKYITHOE
Ka4eCTBO aKTUBHOE (hapMaleBTHYECKOW CyOCTaHIIMN

1) VckiroueHrne BHYTPHIIPOM3BOACTBEHHOTO HCIIBITAHHSI, KOTOPOE I
MO>KET CYLIECTBEHHO IOBJIMATH Ha COBOKYITHOE KaueCTBO aKTHBHOM
(apmaneBTHUECKOM CyOCTaHIIMU

¢) JlobaBiieHne wiy 3aMeHa BHY TPHIIPOU3BOICTBEHHOT'O UCTIBITAHHS 1,2,3,4,6 1B
u3 coobpakeHHii 6E30IaCHOCTH MIIM KauecTBa




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 10.07.2020
; AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi 28.08.2020
. s - DTaNOHHBIA KOHTPOJIBHBINA GAHK HOPMATUBHBIX [IPABOBbIX AKTOB Jlata pexaKuun 10.07.2020

Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE TlaTa ckaunBanus 28.08.2020

YcnoBust

1. I3MeHeHMe He ABIISETCs CIEICTBHEM KaKOro-JIN00 00s3aTelIbCTBa, IPUHATOTO 110 Pe3yJIbTaTaM paHee MPOBEAEHHBIX KCIEPTH3 C LEIbI0
aHaNIM3a KPUTEPUEB IIPUEMIIEMOCTH CIIeNU(UKAINY (HAIPUMep, B X0/ie PETUCTPAINy MK BHeceHHs u3MeHeHuit 11 tuma).

2. VI3MeHeHune He SIBISIETCS CIICACTBUEM HENIPEABUICHHBIX CUTYalMil, BOHUKIINX B XOJIe IIPOM3BO/ICTBA, HAIIPUMEp, HOBasi HEKBATH()UIIUPO-
BaHHAs NPUMECh, U3MEHEHHUE MPEJIENIOB COCPKaHNsI CyMMBI IIPUMECEH.

3. JIro6oe n3MeHeHHe TOJKHO YK bIBATHCS B AMAMAa30H ACHCTBYIOUIMX 0I00PEHHBIX KPUTEPUEB IPUEMIIEMOCTH.
4. Ananurruyeckas METOIMKA HE M3MEHSIETCS MIIM U3MEHSIETCS HE3HAUUTEILHO.

5. Hu ouH HOBBII METO/ MCIIBITAHUSI HE OCHOBAH HAa HOBOM HECTAHIAPTHOM METOJOJIOTHH I CTaHIaPTHON METOI0JIO0THH, HCIIONB3YeMOi
M0-HOBOMY.

6. HoBbIil MeTO/ MCTIBITAHUS HE SABIISICTCS OMOJIOTHYECKUM/UMMYHOJIOTHYECKUM/UMMYHOXUMHUYECKAM HITH METO/IOM, B KOTOPOM HCIIOJIB3YeT-
sl OMOJIOTHYECKHH PEaKTUB JUIsl OMOJOTHYECKON aKTUBHOM (hapMaLieBTHUECKON CyOCTaHIINH (32 HCKIIIOUSCHUEM CTaHIapTHBIX (apMakoneii-
HBIX MHKPOOHOJIOTHYECKUX METO/IOB).

7. Iapametp cnienuurKauy He 3aTparuBaeT KPUTUYECKHUA TapaMeTp, HarpuMep, 000N U3 CIEAYIONHX: KOJINYECTBEHHOE OIpeeIeHHE,
IIpuMecH (€CIIH TOJIBKO OIPE/IeNICHHBIN PaCTBOPUTEIH OJTHO3HAYHO HE MCIOJIB3YETCs B IPOU3BOJICTBE aKTHBHOHN (papMarieBTHUECKO cyOcTaH-
IIUN), Tr00ast KpUTHYECKask PU3MIECKasi XapaKTEPUCTHKA, HAaI[PHIMEp, pa3Mep YacTHII, HachIITHAsl IUIOTHOCTH JI0 U ITOCJIE YIUIOTHEHHUS, NCIIbITa-
HHE Ha NOAJIMHHOCTb, BOJA, JIF00O0i1 3apoc Ha M3MEHEHUE YaCTOTHI UCIIBITAHUI.

JlokymeHTanus

1. ITonpaBka k cOOTBETCTBYIOIIEMY(MM) pa3aeny(am) 10Che.

2. CpaBHHTEIbHAS TA0IMIA TEKYIIUX U NPEUIaraeéMbIX BHYTPUIIPOU3BOJICTBEHHBIX UCIIBITAHUI.

3. IlogpoOHOe onrcaHre HOBOro He(apMaKONEeHHO! aHATUTHYECKOH METOJUKH U JAaHHBIE BaTUAALNH (B COOTBETCTBYIOLIMX CITyYasX).

4. JlaHHble aHaIM3a JIBYX IPOMBIIIJIEHHBIX CepUi (U1 OMOJIOrMYECKUX aKTUBHBIX (hapMaleBTHUECKUX CyOCTaHIMMH, B OTCYTCTBUE JODKHBIX
000CHOBaHHH, — TPH MPOMBIIIICHHBIE CEPHH) aKTUBHOM (hapMalleBTHYECKOW CYyOCTaHIMH 110 BCEM ITapaMeTpaM CIeU(pHUKAIHH.

5. O60cHOBaHNE/OLEHKA PUCKOB CO CTOPOHBI JiepKaTels perucTPaliOHHOT0 yaocToBepenus uin jgepxkareinst MOADC cooTBETCTBEHHO,
HOATBEPKIAIOMINE, YTO BHYTPUIIPOU3BOICTBEHHBIE TIAPAMETPhI SBIIAIOTCS HE3HAUYMMBIMU MM YCTAPEBIIUMHU.

6. O60CHOBaHME CO CTOPOHBI ACPIKATEIISI PETUCTPALIMOHHOTO yaocToBepeHus unu aepxatenst MOADC coOTBETCTBEHHO HOBBIX BHYTPHUIIPO-
W3BOJCTBEHHBIX UCIBITAHUH U IPEJIENIOB.

b.I.a.5 M3MeHeHue akTHBHOM (papMarieBTHUECKOM CyOCTaHIINH Ce- VYcnosust TpebOyemast TOKyMeEHTAIHsI Bun npouenypst
30HHOH, NMpenanAeMUYecKON UIU MaHAeMUYeCKON BaKIIMHbI IS
POQHIAKTUKY TPHIIITA

a) 3ameHa mTaMMa(0B) CE30HHOH, IPENaHAeMUYECKO NN TaH ie- I
MHYECKO# BaKIIMHBI TS IPOPUIAKTUKH TPUIINA

b.I. 6) KouTponp kauecTBa akTUBHOM (papMarieBTUIECKON CyOCTaHITUU

b.1.6.1 V3menenne mapaMeTpoB crielin(pUKanuy 1 (WIK) KPUTEPUEB PUEMIIEMOCTH aKTHBHON (papMarieBTHYe- VYemo- | Tpe- Bun
CKOH CyOCTaHLIMH, HCXOHOTO MaTepuaa/mpoMexyTOYHOTO IIPOIyKTa/peakTHBa, HCIOJIL3YEMBIX B IIpoLecce BUS Oye- po-
HPOU3BO/CTBA aKTUBHOH (hapMaLeBTHUECKON CyOCTaHIIUH Mas 1e-
IOKy- | ay-
MEH- jusi
Tauus
a) YKeCTOUeHHE KPUTEPUEB IPUEMIIEMOCTH CIELU(UKALIIN JIEKAPCTBEHHBIX MPENapaToB, NOAISIKAIMX BhITYyC- 1,2, 1,2 1A
Ky cepuit opULIHATBHBIM KOHTPOJIBHBIM OPraHOM 3,4
0) YikecTo4eHHE KPUTEPHEB IPUEMIIEMOCTH CrielU(UKAIIN 1,2, 1,2 1A
3,4
B) JloGaBieHue B crielu(puKaLuio HOBOTO IapaMeTpa U COOTBETCTBYIOLIEr0 €My METO/1a UCIIbITaHHs 1,2, 1,2, IB
5,6, 3,4,7
7
r) UckinoueHne He3HaYUTEIbHOT0 IIapamMeTpa crienuuKanuy (Hanpumep, HCKIF0YSHHE YCTapeBIIero napameT- 1,2, 1,2,6 | 1A
pa) 8
1) Uckmouenne mapamerpa crieuduKaum, KOTOPbI MOKET CYIIECTBEHHO MOBIHATH HA COBOKYITHOE Ka4eCTBO 1I
AKTHBHOMW (hapMalleBTUYECKON CyOCTaHIMU M (MJIH) JIEKaPCTBEHHOTO MpernapaTa




Kazakcran Pecry6nmKachIHbIH 31€KTPOH/IBI HBICAHIAFbl HOPMATHBTIK KYKBIKTHIK Penaxuusiay kyHi 10.07.2020

. aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 28.08.2020
- ‘ a ,' l DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata perakiun 10.07.2020
Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE TlaTa ckaunBanus 28.08.2020
¢) lI3smeHenue, BRIXOAMIIEE 32 OXOOPEHHBIH THANa30H KPUTEPHEB IPHEMIICMOCTH CHeIU(HKaIIil aKTUBHOH (ap- I
MalEeBTHYECKON CyOCTaHIIUH
k) Pacimpenne o100peHHBIX KPUTEPUEB IPUEMIIEMOCTH ClieHU(pUKANK Ha HCXOAHBIC MaTEPHAIIBI/ TIPOMEXY- 11

TOYHBIE POAYKTHI, KOTOPHIC CYIIIECTBEHHO BIHUSIOT HA COBOKYITHOE KaueCTBO aKTHBHOH (hapMaIieBTHUECKOI Cy6-
CTaHIMHU ¥ (MJIH) JIEKApCTBEHHOTO TpenapaTa

3) JloGaBneHue i 3aMeHa (MCKIII04Yas ONOJIOrMYeCKy0 M HMMYHOJIOTHYECKYIO CyOCTaHIIMIO) HapaMeTpa CIeLu- 1,2, 1B
(DMKAIMU U COOTBETCTBYIOIIETO €My METO/Ia CIIBITAaHUS U3 COOOpaXKeHHii 6E30MaCHOCTH MITH KauecTBa 3,4,

5,7
n) Eciiit Ha akTHBHYIO (papMalieBTHYECKYI0 CYOCTaHIIUIO OTCYTCTBYET cTaThs ['ocynapcrBeHHoit dapmakornee 1,2, IB
Pecniy6onuku Kazaxcran, n3MeHeHHe COOCTBEHHBIX TaHHBIX ClICNM(UKAINK Ha TaHHbIe HeO(DHIMAIbHOH Bapma- 3,4,
KOTIeH Win (hapMaKoIlen TPeThel CTPaHbI 5,7
Ycnosus

1. VI3MeHeHue He SBISETCS CIEACTBHEM JTI000r0 0053aTeNbCTBa, IPUHATOTO [0 PE3yJbTaTaM paHee IPOBEACHHBIX IKCIIEPTH3 C LIEIIBIO Mepe-
CMOTpa KPUTEPHEB MPUEMIIEMOCTHU crieldUKaIiy (HApHMeEp, B X0/1€ PETUCTPAIMH JIEKApCTBEHHOTO MperapaTa Wiid BHECEHUH H3MEHEHHUI
1I Tuma).

2. VI3meHeHue He SIBISETCS CJIEACTBHUEM HEIIPEABUICHHBIX CHTyaHHﬁ, BO3HHUKIINX B XOA€ IIPOU3BOACTBA, HAIIPUMED, HOBOM HeKBaJ’II/I(bI/ILII/IpO—
BaHHOU IIpUMECH, U3MCHCHUSI TIPEACIIOB COACPIKAHUS CYMMBI HpI/IMCCGfI.

3. JIro6oe u3MeHeHHe JJOJDKHO YKIIabIBATHCS B AMAIIA30H TEKYIINX 0J00PEHHBIX KPUTEPUEB IIPHEMIIEMOCTH.
4. AHanuTHuecKas METOJMKA HE U3MEHACTCS MM U3MEHSETCS] HE3HAUUTENIbHO.

5. Hu oguH HOBBIM MeTO HCIIBITaHUSI HE OCHOBAH Ha HOBOW HECTAaHAApPTHOM METOJ0JI0TMH WIIHM CTaHIAPTHON METOI0JIOTHH, UCTIONIb3YeMOon
M10-HOBOMY.

6. HoBblit MeTO/ HCIIBITAHUS HE SBIISIETCS OMOJIONMYECKUM/ HIMMYHOJIOTMUECKUM/ IMMYHOXMMHYECKHM WM METOZIOM, B KOTOPOM UCIIOJb3Y-
eTCst OMOJIOTHIECKUI PeaKTHB JUIs OHONOTHIECKON aKTUBHOM (papMaleBTHIECKO! CyOCTaHINH (32 HCKIIIOYEHHEM CTaHAAPTHEIX (apMakomeii-
HBIX MUKPOOHOJIOTHYECKUX METOJIOB).

7. U3MeHeHue M000r0 MaTepHala He 3aTparuBaeT TeHOTOKCHYHYIO IpuMech. Eciii BoaeueHa akTHBHas (apMalieBTUYECKas CyOCTaHIus, 3a
HCKJIIOUYEHHEM OCTaTOYHBIX PACTBOPHUTENEH, KOTOPHIE JOIKHBI COOTBETCTBOBATH MpejiellaM COOTBETCTBYIOIIEH cTaThe I'ocynapcTBeHHOM
dapmakonee Pecy6Ounku Kazaxcran, KOHTpoJIb J1000i HOBOM IPUMECH JIOIKEH COOTBETCTBOBATh I'ocynapcTBenHoi ®apmakonee Pecry6-
mku Kazaxcras.

8. [Tapamertp crenudUKanny HE 3aTparuBaeT KpHTHIECKUH TapaMeTp, HallpuMep, 000 U3 CIEAYIONHX: KOINISCTBEHHOE OIIpeieIeHUE,
npUMecH (€CiU TOJIBKO ONPEeICHHBIN PACTBOPUTENb OJHO3HAYHO HE UCTIOJIB3YETCsl B IPOM3BOJICTBE AKTUBHOW (papMalieBTHYECKOM CyOCTaH-
11N, I00ast KpUTHYecKast pU3nUecKasi XapaKTepUCTHKa, HAITPUMED, pa3Mep YacTHIl, HACBIIHAS INIOTHOCTD /10 M TOCJIe YIZIOTHEHUs], UCTIbITa-
HHE Ha NOAJIMHHOCTb, BOJA, JIF00O0H 3a1poc Ha MPOIYCK UCIIBITAHUS.

JloxymeHTauus

1. ITonpaBka k cOOTBETCTBYIOIIEMY(MM) pa3neny(am) 10Che.

2. CpaBHHTEIbHAS Ta0IMIA TEKYILUX U NIPEIaraeMbIX crieluduKauii.

3. [logpoOHoe omnucanue 1000 HOBON aHATUTUYECKOH METOMUKY H IaHHBIE BAIMIALMHU (B COOTBETCTBYIOIHX CIIyYasix).

4. JlanHble aHanmM3a IBYX MPOMBIIUICHHBIX CEPUii (B OTCYTCTBHE 00OCHOBaHHSI 0OPATHOTO AJIs OMOJIOTMYECKHUX aKTUBHOH (hapMarieBTHYe-
CKUX CYOCTaHIMI — TPHU CEPUH) COOTBETCTBYIOIIEH aKTHBHOMN (papMaIleBTHUECKO# CyOCTaHIIMH [0 BCEM IMapaMeTpaM crieln(uKaimu.

5. B cooTBeTCTBYIONIMX CTydasX JaHHbIE TECTa CPABHUTEIBHOW KHHETHKH PACTBOPEHHUS JICKAPCTBEHHOTO TpenapaTa, COAEPKaIIero akKTUB-
HyI0 (hapMareBTHYECKYIO0 CyOCTaHIIO, 10 MEHbLIEH Mepe, U3 ONBITHO-IIPOMBIIIIIEHHON CepHH, COOTBETCTBYIOLLYIO ASHCTBYIOLIMM U ITpeiia-
racMbIM crienuuKanusM. B OTHOIEHNH JIeKapCTBEHHBIX PACTUTENBHBIX ITPENapaToB JOCTaTOYHBI IaHHbIE CPAaBHUTEIIBHON PaciagaeMOCTH.

6. O60CcHOBaHKE/OLIEHKA PUCKOB CO CTOPOHBI JIepKATENsl PErHCTPALHOHHOrO yA0cTOBepeHus win nepxkareiisi MOADC cooTBETCTBEHHO,
MIOJTBEPIKIAIOIIIE, YTO BHYTPHIIPOM3BOACTBEHHBII MTapaMeTp SBJIACTCS HE3HAYMMBIM HJIH yCTapEBIIM.

7. O60ocHOBaHME CO CTOPOHBI ACPIKATEIISI PETUCTPALIMOHHOTO yaocToBepeHus uiu aepxatensi MOADC cooTBETCTBEHHO HOBBIX TapamMeTpa
crnierpUKALMU U KPUTEPUEB IPHEMIIEMOCTH.

b.1.6.2 V3MeHeHre aHATUTHYIECKOW METOMKY aKTUBHOH (hapMalieBTHYECKOM CyOCTaHIIMH T HCXOJHOTO MaTe- VYeno- | Tpe- Bun

pHaa/mpoMeXyTOUHOTO MIPOTyKTa/ peakTUBA, UCIOIb3YEMbIX B IIPOLIECCE MPOU3BO/ICTBA aKTHBHOM (hapMarieB- BUS Oye- po-

THUYECKON CYyOCTaHIIUH Mast 1e-
JoKy- | n;y-
Me€H- ju3
Tanus




Kazakcran Pecry6nmKachIHbIH 31€KTPOH/IBI HBICAHIAFbl HOPMATHBTIK KYKBIKTHIK Penaxuusiay kyHi 10.07.2020

y AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi 28.08.2020
. o a i1 DTaIOHHBIN KOHTPOJIBHBINA GaHK HOPMATHBHBIX TIPABOBBIX AKTOB Jlata penakuun 10.07.2020
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE TlaTa ckaunBanus 28.08.2020
a) HesHaunMble M3MeHEHUs 0JOOPEHHON aHAINTHYECKOW METOUKH 1,2, 1,2 1B
3,4
0) UckiroueHne aHaTMTHYECKON METOANKY aKTUBHOH (hapManeBTHYECKOH CyOCTaHIMN MM UCXOJHOTO Matepua- | 7 1 1A

J'Ia/l'IpOMC)KyTO'-IHOI‘O npoz{yKTa/ peaKTHBa, €CJIN AJIbTCPHATHBHASA e aHaJIMTHYCCKast MCETOJHKA YK 0)106peHa

B) [Ipoune n3mMeHeHNs aHATNTHYECKOW METOVUKH (BKJIFOYAs 3aMEHY WM J0OaBJICHHE) peakTHBa, KOTOpas He 1,2, 1,2 IB
OKa3bIBACT 3HAYMMOT'O BIMSIHUS HA COBOKYITHOE KaYeCTBO aKTUBHOI (DapMaleBTHYECKO CyOCTaHIIK 3,5,

6
r) CyliecTBeHHOE H3MEHEHHE HITH 3aMeHa OMOJIOTHYECKOTr0/MMMYHOJIOTHYECKOT0/MIMMYHOXUMHYECKOTO METO1a 11

HCIIBITAaHUSA UIIK METOZa, B KOTOPOM UCIIOJIb3YETCS OHOJIOTHYECKUI PCaKTUB NJisg OHOJIOTHYECKOI aKTUBHOM q)ap-
MaIeBTHYECKON Cy6CTaHLII/II/I

1) IIpourie M3MEHEHUs aHAIUTUUECKON METOUKY (BKJIIOUas 100aBIeHNE WK 3aMEHY) aKTHBHOH (hapMalieBTHYe- 1,2 1B

CKOM CyOCTaHIMY MM HCXOJHOTO MaTepHalIa/IPOMEKyTOUHOTO IPOTYKTa

Ycnosus

1. IlpoBenena HeoOXOAMMAsT BATMAALIMS, TTOITBEPIKAAIOIIAS TO, YTO OOHOBIICHHAS AHATTMTHYECKAs METO/IMKA, 10 MCHBIICH Mepe, SKBUBAJICHT-
Ha TpeAbIayIei.

2. Ilpenensl copepKaHusi CyMMbI IPUMeCE He M3MEHHUJIMCh, HOBbIE HEKBAIN(HIINPOBAHHBIC IPUMECH HE 0OHAPYKEHBI.

3. Merox aHanu3a He U3MEHMICS (HanpuMep, I3MEHEHHE JUTHHBI KOJIOHKU MJIM TEMIIepaTypbl, HO HE APYTOi BUJI KOJOHKH WIIH METON).

4. MeToJ1 UCTIBITAHHS HE SBJISACTCS] OUOIOrMISCKHM/UMMYHOJIOTHYECKHM/MMMYHOXHUMHYECKHM HIIH METOJIOM, B KOTOPOM HCIIOJIB3yeTCst OHO-
JIOTMYECKHUI peakTHB JUlsl OHOJIOrHYeCcKOl akTHBHO# (hapMalleBTHYECKOM cyOCTaHIMH (32 UCKITIOUEHHEM CTAaHAAPTHBIX (hapMaKoMeHHbIX MUK-
POGHOIOTHIECKIX METOIOB).

5. Hu oviH HOBBIN METO[ HCIIBITAHMS HE OCHOBAH Ha HOBBIX HECTAHAAPTHBIX METOAAX MITH CTAHIAPTHBIX METO/IaX, HCIOIB3YEMBIX O-HOBO-
My.

6. AxTuBHas (apmalLeBTHYECKas CyOCTaHLIUS HE SIBISIETCSl OMOJIOTMYECKOM/ IMMYHOJIOTHYECKOH.

7. AnbTepHaTHBHAs aHATUTHYECKAst METOIMKA JUIS NapaMeTpa crieluduKkaniy yxe o100peHa, py 3TOM Takas METOJIMKa He OblIa BKJIIOUCHA
nocpeacTsoM IA-yBenomiienns.

JloxyMeHTanus

1. IlonpaBka k COOTBETCTBYIOIEMY(MM) pa3zeny(aM) 10Cke, BKIIOYAst OMICAHUE aHATUTHIECKOW METOOJIOTHH, PE3IOMEe JaHHBIX BaTHIAIIUH,
HEepPeCMOTPEHHBIE CTIeIM(PHUKALIMY Ha TIPUMECH (€CIIH NPHMEHUMO).

2. CpaBHHTEbHBIE PE3YJITATHI BATUIALMN WM, IPH HATHYUH 000CHOBAHHS, CPAaBHUTEIILHBIC PE3yIbTaThl aHATIM3a, HOATBEPKAAIOIINE, YTO
TEeKyIlLee U MpeaaraeMoe HCIIbITaHNe SKBUBAICHTHBI. Hacrosiee TpedoBaHne He TPUMEHSIETCS, €CIIM 100aBIISeTCsl HOBAsl aHAIMTHYECKast
METO/IMKA.

b.1. B) YakoBo4HO-yKynopouHasi cuctema

B.1.B.1 VI3MeHeHue nepBUYHON YIAKOBKH aKTUBHOW (papMalieBTHYECKOi CyOCTaHIUK VYeno- | TpebGyemas Bun
BUA JIOKYMEHTa- mporie-
1y JypbI
a) KauecTBeHHBIiT U (MITH) KOJMYECTBEHHBII COCTaB 1,2, 1,2,3,4,6 1A
3
6) KauecTBeHHBIi 1 (WJIM) KOJIMUECTBEHHBIN COCTaB ISl CTEPHIIbHBIX HJIM HE3aMOPOXKEHHBIX OHOJIOrH- I
YECKHUX/MMMYHOJIOTHYECKUX aKTUBHBIX (hapMalleBTUUECKHUX CyOCTaHIHI
B) XXuzkue akTuBHble (hapMalieBTHUECKHE CyOCTaHLIUH (HECTEPUIIbHBIE) 1,2,3,5,6 IB
VYcnosus

1. ITo coOTBETCTBYIOIIMM CBOMCTBAM MpeAaraeMblii yIIakOBOUHBIN MaTepHall J0JDKEH, 10 MEHbIIEH Mepe, ObITh SKBUBAJICHTHBIM 0JJOOpEH-
HOMY.

2. Hauatet COOTBETCTBYIOIIME UCCICIOBAHUSA CTaOMIBHOCTH B COOTBETCTBHH C YCTaHOBJICHHBIMUA Tpe60BaHl/IﬂMI/I 1 3a4BUTECJIEM HA MOMCHT
BBCICHUA HU3MEHEHUI poaHaJIn3UPOBaHbI COOTBETCTBYIOLIMUE TapaMETPbL CTaOUJIBHOCTH HE MEHEE YeM Ha JABYX ONBITHO-IIPOMBILIJICHHBIX
WU IPOMBINUICHHBIX CEPHUAX, B €I'0 PACIIOPSIIKEHUH HaXOAATCS YAOBJICTBOPUTEIIbHBIC PE3YJIbTAThI, 110 MEHBIIEH Mmepe, 3-MeCsYHOTO nusyue-
HHUS CTa0MIIBHOCTH. OIIHaKO, CCJIM MpejiaracMasl yriakoBka Ooutee yCTOﬁ‘lHBa I10 CpaBHEHHUIO C 3apCI‘I/ICTpI/IpOBaHHOI71, TO TPEXMECAYHBIC 1aH-
HBIC 1O CTAOMIILHOCTH HE Tpe6yIOTC5[. ITo 3aBCPUICHUN TAKUX HCCHCHOBaHHﬁ, €CJIHU PE3YyJIbTAThl HE YKIAABIBAIOTCA B CHCHI/I(I)I/IKB.I_H/II/I HJIA 110-
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TCHUUAJIbBHO HEC YKIIaAbIBAIOTCS B cneumbukaunn Ha KOHEI] CpOKa ronHoc*m/nepHoz[a TIOBTOPHOT'O UCHBITAHUS, UX HeOGXOZ[I/IMO HCMCIJICHHO
TNpeACTaBUTh YIIOJJTHOMOUYCHHOMY Oprany Hapsay € npeuiaracMbiM IJIaHOM JICUCTBUMN.

3. Ucknrouas CTCPUIIbHBIC, JKUAKNUC U 6I/IO.IIOI‘I/I‘I€CKI/IC/I/IMMyHOIIOI‘I/I‘ICCKI/IC AKTHUBHBIC q)apMaHCBTI/I‘ICCKI/IC Cy6CTaHI_II/II/I.

JlokymeHTanus
1. ITompaBka K cOOTBETCTBYIOIIEMY(MM) paszeny(am) 1oche.

2. HeobxouMble AaHHBIE 0 HOBOW YIMAaKOBKe (HApuUMep, CPAaBHUTENbHbIC JaHHbIC MO MPOHUIIAeMOCTH, Harpumep, st 02, CO2, Biaru u T.
J1.), BKJIIOYast HOATBEPXKICHHE TOr0, YTO MaTepHall COOTBETCTBYET COOTBETCTBYIOIIUM (hapMaKONEHHBIM TPEOOBAHUSAM O IIIACTUYECKUX MaTe-
pHaiax u 00BEeKTaX, KOHTAKTUPYIOUIMX C MUIIEBBIMH HPOYKTaMH.

3. B COOTBETCTBYIOIIMX CITy4asiX HEOOXOIUMO MPEACTaBUTh ITOTBEPKACHHE TOTO, YTO B3aMMOJICHCTBHE MEXK/Y COAEPKUMBIM H YITaKOBOY-
HBIM MaTE€pHAIOM HE IPOUCXOJUT (HalpHMep, OTCYTCTBYET IepEMEICHAE KOMITOHEHTOB MTPEIaraéMoro MaTepHaia B €ro COIEPKUMOe, KOM-
IIOHEHTHI JIEKAPCTBEHHOTO Mperapara He ePexoIIT B YIAKOBKY), BKJIIOYas MOATBEPKACHHE TOTO, YTO MaTepHa COOTBETCTBYET COOTBET-
CTBYIOIIUM (hapMaKoOIEHHbIM TPEOOBAHUSM O IUIACTHYECKHX MaTepHalax u 00beKTaX, KOHTAKTHPYIOLUIMX C MHIIEBBIMHU MIPOIYKTAMH.

4. lexknapauusi qepkaTess perucTpaluoHHOro ynoctToBeperus win aepxkarenss MOADC, uro Tpedyembie nccie10BaHus CTa0UIBHOCTH Ha-
YaThl B COOTBETCTBUY C YCTAHOBJIICHHBIMU TPEOOBAHUSIMH (C YKa3aHHEM HOMEPOB CEpHii); M 4TO (B COOTBETCTBYIOIIMX CIIy4asix) HA MOMEHT
BBE/ICHHSI U3MECHEHHH B €r0 PacHoOpsHKEHUH HAXOAWINCH TpeOyeMble MUHIMAIIEHBIE yIOBJIETBOPUTEIIBHBIC JaHHbIEC IO CTAOMIBHOCTH; U 4TO
MMEIOIIMECS TaHHBIC HEe CBUICTENILCTBOBAJIN O KaKOH-1100 npobieme. Heo6XoMMo Takke MpecTaBUTh MTOATBEPIKACHNE TOTO0, YTO UCCIIE0-
BaHUs OyyT 3aBEpILICHBI, ¥ YTO €CJIM PE3yJIbTaThl He OyIyT YKIaabIBaThCs B CHEUH(UKALMN WIN MOTSHIMAIBHO HE YKIJIA/IbIBATHCS B CIICIIU-
(hUKaIMU HA KOHELl CPOKA TOJJHOCTH/TIEPUO/IA TOBTOPHOT'O UCTIBITAHUS, MX HEMEJICHHO NPECTAaBAT yIIOJIHOMOYSCHHOMY OpraHy Hapsiiy ¢
npeyiaraeMbIM IJIAaHOM JeHCTBUI.

5. Pe3ynbrathl uccien0BaHuil CTaOMIIBHOCTH, IPOBEACHHBIX B COOTBETCTBUH C YCTAHOBJIEHHBIMU TPEOOBAHUSMH, 110 3HAYNMBIM ITapaMeTpam
CTaOMIIBHOCTH HE MEHEE YeM Ha JBYX ONBITHO-IIPOMBIIIJICHHBIX MIIM ITPOMBIIUICHHBIX CEPHUSIX, OXBATHIBAIOIINX HE MEHEE TPEX MECSIIEB, U
MOATBEPIKICHUE TOTO, YTO YKa3aHHBIC UCCIICA0BAaHUS Oy/LyT 3aBEPILCHBI, U €CIIH Pe3yJIbTaThl He OYyT YKJIAAbIBAThCS B CIICLM(BHUKALIMT UITH
MOTEHIIMATIBLHO HE YKJIA/BIBATHCS B Crieln()UKANHI HA KOHEI[ CPOKa TOHOCTH/TIEPUO/1a MOBTOPHOTO MCIIBITAHUS, UX HEMEUICHHO MTPEACTABST
YHOJHOMOYEHHOMY OpraHy Hapsy ¢ MpeagaraeMbIM IJIaHOM JIeHCTBUH.

6. CpaBHEeHHUE JCUCTBYIONIMX U TpeIaraeMpIX crielin(UKannii epBUYHON YIIaKOBKH (€CIIM IPUMEHHUMO).

B.L.B. 2 I3MeHeHue napamMeTpoB crieudukayy u (Win) KpUTEPUEB IIPUEMIEMOCTH IEPBUYHOM yria- VYeno- | Tpebyemas Bun
KOBKH aKTHBHOH (hapMalieBTHYECKOH CyOCTaHIIUI BUS JIOKYMCHTa- Tporie-
st Iypbl
a) YrkeCcTO4eHHE KPHTEPUEB IPHEMIIEMOCTH CIICU(HKAIN 1,2, 1,2 1A
3,4
6) /lobaBnenue B crielM(pHUKaIMI0 HOBOTO ApaMeTpa U COOTBETCTBYIOIEMY €My METO/Ia UCTIBITAaHU 1,2, 1,2,3,4,6 1A
5
B) MckiroueHne HeCcyeCTBeHHOTO MapameTpa creludukaiuy (Hanpumep, HCKIIF0YEHHE YCTaPEBIIEero 1,2 1,2,5 1A
rapamerpa)
r) JloGaBneHre niy 3amMeHa napaMeTpa crenuprKaul U3 cCooOpaXKeHnit 6e30IacCHOCTH MM KauecTBa 1,2,3,4,6 1B
VYcnosus

1. i3MeHeHMe He SIBIACTCS CJICACTBUEM KaKoro-Jmoo 06ﬂ3aTeJ’lBCTBa, TIPUHATOI'O 110 pE3yJibTaTaM paHee NMPOBEACHHBIX SKCIIEPTU3 C LICJIbIO
aHaJIn3a KPUTECPUEB ITPUEMIIEMOCTU CHCIII/I(bI/IKaLII/II/I (Haan/IMep, B XOJ€ perucrpaliuu JIEKapCTBEHHOI'O IIpernapara njiu BHECCHUS W3MEHEHU I
1I TI/IHa), €CJIK TOJIBKO OHO paHe€ HE PaCCMOTPEHO U OL[OGpCHO B Ka4€CTBE MCPBI IIOCIICAYIOLICI O Ha6IIIOI[eHI/I$I.

2. V3MeHeHue He ABISICTCS CIICACTBUEM HETIPEBUICHHBIX CUTYAIHi, BO3HUKIINX B XOJI€ TIPOU3BOCTBA YIIAKOBOYHOTO MaTepHaa WK IPU
XpaHCHUH aKTHBHOU (papMaIleBTUUECKOM CyOCTaHIINH.

3. JIro6oe u3MeHeHHe JJOJDKHO YKIIaIbIBAThCS B AMAIIA30H TEKYIINX 000PEHHbBIX KPUTEPUEB IPHEMIIEMOCTH.
4. AHanuTHYecKas METOIMKA He U3MEHSETCs MM U3MEHSIEeTCS He3HAYUTENIbHO.

5. Hu ouH HOBBII METO/ UCIIBITAHUSI HE OCHOBAH HAa HOBOM HECTAHIAPTHOW METOJOJIOTHH MUITH CTaHIaPTHON METOI0JIO0THH, HCIIONb3YeMOi
MO-HOBOMY.

JloxyMeHTanus

1. IlonpaBka k COOTBETCTBYIOIIEMY(MM) pa3zeny(aM) 1OChE.

2. CpaBHUTeNbHAS TAOIHIA TEKYLIHMX U NPEIaraeMbIX CrielupHKaINii.

3. IlogpobHoe omrcaHue 000 HOBOW aHATUTUIECKOW METOAMKY M AaHHbBIC BATUAAIMU (B COOTBETCTBYIOIINX CIYYasix).

4. JlanHble aHaIM3a IBYyX CEpHUil yIIaKOBOYHOTO MaTepHala 1o BCeM mapaMeTpam Crelu(uKaum.
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5. O6oCcHOBaHME/OLIEHKA PUCKOB CO CTOPOHBI ICPIKATEIS PErHCTPALMOHHOTO yaocToBepeHus mwin aepxkatensi MOADC cooTBETCTBEHHO,
MOATBEPIKIAIOIINE, YTO BHYTPUIIPOM3BOICTBEHHBII MTapaMeTp SBIISCTCS HE3HAYUMbIM HIIH YCTAPEBIINM.

6. ObocHOBaHME CO CTOPOHEI Aeprkatens PY mmn nepxarens MOA®DC cooTBETCTBEHHO HOBBIX ITapaMeTpa CHEU(UKAINN U KPUTCPHUEB IIPHU-

€MJIEMOCTH.
b.L.B. 3 M3MeHeHHe aHATUTHYECKOW METOJMKH UCTIBITAHUS IEPBUYHON YIIAKOBKU aKTHBHOM (hapmaries- Yceno- | Tpebyemas Bun
THUYECKOH CYyOCTaHIIUH BUS JIOKyMEHTa- pole-
st IypBbI

a) HesHauuTenbHble U3MEHEHHUS YTBEPKACHHOM aHATUTHYECKOI METOTUKHI 1,2, 1,2 1A

3
0) [Ipourie M3MEHEHNS aHATMTUYECKON METOIMKY (BKIIIOYast JOOABIICHHUE HIIH 3aMEHY) 1,3, 1,2 1A

4
B) HcKiIroueHre aHATNTHYECKOH METOIUKH, €CIIH aJbTePHATHBHAS €if METO/INKA YKe YTBepIKACHA 5 1 1A

YcnoBust

1. CornacHO COOTBETCTBYIOIINM JAOKyMeHTaM PecriyOnuku Kazaxcran, mpoBeieHa HeoOXoquMas BaIMAAINS, TIOATBEPKIAIOIIAs TO, YTO 00-
HOBJICHHAsI aHAIMTHYECKAsi METOIMKA, 10 MEHBIIeH Mepe, SKBUBAJICHTHA MPEAbIIyIEH.

2. Merox aHanui3a He M3MEHWICS (HanpyMep, U3MEHEHHE UTHHBI KOJIOHKH MJIM TeMIIepaTypbl, HO HE JPYroH BU KOJOHKHU WJIK METON).

3. Hu OIWH HOBBII METOQ HCIIBITAaHUI HE OCHOBAH Ha HOBBIX HECTAHAAPTHBIX METOAAX UJIIN CTAHAAPTHBIX METOAAX, UCIIOJIb3YEMBIX I10-HOBO-
My.
4. AxTuBHas q]apMaHeBTPI'—ICCKaH Cy6CTaHLIHSI/HGKapCTBCHHLIﬁ npenapar HE SIBISIOTCA 6I/IOJIOTPI‘{CCKHMI/I/HMMYHOHOFI/I‘IGCKI/IMH.

5. B oTHOmEHNY NapaMeTpa crienupUKanul COXpaHsIeTCs aHAINTHYECKAs: METOIMKA, IIPU 3TOM TaKas METOJIMKa He ObuIa 100aBJIeHa ITOCpe/-
ctBoM [A/yBenomieHus.

JlokymeHTamnms
1. ITonpaBka kK coOTBETCTBYIOIIEMY(MM) pa3aeny(am) 10Che, BKIIOYAs OMHCAHUE AaHATUTHIECKOW METOIOJIOTHH, PE3FOME IaHHBIX BaTHUIAIIUH.

2. CpaBHHTEIbHBIE PE3YJIBTATHI BAIMALMN HIN, IPH HATMYUM 000CHOBAHHS, CPAaBHUTEINILHBIC PE3yIbTaThl aHAJIH3A, TOATBEPKAAIOIIHUE TO,
YTO TEKyIIee U IpeularaeMoe HCIbITaHue SKBUBaJIeHTHbI. Hacrosee TpeboBaHle He MPUMEHSETCs], €CJIU J00aBIIsieTcsl HOBasi aHAIUTHYE-
CKasi METO/IMKa.

b.I. ) CtabuiasHOCTD

B.Lr. 1 V3menenue neproa mOBTOPHOTO MCIIBITAHMS/TIEPUO/IA XPAHEHHS HITH YCIOBHIA XpaHe- VYemo- | Tpebyemas moky- Bun npo-
HHS aKTHBHOH (hapManeBTHYECKOH cyOCTaHIMH, €CIIN B PETHCTPALIIOHHOM J0ChE OTCYTCTBYET BUS MEHTaLMs Leypsl
ceprudukar coorercTBust EBponeiickoir dapmakonen, 0XBaTHIBAIOLIMN IEPHUO]] TOBTOPHOTO
WCTIBITAaHHS

a) Ilepuos MOBTOPHOTO UCHBITAHUS/TIEPHO]] XPAHEHUS 1 1,2,3 1A

1. CokpamieHue

2. YBenumdeHre Iepro/ia IOBTOPHOTO HCIIBITAHUS ITyTEM 3KCTPAIOJISINY JAHHBIX 110 CTa0MIIb- I
HOCTH, HE COOTBETCTBYIOIIEH fokyMeHTaM Pecriyonuku Kazaxcran (*)

3. YBenuueHue nepuoa XpaHeHus: OMOJIOTHUECKONH/MMMYHOJIOTHYECKON aKTUBHOM (apmaiieB- 1I
THYECKON CyOCTaHIIMH, HE COOTBETCTBYIOIINE 0I00pEHHOI porpaMMe H3yueHHs CTaOMIbHO-
cTU

4. YBenuueHUe WK BBEJCHUE MIEPUO/Ia TIOBTOPHOTO UCIIBITAHHS/TIEPHO/a XPAaHEHHUS, OATBEP- 1,2,3 1B
KJEHHOTO TAaHHBIMHU €CTECTBEHHOT'O XPaHEHHUS

0) YcnoBus XpaHeHUsS

1. I3MeHeHne ycroBuil XpaHEHHUs akTHBHOH (papMalieBTHUECKO# cyOcTaHIIMK Ha Oolee cTpo- 1 1,2,3 1A
rHe
2. I3MeHeHue YCIOBHA XpaHSHHUs OMOTIOTHYECKMX/UMMYHOJIOTHYECKUX aKTUBHBIX (hapManeB- I

THUYECKUX CYOCTAHIINI, €CITH UCCIIeIOBaHUs CTA0MIIBHOCTH MTPOBE/ICHBI HE B COOTBETCTBHU C Te-
KYLIHUM yTBEPKICHHBIM IIPOTOKOJIOM CTa0MIIBHOCTH

3. 3MeHeHue yCIoBuUil XpaHEeH s aKTUBHOH (papMalieBTHYeCKOil CyOcTaHIInI 1,2,3 1B
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B) M3MeHeHHe yTBep)KACHHOM POrpaMMbl H3yUeHUsl CTaOMIIBHOCTU | 1,2 | 1,4 1A

YcnoBust
1. VI3MeHeHue He SBISIOTCS CIIEACTBHEM HEIPEIBUICHHBIX CUTYalnil, BOSHUKIINX B X0JI€ IIPON3BOJICTBA, MIIM M3MEHEHUS CTaOMIIBHOCTH.

2. 3MeHeHus He NPUBOJAT K PAaCIIMPCHUIO KPUTEPUCB IPUEMIIEMOCTH UCIBITYEMBIX ITapaMETPOB, HCKIIIOYCHUIO ITapaMeTpa CTaOMIIBHOCTH
WU CHIDKCHHIO YaCTOTHI UCIIBITAHUM.

JlokymeHTanms

1. ITonpaBka k cooTBeTCTBYIOIIEMY(MM) pazaeny(am) nocke. Heo6Xx0qiuMo mpecTaBuTh Pe3yibTaThl COOTBETCTBYIOIIUX HCCIICOBAHUI CTa-
OMJIBHOCTH B peaJIbHOM BPEMEHH, IIPOBEJICHHBIX B COOTBETCTBUM C COOTBETCTBYIOLIMMH PYKOBOJCTBAMH IO CTAOMJIBHOCTH HE MEHEe 4eM Ha
JIBYX (/17151 OMOJIOTMYECKHUX JIEKAPCTBEHHBIX MPENapaToOB — TPEX) ONBITHO-ITPOMBIIIUICHHBIX WM MPOMBIIUICHHBIX CEpUsSX aKTUBHOH (apma-
LIEBTUYECKON CyOCTaHIINM, yITaKOBAHHOI C IIOMOIIBIO 3apETHCTPHUPOBAHHOTO YITAKOBOYHOTO MaTE€pHalla, M OXBATHIBAIOIINX BECh Npeiarae-
MBI IEPUOJ] TOBTOPHOTO UCIIBITAHUS WM TIpeIaracMble yCIOBHS XPAHCHHUS.

2. IlopTBeprKACHHE TOTO, YTO UCCIECIOBAaHNUS CTAOUIBHOCTH IIPOBEICHEI B COOTBETCTBHY C TeKyIIeil 010OpeHHOi mporpaMMoii. PesymbrarTsl
HCCIIE0BAHNSA JIOJDKHBI IOATBEPKAATh, YTO COOTBETCTBYIOIIHNE OOOPEHHBIE ClIEM(HUKALMY IPOJOIDKAIOT COOII0IAThCA.

3. Kommuu yTBepKIeHHBIX crieliduKaIMii Ha aKTUBHYIO (papMalleBTHUECKYIO CyOCTaHIIUIO.

4. ObocHOBaHKeE TpeIaracMbIX H3MEHECHHIA.

(*) Ipumeuanue MEPUOJ HOBTOPHOTO HCIBITAHUS HE MPH-
MEHHM K OHOJIOTHYECKHM/UMMYHOJIOTH-
YECKHM aKTHBHBIM (hapManeBTHYECKUM

cyOCTaHIUSIM

B.1. o) [IpoexkTHOE T0JI€ U MPOTOKOJ MOCTPETUCTPAIIMOHHBIX U3MEHEHUN

b.I.n.1 BBenenue HOBOrO MMPOEKTHOTO TOJISL HJIH PACIIUPEHHE 0100pEHHOr0 NPOEKTHOTO MOJIsi aKTHBHOU VYceno- | Tpebye- Bun
(hapManeBTHYECKOH CyOCTaHINH, 3aTparuBaroIee BUS Masi IoKy- | Tpo-
MEHTaLHs e-
ny-
jus
a) OJIHY OIEPaLMOHHYIO SAMHHILY [IPOLIecca IPOU3BOICTBA AKTUBHOM (hapMalleBTHYECKOW CyOCTaHIHH, 1,2,3 11

BKJIHOYasi COOTBETCTBYIOIINE BHYTPUIIPOU3BOICTBEHHBIC KOHTPOJIU U (I/IJ'[I/I) AHAJTUTUYCCKUEC MCTOJUKH

0) aHAJIMTHYECKHE METOIMKH UCXOIHBIX MaTEePHAJIOB/IPOMEKYTOUHBIX TIPOJYKTOB U (MJIM) aKTUBHOH (ap- 1,2,3 1T
MalEeBTHYECKOH CyOCTaHLIUU

JloxyMeHTanus

1. IIpoekTHOE 10JI€ OBLIO Pa3pabOTaHO HA OCHOBAHUM COOTBETCTBYIOIIMX YCTAHOBJIEHHBIX TPEOOBAHUI U MEXKIYHAPOIHBIX HAYUHBIX PYKO-
BOJICTB. Pe3ynbTarsl HCCIeI0BaHHi pa3paObOTKH NPOAYKTA, IPOIIECCa U aHATUTUIECKOH METOIOIOTHH (HallpHMep, B3aUMOICHCTBUE Pa3IIy-
HBIX N1apaMeTpoB, GOPMHUPYIOIINX MOAJTEKAIEE U3yYESHHIO IIPOSKTHOE 110JIe, BKII0YAasi OLIEHKY PUCKOB U MHOTOMEPHBIE UCCIIEIOBAHUS COOT-
BETCTBEHHO), B COOTBETCTBYIOIIHMX CJIYyYasxX MOATBEPKAAIOLINE TO, YTO JJOCTUTHYTO IEJIOCTHOE MEXaHUCTHYECKOEe MOHUMAHHE MoKa3aTenen
KauecTBa MaTepUaloB U apaMeTpoB Ipoliecca Ha KPUTUYECKHE MTOKA3aTeM KauyecTBa aKTUBHOH (hapManeBTHUECKOH cyOCcTaHIMH.

2. Onucanue IIPOCKTHOTI'O I10JIS B TaOJIMYHOM BUJIC, BKIIIOYas IIEPEMCHHBIC (CBOI‘/'ICTBa MaTepUuaJioB U rapamMeTpshl Ipouecca HpOI/ISBOI[CTBa) nu
HuX IpeajiaracMbI€ JUala30HbI.

3. IlonpaBka K COOTBETCTBYIOIIEMY(MM) pa3eny(aM) JOChE.

b.1.1.2 BBenenmne NoCTpernCTpaimOHHOTO MPOTOKOJIA YIIPABICHHSI HN3MEHEHHUAMH, 3aTParuBaoAMe akTuB- | Ycimo- | TpeGye- Bun
HYIO (hapMaleBTUIECKYIO CYOCTaHIIHIO BUS Masi ToKy- | mpo-
MeHTaiusa | Ie-
ny-
pBl
1,2,3 II
JloxyMeHTanus

1. IToxpo6HOE omMHUCaHNe MPeIIaraeMoOT0 H3MEHCHUS.
2. IIpoTokon ynpaBaeHHs H3MEHCHHAMH, 3aTParuBAIONIMMU aKTUBHYIO (hapMalleBTHYECKYIO CyOCTaHIIHIO.

3. IompaBka kK COOTBETCTBYOIIEMY (M) pa3aeny(am) 10Che.




Kazakcran Pecry6nmKachIHbIH 31€KTPOH/IBI HBICAHIAFbl HOPMATHBTIK KYKBIKTHIK Penaxuusiay kyHi 10.07.2020

. aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 28.08.2020
* eyl OTajlOHHBIH KOHTPOJILHBII 6aHK HOPMATUBHBIX IIPABOBHIX AKTOB Jlata peaakiuu 10.07.2020
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE Jlata ckauMBanus 28.08.2020
b.1.a. 3 MckinoueHre NOCTPErucTpaliuoOHHOrO IPOTOKOJIA YIIPaBICHUs U3MEHEHHUAMY, 3aTparuBalomiumu ak- | Ycuo- | TpeOye- Bun
THBHYIO (papMaleBTHYECKYIO CyOCTaHIUIO BHUS Mas JIOKy- | 1po-

MEHTAaILHs e-

pHl

1 1,2 1A

VYcnoBus

1. MckioueHne nocTperucTpalioHHOro POTOKOJIA YIIPaBISHUs U3MEHEHUSIMH, 3aTPAaruBaloOIMMH aKTUBHYIO (hapMaleBTHUECKYI0 cyOcTaH-
IIUIO, HE SIBJISICTCS CIIEICTBUEM HETIPEIBHUICHHBIX CHTYAIMH MM HECOOTBETCTBHUS CIieNM(UKALNK B X0JI€ BBEACHHUS N3MCHEHHH, OTIMCAHHBIX
B IIPOTOKOJIE, U HUKAaK HE BIHSIET HA YTBEP)KACHHbIEC CBEICHNUS, BKIIIOUCHHBIC B PETHCTPAIMOHHOE JJOCHE.

JloxyMeHTanus
1. OGocHOBaHHUE TIPEATAraeMOTr0 HCKIFOYCHHSI.

2. IlompaBka K COOTBETCTBYOLIEMY(MM) pa3zaeny(am) 10cke.

B.1.n. 4 VI3meneHust yTBEP)KACHHOTO MPOTOKOJIA YIIPABICHHUS N3MEHEHHUSIMU VYemo- | Tpebye- Bun
BUSI Masi IOKy- | mpo-
MEHTaLMs 1e-

ny-

jus
a) 3HauMMble H3MEHEHUs] IPOTOKOIIA YIPaBIEHUs] U3MEHEHUAMHU 11
6) He3snaunmMble n3MeHeHHs IPOTOKOJIA YIIPABIECHHS HU3MEHEHUS MU, KOTOPbIE HE U3MEHSIOT CTPATEerulo, 1 IB

OIMMMCAaHHYIO B IIPOTOKOJIE

JlokymeHTamnms

1. lexnaparms, 4to 1000e H3MEHEHHE JJOJDKHO YKIIAIbIBATHCS B AUANA30H ACHCTBYIONIMX YTBEPKACHHBIX KPUTEPUEB NpHemiIeMocTH. [Tomu-
MO 3TOT0, JEeKJIapalys TOro, YTO B OTHOIICHUH OHOIOrHYECKHX/UMMYHOJIOTHYECKHX JIEKAPCTBEHHBIX IPENapaToB He TPeOyeTCst OLEHKa COIo-

CTaBUMOCTH.
b.I.n. 5 Peanusanus nsMeHeHNH, MPEAyCMOTPEHHBIX YTBEPKACHHBIM IIPOTOKOJIOM YIpaBJIeHHsl M3MEHEHUS- VYeno- | Tpebye- Bun
MH BUS Mas IoOKy- | mpo-
MEHTaIHsA e-
ny-
phl
a) Peanmsanus n3meHeHus He TpeOyeT TOMOTHUTEIBHBIX BCIIOMOTaTeIbHBIX JTAHHBIX 1 1,2,4 1A
0) Peanuzarust u3MeHeHus: TpeOyeT AOMOIHUTEIbHBIX BCIIOMOTATEIbHBIX JaHHBIX 1,2,3,4 1B
B) Peanu3anus n3MeHeHUs] OHOJIOTHYECKOTr0/ MMMYHOJIOTHYECKOT0 JIEKAPCTBEHHOTO Mpernapara 1,2,3,4, 1B
5
VYcnosus

1. l'[pe;[noxcel—n—loe HU3MEHCHUE OCYLIECTBJIICHO B IIOJITHOM COOTBETCTBUU C YTBEPIKACHHBIM ITPOTOKOJIOM YIIPABJICHUA U3MEHEHUSIMU.

JloxymeHTanus
1. Ccputka Ha yTBEPIKACHHBIH IIPOTOKOJI YIPABICHUS H3MECHEHUSIMU.

2. Jlexnapariys, 9To I3MEHEHHE COOTBETCTBYET YTBEPKICHHOMY MPOTOKOIIY YIPABICHUS N3MCHEHUAMH U YTO PE3yJIbTaThl HCCICOBAHUS
YZIOBJIETBOPSIIOT KPUTEPHUSIM IIPHEMIIEMOCTH, OTOBOPEHHBIE B IPOTOKOIIEe. [IoMUMO 3TOr0, IeKIapalys TOro, 4TO B OTHOLICHHH OMOJIOTHYE-
CKHX/MMMYHOJIOTHYECKHX JICKAPCTBEHHBIX NIPENapaToB HE TPEOYyeTCsl OLleHKA COOCTaBUMOCTH.

3. Pe3yabTaThl HCCIIEIOBAHMIA, TPOBEICHHBIX B COOTBETCTBHIH C YTBEPXKACHHBIM [IPOTOKOJIOM YIPABICHUS H3MCHECHUSIMH.
4. IonpaBka K COOTBETCTBYOLIEMY(MM) pa3zieny(am) 10cke.

5. Komust yTBep»IeHHBIX CHIELU(HUKALMIA Ha aKTUBHYIO (h)apMalleBTHYECKYI0 CYyOCTaHIHIO.

b.1I JIekapcTBeHHBIN npeniapaTt

b.11. a) BHeuinwuii Bua u coctas

Vcnosus




Kazakcran Pecry6nmKachIHbIH 31€KTPOH/IBI HBICAHIAFbl HOPMATHBTIK KYKBIKTHIK Penaxuusiay kyHi 10.07.2020

. aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 28.08.2020
. ‘ a i1 DTaIOHHBIN KOHTPOJIBHBINA GaHK HOPMATHBHBIX TIPABOBBIX AKTOB Jlata penakuun 10.07.2020
Pecry6inkn KasaxcTan B 9J€KTPOHHOM BHIE s
y P A JlaTa ckauMBaHHS 28.08.2020
b.Il.a. 1 M3mMeHeHune nim 100aBiIeHUE OTTHUCKOB, 'PABUPOBKH I HHBIX 3HAKOB, BKIIIO- Tpebyemas noky- Bup npo-
Yast 3aMeHy WIN 100aBJICHNE YEPHUII, HCIIOJIb3YEMBIX IIPU MPOU3BOICTBE JIEKAPCTBEH- MEHTAIIHS ey psl
HOTO IIpernapara
a) VI3MeHeHns OTTHCKOB, TPAaBUPOBKH WII MHBIX 3HAKOB 1,2,3,4 1,2 1B
0) 3MeHeHue pucOK/IMHUI pa3ioMa, peaHa3HAuCHHBIX [UIS Pa3/IeeHUs Ha PaBHbIC 1,2,3 IB
JT03BI
Ycnosus

1. CienmduKanuy J1eKapcTBEHHOTO MpenapaTa Ha BBITYCK U Ha KOHEI CPOKa TOJIHOCTH HE N3MEHSIOTCS (32 HCKIIFOYSHHEM BHEIIHETO BU/IA).
2. Bee yepHmIIa 1OIDKHBI COOTBETCTBOBATD ICHCTBYIOIIEMY (hapMalleBTHYECKOMY 3aKOHOIATENIbCTBY.
3. Pucku/nunHuu pasiioma, He IpeiHa3HaYeHbI Ha pa3/ie/IeHHe Ha PaBHbIC 103bI.

4. 3Haku JICKapCTBEHHOI'O IIp€rapara, UCIOJIb3YEMBIC JUIS pa3InYCHUs JO3UPOBOK, IMOJIHOCTBIO HE YAAJICHBI.

JloxyMeHTanus

1. ITompaBka K COOTBETCTBYIOIEMY(HMM) paszeny(aM) 10che, BKIIIOYas MopoOHOe rpadeckoe MM TOBECTBOBATEIILHOE OIMCAHUE TEKYyIIe-
TO ¥ HOBOTO BHEIIIHETO BH/IA, @ TAKKE COOTBETCTBYIOLIMI MepecMOTp HH(POPMALIMHU O JIEKApCTBEHHOM IIperapare.

2. B cooTBeTcTBYIOMmMUX CIydasx 00pa3iisl JEKapCTBEHHOTO IIperapaTra.

3. Pe3ynbrathl COOTBETCTBYIOIIMX HCIbITaHMiT 110 ["ocynapcrBennoit dapmakoree Pecnybnuku KazaxcraH, moarBepkaaroIine SKBUBAJICHT-
HOCTb CBOHCTB/IIPaBUIBHOCTb JO3UPOBAHUS.

b.IL.a. 2 V3menenune GopMbl WK pa3MepoB JIEKapCTBEHHOH (hOPMBI VYcnoBus Tpebyemast noky- Bup mpo-
MEHTaLUs eIy pbl

a) TabuyeTku, Karcysibl, CyNIIO3UTOPHH U IIECCApUH ¢ HEMEUICHHBIM BBICBOOOXKACHHEM 1,2,3,4 1,4 1A

6) JlekapcTBeHHBIE (HOPMBI C OTCPOUEHHBIM, MOJU(HULIUPOBAHHBIM HIIH IIPOJIOHTHPO- 1,2,3,4,5 1B

BaHHBIM BLICBOGO)KI[CHI/IGM ¥ TaOJIETKH C pHCKOﬁ, HpeIIHaSHa‘ICHHOfI JUISL pasaeJICHUs
Ha paBHBIC 103bL

B) Jlo6aBeHue HoBoro Habopa s paauodapManeBTHIECKOTO JICKAPCTBEHHOT'O TIpera- I
paTa ¢ JpyruM 00BEMOM 3aIOIHCHHS

VcnoBus

1. Ipodue pacTBOPEHHMSI H3MEHEHHOTO JISKAPCTBEHHOTO TIPEnapaTa COMOCTABIM CO CTapbIM, eCITi IPUMEHHUMO. [Ipy HEBO3MOKHOCTH IIPOBE-
JICHUS UCIIBITAHKS PACTBOPEHHMS BPEMsI PAcIalaéMOCTH HOBOTO JIGKapCTBEHHOTO IperapaTa B CPAaBHEHHH CO HEM3MEHEHHBIM.

2. Creundukanuy JIeKapcTBEHHOIO Ipernapara Ha BBIITYCK H Ha KOHEl[ CPOKa FOAHOCTH He U3MEHMIIUCH (32 HCKITIOUEHHEM Pa3MepoB JIeKap-
CTBEHHOH (hOPMBI).

3. KauecTBeHHBIN U KOJIMYSCTBESHHBIM COCTAB U CpeaHssa Macca HE U3BMCHUIINCDH.

4. l13MeHeHHe He 3aTparuBaeT TabJICTKH ¢ PHCKOH, IpeaHa3HAYCHHON IS pa3[eleHNs IeKapCTBEHHOH (pOPMBI Ha paBHBIC TO3BL.

JlokymeHTamms

1. ITonpaBka k cOOTBETCTBYIOIIEMY(MM) pa3aeny(am) 10Che, BKIIFOYAs MTOAPOOHOE rpadiueckoe 0TOOpakeHHE TEKYIIETO U MPeAIaraeMoro
MOJIOKCHHS, & TAKKe IIEPeCMOTP HH(POPMALIHH O JISKAPCTBEHHOM IIPEMapare COOTBETCTBEHHO.

2. CpaBHHTEIbHBIE JaHHBIE PACTBOPEHMS HE MEHEE YeM O/IHOH OIBITHO-IIPOMBILUICHHOH CEPUU ¢ TEKYLMMH U IpeularaeéMbIMU pa3MepamMu
(OTCYTCTBHE 3HAYMTENBHBIX PA3IMYMN C TOUYKU 3PEHHS COIIOCTAaBUMOCTH — CM. [IpaBuita mpoBe/IeHNs HCCIICT0OBAHU OMOIKBUBAJICHTHOCTH
JIEKapCTBEHHBIX ITpenaparos (nanee — [IpaBuia npoBeieHNs HCCIIEI0BAHNI OMOIKBUBAJIICHTHOCTH). B OTHOIICHNY JIEKapCTBEHHBIX PACTH-
TEJBHBIX TPETapaToB MPHEMIIEMbI JAHHBIC CPABHUTEIBHOMN Pacna acMOCTH.

3. OG0CHOBaHWsI HENPECTABIEHHS PE3YJIbTATOB HOBOTO MCCIIEI0BAHMS OHOIKBUBAIIEHTHOCTH COTJIACHO [IpaBHiIaM MpOBEIEHHUS HCCIIEI0BA-
HUI OMOIKBHBAJICHTHOCTH.

4. B COOTBETCTBYIOIIMX CITy4asx 00pa3Lbl ICKAPCTBEHHOTO MpenapaTa.

5. Pe3ynbraThl COOTBETCTBYIOIIMX HCIBITaHUit 110 ["ocynapcTBennoi ®@apmakornee Pecrry6inku KazaxcraH, moaTBepskaarone SKBUBaJICHT-
HOCTH CBOWCTB/IIPAaBUIIBHOCTE TO3HUPOBAHUSI.

nMedaHue it b.11.a. 2.B), m060€e H3MEHEHNE «JO3UPOBKI»
*) 11 b.1l.a. 2.8), 106

JIEKapCTBEHHOTI'0 IIpernapara TpebyeT noaauu 3a-
SIBJIEHUS O PACIIMPEHHUHU PETUCTPALIUH.

b.Il.a. 3 M3ameHenune coctaBa (BCIOMOTaTeIbHBIX BEHIECTB) JIEKAPCTBEHHOTO Mpernapara Ycnous




Kazakcran Pecry6nmKachIHbIH 31€KTPOH/IBI HBICAHIAFbl HOPMATHBTIK KYKBIKTHIK Penaxuusiay kyHi 10.07.2020

. aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 28.08.2020
& ‘ a ,l f DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata perakiun 10.07.2020
Pecry6inkn KasaxcTan B 9J€KTPOHHOM BHIE s
y P A JlaTa ckauMBaHHS 28.08.2020
Tpebyemast noky- Bun npo-
MEHTAIIHS ey psl
a) MI3MeHeHune coctaBa BKYCOBBIX JJ00aBOK (apoMaTH3aTOPOB) MM KpacUTeleH
1. JlobGaBneHue, HCKITIOYCHUE WITH 3aMCHA 1,2,3,4, 1,2,4,5,6 1B
5,6,7,9
2. YBenM4YeHNE WIN YMEHBIICHHE COIEPKAHMS 1,2,3,4 1,2,4 1B
6) IIpoune BcrioMoraresbHbIE BEIIECTBA
1. JIro6ast He3HAUNTETbHAS KOPPEKIU KOJIMYECTBEHHOTO COCTaBa BCIIOMOTaTeIIbHBIX 1,2,4,8, 1,2,7 IB
BEIIECTB JIEKAPCTBEHHOTO TIpenapara 9, 10
2. KauecTBeHHBIE MM KOJTHUYSCTBEHHBIC M3MEHEHUSI OTHOTO MK 00Jiee BCIIOMOTATEb- II
HBIX BEILECTB, CYNIECTBCHHO BIUSIONIME HA Ka4eCTBO, 0€30MacHOCTh WK 3 dexTHB-
HOCTb JIGKapPCTBEHHOTO ITpenapara
3. 3menenue, 3aTparuaroiiee OMOIOrHYecKHi/ UMMYHOJIOTHYECKHH Iperapar II
4. JIrob0e HOBOE BCIIOMOTaTeIbHOE BEILIECTBO, MPE/IIOJIararollee CIoIb30BaHHE MaTe- 1I
PHAaJIOB YEIOBEYECKOTO HIIH )KHBOTHOT'O ITPOUCXOXKACHHS, TPEOYIOMINX OLEHKH JTaHHBIX
BUpYyCHOM Oe3zomacHocTH ¥ (wm) pucka TI'D
5. U3meHeHne, 000CHOBaHHOE pe3yiIbTaTaMH UCCIIEIOBaHNS OMOIKBHBATICHTHOCTH 11
6. 3aMeHa OJHOTO BCIIOMOTATEIHHOTO BEMIECTBA CXOMHBIM BCIIOMOTATEILHBIM BEIIle- 1,3,4,5,6,7,8,9 1B
CTBOM C TeMH K€ (YHKIIMOHATBHBIMH XapAKTEPUCTUKAMHU B aHAJIOTUIHOM KOJTHYECTBE

VcenoBus

1. 3meneHust GyHKIMOHAIBHBIX XapaKTEPUCTHK JICKAPCTBEHHOM (OPMBI, HAIIpUMEp, BPEMEHH PacnalaéMOCTH, POQUIIS paCTBOPEHHS OT-
CYTCTBYIOT.

2. BCHKle HE3HAYUTCIIBHYIO KOPPEKIUIO COCTaBa JIsd NMOAACPIKAHUS 06]].[6]‘/’[ MacCcChblI HeO6XOJlI/IMO OCYIICCTBJIATH BCIOMOT'aTCJIbHBIM BEIIC-
CTBOM, COCTaBJIAIOIINUM B HACTOSALICE BPEMsI OCHOBHYIO HaCTh JICKAPpCTBEHHOI'O IIperiapara.

3. CHCI_[I/I(bI/IKaI_II/ISI JICKApCTBCHHOT'O ITpeIriaparTa OOHOBJICHA B YaCTH BHEIIHETO Bnna/sanaxa/BKyca u, 1Ipu HCOGXOZ{I/IMOCTI/I, HUCKIIIOYCHO UCIIBI-
TaHUC HA IOAJTMHHOCTD.

4. HayaTbl COOTBETCTBYOIHE HCCIACAOBAHNS CTAOMIBHOCTH B COOTBETCTBUH C YCTAHOBJICHHBIMH TPEOOBAHHUAMH (C YKa3aHHEM HOMEPOB Ce-
puit); IpoaHATU3UPOBAHBI COOTBETCTBYIOIINE TAPAMETPhI CTAOMIBHOCTH HE MEHEE YeM Ha IBYX OIMBITHO-IPOMBIIUICHHBIX WM IPOMBILLICH-
HBIX CEpPHSIX; B PACTIOPSDKEHHH 3asBUTEIISI HAXOSITCS YIOBICTBOPUTENIBHBIE PE3yIIbTAThI, [10 MEHBIIEH Mepe, 3-MECSIIHOTO U3YUEHHUS CTaONITb-
HOCTH (Ha MOMEHT BBEJICHHS M3MeHeHui [A Tuna u yBenomieHus 06 n3menenusx IB tuna); npopusb cTabHIbHOCTH CXOXK C YTBEPIKIACHHBIM
B HacTosiiee BpeMs mpoduieM. [loaTBepxeHHe TOro, 4TO UCCICAOBaHUS OYAyT 3aBEPILCHBI, U YTO €CIIU PE3yJIbTaThl HAa KOHEIl CPOKa T'OJTHO-
CTH He OyIyT YyKIaablBaThCs B CHCHU(PUKAIMHI WK TOTCHIIHAIBHO HE YKIAbIBATHCS B CICHU(DUKAINH, HX HEMEJICHHO MPEICTABSIT YIIOIHO-
MOYCHHOMY OpraHy HapsIy ¢ mpeJiaracMbIM IUIaHOM IeicTBrit. KpoMme Toro, B COOTBETCTBYIONIMX CITyYasx HEOOXOIUMO IPOBECTH HCITBITA-
HUe HOTOCTaOMIBLHOCTH.

5. Bce HOBbIE KOMITOHEHTBI JOJDKHBI Y1OBJIETBOPATH Tpe6OBaHI/I${M COOTBETCTBYIOIIIUX NJOKYMEHTOB PeCHy6J’IHKI/I KaSaXCTaH, Kacaromuxcs
Kpacheneﬁ, HCIIOJIb3YyEMBIX B TUIICBON TIIPOMBIINIIIEHHOCTH, U BKYCOBBIX IIO6aBOK.

6. Hu oivH HOBBII KOMITOHEHT HE TPEJIIOoNaraeT NCI0Ib30BaHHE MaTEPHAIOB YeJIOBEYECKOTO WM )KUBOTHOTO MPOUCXOKACHHS, TPEOYIOIINX
OLICHKH JIAHHBIX BUPYCHOM 0€30MacHOCTH MIIM COOTBETCTBHS IEUCTBYIOIMM TpeboBanusaM ["ocynapctBenHoit @apmakonee Pecryonuku Ka-
3aXCTaH [0 MUHUMHU3ALUK PUCKa Mepejadi areHTOB TyOuaToi sHIedaonaTHy )KMBOTHBIX OCPECTBOM JIEKAPCTBEHHBIX MPETapaToB JUIs
MEJMIMHCKOTO ¥ BETEPHMHAPHOTO MPUMEHEHHUSI.

7.B COOTBCTCTBYIOIIUX ClIydyassX U3MEHECHHUS HE BIIUAIOT HA pa3jinuns MEXAY NO3UPOBKAMHU U HE OKa3bIBAIOT HEIrAaTUBHOI'O BJIMAHUS Ha BKYCO-
BBIC CBOMCTBa JICKapCTBEHHBIX IIperapaToB, NPEAHA3HAYCHHBIX IJIS JIeTEH.

8. [Ipo¢uiab pacTBOpEHHUS HE MEHEE YeM JIBYX OIBITHO-IIPOMBILIICHHBIX CEPUil HOBOTO JISKAPCTBEHHOTO MpernapaTa COOCTaBUM CO HEH3Me-
HEHHBIM (OTCYTCTBUE 3HAYUTENBHBIX PA3INYUM C TOUKH 3pEHHS COOCTAaBUMOCTH — cM. [IpaBuiia mpoBeeHMs HCCiIeI0BaHniT ONOIKBHBA-
JIEHTHOCTH). [Ipu HEBO3MOXKHOCTH MPOBEAEHHUS UCTIBITAHUS PACTBOPEHUS C JIEKAPCTBEHHBIMH PACTUTEILHBIMH TIpEeNapaTaMy BpeMsi pacrajae-
MOCTH HOBOT'O JIEKAPCTBEHHOTI'0 Mpenapara CONOCTABUMO CO HEM3MEHEHHBIM.

9. M3MeHeHMe He SIBIACTCS CIEICTBHEM HECTAOMILHOCTH U (I/IJ'II/I) HEC JTIOJDKHO CKa3bIBATHCA HaA 6e3OHaCHOCTI/I, T.C. pa3JIMYUAX MEXKAY N03UPOB-
KaMH.

10. PaCCManPIBaeMLIﬁ HCKapCTBCHHLIﬁ npenapar HE SABJISICTCS 6I/IOJ'IOFI/I‘ICCKI/IM/I/IMMyHOHOFI/I‘-ICCKI/IM JICKapCTBCHHBIM IIpEIIapaToM.

JlokyMeHTanus




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 10.07.2020

. aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 28.08.2020

- s - I?Tanogm,lﬁ Kﬁ)mponbmﬂﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 10.07.2020
ecryOmukn Kazaxcra B 2JIEKTPOHHOM BHJIE TlaTa ckaunBanus 28.08.2020

1. HonpaBKa K COOTBCTCTBy}OHleMy(I/IM) pa311eny(aM) J0ChE, BKIIKOYasd METOAbI UCIIBITAHUA HA IIOAJTMHHOCTH BCECX HOBBIX Kpacu’reneix’l (CCJ'[I/I
HpI/IMCHI/IMO), a TaKxKe I[epecMoTp I/IH(;I)OpMaI_II/II/I 0 JICKapCTBEHHOM IIperapaTe COOTBETCTBCHHO.

2. Jlexnaparnus, 94To HadaThl TpeOyeMble HCCIeI0BaHNA CTaOMIFHOCTU B COOTBETCTBHUH C yCTaHOBJICHHBIMH TPeOOBaHUAMH (C yKa3aHHEM HO-
MEpOB CEepHii); M 4TO (B COOTBETCTBYIOIIHX CIIy4asix) HA MOMEHT BBE/ICHUSI U3MEHEHHMI B €T0 PACIIOPSDKEHHH HaXOAMIUCH TpeOyeMble MUHH-
MaJbHbIE YJIOBIETBOPUTEIILHBIC JAHHbIE 110 CTAOMIBHOCTHU; U YTO UMEIOLIMECS ITAHHbIE HE CBUJIETENbCTBOBAIN O KaKOH-1n00 npodieme.
Heo6xoaumo Taxske NpeacTaBUTh MOATBEPIKACHUE TOTO, YTO UCCIIeJOBaHuUs Oy IyT 3aBEepLICHbI, U YTO €CJIH Pe3YJIbTaThl He OyIyT yKiIajbl-
BaTbCsl B CHeM(UKALMN WU TOTEHIMAIBHO HE YKIIAIbIBATCS B ClIELU(UKALUK HAa KOHEL| CPOKa FOJHOCTH, UX HEMEJICHHO MPEJICTaBsAT
YIOJIHOMOYEHHOMY OpraHy Hapsiy ¢ IpeiaraeMbIM IUNIAHOM JEeHCTBHH.

3. Pe3ysbrathl HCCiIeI0BaHMIT CTAOMIIBHOCTH, POBEICHHBIX B COOTBETCTBHH C YCTAHOBJICHHBIMU TPEOOBAHUSIMH, IO 3HAYMMBIM IIapaMeTpaM
CTaOMIBLHOCTH HE MEHEE YeM Ha JBYX OIBITHO-IIPOMBIIUICHHBIX MITH MPOMBIIUICHHBIX CEPUSIX, OXBATHIBAIOLINX HE MEHEE 3 MECSIIEB, U MO/

TBEPXK/JICHHUE TOTO, YTO YKa3aHHBIE UCCIIEIOBaHHs OyIyT 3aBEPILCHBL, M €CIIH PE3YJIbTAaThl HE OyIyT YKIaAbIBATHCS B CrICHM(DUKAIIMN WX TI0-
TEHIMAIBFHO HE YKIIABIBATHCS B CIICIM(UKAIIMK HAa KOHEIl CPOKa TOJJHOCTH, UX HEMEUIEHHO MPEJICTaBsAT YIIOJHOMOUYCHHOMY OpraHy Hapsiay
¢ IpeAaraéMbIM IUIAHOM JEHCTBUI.

4.B COOTBCTCTBYIOIIUX CITydasX 06pa3u1;1 HOBOT'O JICKaApCTBEHHOI'O IIp€rapara.

5. JIubo cepruduxar coorsercTBus Espomneiickoit dapmakonen nmo TI'D Ha 10601 HOBBIN HCTOYHUK MaTepHala, T100 (€CIIU IPUMEHUMO)
JOKYMEHTAJIbHOE OATBEPKICHHE TOT0, YTO HCTOYHHK MaTepraia, HogBep KeHHbIi pucky TI'D, paHee mpoBepeH yIOITHOMOYESHHBIM Opra-
HOM; 1 OBLIO TIOATBEPIKICHO €ro COOTBETCTBHE AeiCcTBYoMIeH ctaThe ['ocynapcrennoit @apmakonee Pecriyonuku Kazaxcran nmo MuHumm3a-
LMY PUCKA Mepelauyl areHTOB Iry04aToi sH1ehasonaTuy )KUBOTHBIX IIOCPEICTBOM JICKAPCTBEHHBIX MTPENapaToB A MEAULIMHCKOTO U BETEpU-
HApHOTO IpUMeHeHHUs. s KaXJ0ro Takoro poja Marepuaia HeoOX0IUMO MPEICTaBUTh CIESAYIONNE CBEJEHH: Ha3BaHHE IPOU3BOJUTEIIS;
BUJI JKMBOTHBIX U TKaHH, U3 KOTOPBIX IOIy4eH MaTepuall; CTpaHa IPOMCXOKIEHHUS )KUBOTHBIX U €I0 UCTIONb30BaHHUE.

6. B cOOTBETCTBYIOIINX CITydasx JaHHBIE, TOATBEPKAAIOIINE TO, YTO HOBOE BCIIOMOTATEIbHOE BEIIECTBO HE B3aNMOJICHCTBYET C aHATUTHYE-
CKMMH METOAMKAMH ClIeLM(HUKAIMY JIEKapCTBEHHOTO MpenapaTa.

7. HeoOxo1MMo MmMocpeicTBOM Haiekalen papMaleBTHIeCKON pa3paboTKu (BKIIFOUasi BOIPOCH! CTAaOMIIBHOCTH M IPOTHBOMHKPOOHOTO KOH-
CepBHUPOBAHMUS, €CIIM IPUMEHHUMO) TIPEICTABUTH 0OOCHOBAHHE CMEHBI/BBIOOpA BCIIOMOTaTEIbHBIX BEIIECTB U T.II.

8. CpaBHI/ITeHLHHG JJAHHBIC l'[pO(l)HJ'[f{ PacTBOPEHUS TBEPABIX JICKAPCTBCHHBIX (bOpM HE MEHEEC Y€M Ha JIBYX OIBITHO-IIPOMBIIIJICHHBIX CEPUAX
JICKapCTBEHHOI'O IIpe€napaTa HOBOI'O U CTapOro COCTaBOB. B otHOmIEeHNN JICKapCTBCHHBIX PACTUTCJIbHBIX IIPEIapaTOB JOCTATOYHBI JaHHbIC
CpaBHHTeHLHOﬁ pacnaga€MoCTH.

9. O60cHOBaHYs HENPECTABICHHS Pe3yIbTaTOB HOBOT'O HCCIEI0BAHHS OMOIKBUBAJICHTHOCTH B COOTBETCTBUHM C [IpaBuiiaMu npoBeieHus M-
CJIe/IOBaHUH OMODKBUBAJIEHTHOCTH.

b.Il.a. 4 MI3mMeHeHne Macchl 000JIOUKH JIEKAPCTBEHHBIX (DOPM IS TpUeMa BHYTPb WIIH YcnoBus Tpebyemast noky- Bun npo-
U3MEHEHHE MacChl 000JIOUYKH KarlCyJIbl MEHTAaIUs Hexypsl
a) TBepable gekapcTBEHHbIE (POPMBI 1T IPUEMa BHYTPb 1,2,3,4 1,2 1B

6) JlekapcTBeHHBIE HOPMBI C OTCPOUEHHBIM, MOJU(HULIUPOBAHHBIM HIIH NIPOJIOHTHPO- I
BaHHBIM BBICBOOOXKIEHHEM, B KOTOPBIX 000JI0UKA SBJISETCS KIIIOUYEBBIM (hJaKTOPOM BbI-

CBOOOKICHHS

VYcenosus

1. IIpoduie pacTBOpeHHs: HE MEHEE YeM JIBYX OIBITHO-IIPOMBIIUICHHBIX CEPHi HOBOTO JICKAPCTBEHHOT'O Mpernapara COIOCTABUM CO CTAPhIM.
IIpu HEBO3MOKHOCTH IPOBEAEHUSI UCTIBITAHUS PACTBOPEHUSI C JIEKAPCTBEHHBIMU PACTUTENBHBIMH IIPENapaTaMy BpeMsl PaclagaeMoCTH HOBO-
IO JIEKapCTBEHHOT'0 MpenapaTta B CPaBHEHHHU CO CTapbIM.

2. O601104Ka He SBIISACTCS KIOUEBBIM (PaKTOPOM MEXaHH3Ma BBICBOOOXKICHHSI.
3. Cnenundukarys JIeKapcTBEHHOTO NperapaTa 0OHOBJICHA JIMIIb B YaCTH MAcChl U pa3MepoB (ECIIH IPUMEHUMO).

4. HauaTbl COOTBETCTBYIOIINE UCCIIEIOBAHHS CTAOMIBHOCTH B COOTBETCTBHH C YCTaHOBJIEHHBIMU TPEOOBAaHUSAMH HE MEHEE YeM Ha JABYX
OTIBITHO-TIPOMBIIUIEHHBIX MM IPOMBIIIICHHBIX CEPUAX; B PAaCIIOPSDKCHNH 3asIBUTEISI HA MOMCHT BBEJCHUS H3MEHEHUH HAXOAATCS yIOBJIe-
TBOPHUTEJNBHBIC, 10 MEHBILEH Mepe, 3-MecsUHbIe JaHHBIE IO CTA0MIBHOCTH; TIOATBEP)KACHHUE TOTO, YTO UCCIIEIOBaHUs Oy Iy T 3aBepuieHbl. Ec-
JIM pe3yJIbTaThl HEe YKJIA/IbIBAIOTCA B CHIELM(PHUKALIMY WY HOTEHIMAIBHO MOTYT HE YJIOXKUTHCS B celM(DUKALMK Ha KOHEIl CPOKa TOJHOCTH,
WX HEMEJIJICHHO MPEJCTaBSAT YIIOJHOMOUYCHHOMY OpraHy Hapsy ¢ Ipe/uiaracMbIM IUIAHOM JICHCTBHI.

JloxymeHTanus
1. ITonpaBka K COOTBETCTBYIOILEMY(MM) pa3zaeny(am) 10che.

2. [LeKHapaLII/IH, YTO HavdaThbl Tp€6yCMLIC HCCIICOOBAaHUA CTaOMIIBHOCTH B COOTBETCTBUU C YCTaHOBJICHHBIMU TpCGOBaHI/IHMH (C YKa3aHUEM HO-
MCEpOB Cepﬂﬁ); U 4TO (B COOTBETCTBYIOIIIUX cnyqaslx) Ha MOMCHT BBCICHUA HU3MCHCHHI B €T0 pacnopsiKEHUU HaXOANIUCh Tp€6y€MLI€ MUHU-
MaJIbHBIC YOOBJICTBOPUTEIIBHBIC TaHHBIC 10 CT36I/IHLHOCTI/I; 1 9YTO UMCIOIIMECCA TaHHBIC HEC CBUACTCIILCTBOBAIN O KaKoi-11u00 npo6neMe.
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H606X0)Z[I/IMO TAKXKE NPEACTAaBUTDb NMOATBEPIKACHUE TOT'O, YTO UCCIICAOBaHUSA 6y)1yT 3aBEPIUICHBI, U YTO €CJIK PE3YJIbTAaThl HE 6y):[yT yKiaabl-

BaThCA B CHCI_II/I(bI/IKaI_[I/II/I WK MOTCHIMAJIbHO HE YKJIIaAbIBATHCS B CHGI_II/I(bI/IKaLII/II/I Ha KOHEI CpOKa rogHOCTH, UX HEMCIJICHHO NIPEACTABIAT

YIIOJTHOMOYCHHOMY OpraHy Hapsiiy € Hpeajiara€MbIM IJIAaHOM HCﬁCTBHﬁ. KpOMe TOr'0, B COOTBETCTBYIOIIUX ClIydasiX HCO6XOHI/IMO IIpOBECTU

UCTbITaHHE POTOCTAOUITBHOCTH.

B.IL.a. 5 VI3meHeHne KOHIEHTPAIMKA OJHOJJO3HOTO, TOJTHOCTHIO BBOJUMOTO ITApEHTE- YcaoBus Tpebyemast 1oKy- Bun npo-
PaJIbHOTO JIEKAPCTBEHHOTO MpenapaTa Npyu HEM3MEHHOCTH CO/ICp)KaHuUs aKTUBHOU ap- MEHTaLUs Hexypsl
MalleBTHYECKOH CyOCTaHIINK Ha €ANHUILY 03B! (T.C. TO3UPOBKH)
I
b.Il.a. 6 VckiroueHne KOHTEHEpa ¢ pacTBOpUTEIEM/pa30aBUTEIEM U3 YITaKOBKH Ycnosus Tpebyemas noky- Bup npo-
MEHTAIHs ey phl
1,2 1B

JloxyMeHTanus

1. O6ocHOBaHKE HCKIIIOYCHUS, BKIIIOYasl yKa3aHUC Ha aJIbTCPHATUBHBIC CIocoObI TIOJTY4CHU paCTBOpI/ITCHSI/pEBGaBI/ITeHSI B OCIIAX 0e301acHo-

ro 1 3Q(eKTUBHOTO IPUMEHEHNS JICKapCTBEHHOTO IperapaTa.

2. IlepecmoTpenHas nHGOPMAIIKS O ICKAPCTBEHHOM TIperapare.

B.II. ) IIpousBonacTBO

B.11.6. 1 3ameHa npoU3BOACTBEHHOM 10~
IAAKU JJIs1 9aCTH UITH BCEX IPOLIECCOB
IPOHM3BOACTBA JICKAPCTBEHHOT'O IIpenapaTa

VcnoBus

TpebOyemast TOKyMeHTaIHs

Bun npouemypst

a) [Tomaaka mo BTOPUYHON YHAKOBKE

1,2

1,3,8

1A

6) [lnomanka o nepBUYHOI yIaKkOBKe

1,2,3,4,5

1,2,3,4,8,9

1A

B) [Inomanka, Ha KOTOpOH OCYIIECTBII-
FOTCSI IPOU3BOICTBEHHBIC OTIEPAIMHU IS
OHOJIOrMYECKUX/UMMYHOJIOTHYECKHUX JIe-
KapCTBEHHBIX NPETIapaToB MIIH JIeKap-
CTBEHHBIX ()OPM, TPOM3BECHHBIX C IOMO-
IIBIO CJIOXHBIX TIPOM3BOJICTBEHHBIX HPO-
LIECCOB, 3a UCKIIFOYEHHEM BBIITyCKa CEpPHId,
KOHTPOJISI KaueCTBa CepHil U BTOPUYHOMH
YIIaKOBKH

1I

r) [Inomanka, Tpedyromas npoBeIeHUs
MEPBUYHOM WITH IPOAYKT CHCU(PUIHOM
HHCTICKI[HH

II

1) [Tnomanka, Ha KOTOPO# OCYIIECTBIIA-
FOTCsI JTF00BIE TPOU3BOICTBEHHBIC OTepa-
LY JUTSI HECTEPHIIbHBIX JIEKapCTBEHHBIX
IpenaparoB, 3a HCKJIIOYEHUEM BBIITyCKa
CepUi, KOHTPOJIA CEpHH, IEPBUYHON H
BTOPUYHON yITaKOBKH

1,2,3,4,5,6,7,8,9

1B

e) Inomanxa, Ha KOTOPO OCYIIECTBISIOT-
cs JIro0ble IPOU3BOCTBEHHbIE ONEPAIIUH
CO CTEpHJIbHBIMHU JIEKAPCTBEHHBIMH IIpeTia-
paTamu, IPOU3BOISIIUMUCS C UCIIOJIb30-
BaHUEM aCENTHYECKUX METOJOB (MCKIIIO-
4asi GHOJIOTHYeCKHe/ HIMMYHOJIOTHYECKUE
JIeKapCTBEHHbIE MIPEIapaThl), 32 HCKII0Ue-
HHEM BBIIIyCKa CEpHi, KOHTPOJII KauyecTBa
cepuil ¥ BTOPUYHOM yIaKOBKH

1,2,3,4,5,7,8

1B

VYcnoBus
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1. Haymuue ceptudukaTa Hauiexauie npou3BoacTBeHHoH npakTuky (GMP) npon3BoacTBEHHOI MIIOIAIKH HepeAatoLel 1 NIPUHUMAIOIIeH
CTOPOHEI.

2. IlnomaaKa JIMIEH3UPOBaHa B YCTAHOBICHHOM TIOPsIIKe (IUIs1 MPOU3BOACTBA PACCMATPUBAEMO JISKAPCTBEHHON (POPMBI HIIH JICKApPCTBEHHO-
TO Tpernapara).

3. PaccmatpuBaeMblii JI€KapCTBEHHBIH MPENapaT He SBISIETCS] CTEPIIIbHBIM.

4. B COOTBETCTBYIOIIUX CIy4asiX, HAIPUMEp, B OTHOLIEHUH CYCIECH3UIl WK dMYJIbCUI, UIMEETCs CXeMa BalUAalMK WIIH B COOTBETCTBUH C Te-
KYIIUM IPOTOKOJIOM YCIIEIIHO MPOBE/CHA BaIUAAIMS HOBOH IUIOMIAAKH C HE MEHEEe YeM TPeMsI IPOMBIIIJICHHBIMH CEPHSIMHU.

5. PaCCManI/IBaCMHﬁ J'[eKapCTBeHHBIﬁ Tpenapar HE SABJISICTCA OHOJIOTHYECKUM/ HUMMYHOJIOTUYCCKUM.

JloxyMeHTanus
1. Ceptuduxkar HaIeKaIeH Npon3BoIcTBeHHOH npakTHky (GMP) npon3BoacTBEHHON IIIOMAAKK TIepeaaronield 1 IPUHAMAFOIEH CTOPOHHI.

2. B cOOTBETCTBYIOINX CIIydasX HEOOXOIMMO YKa3aTh HOMEpa CEpHii, COOTBETCTBYIOLIME Pa3Mep CEPUU U JaTy NMpOU3BOJACTBA cepuii (3), uc-
HOJIb30BaHHbIE B BAIHIAMOHHOM HCCIIEI0OBAHNY, U IIPEJCTABUTH JaHHbIC BaIHAALUN WIH IIPOTOKOI (CXeMy) BalMAaLUH, IIOAIeKaIIUH 110-
Jaye.

3. B popme 3asiBICHNS 0 BHECCHHU U3MEHEHHI HEOOXOMMO YETKO YKa3aTh «TEKYIINX» U «IPEATaraeMbIX» IPOU3BOJUTENCH JIEKapCTBEHHO-
ro npermnapara (CorjiacHO paseiny 2.5 GOpMBI 3asBICHNU).

4. Konuu YTBEPKACHHBIX CHCHI/I(bI/IKaI_[I/Iﬁ Ha BBIITYCK 1 KOHEL CpOKa 'OAHOCTU (GCJ’II/I HpI/IMGHI/IMO).

5. JlaHHBIE aHAIN3a OHOM NTPOMBIIUICHHOW CEPUHU U ABYX ONBITHO-IIPOMBIIIICHHBIX CEPHH, IMUTHUPYIOLIHUX ITPOLIECC MPOU3BOICTBA (WM IBE
MIPOMBIIITICHHBIE CEPUH) M CPAaBHUTEIIBHBIE JAHHBIE C TPEMS CEPUSIMH, TPOM3BECHHBIMH Ha MPEABIIYIIEH TPOU3BOACTBEHHOH mromanke. [1o
3anpocy HEOOXOJUMO MPEACTABUTH JAHHBIE 10 CIACSAYIOLIUM ABYM IOJIHBIM MPOMBIIUIEHHBIM CEPUsIM; HEOOXOJUMO COOOIHUTD, €CIU Pe3yJb-
TaThl aHAJIM3a HE YKIIAJBIBAIOTCS B CHIELU(DUKALNIO, U IPEATOKHUTH TUIaH IeHCTBHUH.

6. COOTBCTCTByK)H.H/Ie JAaHHBIC BaJIMJalllH, BKIIIOYas pE3yJibTaTbl MUKPOCKOITUU pacCHpeae/ICHUS 110 pa3MepaM YacTUll U UX MOp(bOHOFHH MAT-
KUX U KHUJAKUX JICKAPCTBECHHBIX (bOpM, B KOTOPBIX q]apMaI_[eBTI/I'-IeCKaH Cy6CTaHLII/I$I HaXOAUTCs B HEPACTBOPEHHOM COCTOSIHUU.

7. Ecniu Ha HOBOM NPOM3BO/ICTBEHHOM IUIOLIAZKU B KAUECTBE HCXOHOIO MaTepHalla HCIOJIb3yeTCsl aKTHBHAs (papMalieBTHYeCKast CyOcTaH-
1Hs1, — JeKJIapanusl yImoJITHOMOYSHHOTO JIMIIA IUIOMIA/IKH, OTBETCTBEHHOTO 32 BBIITYCK CEPHii, YTO aKTUBHAs (hapMaleBTHIECKas CyOCTaHIIUS
mpou3Be/ieHa B cooTBeTcTBIHM ¢ [IpaBunamu Hajsexkaniei mpon3BoACTBEHHOM npakTrke Pecryonuku Kazaxcran uis HCXOHBIX MaTepHAaIOB.

8. TTompaBka K COOTBETCTBYIOIEMY(MM) pa3zeny(am) A0che.

9. Ecin npon3BOACTBEHHAs IUIOIAIKA H ILIOIA/(KA, HA KOTOPOii OCYIIeCTBIseTCs IIepBUYHAs YIIAKOBKA, PA3IINYaIOTCsl, HEOOXOIUMO OIH-
caTh U BaJIMIUPOBATH yCIIOBUS TPAHCIIOPTUPOBKH U XpaHeHUs HepachacoaHHoro mpemnapara (bulk).

[Tpumeuanus: IIpu u3MeHeHnH POMU3BOICTBEHHOM ILTOMIAIKE B CTpaHe 3a npeaenamu PecrryOnmkn Kazax-
CTaH, ¢ KOTOPOI1l He 3aKJIFOUCHO COTJIAIICHHE O B3anMHOM npu3Hanun GMP, nepxxarernsim 1o
M0JJaY¥ YBEJOMJIICHHSI pEKOMEHYEeTCSsI IPOKOHCYIBTHPOBATHCS C YIIOJTHOMOUYEHHBIM OPTraHOM
U TIPE/ICTaBUTh CBEJICHHUS O BCEX MPEIBIAYIINX HHCIIEKIUIX 32 MOCIeAHre 2—3 roja u (Uiu)
BCEX 3aIJITAHUPOBAHHBIX MHCHEKIHSIX, BKIIIOYAs 1aThl HHCIIEKLUH, KATErOpUU HHCIIEKTUpYe-
MBIX MIPOJYKTOB, HAJI30PHOE BEIOMCTBO U IIPOYHE CBeIeHHs. JleKiapaiy yroJHOMOYEHHOTO
JIMLA, 3aTPArUBAIOIIIE aKTHBHYIO (hapMalleBTHIECKYIO CYOCTaHIIHIO.

JlepaTenu JUIECH3UI Ha TPOU3BOACTBO 00sI3aHBI B KAYECTBE HCXOAHBIX MAaTEPHAIOB UCHOJIb-
30BaTh UCKJIIOYUTENBHO aKTHBHbIC (papMalleBTHYECKHE CyOCTaHIMHU, TIPOM3BEACHHBIE B COOT-
BerctBuH ¢ GMP, moaToMy Kaxplil JepkaTesb JIMIEH3UU Ha TPOM3BOACTBO 00sI3aH Mpojie-
KJIapUPOBaTh, YTO OH B KAYECTBE HCXOIHOIO MaTepHaa HCIOIb3yeT aKTUBHYIO (hapMarieBTH-
YecKyro CyOCTaHIMIO, MPOM3BeeHHYI0 B cooTBeTcTBIH ¢ GMP. KpoMme Toro, mockoieky ymos-
HOMOYEHHOE JIMIIO0, OTBETCTBEHHOE 3a cepTU(HUKaLuio cepur, 6eper Ha ceOst 00Uy 0 OTBET-
CTBEHHOCTBD 32 KOXKIYI0 CEPHIO, €CITH IUIOIIA/Ka, BBITYCKAOIIAs CEPUI0, OTIMYALTCS OT yKa-
3aHHOM BBIIIIE, YIIOJTHOMOYCHHOE JIUIIO, OTBETCTBEHHOE 33 CEPTU(DHUKALUIO CEPUH, TOIKHO
MIPECTaBUTh IOTIOJIHUTEIBHYIO JCKIapaluio.

Bo MHOrHX ClIydasiX BOBJICUCH JIMIIb OJAWH AE€PKATCJIb JIMIEH3UU Ha MPOU3BOICTBO, [IOOTOMY
HOTpeGyeTCH JIMIIb OJTHA JACKJIapanusi. OZ[HaKO, €CJIM BOBJICYCHBI HECKOJIBKO BJIAACJIBLICB JIN-
LIEH3UH Ha IIPOU3BOACTBO, BMECTO IOAAYN HECKOJIbKUX ):[eKnapauHﬁ JO0IIyCKaeTCs noaaThb O~
HY ACKJIapaluyio, NOANMCAHHY0 OJHUM YIIOJTHOMOYCHHBIM JINIIOM. 910 AOITyCTUMO IPH yCII0-
BHH TOIO, 4TO:

B JICKJIapaliy 4Y€TKO YKa3aHo, YTO OHa MOAIMCaHa OT JIMIa BCEX BOBJICYCHHBIX YITOJJHOMOYCH-
HBIX JIWII.
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b.11.6.2 M3MeHeHue umioprepa, coriare- VYcnopus Tpebyemast fokyMeHTaLUs Bup mpouenypel
HUH O BBITYCKE CEPUH M MCTIBITAHWUHI 110
KOHTPOJIIO Ka4eCTBa JIEKapCTBEHHOTO IIpe-
napara

a) 3aMeHa win 100aBICHHE TIOMAAKY, Ha 1,2,3 1,2 1A
KOTOPOM OCYIIECTBJISIETCS KOHTPOJIb Kave-
CTBa/HCIBITAHHE CEPHUii

0) 3ameHa win 100aBiICHNE TPOU3BOANTE- 11
JIsI, OTBETCTBEHHOT'O 32 BBIITYCK CepHil OH0-
JIOTUYECKOT0/ UMMYHOJIOTHYECKOTO JIeKap-
CTBEHHOTO TIperapara u JI00BIX METOI0B
MCIBITAHKH, OCYIIECTBIICMBIX Ha II0-
LIaJIKe, SBIISIOIIUXCS OHMOIOrMYECKUM/ M-
MYHOJIOTHYECKUM METO/IOM

B) 3aMeHa WM J0OaBJIeHHE IPON3BOIHITE-
JI5I, OTBETCTBEHHOTO 32 BBIITYCK CEpHi

1. 3a ucKiIIOYeHNEM KOHTPOJIS KadecTBa/ 1 1,2,3,4 1A
UCTIBITAaHUE CEpUi

2. Brurouast KOHTPOJIb KauecTBa/UCIIBITa- 1,2, 3, 1,2,3,4 1A
HUE cepuid

3. Brirouast KOHTPOJIb Ka4eCTBa/UCTIbITa- 11
HHUE OMOJIOrMYEeCKOr0/UMMYHOJIOTHYECKO-
0 JIGKapCTBEHHOTO MpenapaTa 1 OAUH U3
METO/IOB UCIIBITAaHU1, OCYIIECTBISIEMbIH
Ha IUIOIIA/IKE SBISIETCS OHOIOrHUeCKUM/
MMMYHOJIOTHYECKUM/ UMMYHOXHMHYE-
CKHM

VYcnoBus
1. Inomazxa TMIEH3UPOBaHA B YCTAaHOBICHHOM TIOPSIKE.
2. JlexapCTBEHHBII Npernapar He SBISETCS OMOIOrHYECKUM/MMMYHOJIOTHYECKUM JIEKapCTBEHHBIM IPENapaToM.

3. TpchqJep TEXHOJIOI'HU CO CTapOﬁ Ha HOBYIO IVIOIIAAKy HJIN HOBYIO UCIILITATCIIBHYIO na60paT0pHIo TIPOU3BCACH yCIICIIHO.

JloxyMeHTanus

1. Konus nmuueH3wii Ha IIPOU3BOACTBO UJIK B UX OTCYTCTBUC — CCpTI/I(I)I/IKaT GMP, BBIJIAHHBIN B TEUCHUE TpeX NOCICAHUX JIET COOTBETCTBYIO-
UM YIIOJTHOMOYEHHBIM OPTaHOM.

2. B popme 3asiBieHNs 0 BHECCHNN HU3MEHEHHI HEOOXOIMMO YKA3aTh TEKYILINX» U «IIPEIAraeMbIX» POM3BOANTENCH JIEKapCTBEHHOTO TIpe-
napara (coriiacHo pasaeny 2.5 GpopMbl 3asiBICHUS).

3. Jlexnapariyst yroJHOMOYEHHOTO JIUIA, OTBETCTBEHHOT'O 33 CEPTU(PHKALIMIO CEPUH, B KOTOPOW YKa3bIBAeTCsl, YTO MPOU3BOANTEIb(H) aKTHB-
HOH (papMarieBTHUECKOH CyOCTaHIINY, YKa3aHHOM B PErHCTPALlMOHHOM J0Che, paboTaeT B cOOTBETCTBUH ¢ [IpaBmiiamu Hauiexalei npons-
BOJICTBEHHOI npakTuku Pecrry6muky KazaxcTan uis MCXOAHBIX MaTepuaiios. [Ipu onpeneneHHbIX 00CTOATENbCTBAX IOITYCKACTCS IIPECTaB-
JSITH OJIHY ACKJIapanuio (cM. mpuMedanue k u3menenuio b.11.6.1).

4. IMompaBka K COOTBETCTBYOLIEMY(MM) pa3ieny(am) 10cke, BKII0Yas HHGOPMAIIUK O JIEKapCTBEHHOM Ipernapare.

b.11.6.3 M3menenue mporiecca mponu3Bo/I- VYcenosust Tpebyemast TOKyMEHTAIHs Bun npouenypst
CTBa JIEKAPCTBEHHOTI'0 Iperapara, BKIIIo-
Yasi IPOMEKYTOYHBINA TPOAYKT, UCTIOIb3Y-
€MBbIil B IPOU3BO/ICTBE JICKAPCTBEHHOTO
mpenapara

a) Hesnaunmsble m3menenus nponeccapo- | 1,2,3,4,5,6,7 1,3,4,5,6,7,8 1B
M3BOJICTBA

1I
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6) 3HauMMble H3MEHEHHs Ipoliecca Ipous-
BOJICTBA, OKA3BIBAIOLINE CYLIECTBEHHOE
BIIUSHHE Ha Ka4eCTBO, 0€30IIaCHOCTb U -
(EKTHBHOCTH JTEKapPCTBEHHOTO Ipenapara

B) JlekapcTBeHHBIN Mpemnapar sSBIseTCs 11
OHOJIOrMYECKUM/UMMYHOIOTHUECKIM, U
H3MEHEeHHe TPpeOyeT OLEHKH COMOCTaBUMO-
CTH

r) BBeneHne HecTaHAAPTHOTO TEPMUHAIIb- I
HOTO METOZIa CTEPUIIN3AIIHN

1) BBenenue nim yBennuenue n30bITKa, 11
HCIIOJIB3yEMOT0 B OTHOIIEHHH aKTUBHOMN
(hapMmarieBTHYECKO CYyOCTaHIIUH

¢) HesnaunMoe n3MeHeHue npoliecca mpo- 1,2,4,6,7,8 1B
W3BOJICTBA BOJHOW CYCIICH3HMH /ISl IpUe-
Ma BHYTpb

YcnoBust
1. I3MeHeHus Ka4eCTBEHHOTO WITH KOJIMYECTBEHHOTO MPOQUIIs MpUMeceil Witk (HH3UKO-XUMHYECKUX CBOMCTB OTCYTCTBYIOT.

2. I3MeHeHHne KacaeTcs TBEPIOH JIeKapCTBEHHOH (pOpMBI [T IIpHeMa BHYTpPS (PacTBOpa JUIS IIPHEMa BHYTpPh) ¢ HEMEJIEHHBIM BEICBOOOXKIE-
HHEM U PacCMaTpUBACMbIi JIEKapCTBEHHBIN IperapaT He SBIETCS OHOIOTHIeCKUM/HMMYHOIOTHYECKUM HIIH PACTHTEIBHBIM.

3. [lpuHIMI Npou3BOACTBA, BKIIOYAs OTACIBHBIC €ro Tallbl, He H3MEHSIOTCS, HapuMep, 00paboTKa IPOMEXYTOUHBIX TPOJYKTOB, OTCYT-
CTBYIOT U3MEHEHHS KaKUX-JTHO0 pacTBOPHUTENIEH, HCIIOJIL3YEMBIX B IIPOLIECCE TIPOM3BOJICTBA.

4. 3aperucTpupOBaHHbIH B HACTOSIIEE BPEMsI IPOLIECC POU3BOJICTBA KOHTPOIUPYETCSI BHYTPUIIPOU3BOICTBEHHBIMH KOHTPOJISIMU, U M3MEHE-
HUE TaKUX KOHTPOJIEH (paclIMpeHue WM NCKIII0YEHHE KPUTEPHEB IIPHEMIIEMOCTH) HE TpedyeTcsl.

5. CHCI_H/I(bI/IKaI_II/II/I JICKapCTBEHHOI'O IIperapara Uik IPOMEKYTOUYHBIX ITPOAYKTOB HE U3MCHSAIOTCS.

6. I1o pe3ynpTaTaM HOBOTO HpOIECCa JOIKEH 00pa30BbIBATHCS WICHTHYHBIN C TOUYKU 3pPSHUS BCEX aCIEKTOB KauecTBa, 0€30MacHOCTH U -
(hEeKTUBHOCTH JICKapPCTBEHHOTO perapara.

7. CornacHo COOTBETCTBYIOIINM J0KyMeHTaM Pecriy6nmukn Kazaxcran HauaThl COOTBETCTBYIOLINE UCCIICIOBAHUS CTAOMIIBHOCTH HE MEHee
YeM Ha OJHOW OIBITHOM WIIM IMPOMBILUICHHON CEPUU; B PACIIOPSKEHUH 3asIBUTEII HAXOAATCA Y OBIECTBOPUTEIIbHBIC PE3YIbTaThl, 10 MEHb-
et Mepe, 3-MecTYHOr0 U3Y4eHHs CTaOMIbHOCTH. [1oATBep)KICHUE TOTO, YTO UCCIIEN0BaHUs OyIyT 3aBEPIICHBI, U €CIIN Pe3yJIbTaThl HEe Oy-
YT YKJIaAbIBATHCSI B CHEM(DUKALMN WK TOTCHIMAIBHO HE YKIIA[bIBATHCS B CICHU(UKALUK Ha KOHEI[ CPOKA FOJHOCTH, HX HEMEJICHHO
IIPEACTABAT YIOJIHOMOYEHHOMY OpraHy Hapsay ¢ MpelaraéMbIM IJIAaHOM AEHCTBHUIM.

JlokymeHTamms
1. ITonpaBka k cOOTBETCTBYIOIIEMY(MM) pa3aeny(am) 10Che.

2. B oTHOLIEHHU MATKUX U KHIKHX JICKAPCTBEHHBIX ()OPM, B KOTOPBIX aKTUBHAs (hapMalleBTHYECKasi CyOCTaHIIUS HAXOIUTCS B HEPaCTBOPEH-
HOM COCTOSIHMU: HaJJIeXallasi BaIMIAMsl M3MEHEHUs], BKIIIOYas MUKPOCKOIIMIO YaCTHUIL B LIEJISIX IPOBEPKU BUIMMBIX U3MEHEHUI MopdoIio-
THH; CPaBHUTEIIbHBIE IaHHBIE O PacTIpeIeJICHUH 10 pa3Mepy YacTHIl (IUCTIEPCHOCTH ), TIOJTyYeHHBIE HA/IIEKAIIMM CIIOCOO0M.

3. B oTHOLIEHHN TBEPBIX JIEKAPCTBEHHBIX (JOPM: JaHHBIE IPOGHISL PACTBOPEHUS OJHON PENPE3EHTATUBHOM IPOMBIILITIEHHON CEpHU U CPaB-
HUTENbHBIC JaHHBIC TPEX IOCIECIHUX CEPHH, IIPOU3BEACHHBIX C IIOMOIIBIO PEeABIIYyIIEro npomecca. I1o 3anpocy He06X0AUMO IIPECTABUTD
JaHHBIC 110 CIEAYIONIUM JBYM IIOJTHBIM IPOMBIIUICHHBIM CEPUAM MK COOOIIUTD, €CIIM PE3yIbTaThl HE YKIAABIBAIOTCSA B CHEIU(UKAINIO U
NPeJUIOKUTD TJ1aH JeHCTBUI. B OTHOIIEHNH JIEKAPCTBEHHBIX PACTUTEbHBIX NIPENAPATOB JOCTATOYHBI JAHHbIE CPABHUTENIBHOM pacnagaemMo-
CTH.

4. O00CHOBaHMS HETIPEACTABIICHNS PE3YJIbTaTOB HOBOT'O MCCIIEIOBaHUS OMO3KBHBAICHTHOCTH B COOTBETCTBHU ¢ [IpaBuiamMu npoBeieHns ue-
cie0BaHMi OHo3kBUBajaeHTHOCTH PK.

5. Ilpu n3meneHnn napameTpa(oB) MPOIEcca, KOTOPhIE CUUTAIOTCSA HE OKA3hIBAIOIIMMHY BIMSHIE HAa KaU€CTBO JIGKaPCTBEHHOT'O IIpenapara, Jie-
KJIapanusi, 9T0 3TO JOCTUTHYTO B XOJI¢ PaHee MPOBEACHHOI 0T00PEHHON OICHKH PUCKOB.

6. Komuu crienudukaruii Ha BBIITYCK M KOHEIl CPOKa TOJTHOCTH.

7. JlanHble aHanu3a cepuii (B popmare cpaBHUTENBHOM TAaOIHIIBI), IO MEHBIIIEH Mepe, OJIHOW CeprH, MPOU3BEACHHOI! C TOMOIIBIO 0JI00OPEHHO-
ro U mpejuiaraeMoro mporecca. I1o 3anpocy HeoOX0JUMO MPEACTABUTH JaHHBIE 10 CIEAYIOLINM JABYM MOJHBIM HPOMBILILICHHBIM CEPHSIM;
ClIelyeT COOOIIUTD, €CIIH PEe3yJIbTAThI AHAIIM3a HE YKIIAIBIBAIOTCS B CIICHU(UKALINIO U PESIUIOKUTD TUTaH JICHCTBHIA.
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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 M3menenue pazmepa cepuu Ycnosus Tpebyemast noxyMeHTaLuUst Bun npouemypst
(BKJIIOUAs IMANa30HBI pa3Mepa Cepun) Jie-
KapCTBEHHOTO IIpernapaTa

a) YkpynHeHue BIUIoTh 10 10 pa3 no cpas- 1,2,3,4,5,7 1,4 1B
HEHHUIO C 0JJOOPEHHBIM

6) Pazykpynuenue o 10 pa3 1,2,3,4,5,6 1,4 1B
B) M3MeHenue TpeOyeT aHam3a conocTa- 11

BHMOCTH OMOJIOTUYECKOr0/MMMYHOJIOTU-
YECKOro JIEKApCTBEHHOTO TpernapaTa Hin
W3MEHEHHE pa3Mepa Cepur TpeOdyeT HOBO-
T0 UCCIIEN0BAHUSA OMO3KBUBAIEHTHOCTH

r) M3MeHeHne 3aTparuBaeT BCe OCTallb- 1I
HbIEe JIeKapCTBEHHbIE (YOPMBIL, IPOU3BOMS-
IIFecs ¢ MOMOIIBI0 KOMILIEKCHBIX IIPOIec-
COB IIPOM3BOJICTBA

1) YkpynHenue 6onee 10 pa3 mo cpaBHe- 1,2,3,4,5,6 1B
HHIO C OZI00PEHHBIM pa3MepOM CEpHH Jie-
KapCTBEHHBIX (OPM C HEMETICHHBIM BbI-
CBOOOXKICHNEM (TS TIpHieMa BHYTPb)

¢) Macrurab mpou3Bo/icTBa GHOIOTHYE- 1,2,3,4,5,6 1B
CKOro/ IMMYHOJIOTHYECKOTO JIEKapCTBEH-
HOT0 Tperiapara yBeJINUHICs/yMEeHbIINII-
cs1 6e3 U3MEHEeHUs poLecca MPOU3BOJI-
cTBa (HanpuMmep, 1yOIMpoBaHHE TMHHUN)

YcnoBust
1. VI3MeHeHne He BIHSCT Ha BOCIPOU3BOANMOCTD M (MIJIM) TIOCTOSHCTBO KAQueCTBa JICKAPCTBEHHOTO IIperapara.

2. VI3MeHeHue 3aTparuBaeT CTaHAapTHEIE JIEKapCTBEHHbIE ()OPMBI IS IPHEMa BHYTPb ¢ HEME/UICHHBIM BBICBOOOKICHHEM HITH HECTEPHIIb-
HbIE )KUJIKHE JIEKAPCTBEHHBIE (DOPMBI.

3. JIroOble U3MEHEHHMSI METOIOB MTPOM3BOACTRA U (WJIM) BHYTPUIIPOM3BOJACTBEHHBIX KOHTPOJICH HEOOXOAMMBI JIMIIb JJIsl U3MEHEHHS pa3Mepa
cepuH, HalpuMep, MCII0Ib30BaHie 000pYI0BaHHE APYrOro pa3Mepa.

4. UmeeTcs cxeMa Bajluaaluu Ui B COOTBETCTBUU € TEKYIIIUM IIPOTOKOJIOM YCIICUTHO MPOBEJACHA BajluAallus ITPOU3BOACTBA HC MEHEE YEM
Ha TpEeX NPOMBIIIIICHHBIX CEPUSIX C HOBBIM pa3MEpOM B COOTBETCTBUU C IIPUMECHUMbBIMU TpCGOBaHI/I}IMI/I.

5. PaccmarpuBaeMblil JIeKapCTBEHHbIH Npenapar He SBISeTCsS OMOIOrnYeCKUM/ MMMYHOJIOTHUECKUM.
6. I3menenue He TOIHKHO OBITH CICACTBUEM HENPEIBUACHHBIX CUTYalUil, BOSHUKIINX B X0/€ IIPOM3BOJICTBA, HJIM U3MEHEHUs CTaOMIbHOCTH.

7. Pazmep cepun yknaapiBaercs B 10-KpaTHBII quamna3oH, MpelyCMOTPEHHBIN TP perUCTpalliy, U MOCIe MOCIeAYIOIero U3MEHEeHUs, He
SBJISIBIIErOCSl M3MEHeHueM A tuma.

JloxymeHTanus
1. ITonpaBka k cOOTBETCTBYIOIIEMY(MM) pa3neny(am) 10Che.

2. Jlannble aHanm3a cepuil (B GopMare CpaBHUTEIBHOM TAOJIHUIIBI), TPEX HPOMBIIUICHHBIX CEPHH, TIPOM3BEACHHON B 3apETHCTPUPOBAHHOM U
npeuiaraeMoM pasmepax. aepxatens PY 00s13aH coOOLUMTh, €CIIN Pe3y/IbTaThl aHaIN3a He YKJIAAbIBAIOTCS B CIIELU(BHUKALMIO, U IPEUIOKUTD
IUTaH JEHCTBHI.

3. Komun 01006peHHBIX crieuduKalmii Ha BBITYCK U KOHEIl CPOKa TOJHOCTH.
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4.B COOTBETCTBYIOILIUX ClIydasaX HeO6XOJIHMO YKa3aTb HOMEpa cepHﬁ, COOTBETCTBYIOIIIUE pasMEpy CEPUU U IaT€ UX IPOU3BOACTBA (3), uc-
TI0JIb30BAHHBIX B BaJIMAllTUOHHOM HUCCICNOBAHWUH, WIH TPEACTABUTh OTUET (pe3ynLTaT) BajuJaliuu IMPOU3BOACTBEHHOI'O IIpOLEcca U 3as1B-
JICHHOT'O pa3Mepa cepuun

5. HeoOxonuMo npeAcTaBUTh pe3ysIbTaThl BaIUIAIUH.

6. Pe3ynprathl Hccien0BaHuil CTaOMIBHOCTH, IPOBEACHHBIE B COOTBETCTBHH ¢ JoKyMeHTamu PK, 1o 3HaurMbIiM napamerpam cTabHIBHOCTH,
P YCKOPEHHBIX U JA0JITOCPOYHBIX YCIOBHSAX MCIBITAHUS HA TPEX OMBITHBIX WM MPOMBIIUIEHHOH CepUH, OXBATBIBAIOIIEH, 110 MEHbIIEH Me-
pe, TpH MecsLa; MOATBEPHKACHHE TOTO, YTO TAKUE UCCIIE0BaHUs Oy IyT 3aBEPLICHBI, X YTO €CIIM Pe3yJIbTaThl He OYAyT yKIIaIbIBaThCS B CIIE-
U(UKALMN WK TOTSHIMAIBHO HE YKIIABIBATHCS B CICHU(HUKAINK Ha KOHEI[ CPOKA FOJHOCTH, HX HEMEJICHHO MPEJICTABST YIIOJTHOMOYECH-
HOMY OpraHy Hapsiy ¢ IpeularaeMbIM ITaHOM JAeiicTBuil. B oTHOMIEHHN GHOIOrNUeCKUX/MIMMYHOJIOTHYECKIX CPEICTB: JeKIapalus, 4To
OLICHKA COMIOCTAaBUMOCTH He TpedyeTcsl.

B.I1.6. 5 3MeHeHne BHY TPUIIPOU3BO/I- VYcenosust Tpebyemast TOKyMEHTAIHs Bun npouenypst
CTBEHHBIX MCIBITAaHUH MM KPUTEPHEB
MIPUEMIIEMOCTH, MCIIOJB3YIOIINXCS TIPH
HPOU3BO/ICTBE JIEKAPCTBEHHOTI'O IIpernapara

a) YrkecToYeHne BHYTPUIIPON3BOJICTBEH- 1,2,3,4 1,2 1A
HBIX KPUTEPHEB IPHEMIIEMOCTH

0) [loOaBreHrie HOBBIX UCTIBITAHUHN U 1,2,5,6 1,2,3,4,5,7 1B
KPHUTEPUEB MIPUEMIIEMOCTH

B) MckiroueHne HecyeCTBeHHOTO BHYT- 1,2,7 1,2,6 1A
PUIPOU3BOACTBEHHOTO HCIIBITAHUS

r) UckimodeHrne BHY TPHITPOM3BOACTBEHHO- 11
'O UCIIBITAHUS, KOTOPOE MOXKET CyIlle-
CTBEHHO TIOBJISITH HA COBOKYITHOE Kaue-
CTBO JICKAPCTBEHHOTO TIperapaTa

1) Pacipenue o100peHHBIX BHYTPUIIPO- II
U3BOACTBEHHBIX KPUTEPHEB IPUEMIIEMO-
CTH, KOTOPBIE CYIIECTBEHHO BIMAIOT Ha
COBOKYITHOE Ka4eCTBO JIEKAPCTBEHHOTO
npenapara

¢) JlobaBiieHHe WK 3aMEHA BHY TPUIIPOU3- 1,2,3,4,5,7 1B
BOJICTBEHHOT'O HCIIBITAHUS U3 COOOpaXxke-
HUM 0€30IaCHOCTHU WJIM KaueCcTBa

Ycnosus

1. I3MeHeHue He SIBISETCS CIIEICTBUEM KaKOro-1n0o 003aTeNnbCTBa, IPUHSTOTO MO pe3ybTaTaM paHee HPOBEJCHHbIX IKCIIEPTU3 C LEIIBIO
aHaJM3a KPUTEPUEB NPUEMIIEMOCTH Crieln(pUKanny (Hapumep, B X0/Ie PErHCTPALlK WK BHECCHUs u3MeHeHuit 11 Tuna).

2. I3MeHeHue He SBISETCs CIISICTBUEM HETIPEIBUICHHBIX CUTYalUH, BO3HUKIIHMX B XO/I€ IPOU3BOACTBA, HAIIPUMEDP, HOBask HEKBAIM(HLIMPO-
BaHHasl IPUMECh, U3MEHEHHUE NPEJICIIOB COJICPIKAHNS CyMMBI IIPUMECEH.

3. JIro60e n3MeHeHHe JOJDKHO YKIIabIBAThCS B AUAIIA30H TEKYIIUX 0J00PEHHBIX KPUTEPUEB IIPHEMIIEMOCTH.
4. AnanurHyecKkas METOIMKA HE U3MEHSETCS UM U3MEHSETCS He3HAUUTEIbHO.

5. Hu ouH HOBBII METO/I HCIIBITAHUS HE OCHOBAH HA HOBOI HECTaHJAPTHOW METOJOJIOTHH WM CTAHAAPTHON METOMOJIOTHH, UCTIONIB3yEeMOi
M0-HOBOMY.

6. HoBblit METO HCTIBITAHHS HE SIBIACTCS OGHOTOTHYECKHM/ HMMYHOJIOTHYECKUM/ IMMYHOXUMHYECKHM MM METOIOM, B KOTOPOM HCIIONB3Y-
eTcst OMOJIOrMYECKUI PEaKTHB JJIsi OMOJIOrMYECKOM aKTUBHOM (papMalieBTHYEeCKOi cyOcTaHIInK (32 HCKIIIOYEHHEM CTaHJapTHBIX (hapMaKomnei-
HBIX MUKPOOHOJIOTHYECKHX METOJIOB).

7. BHYTpUIIPON3BOJCTBEHHOE HCITBITAHNE HE 3aTParuBacT KOHTPOJIb KPUTHYECKOTO ITapaMeTpa, Harpumep:

KOJINYECTBEHHOE OIIPE/ICIICHIE

IIpUMecH (€CIIH TOIBKO ONPEETICHHBIN PaCTBOPUTENh OJHO3HAYHO HE HCHONB3YETCs B IPOU3BOJICTBE)

TM00YI0 KPUTHYECKYIO (DPH3MYECKYIO XapaKTEePUCTHKY (pa3Mep YacTuIl, HACHIITHYIO MJIOTHOCTBIO JI0 U MOCJIE YIUIOTHEHUS U T.]1.)
UCTIBITAaHHE HA HOJUTMHHOCTH (B OTCYTCTBHE MOAXO/SILIET0 albTePHATHBHOTO KOHTPOJIS)

MHUKpPOOHOJIIOTHYECKHI KOHTPOJIB (€CJIH TOJIBKO OH He TpeOyeTcsl B OTHOIICHHH ONPE/ICIICHHOM JIeKapCTBEHHOH (popMBbI)
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JloxymeHTanus

1. ITompaBKka kK COOTBETCTBYIOIEMY(HMM) pa3zaeny(am) J0Che.

2. CpaBHHTEbHAS TA0IMIA TEKYIIUX U MIPE/IaraéMbIX BHYTPUIIPOU3BOJICTBEHHBIX UCIBITAHUI U KPUTEPUEB IIPHEMIIEMOCTH.
3. [loapoOHOe omrcaHue HOBOH aHATUTHYESCKON METOAMKY U JJAHHBIC BAUIAIUH(B COOTBETCTBYIOIIMX CIIY4Yasx).

4. JlanHble aHATN3a IBYX OPOMBIIUICHHBIX cepuil (B OTCYTCTBHE HODKHBIX 000CHOBAHHIA TSl GHOMOTHIECKUX aKTHBHBIX (hapMaIleBTHUCCKHX
cyOCTaHIIUit — TPU CepHH) JIEKapCTBEHHOTO Mpernapara 1o BceM mapaMeTpam creudukamm.

5. B cooTBeTCTBYIONIMX CIIydasix CpaBHUTEINIbHbIE JAHHbIE MPOQUIIS PACTBOPEHHMS JIEKAPCTBEHHOT'O Iperiapara He MeHee 4YeM Ha OJHOH OIBIT-
HO-TIPOMBIIIICHHOH CEepUH, IIPOU3BEICHHON C UCIIOJIB30BaHHEM TEKYIIMX U HOBBIX BHYTPHIIPOM3BOACTBEHHBIX HCIIBITAHUIL. B oTHOMEHNY J1e-
KapCTBEHHBIX PACTUTEIIBHBIX ITPENapaToB MOTYT OBITh OCTaTOYHBI JAHHBIC CPAaBHUTEIILHOM PacagaeMOCTH.

6. O6OCHOBaHI/IC/OL[€HKa PHUCKOB, ITOATBEPIKAAIOINE, YTO BHYTPUIIPOU3BOACTBEHHOC UCIIBITAHUC ABJISICTCS HECYHIECTBECHHBIM HUJIN YCTApEIIO0.

7. O60CHOBaHHE HOBOTO BHYTPUIIPOU3BOJACTBEHHOT'O UCTIBITAHUA U KPUTEPUEB IPUEMIIEMOCTHU.

B.IL. B) Kontposb kauecTBa BCIOMOTaTEIbHBIX BELIECTB

b.11.B.1 M3menenue napamMeTpoB crielupUKauy U (MIM) KpUTEpPUEB IPUEMIIEMOCTH BCIIOMOTaTENbHOTO Bellle- VYeno- | Tpebye- | Bun
CTBa BUS Mas o- | 1po-
KyMeH- e-
Tauus ny-
jusi
a) YKeCTOUeHHE KPUTEPUEB TPUEMIIEMOCTH CIIeHU(PHUKAIIH 1,2, 1,2 1A
3,4
0) [lobGaBneHue B crienudUKaIMio HOBOTO MapaMeTpa Crieliu(UKaui U COOTBETCTBYIOIIETO €My METO/1a HCIIbI- 1,2, 1,2,3, 1B
TaHUHU 5,6, 4,6,8
7
B) MckiroueHne HeCyeCTBEHHOTO ITapaMeTpa crienu(prKanuy (HapuMep, HCKIIOYEHHE yCTapeBIIero napa- 1,2 1,2,7 1A
MeTpa)
r) U3menenue, BRIXOAsIIIEE 32 000OPEHHBIC KPUTEPUHU MIPUEMIEMOCTH CreHn(pHKAIINI 1I
1) Uckmouenne napamerpa crieliupUKany, KOTOPbI MOKET CyLIECTBEHHO MOBJIUSATH HAa COBOKYITHOE Kaye- 1I
CTBO JIEKAPCTBEHHOTO IpernapaTa
¢) JlobaBneHue uin 3aMeHa (MCKITFouasi OMOJIOTHYECKUH 1 MMMYHOJIOTHYECKHIA TIpenapaT) mapaMeTpa Creii- 1,2,3, 1B
(buKalMu U COOTBETCTBYIOIIETO €My METO/a UCIBITAHUI U3 COOOpaXKeHUit 0€30IaCHOCTH MM KauecTBa 4,5,6,
8
x) Eciu Ha BcrioMorarebHOE BEILIECTBO OTCYTCTBYET cTaThsl I'ocynapcrsennoit dapmakonee PK, nzamenenue 1,2,3, IB
B COOCTBECHHBIX JJAHHBIX CIENU(UKAIMY Ha HeODHIHAIBHYIO (hapMaKoIIero WK (GapMaKoIelo TpeTheil CTpaHbl 4,5, 6,
8
YcnoBus

1. I3MeHeHue He SBISETCS CIIEICTBUEM KAaKOTO-TH00 00s13aTelIbCTBA, IPUHATOTO 110 PE3yIbTaTaM PaHee MPOBEICHHBIX IKCIIEPTH3 C LENbI0
aHaIM3a KPUTEPUEB IPUEMIEMOCTH CrieHU(UKauy (HaIpuMep, B X01¢ PETUCTPALIMH JICKApPCTBEHHOT'O TIPerapara Wik BHECCHUH H3MCHEHHUIH
11 Tuma).

2. VI3aMeHeHue He SBIISIETCS CJICACTBHUEM HEIIPEABUICHHBIX chyauHﬁ, BO3HHUKIINX B XOA€ IPOU3BOACTBA, HAIIPUMED, HOBOM HCKBaJ’[I/I(I)I/ILII/IpO-
BaHHOU IIpUMECH, U3MEHEHUSI TIPEACIIOB COACPIKAHUSI CYMMBbI HpHMCCCﬁ.

3. JIroOoe n3MeHeHue JOJDKHO YKIIaJIbIBATbCS B JUAIIA30H TEKYIIIUX OZ[O6p€HHLIX KpUTEPUECB IIPUEMIIEMOCTH.
4. Ananutryeckas METOMKA HE M3MCHSETCS MIIM U3MEHSCTCSI HE3HAUUTEIbHO.

5. Hu oguH HOBBII METO HCIIBITAHUS HE OCHOBAH HA HOBOW HECTAHAAPTHON METOJOJIOTHH WIIM CTaHIAPTHON METOI0JIOTHH, UCTIONb3yeMOU
M0-HOBOMY.

6. HoBbIi METO/I UCIIBITAHUS HE ABIISAETCS OUOIIOMHYECKUM/ HMMYHOJIOTHYECKUM/ HIMMYHOXHMHYECKHM HIJIH METOZIOM, B KOTOPOM HCIIOJB3Y-
eTcsi OMOJIOTHYECKHI PEaKTHB JUIsi OHOJOTHYECKON aKTHBHOM (hapManeBTHUECKON CyOCTaHIIMH (32 HCKIIIOUEHHEM CTaHIapTHBIX (papMaKorneii-
HBIX MUKPOOHOJIOTHYECKHX METOIOB).

7. I3MeHeHne He KacaeTcsl TeHOTOKCHYHOMN TPUMECH.

JlokymeHTamms
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1. ITonpaBka kK cOOTBETCTBYIOIIEMY(MM) pa3neny(am) 10Che.
2. CpaBHHTEIbHAS TaOIMIA TEKYIIUX U NIPEAIaraeMbIX crielu(uKauii.
3. [logpoOHoe omucanue J000ro HOBOM aHAIUTHYECKOH METOIUKHU U JaHHbIe BAIUAALMY (B COOTBETCTBYIOLIMX CIydasX).

4. JlanHble aHATN3a IBYX TPOMBIIUICHHBIX CepHil (B OTCYTCTBHE HODKHBIX 000CHOBAHMIA TSl GHOMOTHIECKAX aKTUBHBIX (hapMaIleBTHUCCKHX
cyOCTaHINit — TpU Ceprr) BCIIOMOTaTeIbHOTO BEIIECTBA [0 BCEM ITapaMeTpaM Crieln(uKaimu.

5. B cooTBeTCTBYIONIMX CTydasX JaHHbIE TECTa CPABHUTEIBHON KHHETHKH PACTBOPEHHUS JIEKAPCTBEHHOTO Ipenapara, o MeHblIel Mepe, o1-
HOW ONBITHO-IIPOMBIIIJICHHON CEPUH, COIEpIKalIel BCIIOMOTaTEIbHOE BEIIECTBO, COOTBETCTBYIOIIETO TEKYIIEH M IpeiaraeMoil crenuduka-
UsiM. B oTHOIIEHNM JTeKapCTBEHHBIX PACTUTEIBHBIX MIPENapaToB JOCTATOYHBI JaHHBIE CPABHUTEIBHON paciiaaeMOCTH.

6. O00CHOBaHMS HENPEICTABICHUS PE3YJIFTATOB HOBOTO HCCIICIOBAHMS OMOIKBUBAJIICHTHOCTH B COOTBETCTBUY ¢ [IpaBritamu nmpoBeeHus Hc-
clIeIoBaHuil OnoskBuBaneHTHOCTH PK.

7. O6ocHOBaHME/OLEHKA PUCKOB, TIOATBEPIKAAIONIHE TO, YTO IAPAMETP SIBISETCS HECYIECTBEHHBIM MU yCTapel.

8. O0ocHOBaHKME HOBOTO MapameTpa CrelupHKaIMU U KPUTEPUEB IPHEMIIEMOCTH.

B.11.B. 2 MI3MeHeHne aHATUTUYECKON METOIUKH 11 BCIIOMOTaTEALHOIO BEMIECTBA VYemo- | Tpebye- Bun
BUS Mas J10- po-
KyMeH- 1e-
Tanus ny-
jU3
a) He3Haunmble M3MeHEHHUs 0JJOOPEHHOMN aHATUTHYSCKOW METOUKU 1,2, 1,2 1A
3,4
0) UcknroueHne aHATUTUIECKON METOANKH, €CITH albTepPHATHBHAS €if METOAMKA YKe 000peHa 5 1 1A
B) 3aMeHa OHOIOrMYEeCKOr0/UMMYHOIOTHYECKOr0/ MMMYHOXHMHUYECKOTO METO/Ia UCTIBITAHUI HITH METO/Ia, B 11
KOTOPOM HCIIOJIb3Y€ETCsl OMOJIOTMYECKUIT peakTUB
r) [Ipourie U3MeHEeHNs AHATUTUYECKONH METOAUKY (BKJIFOUast 00aBICHHE HIIH 3aMEHY) 1,2 1B
Ycnosus

1. CoryiacHO COOTBETCTBYIOLINM JJOKYMEHTaM, [IPOBECHBI HEOOXOIMMBIC BAJIU/IALIMOHHBIC HCCIIEIOBAHHS, TIOATBEPIKAAIOLINE TO, YTO OOHOB-
JICHHAs! aHAJIUTUYECKasi METOJIMKA, IT0 MEHBIIIEH Mepe, SKBUBAJICHTHA TPEIbIAYILCH.

2. HpCLLCHLI CoACPIKaHUS CYMMBI HpHMeCCfI HC U3BMCHHUIIUCH, HOBBIC HCKBaJ’II/I(bI/ILII/IpOBaHHLIC TIpUMECH HE 06Hapy)KCHI>I.
3. MeTOII aHaJIn3a HEC U3MCHUIICSA (HaanMep, HU3MCHCHUEC JUIMHBI KOJIOHKH UJIA TEMIIEPpATypPhbl, HO HE IIpyFOﬁ BHUJ KOJIOHKH HUJIN MeTOI[).

4. HoBBIif METO/ HCTIBITAHHS HE ABISIETCS OHOIOTHIECCKAM/ HMMYHOJIOTHYECKIM/ IMMYHOXHMHYECKHM MITH METOZIOM, B KOTOPOM HCIIONB3Y-
eTcst OMOJIOrNYeCKHi PeakTHB (32 UCKITIOUYEHHEM CTaHIAPTHBIX (hapMaKOMeHHbIX MUKPOOUOIOTMYECKUX METOIOB).

5. AnbTepHATHBHAs AHATUTHYECKAsE METOAMKA JUTS apaMeTpa crieluduKaniy yxe 0400peHa, PU 9TOM TaKasi METOIMKa OblIa BKIIOYEHA HE
¢ nomorsio [A/-yBegomieHus.

JloxymeHTanus

1. ITopaBka K COOTBETCTBYIOIEMY(HMM) pa3zeiy(aM) 10Che, BKIIOYAs ONMCAaHNE aHATMTUYECKON METOI0JIOTHH, PE3IOME JITAaHHBIX BAJIUAINH,
MEepPeCMOTPEHHBIE CIeIU(PHUKALINU Ha TIPUMECH (€CITH IPHMEHUMO).

2. CpaBHI/ITeJII)HLIG PE3yJibTaThbl BaJIMAAIMU UK, IIPU HAJTUYUU O6OCHOBaHI/I}I, CPaBHUTEIIbHBIC PE3YJIbTAThl aHaIN3a, [IOATBEPXKAA0IUEe TO,
YTO TEKyWIEEC U Mpeaiara€Mo€ UCIIbITAHUE SKBUBAJICHTHBI. I[aHHOC Tpe6OBaHI/Ie HE NPUMECHSCTCSA, €CIIN ,HO6aBJ'I$IeTC}I HOBas aHAJIUTUYCCKas

METOUKA.
B.IL.B. 3 I3MeHeHHe NCTOUYHUKA TOTY4YEeHHUS BCIIOMOTaTeIbHOI0 BEIECTBA WIIM PeakTuBa ¢ puckoM TI'D VYeno- | Tpebye- | Bun
BHUS Mas J10- npo-

KyMeH- 1e-

Tauus ny-

jus

a) U3 marepuana ¢ puckom TI'D Ha MaTepuas paCTUTEIBHOTO MM CHHTETHYECKOTO TPOUCXOXKICHHS
1. /Iyt BcrioMoraTesIbHbIX BEIIECTB WIIM PEAKTUBOB, HE HCIIOJIb3YEMbIX B IPOM3BOJICTBE OMOIOTHYECKOH/HMMY- 1 1 1A

HOJIOTMYECKON aKTUBHO# (hapManeBTHYECKON CYyOCTaHIIMH HITH OHOIOrMYeCKOT0/UMMYHOJIOTHYECKOTO JIeKap-
CTBEHHOT'O IIpernapara

1,2 IB
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2. JIJ'ISI BCIIOMOT'aTCJIbHBIX BEIICCTB UJIK PEAKTUBOB, UCIIOJIb3YEMBIX B IIPOMU3BOJACTBE 6H0HOFI/I‘{CCKOI\/’I/HMM}7HO-
JIOTUYECKOU aKTUBHOU (bapMaHCBTH‘ICCKOﬁ Cy6CTaHLII/II/I Ui 6I/IOHOFI/I'ICCKOFO/HMMYHOHOTH‘{CCKOTO JICKap-
CTBCHHOI'O IIperapara

6) M3menenue unu BBefeHne Matepuaia ¢ puckom TI'D unu 3amena marepuana ¢ puckoMm TI'D Ha apyroit ma- II
tepuai ¢ puckoM TI'D, He umeromuii ceprudurar coorsercTus mo TI'D

Vcenosus

1. CienmduKanuy Ha BBITYCK M KOHEI] CPOKa FOAHOCTH BCIIOMOTaTEIbHOTO BELIECTBA U JIEKAPCTBEHHOTO Tperapara He M3MEeHSIOTCSL.

JloxymeHTauus

1. Jlexnapanus Npou3BOJUTENS UM AEprKaTells PETUCTPAIOHHOTO YOCTOBEPEHHUS MaTepralla, YT0 OHU MTOJHOCTBIO PACTUTENBHOTO MIIH
CHUHTETUYECKOTO IIPOUCXOXKICHUSI.

2. HccnenoBanrie SKBUBAJICHTHOCTH MaTepUaJIOB U BIIMAHUE HA IIPOU3BOACTBO I'OTOBOI'O MaTe€pHraia U BIIMSAHUE HA XapaKTEPUCTUKU (Hal'IpI/I-
MEp, XapaKTCPUCTUKHU paCTBOpeHI/IH) JICKapCTBECHHOI'O IIperapara.

b.1L.B. 4 VI3MeHeHHE CHHTE3a WM ITOTy4eHHs He(apMaKoIeifHOro BCIIOMOTaTeIbHOTO BENIECTBA (SCIIH OIUCAH Veno- | Tpebye- | Buxm

B PETHCTPALMOHHOM JI0ChE) MJIM HOBOTO BCIIOMOTaTEIbHOIO BELIECTBA BUSL Mas J10- npo-
KyMeH- 1e-
Tauus ny-

jusi

a) HesHaunMoe M3MeHeHNE CHHTE3a WK MOyYeHHs HepapMaKoIeiHOTO BCIIOMOTaTEIEHOTO BELIECTBA MITH 1,2 1,2,3, 1B

HOBOT'O BCIIOMOTaTEIBHOIO BELIECTBA 4

6) V3MensroTes crienu(UKaUy HIX UMEETCS I3MEHEHHE (DH3UKO-XMMHYECKUX CBOHCTB BCIIOMOIaTEILHOTO II

BEIECTBA, KOTOPbIE BIMAIOT HAa KAYECTBO JIEKAPCTBEHHOTO Ipernapara

B) BcomorarensHoe BemmecTBo — GHONOrHYecKOe/MIMMYHOIOTHIECKOE BEIIECTBO I

YcnoBust

1. Crioco6 cuHTe3a U creuUKAMU UASHTHYHBI H OTCYTCTBYIOT KQUeCTBEHHBIC U KOJIMYECTBEHHBIC H3MEHEHHs Tpoduiist mpumeceit (MCKITio-
Yas OCTaTOYHbIE PACTBOPHUTEIH, IPU YCIOBUHU TOTO, YTO UX KOHTPOJIb OCYILIECTBIISETCS B COOTBETCTBUH C NPEEIbHBIM CO/IEPKAHUEM, YKa-
3aHHBIM B IokyMeHTax PK) uin ¢pusnko-xuMu4eckux CBOWCTB.

2. Uckrovas aJIbIOBAHTHI.

JloxyMeHTanus
1. ITompaBKka kK COOTBETCTBYIOIEMY(MM) pa3zaeny(am) J0che.

2. JlanHble aHANMU3a cepuii (B popMare CpaBHUTEIEHON TaOIMIIEL), 0 MEHBIIEH Mepe, IBYX cepHit (II0 MEHBIIEH Mepe, ONBITHO-IPOMBIIILICH-
HBIX) BCIIOMOTaTeNbHOTO BEMIECTBA, IIPOU3BEACHHBIX C IOMOIIBIO CTAPOTr0  HOBOTO IPOLECCOB.

3. B COOTBETCTBYIOIINX CTydasiX JaHHbIE TECTa CPABHUTEIBHON KHHETHKH PACTBOPEHMUS JIEKAPCTBEHHOT'0 Ipernapara, 1o MeHbIIeH Mepe,
JIBYX CEpHii (110 MEHbILEeH Mepe, OIBITHO-IIPOMBIIUICHHBIX ). B OTHOIIIEHNH TeKapCTBEHHBIX PACTUTENIBHBIX PENapaToB JOCTATOYHbI JaHHbIE
CPaBHUTEJILHON pacnagaeMOCTH.

4. Konust o1006peHHOMH 1 HOBOIA (€ciIM IPUMEHUMO) Clieln(pUKaLNil BCIIOMOraTeIbHOrO BEIIeCTBa.

B.I1. ) KonTponp kauecTBa JI€KapCTBEHHOTO IIpenapara

B.ILr. 1 3menenune napameTpoB crieliudpuKaimm i YcnoBus Tpebyemast TOKyMeHTAIHs Bun npouenypst
(MITH) KpUTEPHEB MPUEMIIEMOCTH JICKAPCTBEHHOTO TIpe-

napara

a) YKeCTOYeHHE KPUTEPUEB MTPUEMIIEMOCTH CIIelU(H- 1,2,3,4 1,2 1B

Kaluu

0) YrxecTroueHne KpUTEPUEB TIPUEMIIEMOCTH CIIeHU(pH- 1,2,3,4 1,2 IB

KaI[iX JIEKapPCTBEHHBIX IPETapaToB, MOJICIKAIIIX BbI-
MYCKY cepHii OpHUIMATLHBIM KOHTPOJIBHBIM OPraHOM

B) Jlo6aBrenue B crienu(UKaIN0 HOBOTO MapameTpa 1,2,5,6,7 1,2,3,4,5,7 1B
U COOTBETCTBYIOIETO €My METO/Ia MCIIbITAHHIM

1,2 1,2,6 IA
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r) MckioyeHre HecyleCTBEHHOTO apamMeTpa Crelu-
(uxanuu (HanpuMep, UCKIIOUEHUE YCTapeBIIero na-
pameTpa)

1) 3MeneHue, BIXosIIee 32 0A00pEHHBIC KPUTEPUH 11
MIPUEMIIEMOCTH CIIeIU(PUKAIHI

¢) Uckmouenne mapamerpa creiudukamm, KOTOpbIi 11
MOJKET CYLIECTBEHHO MOBIIHATH HAa COBOKYITHOE Kaue-
CTBO JICKapCTBEHHOTO IperiapaTa

k) JlobaBneHue nim 3amMeHa (MCKiIr04Yast Onojornye- 1,2,3,4,5,7 1B
CKHUIl 1 IMMYHOJIOTHYECKHH TIperapar) rnapamerpa
crieru(pUKAIMU U COOTBETCTBYIOIIETO €My METO/[a HC-
MBITAHUI U3 COOOpaKeHU I OE30MACHOCTH HITH Kade-
cTBa

3) OOHOBJIEHHE I0CHE C IETBI0 COOTBETCTBUSI MOJI0XKE- 1,2,3,4,7,8 1,2 1A
HUsIM OOHOBIICHHOM 0011el cTaThu ['ocy1apcTBeHHOM
dapmakoriee Pecry6uku Kasaxcran Ha JiekapcTBEH-
HbIH npenapar (*)

n) BBomurces crares ['ocynapcrsennoit dapmakonen 1,2,10 1,2,4 1A
Pecny6mmkn Kasaxcran «OqHOpOIHOCTH 103UpOBa-
HUSI» B [EJISIX 3aMEHbBI TEKYIIEr0 3aperuCTPUPOBAHHO-
ro MeToaa, m1bo craThs ['ocynapcTBeHHO Dapmako-
neu Pecrry6nmku Kazaxcran «OTHOPOIHOCT Macchy,
1160 «OTHOPOAHOCTH COJEPIKUMOTON»

YcnoBust

1. I3MeHeHne He SBISIETCS CIEACTBIEM KaKOT0-TH00 00s3aTeIbCcTBa, IPUHATOTO 110 PE3yJIbTaTaM paHee IMPOBEACHHBIX SKCIEPTU3 C LEIBI0
HepecMoTpa KPUTEPHUEB NPHEMIIEMOCTH crielu(UKaUy (HapHMep, B X0/1e PErUCTPAlUH JISKAPCTBEHHOTO MpernapaTa Wi BHECCHUH H3MEeHe-
nui I TMna), ecnu ToIEKO 000CHOBBIBAIOIIAS JOKYMEHTALUs He ObU1a paHee IMPOBEPEeHa U YTBEP)KAEHA B paMKax APYroil Npoueaypsl.

2. I3MeHeHue He SIBISETCS CIISICTBUEM HEIPEIBUICHHbIX CUTYalNH, BO3HUKILIHNX B XO/€ IPOU3BOJICTBA, HAIIPUMED, HOBOH HEKBAIU(HUIMPO-
BaHHOH NPUMECH, U3MEHEHHUS IIPEIEIIOB CO/ICPXKAHUS CYMMBI IPUMECEH.

3. JIro60e n3MeHeHHe JOJDKHO YKIIaIbIBAThCS B AUAIIA30H TEKYIIUX 0J00PEHHBIX KPUTEPUEB IIPHEMIIEMOCTH.
4. AHanutHyecKkas METONMKA HE U3MEHSETCS UM U3MEHSETCS He3HAUUTENIbHO.

5. Hu ouH HOBBII METO/I HCIIBITAHUS HE OCHOBAH HA HOBOI HECTaHJAPTHOW METOJOJIOTHH WM CTAHAAPTHON METOMOJIOTHH, UCTIONIB3yEeMOi
M0-HOBOMY.

6. HoBblit METO HCTIBITAHHS HE SIBIACTCS OHOTOTMYECKHIM/ HMMYHOIOTHYECKUM/ IMMYHOXUMHYECKHM MM METOIOM, B KOTOPOM HCIIONB3Y-
eTcst OMOJIOrMYECKUI PEaKTHB JJIsi OMOJIOrMYEeCKOM aKTUBHOM (papMalieBTHUYEeCKOi CyOcTaHInK (32 HCKIIIOYEHHEM CTaHJapTHBIX (hapMaKomnei-
HBIX MUKPOOHOJIOTHYECKHX METOJIOB).

7. I3MeHeHue He 3aTparuBaceTt Kakue-J11u00 IIpuMecu (BKJIIO'-IaSI FeHOTOKCH‘{HLIe) WU pacTBOPCHUEC.

8. I3mMeHeHne 3aTparuBaeT 0OHOBJIEHHE KPUTEPHEB IPHEMIIEMOCTH MUKPOOHOIOTHIECKUX KOHTPOJIEH B LIEJIIX COOTBETCTBHS ACHCTBYONIEH
dapmakoriee, a 3aperuCTPUPOBAHHBIE HBIHE KPUTEPUH NPHEMIEMOCTH MUKPOOUOIOTMYECKUX KOHTPOJIEH He BKIIOYAIOT KaKKUe-Inu0o J0MoI-
HHUTEJbHBIE KOHTPOIIH, BKIIFOUSHHbIE B CIIEIU(PHUKAINIO, TOMUMO (hapMaKoNeHHbIX TpeOOBaHUH B OTHOLICHHUH OIPE/IeNICHHOH JIeKapCTBEHHON

hopmbl

9. IlapameTp crienupuKaUK He 3aTparuBacT KPUTHUESCKHUIA ITapaMeTp, HarpuMep:

KOJIMYECTBCHHOE OIIPEIICIICHHE

npUMecH (€Cii TOJIBKO OIPE/IeTICHHBIN PACTBOPUTENb OJHO3HAYHO HE UCIIOJIB3YETCsl B IPOU3BOJICTBE JIEKAPCTBEHHOTO TIpenapara)
TE00YH0 KPUTHYECKYIO (PU3MIECKYIO XapaKTEPUCTHKY (IIPOYHOCTH HIIH XPYIIKOCTH TAOJIETOK, HE TIOKPBHITHIX 0OO0IOYKOM, pa3Mepsbl)
Tr000H 3aIpoC Ha MPOITYCK MCIIBITAHUS

10. [Ipeanaraemsiit KOHTPOJIb MTOJHOCTBIO COOTBETCTBYET Tabunuie crathu ['ocynapcreennoit @apmakonee Pecriyonuku Kazaxcran u He
BKJIIOYAET aJbTEPHATUBHBIC MIPEIUIOKEHHS UCTIBITAHHS OZHOPOJHOCTH JIO3UPOBAHUS C TOMOILBIO BAPHALIMK MACCHI MM OZHOPOJHOCTH COJEp-
YKaHUsl, €CIIM MIOCIICIHIE YKa3aHbI B CTAThE.

JloxymeHTanus
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1. ITonpaBka kK cOOTBETCTBYIOIIEMY(MM) pa3neny(am) 10Che.
2. CpaBHHTEIbHAS TaOIMIA TEKYIIUX U NIPEAIaraeMbIX crielu(uKauii.
3. [logpoOHoe omucanue J000ro HOBOM aHAIUTHYECKOH METOIUKHU U JaHHbIe BAIUAALMY (B COOTBETCTBYIOLIMX CIydasX).

4. JlanHble aHATN3a IBYX TPOMBIIUICHHBIX CepHil (B OTCYTCTBHE HODKHBIX 000CHOBAHMIA TSl GHOMOTHIECKAX aKTUBHBIX (hapMaIleBTHUCCKHX
cyOCTaHIIUit — TpH CepHu) JIEKapCTBEHHOrO Mpernapara 1o BCeM mapaMeTpam Creudukamm.

5. B cooTBeTCTBYIONIMX CTydasX JaHHbIE TECTa CPABHUTEIBHON KHHETHKH PACTBOPEHHUS JIEKAPCTBEHHOTO Ipenapara, o MeHblIel Mepe, o1-
HOU ONBITHO-IIPOMBIIIJICHHON CEPUH, COOTBETCTBYIOIINE TEKYIIEH 1 npeyiaraeMoi crierugukanysM. B oTHOIIEHNN JIeKapCTBEHHBIX pacTH-
TEJBHBIX IPETapaToB OCTATOYHbI JAHHBIC CPAaBHUTEILHOM pacna aeMOCTH.

6. O6OCHOB3HI/IC/0H€HK3 PHUCKOB, IMTOATBEPIKAAIOIINE, YTO MapaMETP SABJISCTCS HE3HAYNMBbIM.

7. O6ocHOBaHHE HOBOTO IIapaMeTpa CreH(HKAIN U KPUTCPHEB IPUEMIIEMOCTH.

(*) Ilpumevanue €CITH B JIOCHE 3apETUCTPHUPOBAHHOTO JIKAPCTBEHHOTO TIpenapaTa yIIOMHUHACTCS
«TeKyIllee 3IaHue» HEOOXOIMMOCTh B YBEIOMIICHUH YIIOJIHOMOYCHHBIX OPTraHOB
00 obHoBNeHHOM cTathe ['ocynapcTBenHoit ®apmakonee PK. B cBs3u ¢ aTum Ta-
KOe U3MEHEHHE NPUMEHSETCS IIPU OTCYTCTBUH YIIOMUHAHHUS OOHOBJIEHHOH (hapMma-
KOIIEHHOI CTaThH B TEXHUYECKOM JIOChE, & U3MEHEHHE OCYIIECTBISIETCS B IIEIIX
BKJIFOUCHHUS YIIOMUHAHHS OOHOBIICHHON BEpPCHH.

b.1l.r.2 MI3MeHeHne aHAIMTUYECKON METOJMKH JIeKap- VYcnosus Tpebyemast nokyMeHTaLust Bup mpouenypsr
CTBEHHOTI0 Ipemnapara

a) HesHaunTenbHbIC M3MEHEHUS YTBEPKACHHON aHa- 1,2,3,4 1,2 1B
JUTHYECKOU METOAUKH

0) UcknroueHne aHATUTUIECKON METOAUKH, E€CITH allb- 4 1 TIA
TepHATHUBHAs €if METOMKa yiKe 0100peHa

B) M3MeHeHnue (3aMeHa) OHOIIOTHYECKOr0/ UMMYHOJIO- 11
THYECKOr0/ MMMYHOXHUMHYECKOTO UCIIBITAHUS WITH Me-
TOJ[a, B KOTOPOM HCIIONB3yeTCsl OMOJIOTHYESCKHUIA peak-
THB, WK 3aMeHa OMOJIOTHYECKOTO Ipenapara cpaBHe-
HHSI, HE OXBAUYCHHOTO YTBEPKICHHBIM IIPOTOKOJIOM

r) [Ipoure u3MeHeHNsT AHATUTUIECKON METOAUKU 1,2 1B
(BKITIOYas T00aBIICHNE MITHA 3aMEHY)

1) OOHOBJICHHE AaHATUTHYECKO METOIUKH B 1ieisx co- | 2,3,4,5 1 1A
OTBETCTBUs OOHOBJIEHHOI 00111e# cTaThe ["ocynap-
crBeHHoi Papmakonee Pecrybnuku Kazaxcran

¢) B nemsix orpaskenuns coorsercTBus ['ocynapcTBen- 2,3,4,5 1 1A
Hoit ®apmakonee Pecrryonuxu Kasaxcran u uckimoye-
HHS YIIOMUHAHHUS yCTapeBllel COOCTBEHHOH aHaTUTH-
YEeCKOW METOJMKH U ee HoMepa (¥)

VYcnosus

1. CoryacHO COOTBETCTBYIOIINM JIOKYMEHTaM, IPOBECHBI HEOOXOIMMBIC BATUIALIMOHHBIC HCCIIEIOBAHHS, TIOATBEPIKAAOIINE, YTO OOHOBIICH-
Hasl aHaJIMTUYECKas METO/IMKA, 110 MEHbBLICH Mepe, SKBUBAJICHTHA TPEIbIAYILCH.

2. HpCZLCJ'ILI CoAepIKaHUsl CyMMBI HpI/IMeCCI\/'I HC U3MCHHJIUCH, HOBBIC HCKBaJ'II/I(;I)I/ILII/IpOBaHHLIC IIpUMECH HE OGHapy)KeHLI.
3. Meton aHanm3a HEe U3MEHUIICS (HaanMep, HU3MCEHCHUEC JUIMHBI KOJIOHKH UJIA TEMIIEPpATyphbl, HO HE IIpyFOﬁ BHUJ] KOJIOHKHA HUJIA MCTOI[).

4. HoBblii METO/] UCTIBITAHHS HE SBJISCTCS OMOIOTHYECKMM/ HMMYHOJIOTHYECKUM/ UMMYHOXHMHUYECKUM HJIM METOJIOM, B KOTOPOM HCIIOJIb3Y-
eTcst OMOJIOrYECKHi PeakTHB (32 UCKITIOUCHHEM CTaHIAPTHBIX (hapMaKOMeHHbIX MUKPOOHOIOTHYECKUX METOIOB).

5. BaperucTpupoBaHHas aHATUTHYECKAst METOIMKA y)Ke CChUTaeTcs Ha o01ryro cTathio ['ocynapcreenHoit ®apmakonee PK, a nro0bie n3mene-
HUS SIBJISIOTCS HE3HAYUMBIMU M TPEOYIOT OOHOBIICHUS TEXHHYECKOT'O 10ChE.

JloxymeHTauus

1. ITonpaBka k cOOTBETCTBYIOIIEMY(MM) pa3ieny(am) 10Cke, BKIIOYAsl OMMCAaHUE aHATUTUYECKOW METOJI0JIOTHH, PE3IOME IaHHBIX BaTHALlUH,
MEePEeCMOTPEHHBIE CIIEIU(PHUKALIMN Ha TIPUMECH (€CITH IPHMEHUMO).
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2. CpaBHI/ITeHBHHe PE3yJIbTAaThl BaJIAALIUU WA, TIPU HATTUYUU OGOCHOBaHI/IH, CPaBHUTEIIBHBIC PE3YJIbTAThl aHaIM3a, [IOATBEPXKAA0IIUEC TO,
YTO TEKyILIeC U IpejiaraéMoe UCIIbITAHUE SKBUBAJICHTHBI. Hacrosmee TpCGOBaHI/IC HCE NPUMCHSICTCS, €CIIN HOGaBHfICTCfI HOBas aHAJIUTHYC-
CKas METOJUKaA.

(*) lpumeuanne €CJTH B IOCKE 3apPETUCTPUPOBAHHOTO JICKAPCTBEHHOTO TIPEMapara YIIOMHHACTCS
«TEKyIIee W3/IaHne» HEOOXOMMMOCTD B YBEIOMIICHHHN YIIOIHOMOYCHHBIX OPTaHOB
00 obHoBNeHHOM craThe ['ocynapcrBenHoit ®apmakonee Pecnyonuku Kazaxcran
OTCYTCTBYET.

b.11.r.3 M3Menenue, 3aTpariparoliee BBACHUE BITyC- | Y CIOBUS Tpebyemast JoKyMeHTaLUsI Bupn npouenypst
Ka B peaJbHOM BPEMEHH MJIM BBIITYCKa IO [TapaMeTpam
HpH NPOU3BOJCTBE JIEKApPCTBEHHOTO IpenapaTa

1I
B.11. 1) YmakoBouHO-yKynopo4Hasi cucTemMa
B.II.a.1 M3meHeHune nepBUYHON yIIaKOBKHU JIEKAPCTBEHHOTO Mpemnapara VYeno- | Tpebyemast tokymeH- Bun npoue-
BUS Taluus Ty pbl
a) KauecTBeHHBII 1 KOJIMYECTBEHHBIH COCTaB
1. TBepuple eKapCcTBEHHBIE (POPMBI 1,2, 1,2,3,4,6 1B
3
2. Msirkue v HeCTepHIIbHBIE XKUJIKUE JIEKAPCTBEHHbIE (DOPMBI 1,2,3,5,6 1B
3. CrepuibHbIE JTEKapCTBEHHBIC PENapaThl i OMOIOrNYECKIE/HMMYHOJIOTHIECKHE JIe- II
KapCTBEHHBIE ITPENapaTsl
4. V3MeHeHune 3aTparuBaeT yrakoBKy, 0071101y 0 MCHBIIMMH 3aI[UTHEIMH CBOM- I
CTBaM IPH OJHOBPEMEHHBIX H3MEHEHUSX YCIOBUIl XpaHEHHS U (UJIH) COKPALIEHUH CPO-
Ka T'OJTHOCTH
0) M3meHeHune Bua KOHTeHepa Wik 100aBJIeHUE HOBOTO KOHTeHepa
1. TBepaple, MSTKUE U HECTEPUIIbHBIC KHIKUE JIEKapCTBEHHbIE (HOPMBI 1,2,3,5,6,7 1B
2. CtepuibHbIE JIEKapCTBEHHBIE IPenapaThl 1 OMOJIOrHYECKHUE/UMMYHOJIOTHYECKUE JIe- II
KapCTBEHHbIE TIPenapaThbl
3. Uckitouenne KOHTeHHepa MepBUYHON YIIAKOBKH, KOTOPOE HE MPHUBOJUT K HOJHOMY 4 1,8 IA
UCKIIIOYEHHIO JIO3UPOBKH UIIH JIEKapCTBEHHON (hopMBI

YcnoBust
1. VI3MeHeHHUe 3aTparuBaeT TOJIBKO OJIMH M TOT XK€ BHJ| yIIaKOBKH/KOHTEiHepa (Hanpumep, Oiucrep Ha Onucrep).
2. I1o 3HaYMMBIM CBOWCTBaM Ipe/JIaracMblil yIaKOBOYHBIH MaTepual 0 MEHbIIeH Mepe IKBUBAJICHTEH 0JJ0OPEHHOMY.

3. Hauatsl COOTBETCTBYIOIINE HCCIEOBAHMS CTAOMIBHOCTH B COOTBETCTBUH C YCTAHOBICHHBIMU TPEOOBAHUSIMH U 3asBUTEJIEM HA MOMEHT
BBE/ICHHSI N3MECHEHHH MPOaHAIN3UPOBAHBI COOTBETCTBYIOIME APAMETPhI CTAOMILHOCTH HE MEHEE YeM Ha JIBYX ONBITHO-TIPOMBIIIIICHHBIX
WM MPOMBIIUICHHBIX CEPUsX, B €r0 PaCHOPsIKEHUH HAXOAATCS yI0BJICTBOPUTEIIBHBIC PE3yIbTaThl, IO MEHBILEH Mepe, 3-MeCsIYHOT0 h3yye-
HUst cTabuiabHOCTH. OJTHAKO, €CITN IpeiIaraeMast yrakoBKa 0oJiee yCTOHYMBA IO CPABHEHHIO C OJI0OPEHHOMN, TO TPEXMECSYHBIC TaHHBIC 110
cTabWIbHOCTH He TpeOyroTcs. MccienoBanust 3aBepILIAIOTCS, €CIIU UX PE3YJIbTAThl HE YKIJIAIBIBAIOTCS B CIICIU(BHUKAIIMY WK OTSHIUAILHO HEe
YKJIaJIbIBAThCS B CTICIU(HKAIINKE Ha KOHEI| CPOKa FOJHOCTH, KX HEOOXOAMMO HEMEIUICHHO MPEACTaBUTh YIIOJTHOMOYSHHOMY OpraHy Hapsiiy ¢
MpeyIaraéMbIM IUIAHOM JeHCTBUN.

4. OcraBuas(ue)cst popma(bl) BbIyCKa JIEKAPCTBEHHOTO Mpernapara JomKHa(bl) ObITh 1ocTaTouHa(bl) AJIs BBIMOTHEHUS] PEKOMEH/IALUN 110
JIO3UPOBAHUIO U NIPOJOJDKHTEIIBHOCTH JICUSHHs], YKa3aHHBIX B O0LIEH XapaKTepPUCTHKE JICKApCTBEHHOT'O Mpernapara.

JloxymeHTanus

1. ITonpaBka K COOTBETCTBYIOIEMY(HMM) pa3zaeny(am) 10che.

2. HeoOxonuMble 1aHHBIE O HOBOH yIakoBKe (HaIpUMep, CPaBHUTEIIbHBIE JJAHHBIE 110 IPOHULIAEMOCTH, Harpumep, 11t O2, CO2, Bnaru u T.
1.).

3. B cOOTBETCTBYIONIKX CIIy4asix HEOOXOAUMO IIPEICTABUTh IOATBEPKICHNE TOTO, YTO B3aUMOCHCTBHE MEXITY COAEP KIMBIM U YIIAKOBOY-

HBIM MaTepHaloM He IPOUCXOIUT (HAapuMep, OTCYTCTBYET IepeMeIeHHe KOMIIOHEHTOB Npe/IaraeéMoro MaTepuaia B €ro CoIepKuMoe, KOM-
MOHEHTBI JIEKAPCTBEHHOT'O IIpernapara He Nepexo/iT B YIaKOBKY ), BKJII0Yas IOATBEPKICHUE TOTO, YTO MaTepual COOTBETCTBYET COOTBET-
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CTBYHOILIUM (bapMaKOl'IeI\/'IHLIM TpeGOBaHI/IﬂM WM 3aKOHOJAATEJIbCTBY PeCHy6J’[I/IKl/I Kazaxcran o miactTudeckux Marepuajiax u OGLCKTaM, KOH-
TAaKTUPYIOIUM C ITHUIEBbIMHU ITPOAYKTaAMHU.

4. Jlexnaparnus, 94To HadaThl TpeOyeMble HCCIEI0BaHNA CTaOMIFHOCTU B COOTBETCTBUH C yCTaHOBJICHHBIMH TPeOOBaHUAMH (C yKa3aHHEM HO-
MEpOB CepHii); M 4TO (B COOTBETCTBYIOIHX CIIy4asix) Ha MOMEHT BBE/ICHUS U3MEHEHHMI B PaCHIOPSDKCHUH 3asIBUTEIIST HAXOAMIINCH TpeOyemble
MHHHMAJIbHBIE yOBJICTBOPUTENIBHbIC IAaHHBIE 110 CTAOMIIBHOCTH; U YTO UMEIOLIMECS JTaHHbIe HE CBUJIETENILCTBOBAJIN O KaKOH-1100 1polite-
Mme. HeoOxonuMo Taroke npecTaBuTh MOATBEPKICHHE TOT0, YTO UCCIIE0BAaHUS Oy LyT 3aBepILICHbI, U YTO €CJIM Pe3y/IbTaThl He OyIyT yKia-
JIBIBAThCS B CIIELU(UKALNMK WIH IIOTEHIHAIBHO HE YKJIaAbIBAThCS B CHEU(UKALMY Ha KOHELl CPOKa T'OJHOCTH, UX HEMEJIEHHO NPECTaBAT
YIOJIHOMOYEHHOMY OpraHy Hapsiy ¢ IpeiaraeMbIM IUNIAHOM JEeHCTBHH.

5. Pe3ynbrathl ncciienoBaHmil CTaOMIIBHOCTH, POBEICHHBIX B COOTBETCTBUH C YCTAHOBJICHHBIMU TPEOOBAHUSIMH, IO 3HAYMMBIM ITapaMeTpaM
CTaOMIBLHOCTH HE MEHEE YeM Ha JBYX OIBITHO-IIPOMBIIUICHHBIX MITH MPOMBIIUICHHBIX CEPUSIX, OXBATHIBAIOLINX HE MEHEE 3 MECSIIEB, U MO/

TBEPXK/JICHHUE TOTO, YTO YKa3aHHBIE UCCIIEIOBaHHs OyIyT 3aBEPILCHBL, M €CIIH PE3YJIbTAaThl HE OyIyT YKIaAbIBATHCS B CrICHM(DUKAIIMN WX TI0-
TEHIMAIBFHO HE YKIIABIBATHCS B CIICIM(UKAIIMK HAa KOHEIl CPOKa TOJJHOCTH, UX HEMEUIEHHO MPEJICTaBsAT YIIOJHOMOUYCHHOMY OpraHy Hapsiay
¢ IpeAaraéMbIM IUIAHOM JEHCTBUI.

6. CpaBHEHHE TEKYIIUX U IIPEUIaraéMbIX CIeNU(UKAINil IepBUYHON YIIaKOBKH (€CIIH IPUMEHIMO).
7. B cOOTBETCTBYIONIUX CIIy4asx 0Opa3ibl HOBOTO KOHTEHHEpa/yKyIOPKH.

8. Jlexnapanusi, 4To ocTaBIIHii(e)cs pa3Mep(bl) yaKOBKH COOTBETCTBYE(I0)T PEKUMY J03UPOBAHUS U TPOJOIKUTEILHOCTH JICUSHUS ¥ 10CTa-
TOYHBI JUIS BBIOJIHEHHS PEKOMEH AN 110 103UPOBAHHUIO, IPUBEICHHBIX B 001IEl XapaKTepHUCTHKE JICKApCTBEHHOTO Iperapara.

TIpumeuanue Jns B.ILJ.1.6) — eciu u3MeHeHUe IPUBOIUT K
«00Opa30BaHUIO HOBOI1 JIEKAPCTBEHHOH (hOPMBI»,
TO TaKO€ U3MEHEHHUE TPedyeT Moauu 3asBICHUS
0 PacLIMPEeHUH PETUCTPALIUH.

b.11.1.2 3MeHeHune napameTpoB crenudukanuy 1 (Wim) KpUTEpUEB IPUEMIIEMOCTU VYeno- | TpebGyemast nokymeH- Bun nporne-
MEePBUYHOI YIAKOBKH JICKAPCTBEHHOTO Iperapara BUS Tauus Iy pBI
a) YKecToYeHHe KPUTEPHUEB NPHEMIIEMOCTH CHeH(DUKAIIN 1,2, 1,2 1A
3,4
6) [lobaBnenue B crieldUKaIMIO HOBOTO MMapaMeTpa U COOTBETCTBYIOIICH eMy aHaIn- 1,2, 1,2,3,4,6 1B
TUYECKOH METOIUKH 5
B) MckiroueHne HeCcyeCTBEHHOTO MapaMeTpa crielu(uKaiuy (Hanpumep, HCKIItYe- 1,2 1,2,5 1A
HHE YCTapeBILEro napameTpa)
r) JlobaBneHue niy 3aMeHa napaMeTpa cenupuKail U3 cCooOpaXKeHUi 6e30acHOCTH 1,2,3,4,6 1B
WM Ka4yecTBa

YcnoBust

1. I3MeHeHue He SIBIISIETCS CIIEACTBUEM KaKOro-1n00 0053aTeNbCTBa, IPUHSTOTO MO pe3ybTaTaM paHee HPOBEJCHHbIX IKCIIEPTU3 C LEIIBIO
aHaNM3a KPUTEPUEB IIPUEMIIEMOCTH ClIeHU(UKAINH (HAPUMED, B XO/I¢ PETUCTPALIMH JICKapCTBEHHOTO TIPENapaTa Wik BHECCHUH H3MEHEHHI
11 Tuma).

2. VI3MeHeHMe He SBIsiETCS CIEeICTBUEM HENpeIBUICHHBIX CUTyallui{, BOSHUKIINX B XOJI€ IPOU3BOICTBA.
3. JIro6oe n3MeHEeHHE TOJDKHO YKIIAbIBATHCS B AMAITa30H TEKYIIUX 0Z00PEHHBIX KPUTEPHUEB IIPHEMIIEMOCTH.
4. AHanuTHYeCKas METOIMKA HE M3MEHSCTCS WJIH U3MEHSCTCS HE3HAUYNUTEIBLHO.

5. Hu ouH HOBBIM METOJT UCITBITAHUSI HE OCHOBAH HAa HOBOW HeCTaH[[apTHOfI MCTOJOJIOTHHU HUITU CTaHI[apTHOi/'I METOOOJIOTHUH, HCHOHL3yCMOﬁ
II0-HOBOMY.

JlokymeHTanus

1. ITompaBka K cOOTBETCTBYIOIIEMY(MM) paszeny(am) 1oche.

2. CpaBHHTeNbHAS TAOIUIIA TEKYIHX U TPeIaraeMbIX crieinuKanmii.

3. IlogpoOHOe omrcaHre HOBOM aHATMTUYECKON METOAMKH U IaHHbIC BAJTHIAIMK(B COOTBETCTBYIOIINX CIyYasiX).
4. JlaHHbIe aHAIM3a JIBYyX CEPHUil yIIaKOBOYHOT'O MaTepHaia 110 BceM napaMmeTpam (Tokas3arelisiM) creuduKaimu.
5. O0ocHOBaHKE/OLIEHKA PUCKOB, ITOTBEPIKAAIOIINE, YTO IIAPAMETP SIBJISIETCS HE3HAYUMBIM.

6. O60ocHOBaHNE HOBOTO NapaMeTpa cnelu(UKall U KpUTEPHEB IPUEMIIEMOCTH.

B.I1.1.3 V3MeHeHne aHaTMTHYECKOM METOMKH IS TIEPBUYHON YIaKOBKH JICKAPCTBEH- VYeno- | Tpebyemast tokymeH- Bup npoue-
HOTO IIpernapara BHS Tanus ITypBI
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a) HesnaunMpble M3MeHEHUs 0JJOOPEHHOW aHAIMTHYECKOW METOUKH 1,2, 1,2 1B
3
0) IIpoune M3MEHEHNUS aHATMTHYECKON METOAMKY (BKIIIOYAst 3aMEHY WIIM J0OABJICHNE) 1,3, 1,2 1B
4
B) MckimroueHne aHATUTHYECKO METOIUKH, €CITH abTEPHATHBHAS €I METOIMKA yiKe 5 1 1A
omobpena
YcnoBus

1. CoracHO COOTBETCTBYIOIIMM TOKYMEHTaM, [IPOBECHHAs HEOOX0AnMast BaJTUIAIIMs, TOTBEPIKAAIOIIAs TO, YTO OOHOBJICHHAS aHATIUTHYE-
CKasi METO/IMKA, IO MEHBILIEH Mepe, SKBUBAIICHTHA MPEABIIyIICH.

2. MCTOI{ aHaJIu3a HC U3BMCHUIICA (HaHpI/IMep, HU3MCEHCHUEC JUIMHBI KOJIOHKH UJIA TEMIIEPATYpPhl, HO HC JIpyrasi KOJIOHKa UJIn MCTOI[).

3. Hu OJIUH HOBBIU MCTOA UCIIBITAHUA HC OCHOBAH Ha HOBOM HeCTaHZ[apTHOﬁ METOHOJIOTHUU HUIIA CTaHI[apTHOI‘/'I MCTOO0JIOTUH, HCHOJ’IBSyCMOﬁ
II0-HOBOMY.

4. AxtuBHas (apManeBTHIECKas CyOCTaHIHA/IEKapCTBEHHBIN IIperapaT He ABIIOTCS OHOIOTHYeCKUMU/HMMYHOIOTHIECKIMH.

5. AnbTepHATHBHAs AaHATMTHYECKAs: METOAMKA JUTS TTapaMeTpa Crielu(UKauy yke 0400peHa, U 9TOM TaKas METOIHMKa ObLIa BKIIOYEHA HE
¢ nomouisio [A/-yBegomienus.

JloxymeHTauus
1. ITonpaBka k cOOTBETCTBYIOIIEMY(MM) pa3aeny(am) 10Che.

2. CpaBHI/ITeHBHHG PE3YyJIbTAThl BaJIMAAIINU WIIH, TIPU HAJTUYUU 060CHOBaHI/I${, CPaBHUTEIIBHBIC PE3YJIbTAThl aHaJIu3a, [TIOATBEP)KAA0IMUEC TO,
YTO TEKyIIeC U IpejiaraéMoe UCIIbITAHUE SKBUBAJICHTHBI. Hactosmee TpC6OBaHI/IC HE IPUMCHSIETCS, €CIIN HOGaBHSICTCH HOBas aHAJIUTHYC-
CKas METOJUKaA.

B.11.1. 4 3meHeHne popMBbI MIIH pa3MEpOB IIEPBUYHON YIIAKOBKYU MM YKYTIOPKH (TIep- Veno- | Tpebyemas mokymeH- Bupn npoue-
BHYHOI YIIAKOBKH) BUS Tanus IypBI
a) HecrepuibHble TekapCTBEHHbBIE MTPENapaThl 1,2, 1,2,4 IB
3
0) 3menenue GopMbl WK pa3MepOB 3aTparkBacT KIKOUYEBbIC TOKA3aTeIH YIIAaKOBOYHO- I

ro Marepuajia, KOTOPbIC CYLUICCTBECHHO BJIMAIOT HA JOCTAaBKY, IPUMCHECHUC, Oe3ormac-
HOCTb WJIH CTa0MIILHOCTh JICKapCTBECHHOI'O IIperiapaTta

B) CTepuiibHbIE JIEKapCTBEHHBIE IIPErapaThl 1,2,3,4 1B

YcnoBust
1. KauecTBeHHBIH ¥ KOJIMUECTBEHHBIH COCTAB IIEPBUYHON YIAaKOBKH HE H3MEHHIICS.

2. VI3MeHeHne He 3aTparuBaeT KIYeBbIe OKAa3aTeNU KauecTBa YIaKOBOYHOTO MaTepuaia, KOTOPhIC BIMSIOT Ha IOCTABKY, IPUMEHEHHUE, Oe3-
OIACHOCTh MJIM CTaOMIIBHOCTD JIEKAPCTBEHHOTO Mpenapara.

3. Ilpu nu3meHeHn: CBOOOTHOTO MPOCTPAHCTBA WIIM OTHOILICHHUS IIOBEPXHOCTH/00BEM COTJIACHO COOTBETCTBYIOIIMM TOKyMEeHTaM PecnyOmuku
KazaxcraH no ctabMiIbHOCTH Ha4aThl COOTBETCTBYIOLIME HCCIIEIOBAHUS CTAOMIBHOCTH; IPOAHATU3UPOBAHBI COOTBETCTBYIOIIHE MTAPAMETPhI
CTaOMIILHOCTH HE MEHEE YeM Ha JBYX OIBITHO-IIPOMBIIUICHHBIX (U1 OMOJIOTNYECKUX/MMMYHOJIOTHYECKHUX JICKAPCTBEHHBIX ITpernapaToB —
TPEX CepHsIX) WM MIPOMBIIUICHHBIX CEPHUSX; B PACHIOPSHKEHUH 3asBUTEIIS HAXOMATCS YIOBIECTBOPUTEIBHBIC PE3YIIbTaThl, 10 MEHbIIEH Mepe, 3-
MECSYHOT0 U3yUeHHs CTaOMIBHOCTH (JUIs1 OHOIOTHUSCKNX/MMMYHOJIOTHUECKUX JICKAPCTBEHHBIX MPEnapaToB — IectuMecssuHoro). [lonreep-
JKJIGHHE TOTO, YTO MCCIICAOBAHUS OYAyT 3aBEPIICHBI, U YTO €CIIU PEe3yJIbTaThl HE OY/IyT YKIIaIbIBATHCS B CICUH(DUKALIMN MM HOTCHI[HATIBHO
HE YKJI/IBIBaThCs B clielM(UKALNI Ha KOHEI CPOKa FOHOCTH, X HEMEUICHHO MPEACTABAT YIOJIHOMOYCHHOMY OpraHy Hapsijy ¢ mpejJiarae-
MBIM IUIAHOM JIEMCTBUH.

JloxymeHTanus

1. [TonpaBka k cOOTBETCTBYIOLEMY(MM) pa3jiey(aM) J0Che, BKJIIOYast OIMCaHUe, OJPOOHbIH YepTex U COCTaB MaTepuala KOHTeiHepa Hiu
YKYIIOPKH, a TaKXkKe HepecMOTp HHGOPMAIMH O JIeKapCTBEHHOM IIpernapate.

2. B cOOTBETCTBYIOIIMX CITy4asix 0Opa3ibl HOBOTO KOHTEHHEPa/yKyMOPKH.

3. IlpoBeeHbI MOBTOPHBIE BAIMAAIIMOHHBIE HUCCIIEIOBAHIS CTEPUIIBHBIX MPEMapaToB, MOIBEPraoIIXCcsl TEPMUHANBHON cTeprIn3anum. B co-
OTBETCTBYIOIIMX CIIy4asX HEOOXOIMMO yKa3aTh HOMEpa CepHid, UCIIONB30BAaHHBIX B BAJIMJALMOHHBIX UCCIIEI0BAHUSX.

4. Ilpu u3MeHeHn CBOOOAHOTO NPOCTPAHCTBA UM OTHOIICHUS IOBEPXHOCTH K 00beMy AeKIapanus, YTO HayaThl TpeOyeMble HCCIIe0BAHUS
CTaOMIIBHOCTH B COOTBETCTBHH C YCTAHOBJICHHBIMH TPEOOBaHUAMH (C YKa3aHHEM HOMEPOB CEPHi); M YTO (B COOTBETCTBYIOIMX CIy4asx) Ha
MOMEHT peajii3aliy yBeJOMICHNs 00 N3MEeHeHNH [A Thma u noga4yn yBegomieHus 00 n3MeHeHnn 1B Tumna B ero pacropspkeHUH HaXOsATCS

YAOBJIETBOPUTEIIBHBIC PE3YIbTAThI U3YUECHU CTa6I/IIII)HOCTI/I; 1 9YTO UMCIOUINECA NTaHHBIC HE YKA3bIBAIOT HA Kakue-11u00 HpO6J’IeMLI. Heob6xo-
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JIMMO TaKOKe MPEJICTaBUTh IOATBEPKICHUE TOTO, YTO UCCIIEA0BAaHUS OyLyT 3aBEpILICHBI, U UTO €CJIU PE3yJIbTaThl He OyIyT yKIIaIbIBaThCs B
crieru(pHUKalMU WIK HOTEHLUATBHO HE YKIIAAbIBaThCs B CHEU(UKALMN HAa KOHEIl CPOKa F'OJHOCTH, UX HEMEAJIEHHO IPECTAaBAT YHOIHOMO-
YEHHOMY OpraHy Hapsjy C IpeJJIaraeMbIM IJIAaHOM JeHCTBUIH.

B.I1.x.5 3MeHeHne pa3Mepa yIakoBKH JIEKapCTBEHHOTO IpenapaTa VYeno- | Tpebyemast mokymeH- Bun mpome-
BUS Tanus IypBI

a) M3ameHeHre KoIM4IecTBa eIMHHUII JICKAPCTBEHHOM (hOPMBI (HarlpUMep, TabJIETOK, aM-
IyJ U T.J1.) B YIIaKOBKE

1. Mi3mMeHeHue yKiaabIBaeTcs B 000PEHHBII AUaa30H pa3MepoB YIaKOBOK 1,2 L3 1A
2. VI3MeHeHne He YKIIaAbIBaeTCs B 0100pEHHBIN IHana3oH pa3MepoB YIaKOBOK 1,2,3 1B
0) 3menenue pa3mepa(oB) yrnakoBKH(OK) 3 1,2 1A
B) M3MeHeHre HOMHHAILHON MacChl/HOMHUHAIBHOTO 00beMa CTEPUIIbHBIX MHOTOJI03HBIX II

(I/IJ'[I/I OJHOJO3HBIX C YaCTHYHBIM HSBHC‘{CHI/ICM) NapeHTEPAJIbHBIX JICKAPCTBCHHBIX IIpE-
IapaToB U 6I/IOHOFI/I‘{CCKI/IX/I/IMMyHOJ'IOFI/I‘{CCKI/IX MHOI'OJ03HBIX ITap€HTEPAJIbHbBIX JICKap-
CTBCHHBIX IIpE€NapaToB

r) lI3MeHeHIe HOMUHAIIBHOH MacChl/HOMHHAIBHOTO 00beMa HeTlapeHTEPAIbHBIX MHOTO- 1,2,3 IB
JO3HBIX (MM OJHOMO3HBIX C YACTHYHBIM U3BICUYCHHEM) JTeKapCTBCHHBIX IIPENapaToB

VcenoBus

1. HoBelif pa3mep ynaKkoBKH JOJDKEH COOTBETCTBOBATH PEXUMY JJO3UPOBAHHS M TIPOJODKUTEIBHOCTH JICUEHHUS, YKAa3aHHBIM B OOLIeH XapakTe-
PHCTHKE JIEKapCTBEHHOTO Npernapara.

2. Marepuai nepBUYHON YIIaKOBKH HE U3MEHSETCSL.

3. OcraBiuecs (bOpMBI BBIITYCKa ITO3BOJISAIOT BBIITOJHUTE PEKOMCHAANHN 110 JO3UPOBAHUIO U JJINTCIIBHOCTH JICUCHU S, YKa3aHHBIC B 061116171
XapaKTEPUCTHUKE JICKAPCTBECHHOT'O IIpeIiapara.

JloxyMeHTanus
1. ITompaBka K cOOTBETCTBYIOIIEMY(HM) paszeny(am) 10che, BKII0Uas epecMoTp HHPOPMAIHHU O JEKapCTBEHHOM IIperapare.

2. O60CHOBaHME, YTO HOBAs/OCTAOIINECS Pa3MEpPBI YITAKOBOK COOTBETCTBYIOT PEXXKUMY TO3MPOBAHUS M IPOAODKUTEIBHOCTH JICUCHUS, YKa-
3aHHBIM B 00IIIEil XapaKTEPHCTUKE JICKAPCTBEHHOTO MpernapaTa.

3. Jlexnapanus, 4To eciu 0XKUAACTCs BIMSIHUE HA CTaOHIBHOCTh, COTJIACHO COOTBETCTBYIONIMM YCTAHOBICHHBIM TpeOOBaHUAM OY1yT HauaThl
UCCIIeI0BaHUs CTaOMIILHOCTH. JlaHHbIE HEOOXOAUMO MPEJICTaBUTD (€ MPeIaraeMbIM INIAHOM JEHCTBUI), JIMILIb €CIIM OHHU HE YKJIa/(bIBAIOTCS
B crienuduKayu.

[Ipumeuanue: s B.IL.x.5.B) u r) — ecnu u3MEeHEHUE IPUBO-
JUT K U3MEHEHUIO «JIO3UPOBKIY JIEKApPCTBEHHO-
ro mpemnapara, TO TaKoe H3MEHEHHe TpeOyeT mo-
JIa4y 3asIBJICHUS O PACIIMPEHUU.

B.IL.x. 6 3Menenune kakoid-miu0o cocTasstonieii (MepBUYHOI) YIAaKOBKH, HETIOCPE/I- VYeno- | Tpebyemast tokymeH- Bup mporte-
CTBEHHO HE COIPHUKACAIOIICHCS C JIEKAPCTBEHHBIM IIperapaToM (Harnpumep, IBET CheM- BUS Talus Iy pbI

HBIX KOJIIIAYKOB, [IBETHBIC KOJOBbIE KOJIbIIA HA aMITyJIaX, K3MEHEHHE KOJIITa4Ka, 3allli-
MIAIOIIET0 UIITy (MCTIOJIBb30BaHKUE JPYTOro IIACTHKA))

a) l13menenue, 3aTparuBaromiee HHGOPMALHUIO O JTEKapCTBCHHOM IIperapare 1 1 IB
6) 3MeHeHue, He 3aTparuBaoiee HHGOPMANHIO O JTeKapCTBCHHOM IIpenapare 1 1 1A
VYcnosus

1. I3MeHeHue He 3aTparnBaeT YacTH yIaKOBOYHOTO MaTepHaa, KOTOpbIe BIUSIOT Ha JIOCTaBKy, IPHMEHEHHe, 6E30MaCHOCTh I CTaOMIIb-
HOCTB JICKAPCTBEHHOTO MpernapaTa.

JloxymeHTanus

1. ITonpaBka k cooTBeTCTBYIOIIEMY(MM) pa3aeny(am) 10Cke, BKIOYAs IepecMOTp HH(GOPMAIMHY O JIEKAPCTBEHHOM Mperapare.

B.I1.1.7 VI3MeHeHune MocTaBIIMKa KOMIOHEHTOB YIIAKOBKU MJIM YCTPONCTBA (€CIH yKa3a- VYeno- | Tpebyemast tokymeH- Bun npoue-
HO B JIOChE) BUS TaIus Iy pbI
a) McxirroueHne nocraBImka 1 1 1A
0) 3ameHa min 100aBlIeHUE MTOCTABIINKA 1,2, 1,2,3 1B
3,4
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B) JIrob0e M3MeHeHHE MOCTABIIMKOB CIICHCEPOB JO3UPOBAHHBIX HHTAISATOPOB | | II

VYcnoBus

1. MckmrodeHre KOMIOHEHTA YIIAKOBKU MM U3/CJHs HE TIPOUCXO/IHT.

2. KauecTBeHHBIN 1 KOJMYECTBCHHBIN COCTAaB KOMIIOHEHTOB YITAaKOBKH/ U3/ICNUS U CTICIIM(DUKAIIMN SCKU3a HE U3MEHSIOTCS.
3. CneuuduKkamiyu ¥ METO/IbI KOHTPOJISI KaYeCTBa, 110 MEHBIICH Mepe, SKBUBAJICHTHBI.

4. MeToJ] cTepHIM3alliK U €€ YCIOBUS HE M3MEHSIOTCS (€CIIM IPUMEHHUMO).

JloxyMeHTanus
1. [TonpaBka K COOTBETCTBYIOLEMY(MM) pa3ieny(am) JoChe.

2. IlonTBep kaeHHE PErUCTPalMi MEUIIMHCKOTO u3/enus B PecryOnike Kazaxcran B OTHOIICHUM MEAMIIMHCKUX U3/ICIHUIA, IPUIAraeMbIX K
JIEKapCTBEHHOMY IIpenapary.

3. CpaBHHTeNbHAS TAOIHUIIA TEKYIUX U TpeIaraeMbIX crielinuKanuii (ecam IpUMEHIMO).

B.11.n. 8 MI3menenue nu3aitHa MapKUPOBKH IMEPBUYHON U BTOPUYHON YIAKOBKH VYeno- | Tpebyemas mokymeH- Bun npoue-
BUS Talus Tty pbl
1 1,2 1A
VYcnosus

1. KauecTBEHHBIM U KOJIMYECTBEHHBIH COCTaB KOMITOHEHTOB yHaKOBKI/I/ U3CIUA U CHCHH(bI/IKaIII/H/I OCKH3a HC UBMCHAIOTCA.

JloxymeHTanus
1. ITonpaBka kK COOTBETCTBYIOILEMY(HMM) pa3zaeny(am) 10che.

2. MakeTbl yrlakoBOK B CTapOM JM3aiiHe.

B.IL. ¢) CrabunbHOCTD

b.Il.e. 1 M3mMeHeHune cpoka roIHOCTH WM YCIIOBHUI XpaHEHHUs JIeKapCTBEHHOro npernapara | Ycmo- | TpeOyemas mokymeH- Bun npore-
BUS Tauys JTypBl

a) COKpaH.IeHI/Ie CpOKa roqHOCTH JICKApCTBCHHOI'O IIpeliapaTa

1. YakoBaHHOT'O B KOMMEPYECKYIO YIaKOBKY 1 1,2,3 1A
2. Ilocne nepBOro BCKPBITHS 1 1,2,3 1A
3. Ilocne pa3BeeHUS WM BOCCTAHOBJICHHS 1 1,2,3 1A

6) YBenuueHue CpOKa roqHOCTH JICKApCTBECHHOI'O IIperiapaTa

1. YakoBaHHOTO B KOMMEPUYECKYIO YIIAKOBKY (IIOJTBEP)KACHHOE JAHHBIMH B PEJIbHOM 1,2,3 IB
BpPEMEHH)

2. I1ocne nepBoro BCKpbITHUs (MOATBEPKICHHOE JaHHBIMU B PEAJIbHOM BPEMEHH) 1,2,3 IB
3. Ilocne pa3BeeHUS WM BOCCTAaHOBJICHHS (TTOTBEPKACHHOE JaHHBIMU B PEabHOM Bpe- 1,2,3 IB
MCHH)

4. YBennueHHne cpoka rOJJHOCTH ITyTEM SKCTPAIOJISLUH JAHHBIX 110 CTAOMIBHOCTH, HE CO- I

OTBETCTBYIOIICH ToKyMeHTaM Pecriy6iuku Kazaxcran (¥)

5. VBenudeHue neproia XpaHeHusI OHOIOrMYeCKOT0/HMMYHOJIOTHYECKOTO JIEKAPCTBEH- 1,2,3 1B
HOTO Tperapara B COOTBETCTBUH C 000OPEHHOI NporpaMMoi 3ydeHHs: CTaOMIbHOCTH

B) M3MeHeHue ycnoBuid XpaHeHUs] OHOJIOTHUYECKUX/IMMYHOJIOTHYECKHUX JIEKapPCTBEHHBIX 1I
HpenaparoB, €CIIM UCCIeJ0BaHMs CTaOMIBHOCTH POBEJICHBI HE B COOTBETCTBUH C TEKY-
et 0100peHHO IPOrpaMMO U3Y4YEHHsI CTAOMIBHOCTH

r) I3MeHeHune yclloBUi XpaHEeHHUs JIEKapCTBEHHOTO TpenapaTa HiM JISKapCTBEHHOTO Ipe- 1,2,3 IB
napara IocJIe pa3BeACHUs/BOCCTAaHOBIICHHS

1) I3meHneHne ogo0peHHOT0 MPOTOKOIIA CTaOMIIBHOCTH 1,2 1,4 1B

YcnoBust

1. U3meHeHue He JOJIKHO OBITH CJICACTBHUEM HEIIPEABUACHHBIX CHTyaHHﬁ, BO3HHUKIIUX B XO€ ITPOU3BOACTBA, UJIN U3MCHCHUSL CTaOMIBHOCTH.
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2. I3meHeHus He NPUBOJAT K PACIIMPCHUIO KPUTEPUECB IIPUEMIIEMOCTH UCIIBITYEMBIX ITapaMETPOB, UCKIIIOYEHUIO ITapaMeTpa CTa6I/IJ'[I>HOCTI/I,
WA CHIDKCHUIO YaCTOTHI UCITBITAHUMN.

JloxyMeHTanus

1. ITompaBka K COOTBETCTBYIOIEMY(HM) pa3zieny(am) nocke. OHa JOIKHA COAEPKATh PE3yIbTaThl COOTBETCTBYIOINX MCCIIEI0BAHHMN CTa-
OUIIBHOCTH B PealbHOM BPEMEHH (OXBaTHIBAIONINX 3asBICHHBIA CPOK XpaHEHHU:), IPOBEICHHBIX COITTACHO COOTBETCTBYIOIIUM JOKYMEHTaM
PK, , Ha Tpex -pOMBIILICHHBIX cepusax(1) TeKapcTBEHHOro Mpenapara, ynakoBaHHOTO ¢ IOMOMIBIO 3aPErUCTPUPOBAHHOTIO YIAKOBOYHOTO Ma-
TepHana 1 (MIM) COOTBETCTBEHHO IOCIIE EPBOTO BCKPBITHS HJIM Pa3BEACHHUS; B COOTBETCTBYIOIINX CIIydasX HEOOXOAMMO MPECTaBUTh pe-
3yJbTaThl MUKPOOHUOIOTHYECKHX UCIIBITAHUI.

2. IlepecMoTpeHHas HHPOPMALVIS O JICKAPCTBCHHOM IIpernapare.

3. Konuu YTBEPKACHHBIX CHGL[I/I(I)I/IKB.I_[I/Iﬁ Ha KOHCIL[ CpOKa roAHOCTH U, €CJIN IIPUMEHUMO, CHCHI/I(I)PIKB.HPIPI IoCIC pa3BeHCHI/IH/BOCCTaHOBHC—
HHUA WA ITOCJIC IIEPBOT0 BCKPBITHA.

4. O0ocHOBaHKE TIpeIaracMbIX H3MEHCHHIA.

(*) [Ipumeuanue: B otHoOIICHIH OHOTOTHYECKOT0/HMMYHOJIOTH-
YECKOro JICKaPCTBEHHOT'O TIperapara 3KCTparno-
JISIAST HEPHMEHUMA.,

1) Ipu Hanuuuu 06s3aTeNILCTBA IPOBEPUTH CPOK
TOAHOCTH Ha IPOMBILIJIEHHBIX CEPUSAX JIOMYCTH-
MBI OIIBITHO-TIPOMBIIITICHHBIE CEPHHU.

B.11. ) [IpoekTHOE MoJe U MPOTOKOJI MOCTPETUCTPAMOHHBIX U3MEHEHUM

b.Il.x. 1 BBeieHne HOBOTo MPOEKTHOTO OIS WIIH paclIpeHUe 0100PEHHOr0 IPOEKTHOTO OIS JIeKap- VYeno- | Tpebye- Bun
CTBEHHOTO Ipernapara (3a HCKII04eHHeM OHOJIOTHYeCcKOro), 3aTparipatomiee: BUS Mast JIOKy- po-
MEHTalUs 1e-
Aypbl
a) Onny wiu 6osiee OTebHBIC ONIEPAIIH MTPOLIECCca MPOU3BOCTBA JICKAPCTBEHHOTO TIperapaTa, BKI0Yast 1,2,3 11

COOTBETCTBYIOIHE BHYTPHITPOU3BOACTBEHHBIC KOHTPOJIU U (MJIM) AHAIUTUYECKUE METOIUKH

0) AHaNTUTHYECKHE METOUKH ISl BCIIOMOTaTENIbHBIX BELIECTB/TIPOMEKYTOUYHBIX MTPOIYKTOB U (MITH) Jie- 1,2,3 11

KapCTBEHHOTO MpernapaTa

JloxymeHTauus

1. Pe3ynbrarsl HcciaenoBaHuil pa3paOOTKH Hpernapara U nporecca (BKI04asi OLEHKY PUCKOB M MHOTOMEpPHbIE HCCIIEJOBAHHS COOTBETCTBEH-
HO), IOATBEPXKTAIOIIHE TO, YTO JOCTUTHYTO IEJIOCTHOE MEXaHICTHYECKOE MOHMMaHKE TT0Ka3aTeNeil KayecTBa MaTepralioB M TapaMeTpOB
Iporecca Ha KpUTHYECKUE ITapaMeTphl KauecTBa JISKApCTBEHHOTO TIperapara.

2. OnucaHue MPOSKTHOTO MOJIS B TAOIMYHOM BH/IC, BKIIFOYAs TIEPEMEHHBIC (CBONCTBA MATEPHAJIOB U ITAPAMETPHI MPOIIECCca POU3BOICTBA) U
UX Mpe/laraeMble AUana3oHsbl.

3. IonpaBka kK COOTBETCTBYIOIIEMY(MM) pa3aeny(am) 10Che.

B.IL.x. 2 BBeenue nocTperucTpaliMOHHOTO MPOTOKOJIA YIPABICHUS H3MEHEHUSIMH, 3aTParuBaroIUMH Jie- VYeno- | Tpebye- Bun
KapCTBEHHBIH Ipenapar BUS Mast JIOKy- po-
MEHTaIHS 1e-
Aypbl
1,2,3 11
JlokymeHTanus

1. ITogpobHOE ormIcaHKe MPeIaraeMoro H3MEHEHHSI.
2. [IpoTokon ynpaBieHus] H3MEHEHUSIMH, 3aTParuBaIOIIUMHU JIEKapCTBEHHBIH Mpenapar.

3. IomnpaBka Kk cOOTBETCTBYIOIIEMY(HM) pa3aeny(am) 10Che.

B.IL.x. 3 UckmioueHue yTBEpKAEHHOTO IPOTOKOJIA YIIPaBICHHUS U3MEHEHUIMH, 3aTParuBaloIuMu JIeKap- VYeno- | Tpebye- Bun
CTBEHHBII Npernapar BUS Mast JIOKy- po-
MEHTaIHS 1e-
Aypel
1 1 1A
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YcnoBust

1. Uckirouenue TIOCTPETUCTPALTMOHHOI'O IIPOTOKOJIA YIIPABJICHUS U3MCHCHUSIMH, 3aTparuBaronimMu HeKapCTBCHHBIfI Ipenapar, HE ABJISICTCS

CJICACTBHUEM HCIIPEABUICHHBIX CI/ITyaHI/Iﬁ NI HECOOTBETCTBHUS CHCHI/I(I)I/IKaI_II/II/I B X0/J1€ BBCIACHUA H3MCHCHHﬁ, OIIMCAHHBIX B ITPOTOKOJIC, U HU-

KaK HE BJIMACT HA YTBEPKACHHBIC CBEICHHUA, BKIIFOUCHHBIE B JOCHE.

JloxymeHTanus
1. ObocHOBaHKE MPEIAraeMOT0 UCKIFOUCHHUS.

2. IlonpaBka K COOTBETCTBYOIIEMY(MM) pa3aeny(am) 10Che.

B.IL.x. 4 3MeHeHus yTBepKI€HHOTO IPOTOKOJIA YIPABICHUS H3MEHEHUSIMU VYemo- | Tpebye- Bun
BHS Mast JIOKy- po-
MEHTAITHSI e-
ypel
a) 3HaunMble N3MECHEHHS IIPOTOKOJIA YIIPABICHUSI N3MCHEHIAMHI 11
6) HesHaunmble n3MEHEHHS IPOTOKOJIA YIIPABICHUS N3MEHEHUAMH, KOTOPBIE HE N3MEHSIOT CTPATETHIO, 1 1B
OTHCAHHYIO B MPOTOKOJIE

JlokymeHTamnus

1. lexnaparus, 4to 1000e H3MEHEHHE JOJDKHO YKIJIaIbIBAThCS B AUANA30H ACHCTBYIONIMX YTBEPKACHHBIX KPUTEPUEB NpuemiaeMocTy. [Tomu-

MO 3TOr0, JeKJIapanus, 4TO B OTHOLICHUH OHOJIOTHYECKHX/MMMYHOJIOIHYECKHX JIEKAPCTBEHHBIX MPENapaToB He TpeOyeTcs OLEHKa CONocTa-

BHUMOCTH.

b.I1x. 5 Peanu3zanus W3MeHEHU, IPElyCMOTPEHHBIX YTBEPKICHHBIM IIPOTOKOJIOM YTIPABIICHUS H3MEHE- VYeno- | Tpebye- Bun

HUSIMA BUS Masi JIOKy- po-
MEHTaIHs 1ie-

Iypbl

a) Peanmmsanus n3meneHus He TpeOyeT MOMOTHUTEIBHBIX BCIIOMOTATEIbHBIX JTAHHBIX 1 1,2,4 1A

0) Peanuzaiist uameHeHus TpeOyeT AOMOIHUTENBHBIX BCIIOMOTATEIbHBIX JaHHBIX 1,2,3,4 1B

B) Peanu3zanus n3MeHeHUs] OHOIOTHYECKOT0/ MMMYHOJIOTHYECKOTO JISKAPCTBEHHOTO Mpernapara 1,2,3,4,5 | IB

VcnoBus

1. IIpeanosxeHHOE N3MEHEHHE OCYIIECTBIICHO B ITOJHOM COOTBETCTBHU € YTBEP)KACHHBIM MPOTOKOJIOM YIPABICHUS H3MEHEHHUAMH, TPeOyIo-

IeC HEMEJICHHOI'O YBEAOMIICHHUS I10CJIC €ro pearu3aluu.

JloxymeHTanus

1. Cchlika Ha yTBep)KZ[eHHLIi’I IIPOTOKOJI YIIPaBJICHUSA U3BMCHCHUSMU.

2. [LeKJ'IapaLII/ISI, YTO UBMEHEHUE COOTBETCTBYCT YTBEPKACHHOMY IIPOTOKOJIY YIIPABJICHUS U3MEHCHUSIMHU U UTO PE3YJIbTAThl UCCIICAOBaHU

YAOBJICTBOPSIOT KPUTCPHUAM ITPUEMIIEMOCTH, OTOBOPEHHBIC B IIPOTOKOJIC. TTomumo 9TOrO0, ACKJIapanys TOro, 4YTo0 B OTHOUICHUN Ouostornye-

CKI/IX/I/IMMyHOJIOFI/I'-ICCKI/IX JICKapCTBCHHBIX IIPENapaToB HE Tpe6yeTc;1 OIICHKA COITOCTaBUMOCTH.

3. Pe3ynbTathl Hccien0BaHM, IPOBEACHHBIX B COOTBETCTBUH C YTBEP)KACHHBIM IPOTOKOJIOM YIPABICHHUS H3MEHEHUSIMHU.

4. ITompaBka K COOTBETCTBYOLIEMY(MM) pa3zieny(am) 10cke.

5. Komust yTBep»IeHHBIX CHICUU(HKALMIA Ha JIEKapCTBEHHBII Mpenapar.

b.I1. 3 be3onacHOCTh B OTHOIIEHUH IOCTOPOHHUX areHTOB

b.11.3.1 O6HOBICeHHE HHPOopMany «OneHKa 6€30I1aCHOCTH OTHOCHTENBHO IIOCTOPOHHUX areH- VYeno- | Tpebyemas no- Bug

ToBY» (pasaen 3.2.A.2 perucTpaoHHOTO I0ChE) BHSI KyMEHTaLus porie-
Jypbl

a) Mccnenopanusi, 3aTparuparoliye pou3BoICTBEHHbIE TAllbl, H3y4YEeHHBIC BIICPBBIC HA IPEMET I

OJIHOT0 MU OoJiee IOCTOPOHHUX areHTOB

0) 3aMeHa ycTapeBILIHMX UCCIIEIOBAHUH, 3aTparuBaroLMX IPOM3BOJICTBEHHbIE ITAIIbl U TIOCTOPOH-

HHE areHThl, paHee BKIIOYEHHBIE B I0ChE

1. ¢ I3BMEHEHUEM OLIEHKU PUCKOB I

2. 6e3 N3MEHEHNS OIICHKH PHCKOB 1,2,3 1B

JloxyMeHTanus
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1. ITonpaBka k cooTBeTCTBYIOIIEMY (M) pa3aeny(am) 10Cke, BKIIIOYAsk BBEICHUE HOBBIX HCCIIEIOBAHUI, HATIPABICHHBIX HA U3y4YCHUE CIIOCO0-
HOCTH MIPOM3BOJICTBEHHBIX 3TAIIOB HHAKTHBUPOBATh/3JIMMHUHUPOBATH IIOCTOPOHHHE areHTHI.

2. O60cHOBaHHE TOTO, YTO MCCIEIO0BAHUS HE H3MEHSIOT OLIEHKY PUCKOB.

3. [lompaska k nHGOpPMALUH O JISKAPCTBEHHOM IIpernapare (€ciu MPUMEHUMO).

B.IIT Ceprudukar coorserctBusi EBponeiickoit ®apmakorniee (CEP) (ipu

Hanuuun )/ TT'3/cTaTen
B.111.1 Tlogaya HOBOTO MM OOHOBJIEHHOTO cepTudUKaTa cooTBeTCTBUsI EBponeiickoit @apmakornee Ui HCKIIIO- VYcemo- | Tpe- Bun
4yeHue cepTudukaTa coorBeTcTBUs EBpomneiickoit ®apmakornee BUS Oye- po-
Mast 1e-
noKy- | zy-
MEH- pbl
Tauus
Ha dapmaneBTHYeCKyIO CyOCTaHIUIO
Ha mcxoqublil MaTepHa/peakTHB/IPOMEKYTOUHBIN MPOJYKT, UCIIOIb3yEeMbIii B IPOIECC MPOU3BOCTBA (hapma-
LEBTHYECKOI CyOCTaHIUH
Ha BcroMorareabHO€E BEIIECTBO
a) Ceprudukar coorBerctBusi EBpomneiickoit @apmakoree cooTBeTCTBYOIIEH cTaThe EBponeiickoit ®dapmakomnen
1. HoBsri cepTudukat oT paHee 0J00PEHHOTO TPOM3BOAUTEIS 1,2, 1,2, 1A
3,4, 3,4,5
5,6,
9
2. OGHOBIIEHHBIH cepTU(UKAT OT paHee 0J0OPEHHOTO IIPON3BOIUTEIIS 1,2, 1,2, 1A
3,4, 3,4,5
6
3. HoBsIii cepTudUKaT OT HOBOTO IPOM3BOIUTENS (3aMEHa HITH 100aBJICHHE) 1,2, 1,2, 1B
3,4, 3,4,5
5,6,
9
4. UckimoueHne cepTU(HUKATOB (€C/IM K MaTepHally NPUIIaraluch HECKOJIBKO CEPTU(UKATOB) 8 3 1A
5. HoBelii cepTr(HKaT Ha HECTEPUIIbHYIO aKTHBHYO (apMaLeBTHYECKYI0 CYyOCTaHIUIO, OICHKALLYIO HCIIOb- 1,2, 1B
30BaHUIO B CTCPIIILHOM JICKAPCTBEHHOM Iperapare, IIpY MCIIOIb30BaHHU BOABI Ha IIOCJICIHEM JTalle CHHTE3a, a 3,4,5
B OTHOIICHUH MaTepuala He 3asBJICHO OTCYTCTBUE B HEM 3HIOTOKCHHOB
6) Cepruduxar coorsercTus EBponeiickoil ®apmakonen o TI'D Ha akTUBHYIO (hapMalleBTUUECKYIO CyOCTaH-
LUIO/MCXOMHBII MaTepuall/peakTHB/IPOMEKYTOUHBIH MPOIYKT/ BCIIOMOTaTeIbHOE BEIIECTBO
1. HoBslit cepTHdUKAT Ha aKTUBHYO (DapMalleBTHYCCKYIO CyOCTaHIIMIO OT HOBOTO HJIM PaHee 0JJ0OPEHHOTO Mpo- 3,5, 1,2, 1B
HM3BOUTEIS 9 3,4,5
2. Hogpslii ceprrdukaT Ha hapMaleBTHYECKYIO CyOCTaHIIMIO/HCXOAHBIN MaTepHa/peakTHB/ MPOMEKYTOUHBIH 3,6, 1,2, 1B
HPOJIYKT/BCIIOMOTIaTEILHOE BELIIECTBO OT HOBOI'O MJIM paHee 0Z0OPEHHOTO IPON3BOIUTEIS 7 3,4,5
3. OGHOBIIEHHBI cepTU(UKAT OT paHee 0JJ0OPEHHOTO IPONU3BOIUTEIIS 7 1,2, 1B
3,4,5
4. UcximoveHne cepTuHUKaToB (€C/IN K MaTepHaIly NPUJIAraIich HECKOJIBKO CEPTH(UKATOB) 8 3 IA
5. HoBblit/0OHOBIICHHBIH cepTH(UKAT OT paHee 0Z00PEHHOT0/HOBOTO IIPOU3BOAUTEIS, HCIOIB3YIOIIET0 MaTepu- I
QJIBl YEJIOBEYECKOTO MJIH )KUBOTHOTO TIPOMCXOXK/ICHUS, B OTHOLICHHH KOTOPBIX TPEOYETCsI OLICHKA Ha TPeMET
pHCKa NOTEHIHATEHOH KOHTAMUHAIIMN TOCTOPOHHUMH areHTaMH1
Ycnosus
1. Cneundukanuy Ha BBITYCK M Ha KOHEIl CPOKa FOTHOCTH JISKAPCTBEHHOTO MpernapaTa He N3MEHSIOTCS.
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2. HeusmeHeHHble (MCKIIIOYAs y)KecTOUeHHUE) JononHuTenbHble (k ['ocynaperennoit @apmakonee Pecriyonuku Kazaxcran) cnenudukanuu
Ha IIpUMecH (MCKIIIoUasi OCTaTOYHbIE PACTBOPUTENH, IPH YCIOBUH HX COOTBETCTBHs TpeboBaHusaM PecryOinku Kazaxcran) npogykT-crenu-
¢uaHBIe TpeOoBaHUS (HapUMep, IPO(GUIH pa3MepOB YacTHL, TOTUMOPGHEIE (HOPMBI), €CIH IPUMEHHMO.

3. [pomuecc TpOM3BOACTBA AKTHBHON (hapMaIleBTUUECKO# CyOCTaHIIMHI, HCXOTHOTO MaTepHaia/ peakKTHBa/IIPOMEKYTOUHOTO TIPOAYKTa He
BKJIFOYACT UCIONB30BAHNE MATEPHAIIOB YEIOBEYECKOTO HIIH KUBOTHOTO MPOHCXOKACHHS, ISl KOTOPBIX TPEOyeTCs IPOaHaIH3upOBaTh IaH-
HBIE O BUPYCHOI 0€30MacHOCTH.

4. VckmounTesbHoO A1 akTUBHOMN (papMarieBTHIecKoi cyOCcTaHIMU: OHa Oy/IeT UCIbITaHa HeIIOCPEICTBEHHO Nepe]] CIIOIb30BaHUEeM, €CITH
HepHO/] MOBTOPHOTO UCIIBITAHHS HE BKIIIOYEH B cepTH(HUKAT cooTBeTCTBH EBponeiickoit @apmakornee 1M JaHHbIE, 000CHOBBIBAIOLINE MEPH-
0J] IOBTOPHOTO UCIIBITAHUS, YKE HE BKIIIOUEHBI B J1I0CBE.

5. AxtuBHas (papmaleBTHYECKas CyOCTaHIMs/HCXOJHBIN MaTepHall/peakTHB/IPOMEKYTOUHBIN MPOIYKT/BCIIOMOTaTENbHOE BELIECTBO HECTe-
PUITBHBIL.

6. PacturensHbie hapmaleBTHYECKUE CyOCTaHIIMU: CIIOCOO MPOU3BOJICTBA, (PU3NYECKOE COCTOSIHHIE, SKCTPArupyOLINi paCTBOPUTEIb U KOI(-
(DULHEHT SKCTPAKIMHU JICKAPCTBEHHOTO CPEJICTBA HE M3MEHSIOTCSL.

7. Eciu cocTaBe JIEKapCTBEHHOTO ITpenapaTa isl IapeHTEPaIbHOIO BBEACHHUS HCIIONB3YCTCS JKENaTHH, IPOU3BEACHHBIN U3 KOCTEH, ero mpo-
W3BOJCTBO JOJDKHO OCYIIECTBIISTHCS HCKITIOYUTENBHO B COOTBETCTBUH C TPEOOBAHUSIMH COOTBETCTBYIOLICH CTPAHbI.

8. B mocwe ocraercs, 1Mo MEHbIIEH Mepe, OJMH MPOU3BOAUTEIb ITOW CyOCTaHIIHH.

9. Ecnu aktuBHas (apMareBTHUECKas CyOCTaHIIUSI HECTEPUIIbHA, HO OyIeT HCIOIb30BAThCS B COCTABE CTEPUIIBHOTO JIEKAPCTBEHHOTO Mpera-
para, Torna, B coorserctBuu ¢ CEP, Ha mocnieineM dTane CHHTe3a HeJb3sl UCIIONb30BaTh BOLY HJIM, €CIIHM TaKOe MPOUCXOIUT, HEOOX0IUMO
00ecTeunTh OTCYTCTBUE OaKTEpUATIbHBIX SHIOTOKCHHOB B aKTHBHOM (hapMalleBTHYECKON CyOCTaHIIHH.

JloxymeHTanus
1. Konns nefictBytomero (0OHOBICHHOT0) cepTudukara coorBeTcTBUs EBponeiickoit ®apmakoree.

2. HpI/I £[068.BJ'I€HI/II/I HpOI/ISBOI(CTBeHHOf/'I IJIoIAaaKu — B (;I)OpMC 3asBJICHUS O BHECCHUU U3MEHCHHI HCO6XO£[I/IMO 4eTKO 0003HAYUTH «3aperu-
CTPUPOBAHHBIX» U «IIpE€AjIaracMbIX» HpOHSBOﬂHTCHeﬁ, KaK yKa3aHO B pasaeiie 2.5 (bOpMLI 3asBJICHUA.

3. [lompaBka K cOOTBETCTBYIOIIEMY (M) paszeny(am) 1oche.

4. Ecnu npuMeHUMO, IOKYMEHT, COJICpIKAIIlUi CBEICHNS O BCEX MaTepuaax, BXOAAIINX B chepy MpUMEeHEHHs cTaTbu | 0Cy1apcTBEHHOM
dapmakonee PecryOnuku KazaxcTan no MUHUMU3ALUK PUCKA MIEpeadyn areHToB ry04aToil sHIe(haonaTii )KHUBOTHBIX TOCPEACTBOM JIeKap-
CTBEHHBIX IPENapaToB Uil MEIUIMHCKOTO U BETEPHHAPHOTO IPUMEHEHHUSI, BKJIIOYAasl KCIOJIb3YeMbIe B IPOM3BOACTBE aKTHBHBIC (hapMarieBTH-
YEeCKOM CyOCTaHLIMK/BCIIOMOTaTENbHOTO BellecTBa. Jis KaXI0ro Takoro poja MaTepuana HeoOX0AUMO NPEICTaBUTD CIEIYIOUINE CBEICHHUS:
Ha3BaHME [IPOU3BOAUTEIIS; BUJ )KUBOTHBIX U TKaHH, U3 KOTOPBIX HOJIy4eH MaTepHall; CTpaHa IPOUCXOMKICHUS )KUBOTHBIX H €TI0 UCIIOJIb30Ba-
HHE.

5. B oTHOUICHNH aKTHBHOH (hapMalieBTHUECKOM CyOCTaHIIMH: ACKIapalis YIIOTHOMOYCHHOTO JUIIA KaKIOTO JIMICH3UPOBAHHOTO TIPOU3BO/IH-
TeJIs, yKa3aHHOTO B 3asIBICHHUH, HCIIOB3YIOLIEr0 aKTUBHYIO (hapMaLleBTHUECKYIO CyOCTaHIIMIO B KAYECTBE HCXOJHOTO MaTepraa, U yroIHO-
MOYEHHOT'0 JIUIIa KaXI0T0 JINIIEH3UPOBAHHOT'O MPOU3BOIUTEIIS, YKA3aHHOTO B 3asBJICHHH B KAUeCTBE OTBETCTBEHHOTO 3a BBIYCK cepHii. B
JIEKIIapalusax He0OXOMMMO YKa3aTh, YTO IPOU3BOAUTENb(1) aKTUBHOU (papMalieBTHIECKO# CyOCTaHIIMH, yKa3aHHbIH(e) B 3asIBJICHHH, OCY-
MIECTBISCT(FOT) CBOIO IEATEIBHOCTD B COOTBETCTBHH C [IpaBriaMu Ha/UTeKaIell pOM3BOACTBEHHON MpakTHKH PecmyOnnku Kasaxcran B OT-
HOIIICHUH HCXOAHBIX MarepruainoB. [Ipu onpeseneHHbIX 00CTOATENBCTBAX JOITYCKASTCS IPEACTABITE OHY JCKIAPALHIO (CM. MPIMEYaHHE K
nsmenennto b.11.6.1). Ecnu 3arparuBarotcs kakue-i1n00 oOHOBIIEHHS cepTU(HKATOB HA aKTHBHBIC (papMalleBTHUECKHE CYOCTAHIMU U IPOMe-
JKYTOYHBIE IIPOJYKTBI, OT IIPOU3BOJUTENIEH IPOMEKYTOUYHBIX IIPOAYKTOB TAKKE TPEOYETCsI AeKIapaiusl YIOJIHOMOYSHHOTO JIKIIA; AeKiapa-
1Hsl YIIOJTHOMOYEHHOTO JIMI[A HY>KHa, JIUIIb €CIIH 110 CPABHEHHUIO C PaHee 3aperUCTPHPOBAHHON BepcHei cepTU(HKaTa UMESTCsl H3MEHEHHE
NeHCTBYIOIINX, BKIIIOYEHHBIX B IEPEYCHB IPOM3BOICTBCHHBIX ILIOMIA IOK.

B.1I1.2 3menenus B uensx coorercTBust ['ocynapcreennoit @apmaxonee Pecy6nuku Kasaxcran VYeno- | Tpe- Bun
BUS Oye- po-
Mast e-
moky- | ny-
MEH- pHI
TaIus

a) 3smenenue cnenudukanuu(i) panee HeapMaKoneHol CyOCTaHINY B IIEJISAX COOTBETCTBHS ['0Cy1apcTBeH-
Hoit ®apmakonee Pecry6nuku Kazaxcran

1. AkTHBHOI1 (hapManeBTHUECKON CyOCTaHIIMU 1,2, 1,2, 1B
3,4, 3,4
5

2. BcriomoraTesibHOTO BELIeCTBa/UCXOJHOTO MaTepralla akTHBHOTO (hapMalleBTUYECKON cyOCTaHIIMN 1B
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1,2, 1,2,
4 3,4
0) M3MeHeHns B IIENsX COOTBETCTBHSI OOHOBIICHHON COOTBETCTBYIOWIEH cTaThe ["ocynapcrBennoit dapmakornee 1,2, 1,2, 1B
Pecny6muku Kasaxcran 4,5 3,4
B) U3menenue cnermbpuxanmii ¢ I'ocynapersennoit @apmaxonee Pecriyonnku Kasaxcran 1,4, 1,2, IB
5 3,4

VcnoBus

1. Mi3MeHeHne OCyIeCTBISIETCS UCKITFOUUTENBHO B LIENISX MOJHOTO COOTBETCTBHS (hapmakornee. Bee ncnbiTanus B crielinUKan JOIDKHBI
COOTBETCTBOBATh (hapMaKONEHHOMY CTaHIAPTY IOCIIE U3MEHEHHMS, 38 UCKIIIOUCHHEM JIFOOBIX JOMOIHUTENBHBIX BCIIOMOTaTEIbHBIX UCIIBITa-
HHIA.

2. JlooTHUTENBHBIE K (hapMaKoIiee cennpuKaiuy Ha IPOIyKT-Cclienn(pUYHbIE CBOHCTBA HE M3MEHSIOTCS (HarpuMmep, MpoQuin pa3MepoB
yacTull, moauMopHas Gopma Wi, K mpuMepy, OHOJIOTUYECKUE METOTUKH, arperaThl).

3. 3HauMMble H3MEHEHUS KaYeCTBEHHOTO U KOJMYECTBEHHOT0 NpoduiIeii npiuMeceil OTCYTCTBYIOT (38 HCKIIOUEHUEM Y)KECTOUCHHUS Cretupu-
KaIuif).

4. JlononHUTENbHAS ICPBUYHAS SKCIIEPTH3a HOBOM MJIM M3MEHEHHOW (papMaKoIeitHOW METOJUKH He TpeOyeTcs.

5. PacturenbHble hapmarieBTHIECKHE CYOCTaHIIMH: CIIOCOO IPOM3BOJICTBA, (PU3HUECKOE COCTOSIHHE, IKCTPAreHT U KOIG(PUIIMEHT SKCTPAKIIUH
JIEKapCTBEHHOTO CPEJICTBA HE U3MEHSAIOTCS.

JloxyMeHTanus
1. [TonpaBka K COOTBETCTBYIOLEMY(UM) pa3ieny(am) JoChe.
2. CpaBHHUTeIbHAS Ta0IUIA TEKYIIUX U IPEUIaraéMbIX CIeU(pUKaImii.

3. Jlannble aHanu3a cepuii (B popMare CpaBHUTEIBHOW TAONHUIIBL), IO MEHBIIECH Mepe, IBYX IIPOMBIIUICHHBIX CEPUIl COOTBETCTBYOLIEH Cy0-
CTaHLUHM (BEIIECTBA) 110 BCEM MCIIBITAHUAM HOBOH CHelM(HUKALMHU U, TOTOJIHUTEIBHO, €CITH IPUMEHUMO, Pe3yJIbTaThl TECTa CPABHUTEILHON
KUHETHKHU PACTBOPEHMS, IO MEHbILEH Mepe, OIHOI OIBITHO-IIPOMBIIUICHHOH CEpUU JIEKapCTBEHHOTrO NpenapaTta. B OTHOLIEHUH 1eKapCTBEH-
HBIX PACTHUTEIBHBIX IIPENIapaToB JOCTATOYHBI JJaHHBIC CPAaBHUTEIBHON PaciiagaeMOCTH.

4. JlaHHble, MOATBEPIKAAIOLINE IPUTOAHOCT CTAThU JUIsl KOHTPOJIS Ka4ecTBa CyOCTaHIUH, HAIpUMep, CPaBHEHHE MOTEHIUAIBHBIX ITpuMeceit
¢ IpUMEYaHUeM IIPO3PAavHOCTH CTaThH (transparencynoteofthemonograph).

b. IV Menununackue u3neinus

B.IV.1 M3meHeHue U3MepsIOIIero U3aeaus Uil U3J1eNus A5l BBEACHUS YcaoBus TpeOyemast fOKyMeHTaIHs Bun npouenypst

a) JlobGaBieHne Wiy 3aMeHa U3/1eNUsl, He SBIISIOIEr0Cs YacTblO NepBUY-
HOM yIaKOBKH

1. MeaummHCKIe U31enus, 3aperucTpiupoBannsie B PK 1,2,3, 1,2,3 IB
5,6

2. Crieiicepbl 103UPYIOLIUX HHTASITOPOB UIIH APYTOro yCTpoiicTBa, KOTO- II
PBIif MOJKET OKa3aTh CYIIECTBEHHOE BIMSIHHUE Ha JOCTaBKY (papManeBTH-
4YecKoi CyOcTaHIMK npenapaTa (HanpuMep, Hebynaiizep)

0) UcknroueHne u3aenus 4 1,4 1A
B) JloGaBieHue uiu 3aMeHa H3/Ieusl, SBISIOIErOCS YaCThIO IIEPBUYHOM 11
YIaKOBKH

YcnoBus

1. Ilpennaraemoe u3MepsroLIee H3ACINE ODKHO TOYHO OTMEPHUBATH HEOOXOAMMYIO 103y PacCMaTpHBAEMOTO JEKapCTBEHHOIO Iperapara co-
IJIACHO O0OPEHHOMY CIOCO0Y IIPUMEHEHYS, CIICAYCT NPEICTABUTh PE3YJIbTaThl TAKUX HCCIICAOBAHUIL.

2. HoBoe mu3nienie COBMECTHMO C JICKAPCTBEHHBIM IIPETIapaTOM.

3. Vi3MeHeHue He TOJKHO MPUBOAUTD K 3HAUMMOMY M3MEHEHHUIO HH(POPMALMHU O JEKapCTBEHHOM IIperapare.
4. JlexapcTBEHHBIH MpemapaT MOKHO MPOI0JKATH TOYHO T03UPOBATh.

5. MenuiuHcKoe u3/e1e He UCIIONB3YeTCs B KaYeCTBE PACTBOPUTEIS JISKAPCTBEHHOT'O IIpenapara.

6. Ecnu mpenycmoTpena usMepurenbHas (GyHKIUs, OHA JOJDKHA ObITh BKJIIOYEHA B OCHE TAKOTO U3CIUSL.
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JloxymeHTanus

1. HonpaBKa K COOTBCTCTByIOIIICMy(I/IM) pasneny(aM) JOCKEE, BKIIIOYast HOZ[pO6HI:II‘/'I OCKH3 U COCTaB MaTepualia u3eiivs U IMoCTaBlIInKa, €CIN
IIPUMCEHHUMO, a TaK¥XKE COOTBCTCTByIOHII/Iﬁ TIEpeCcMoOTp I/IHCI)OpMaI_II/II/I 0 JIEKapCTBECHHOM IIperapare.

2. [loaTBeprkACHNE PErUCTPAlMK MEAUIIMHCKOTO n3nenus B Pecriyonuke Kazaxcran.
3. OOpa3isl HOBOTO U3/ETHS, €CIIH TIPUMEHUMO.

4. O00CHOBAaHHUE UCKIIFOYEHUS U3ETHUS.

IIpumeuanue: s B.IV.1.B) — eciu u3MeHeHHe MIPUBOHUT K «0Opa30BaHHIO
HOBOI JIEKapCTBEHHOH (OPMBI», TO TaKOEe U3MEHEHHE TpeOyeT
MO/Ia4H 3asBJICHHS O PACIIUPEHHN PETHCTPALH.

b. V Baecenus n3MeHeHMii B peruCTPallMOHHOE 10ChE, 00YCIOBIEHHBIE HHBIMU
PEryJIATOPHBIMU MPOLIEAYPAMHU

b.V. a) MOII/M®BA

b.V.a.l Britouenue HoBOro, 0GHOBJIEHHOI'O MIIM MCIIPABJICHHOTO MacTep-(aiiia mia3mbl B perucTpaloH- VYeno- | Tpebye- Bun
HOE JI0Che JIEKapCTBEHHOTO npenapaTta (npoueaypa MOII 2-ro srama) BHS Mas JIOKy- | Ipo-
MeHTauus | Le-

ny-
pbl

a) [TepBoe BKIIFOUEHHE HOBOTO MacTep-(aiiia mia3Mbl, BIMSIOIIET0 Ha CBOWCTBA JIEKAPCTBEHHOTO Mpernapara 11

6) [lepBoe BKIIFOUEHHE HOBOTO MacTep-(aiiia mia3Mel, HE BIUSIOLIETO Ha CBOMCTBA JIEKAPCTBEHHOIO Mperia- 1,2,3,4 1B

para

B) BritoueHne 0OHOBIEHHOIO/UCIIPABIEHHOTO MacTep-(aiiia MIa3Mbl: U3MEHEHHs BIHUSIOT Ha CBOWCTBA JIe- 1,2,3,4 1B

KapCTBEHHOT0 Ipernapara

r) Brurtouenne 0OHOBJICHHOTO/UCIIPABICHHOI0 MacTep-(aiina 1mia3Mbl: H3MEHEHHUs He BIUSIOT Ha CBOMCTBa 1 1,2,3,4 IA

JIEKapCTBEHHOI'0 Ipemnapara

YcnoBust

1. Ha oOHOBNEeHHBIH min n3MeHeHHbli MOII BeaH cepTH(UKAT COOTBETCTBHS 3aKOHOaTenbeTBY PecyOnuku Kasaxcran.

JlokymeHTamms

1. Mexmnaparust, uto ceptudurat MOPII 1 sKCIEepTHBII 0TYET MOJTHOCTHIO MPUMEHUMBI K 3apETHCTPUPOBAHHOMY JIEKAPCTBEHHOMY Ipernapary,
nepxatenb M®IT npencrasun nepxxatento PY (ecnu nepxarens PY u aepxarens MOII He SBISIOTCS OIHUM U TEM XKe JIUIOM) cepTUdUKAT
M®II, skcniepTHbIit otuet U gocke Ha MPII, cepruduxar M®DII 1 sKcHepTHLIH 0TYET 3aMEHSIOT MPEABLAYLIYI0 JoKyMeHTanuo Ha MOIT
JUISL JAHHOTO JIEKapCTBEHHOT' O Ipernapara.

2. Cepruuxar M®DII 1 3KCHepTHBIN OTYET.

3. [[eKnapaum{ OKCIIEpTA, XapaKTCPpU3YyIo1iasi BCE BBOAUMBIC C IIOMOIIBIO CCpTI/I(bI/II_II/IpOBaHHOFO M®II u3smeHeHUS 1 OL€HHUBAKOIIasa ux I10-
TCHUAAJIBHOC BIIMAHUAEC HA JICKAPCTBEHHBIC MPETIapaThl, BKIKOYasa OLCHKU HpOI[yKT-CHCHI/I(bI/I‘IHI)IX PHUCKOB.

4. B dopme 3asBIeHUS 0 BHECEHHH U3MEHEHUI HEOOXOIMMO YETKO OTPA3UTh «IACHCTBYIOLIMI» U «IpeiaraeMblin» ceptudukar MOII (Ho-
Mep KOJa) B perUCTPallMOHHOM aocke. Eci npumMenuMo, B popme 3asBIeHUS O BHECEHHH U3MEHEHUH TaKOKe CIIEyeT YeTKO IepeUUCIUTD
Bce npoune M®II, Ha KOTOpBIE CCHUIACTCS JICKAPCTBEHHBIN MpeTapaT, 1ake €CIIM OHH HE SBJISIOTCS IPEIMETOM 3asBIICHHUSI.

b.V.a. 2 BxiroueHue HOBOT0O, OOHOBJICHHOT'O MJTH MCIPABIEHHOI0 MacTep-(aiiia BAKIIMHHOTO aHTHreHa (qa- | Ycmo- | TpeOye- Bun
nee - MOBA)B peructpallnoHHOE JI0Che JIEKapCTBEHHOro npemnapara (npouenypa M®BA 2-ro stana) BHS Masi IoOKy- | mpo-
MeHTanmus | Ie-

ny-
pHI

a) [lepBoe BKIIFOUEHHE HOBOTO MacTep-(aiiia BaKIIMHHOTO aHTUTeHA 11

0) BritroueHne 0OHOBJIEHHOTO/HMCTIPABICHHOTO MacTep-(aiiia BaKIIMHHOTO aHTUT€HA: U3MEHEHHUS BIIUSIFOT 1,2,3,4 1B

Ha CBOMCTBA JIEKApPCTBEHHOTI'0 Ipernapara

B) BritoueHne 00HOBIEHHOIO/MCIIPABIEHHOT0 MacTep-(aiia BAKIIMHHOTO aHTUI€HA: U3MEHEHUsI He BIIHS- 1,2,3,4 1A

0T Ha CBOWCTBA JIEKApCTBEHHOTO IIperapaTa
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YcnoBust

1.

JlokyMeHTanus

1. lexnaparus, uto ceprupuxkar MOBA 1 3KCIIEpTHBIN OTYET MOJHOCTHIO TIPUMEHHMBI K 3apETHCTPHPOBAHHOMY JICKAPCTBEHHOMY Iperapa-
Ty, nepxareiab MOBA npenctaBuil epiKaTelnio perucTpalioOHHOTO YIOCTOBEPEHHUS (€CIIU AepKaTeNb PETHCTPALMOHHOTO YA0CTOBEPEHHS 1
nepxatenb MOBA He sIBASIOTCS OHUM U TeM ke JuioM) ceptudukar MOBA, skcnepTHsIiil oTuet U joche Ha MDBA, ceprupukar MOBA
1 DKCIIEPTHBIM OTYET 3aMEHSIOT MPeAbIYITyI0 JoKyMeHTanuo Ha MOBA 11 1aHHOTO JIeKapCTBEHHOTO Iperapara.

2. Cepruuxar MOBA 1 3KCIIEpTHBIN OTYET.

3. Jlexnaparys sKcIriepTa, XapakTepH3yIomas Bce BBOAUMEBIE C TOMOIIbI0 cepTHhupoBanHoro MOBA m3MeHeHHs 1 OlleHUBaromast ux I1o-
TEHI[MAIbHOE BIHSHHUE Ha JICKapCTBEHHbIC PEHapaThl, BKIOYas OLEHKH MPOIYKT-CIEHU(PHIHBIX PUCKOB.

4. B dopme 3asBIeHNUS 0 BHECEHUH U3MEHEHHI HEOOXOJUMO YETKO OTPa3UTh «ACHCTBYIOIHUI» U «rpeanaraeMslit» ceprudukar MOBA (Ho-
Mep KoJia) B PETUCTPALIMOHHOM Jocke. Ecan mpumeHnMo, B opMe 3asBIICHHS O BHECEHUH H3MEHEHHUH TakKe CleqyeT YeTKO IePEUUCIUTh
Bce npoune M®BA, Ha KOTOpbIE CChUTAETCs IEKapCTBEHHBIH Mpenapar, Aa)ke eCId OHU He SBJISIOTCS IPEIMETOM 3asiBICHUSI.

B. N3menenue 6e3omnacHoctu, 3pPeKTUBHOCTU U (papmMakoHa 30pa

B.I JIekapcTBeHHbIE npeniapaThl Uil MEAUIMHCKOIO IPUMEHEHUS

B.1.1 M3meHenue oO1ei XapakKTepHCTUKH JI€KapCTBEH- Ycnosus Tpebyemast nokyMeHTaLuUst Bun npouemypsr
HOTO IIperapaTa, MapKHPOBKH BOCIPOH3BEJCHHOT O/ TH-
OpuaHOro/ 6HOaHATOTHYHOTO JIEKAPCTBEHHOTO Mperia-
paTa 1ocJje OLEHKH TOr0 K€ U3MEHEHHS pehepEeHTHOTO
JIEKapCTBEHHOTO Tpenapara

a) Peanusanus u3MeneHus(it), B OTHOLIEHUH KOTOPOTO 1,2 1B
(BIX) OT AepaKaTeNs PETHCTPALMOHHOTO YA0CTOBEPEHHUS
He TpeOyeTcs PeCTaBIATh HOBBIC NOIOIHUTEIbHEIE
JaHHBIE

0) Peanuzarust uamenenusi(it), TpeOyrONIIX MpeCcTaB- 11
NeHus fepkareneM PY HOBBIX TONOIHUTENbHBIX JaH-
HBIX, 000CHOBBIBAIOIINX TAKHE U3MEHEHUs (Harpumep,
COIOCTaBUMOCTBD)

JloxyMeHTanus

1. IIpunoxeHHOE K COIPOBOAUTENLHOMY IIMCbMY 3asBJICHUS] O BHECEHHM M3MEHEHUM: 3a1IpOC HAllMOHAIBHOTO YIIOTHOMOYEHHOTO OpraHa (ec-
JIM IPUMEHUMO).

2. IepecmoTpeHHas HHPOPMALIHS O JIEKAPCTBEHHOM Mpenapare (0GHOBICHHAs KpaTKas XapaKTepHUCTHKA JIEKapCTBEHHOTO Mpernapara, HH-
CTPYKIHIO 110 METUIIMHCKOMY PUMEHEHHIO (JINCTOK-BKIIAIBII)).

B.1.2 U3menenue(s1) oOLieii XapaKTepHCTHKH JIeKap- YcnoBus TpeOyemast TOKyMeEHTAIHs Bup npouenypst
CTBEHHOT'O pernapara, MapKHPOBKH JIEKAPCTBEHHOTO
npenapara Jyist MEAUIMHCKOTO TPUMEHEHHs1, HalpaB-
nenHoe(ble) Ha peau3alyio pe3ysIbTaTa IpoLeayphl,
3arparuBatomieid [I0Ob wnu mocTperucTpanmoHHOE He-
clieIoBaHue 0E€30MaCHOCTH

a) Buecenne popMyIHpOBKH, COTTIACOBAHHOM YITOIHO- 1 1 1B
MOYCHHBIM OPraHOM

0) BHeceHne n3MeHEHUiA, TPEOYIOIINX IPEICTABICHUS 2 2,3,4 11
neprkareneM PY HOBBIX JOMOJHUATENbHbIX JaHHBIX,
000CHOBBIBAIOLINX TaKHE H3MCHEHUSI

YcnoBust

1.M3MeHeHne peann3yeT GOopMyITHPOBKY, 3aTPEOOBAHHYIO YIIOIHOMOYCHHBIM OPraHOM, i He TPeOYET I0/1auu JOMOIHATEIbHBIX CBEICHUN U
(uH) manpHen et SKCIepTU3BI.

2.be3onacHoCTh MPUMEHEHHS Ipernapara J0JKHA COXPAHITHCS U MOATBEPIKIATHCS JaHHBIMU KIMHUYECKUX MCCIICA0BAHUM, KIMHHYECKOM 0e3-
onacHOCTH. J{oJKHBI OBITh NIPE/ICTaBICHBI X HOATBEPIKICHUSI.
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JlokymeHTanus

1. HpI/IJ'IO)KeHHOE K COIPOBOOUTEIILHOMY MMACBMY 3aBJICHUSA O BHECEHUN HW3MCHCHMI: CCBUIKA Ha COI‘HaIHCHI/Ie/OIIeHKy YOOJHOMOYE€HHOT'O Op-
raHa.

2. OObsICHEHUS IPUYHHBI 100ABIICHNST HOBOTO/HOBBIX MPENOCTepexkeHus (1il) MOOOUHBIX JCUCTBUI U 3asIBIICHUE TOTO, YTO O€30I1aCHOCTh
NpPUMEHEHHUS [perapara COXpaHseTcs.

3. IlepecmoTperHas HHPOPMANHKS O JISKApCTBEHHOM Tpernapare (OOHOBIICHHAs KpaTKasi XapaKTEpPUCTHKa JISKapCTBEHHOT'0 Nperapara, HH-
CTPYKIHIO IT0 METUIIMHCKOMY NIPUMECHEHHIO (JIMCTOK-BKIIAIBINI)).

4. Ilepuonuuecku o6HOBIIAEMSIH oTdeT 10 6e3onacHocTH (IIOOB) miu mocTperncTpaOHHbIE HCCIeI0BaHIE O€30IIaCHOCTH, OTPAXKAIOIIIe
BHOCHMBIC H3MECHEHUSL.

B.1.3 M3MeHeHus, 3aKII0YaI0IINeCcs B 3HAUMMOM H3Me- VYcaoBus TpebOyemast TOKyMEHTAIHs Bun npouenypst
HEHUH 00IIeH XapaKTEePUCTHUKHU JIEKAPCTBEHHOTO Tperna-
para BCIEeICTBUE HOBBIX JaHHBIX 10 KAYECTBY, TOKJIH-

HUYECKHUM, KIIMHUYECKUM JIaHHBIM WJIH JJaHHBIM (hapMma-

KOHaz30pa
I

[Tpumeuanue: 3TO U3MEHEHHUE HEe MPUMEHSETCS, €CIIM HOBBIE JaHHBIE TT0/IaHbI B COOTBETCTBHH C
n3meHenueM B.1.13. B Takux ciy4asx u3MeHeHue oOLieil XxapaKTepUCTHKY Jie-
KapCTBEHHOT'0 Ipernapara, MapKUPOBKH U MOMAAaeT 1oJ chepy NPUMEHEHHUS U3-
menenus B.1.13.

B.1.4 3meneHue ycnoBuil OTITyCKa JIEKapCTBEHHOTO VYcnosus TpeOyemast JOKyMEHTaIHs Bun npouenypst

npemnapara

a) BocriponsBeieHHBIX/THOPUTHBIX/OHOaHAIOT MYHBIX 1 1,2 IB

JIEKapCTBEHHBIX NIPENapaToB MOCIIe U3MEHEHHUS yCII0-
BHI OTITyCKa pe)epeHTHOTO JICKapCTBEHHOTO TIperapa-
Ta

0) MHble mpryYMHBI U3MEHEHHUS YCIIOBUH OTITyCKa 1 2,3,4,5 II

VYcnoBus

1. Be3onacHoCTh MpUMEHEHHS MpernapaTta J0JKHA COXPAHIThCA

JloxymeHTanus

1. IToaTBeprkaeHUE N3MEHEHHs YCIOBUH OTITyCKa pe)epeHTHOro JIEKapCTBEHHOT0 Npernapara, NpUIoKEHHOE K COPOBOANTENEHOMY ITHChbMY
3as1BJICHHSI O BHECCHUU M3MEHCHUH.

2. HCpCCMOTpCHHaSI I/IH(i)OpMaLII/IH 0 JICKapCTBEHHOM IIpenapare (O6HOBHCHHa$I 06]]18.51 XapaKTEpUCTHUKA JICKapCTBEHHOT'O IIperiapaTa, MHCTPYK-
s 10 MEJUIMHCKOMY NPUMCEHCHUIO (HHCTOK—BKH&I[LIHI), MapKHpOBKa).

3.00bsiCHeHUS] NPHYMHBI N3MEHEHHS YCIOBHH OTIIYCKa H 3asBJICHHE TOTO, YTO 0€30MacHOCTh IPUMEHEHHMS IIpernapaTa CoXpaHseTcs.
4 JlaHHBIE KITMHAYECKUX MCCIIEIOBAHHM, TOCTPETUCTPALIMOHHBIX UCCIIEIOBAHH; TaHHbIE (hapMaKOHAA30pa.

5.JI0KyMeHT, MOATBEPIKAAIOIINI H3MEHEHHE YCIOBUI OTITyCKa B CTPaHE-IPOM3BOAUTENS (OT PEryJISITOPHOTO OpraHa).

B.1. 5 U3menenue(st) moka3anusi(ii) K IpUMEHEHUIO YcnoBus TpeOyemast TOKyMeEHTAIHs Bun npouenypst

a) BkiroueHne HOBOTO MOKa3aHHs K IPUMEHEHUIO WITH 2 1,2,3 II
U3MEHEHHE paHee 0100pEeHHOr0

0) Hckitouenue 1nokazaHus K IPUMEHEHUIO 1 1,2 1B

s

YcnoBust

1. Be3onacHOCTh IIpUMEHEHUS TIpenapara A0JDKHA COXPAHATHC U NMOATBEPIKAATHCA JaHHBIMU PETPOCIEKTUBHBIX PICCJ'[CZ[OBaHPIﬁ, KIIMHUYC-
CKOM 0€30IaCHOCTH U KayecTBa.

2. bezonacHOCTs MPUMEHEHHS IperapaTa JoJDKHA COXPAHATHCS U MTOATBEP)KIATHCS JAHHBIMU KIMHUYECKUX HCCIEA0BAHUH, KIMHHIECKOH
6e3omacHoCTH. JI0MKHBI OBITH MPECTABICHBI X MOATBEPKICHHUS.

JloxymeHTanus
1.00bscHEHHs TPUYUHBI yJaNICHUs WK 00aBICHUS IOKa3aHUs U 3asIBIICHUE TOTO, YTO OE30MaCHOCTh IPUMEHEHHUS! ITPOIYKTa COXPAHSIETCSL.

2. OGHOBIIEHHAs 001Iast XapaKTePUCTHKA JIEKapCTBEHHOTO ITpenapara, HHCTPYKIHUS 110 MEJAUIIMHCKOMY IIPUMEHEHHUIO (JINCTOK-BKJIA/IBIIII).
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3. JlaHHbIe KIIMHUYECKHX UCCIIEI0BAHUH, TOCTPErUCTPALIMOHHBIX UCCIICIOBAHUI; JaHHbIe (hapMaKoHa130pa.

ITpumeuanne

Ecnui no6aBienye miv n3MeHEHHE TIOKa3aHUs K TPUMEHEHHIO TIPOUCXOJIUT
BCJIEZICTBHUE PEAIM3alNH 3aKIFOUCHUS SKCIIEPTHOTO KOMUTETA WIIM H3MEHEHHUH
nH(OpPMAIUH 0 JIEKAPCTBEHHOM IIpernapaTe BOCHPOU3BEICHHOTO/THOPHTHOTO/
OHOAHATIOTHYHOTO JIEKAPCTBEHHOTO MpernapaTa Mociie SKCIEePTU3bI TOTO Ke H3Me-
HEHHs1 pe)epEHTHOTO JIEKapCTBEHHOI'O ITpenapara, IpUMEHSI0TCs n3MeHeHus B.1.
1 u B.I.2 cOOTBETCTBEHHO.

B.1.6 Uckiouenue: VYcnosus TpeOyemast HOKyMeEHTaIHs IIpouenypa
a) JIeKapCTBEHHOM (popMbl 1,2 1B
0) 103MpPOBKU 1,2 1B

JloxymeHTanus

1. lexnaparms, uyto ocraBmasi(ue)csi popma(sl) BelTycka goctaToyHa(bl) AJ1s BEITOJHEHHUSI PEKOMEH/IAIMH 110 JO3UPOBAHUIO U JUTUTEILHOCTH

JICUCHUS, OITMCAHHBIX B O6III€I7I XapaKTEPUCTUKE JICKAPCTBCHHOI'O ITpeIiapara.

2. IlepecmoTpeHHas HHGOPMALUS O JIEKAPCTBEHHOM IIpernapare.

IIpumeuanne

Ecnu paccmarpuBaemast iekapcTBeHHast (popMa MM T03UPOBKA ObLIa 3aperu-
CTPUPOBaHA B BHUJIE OTJEIBHOTO JIEKAPCTBEHHOTO IIpenapara, To HCKIIOUCHUE Ta-
KO JIeKapcTBEHHON (POPMBI MIIH TO3UPOBKH OyJIET CUMTATHCS HE BHECEHHEM U3-
MEHEHUH, a U3BSTHEM U3 OOpaILCHUs.

s

B.1. 7 Beenenue uinn u3MeHeHue pe3toMe cucteMsl Gpap- | YciaoBus Tpebyemast fokyMeHTaLUs Bun npouenypst
MAaKOHa/[30pa JISKApCTBEHHOT'O IIpernapara JUist MeJ-

LUHCKOTO puMeHenus (*)

a) Beenenne pestome cucTeMsl (papMaKoHA30pa, H3Me- 1,2 IB

HEHUH KBaTH(DUIIMPOBAHHOTO JIUIIA 110 (PapMaKoHAI30-
py (BKIIHOYAsi KOHTAKTHYIO HH(POPMAIHUIO) U (WIIK) U3Me-
HEHHE MECTOPACIIOI0KEHUs MacTep-daiina cucTeMsl
thapmaxoHazopa (nasee - MOCO)

JlokyMeHTanus

1. Pe3roMe cucteMbl q)apMaKOHamopa WU OOHOBJICHHE 3HAYMMBIX 3JIEMEHTOB (COOTBCTCTBeHHO)I

HOZ[TBCp)KL[CHI/IC TOI'0, UTO 3asIBUTCIIb UMECT B CBOCM PACIIOPSIKCHUN KBaJ'H/ICI)I/II_II/IPOBaHHOB JINIIO, OTBETCTBCHHO 3a CI)apMaKOHaLBOp, " yTBEp-

JKIEHHE, IOANNCAHHOE 3asiBUTENIEM, UTO 3asBUTENb 001aJaeT HEOOXOAUMBIMHU CIIOCOOAMH BBIITOJIHEHMS 3a0a4 U 00SI3aHHOCTEH B COOTBET-

CTBUH C YCTAaHOBJICHHBIMHU TPEOOBaHUSMH ACHCTBYIOLIEr0 3aKOHOATENILCTBA B chepe 0OpallieHus JISKAPCTBEHHBIX CPEJICTB.

KonraktHas nHbopmarys kBanupHIHpoOBaHHOTO JHLa Mo ¢papmakoHan3opy PK, B KOTOphIX pacnonaraercs KBaTU(QHUIUPOBAHHOE JHIO 10

(hapMakoH/I130py U BHINOJHSET CBOM 33/1a4u Mectopacmoioxenne MOCD

2. Homep M®C® (ipy Hastmuum)

IIpumeuanue:

JanHoe u3MeHenue oxBarbiBaet BBesienne MOCO He3aBHCHMO OT HAJIUYHUS B
TEXHIYECKOU YaCTH PErHCTPAlIOHHOr0 10che [1o1poOHOro omIcaHus CHCTEMBI
(apmakoHaa3Iopa.

VI3MeHeHHs: KOHTaKTHOTO JIMLA 1o (apMaKoOHAA30pY, BKIIIOUasi KOHTAKTHYIO MH-
¢dopmarnuio (Homepa TenehoHOB U (HaKCOB, MOYTOBBIH apec U aIpec IEKTPOH-
HOW T0YTHI) U U3MeHeHust Mectopacnonoxenuss MOCO (ynuna, ropoJi, MHIEKC,
CTpaHa) JOIycKaeTcst OOHOBIIATH HCKITIOYUTENBHO ocpencTBoM Peectpa Pecry0-
nuku Kazaxcran (6e3 He0OX0AUMOCTH BHECCHUS M3MEHEHUIA).

Ecnu mepskatens perucTpainoHHOTO YIOCTOBEPEHHS MPUOEracT K BO3MOKHOCTH
0OHOBJICHHsI YITIOMSIHYTOH BbIle HH(pOpManuu mocpeactsoMm Peectpa Pecry6iu-
ku Ka3zaxcraH, OH JO/KEH yKa3aTh B PETUCTPALIMOHHOM JI0ChE, YTO OOHOBJICHHAS
nH(opManus ITUX TaHHbBIX BKIoYeHa B Peectp PK.

B.I. 8 l3MeHeHue CymecTBYIOMIECH CHCTEMBI (hapMaKo-
HaJ30pa COrJacHo NOAPOOHOMY OIMMCAHHUIO CUCTEMBI
(apmakoHa3opa (nanee - [IOCD)

VYcnosus Tpebyemast fokyMeHTaLUs Bun npouenypst
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a) M3MeHeHne kBanu(ULUUPOBAHHOTIO JIMLIA 110 (apMma-
KOHAJ30py, ¥ (WJIM) KOHTAaKTHON MH(pOpMAIHH, U (WJIN)
HPOLEIYPBl pE3ePBUPOBAHUS

0) U3menenue 6a3bl JaHHBIX 0€30MACHOCTH | (HJIH) OC- 1,2,3 1 IB
HOBHBIX KOHTPAKTHBIX COIJIAIICHHUH B LETSIX BBITIOHE-
HUsl (hapMaKOHa30PHBIX 0053aTEIbCTB U (WUIIN) H3MEHEe-
HHE MecTa IpoBeeHHs (apMaKOHaI30PHON JeATeIbHO-
CTH

B) Unble namenenus [I0OCD, e Baustomye Ha GyHkuu- | 1 1 1B
OHHpPOBaHHE CHCTEMBI (hapMaKOHaI30pa (HaIIpuMep, 13-
MEHEHHE MECTOIIOI0KEHHUS TIaBHOTO XPAaHHIIHUIIA/apXU-
Ba, aAMUHUCTPATHBHbIC U3MEHEHH)

r) Buecenne mmenennii B [IOC® no pe3ynpTatam sKc- 4 1,2 1B
neptu3bl [IOCD apyroro nekapcTBEHHOro Mpenapara
TOTO e Jepxarens PY

YcnoBus

1. Cama cucrema (hapmMakoHa 30pa HE U3MEHSCTCSI.

2. Cucrema 6a3bl JaHHBIX TPOIIIA BATHAALMIO (€CIIN IPUMEHNAMO).

3. [lepeHoc naHHBIX U3 OPYTUX cCUCTeM 0a3 JaHHBIX BAJMAWPOBAH (ECIH IPUMEHHMO).

4. Te xe u3menenus B [IOC®D BBeeHbI AT BCEX JICKAPCTBEHHBIX MPEMAPATOB TOTO XkKe Jepskarens PY (oanHakoBas OKOHUYATEIbHAs BEPCHS
[MOCD).

JloxymeHTauus

1. Ilocnenusia Bepcust [IOCD u, ecniu NPUMEHUMO, ITOCIIEIHSAS BEPCHS NpenapaT-creluGpuuHoro gononHenus. OHU J10DKHBI B OTHOLLICHHU
U3MEHEHHs KBTM(UIMPOBAHHOIO JIUIA IO (hapMaKOHA 30y BKIIIOUATh ) KPaTKyro OHorpadio HOBOro KBaIu(pUIMPOBAHHOIO JIMIA 10
(apmakoHan30py, 6) HOBOE IIOJIOKEHUE AePKATEN] U KBATU(UIIUPOBAHHOTO JIUIA 110 (papMaKOHAA30py 00 UX CIIOCOOHOCTH U IMyTSX yBEIOM-
JICHHS O HEXKeJaTeIbHBIX PEaKIMIX, MOAMHCAHHOE HOBBIM KBAJIH(HUIIMPOBAHHBIM JIMIIO 1O (hapMaKOHAA30py U IeprKaTelieM, U OTpakaroliee
OCTaJIbHbIC BBITEKAOIINE U3MEHEHUs, HAIIPUMEp, B OPraHU3aIIMOHHOM CXEME.

Ecnu kBanu¢uuupoBaHHOE JHUIIO N0 (papMaKkOHaA30py U (WIIK) KOHTaKTHas HH(popManus KBaaudUIMPOBAHHOTO JIKIIA 110 (hapMakoHAI30py
n3HavanbHO He Obutn BKItO4YeHBI B [IOC® mnu [TOC® He cymecTByeT, nogava nepecmorperHoro [I0CO He Tpebyercs, He0OX0AMMO Npe-
CTaBHUTh TOJIBKO OPMY 3asIBICHHSI.

2. Cchlika Ha 3aﬂBHeHne/npouez{ypy n HeKapCTBCHHLIﬁ Inpenapar, B OTHOIICHUH KOTOPOI'0O U3MEHECHUSL ObLIH OHO6peHI>I.

B.1. 9 M3MeHeHMe 4acTOThI U (MJIM) JAThl 10Ja4U NEPH- Ycnosus Tpebyemast fokyMeHTaLUst Bun npouemypsr
oauyeckoro oryera no 6esonacnoctu (I100B) nekap-
CTBEHHBIX NIPENapaToB /s MEAUIIMHCKOTO TPUMEHEHUS

1 1,2 IB

VYcnoBus

1. M3menenue yactotsl u (1ian) natel nogayu [10b cornacoBaHo HAaIMOHATIBHBIM YIOJTHOMOYEHHBIM OPraHOM.

JloxymeHTauus
1. IIpunoxxeHHOE K COMPOBOANUTEIBHOMY ITUCEMY 3asIBJICHHSI O BHECCHUH W3MEHEHHI: CChIJIKA Ha COTJIAILICHUE YITOJTHOMOYEHHOTO OpraHa.

2. IlepecmoTpenHas yacrora u (wim) aata nogayu [100B.

[Ipumeuanue JTAaHHOE M3MEHEHHUE NpuUMeHsieTcs, uib ecan ki [10B yka3an B perucrparu-
OHHOM JIOCEE CITOCO0aMH, OTIIMYHBIMH OT YKa3aHHS CCHUIKH Ha IEpeueHb OTYET-
HBIX JIaT, U pu HeoOxoaumocty noxauu [10B6.

B.1.10 Beenenue unn u3MeHeHus 0043aTeNbCTB U yClIo- | YclloBust Tpebyemast nokymeHTaLust Bun npouenypst
BHI PETUCTPALUH, BKIIIOYAs IUIaH yIPABICHHU PUCKaMU

a) Peanmmszanus GpopmMynupoBkH, coriacoBaHHoit ¢ ymon- | 1 1,2 1B
HOMOYCHHBIM OPraHOM

I
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0) Peanuzanus usmMeHeHni, TpeOyOLIMX MIpeacTaBIie-
HHS lepkaresieM PY HOBBIX IOMONHHUTEIBHBIX TAHHBIX,
HY’KIAIOIHUXCS B 9KCIIEPTU3E YIIOTHOMOYECHHBIM Opra-
HOM (*)

Vcnosus

1. Mi3mMeHeHue peanusyer JeiicTBUe, 3aTpeOOBaHHOE YIIOJTHOMOUYCHHBIM OPTaHOM, U HE TpeOyeT MOoAauu JTOTOTHUTEIbHBIX CBEACHHH U (VJIH)
JanbHenIel SKCepTU3bl.

JloxymeHTauus

1. l_[pI/IJ'IO)KeHHOG K CONIPOBOAUTEIIBHOMY ITMUCHbMY 3asIBJICHUS O BHECCHUU U3MEHEHMI: CChUIKA Ha COOTBETCTBYIOLICE PEIICHUE YIIOJTHOMOYEH-
HOI'0 Opraxa.

2. IlepecMmoTpeHnHast HHGOPMALUS O JIEKapCTBEHHOM IIpernapaTe.

[pumeuanue 9TO U3MEHEHHE OXBATHIBACT JIUIIb CUTYALHIO, B KOTOPOH BBOJUMOE H3MEHEHHE
3aTparuBaeT UCKIIOYUTEIBHO YCIOBHS U (MIIH) 0053aTeNbCTBA PETHCTPALHY,
BKJTIOYAs TJTaH YIPABICHUS PUCKaMH U YCIIOBHUS U (WiK) 00s3aTeNbCTBA PEru-
CTpaluii IPY UCKIIOYUTEIBHBIX 00CTOATENBCTBAX U YCIOBHOW PErHCTPALIUH.

*) BBE/ICHUE TUIAHA YIIPABJICHHUS PUCKaMH, 3aTPeOOBaHHOE YIIOJIHOMOYEHHBIM Opra-
HOM, BCerza TpeOyeT CyLeCTBEHHO SKCIICPTU3bL.

B.1. 111 BxiroueHue uim UCKIIIOUEHUE YePHOT'O CUMBO- Ycnosus Tpebyemast fokyMeHTaLUst Bun npouenypsi
J1a WK TIOSICHUTENBHBIX YKa3aHUH B OTHOLIEHUH JIEKap-
CTBEHHBIX TIPENapaToOB, BXOAAIIUX B IIEPEUEHb JIEKap-
CTBEHHBIX IIPENAPATOB, NOUIEKAINX JTONOIHUTEIBHO-
MY MOHMTOPUHTY

1 1,2 IB

VYcnoBus

1. JlekapcTBeHHBII perapat BKIIOYEH WIN UCKIIOYEH U3 NePeyHs JIEKapCTBEHHBIX NPENapaToB, MOUISKAIINX JOTOIHUTETEHOMY MOHUTO-
PHHTY (COOTBETCTBEHHO).

JloxyMeHTanus

1. HpI/IHO)KeHHOC K COIPOBOAUTEIIPHOMY ITMUCHbMY 3asIBJICHUS O BHECCHUUN M3MEHEHUH: CChUIKA Ha TNIEpEUCHb JICKAaPCTBCHHBIX ITpEIIapaTos, 101a-
JIeKalnx AO0MOJIHUTCIbHOMY MOHHUTOPHUHTY.

2. lepecMoTpeHHas HHPOPMALIHIS O JIEKAPCTBECHHOM Mpernapare (0OHOBICHHAs! 00IIast XapaKTepHCTHKA JIEKapCTBEHHOTO Mpernapara, HHCTPYK-
LSl 0 MEJUIIMHCKOMY MTPUMEHEHHIO (JIMCTOK-BKIIAIBIII)).

ITpumeuanue JJAaHHOE U3MEHEHUE OXBATHIBAET CUTYAIMIO, IPH KOTOPOI BKIIOYEHHE MU HC-
KJIIOYEHHE YEPHOTO CUMBOJIA WM MOSICHUTENBHBIX YKa3aHUH HE MPOU3BOAUTCS B
paMKax Jpyroi peryJsTopHOH Npouexypsl (Harnpumep, Mpouesypsl poUIeHUs.
WM M3MEHEHN, 3aTparuBaronieil HHQopMaIyio o IEKapCTBEHHOM IIperapare).

B.I. 12 IIpoune n3MeHeHus, HE OMUCAHHBIE B JPYTUX Ycnosus Tpebyemast noxyMeHTaLuUst Bun nmponenypst
pasienax HacTOAIIEro JI0MoMTHEeH s, BKIIOYAIOLIMX T10-
Jlady UCCIe0BaHUi YIIOITHOMOYEHHOMY oprany (*)

I

Ipumeuanme €CJIM IKCIEPTH3a YIIOTHOMOYCHHBIM OPTaHOM TTOJaHHBIX JaHHBIX PUBOINT K H3-
MEHEHHIO O0LIeH XapaKTepUCTHKHU JIEKapCTBEHHOTO Iperapara, MapKUpOBKH,
JIAHHBIM U3MEHEHHEM OXBATHIBAIOTCSI COOTBETCTBYIOIINE TTOMPABKH K 00IIei Xa-
PaKTepHCTHKE JIEKapCTBEHHOTO MpenapaTa, MapKHpOBKe.

(*) [LaHHOC HU3MCHCHHUC HE IPUMCHSCTCS K U3BMEHCHUAM, KOTOPBIC ITPUHATHI B Kaue-
CcTBE U3McHeHM B Trma mo YMOI4YaHUIO B COOTBETCTBUU C TTFO0BIM ApyTruMm pas-
JCIIOM HACTOALICTO Z[OHOJ'IHCHI/ISI.




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 10.07.2020
aKTUIEP/IiH ATAIOH/IBI OaKpLIay OaHKi Cakray KyHi 28.08.2020

e‘ ey [ DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB Jlata penakuun 10.07.2020
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE
JlaTa ckauMBaHHS 28.08.2020

Y TBepKICHBI
npukazoM MHUHHCTpA 30paBOOXPAHECHHUS

PecnyOnuku Kazaxcran
ot 18 Hos6pst 2009 roma Ne 736

HpaBI/I.JIa MPOBCIACHUS IKCIIEPTUIBI MECIUIIUHCKHUX n3ne.11m71

CHocka. Ilpasuna 6 peoakyuu npuxazos Munucmpa 30pasooxpanenusi PK om
19.04.2019 Ne KP J[CM-43 (8so0umcs 6 Oeticmaue no ucmedeHuu oecamu
KaleHOApHbIX OHell nocie OHs e20 Nep8oco OPUYUATbHO20 ONYOIUKOBAHUS); OM

21.03.2020 Ne KP J]CM-19/2020 (8600umcs 6 Oeticmaue co OHsl €20 nep8oco
opuyUaILHO20 ONYOIUKOBAHUSL).

I'maBa 1. O0mue noJ1o;keHus

1. Hacrosimue IlpaBunia npoBeaeHus SKCIEPTU3bI MEAUIIMHCKUX U3 (fanee
- IIpaBuna) pazpaboransl B COOTBETCTBUU cO cTaThel 63 Koaekca PecryOnuku
Kazaxcran ot 18 cents6ps 2009 roga «O 310poBbe HApOJa U CHCTEME
3apaBooxpaHeHus» (nanee — Konekc), cratbeit 14 3akona Pecriyonnku Kazaxcran ot
15 anpens 2013 rona «O rocyJapCTBEHHBIX YCIYrax» U ONPEAEISIOT MOPSI0K
IPOBENICHUS SKCIIEPTU3bI METUIIMHCKUX WU3IETUH.

2. DKcnepTu3a MEAULIMHCKUX U3JICJINI B COOTBETCTBUU C IMTYHKTOM 2 CTaThu 63
Konekca mpoBoAUTCS: TOCYJapCTBEHHOM SKCIIEPTHOM opraHu3aiueil B chepe
oOpalleHusl JISKAPCTBEHHBIX CPEACTB U MEIUIIMHCKUX HU3ACIIHM (J1amee —
rocyJIapCTBEHHAs HKCIIEPTHASI OpraHu3alvs) Ha OCHOBAHUH 3aKJIFOYEHHOTO C
3asBUTEJIEM JIOTOBOPA Ha MPOBEJACHUE KCIIEPTU3BI MEAUIIMHCKOTO U3ICIIHS.

Omata CTOUMOCTH 3KCIIEPTU3BI METUIIMHCKOTO M3EIHSI OCYIIECTBIISICTCS B
COOTBETCTBHUH C MPEHUCKYPAaHTOM, YTBEP)KICHHBIM MTPUKa30M MHUHHCTpa
3npaBooxpaHenus Pecnyonuku Kazaxcran ot 31 aBrycra 2017 roga Ne 671 « O6
YCTaHOBJICHUH 1I€H Ha YCIIYTH, PEaIN3yeMble CyObEKTOM roCyJapCTBEHHOM
MOHOIIOIMIY (3aperucTpupoBaH B PeecTpe rocynapcTBEeHHON perucTparyu
HOPMAaTHUBHBIX MPaBOBBIX akTOB PecryOnuku Kazaxcran 3a Ne 16002).

3. Dkcneptuse nojiexar npousBeqaeHuble B Pecnyonuke Ka3zaxcran, a Takxke
BBO3WMBIE HA €€ TEPPUTOPUIO METUITUHCKUE U3CIIHSL.
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4. 1o nogauu 3asiBJCHUS HA SKCIIEPTU3Y MEAULIMHCKOTO U3JIEIHS 3asIBUTEID 110
coOCTBEHHOW MHUIIMATUBE MOJIYYaeT B TOCYAAPCTBEHHON AKCIIEPTHON OpraHu3alun
Hay4HYI0 ¥ IPEAPETUCTPALMOHHYIO KOHCYJIBTALMIO HA JOTOBOPHOM OCHOBE IO
BOIIPOCaM, CBS3aHHBIM C IIPOBEICHUEM DKCIIEPTU3BI MEAULUHCKOTO U3/IEIINS

5. JInst mpoBeACHUS SKCIIEPTH3BI MEIUIIMHCKOTO U3ICIHS, IPUMEHIEMOTO B
CITy»0€ KPOBH rOCYIapCTBEHHAS DKCIIEPTHAS OpTaHU3AIMsI MPUBJICKACT CIICIIHAINCTOB
U3 PO MIBHBIX OPTaHU3AIUN, OCYIIECTBISIONIUX IEATETLHOCTh B chepe CIryKObl
KpPOBH.

6.B HaCTOAILIINX HpaBI/IJIaX HCITOJIB3YIOTCA CICAYIOINEC TCPMHUHDBI 1 OIIPCACIICHHAA:

1) MeguuMHCKKE U3AENUs ISl AMarHOCTHKY 1n Vitro — J100ble MHCTPYMEHTHI,
anmapatsl, IpruOOpkl, 000PYI0BAHKUE, MATEPUAIIBI, PEareHThl, KATMOPATOPHI,
KOHTPOJbHBIE MaTepUasbl U MIPOUYNE U3JIETHUS, TPUMEHIEMbIE B MEIUIIMHCKUX LIEIISIX
OT/ICJIbHO UJIM B COYETAHUU MEX]y COOOM, a TaKkKe BMECTE C MPUHAIIICKHOCTIAMH,
HEOOXOTUMBIMU JISI MPUMEHEHHUS YKa3aHHBIX U3/IETUH 10 Ha3HAYCHUIO, BKITIOYAs
crienuaibHOE MporpaMMHOE oOecriedeHue, U peaHa3HauYeHHbIe TPOU3BOUTEIIEM
MEIUITUHCKOTO U3/IeTUS ISl IPUMEHEHHUS MPU UCCIIEIOBAHUSX invitro o0pas3ios
OMOJIOTUYECKUX MATEPUAIOB YeJIOBEKa JIJIsl OMy4YeHUsI UHPOPMALUA OTHOCUTEIHHO
(U3UOJIOTUYECKOT0 WIIA MATOJIOTHUECKOTO COCTOSTHUS, BPOXKJIECHHON MATOJIOTHH,
IPEIPACIIONIOKEHHOCTH K OMPEICIEHHOMY KIMHHYECKOMY COCTOSIHUIO MIIH 0O0JIe3HH,
COBMECTHUMOCTH TKaHEH C MOTEHITUATIbHBIM PEIUIIMEHTOM, MPOTHO3UPOBAHUS PEaKIUi
Ha TePANeBTUYCCKUE BO3EHCTBHUSA, BEIOOPA TEPANEBTHUECCKUX CPEACTB U (HJITH)
KOHTPOJIS JICUCHUS,

2) HaMMEHOBAaHHUE MEIUITMHCKOTO U3JIeNIHUsI — CJIOBECHOE 0003HAYEHHE
MEJUIMHCKOTO U3ENHS, ONPEIEISIONIee MOIeIb, PA3HOBUIHOCTh, MOAU(DUKAIINIO, THII;

3) KOMIUIEKTYIOIIEE K METUIIMHCKUM U3JEIUSIM — U3JIeNIie, He SBIISIIOIeeCs
MEUIIMHCKUM H3JISIUEM WU TIPUHAJJICKHOCTBIO K HUM, B TOM YHCJIe OJIOKH, YacTH,
3JIEMEHTHI U3JICIINS, MaTepUalbl, 3aM1aCHBIE YaCTH, MPEIHA3HAYCHHBIE TPOU3BOIUTEIIEM
JUISl IPUMEHEHUS B KAYE€CTBE COCTABJISIONICH YaCTH UM HEOThEMIIEMOIO KOMIIOHEHTA
MEIUIMHCKOTO U3AEUS B COOTBETCTBUU C KCIUTYaTAIMOHHBIM JIOKYMEHTOM U
CEpPBUCHOM JJOKYMEHTALIMEN MMPOU3BOIUTENS MEIUIIUHCKOTO U3/IEIIHS;

4) Habop (KOMILIEKT) MEAUITUHCKUX U3EIUN - COBOKYITHOCTh MEIUIIMHCKHUX
W3CIUN, UMEIOIMNX €IMHOE Ha3HAYCHUE U MAPKHUPOBKY, C YKa3aHUEM MEPEUHS
yKa3aHHBIX MEIUIIMHCKUX U3JICTTUH.
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5) MPUHAIJIICIKHOCTD K MCAUITUHCKHUM U3JCIUAM — U3JCJIIUC, HC ABJIATOIICCCA
MCIUIMUHCKHUM HU3ACIIUCM, ITPCAHA3HAYCHHOC IIPOU3BOJUTCIIEM HJISI COBMCCTHOI'O
IMPUMCHCHUS C OAHUM HNJIM HCCKOJIbKUMHU MCAUITUHCKUMHU U3CTIUAMUA [JIsA
HCIIOJBb30BaHHUA B COOTBCTCTBUH C UX HASHAYCHUCM,

6) 6€30MaCHOCTh METUIIMHCKOTO U3JIENHS — OTCYTCTBHE HEJIOMYCTUMOTO PUCKA
MIPU UCTIOJIb30BAHUHU METUIIMHCKOTO U3CIHS, CBA3aHHOIO ¢ MPUYNHEHUEM Bpea
KU3HH, 3I0POBbIO YEJIOBEKA, a TAK)KE OKPYIKAIOILIEH CpEJIE;

7) 3aKiIr04eHre 0 0€30MaCHOCTH, KaueCTBE U 3(h(PEKTUBHOCTU MEAUIIMTHCKOTO
U3IETHUS — TOKYMEHT, COJIePKaIUi pe3ysIbTaThl SKCIIEPTHU3HI 3asBICHHBIX
MEIUIUHCKUX U3ICTUH;

8) paCXOI[HBIﬁ MaTepuall K MCAUIWMHCKUM HU3JCIIUAM — U3CIIUA U MaTCPpHAJIbI,
PacxoayCMhbIC IIPpHU UCIIOJIb30BAHUMHU MCIUIIMHCKUX HSHGHHﬁ, O6€CHG‘-II/IBEIIOHII/IG
IMPOBCIACHUC MaHI/IHy.]'IfILII/Iﬁ B COOTBCTCTBHH C (bYHKHI/IOHaJIBHBIM Ha3HaAa4YCHHUCM
MCOUIIUMHCKOI'O U3CINA,

9) mpous3BOAMTENF MEAULIMHCKOIO U3/1€NUs — CYOBEKT B chepe oOparieHus
JIEKapCTBEHHBIX CPEJICTB U MEIMLIMHCKUX U3/1€TIUI, OTBETCTBEHHBIN 32 pa3paboTKy U
W3TOTOBJICHHE MEAUIIMHCKOTO U3IENHS, ACMAIONINI €T0 JOCTYTHBIM IS
UCIIOJIb30BaHUS OT CBOETO UMEHU HE3aBUCHUMO OT TOTO, pa3pabdoTaHo U (M)
M3TOTOBJIEHO 3THUM JIMIIOM WX OT €0 UMEHH JIPYTUM JIMIOM (JIMLIAMHU), U HECYILIUN
OTBETCTBEHHOCTb 32 €ro 0€301aCHOCTh, Ka4eCTBO U 3P (HEKTUBHOCTH;

10) Ka4CCTBO MCANILIMHCKOT'O U3CJINA — CTCIICHL COOTBECTCTBHUA COBOKYITHOCTH
CBOMCTB U XAPAKTCPHUCTHUK MCOAUITUHCKOI'O U3CIIHS HCJIAM €T0 IIPCIHA3HAYCHHOI'O
HCIIOJIBb30BaHMUA,

11) HOpMaTUBHBIN JOKYMEHT 10 Ka4Y€CTBY MEAUIIMHCKOTO U3EHs (J1anee —
HOPMAaTUBHBINA JOKYMEHT) — JOKYMEHTHI (MEXAYHAPOIHbIE, PETUOHATIBHEIE),
HallMOHAJIbHBIE CTAHJIapThl, CTAHAAPTHI OPTaHU3aLUH, YCTAHABIMBAIOIINE KOMILJIEKC
TpeOOBaHUI K KAUECTBY, 0€30ITaCHOCTH, TPAHCIIOPTUPOBKE U XPAHEHUIO MEIUIIMHCKUX
U3JICINH, a TAaKKE€ K METOMKAM MCIBITaHUH;

12) 3¢ dheKTHBHOCTh METUIIMHCKOTO U3JIENHS — COBOKYITHOCTh CBOWCTB U
XapaKTePUCTUK MEUIIMHCKOTO U3JIENHs, 00€CTICUMBAIOIINX JOCTUKEHUE LIeTIeh
peAHa3HAYCHUS, YCTAHOBJICHHBIX MPOU3BOAUTEIEM MEAUIIMHCKOTO U3ICIIUS U
MOJITBEPKIACHHBIX TPAKTUKON €ro UCIOJIb30BAHUS;
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13) DkcnepTHBIN COBET rOCYJapCTBEHHOM 3KCIEPTHON 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
U3JIEIUI U NIPUHATHIO OKOHYATEIbHOIO PEIIEHUS;

14) mozens - camocTOsITENbHAS €IMHHIIA METULIMHCKOTO U3/ENHS,
UACHTU(ULMPOBAHHAS TPOU3BOJUTENIEM MEAULIMHCKOTO U3IENINS ONPEEIICHHBIM
OYKBEHHBIM, IU(PPOBBIM WM OyKBEHHO-LIU(POBBIM 0003HAYEHUEM;

15) mogudukanust MEAUIIUHCKOTO U3/IeNUS — PA3HOBUJAHOCTH MEIUIIMHCKOTO
U3JICIINS, UMEIOIast OOITUEe C OCHOBHBIM MEIUIIMHCKUM H3EIUEM KOHCTPYKTHUBHEIE,
TEXHOJIOTHYECKHE MIPU3HAKH, pa3padoTaHHbIC Ha 6a3¢ OCHOBHOT'O U3JENHS C I[EIbI0 €T0
YCOBEPIIEHCTBOBAHUS, PaCIIUPEeHUS (DYHKIIMOHATBLHOTO Ha3HAYEHUS, IPUMEHEHUS
100 creraIn3auy TPUMEHCHHS B MEIUIIMHCKHX 1EIISX;

16) mpon3BoICTBEHHAS TIONIA/IKA — TEPPUTOPHUATIEHO 000COOIECHHBIN KOMILIEKC
MPOU3BOIUTENSI MEIUIIMHCKUX U3CIHM, MpeIHa3HAYEHHBIN IS BEITIOJIHEHUSI BCETO
npoiiecca MPOU3BOICTBA MEAUIIMHCKUX U3ICTUN WU €ro OMPEACICHHBIX CTa N,

17) ynoIHOMOYEHHBIN NIPEACTABUTEIb MPOU3BOAUTEINS — FOPUANUECKOE UITU
bu3uYeCcKOe U0, 3aPETUCTPUPOBAHHOE B KAUECTBE WHIAUBUAYAJIBHOTO
npeAnpuHUMAaTens, apistoileecs pesuaeHToM Pecnyonuku Kazaxcran,
YIIOJIHOMOYEHHBIE JJOBEPEHHOCTHIO MPOU3BOAUTENS MEAULIMHCKOTO U3EIIHS
NPEACTaBISATh €r0 MHTEPECHI MO BOMPOCaAM OOpAIICHUSI METUIIMHCKOTO U3/EIHS Ha
tepputopun PecriyOimmku Kazaxcran B COOTBETCTBUH € JISHCTBYIOITUM
3aKoHoAaTeNbCcTBOM Pecnybnuku Kazaxcran B 00,1aCTH 3/[paBOOXpaHCHUS;

18) 3asaBUTENb — NPOU3BOAUTEND (M3TOTOBUTENH) WIIA UX MPEICTABUTED,
YIOJIHOMOYEHHOE MOJaBaTh 3asBJICHUE, TOKYMEHThI U MaTepHUaibl Ha MPOBE/ICHHUE
AKCIEPTHU3bl MEAULMHCKOTO U3JIEIINS I PETUCTPallu, IEPEPETUCTPALINN, BHECEHUS
W3MEHEHUM B PETUCTPALIMOHHOE JIOChE;

19) TunopasMepHsbIil psi — pAll U3IETUN U3 OHOPOIHOTO MaTepualia, ¢ €IMHON
KOHCTPYKIUEH, 0OIIUM TEXHOJIOTUYECKUM MPOIIECCOM, OOINM (HYyHKIIMOHATLHBIM
Ha3HAYEHHUEM, OTIMYAOLIUXCS pa3MepaMy, JuaMeTpaMu, IIyOMHON, BECOM, 00BEMOM,
BETOM U (pOpMOM;
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20) perucTpaloHHOE JI0Che — KOMIUIEKT JOKYMEHTOB M MaT€pUAJIOB
YCTaHOBJIEHHOT'O COJIEp KaHus, IPEJCTABISIEMbBIN K 3asIBJICHUIO HA IKCIIEPTU3Y
MEIUITUHCKOTO U3ICIINS;

21) BHECEHHE U3MEHEHUI B PETUCTPALMOHHOE JOChE — U3MEHEHHSI, BHOCHMBbIE
3asBUTEJIEM B PETUCTPALIMOHHOE IOChE B TEUCHUE IEUCTBUS PErUCTPALIIOHHOIO
yAOCTOBEPEHUS, HE BIMSIONINE Ha 0€30MaCHOCTh, KAYECTBO U 3(PPEKTUBHOCTD
MEIULUHCKOIO U3ENNS U NOMJIEKAINE IKCIIEPTU3€E B COOTBETCTBUM C HACTOSIIIMMU
[IpaBunamu;

I'nasa 2. Ilopsiaok npeaocTaBjieHUsi PEruCTPALMOHHOIO A0Che JIsl IPOBeIeHMSI
JKCIEPTHU3bI MeIUIUHCKOI0 U3/1eJTUs

7. dns mpoBeaeHus 3KCNEPTU3bl METUIIMHCKOTO U3JEIHUS U MOJTYYEHHUS
rocyapcTBeHHOU ycinyru «Briaya 3akiitoueHus o 0e301acHOCTH, KaYeCTBE U
3¢ (HEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB U MEAUITMHCKUX U3JIETHi (Hanee —
rocyJapcTBeHHas yciyra) 3asaBUTelNb npefoctasisiet B Llentp oOcnyxuBaHus
3asiIBUTEJIEH rOCyIapCTBEHHOM AKCcepTHOM opranuzanuu (nanee — [{O3) ciexyromniue
JIOKYMEHTHI:

1) 3asBieHnE HA TPOBEICHUE SKCIIEPTU3bI MEIUIITUHCKOTO U3/IeTIHs Ha
AJEKTPOHHOM U OyMa)KHOM HOCHUTENSAX MO (popMe cortacHO MPUIIOKEHUIO 1 K
HactosmuM [IpaBunam;

2) perucTpalMoOHHOE 10Che, CoAeprKaIlee MepeueHb JOKYMEHTOB
PETUCTPAILMOHHOTO JA0CHE ISl SKCIIEPTU3BI METULIMHCKOTO U3/IETHS Ha DJIEKTPOHHOM
HOCHUTEJIE COTJIACHO MPHWIIOKEHUIO 2 K HactosmuM [IpaBuiam;

3) cBeAeHUs, MOATBEPKAAIOIIME OIJIATy 3aABUTEIEM CYMMBI JJIsSl IPOBEICHUS
DKCHEPTU3BI HA PACYETHBIA CUET IrOCYJapCTBEHHON 3KCIIEPTHON OpraHU3aIUu.

4) 00pa3Ibl METUITMHCKOTO U3/ (32 UCKITIOUEHHEM MEIUIIMHCKUX U3,
SIBJISIFOIIMXCS anmnapaTamMu, IpuoopamMu, 000pyI0BaHHEM, C KOMILIEKTYIOIITUMU,
MPUHAJICKHOCTSIMU, PACXOJIHBIM MAaTepUAIIOM), CTAHJAPTHBIE 00Opa3Ibl XUMHUUECKUX
BELIECTB, TECT-IITAMMOB MUKPOOPTaHU3MOB, KYJBTYp KJIETOK, ClIEU(DUUECKIX

p€arcHTOB, PAaCXOAHBIX MATCPUAJIOB, H€O6XOI[I/IMBIX AJIs1 BOCITPOU3BOANMOCTHU MCTOAUK

J'Ia60paTOpHI>IX HUCIIbITAaHUN MCOMIOHUHCKOI'O U3CIHA B KOJIMYCCTBAX, JOCTAaTOYHBIX JJIA

TPCXKPATHBIX HUCHBITAHUN C OCTATOYHBLIM CPOKOM IroaiHOCTH HC MCHCC ICCTHU MECSIICB C

cOOJI0/IeHNEM yCIIOBUN XPaHEHHS U TPAHCTIOPTUPOBKY;
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8. IIpn 0fHOBpEMEHHOM MOAAaY€ Ha HKCIEPTU3Y HECKOIBKUX MOIU(PHUKALUN
MEIULUHCKOIO U311, OTHOCAIIMXCS K OTHOMY BUAY MEIULIUHCKOTO U3AEIINS U
OJIHOMY KJIacCy MOTEHI[MAIbHOTO PUCKA PUMEHEHHUS, U3TOTOBJICHHBIX OJJHUM
IPOU3BOJUTEINIEM, OTINYAKOUIUXCS IPYT OT IPYyra U3MEHEHHUSIMU KOMIUIEKTAlUU U (WJIN)
TEXHUYECKUX MMapaMeTPOB, HE BIUAIOMIMMH HAa MPUHLUI PabOThI U (PYHKIIMOHATILHOE
Ha3HA4YCHUE, 3asIBUTENb MTpeocTaBiseT 1 3asBieHue u 1 perucrpanimoHHoe 1ocee. B
CJIy4ae €clid MPeACTaBICHHbIE MOAU(PHUKAIIUUA OTHOCITCS K pa3HbIM KJ1accam
NOTEHIMAJIBHOTO PUCKA TPUMEHEHUS HA KaXKIYI0 MOJIU(DHUKALIMIO PEJOCTABIIAETCS
OTJIEJIbHOE PErMCTPALIMOHHOE JIOCHE.

9. [lepeyeHb OCHOBHBIX TPEOOBAHMI K OKA3aHUIO TOCYIAPCTBEHHOMN YCIyTH,
BKJIIOUAIONIMI XapaKTepUCTUKU Tpoliecca, Gopmy, copepKaHue U pe3yJIbTaT OKa3aHus,
a TaKKe UHBIE CBEJICHUS C YUETOM OCOOEHHOCTEN MPEeOCTABIECHHS TOCY 1apCTBEHHOMN
yciyru npuBeieH B CTaHaapTe rocy1apcTBEHHOM yciiyr «Bplgada 3aKIIF0UeHus O
0e30macHOCTH, KauecTBe U 3P (HEKTUBHOCTH JIEKAPCTBEHHBIX CPEJICTB U METULIMHCKHUX
W31 COTJIACHO MPUJIOKEeHUI0 3 K HacTosuuM [IpaBunam (nanee — Ctangapr).

10. Cnenuanuct [HO3 nocne npueMa JOKYMEHTOB, MPETyCMOTPEHHBIX ITYHKTOM 7
HacTosux [IpaBui B TeueHrne 0THOTO pabovero JHS:

1) ocyliecTBIsI€T PETUCTPAIIUIO 3asiBICHUS B MH()OPMAIIMOHHON CUCTEME
roCyJIapCTBEHHOM 3KCIEPTHOM opraHu3aiuu (nainee — uHGOpMaIMoOHHas CUCTEMA);

2) OCyIIECTBIISIET 3arpy3Ky dJIEKTPOHHOTO PErHCTPAIIMIOHHOTO JI0CHE B
UH(OPMAIIMOHHYIO CUCTEMY;

3) mpoBepsieT OCTATOYHBIN CPOK TOJTHOCTH 00Pa3I[0B MEAUITUHCKOTO U3/IETHs,
CTaHJIaPTHBIX 00Pa31l0B XUMUUECKUX BEIIECTB, TECT-IITAMMOB MUKPOOPTaHU3MOB,
KYJbTYP KIETOK, CICIM(PUISCKUX PEareHTOB, PACXOIHBIX MaTEPHAIOB, HEOOXOIMMBIX
JUTSI BOCTIPOM3BOJUMOCTH METOUK JTa0OPATOPHBIX UCIIBITAHUN MEAUIIMHCKOTO U3IETUs
Y BHOCHUT JIaHHbIE B UHPOPMAIMOHHYIO CUCTEMY.

[TonrBepkaeHUEM TPUHSITHUSA 3aBJICHUS SBISIETCA OTMETKA HA €r0 KOIHUH O
peructpanuu B [1O3 ¢ ykazaHueM JaThl U BpEMEHHU MIPUEMA MMAKeTa JOKYMEHTOB.

CBeneHus 0 JOKyMEHTE, yA0CTOBEPSIOLIEM JUYHOCTh, O TOCYIApCTBEHHOMN
peructpanuu (mepeperucTpaim) PUINIECKOro JIUia, CBUAETEILCTBA O
roCcyJIapCTBEHHOM perucTpaluy 3assBUTENS B KAUECTBE MHIUBUAYABHOTO
peAnpUuHUMATENS, COJEPIKAIIMECs B TOCYJaPCTBEHHBIX HH(OPMAIIMOHHBIX CUCTEMAX,
rocyJIapCTBEHHAs SKCIIEPTHASI OpTraHU3alUsl Oy4aeT U3 COOTBETCTBYIOIIUX
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roCyJIapCTBEHHBIX MHPOPMAITMOHHBIX CUCTEM Yepe3 I3 «IJIEKTPOHHOTO
IPABUTEIIHCTBAY.

11. B cayuasix He cOOMIOACHUS YCIOBUM, TIPELyCMOTPEHHBIX TyHKTOM 7
Hactosiux [TpaBun cnennanuct [{O3 oTka3pIBaeT B IpueMe 3asiBJICHUS.

12. 'ocynapcTBeHHast SKCIIEPTHAS OpraHu3aIys 00eCreunBaeT BHECCHHUE TaHHBIX
0 CTaJU1 OKa3aHMsI TOCYIapCTBEHHOMN YCIyry B MH(POPMAITMOHHYIO CUCTEMY
MOHHUTOPHUHTA OKa3aHUs FOCYJapCTBEHHBIX YCIYT B COOTBETCTBUU C [IpaBunamu
BHECEHUS JAHHBIX B UH()DOPMAIIMOHHYIO CUCTEMY MOHUTOPUHTA OKa3aHUs
rOCyJIapCTBEHHBIX YCIYT O CTaJANM OKa3aHUs FOCY1IapCTBEHHOM YCIIyTH,
YTBEPKJACHHBIMU MTPUKA30M U.0. MUHUCTpa TpaHCIIOPTa M KOMMYyHUKaluii Pecryonuku
Kazaxcran ot 14 urons 2013 roga Ne 452 (3apeructpupoBas B Peectpe
rocyJapCTBEHHON PErucTpalii HOPMATUBHBIX IIPABOBBIX aKTOB 3a Ne8555).

I'imaBa 3. Ilopsaaok npoBeieHUust IKCIEPTU3bI MEAHIHHCKOI0 U3/1eJIUs
IHaparpa¢ 1. dTansl npoBeaeHus IKCNEPTU3LI MEAULMHCKOT0 U311

13. DxcnepTr3a METUIIMHCKOTO U3AENIHS COCTOUT U3 CIEAYIOIIUX 3TAMOB:
1) HauanpHas 3KcHiepTH3a (BaIuAalUs PErUCTPALMOHHOTO JOChE);
2) cnenuaiu3upoBaHHAas HIKCIEPTHU3a;

3) nabopaTopHbI€ UCTIHITAHUS METUITMHCKOTO U3/IeUs (32 UCKITIOUCHUEM
MEJUIIMHCKUX U3JICIIUN, SBISIOMIUXCS anmnapaTaMu, TpuoopaMu WM 000PYIOBAHUEM C
KOMILICKTYIOIIMMH, PUHAIIICKHOCTIMHU, PACXOAHBIM MaTEPUAIOM);

14. DkcnepTr3a NpOBOAUTCS C UCTIOIb30BAaHUEM NH(POPMALMOHHOU CHUCTEMBI
rocyJapCTBEHHOM IKCIIEPTHOM OpraHu3alliy, MHTETPUPOBAHHOM ¢ eTMHOM 0a3oin
naHHbIX «CucTeMa ynpaBlieHUs JIEKapCTBEHHOro obecneuenus» Enunon
UH(OPMAITMOHHON CUCTEMOM 37JpaBOOXPAHECHHSI.

3asiBUTENb OTy4YaeT MHPOPMALIMIO O TIOPSAKE U CTaTyce OKa3aHus
roCyJapCTBEHHON YCIIYT'H B PEKUME yAAIEHHOTO AOCTYyIa OCPEACTBOM «JIMYHOIO
KaOuHeTa» HHPOPMALIMOHHON CUCTEMBI TOCYAApPCTBEHHON SKCIIEPTHON OpraHU3aluu.

IHaparpadg 2. Ilopsiiok npoBeeHUs HAYAJIBHOM IKCIEPTU3bI (BaTUIALUHA
PEruCTPAlHOHHOIO 10Che) MeIMIMHCKOT0 H3/1e U
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15. Ilocne perucrpanyu 3asaBiIEHUS SKCIEPTOM NPOBOINUTCS HAYAJIbHAS
AKCIIEpTH3a (BaJIuAalus PETUCTPALMOHHOIO JOChE) METUIIMHCKOTO U3/ENUs B CPOKH,
IPEAYCMOTPEHHBIE I1aBoM 6 HacTosmumx [IpaBu.

16. [Ipu HauanpHOM HKCIEpTHU3E (BAUIALIUMKI PETUCTPAIIMOHHOTO JI0CHE)
MEIUIMHCKOTO U3ICJIHUSI TPOBOAUTCS OLIEHKA ITOJTHOTHI, KOMIUIEKTHOCTH U
COOTBETCTBHUS IOKYMEHTOB PETUCTPAIMOHHOIO IOChE TPEOOBAHUSAM JEHCTBYIOLIETO
3aKOHO/IATENbCTBA, MPEACTABICHHBIX 3asIBUTEIEM B PETUCTPALMOHHOM J1I0ChE B
OTHOIIICHHUH JI0KA3aTeJIbCTB OE30MIaCHOCTH, KauecTBa U 3(HPEKTUBHOCTH METUIIMHCKOTO
U3JIEIIUSI, a TAKXKE TPOBEPKU 00PA31I0B MEAUIIMHCKOTO U3JIETUs U CTaHIapTHBIX
00pa3iioB Jyisi MpOBEEHUS 1a00PATOPHBIX UCTIBITAHUI HA COOTBETCTBUE YCIOBHUSM,
NpEeAbIBISIEMBIM K 00pa3IiaM MEIUIIMHCKOTO U3EIUs TSl JTaOOpaTOPHBIX UCTIBITAHUN
COIJIACHO MPUJIOKEHUIO 4 K HacTosAmuM [ IpaBunam.

17. B ciryyae Hanu4us 3aMe4aHu B PErUCTPAlMOHHOM JOCHE 3asIBUTEITIO
HOCPEACTBOM MH(POPMAILIMOHHOM CHUCTEMBI HAIIPABIISAETCS MUCHMO, 3aBEPEHHOE
ANEKTPOHHO-IIM(GPOBON MOAMKUCHIO, C YKA3aHUEM BBISBIICHHBIX 3aMEYaHUi U
HEOOXOAMMOCTH UX YCTPaHEHHUsI B IOJIHOM 00bEME B CPOK, HE IIPEBBHIIIAIOIINN
LIECTHAECAT KAJICHIAPHBIX JHEH.

18. IIpu He ycTpaHeHUM 3aMe4aHUi U HENPEICTaBICHUU OTBETA B
YCTaHOBJICHHBIE CPOKH, ITPEAYCMOTPEHHBIE ITYHKTOM 17 Hactosmux [Ipasui,
roCy/IapCTBEHHAsl SKCIIEPTHAsI OpraHU3alusl HalpaBJIseT 3asBUTENI0 YBEJOMIICHHUE (B
IPOU3BOJIBHOM (hOpPME) O IPEKPAILIEHUN IKCIIEPTU3bI MEJULIUHCKOTO U3/IEIH.

19. Ilo pe3ynbpTaTam Ha4aIbHOM SKCMEPTHU3bI (BAIUJALMN PETUCTPALMOHHOTO
JIOChE€) COCTABJIACTCS OTYET HAaYaJIbHOM AKCIIEPTH3HI (BaTUIAIMH PErUCTPALIMOHHOTO
JIOChE) METUITMHCKOTO W3/CIINsI, MPEJICTABICHHBIX Ha SKCIIEPTU3Y COTJIACHO
MPUJIOKEHHIO 5 K HACTOSAINM [IpaBunaM Win 0T4eT Ha4albHOU SKCIIEPTHU3bI
(BamaaIuy perucTparioOHHOTO J0ChEe) M3MEHEHU, BHOCUMBIX B PETUCTPAIMOHHOE
JIOChE€ MEAULIMHCKOTO M3AENUS COTIaCHO NMPUIIOKEHUIO 6 K HacTodmmM [IpaBunam.

IMaparpa¢ 3. Ilopsaok npoBeaeHUs CeNMAJTN3UPOBAHHON IKCIIEPTU3BI
MEIULMHCKOI0 M3/1e/IHsl

20. B cnydae moyioKUTEIbHOTO 0TYETa HaYalbHOM SKCIIEPTU3bI (BaTUAALMH
PETUCTPAIMOHHOTO JIOChE) TPOBOAUTCS CHIEHUATIM3UPOBAHHAS SKCIIEPTU3A
MEIULIUHCKOTO U3AENHS B CPOKHU, IIPENYCMOTPEHHbBIE IrI1aBoi 6 HacTosmux [IpaBui.
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21. Cnennanu3upoBaHHas dKCIIEPTU3a MIPOBOINUTCS IYTEM U3YUYEHUS TOKYMEHTOB
PETHCTPALIMOHHOTO JI0ChE HAa TIPEIMET UX 0€30MacHOCTH, KauecTBa U 3 (HEKTUBHOCTH U
BKJIFOYAET:

1) o11eHKY COOTBETCTBHSI YKa3aHHOTO 3asiBUTENIEM KJlacca MOTEHIMAIBHOTO prUcKa
OPUMEHEHUSI MEUIIUMHCKOTO U3/IENNs B COOTBETCTBUU ¢ [IpaBuiamu kiaccupukanuu
MEIUIUHCKHAX U3JIEIUI B 3aBUCUMOCTH OT CTEIICHH ITIOTEHIIMAIBHOTO pUCKa
IPUMEHEHUS, YTBEPKIACHHBIMH NPUKa30M MUHHUCTpa 31paBooxpaHeHus PecryOnnku
Kazaxcran ot 24 nosi6ps 2009 roga Ne 764 (3apeructpuposan B Peectpe
rocyJapCTBEHHOW PErucTpalii HOPMATUBHBIX IPABOBBIX aKTOB 1o Ne 5936);

2) OLIEHKY MPAaBUILHOCTH OMPEACIICHUSI HOMEHKJIATYPHON MPUHAICKHOCTH
MEUITUHCKOTO U3/IeTUsl B COOTBETCTBUU C [IpaBmnamu popmupoBaHus 1 BeACHUS
HOMEHKJIATYphbl, YTBEPKICHHBIMU ITPUKa30M MuUHHUCTpa 3paBooxpanenus PecriyOnuku
Kazaxcran ot 16 mas 2019 roga Ne KP JICM-78 (3apeructpupoBan B Peectpe
roCyJIapCTBEHHOM perucTpalii HOPMaTUBHBIX MPaBOBBIX akTOB noa Ne 18703);

3) OIIeHKY COOTBETCTBUSI MOU(MUKAINI (BAPUAHTOB UCIIOTHEHHS)
MEUIMHCKOTO U3eNus (TIPU HAJIMYKH ), BKIIFOUa€MbIX B OJTHO PETUCTPALIMOHHOE
yAOCTOBEpEeHUE C TpeOoBaHUsIMU HacTosmux [IpaBu;

4) aHanu3 TaHHBIX O Pa3pabOTKe U MPOU3BOJCTBE MEAULIMHCKOTO U3/
(cxeMbl IPOLIECCOB MTPOU3BOJICTBA, OCHOBHBIX CTAJUil MPOU3BO/ICTBA, YIIAKOBKH,
UCIBITAHUH U MPOLIEAYPHI BBIITYCKAa KOHEYHOTO MPOAYKTA);

5) a"Hanu3 OMOJIOTHYECKOM OE30MaCHOCTH MEIUIIMHCKOTO U3CIUsI Ha OCHOBE
aHajJM3a BCEX MaTEPHaJIOB KUBOTHOTO MJIM YEIOBEYECKOTO MPOUCXOXKICHUS, BXOISIIINX
B MEJIUIIMHCKOE U3JENHE, a TaKkKe HH(POpMaIIMK O MO00pe HCTOYHUKOB (JIOHOPOB),
oTOOpe MaTepuraja, IPoIeCCHHTe, XpaHCHUH, TECTUPOBAHUH, a TAaK)Ke OOpaIIeHus ¢
TKaHSIMH, KJIETKaMH, CyOCTaHIIMSIMU )KUBOTHOT'O WJIM YEJIOBEYECKOTO TIPOUCXOKICHUS,
KyJIbTypaMy MUKPOOPTaHU3MOB U BUPYCOB;

6) aHaIM3 OTYETa KIIMHUYECKUX UCIIBITAHUMA, OTIBITa TPUMEHEHHUS B KIIMHUYECKON
IPaKTHKE MEIUIIMHCKOTO M3/eIus Ki1acca 20 (C MOBBIIICHHOM CTETICHBIO PUCKA), Kilacca
3 (c BBICOKOM CTEINEHBIO PHUCKA), MEIUIIMHCKOTO M3CIHS, TTPEAHA3HAYCHHBIX JIJIS
3a00pa, XpaHEeHUs, IEPEITMBAHMS KPOBU U €€ KOMIIOHECHTOB, KIIMHUKO-JIA00PaTOPHBIX
UCTIBITAHWH MEIUIIMHCKOTO U3JCIHS JIJIS in Vitro (MH BUTPO) TUarHOCTHKU HE3aBUCHUMO
OT KJIacca PUCKa,
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7) aHaM3 3asIBJICHHON B PETUCTPAIMOHHOM J0ChE CTAOMIBHOCTH METUITMHCKOTO
u3zenus u (Uin) JEKapCTBEHHOTO CPEACTBA, BXOASAIIETO B COCTaB MEIUIIMHCKOTO
U3JIens, CTaOMIBHOCTH PEareHTOB U PACXO0IHOI0 MaTepHaia BXOIAIINX B
KOMIUICKTAIIUIO MEIUITMHCKUX U3JICTTUN SIS in Vitro (WH BUTPO) AUATHOCTHKHU
3aKpBITOrO THUIIA;

8) aKCIepTU3y COOTBETCTBHUS MOKa3aTeneil 0€30MacHOCTH U KaYeCTBa, YKa3aHHbIX
B HOPMATUBHOM JIOKYMEHTE TIPOU3BOIUTENS, CTaHAapTaM (HAIMOHAIBHBIM,
pEruOHATBHBIM, MEXIYHAPOIHBIM);

9) uzyueHue BaIMJAHOCTH IPOrPAMMHOTO OOECIICYEHHsI HA OCHOBE aHaIM3a
JAHHBIX O €ro Bepu(UKaluu, B TOM YKciie MHPOPMAIIMU O €ro pa3padoTke u
TECTUPOBAHUY HA MPEANPUITHH U NPU MYJIBTUIIEHTPOBBIX UCCIIEIOBAHUSX, JAHHBIX 00
UJEHTU(PUKAIIMY 1 MAPKUPOBKE OMEPAITMOHHON CUCTEMBI;

10) aHanu3 npouexypsl U METOJIOB CTEPUIIU3AIIUN METUIIMHCKOTO U3IENHS,
MaTepHaioB, 000CHOBBIBAIONIUX CIIOCO0 CTEPUIIM3AIINH, TIPEIJIaraeéMbIX METOIOB
KOHTPOJISI KAY€CTBA U ONPEEIEHN OCTaTKOB CTEPUIIM3YIOLIETO BELIECTBA IPH
MPUMEHEHUN XUMHYECKOTO CTI0C00a CTepUITH3aIlnN;

11) ananu3 6e3onacHOCTH U A3(HPEKTUBHOCTHU JIEKAPCTBEHHOTO CPEJCTBA B
COCTaBe MEAMIIMHCKOTO U3/ICNIHS, €r0 BIHSHIS Ha (DYHKIIMOHATLHOCTh MEIUIIHHCKOTO
U3/IENNS, COBMECTUMOCTH JIEKAPCTBEHHOTO CPEICTBA C MEUITMHCKUM H3ETUEM (32
UCKITFOUEHUEM METUITMHCKOTO U3/ JUIsl IUarHOCTHKY 1n Vitro (MH BUTPO);

12) aHanu3 cOOTBETCTBUA TEKCTA MIPOEKTA UHCTPYKIIUU MO MEAUIIUHCKOMY
IMPUMEHEHUIO METUIIMHCKOTO U3EIUsl OPUTHHAILY HHCTPYKIIMU OT OpraHU3aluu-
MPOU3BOUTENS U O(DOPMIIECHUS MPOEKTA HHCTPYKIIMU B COOTBETCTBUU C MTOPSIAKOM
COCTaBJICHUS U O(DOPMIICHHSI HHCTPYKIIUU 110 MEAUIIMHCKOMY MPUMEHEHHUIO U 00IIei
XapaKTePUCTUKU JIEKAPCTBEHHBIX CPEJICTB U MEAUIIMHCKUX U3JICTUN, yTBEPKAAEMBbIi
YIIOJJTHOMOYEHHBIM OPraHOM COTJIACHO MyHKTY 5 crarteu 75 Konekca;

13) oneHky nH(pOpPMAITUH, COAEepIKAIISHCS B IKCILTyaTallHOHHOM JIOKYMEHTE
MEUIIMHCKOTO U3CIIHS;

14) ananu3 uHGOpMAIUH, CoepKaIeics Ha 00pasiiax MakeTOB YIIaKOBKH,
ATUKETOK, CTUKEPOB MEIUITMHCKOTO U3/ICTUS B COOTBETCTBUU C TPEOOBAHUSIMU
3akoHosaTenbcTBa Pecryonuku Kazaxcran B chepe oOpalieHus IeKapCTBEHHBIX
CPEIICTB U MEIUIIMHCKUX WU3CIU;
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15) aHanu3 0TYETOB MO PE3ybTaTaM OLEHKH YCIOBUI MPOU3BOJICTBA U CUCTEMBI
o0ecrniedyeHns: KauyecTBa Mpu TOCYJapCTBEHHOMN perucTpaiiuy MEIUIUHCKOTO U3/1EIus;

16) aHanmu3 NpeICcTaBICHHBIX MPOU3BOJIUTEIIEM CBEJICHUM O HATUIUHU WU 00
OTCYTCTBUHU COOOIIIEHHI O HECUACTHBIX CITy4YasX U OT3bIBAX C PhIHKA MEIUIIMHCKOTO
U3JIeNINS, O HeOIaronprusaTHOM COOBITHN (MHIIUJICHTE), CBI3aHHOM C MCIIOJIb30BAHHEM
MEUIMHCKOTO U3/ENHS, YBEAOMIICHUH 110 0€301aCHOCTH MEIUIIMHCKOT'O U3/IEIHs,
MOAXO0Ja K PACCMOTPEHHUIO 3TUX MPOOJIEM U UX PEIICHUS TPOU3BOJUTEISIMU B KaXKIOM
U3 TAKUX CJIy4aeB, ONMCAHUS KOPPEKTUPYIOIIUX ACHCTBUM, PEANPUHSATHIX B OTBET Ha
yKa3aHHbIE CTy4au, a TaK)KE COOTHOIIECHHUS YPOBHS MPOJaX U KOJTMYECTBA HECUACTHBIX
CJIy4aeB U OT3bIBOB MEJIUIIMHCKOTO U3EIUs U3 00paIeHus.

22. B nepuoa npoBeIeHHs CIENUATM3UPOBAHHOMN YKCIIEPTU3bI IPU HATUYUH
3aMEUYaHuM 3asBUTEI0 HAIIPABIISIETCS IMCbMO C YKa3aHUEM BBISIBJIICHHBIX 3aMEUYaHUN U
HEO0OXOJMMOCTHU UX YCTPAHEHUS B MOJHOM 00bEME B CPOK, HE MPEBBIIIAIONINMA
LIECTHAECAT KAJCHIAPHBIX JHEHU.

23. B ciiyyae BO3HUKHOBEHUS JTOMOJHUTENBHBIX BOIPOCOB, KACAIOLIUXCS
CBEJICHMI, MPE/ICTABJICHHBIX 3asBUTEJIEM B OTBETE Ha MPEIIESCTBYIONINHI 3ampoc,
3asBUTEJIb B TEUCHUE TPUALIATH KaJIEHIAPHBIX IHEW C MOMEHTA MOJIyYEHUs 3ampoca
HaIpaBJIsIeT OTBET U HEOOXOAMMbIE MaTEpHAIIbl Ha JIOMOJHUTEIbHBIN 3a1poc
roCyJIapCTBEHHOM 3KCIEPTHON OpraHu3alluH.

24. I1pn HE IPEOCTABICHNUH 3asBUTEIEM OTBETOB HA MHCbMO IOCYyAapCTBEHHOU
DKCIIEPTHOU OPraHU3aLMH, a TAKXKE IIPEJOCTAaBIECHUN HETIOJHOIO OTBETA U
HEOOXOIUMBIX MAaTepUajIOB B CPOKH, IPEAYCMOTPEHHbIE TyHKTaMu 22 1 23, MaTepHralibl
CHEUATN3UPOBAHHON 3KCIEPTU3bI HAIIPABISAIOTCA Ha DKCIEPTHBINA COBET IS
IOPUHATUS PELIEHUS 00 OTKa3€ U MPEKPALLEHUS 3KCIEPTU3bl METULIUHCKOTO U31EIHs.

9KCHCpTHBII>i COBCT paCCMATPUBACT ITOCTYIIUBIINC MATCPUAJIBI CIKCMCCAIHO U
PE3YyJIbTATHI PCUHICHUA I'OCYAaPCTBCHHAA SKCIICPTHAA OpraHU3anus HallpaBJIsACT
3a4ABUTCIIIO B TCUCHUC ACCATH KAJICHIAPHBIX I[HGﬁ.

25. B ciyyae 1moioKUTEIbHOTO OTYETa CIIEUATN3UPOBAHHON SKCIIEPTU3BI
COCTaBJISIETCS DKCIEPTHBINA OTYET CIEIUATN3UPOBAHHON AKCIIEPTU3BI METUIIMHCKOTO
W3JEINS COTJIACHO MPUJIOKEHUIO 7 K HacTosmuMm [IpaBriaM WM SKCIIEPTHBIA OTYET
CIIECIIMATIM3UPOBAHHOMN IKCIIEPTU3HI O BIUSHUM BHOCUMBIX U3MEHEHUH B
pPErUCTPAIMOHHOE 10Che Ha 0€30MaCHOCTh, KaueCTBO U 3P(HEKTUBHOCTh MEAUIIUHCKOTO
u3zienus mo popme, COrIacHoO MpUIIOKEHUI0 8 K HacTosuM [IpaBuiam.
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IHaparpadg 4. Ilopsiaok npoBeaeHUs J1a00PaTOPHBIX HCIIBITAHNH MEeIMIMHCKOI0
H3/1eJ1us

26. B cnyyae moJIoKUTENIbHOTO OTYETA CIIEHUATU3UPOBAHHON SKCIIEPTU3BI
IpOBOAATCA 1a00paTOPHBIE UCTIBITaHUs 00Pa310B MEIUIIMHCKOTO U3/ETHUs B CPOKH,
Ipe1yCMOTpPEHHbIE TT1aBoi 6 Hactosux [IpaBui.

27. JlTabopaTtopHble UCTIBITAaHUS 00Pa31I0B MEAUITUHCKOTO U3/ICTHs
OCYILIECTBIISIIOTCS] B UCIIBITATEIBHBIX JIA0OPATOPUSIX TOCYIAPCTBEHHOM IKCIIEPTHON
OpraHMU3alliy B MEJSIX IMOATBEPKISHUS COOTBETCTBHUS IMOKA3aTeNIsIM 0€30IaCHOCTH 1
KauecTBa MEJUIIMHCKOTO U3ENIHS 3asiBJIEHHBIM B HOPMAaTUBHOM JOKYMEHTE
MPOU3BOIUTENS U BKIFOUYAIOT:

1) ucnprTanust 00pa3OB MEIUITUHCKOTO U3/IEIIHS;
2) ompeaeneHrne BOCIPOM3BOAMMOCTH METOIMK aHaJIN3a.

HcneiTanus o6pa3u013 MCIHUIIMHCKOI'O U3JACJIN OCYHICCTBIIAIOTCA ITYTEM
IMPOBCIACHUA (1)I/I3I/IKO-XI/IMI/I‘I€CKI/IX, OMOJIOTMYECKMX U TEXHUYSCKHUX MCITBITAHUH B OeIAax
IMOATBCPKACHHUA COOTBCTCTBHA ToKa3aTeliell 0e30IacHOCTH M KayecTBa MCAUITUHCKOI'O
N3 CIH.

[Tpu ucnpITaHuKM 00PA3L0B MEAUITUHCKOTO U3ICTUS ONPEACIISICTCS
ounosornueckas 0€30MacHOCTh UJIM OIICHKA OMOJIOTUYECKOTO ACHCTBUS, PU3HUECKUE U
MEXaHUYECKHUE TIOKa3aTenu, GyHKIIMOHAIbHBIC, TEXHUUECKHUE U (PU3NKO-XUMUIECKUE
IIOKa3aTeld, IOITBEP K IArOIIe 0€30IMaCHOCTh U KaYECTBO MEIMIIMHCKOTO U3/ICITHS.

OnpeneneHHe BOCITPOU3BOAMMOCTHU MCTOJUK aHAJIN3a I10 KOHTPOJIIO Ka4CCTBA
MCIHUIMHCKOI'O U3JCIUsS OCYIICCTBIICTCS B HCJIAX MOATBCPIKACHUS UX COOTBETCTBUA,
NpcaAyCMOTPCHHBIX HOPMATUBHBIM JOKYMCHTOM IIPOHU3BOJUTCIIA.

28. JlabopaTtopHbI€ UCTILITAHUS HE TPOBOASTCS TIPH:

1) skcnepTu3e MEAUIIMHCKUX U3EIUH, IBISIONIMXCS annapaTaMu, IpudopamMmu
WK 000pYy/I0BAHHEM;

2) BKCHepTr3e MEIUIIMHCKOTO U3/, TOMYIIEHHOTO K 0OpaIleHUI0
peryisTopHeiMu opranamu ctpan EBponerickoro corwsa, CIIA, Kanansl, Anonun,
[IBeiinapuu;

3) nepeperucTpauny MEIUIIMHCKOTO U3/IEIHS;

4) yCKOPEHHOM 2KCTEPTU3E METUIIMHCKOTO U3/IETTHS.
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29. B cnyuae BbISIBIICHUS 3aMEYaHU MTPU IPOBEJIEHUU J1a00paTOPHBIX
VICIIBITAHNUN 3asBUTENIO HAIIPABIIAETCS NUCHMO C YKA3aHUEM BBISIBIICHHBIX 3aMEYAHUN U
HEOOXOAMMOCTH UX YCTPAaHEHMsI B IOJIHOM 00bEME B CPOK, HE IPEBBIIIAIOIINN
JEBSIHOCTA KaJEHAAPHBIX JTHEH.

30. IIpu He npe1oCcTaBIEHUN 3asIBUTEIIEM OTBETA HA BHICTABIICHHBIE B MUCHME
roCyapCTBEHHOM SKCIIEPTHOW OPraHU3alMU 3aMEYaHUs B YCTAHOBJIEHHBIN CPOK,
MPEyCMOTPEHHBIN TyHKTOM 29 HacTosmux [IpaBuit u oTpuniaTenbHbIX pe3yJbTaTax
71a00paTOPHBIX UCIIBITAHUHN, MaTepUAJIbl HAITPABISIOTCS B DKCIIEPTHBIN COBET IS
OPUHATHUS pelIeHrs 00 0TKa3e U MPEeKpaIEHUs IKCTIEPTU3bl METUIIUHCKOTO U3/IEIHS.

31. Ilo pe3ynbTaTam J1abOpaTOPHBIX UCTIBITAHUNA METUIIMHCKOTO U3/1EIs
UCIIBITATEILHOM JTabopaTopueit CoCTaBsIeTCS MPOTOKOI UCTIBITaHUM 110 hopme
COTJIACHO MPUJIOKEHUIO 9 K HacTosmuM [IpaBunam.

32. B ciayuasix HEBO3MOKHOCTHU MTPOBEACHHS JIA0OPATOPHBIX UCTIHITAHUN
00pa3IoB MEIUIIMHCKOTO U3/IEIHS B UCTIHITATEILHON Ta00paTOPUHU TOCYIaPCTBEHHOM
AKCHEPTHOM OpraHu3aluu J1ad0paTOpHbIE UCIBITAHUS TPOBOASITCS B MPUCYTCTBUU
Ipe/ICTaBUTENEH HKCIIEPTHON OpraHu3aIuu B 1a00paTopuu KOHTPOJIS KayecTBa
MPOU3BOJIUTENS UM B KOHTPAKTHOM 1a00paTOpUu, UCIOJIb3YEMOM MTPOU3BOIUTEIIEM B
CHEAYIOUIUX CIIyYasx:

1) HOpMATUBHBIM TOKYMEHTOM MPOU3BOIUTENS YCTAHOBIIEHBI TPEOOBAHMUS K
UCIIBITAHUSIM, CBSI3aHHBIX C UCIIOJIb30BAHUEM BBICOKOTEXHOJIOTHYHOTO 000PYA0BaHUS
IPOU3BOUTENS U COOCTBEHHBIX METOIUK MMPOBEPKHU KauecTBa, pa3paboTaHHBIX
IPOU3BOAUTENEM (C COOTBETCTBYIOIUM 0OOCHOBAHUEM MTPOU3BOAUTEIN);

2) npeaocTtaBiisgieMble 00pasiibl, TPEOYIOT 0COOBIX YCIOBUN TPAHCTIOPTUPOBKH.

B ciyyae HEBO3MOKHOCTH MPOBEAECHUS 1a00PAaTOPHBIX UCTIBITAHUIH
MEIUIMHCKOIO U3JIETUs IO OTACIbHBIM MTOKa3aTelsaM, 1a00paTopus SKCIIEPTHOM
OpraHM3aliy MIPU3HAET PE3yJIbTaThl JA0OPATOPHBIX UCHIBITAHUHN O OTJEIbHBIM
NI0Ka3aTesAM, YKa3aHHBIM B cepTH(QUKATE (IIPOTOKOJIE) aHATIU3a IPOU3BOAUTES.

ITo pe3ynpTaTaM UCIBITAHUI COCTABISETCA OTYET O pe3yJibTaTaxX MPOBEICHUS
71a00paTOPHOTO UCTIBITAHUS B JIAOOPATOPUM KOHTPOJIS KaUeCTBA MPOU3BOIUTEIIS UIIH B
KOHTPAKTHOM J1abopaTopuu, UCIIOJIH3yEeMOM MPOU3BOJUTEIEM COTJIACHO MPUIIOKEHHUIO
10 x HactosiuMm IIpaBuiiam.
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I'nasa 4. Ilopsaaok popMupoBaHus pe3yIbTATOB NMPOBEIEHHOI IKCIIEPTU3bI
MEJIUIMHCKOT0 M3/1eJIHsl

33. Ilo OKOHYaHHUM IKCHEPTU3BI 3aIBUTEIIb B TCUCHUE TPUALATH KAJICHIAPHBIX
JTHEW, He BXOSIIUX B CPOK IIPOBEACHHUS SKCIIEPTU3BI COTJIACOBBIBACT C
rOCyJIapCTBEHHOM SKCIIEPTHON OpraHu3alliei CBEJACHUS 0 MEUIIMHCKOM U3/ICIIUU U
UTOTOBBIE JOKYMEHTHI (MHCTPYKIIHIO IO MEIUITUHCKOMY IMIPUMEHECHHUIO U MAPKUPOBKHU
MaKETOB yMaKOBKHU, ’TUKETOK, CTUKEPOB), B TOM YHUCJIE KOPPEKTHOCTh 3aHECEHHBIX
JAHHBIX Y TPH BBISIBICHUHA HECOOTBETCTBUS OOHOBJIEHUS UTOTOBBIX IOKYMEHTOB.

CormacoBanue OCYHICCTBIIACTCA B 9JICKTPOHHOM BHUAC 11O HHANBUYAJIbHOMY
IMapoJIro 4Cpe3 JAYHBIN KaOWHET WJIH IMIyTEM IIPCAOCTABJIICHUA JINCTA COI'TTACOBAHMAA.

B citygae oTCyTCTBUS cOTIacOBaHUS 3asBUTEIIEM 110 HCTCUCHUHN TPUALIATH
KaJICHIAPHBIX THEH C AaThl OKOHYAHHSI SKCTICPTHU3BI CBEICHUIA O MEIUIIMHCKOM
U3JICIINH, 3aKII0YCHUE 0 0€30MMacHOCTH, KauyecTBe B 3(P(HEKTUBHOCTH MEIUITMHCKOTO
u3nienust GopMHUpyeTCst 0€3 €ro CorjacoBaHUsI.

34. Ilo pe3ynbpTaTaM NPOBEICHHONW SKCIEPTU3BI METULIMHCKOTO U3IETHS
rocyJapCTBEHHAas SKCIIEPTHASI OPraHU3alMsl COCTABIISIET 3aKII0OUEHNE O 0€30M1aCHOCTH,
KauecTBe U A (HEKTUBHOCTH MEAUIIMHCKOTO U3JIEIHSs, 3asBICHHBIX Ha SKCIIEPTU3Y TI0
dbopme cornacHo npuinoxkenuto 11 k HacrosiuuMm [IpaBunam u 3aKIt0ueHUE O
6e30macHOCTH, KauecTBe U A(HEKTUBHOCTH MEIUIIMHCKOTO U3/IENHSI P U3MEHEHUH,
BHOCUMBIX B PETMCTPALIMOHHOE IOChE COMIACHO MPHIIOKEHUIO 12 K HACTOSALIUM
[IpaBuiam.

35. T'ocynapcTBeHHas SKCHEPTHAS OPraHU3aLMUs HAIPABISAET B 3JIEKTPOHHOM
BU/JIE B TOCYAapCTBEHHBIN OpraH:

1) 3akmoueHue o 6€30mMacHOCTH, KauecTBe U 3PHEKTUBHOCTH MEAUITTHCKOTO
U3JICIINS,

2) MHCTPYKIIMIO IO MEAUIIUHCKOMY NMPUMEHEHUIO MEAUITMHCKOTO U3/IeNIUs Ha
Ka3aXCKOM U PYCCKOM SI3bIKaX, pa3padaThIBa€MyI0 B COOTBETCTBUU C MOPSIKOM
COCTaBJICHUS ¥ O(DOPMIICHHSI HHCTPYKILIUU 110 MEAUIIMHCKOMY MPUMEHEHHUIO U 00IIeH
XapaKTEPUCTHUKHU JICKAPCTBEHHBIX CPEJCTB U MEIUIIUHCKUX U3IETUN,
3apPErUCTPUPOBAHHYIO YIIOJJHOMOUYEHHBIM OPTaHOM COIJIACHO ITYHKTY S CTaTbu 75
Kopekca u coritacoBaHHY10 3KCIEPTHON OpraHu3aIue;
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3) MakeThl YIaKOBOK, 3TUKETOK, CTUKEPOB MEAUITMHCKOTO U3JICIIHS,
COTJIACOBAHHBIX T'OCY/IAPCTBEHHOM PKCIIEPTHOM OpraHu3aluei Ha Ka3aXxCKOM U PyCCKOM
SI3BIKAX.

36. I1o pe3ynpTaTaM NPOBEICHHON dKCIEPTU3BI TOCYIaPCTBEHHAS DKCIIEPTHAS
opranuzanusi opMHUpPyeT CBOAHBIN OTYET 110 0€30I1aCHOCTH, KAYeCTBY U
3¢ (PEKTUBHOCTH MEAUIIMHCKOTO U3/IETUS B COOTBETCTBUU C MPUJIOKEHUEM 13 K
HacTosiuuM [IpaBuiiamM, 4acTh KOTOPOro pa3sMeIaeT Ha HHTEPHET-pECYpCe
rocyJapCTBEHHOM SKCIEPTHON OpraHU3aluu.

37. Beiaya pe3yibTaTa roCyAapCTBEHHOM yCIYTH 3asiBUTEIIO OCYIIECTBISETCS
Ha OyMakHbIX HocuTessx yepes [{O3.

3akaroueHue o 0€30MacHOCTH, KaueCcTBE U 3(PPEKTUBHOCTH METULIUHCKOTO
U3/JeN1s JEHCTBUTEIBHO B TEUEHHE CTAa BOCBMUJIECATH KaJIEHJapHbIX AHEH. B ciayuae
UCTEUYEHMS CPOKa JEHCTBUSA 3aKI0YEHHUS 0 0€30MaCHOCTH, KauecTBE U 3(PPEKTUBHOCTU
MEIULMHCKOIO U3/IE€Nus, 3aIBUTENb IOBTOPHO NOIAET 3asIBJICHUE, TOKYMEHTHI U
MaTepHalibl JIsl IPOBEACHUSI SKCIIEPTU3BI B COOTBETCTBUU € HAacTOsIIMMHU [IpaBuiiamu.

38. OTpuiiarenbHOE 3aKIII0YeHHE 0 0€30MacHOCTH, KauecTBe U 3 (PEKTUBHOCTH
MEJUIIMHCKOTO U3ENHS BbIAACTCS B CIIydasix:

1) HenpeacTaBIEHHE MOTHOTO KOMIUIEKTa PETUCTPALIMOHHOTO JOChE MOCIE
BBIJJaYM 3aMEUYAHUI 3asIBUTEIIO B MPOLIECCE MPOBEACHUS IKCIIEPTU3bI B CPOKH,
yCTaHOBJIEHHbIE HacTosAUMHU [IpaBunamus;

2) MMPEACTABJIICHUS 3asABUTCIICM HEAOCTOBCPHBIX CBGIICHHﬁ;

3) noJy4eHne OTPULIATEIIbHBIX PE3YJIbTATOB OJHOTO U3 ATAINOB SKCIEPTU3HI U
(Myr) OTPUTIATENHHBIX 3aKITFOUCHUI SKCTIEPTOB PO MIIBHBIX OpTaHU3AINH;

4) HECOOTBETCTBUSI (PAKTUUECKUX yCIOBUN MTPOU3BOJICTBA U CUCTEMBI
oOecrieueHus: KauecTBa yCIOBUIM, 00ECIICUUBAIOLIUM 3asiBICHHYIO 0€3011aCHOCTD,
3 PEKTUBHOCTH U KAUECTBO MEIUIIMHCKOTO U3/EIIHUsI, 0 PE3yJIbTaTaM OLICHKU
IIPOM3BOJICTBA U CUCTEMbI 00ECIIEUEHUS KaueCTBa;

5) oTKa3a 3asiBUTENSA OT OpPraHU3alMU MOCEIECHUS MPEANPUITHUS
(IpOM3BOACTBEHHOM IIOMIAJKN) C LETBIO OLICHKU YCIOBUN MPOU3BOJICTBA U CUCTEMBbI
o0OecrieueHus: KauecTBa, B COOTBETCTBUU C TPEOOBAHUSIMU 3aKOHOJIATEIbHBIX AKTOB
Pecny6uku Kazaxcras.
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39. B ciryyasix oTpHUIIaTeIBbHOTO 3aKII0USHHS O 0€30IMaCHOCTH, KAYeCTBE U
3 PEKTUBHOCTH MEIUIIMHCKOTO U3JIEIUS WU OT3bIBA 3asBUTEJIEM 3asBJICHUS Ha
AKCHEPTU3Y MOCIJIE Havalla MPOBEICHUSI SKCIIEPTU3bI, CTOUMOCTb MPOBEICHUS
AKCIIEPTHBIX Pa0OT 3asBUTEIIO HE BO3BPAIIIAIOTCS.

40. ITocne 3aBepiieHUs: NPOUELYPHI IKCIIEPTU3bI TOCYAAPCTBEHHAS SKCIIEPTHAS
opraHuzanus GopMHUPYET FJIECKTPOHHBIN apXUBHBIN IK3EMILISAP PETUCTPALIMOHHOTO
JIOChE, COJIEPIKALINMI TPEACTABIECHHBIC 3aBUTEIIEM MAaTEPUAIIbI, PE3YJIbTAThI
AKCHEPTHU3bI (OTUET HaYaJbHOM AKCIIEPTHU3HI (BATUIAIIMN PETUCTPAIIMOHHOTO JJOChE)
MEIUIMHCKOTO U3ENHS, OTUYET HauyaJbHON AKCIEPTU3HI (BaTUAAIIUN
PETUCTPAIMOHHOTO JOChE) UBMEHEHN, BHOCUMBIX B PETUCTPALIMOHHOE JOChE
MEIUIUHCKOTO U3JIEINS; TPOTOKOJ UCTIBITAHUI; OTUET O PE3yJIbTAaTaX MPOBEACHUS
71a060paTOPHOTO UCTIBITAHUS B TAOOPATOPUM KOHTPOJISA KaueCcTBa MPOU3BOTUTEINS HIIH B
KOHTPAKTHOM J1abopaTOpUu, UCTIOIB3YyEMOUN MPOU3BOAUTEIEM; OTUET
CIEIHUAIU3UPOBAHHON AKCIEPTU3BI METUIIMHCKOTO U3ENHS ), 3aKII0YEHUE O
0e3omacHOCTH, KauecTBe U 3P (HEKTUBHOCTH MEAUIIMHCKOTO U3JIEIHs, HHCTPYKIIHIO 110
MEIULIUHCKOMY IPUMEHECHUIO MEAULIMHCKOTO U3JENMsl, MAKEThl YIIAKOBOK, Y TUKETOK,
CTUKEPOB.

Bo BpeMst n1eiicTBUSL pETUCTPALIMOHHOIO YIOCTOBEPEHUS aPXUBHOE
PETUCTPAILIMOHHOE JIOCHE, NOMOIHIETCA KOMUSIMU PETUCTPALMOHHBIX YAOCTOBEPEHUH O
BHECEHHU U3MEHEHUHN CO BCEMHU NMPHUIOKEHHBIMU IOKYMEHTAMU 3asIBUTENS B
3JIEKTPOHHOM BUJIE.

PerucrpanoHHoe 10Che XpaHUTCS B JIEKTPOHHOM apXMBE C COOTIOACHUEM
TpeOOBaHUI KOHPUACHIIMAIBHOCTH HE3aBUCUMO OT PE3YyJIbTaTOB AKCIIEPTHU3HI.

P€FI/ICTpaHI/IOHHOC A0CHC MCAHULIMHCKOI'O U3JICJIUA Ha SJICKTPOHHOM HOCHTCIIC
XPaHUTCA OCCATH JICT.

I'naBa 5. Oco0eHHOCTH POBeIeHH s IKCIEPTU3bI MeTUIIMHCKOTO M31eJIMsl

41. PazpsacHEHUs WY YTOUYHEHMS], BOZHUKAIOIIUE B IEPUOJ MIPOBEICHUS
3KCIIEPTU3bI MEKTy TOCYAAPCTBEHHOM SKCIIEPTHOW OPraHU3alUEN U 3aBUTEIIEM,
OCYIIECTBIISIOTCA IMyTeM (OPMHUPOBAHUS PJIEKTPOHHOTO TOKYMEHTA 110
UHAUBUIYAJTLHOMY MAPOJIIO 3asBUTENA Yepe3 NH(POPMALIMOHHYIO CUCTEMY C
AIIEKTPOHHO-IIU(PPOBON MOAMUCHIO 3aIBUTEINS U TOCYJAPCTBEHHOM SKCTIEPTHOM
opranuzanuu unu yepe3 O3 Ha OyMakHBIX HOCUTENSX.
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41-1. IIpu oprann3anuy v NPpOBEACHUH CAHUTAPHO-IIPOTUBOIIAIEMUYECKUX U
CaHUTAPHO-NIPOYUIAKTUUECKIX MEPOIPUITUN U CBA3aHHBIX C HUIMM OTPaHUYUTEIbHbBIX
MEPOIPUATUIA, B TOM YUCJIE KApaHTHH, SKCIIEPTHHIE pabOThI 3aBepIIaloTCs 03
POBECHUSI OLIEHKU YCIOBHM MPOU3BOJICTBA U TAOOPATOPHBIX UCIIBITAHUHN B
1ab0paTOpUU KOHTPOJISl KaueCTBa MPOU3BOAUTENS UM B KOHTPAKTHOM J1abopaTtopuu,
UCIIOJIb3yEMON IPOU3BOJUTEIIEM.

CHocka. Ilpasuna oononnenst nynkmom 41-1 6 coomeememasuu ¢ npukazom
Munucmpa 30pasooxpanenusi PK om 10.07.2020 Ne KP JICM-81/2020 (s600umcs 6
Oeticmaue co OHs €20 Nep8o2o OPUYUATbHO20 ONYOIUKOBAHUSL).

42. DKcrniepTr3a NPUHAJICKHOCTH MPOIYKIIMUA K MEIUITUHCKAM U3JCIIUAM U
HEO0OXOJMMOCTH €€ roCcyIapCTBeHHOM peructpauuu B Pecriyonuke Kazaxcran
OCYIIECTBIISIETCS TOCYAAPCTBEHHOM SKCIEPTHOM OpraHu3aled B COOTBETCTBUU C
JIOTOBOPOM, 3aKJTIOUEHHBIM MEXAY 3aBUTEIIEM U TOCYIAPCTBEHHON SKCIIEPTHOM
OpraHHU3aIMECH.

43. DxcnepTh3a U3MEHEHH, BHOCUMBIX B PETMCTPALIMOHHOE JI0ChE,
OCYLIECTBJISIETCS HA MEAUIIMHCKOE U3JENINE B IEPUOA IEHCTBHSI PErUCTPALIMOHHOTO
YAOCTOBEPEHUS. 3AsIBUTEIb MMOAAEPKUBAET AKTYyAIbBHOCTh HOPMATUBHOI'O JOKYMEHTA
10 Ka4Y€CTBY, MTPEACTABICHHOIO B PETUCTPALIMOHHOM J10CHE ITyTEM CBOECBPEMEHHOTO
BHECEHUS U3MEHEHHI B HETO.

44. 3meHeHUs KIacCU(UIUPYIOTCS B COOTBETCTBUU C MIEPEYHEM BUJIOB
WU3MEHEHNW, BHOCUMBIX B PETUCTPALIMOHHOE JOCHE MEIULIMHCKOIO U3JEIHUS B IIEPUOL
JNENCTBUS PETUCTPALMOHHOTO YOCTOBEPEHUS COTIIACHO MPUJIOKEHUIO 14 K HACTOSIIHUM
[IpaBunam. MI3MeHeHUs, HE BKIIOUCHHBIE B YKa3aHHBIN IEPEUYEHb, MOJIEKAT HOBOM
pEerucTpanuuu B COOTBETCTBUU ¢ HacTosAmuMHy [IpaBunamu.

45. 3asBUTENB B TEUEHHUE IBYX MECSILIEB NIOCIIE YTBEPKIECHUS BHOCUMBIX
WU3MEHEHUN MPOU3BOAUTENEM NOJAET 3asBJICHUE HA TPOBEAECHUE DKCIIEPTU3bI
MEIMIMHCKOTO U3JENUA 1o popMe corfiacHO mpuiiokeHuto 1 k Hacrosmum [IpaBunam.

46. K 3asB1eHUIO O BHECEHNH U3MEHEHUHN B PETUCTPALMOHHOE 10CHE
MEAMLMHCKOTO U3JENNS IPUIIAratoTcsl TOKYMEHTBI U MaTepHUalibl, HEOOXOAUMBIE /115
BHECEHUS U3MEHEHHM, COTJIaCHO MEPEYHIO BUJIOB N3MEHEHU M, BHOCUMBIX B
PErUCTPALMOHHOE 10ChE MEAULIMHCKOTO U3/IEINs B IEPUO] JECUCTBUSA
PErUCTPAIMOHHOTO YAOCTOBEPEHUS COTJIACHO MPUJIOKEHUIO 14 K HacTOAILIUM
[IpaBuiam.
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47. I'ocynapCTBEHHAs SKCIIEPTHAS] OPTaHU3AIMsI HA OCHOBAHUU PE3YJIbTATOB
AKCTIEPTU3BI COCTABIISIET SKCIIEPTHBIN OTUET CIEIUATM3NPOBAHHOM SKCTIEPTU3HI O
BJIUSTHUY BHOCUMBIX U3MEHEHUH B PETUCTPAIMOHHOE JOChE Ha 0€30MaCHOCTh, KAYECTBO
1 3G HEeKTUBHOCTh MEUIIMHCKOTO U3/ENHS 0 (hOpME COTTaCHO MPHIIOKEHUIO § K
HacTosiuM [IpaBuiiaM, TOAMMMCAHHBIA PYKOBOJIUTEIEM CTPYKTYPHOTO MTOAPA3ICICHHUS
Y DKCIIEPTOM, TTPOBOUBIIIUM IKCIICPTHU3Y.

48. [Ipon3BOAUTEND WM YIIOJTHOMOYEHHBIN MPEICTABUTEND TPOU3BOINUTENS
MEIULMHCKOIO U3/I€TUs B TEUEHUE IBYX MECSLIEB BHOCUT U3MEHEHUS B
pPEruCTpallMOHHOE JIOChE HA OCHOBAHUHM MOHUTOPUHTA O€30MaCHOCTH MTPOBOJIMMOTIO B
COOTBETCTBHUH C MOPSAIKOM MpoBeACHUS (papMaKkoHaA30pa U MOHUTOPHUHTA
0e30MacHOCTH, KauecTBa U 3P(HEKTUBHOCTH MEIUIIMHCKUX U3CIIUNA, YTBEPKIAEMOTO
YIOJIHOMOYEHHBIM OPTaHOM COTJIaCHO MYHKTY 3 crathu 85 Konekca.

49. Ilpn sKcnepTU3e MEAUIMHCKUX U3EIUN, TPOU3BOIAMMBIX IIPOU3BOAUTEISAMHA
Pecny6nuku Kazaxcran Ha ocHOBe nepeHoca (Tpancdepa) mpou3BOICTBEHHBIX U
TEXHOJIOTUYECKUX MPOLECCOB K PETUCTPALIMOHHOMY JIOCHE JOTOJHUTEIBHO
IIPEAOCTABIISAIOTCS CIEAYIOIIUE JOKYMEHTHI:

1) BBITIMCKA U3 TOTOBOpPA WJIA COTJIANIICHUE MEXK]Ty OT€UYECTBEHHBIM
MIPOU3BOIMUTENIEM U 3apyOEIKHBIM ITPOU3BOTUTENIEM O MTEPEHOCE MPON3BOICTBEHHBIX U
TEXHOJIOTUYECKHUX TIPOIIECCOB C TIPABOM Iepeavu TEXHUISCKON TOKYMEHTAIIUN B
pamkax TpaHcdepa;

2) OTYET IO pe3yJibTaTaM MPOBEJACHHOTO TpaHCchepa, BKIIOYAIOIIET0 OMUCAHNE
3TanoB TpaHcdepa, nepeueHb HeOOXOAMMOTO MPOU3BOJCTBEHHOTO 000PY/I0BAHUS;

3) NpOTOKOJ TECTOBOTO 3aMycka 000pyA0BaHUs MPUHUMAIOIIECH U JTaroIIeit
CTOPOHBI;

4) maHHBIE 1O YKOJIOTHIECKON 0€30MMacHOCTH (BOMPOCHI OXPAHBI 37J0POBBS U
OKpY>Karollen cpesin);
5) nepeyeHb HAMMEHOBAHUM JOKYMEHTOB I10 TEXHOJOTHH ITPOU3BOJICTBA,

CTaHJAPTHBIM ONEPALMOHHBIM IPOLIEAYpPaM, PyKOBOACTBO IO KAYECTBY;

6) OTYETHI KIMHUYECKUX U TIOKIIMHUYECKUX UCCIEIOBAHUN MEIUITMHCKUX
U3JIeINI; KITMHUKO-T1a00paTOPHBIX UCTIBITAHUN TEepEatonieil CTOPOHBL;

7) OTYETHI TOKCUKOJIOTHUECKHUX, ITATOJIOTHICCKHUX, OMOJIOTHICCKHUX U JIP
WCTIBITAHUH MEPEAAIOIIECH CTOPOHBI.
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[Ipu nonHOM nepeHoce (TpaHcdepe) NpOUu3BOJCTBEHHBIX U TEXHOJIOTHYECKHUX
IPOLIECCOB JIOKAJIbHBIM MPOU3BOIUTENb 00ECIIEUNBAET MTOJIHOE COOTBETCTBUE YCIOBHI
IIPOU3BOJICTBA U CUCTEMBI 00ECIIEUEHUs KaueCTBa Ha MPOU3BOACTBEHHOM IIJIOIIAJIKE B
PecnyOnmke KazaxcTa ycinoBusM MpOU3BOJICTBA U CUCTEME OOECTIeUeHHUs KauecTBa
POU3BOJICTBEHHOM ITomaaku BHe Kazaxcrana.

50. YCKOPGHHaH JKCIICPTHU3a MCOAUITMHCKHUX I/IB,IICJII/Iﬁ OCYHICCTBIIACTCA B CIIyYasiax:

1) mpenoTBpaIeHus Ype3BbIYaWHbBIX CUTYaIlui, BOSHUKHOBEHHS U YCTpaHEHUS
MOCJIEICTBUIN AMUJIEMUH, TAHAEMUN UHPEKIIMOHHBIX 3a00JI€BaHU;

2) Npou3BOACTBA MEIUIIMHCKUX MU3ACIIUN B YCIOBUSIX, COOTBETCTBYIOLIUX
tpeboBanusim cranaapta [ISO (MCO) 13485:2016 u cepTudunupoBaHHBIX
MEXTyHapOIHBIMU HOTU(DUITMPOBAHHBIMU OpPraHaMU, aKKPEAUTOBAHHBIMU
roCy1apCTBEHHBIMH OPraHaMU 10 aKKPEIUTAIWH, BXOISIIUMH B COCTAaB YWICHOB
Mexnaynaponnoro ¢popyma no akkpenuranuu (IAF) v 3akmi0unBIIMX cOrIalieHue ¢
YIOJHOMOYEHHBIM opranoM PecryOnnku Kazaxcran B 001acTu 31paBoOXpaHEHNs;

3) HanmUuus TOKyMEeHTa HOTU(UIIMPOBAHHOTO OpraHa O MOJIHOM COOTBETCTBUU
MIPOU3BOJICTBA MEIUIIMHCKOTO U3JIENHUS U CUCTEMBI KOHTPOJISI KAYE€CTBA MPOAYKIINU
TpeboBanusaM JupektuB EBporneiickoit KOMUCCUU TTO MEIUITMHCKUM U3CITHSIM.

I'naBa 6. Cpoxu npoBeieHUs IKCIEPTU3BI MEAUIUHCKOT0 U31eJIUsA

51. Cpoku npoBeAeHUs IKCTIEPTU3BI MEAUIIMHCKOTO HU3ACIUS COCTABIISIOT:

1) mpu 3kcnepTH3e MEAUIIMHCKOTO U3/1eus Kiacca | u kiacca 2a B CpOKH, HE
IPEBBIIAIOIINE AEBIHOCTA KaJEHIAPHBIX THEH, B TOM UHUCIIE:

HavabHas dKCIepPTH3a (BaJIUIALMS PETUCTPAIIMOHHOTO JI0ChE) - ACCATh
KaJICHIAPHBIX JHEW;

CHeUaIu3upoBaHHas SKCIEPTH3a - COPOK KaJeHAAPHBIX THEN (B TOM YHUCIeE,
NOATBEPKACHUE AyTEHTUYHOCTH WUJIU NIEPEBOJT HA Ka3aXCKUH SI3bIK MAPKHUPOBKH
MaKeTOB YIIaKOBOK, Y TUKETOK, CTUKEPOB, MHCTPYKIIMH 110 MEAULIUHCKOMY
IPUMEHEHUIO, B TEUEHUE IECATH KAJICHIaPHBIX JHEN);

Ha60paTOpHBIC HUCHIBITAHUS - TPUANATh KaJICHAAPHBIX I[Heﬁ;

(dhopmupoBaHUe 3aKIIIOUEHUST 0 0€30MaCHOCTH, KauecTBe U 3 (PEKTUBHOCTH -
JECATh KAUICHIAPHBIX THEW;



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 10.07.2020

. aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 28.08.2020

o ik G N [ 1Z))Talnogx—n,lﬁ KIgHTpoanmﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 10.07.2020
ecryOmukn Kazaxcra B 2JIEKTPOHHOM BHJIE TlaTa ckaunBanus 28.08.2020

2) mpu PKCMEPTU3E METUITMHCKOTO U3/1eNus Kiacca 20 (C TOBBIIEHHON CTETICHBIO
pucKa) 1 kiacca 3 (C BBICOKOM CTENEHbIO PUCKA) - B CPOKH, HE MPEBBIIIAIONIUE CTa
HIECTUIECATH KaJleHAApHBIX JHEH, B TOM YHUCIIE:

HavyajabHas SKCIepTU3a (BaIUAAMs PETUCTPALIMOHHOTO JOChE) - IBA/ILATH
KaJICHJapHbBIX JTHEH;

CIICIIUAJIN3UPOBAHHAA IKCIICPTHU3a - CCMBACCAT KAJICHIAPHBIX ,IIHGI?I (B TOM 4HCIJIC,
IMOATBCPKACHNUC aYTCHTUYHOCTHU HJIM IICPCBO Ha Ka3aXCKHUH SI3BIK MapKHPOBKHU
MAaKCTOB YIIAKOBOK, 9THKCTOK, CTUKCPOB, HHCTPYKIHKHU 110 MCIUIIHNHCKOMY
IIPUMCHCHUIO, B TCUCHUC JCCATH KAJICHAAPHBIX lIHCfI);

Ha60paTOpHI>IC HNCIIBITAHUS - ICCTHACCAT KAJICHAAPHBIX ,Z[Heﬁ;

dhopmMupoBaHUE 3aKIIOUYCHHUS 0 0€30MaCHOCTH, KauecTBe U 3 (DEKTUBHOCTH -
JIECSATh KaJIEHAPHbBIX JHEW;

3) BHECEHHE U3MEHEHUI B PETHCTPALIMOHHOE JOChE MEAUIIMHCKOTO u3aenus (0e3
IPOBECHUS TaOOPATOPHBIX UCIIBITAHUIN) B CPOKH, HE IIPEBBILIAIOIINE HIECTUECATH
KQJICH/IAPHBIX JTHEH, B TOM YHCIIE:

HavajbHas dKCIepTU3a (BaIUAAIMS PETUCTPALIMOHHOTO A0ChE) - IECATh
KaJICHIAPHBIX JHEMH;

CHEeNUAIM3UPOBAHHAS SKCIIEPTU3A - COPOK KAJICHIAPHBIX THEH (B TOM UYHUCIIE,
NOATBEPKACHUE ayTEHTUYHOCTH WM MIEPEBOJ HA KAa3aXCKUN SI3bIK MAPKUPOBKH
MaKETOB YIaKOBOK, dTUKETOK, CTUKEPOB, UHCTPYKIIMH MO MEAUITTHCKOMY
NPUMEHEHUIO, B TEUYCHHUE IECATH KAJICHIAPHBIX JHEH);

dhopMupoBaHUE 3aKIIOYCHHUS 0 0€30IaCHOCTH, KauecTBe U 3 (HEKTUBHOCTH -
JIECATh KaJICHIapHBIX JTHEH.

4) BHEeCeHHE U3MEHEHUH TuIa [ B perucTpaimoHHOe 10Che MEAUITUHCKOTO
u3zienus (C mMpoBeACHUEM JTA00PATOPHBIX UCIIBITAHUI) B CPOKH, HE TPEBHITIAIONTHE
BOCBMU/JIECITU KaJICHIAPHBIX JHEW, B TOM YHUCJIE:

HavajbHas dKCIepTU3a (BaTHIAMS PETUCTPALIMOHHOTO A0ChE) - IECATh
KaJICHIAPHBIX JHEW;
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CHENUAIM3UPOBAHHAS SKCIIEPTU3A - COPOK KAJICHIAPHBIX THEH (B TOM YHUCIIE,
MOATBEPKACHUE ayTEHTUYHOCTH WM TIEPEBO Ha Ka3aXCKUM SI3bIK MAPKUPOBKU
MAaKETOB YaKOBOK, 3TUKETOK, CTUKEPOB, UHCTPYKIIMH MO MEAUIITHCKOMY
NPUMEHEHUIO, B TEUCHHUE IECATH KaJICHIaPHBIX JHEH);

Ha60paTOpHBI€ HUCIIBITAHUSA - ABAAIATh KAJICHAAPHBIX IlHGfI;

dhopmMupoBaHUE 3aKIIOUYCHHUS 0 0€30IaCHOCTH, KauecTBe U 3 (HEKTUBHOCTH -
JECATh KaJ€HIAPHBIX JHEH;

5) aKcrepTH3a MEIUIMHCKOTO U3/1enus (He TpeOyoUX NpoBeAeHUS
1a00paTOPHBIX UCTIBITAHUI HE3aBUCUMO OT KJIACCa) OCYILECTBIISIETCA B CPOKH, HE
IPEBBIIAIOIINE AEBIHOCTA KaJEHIAPHBIX THEH, B TOM UHUCIIE:

HavajbHas dKCIepTU3a (BaIUAAIMS PETUCTPALIMOHHOTO A0ChE) - IECATh
KQJICHIAPHBIX JTHEW;

CrIcOaJIn3npPOBaAHHAA SKCIICPTHU3A - CCMBACCAT KAJICHAAPHBIX I{Heﬁ;

(dhopmMupoBaHUe 3aKIIOUCHUS 0 0€30MaCHOCTH, KauecTBe U 3 (PEKTUBHOCTH -
JECATh KAUICHIAPHBIX JTHEU.

6) yCKOpEHHasl KCIIepTH3a I 3apyOe:KHBIX TIPOU3BOIUTEICH METUIIMHCKUX
U3JIeJIUIA OCYIIECTBIISCTCS B CPOKH, HE TIPEBBIIIAIONINE IBAAIATH pabOUuX JTHEH;

7) yCKOpEHHasl KCIIepTH3a METUIIMHCKUX U3JIeTTNA OTEYECTBEHHBIX
MPOU3BOJIUTENEH OCYIIECTBISIETCS B CPOK, HE MPEBBIIIAIONIUN MATH pab0YnX THEH.

52. B cpoku npoBEAEHHUS IKCHEPTU3BI MEAULIMHCKOTO U3AEIUS HE BXOMT:
1) Bpemsi BOCIIOTHEHUSI HEKOMITJIEKTHOCTH PETUCTPALIMOHHOTO JIOCHE;

2) BpeMmsi IpeJ0CTaBICHUE 3asIBUTENIEM IOKYMEHTOB U MaTE€pPUaJIOB IO 3apocy
IIPU IPOBEAECHUU IKCIEPTHU3bI B YCTAHOBJIECHHBIE CPOKHU;

3) Bpems OATOTOBKH U OLIEHKH YCIOBUW IMPOU3BOJICTBA;
4) coryiacoBaHHE 3asIBUTEJIEM UTOTOBBIX JJOKYMEHTOB;

5) opranu3auus ¥ IpoBeAeHUE DKCIIEPTHOTO COBETA.
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[Ipunoxenue 1
K [IpaBriiam npoBeneHus
AKCHEPTU3BI MEAULIUHCKOTO U3EIHS

dopma

3asiBjieHHe HA MPOBeeHH e IKCIEPTU3bI MEeIUIIMHCKOT0 U31eaus

1. Tun nponenypst Perucrpanus
[lepeperucrparust

Buecenune usmeneHui

2. CBeJleHHsl 0 PETHCTPALMOHHOM YI0CTOBEPEHHH (IIPU TI€PEPETH- Ne perucTpamoHHOTO YAOCTOBEpPEHNUS BBIIAHHOTO B Peciry6-
CTpalliX U BHECCHUH M3MEHEHUH B PETHCTPAalHOHHOE JOChE) nke KazaxcraH ¢ ykazaHueM JaThl BbIJAYM U CPOKa Aeii-
CTBHUS

1. ToproBoe HanMeHOBaHUE Ha Kazax-
CKOM
SI3BIKE

Ha pyc-
CKOM

S3BIKE

2. HomenknatypHsiit ko ['mob6anbHO HOMEHKIATYPBI MEAUIIMHCKIX H3/ICITHIA

(TIpu HATTHYUH)

3. Kon Homenknatypbl MemuunHCKuX u3znennii Pecnyonuku Kazaxcran

4. O061acTh MEIUIIMHCKOTO IPUMEHEHHS Ha Kazax-
CKOM
SI3BIKE

Ha pyc-
CKOM
SI3BIKE

5. Ha3nauenue Ha Ka3ax-
CKOM
SI3BIKE

Ha pyc-
CKOM
SI3BIKE

6. Tun meauiuHCKOM M3aeIMH (HE0OX0IMMOE yKa3aThb) 3aKkpbl- 000CHOBaHHUE OT MPOU3BOAUTENS (YKa3aTh
Tas cU- CTpaHUILy PETUCTPAIIIOHHOTO 10ChE)
cTeMa:
Jla
Her

7. KpaTkas TexHHueckas XxapakTepucTHKa (IpH HAJIWYUH IPOTrpaMM- Ha Ka3ax-
HOro 00ecreueHus! BKII0YAI0TCsl AaHHbIE IPOrPaMMHOro obecreue- CKOM
HUS) SI3BIKE

Ha pyc-
CKOM
SI3BIKE

8. Kracc B 3aBUCHMOCTH OT CTEIEHH MOTCHIIMATBHOTO PUCKA PUMEHeHus (Heo0Xo0- Kracc 1 - ¢ HU3KO# CTEeNeHbI0 prCcKa
JTUMOE OTMETHUTBD)

Kracc 2a - co cpeneit cTeneHbio pucka
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Kitacc 20 - ¢ HOBBIIICHHO! CTETICHBIO PUCKA

Kiacc 3 - ¢ BBICOKOI CTENEHBIO pHCKA

9. MenuuuHckoe u3zenue sBasiercst (HeoOX0MMOe OTMETHUTBD) CpencTBo n3MepeHus
CrepuipHOE
banx
MenunuHckoe uzaenue 1 in vitro (IVD) nua-
THOCTHKH
Hab6op (xoMuiexT)
Armmapar
IMpuGop
O6opynoBaHue
10. B cocTaBe umeeTcst 1eKapCTBEHHOE CPECTBO Ja
Her
10.1 | BapuaHTBI HCTIOTHEHHS
1. HaumenoBanue BapuanTa ucnonsenus 1, 2, 3.....
11. Kommuiekramnust MEAUIIMHCKOTO U3ENUS K BApUAHTY HCIIOTHEHHS
Ne HanmeHnoBaHue BapuaHTa UCIIOIHEHUS | Monens IMpousBoaurens Crpana
1. OCHOBHOI1 010K (TIpU HAJTMYMK)
2. [puHauiexxHOCTH (TTPY HATUYHN)
3. JlonoHUTENbHbIE KOMIUIEKTYIOMUE (TIPU HAJTUYHH)
4. [IporpammuoOe obecnieyeHne (TIpH HAJTUYUH)
5. PacxoaHble MaTepHalsl (IpH HATUYUK)
12. YnakoBka
Ne HaumenoBanue BapranTa UCIIOTHEHHUSA 2. . .. Monenn [IpousBoautens Crpana
1. OcHOBHOI1 610K (TIpH HATTMYHN)
2. [punaiexxHoCTH (TP HATHYHN)
3. JlonomHuTeNbHbIE KOMIUICKTYOIUE (TIPU HAJTHYHH)
4. IIporpammuoe obecnieueHne (MPH HATUYUH)
5. Pacxoaubie MaTepuanbl (MPU HATAYNH)
12. YnakoBka
Ne Bun (nepBuuHast uim BTOpUYHAs) Hanmenosanne Pas- O0b- | Komnuectso eaunuy B yna- | Kparkoe omu-
Mep eM KOBKE caHue
1. [lepBuunas
2. Bropuunas
3 I'pynmoBast (npu Hamm4Inm)
13. | Cpok xpaneHus KOJIMYECTBO MECSLIEB/TIET
[apaHTHIHBINA CPOK IKCILTyaTallMU NPHOOPOB/ anmapaToB/o00py- | KOJIMYECTBO MECSIECB/JIET
JIOBaHUH
14. | YcrnoBus TpaHCIIOPTHPOBAHUS
15. | YcnoBus xpaneHust
16. | Perucrpanus B cTpaHe-npOU3BOIUTENE U APYTUX CTPAHAX

Hazpanue CTpaHbI

Jlara BbI1aun Cpok pmeiicTBust
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Ne peructpanioHHOTo
yznocToBepeHus (yKkasbl-
BaeTcs IPH HAIIMYNN)

17. | IIpomsBoacTBo [lonHOCTHIO HA TaHHOM IPOU3BOJICTBE
YacTu4yHO Ha JAHHOM IIPOU3BOACTBE
[TonHOCTBIO HA IPYTrOM MPOU3BOJCTBE
18. | Ilpou3BoauTeab MEAUIIMHCKOTO U3ACIHUS ¥ y4aCTOK NPOU3BOACTBA (BKIIIOYAs YYACTKH IPOU3BOICTBA JII00OT0 KOMIIOHEHTa, KOTOPBIN
SIBJIACTCS YaCThIO MEIULIMHCKOTO M3/IeIIHs )
Ne Tun npousBoauTens HaumeHnoBanue, Ne, nata u IOpu- | dak- Tene- Damunus, Ddamums,
ctpana 1,2 (Ha CPOK Jei- quue- | Tuye- | Qow, HUMs, OT4e- HUMsl, OT4e-
Ka3axCKoM, pyc- | cTBHA pas- CKHM ckuit | ¢axec, cTBO (TIpU cTBO (TIpH
CKOM, aHTJIHH- pemmTenb- aapec | ag- e- €ro HaJlu- €ro HaJlu-
CKOM SI3BIKaX) HOTO JIOKY- pec mail YHH), YHH), TOJIK-
MeHTa JIOJDKHOCTB | HOCTB KOH-
PYKOBOIH- TaKTHOTO
TeNns JMLa
1. IIpousBoaurens
2. YT0IHOMOYEHHBII MIPEACTaBUTEh
npousBoautens B PecmyOunke Ka-
3axcTaH
3. KoHTakTHBIE 1aHHBIE YIIOJTHOMOYEH-
HOT0 JIUIIA 10 MOHUTOPHHTY HeOa-
TONPUATHBIX COOBITHI (MHLIU/ICH-
TOB) Ha TeppuTOpHH PecrryOiuku
Kazaxcran
4. [IpousBoacTBEHHAS TUIONIA KA
5 3asBuUTEND JlaHHble 110
JIOBEPEHHO-
CTH
19. | Ne perucTpaiOHHOTO yA0OCTOBEpEHHs BbIAaHHOTO B Pecriybmuke Kazaxcran ( pu mpouieHHH CPOKa ISHCTBHS PErHCTPAIMOHHOTO
yIIOCTOBEPEHMS)
20. | M3meHeHust, BHOCHMBIE B PETHCTPALMOHHOE 0ChE (3AMOJIHSAIOTCS IIPU THIIE 3asBKH — BHECEHNUE U3MEHEHMH) (yKa3aTb BHOCHMBIE U3Me-
HEHUs)
Ne Penaxiust 1o BHeCeHUs] U3MEHEHUI Bnocumble u3mMeHeHust
21. JlaHHBIE 110 OTOBOPY Ha MIPOBEJCHUE IKCIIEPTUIBI
1. Ne norosopa
2. Jara 3axioueHus
3. Cpoxk neictBust
22. CyOBeKT, OCYIECTBIISIONINI OIIaTy 3a MPOBEICHUE SKCIEPTHU3bI
1. HaunMeHoBaHUE IOPHIMYECKOTO JIUIA
2. Crpana
3. HOpunuyeckuii anpec
4. dakTHueckuil agpec
5. Damunus, UMs, OTYECTBO (IIPU HATUYHH)
6. Tenedon
7. Paxc
8. DIEeKTPOHHBIN aJpec
9. BusHec-uneHTH(UKAMOHHBI HOMEp
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10. WHauBuyanbHbIi nIeHTH(OUKAMOHHBIH HOMEp
11. bank
12. PacuerHsrit cueT
13. BamtoTHsbIit cuetT
14. Kox
15. BaHKOBCKMIT HICHTH(HUKAIMOHHBIN KOJ

3asBUTEb:

[apanTHpyr0: IOCTOBEPHOCTH HH(MOPMAIINH, a[IeKBATHOCTh MIEPEBOIOB METOIMK KOHTPOJIS KAYECTBA, IKCILUTYaTAIIMOHHOTO JOKYMEHTa, HH-
CTPYKLMH [0 MEJULIUHCKOMY ITPUMEHEHHIO MEUIIMHCKOTO U3/ICNNs , TIPE/ICTaBICHHE 10 Havalla Jab0paTOPHBIX UCTIBITAHUN 00Pa3LOB MeIu-
LIUHCKOTO M3/IeNUs , CTAaHJapTHBIE 00pas3Ibl B KOJMYECTBAX, JOCTATOYHBIX JIsl TPEXKPATHOTO aHAIIN3a, CIIe(pUIecKUue peareHThl, pacxo-
HBIC MaTEPHAIIbL, IPIMEHSIEMbIC ITPU IIPOBEICHUN HCIBITAHUH (B HCKIIIOYATEIBHBIX CITyYasX M Ha YCIOBHAX BO3BPATa), a TAKXKE UX COOTBET-
CTBHE HOPMAaTUBHBIM JOKYMEHTaM, IIPEJICTABICHHBIM Ha SKCIIEPTH3Y.

O0s3yI0Ch OCYIIECTBIIATH NOCTABKY MEIHUIIMHCKOTO M3aeius B PecyOnuky KazaxcraH, COOTBETCTBYIOIIHE TPeOOBAHUSIM, YKa3aHHBIM B PETH-
CTPAIMOHHOM JIOChE, M COMPOBOXKAATH MEAUIIMHCKOE M3/Ie/IHe HHCTPYKIUCH 110 MEAUIIHHCKOMY NPUMEHEHUI0/ PYKOBOACTBOM I10 KCILTyaTa-
LIUH Ha TOCY/IapPCTBEHHOM U PYCCKOM SI3bIKaX, C COOIIOJICHUEM JOCTOBEPHOCTH U ayTEHTUYHOCTH TIEPEBOJIOB.

FapaHTI/Ipyro COXpaHEHUE 0e30MacHOCTH U KayecTBa MCEIUIWHCKOI'O U3JCJIUA B TCUCHHUC BCEIO CPOKaA UCIIOJIb30BaHUs, ITPU CO6J’[}0}1€HI/II/I
yCJ'IOBPIfI TPAaHCIIOPTHUPOBAHUS U XPAaHCHHS B COOTBETCTBUU C TpeGOBaHI/ISIMI/I 3aBOJa-IIPOU3BOAUTEIIS.

O06s13y10Cch co00ImaTh 000 BceX M3MEHEHUAX B PETUCTPAILIIOHHOE JI0ChE, a TAK)XKE IPEICTABIATH 3asBICHIE M MaTEPUaIIb IIPH 00HAPYKEHUH
OOOYHBIX BO3/ICHCTBHN IPH IPUMEHEHHN MEANIIMHCKOTO U3/IENNS , paHee He YKa3aHHBIX B HHCTPYKIMH 1O MEAUIITHCKOMY NPUMEHCHHUIO
MEIUIIMHCKOTO U3/IeIIHs /PyKOBOCTBE MO IKCILTyaTaA[K MEUIIUHCKOTO U3/IEIusI.

Jlara
®damMunusi, UMsl, 0TYECTBO (TP HATTHYHH)
3asBUTENS

IMoanucek, neyaTs (pH HATUYUH)

[Ipumeuanue:

* JlanHas ¢opMa 3asBICHUS IPEIOCTABIISAETCS TAK)KE TIPH MPOIICHUN CPOKa
JNENUCTBUS PETUCTPALIMOHHOTO YI0CTOBEPEHHUS, BBIIABAEMOI0 YIIOJTHOMOUYECHHBIM
opraHoM B o0nacTu 311paBooxpaneHus: Pecnyonuku Kazaxctan B COOTBETCTBUU C
[IpaBunamu rocy1apCTBEHHOM PETUCTPALUN, IEPEPETUCTPALINU U BHECEHUS] U3MEHEHU N
B PETUCTPALMOHHOE J10ChE JIEKAPCTBEHHOT'O CPEICTBA UM MEJULIMHCKOTO U3EIIHNS,
YTBEPKIEHHBIMU TIprKa3oM MuHucTpa 3apaBooxpanenus Peciyonmku Kazaxcran ot
18 Hos16pst 2009 roga Ne 735 (3apeructpupoBaH B PeecTpe rocymapcTBeHHON
perucTpaiuyu HOpMaTUBHBIX MPABOBBIX aKTOB MO Ne 5935) u npu U3MEHEHUSIX,
BHOCUMBIX B PETUCTPALIMOHHOE JTOCHE.

Crpana BBoguTCs 1o equnomy kinaccudukaropy 'K PK UCO 3166

HaumeHoBaHMe Ha aHTIIMICKOM sI3BbIKE 00SI3aTENIbHO [T 3apyOeKHBIX
IPEAIIPUATUI
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[Ipunoxenue 2
K [IpaBriiam npoBeneHus
AKCHEPTU3BI MEAULIUHCKOTO U3EIHS

HepequL AOKYMEHTOB PEruiCTpaliMOHHOI0 10Ch€ AJd IKCIEPTU3bI MEAUIIMHCKOTO

usaenus *
Ne HanmvenoBanue noxymeHTa Kmace | Kmace | Kmace | Kmace | Me- IIpu-
n/n 1 2a 26 3 Iu- Meda-
ILMH- HHe
cKoe
usjie-
e
1St
nna-
THO-
CTUKH
in
vitro
(IVD)
(ne3a-
BUCH-
MO OT
Kiac-
ca mo-
TeH-
nu-
aJlb-
HOTO
pucka
pH-
MeHe-
HUS)
1 2 3 4 5 6 7 8
1. JIOKYMEHT, y10CTOBEpAIOLIMI PErHCTPaLUIO B CTPaHe [IPOU3BOAUTENE + + + + + B co-
WM IPOU3BOJCTBEHHOM IIOIagKe (PETUCTPALIMOHHOE YA0CTOBEPE- OTBET-
uue, Ceprudukar ceoboaHoi npoaaxu (FreeSale), Ceprudukar na CTBHUHA
9KCIOPT) C AyTEHTUYHBIM IIEPEBOJOM Ha PYCCKHH A3BIK, 3aBEPEHHBIN c
HOTapHaJIbHO (32 UCKIIOYEHHEM MEAUIMHCKUX U3/ICuUi, BIIepBbIe MPo- MEX-
usBesieHHbIX B Pecrry6muke Kazaxcran) JyHa-
poa-
HBIMHI
HOD-
MaMu
3aBe-
pe-
HUSA
50131
HOp-
MaMu
3aBe-
pe-
HHSA




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 10.07.2020

. aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 28.08.2020

- = Ciii ?Tanogm,lﬁ Kﬁ)mponbmﬂﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 10.07.2020
ecryOmukn Kazaxcra B 2JIEKTPOHHOM BHJIE TlaTa ckaunBanus 28.08.2020

ycra-
HOB-
JIeH-
HBIMHU
B Pec-
my0-
JIMKE
Ka-
3ax-
cTaH
dop-
Mar:
PDF

2. Kormus pa3pemmuTensHOro J0KyMeHTa Ha IIpaBo MPOM3BOJCTBA B CTpa- + + + + + B co-
HE-TIPOM3BOUTENE (IIPU HATMYMH) C IPUIIOKEHUEM C Ay TEHTUUHBIM OTBET-
HEPEBOJIOM Ha PYCCKUIL A3BIK CTBUH

MEX-
JlyHa-
pox-
HBIMHU
HOP-
MaMH
3aBe-
pe-
HHUS
WIH
HOp-
MaM#
3aBe-
pe-
HHUS
ycra-
HOB-
JIeH-
HBIMH
B Pec-
ny6-
JTUKE

3ax-
CTaH

¢op-
Mart:
PDF

3. [lepeueHb JOKYMEHTOB, YOCTOBEPSIOIINX PETUCTPALIUIO B APYTHX + + + + + 3aBe-
CTpaHax ¢ yKa3aHHEM HOMepa U J1aThl BeIIaud (P HAJIMYHMH) C ayTEH- psier-
TUYHBIM [IEPEBOJIOM Ha PYCCKHH SI3BIK cs
po-
U3BO-
JiTe-
neM
wim
ero
yros-
HOMO-
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YeH-
HBIM
npen-
CTaBH-

JIEM
dop-
Mart:
PDF

Komuu cepridukaToB Ha CHCTEMY MEHEKMEHTa Ka4eCTBa MPOU3BO/IH-
tens meauuuHckux uszaenuit [ISO 13485, GMP nubo cooTBeTcTBYIO-
LIMH perHOHaIbHBIN MM HAIMOHATIBHBIA CTaHIAPT) C Ay TCHTHYHBIM
MIEPEBOZOM Ha PYCCKHH SI3BIK

(kpo-
Me
cre-
pHIIB-
HBIX)

(xpo-
Mme
cre-
pHIIB-
HBIX)

3aBe-
psiet-
cst
po-
H3BO-
uTe-
eM
WA
ero
yIod-
HOMO-
YeH-
HBIM
npea-
CTaBU-
Te-
eM
dop-
Mar:
PDF

Jlekinapanus o CoOOTBETCTBUU TpeboBaHUsIM 0e30macHOCTH U 3P dek-
TUBHOCTU MEIULIUHCKOTO U3/eJIHsl UM SKBUBAIECHTHBIA JOKYMEHT
(TIpH HaJIMYXK) ¢ AyTeHTHYHBIM [ePeBOJOM Ha PYCCKHUM SI3BIK

3aBe-
psier-
cs
mpo-
U3BO-
uTe-
eM
WK
ero
yIoJ-
HOMO-
yeH-
HBEIM
npej-
CTaBU-
Te-
JIeM
dop-
Mar:
PDF

JIoKyMeHT, TOATBEP)KAAIOMINI KJIacC B 3aBUCMMOCTH OT CTEIIEHH I10-
TEHIHAJILHOTO pUCcKa NpuMeHeHus (Jleknapanus COOTBETCTBHS; UCh-
MO-000CHOBaHHUE OT IIPOU3BOJUTEIIS) C AyTEHTUYHBIM IIEPEBOJIOM Ha
PYCCKHH SI3BIK

3aBe-
psiet-
cs
po-
H3BO-
UTe-
1eM
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I
€ro
yIoJ-
HOMO-
YECH-
HBIM
npen-
CTaBHu-
TE-
JIeEM
dop-
Mart:
PDF

7. JlaHHBIE O JIGKAPCTBEHHBIX CPEICTBAX B COCTABE MEIUIIMHCKOTO U3/Ie- - + + + - 3aBe-
nus (COCTaB JICKAPCTBEHHOTO CPEICTBA, KOJIMUYECTBO, IAaHHBIE O COBME- psiet-
CTHMOCTH JIEKAPCTBEHHOTO CPEACTBA C MEAUIIMHCKUM U3/ETHEM, JIOKY- cs
MEHT, TOTBEP)KIAIONIMI Ka4eCTBO JICKAPCTBEHHOT'O BEIIECTBA) C npo-
AyTEHTHUYHBIM TIEPEBOIOM Ha PYCCKH S3bIK U3BO-
uTe-
em
WIn
ero
yIoJ-
HOMO-
yeH-
HBEIM
npen-
CTaBU-

JIEM
op-
Mart:
PDF

8. Otuet (IPOTOKOJ) TOKCHKOJIOTHYECKUX U THTUCHUUECKHUX UCTIBITAHUN + + + + - 3aBe-
C ayTEeHTHYHBIM TIEPEBOIOM Ha PYCCKHIA SI3bIK PE3YJILTATOB U BBIBOJIOB psiet-
UCTIBITAHUH JUTSI MEJIMIIMHCKOTO M3/ICINS U KOMIUICKTYIOIIUX KOHTAK- cst
THPYIOIIUX CO CIU3MCTON MITH C KOKHBIM TIOKPOBOM mpo-
H3BO-
ZmTe-
JaeM
W
ero
yIon-
HOMO-
YeH-
HBIM
npen-
CTaBU-
Te-
JaeM
dop-
Mar:
PDF

9. OTyeT (IIPOTOKOJI) O TEXHUUECKUX HCIBITAHUSX C ayTEHTUYHBIM IIepe- + + + + + 3aBe-
BOJIOM Ha PYCCKHUI1 A3bIK PE3yJIbTAaTOB M BBIBOJOB UCIBITAHUI pseT-
cs
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10.07.2020
28.08.2020

po-
HU3BO-
JIUTE-
JIeM
UIn
ero
yIoJ-
HOMO-
YCH-
HBIM
npej-
CTaBHU-
TC-
JIEM
dop-
Mart:
PDF

10.

OTueT UCTIBITaHNH Ha CHENU(UYHOCTh  YyBCTBUTEIBHOCTh ME/IUIIMH-
CKOTO M3/1eNns Ha3HadeHus [y in vitro (IVD) auarHocTuky, B TOM
YHCIIe BXOALINX B KOMIUICKTALMIO MEAUIIMHCKOTO U3/ICIUS IS in
vitro (IVD) AuarHoCTHKH 3aKpHITOTO THIIA

3aBe-
pset-
cs
npo-
U3BO-
uTe-
eM
WIn
ero
yIoJ-
HOMO-
yeH-
HBIM
npen-
CTaBU-
Te-
JIeM
dop-
Mart:
PDF

11.

Otuet 00 UCCNe0BaHHUSIX CTAOMIBHOCTH, 000CHOBBIBAIOIIHIA CPOK Xpa-
HeHus (UL MeAHIIMHCKIX H3CTHUiA, B TOM YHCIIC BXOSIINX B COCTaB
CTEPHIIBHBIX KOMILIEKTYIOIMX ), C Ay TEHTHYHBIM [1EPEBOJIOM Ha PycC-
CKHI SI3bIK PE3yJIbTATOB U BBIBOJIOB MCIIBITAHHI

3aBe-
psiet-
co
po-
W3BO-
uTe-
1eM
WA
ero
yroJs-
HOMO-
qeH-
HBIM
npea-
CTaBH-

JIeM
dop-
Mart:
PDF




e.zZarn

KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK

AKTLIepAiH STATOHIbI OaKblIay OaHKI

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

DTaJOHHBIN KOHTpOHBHBIﬁ GaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB

Penakumsnay kyHi
Cakray KyHi

Jlara penakuuu
JlaTa ckauMBaHHS

10.07.2020
28.08.2020
10.07.2020
28.08.2020

12.

Ortuer 06 HCCIEeTO0BAaHUAX CTAOUIIBHOCTH HA PEareHThl U PACXOMHBIN
MaTepHua BXOAIMUX B KOMIUIEKTALlHIO MEUIIMHCKOTO U3/eIus A1 in
vitro (IVD) quarHocTHKM 3aKpbITOrO THIIA
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JlaHHbIE O KIMHUYECKUX (KJIMHUKO-1a00paTOPHbIX) UCIBITAHUSX (HC-
CIIE/IOBaHUSX) C AyTEHTHYHBIM [IEPEBOJIOM Ha PYCCKUIl A3BIK pe3yIbTa-
TOB U BBIBOJIOB UCIBITAHHI UM UMEIOMIUECs KIMHIIECKUE JaHHBIC
(TprMeHeHHUe, OT3bIBbI, HAYYHBIC TyOIMKAIIN)
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14.

Nubpopmanyis 0 MOHUTOPHHTE HEOIArOMPUSITHBIX M HEXXENATEIbHBIX
coObITHH (MH(pOpMaLUs HEe MPEAOCTABISETCS I BHOB pa3paboTaH-
HBIX U CIIPOCKTHPOBAHHBIX MEANUIIMHCKOTO U3/IEITHS) C 8y TCHTHYHBIM
MepeBOJIOM Ha PYCCKUil A3BIK:

1) crMCOK HeXeNnaTeNbHBIX COOBITUI/HECUACTHBIX CIIy4aeB, CBS3aHHBIX
C MCIOJIBb30BAHUEM U3/ICNNS, U YKa3aHUE MEPUOia COOBITHIT,

2) KpaTKie 0030pbI MO KaXKIOMY M3 THIIOB COOBITHII U yKa3aTh o01iee
KOJIMYECTBO COOBITUII KQXKI0I0 THIIA, O KOTOPBIX MOCTYNAIN OTYEThI
(11pu HaJTMYKMU OOJIBIIIOTO KOJINYECTBA);

3) cHMCOK OTO3BAHHBIX MEAUIMHCKUX U3/ENUIl W/UIIN MOSCHUTENILHBIX
YBEJIOMJIEHHH C NIPE0CTAaBIEHUEM aHAIHN3a KOPPEKTUPYIOIUX Aei-
CTBUI1 M IPHHATBIX Mepax
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¢op-
Mar.
PDF

15.

HopmaTuBHBIIN TOKYMEHT: CTaHAAPT MEXK/IyHApOIHBINA, HAITHOHAIBHBII
WM OpraHu3alri (TEXHUIECKHE YCIOBHS, Crieln(UKALUSI METOI0B
KOHTPOJISi TOTOBOTO MPOJYKTA) C Ay TEHTHYHBIM [IEPEBOJOM Ha pyc-
CKUI1 3bIK CHEHU(PHUKALNHI U METOIUK HCIIBITAHUI
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16.

Hupopmanust o nporpaMMHOM obecriedeHuH (P ero HaTMYMH): pe-
3yJbTaThl BAIUAALMHE IPOIPAMMHOI0 00€CIIeUeHus], JaHHbIE O €ro Be-
pruUKaUU U NePBHYHO 3KCIIEPTU3HL, B TOM YHCIIE HHPOPMALUH O
ero pa3paboTke U TECTHPOBAHUM HA IPEAIPUATUH U IIPH MyIbTUIICH-
TPOBBIX UCCIEIOBAHUAX, TaHHBIX 00 HICHTHGHKALNN U MAPKUPOBKE
ONepalioHHON CUCTEMBI.
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17.

CrpaBka ¢ OmMcaHueM 001acTy MPUMEHEHMS, HA3HAYCHHUS, KPATKOM
XapaKTePUCTHKH METHLIMHCKOTO H3/ICIHsI, BAPUAHTAMH HCIIOJHECHHS U
KOMIUICKTYoIMMH (110 popme)
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PDF,
DOC,
Excel

18.

OKCITyaTallHOHHBIH JOKYMEHT METULIUHCKOTO U3/IEIMs, yTBEPKIEH-
HBIH B CTpaHE-NPOM3BOIUTENIE C AyTEHTUUHBIM N1EPEBOJIOM Ha Ka3ax-
CKUIl U pYyCCKHUH SA3BIKK
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I/IHCprKI_[I/ISI 110 NPUMEHEHUIO MEITUITUHCKOI'O U3JCIINs, YTBECPIKACHHAs
B CTPaHE-IIPOU3BOJUTEIIC C AYTECHTUYHBIM IIEPEBOJOM Ha pyCCKI/Iﬁ
SI3BIK
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20.

[IpoekT HHCTPYKLIUH 110 MEJUIIMHCKOMY IPUMEHEHUIO MEIUIITHCKOTO
H3JIeNUsl Ha Ka3aXCKOM U PYCCKOM SI3bIKax
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21.

OO6pa3ubl METUIMHCKOTO W3IETHS
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22.

CranapTHble 00pa3ib! (IpH yKa3aHUM 00 UX NPUMEHEHUH B HOpMa-
TUBHOM JJOKYMEHTE)

23.

Fpa(bnquKoe I/I306pa)KCHI/I€ SApJIbIKa Ha MEAUIUHCKOC U3/ICIINe
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24.

Onucanue ynakoBku MeauimHekoro usaenus (Mupopmanms o6 ymna-
KOBKE, BKJIIOYasI, TIEPBUYHYIO, BTOPUYHYIO, TPYIIIIOBYIO, TPAHCIIOPT-
HYIO, IPOMEXKYTOUHYIO YIIAaKOBKH; IIPEI0CTABUTh HHPOPMAIHIO (Ha-
HpUMep, MaTeprall, CocTaB, pasMep) JJOKyMeHTBI, periiaMeHTHPYO-
II{e Ka4eCTBO YIIAKOBOYHBIX MATEPUATIOB MEIUIIMHCKOTO H3ICITHs
(crierukalms KauecTBa, cepTU(UKAT aHAIHM3a HA TIEPBUYHYIO yIia-
KOBKY) C ayTCHTUYHBIM IIEPEBOZIOM Ha PYCCKHIA A3BIK
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Mart:
PDF

25.

®oto (oToOpaXkaeT BHEIIHUI BUJI H3AEIHSI, KOMIUIEKTYOIINX, PACXO/I-
HBIX MaTepUaoB)
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26.

LIBeTHBIE MaKETHI YIIAKOBOK M 3THKETOK (TIEpBUYHAS, BTOPHYIHAS U
/¥iM, TPYMIOBasi YIaKOBKH) OT MPOU3BOAUTENS (IPEIOCTABISETCS B
pa3BepHYTOM BHJE).

HpI/I HaJU4YMH OOJILLIOrO KOJUYECTBA THUIIOPa3MEPOB, LIBETOBOM Tr'aM-
MBI JOITyCKaeTCs NMPEeAOCTaBJICHUE TUIIOBOI'O MaKE€Ta Ha O/IUH U3 pa3Mme-
POB, IBET (B CJIydac €CJIM MaKeThbl PIL[CHTI/I‘-IHLI)
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27.

ITpoekT TekcTa MakeTa YIaKOBKHU, ITUKETKH, CTUKEpa MEUI[HHCKOTO
M3JEIHSL Ha Ka3aXCKOM M PYCCKOM SI3BIKax (B ciIydae GOJBIIOTO KOJIH-
YeCTBa THIIOPa3MEPOB, [BETOBON FaMMBI JIOIYCKACTCS yTBEPIKACHUE
OJTHOTO MaKeTa C UCIOIb30BaHHEM ab0peBUaTyphl)
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28.

Kormus perucrpanuonHoro ynocroepenus B Pecriyoinke Kazaxcran
(TIpu IepepeTucTpaiy 1 BHECEHUN H3MEHEHUI)

¢op-
Mart:
PDF

29.

[TuceMo — 000CHOBaHHE O THIIE MEMIIMHCKOTO M3/eus (OTKpBITast
WM 3aKPBITasi CUCTEMA) C ayTEHTHYHBIM MEPEBOZIOM Ha PYCCKHUH S3BIK
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30.

JlanHble 0 GuooruuecKoit 6e30macHOCTH (IIPU HATMYMU) C Ay TEHTHY-
HBIM IIEPEBOIOM Ha PYCCKHUIA SI3bIK
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31.

JlaHHbIE 0 poLIENYPe CTEPUIIM3ALMH, BKIIOYast HHHOPMALHIO O Iep-
BHUYHOU 3KCIIEPTH3bI IIPOLIECCa, Pe3yJIbTaThl TECTUPOBAHMUS Ha COZlEp-
YKaHUE MUKPOOPIaHU3MOB (CTEIIEHb OMOJIOTHYECKOI Harpy3KH), MUpo-
TeHHOCTH, CTEPHIIBHOCTH (IIPH HEOOXOANMOCTH) € YKa3aHHEM METO/I0B
MIPOBEICHUS UCTIBITAHUN U JaHHbBIC O IEPBHYHOM IKCTIEPTH3BI YIIAKOB-
KU C ayTEHTHYHBIM [IEPEBOIOM Ha PYCCKHUH A3BIK.
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32.

CBezieHusI 0 IPOU3BOUTENE: HANMEHOBAHNE, B IEATEIIBHOCTH, IOPU-
JIMYeCKHid aapec, hopmMa cCOOCTBEHHOCTH, TIEPEUCHb MOAPA3ACICHUI U
JIOYEPHUX KOMITaHUH ¢ YKa3aHUEM HX CTaTyca U IOJTHOMOYHUH ¢ ayTeH-
TUYHBIM [IEPEBOJIOM Ha PYCCKHH SI3BIK
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33.

Hupopmanust o pazpaboTke 1 IPOM3BOJICTBE: CXEMBbI IPOLIECCOB MPO-
M3BOJCTBA, OCHOBHBIX CTaJUH NPOM3BOJCTBA, YIIAKOBKHU, UCIIBITAHUH 1
HPOLIEYPHI BBITYyCKa KOHCYHOTO IIPOJYKTa C ayTCHTUYHBIM IIePeBO-
JIOM Ha PYCCKHI SI3bIK
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34.

Onwuck TOKyMEHTOB PETUCTPAI[IOHHOTO 0ChE

¢op-
Mart:
PDF

35.

Ilepeuens cTaHnapTOB, KOTOPBIM COOTBETCTBYET MEHLIMHCKOE U31E-
nve (¢ yKa3aHHEM CBEICHHH O HHX) C Ay TCHTHYHBIM IIEPEBOIOM Ha
PYCCKHI SI3BIK
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36.

[Tnan cO6opa 1 aHanu3a JaHHBIX MO 0€30MacHOCTH U 3P (HEKTHBHOCTH
MEAULUHCKOrO U3JEUs Ha IOCTPErHCTPALHIOHHOM HEPHO/IE C ayTeH-
THUYHBIM [1EPEBOJIOM Ha PYCCKUI A3BIK
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37.

Otuer 00 aHaNIM3€ PUCKOB C ayTEHTUYHBIM IIEPEBOAOM Ha PYCCKUI
SI3BIK
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38.

Wudopmanus 0 MapkeTHHTe (MCTOPHS MIPU YCIIOBUU OOPAIICHHS ME/TH-

LUHCKOTO U3/IeNus Ha phIHKe Oostee 2 eT) (P HATHYUH)
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39.

BapI/IaHTBI HUCIIOJIHCHU A
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CocrapieHue CripaBKy Ha MEIUIIMHCKOE u3aenne **
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Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 10.07.2020
AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi 28.08.2020

e‘ i [ = | [ ¥ | DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB Jlata penakuun 10.07.2020
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE TlaTa ckaunBanus 28.08.2020

ITporpammHuoe obec-
ne4eHue (Ipy HalH-
YHH)

[Tpumeuanue:

* JlaHHBIN TIEpEeYeHb MPEJOCTABIIAETCS TAK)Ke MPU MPOJICHUH CPOKa JEHCTBUS
PETUCTPAIMOHHOTO YAOCTOBEPEHUS, BBIJIaBAEMOT0 YIIOJTHOMOYEHHBIM OPraHOM B
obnactu 3apaBooxpanenus Pecryonuku Kazaxcran B cootBercTBuu ¢ [IpaBunamu
roCyJIapCTBEHHOM perrucTpaluu, nepeperucTpaluy 1 BHECEHUS U3MEHEHUH B
PETUCTPALIMOHHOE JTIOChE JIEKAPCTBEHHOT'O CPEJICTBA UJIM MEAULUHCKOTO U3JIEIIHS,
YTBEPKJIEHHBIMU TIpHKa3zoM MuHucTpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot
18 Hos0pst 2009 roma Ne 735 (3apeructpupoBan B PeecTpe rocyaapcTBeHHOU
perucTpanuy HOpMaTUBHBIX MTPABOBBIX aKTOB Mo Ne 5935).
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[Ipunoxenue 3
K [IpaBriiam npoBeneHus
AKCHEPTU3BI MEAULIUHCKOTO U3EIHS

Cranaapr rocyiapcTBeHHOM yCJIOyru

«Bbi1aua 3aKjI104eHUus 0 0€30MaACHOCTH, KayecTBe U 3PPEeKTUBHOCTH

JJEKAPCTBCHHBIX CPEACTB U MEAUIIUHCKHUX 1/13z1e.111/1171»

1 HaumenoBanue ycnyrona- PecnybnukaHcKoe rocy1apcTBEHHOE TPEIPUITHE Ha MTPpaBe X03IHCTBEHHOTo BeieHus « Hannonans-
Telst HBIH LIEHTP SKCIEPTH3bI JIEKAPCTBEHHBIX CPEJICTB, MEAMIIMHCKUX U3/ienuii» Komurera KOHTpoIs Kade-
cTBa U 0E30MaCHOCTH TOBApOB M YCIyr MuUHHUCTEpCTBa 3ApaBooxpaHenus PecyOnuku Kaszaxcran (na-
JIee — yCIIyro/IaTelib)
2 Croco0s! mpeocTaBiie- 3) yciryroaarens;

HUS TOCYAapCTBEHHON

4) BeO-1OpTaN «dJICKTPOHHOTO MPAaBUTEIbCTBAY WWW.gov.kz (nanee - mopran).

yCIIyTu

3 Ceenenust 06 ycayromony- | Pusnyeckue U IOPUAXYESCKUE JIHLA (aNIee - yCIYrOnoIyYaTeb)
qaTene

4 Cpok oKkazaHHs rocynap- JUISL JIEKApPCTBEHHBIX CPEJICTB!

CTBEHHOH yCIIyTH

HPH OCYJAPCTBEHHON perucTparuu — He 6osee 210 (ABYyXCOT eCsITH) KaJeHIapHbIX JHEH;
IIPY TOCYJapCTBEHHON epeperucTpanuy — He 6osee 120 (cta qBaanaTi) KaleHIapHBIX JHEH;

[P BHECCHHUHU U3MCHEHHI B PETUCTPAIIMOHHOE 10Che THIIA IA — He 6onee 30 (TpuanaTi) KaaeHIapHBIX
JTHEH;

[IpY BHECCHUH W3MEHEHHH B perucTpaironHoe nocke tuna Ib u tuna Il ¢ nposeneHnemM 1abopaTtopHbIX
ucnbiTaHuii — He 6osee 90 (neBsiHOCTA) KaJleHAAPHBIX THEH;

NIPY BHECCHUH N3MEHEHHH B perucTpaironHoe nocke tumna Ib u tuna 11 6e3 mpoBenenus maboparop-
HBIX UCIIBITaHUH — He Ooee 60 (mecTuaecaTH) KaJeHIapHbIX THEH;

Ha IPOBEJEHHE YCKOPEHHOM 3KCIEePTH3bI JIEKAPCTBEHHOTO cpeAcTBa — He Ooiee 120 (cta gBaauary) Ka-
JeHJApHBIX JAHEHl.

TIIS. MEAMIIMHCKUX M3CITHI:

[IPY TOCYJAPCTBEHHOW PErucTpann, epeperucTpairu kiacca | u kiacca 2a, TpeOyOIHUX MPOBEICHUS
n1abopaToOpHBIX UCTbITaHUN — He Oosnee 90 (eBsiHOCTA) KaleHIAPHBIX JAHEH;

HPH TOCYJAPCTBEHHON PEruCTpaly, IIepeperucTpaluu kiuacca 20 (C MOBBILICHHOH CTENEHbI0 PUCKa) U
Ki1acca 3 (¢ BBICOKOH CTENEHbI0 PUCKa), TPEOYIOLIMX IPOBEACHH s Ta00paTOPHBIX HCIbITaHUH — He 60-
nee 160 (cTa mecTuaecsITH) KaleHAapHBIX JHEH;

HPH TOCYIapCTBEHHON PErHCTPaLiy, IIEPEPErHCTPALIMN METUIITHCKOTO H3/IeIIHsl, He TPeOYyoLIero npo-
BeJICHHS JTabOpaTOPHBIX HCIIBITAHUIT HE3aBUCUMO OT Ki1acca — He 6oiiee 90 (1eBSIHOCTA) KaJTeHAaPHBIX
JTHEH;

IPH BHECCHUU U3MECHEHUI B PErUCTPALIMOHHOE 10Che (6e3 mpoBeeH s 1ab0paTOPHbIX HCIBITAHUIH) —
He 6oxee 60 (IIeCTUAECATH) KaleHIAPHBIX JIHEH;

NPY BHECCHHH M3MEHEHUI B PErUCTPAILIMOHHOE TOChE (C MPOBEICHUEM JIa00PATOPHBIX HCIBITAHUI) —
He 6onee 80 (BOCBMU/IECITH) KaJICHIAPHBIX JTHEIH;

[IPU YCKOPEHHOI#t sKcnepTuse — He 6onee 20 (qBaaaTi) KaleHIapHbIX JTHEH;
MakcuManbHO JI0IyCTUMOE BpEMS OXKMIAHMS [UIS CIauy AKeTa JIOKYMEHTOB - 15 MUHYT;
MaxkcuMalibHO IOMYCTHMOE BpeMst 00CIyKHUBaHUs yciryronony4darens — 30 MUHYT.

VY CnoBHs IPUOCTAHOBIICHHS OKA3aHHsl YCIYTH:

B CPOKHU ITPOBEACHUS IKCIICPTU3BI JICKAPCTBEHHOI'O CPEACTBA, MEAULIMHCKOT'O U3CJINS HE BXOAAT CPO-
Ku:
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S)npenocrapieHus yCIyronojydaTeneM JOKYMEHTOB U MaTepHaIoB 110 3a1pocy Ha JI000M U3 ITAIoB
9KCIIEPTU3bI U UX PACCMOTPEHHE YCIyToJaTeseM;

6)0pI‘aHI/I33HI/II/I 1 IPOBEJICHUS OLICHKU yCJ'IOBI/Iﬁ IIPpOU3BOACTBA;
7)OpI‘aHI/I3aHI/II/I 1 IPOBEACHUS 3KCHepTHOI‘0 COBCTA,

8)COI‘J’IaCOBaHI/I}I YCIYTOIIOJIYy49aTeJIEM UTOIOBbIX JOKYMCHTOB.

5 ®dopma okazaHUSA TOCyaAP-
CTBEHHOH YCIIyTH

DIneKTpoHHas (YaCTUYHO aBTOMAaTH3UPOBAaHHAS)/ OyMaxHas

6 Pesynbrat okazanus rocy-
JIapCTBEHHOH YCIIyTH

Ji1s1 TeKapCTBEHHBIX CPEJCTB:

Brinaua 3aximoueHns 0 6e30macHOCTH, KauecTBe 1 AP PEeKTHBHOCTH JICKAPCTBEHHBIX CPEICTB 10 Hop-
MaM coryiacHo npuioxenusiM 14, 15 k TIpaBuiaM nmpoBeieHUs SKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB,
1160 MOTHBUPOBAHHBIH OTBET 00 OTKa3e B OKa3aHWH IOCYAapCTBEHHOMN yCIIyrH B CIIy4asX U 10 OCHOBA-
HHSIM, TIPEIYCMOTPEHHBIM MMyHKTOM 10 HAacTOSIIET0 CTaHAapTa TOCYAAPCTBEHHOM YCIyTH.

dopma BbIJava pe3ysibTaTa OKa3aHHs TOCYIapCTBEHHOM YCIIYTH: QJIEKTPOHHAS
VYcoBue BbIIauu pe3yiibTaTta OKa3aHUs TOCY1apCTBEHHOM YCITyTH:

Uepes yciayrogarens

JIns MEIMIIMHCKUX WU3ICITUH:

Briaua 3akimoueHus o 6€30MacHOCTH, KayecTBe M AP PEKTHBHOCTH MEIUIIMHCKUX U3eNHi 10 popmam
cornacHo npuitoxenusM 11, 12 k [IpaBuiaM npoBeaeHHs SKCIIEPTH3bI MEAUIIMHCKUX H3IEITHA, TH00
MOTHBHPOBAHHBIN OTBET 00 OTKa3€ B OKa3aHWH TOCYAAaPCTBEHHOH YCIIYTH B CIIy4asX U 110 OCHOBAHHSIM,
IIPeAyCMOTPEHHBIM IYHKTOM 10 HacTOSIIIEro cTaHgapTa rocy1apCTBEHHOH yCIyTH.

dopma BbIJava pe3ysbTaTa OKa3aHUs FOCYIapCTBEHHOM YCIyru: OyMakHas.
YcnoBue BblJaun pes3yibTaTa OKa3aHHs FOCyJapCTBEHHON YCIIyTH:

Uepes ycayroaarens

YcnoBue XpaHeHusl yCiryrojarelieM HeBOCTPeOOBAaHHBIX B CPOK JIOKYMEHTOB:

[Ipu He 0OpamIeHNH yCITyronoy4aTess 3a pe3yIbTaTOM rOCYAapCTBEHHON YCIYTH B YKa3aHHBIH CPOK,
ycIyroaaTens o0ecrieynBaeT XpaHeHUE 3aKIIIOUCHHS O 0€30I1aCHOCTH, KauecTBe 1 A(H(HEKTUBHOCTH Jie-
KapCTBEHHBIX CPE/ICTB M MEAUIMHCKUX u3aenuii B Teuerue 180 (cTa BOChbMUIECATH) KaJCHIAPHBIX JHEH

7 Pa3mep omutatsl, B3umae-
MO ¢ yCITyronomayvarens
IIPU OKa3aHUM rocyaap-
CTBEHHOH YCIIYTH, H CIIO-
coOBI €€ B3UMAaHUs B CIIy-
Yasx, MpeIyCMOTPEHHBIX
3aKOHOIAaTEILCTBOM Pec-
ny6nuku Kazaxcran

Ormara, B3UMaeMas ¢ yCIyTOIOIydaTeNs IPH OKa3aHUK FOCyIapCTBEHHOH YCIyTH, yCTaHABINBACTCA B
COOTBETCTBHH C IPEICKYpaHTOM yCIIyrofaTelis, yTBepKICHHBIM IIPHKa30M MHUHHCTpa 3ApaBoOXpaHe-
Hust Pecniy6nuku Kaszaxcran ot 31 aBrycra 2017 roma Ne 671 «O0 ycTaHOBJICHUH IICH HA YCIIYTH, pea-
JHM3yeMble CyObeKTOM ToCyAapCTBEHHOI MOHOIIOIMI» (3aperucTpupoBaH B Peectpe rocynapcTBeHHOM
pErucTpanuu HOPMAaTHBHBIX NPaBOBBIX akTOB Pecry6muku Kazaxcran 3a Ne 16002) u ocymecTpisercs
B Oe3HAIMYHOH (hopMe Ha PaCUETHBIH CUET yCIyrogaTens

8 I'paduk pabotsl yciayrona-
Teunst

1) ycnyroaarens — ¢ HoHeJeabHUKA 110 TTHUILLY, ¢ 9.00 10 17-00 yacos ¢ nepepbiBoM Ha 06ex ¢ 13.00
110 14.00 yacoB, KpoMe BBIXOIHBIX U Mpa3IHUYHBIX JHEH cornacHo TpynoBomy kKojekcy PecryOnuku
Kazaxcran ot 23 HOs16pst 2015 rona (nanee — TpynoBoit Kozekc).

2) noprasia — KpyriIoCyTOYHO, 32 HCKITIOYCHHUEM TEXHUYECKHX NEPEPHIBOB B CBSI3H C IPOBEICHUEM pe-
MOHTHBIX paboT (IpH 0OpaIEHUH YCIIyTONOIyYaTelis OCIe OKOHYAHUS paboyero BpeMeHH, B BBIXO/I-
HBIE U TIpa3IHUYHbIE JHU COTJIACHO TpPyJ0BOMY KOJEKCY NMPHUEM 3asBJICHUS U Bbllaua pe3ysbTaTa OKa3a-
HUS TOCY/IApPCTBEHHOH YCIIYTH OCYLIECTBIISSTCS CIISYIOIUM PadOUHM JTHEM).

YcnoBue OGCJ’Iy)KI/IBaHI/Iﬂ yciyrogarejaem:

I'ocynapcTBenHas ycayra OkasblBaeTCs B OPsIKE ouepesiu, 6e3 mpeBapuTeIbHOM 3anucu, 6e3 ycKo-
PEHHOTO 00CITYKUBAHHS.

Anpeca MeCT OKa3aHHs TOCYAAPCTBEHHOM YCIyTH pa3MEIICHBI Ha:
3) uHTepHET-pecypce yciyroaarens - www.ndda.kz;

4) noprane www.egov.kz

9 [lepeueHb TOKYMEHTOB
HEOOXOAUMBIX JIJIs OKa3a-

K yCIIyToJaTelto:
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HHS TOCYIapCTBEHHOM
ycIyru

1) 3asBIICHNE HA IPOBEJICHNE SKCIIEPTU3BI JIEKAPCTBEHHOI'O CPEACTBA MO (POPME COTIIACHO MPUIIOKCHUIO
1 x [IpaBuiam npoBeieHNS SKCIIEPTHU3bI JIEKAPCTBECHHBIX CPE/ICTB, 3asIBJIICHHE HA POBE/ICHNUE SKCIEPTU-
3bI MEJJMIIMHCKOTO M3/ICJINS Ha SJIEKTPOHHOM HocHUTele o Gopme coriacHo npuioxkenuro 1 k [Ipasu-
JIaM TIPOBEICHUS IKCTIEPTH3BI METUIITHCKIX H3/ICIHIA;

2) perucTpanuoHHOe JOChe JIeKapCTBEHHOTO CPEICTBA, COAeprKalliee MaTepHalIbl 1 JOKyMEHTHI 110 (hop-
Me COTJIACHO MPUIIOkKeHHIO 2 K ITpaBuiaM IpoBeJieHUst SKCIIEPTH3bI JTeKAPCTBEHHBIX CPEACTB JUIS TIPO-
usBoaurenei PecryOunku Kaszaxcran uimu B popmare OOIero TeXHUIECKOro J0KyMeHTa 1o popme co-
TJIACHO NPUIIOKeHHIO 3 K [IpaBriaM IpoBeeHHs SKCIIEPTU3bI JICKAPCTBEHHBIX CPEICTB, PETUCTPAIINOH-
HOE Z0Che MEJUIMHCKOTO U3/IENHsI Ha JJIEKTPOHHOM HOCHTEIIE, COACPIKAIee MAaTePHAIIbI H JJOKYMEHTHI
o opMe COrIacHO MPUIIOKEHHIO 2 K ITpaBHiIaM MpoBeJeHHUs IKCIIEPTH3bI MEAHIIMHCKUX H3ISINIH;

3) 00pa3iibl ICKAPCTBEHHBIX CPEACTB, MEANLIMHCKUX U3CTHi (32 HCKITIOYCHUEM MEIMIIUHCKUX H3/1e-
JIMH, ABJISIFOLIMXCSI aniapaTtaMu, npudopamu, 060pyI0BaHHEM), CTaHIAPTHBIC 00Pa31bl XUMHYECKHX Be-
IIECTB, CTAHaPTHbIE 0Opa3Ibl OHOJIOrHYECKHX IPENapaToB, TECT-IITAMMbI MUKPOOPTaHH3MOB, KYJIb-
TYp KJIETOK, CIICHU(UISCKUX PEareHTOB, PACXOAHBIX MATEPUATIOB, HEOOXOIUMBIX JUIS BOCIIPOU3BOAUMO-
CTH METOIHK JTab0paTOPHBIX UCIIBITAHUI B KOJINYECTBAX, JOCTATOUHBIX LTS TPEXKPATHBIX J1aGopaTop-
HBIX HCIBITAHMI C OCTATOYHBIM CPOKOM TOHOCTH HE MEHEE LICCTH MECSLCB (3a HCKITIOUCHHEM CITyda-
€B, HE TPEOYIOIIHX MPOBEICHNUS J1JaA0OPaTOPHBIX UCIBITAHHUN);

4) KOITNIO JOKYMEHTA, IOATBEPKAAIOMICTO OIUIATy YCIYToIoJydaTe/ieM CyYMMBI I ITPOBEACHUS OKC-
TIIEPTU3LI.

Ha rnopTrai:

5) 3asiBIICHUE B YJICKTPOHHOM BHJIE Ha IIPOBEACHHUE IKCIICPTU3BI JICKAPCTBEHHOTO CPeCTBa 10 hopme
corsacHo npuioxkenuio 1 x [IpaBunam npoBeaeHus SKCIEPTH3bI JISKAPCTBEHHBIX CPEIICTB, HA ITPOBE/IE-
HHE SKCNEPTU3bl MEJAULMHCKOTO U3/1enus 1o (popme cornacHo npunoxenuto 1 k Ipasuiam nposene-
HHS 9KCIIEPTU3bl MEAULIMHCKUX U3IENU;

6) 3JIEKTPOHHYIO KOIIHIO PETUCTPALIOHHOTO JI0ChE JIEKAPCTBEHHOT'O CPEJICTBA, COJIEPIKaIllee MaTepPHAIIBI
Y JOKYMEHTBI 110 ()OpMe COTIacHO NpHiIoxkeHHo 2 k [IpaBuiaM npoBeeH s SKCIIEePTH3bI JISKAPCTBEH-
HBIX CPE/CTB Juisl npousBoauTeneit PecnyOnuku Kasaxcran nnu B popmate OOLIEro TEXHHYECKOTO J0-
KyMeHTa 110 (opme cornacHo npuioxenuto 3 k [IpaBuiam npoBeaeHust SKCIIEPTH3bI JIEKAPCTBEHHBIX
CPEZCTB, AIIEKTPOHHYIO KOIHIO PErUCTPALMOHHOTO J0ChE MEIMIIUHCKOTO M3/IENIUs COTJIACHO MPHUIIOKE-
Huro 2 k [IpaBuiaM npoBeeHNs SKCIIEPTH3bI MEAUIIMHCKIX H3/ICITHIA;

7) 00Opas3iibl JISKAPCTBEHHBIX CPEICTB, MEANIIMHCKUX U3/ICNHUIA, CTaHIAPTHBIC 00pa3Libl, CieHU(pUICCKIe
peareHThbl, pacXoIHbIe MaTepUaIbl, HEOOXOIUMBIE ISl BOCIIPOM3BOJMMOCTH METOAUK JIa00OPaTOPHBIX
WCTIBITAaHWH, 3asBUTENb TipenocTaBisieT B Llentp oOcnyxuBanus 3assureneit (nanee - [{O3) ycnyromare-
JI5 B KOJIMYECTBAX, JOCTATOYHBIX JUISl TPEXKPATHBIX MCTIBITAHUH C OCTATOYHBIM CPOKOM TOJHOCTH HE Me-
Hee LIeCTH MecsLeB (3a HCKIIIOYEHHEM CITy4aeB, He TPEOYIOIMX MPOBeIeHNs JIaO0PaTOPHBIX UCIIBITA-
HUR);

8) 3JIEKTPOHHYIO KOIUIO JJOKyMEHTA, IOTBEPKIAIOIIETO OILIATY YCIYTONOIyYaTeIeM CyMMBI JUIS IIPO-
BEJICHUSI DKCIIEPTHU3BI.

CBelleHus 0 IOKyMEHTE, yIOCTOBEPSIONIEM JMYHOCTh, O TOCYAaPCTBEHHOMN perucrpaunt (nepeperi-
CTpALMHU) IOPUMYECKOTO JIULA, CBUAETENBCTBA O TOCYAAPCTBEHHON PErUCTPALMH YCIIyTONoyyaTelis B
Ka4ecTBE MHMBUAYAILHOTO NPEANPUHUMATEIS, COJIepIKaIlIecs B TOCYJapCTBEHHBIX HHPOPMAIINOH-
HBIX CHCTEMaX, YCIyrOaTelb [OIy4aeT U3 COOTBETCTBYIOIIMX rOCYIapPCTBEHHBIX HH(POPMAIOHHBIX
CHCTEM Yepe3 IIITI03 «3JIEKTPOHHOTO IPABUTEIHCTBAY.

VYceayromnony4arespb JaeT cOrjiacHe Ha UCTIOIb30BaHNUE CBEJCHHH, COCTABIISIOIINX OXPAHAEMYIO 3aKO0-
HOM TaiiHy, COJIepKaluXcsi B MHGOPMAIIMOHHBIX CUCTEMaX, IIPU OKa3aHUH I'OCYIapCTBEHHBIX YCIYT, €C-
JI MHOE He MPeAyCMOTpeHo 3akoHamu Pecry6nuku Kazaxcran.

HO}ITBep)K)IeHHeM TIPUHATHA 3asBJICHUS Ha 6yMa)KHOM HOCHUTEIJIC ABJIIETCSA OTMETKA Ha €ro KOIIUU O pe-
TucTpanvu B ]_lO?) yciayroaareis ¢ yKasaHUEM JaTbl U BDEMEHU IIpUEMa IakeTa JOKYMEHTOB.

OcHoBaHu I OTKa3a B

OKa3aHHUH TOCYJapCTBEH-

HOM YCITyTH, YCTaHOBJIECH-
HBIE 3aKOHO/IaTeJILCTBOM

Pecnyonuku Kazaxcran

1) ycTaHOBIIEHHE HEOCTOBEPHOCTH JJOKYMEHTOB, IIPE/ICTABICHHBIX YCIIyTONOIydaTeIeM JUIs ToTyde-
HUSI TOCYIapCTBEHHOH YCIIYTH, U (WIN) JaHHBIX (CBEACHHH), COAEPIKALINXCS B HUX;

2) HECOOTBETCTBHE YCIIYTONOIydaTeN s U (HIX) IPeICTABICHHBIX MAaTePHAIOB, 0OBEKTOB, JAHHBIX H CBE-
JeHUi, HeoOOXOMMMBIX A OKa3aHHA FOCYIapCTBEHHOH yCIyry, TpeboBaHUsM [1paBui mpoBeeH s IKC-
NEPTHU3bI JEKAPCTBEHHBIX CPEICTB U MEAMLIMHCKUX U3/IENIHUM;
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3) B OTHOLIEHMH YCIIyrOMNOJy4aTelIsi UMEeTCsl BCTYNUBIIEE B 3aKOHHYIO CHILy pelieHue (IIpuroBop) cyna
0 3alpeIleHUH AeSTeIbHOCTU MIIN OTAENbHBIX BUIOB JEATEIbHOCTU, TPEOYIOLIMX ITOYUeHHUs OIpeie-
JICHHOH TOCyJapCTBEHHOH YCIIyTH;

4) B OTHOILIICHHH YCIyTrONOJIy4aTeNss MMEETCsl BCTYIHUBILEE B 3aKOHHYIO CHITY pelLIeHHe Cy/a, Ha OCHOBa-
HHHU KOTOPOTO YCIYTOIOIy4aTelb JIMIIEH CHEeHAIBHOTO MPpaBa, CBS3aHHOTO C MOJIy4eHHEeM ToCyaap-
CTBEHHOH YCIIyTH.

5) B citydasx NpeJICTaBICHHs YCIyronoilyJaTe/IeM HEMOJHOro aKeTa JOKyMEHTOB COINIaCHO NEPEUHIO,
HpeyCMOTPEHHOMY ITYHKTOM 8 HACTOSILIEro CTaHAapTa rocyJapCTBEHHON YCIyTH, U (WJIH) JOKYMEH-
TOB C HCTEKIIUM CPOKOM JEHCTBHS YCIyTroJaTe b OTKAa3bIBAa€T B IPHEME 3asBICHUSL.

11

Wuble TpeOoBaHus ¢ yue-
TOM OCOOEHHOCTEH OKa3a-
HUS TOCYAapCTBEHHOM
yCIyru

Venyronony4arens 3aKIF09AET C yCIYTOAATENEM JOrOBOP Ha MPOBEICHHUE SKCIICPTH3BI H IPOH3BOIUT
OIIaTy B COOTBETCTBHH C MPEHCKYPAHTOM, YTBEPXKACHHBIM NMPHKa30M MHUHHCTpA 3ApaBOOXPaHEHHS
Pecnyomuku Kazaxcran ot 31 aBrycra 2017 roga Ne 671 « OO ycTaHOBJICHUH IICH Ha YCIIYTH, pean3ye-
MbIe CyOBEKTOM rOCYAapCTBEHHOM MOHOMONUMY (3aperucTpUpOBaH B PeecTpe rocynapcTBeHHOM peru-
CTpaIMU HOPMATUBHBIX MPAaBOBBIX akTOB Pecry6mukn Kazaxcran 3a Ne 16002).

TTomrHOMOUNS MIpecTaBUTEINS YCIYTONOIydaTens 0(hOPMIISIOTCS B COOTBETCTBUH C IPAKIAHCKUM 3aKO-
HozaTenbcTBOM PecryOnmku Kazaxcran.

Jlnist monmy4eHus TOCyAapCTBEHHOM YCIyTrH Yepe3 moprai Heooxoaumo Hammyre DT

VYenyronony4aresp noiaydaeT HHGOPMAIUIO 0 HOPSIKE U CTaTyCce OKa3aHHs FOCYIapCTBEHHOM YCIyTru
B PEXXUME yJJAJICHHOTO JIOCTYIa OCPEICTBOM «JIMYHOTO KaOMHETay NH(QOPMALIMOHHOM CHCTEMBI yCITy-
roJaTens, a TaK)Ke eIMHOr0 KOHTAKT-IIEHTpa 0 BOIIPOCaM OKa3aHUs FOCYIapPCTBEHHBIX yCIyT.

YcmyropaTens Ipy HEOOXOMMOCTH 3alpalllMBaeT Y YCIyTroIoIydaTelisi pa3bsICHEHUS WIN YTOYHCHHUS
10 KOHKPETHBIM OJIO)KEHHSM B IPEOCTABICHHBIX JOKyMEHTaX M MaTeprallaX peruCTPaIOHHOTO JI0-
cbe. [lepenmcka ocymecTBisiercs myTeM (GOpMUPOBAHUS IIEKTPOHHOTO JOKyMEHTa uepe3 HH(OpMaL-
OHHYIO CHCTEMY yCIIyro/iaTelisl Wik Ha OyMaskHBIX HocuTensix uepes LIO3 ycmyronarens.

EnuHbIA KOHTAKT-IIEHTP 1O BONPOCAaM OKa3aHMs TOCYJapCTBEHHBIX ycuyr: 1414.

12

Iopsinok o0xanoBaHus pe-
LICHUH, 1eiicTBuii (Oe3eii-
CTBUSI) YCIYTroaaTesIst 1o
BOIIPOCaM OKa3aHHs roCy-
JIapCTBEHHOHU YCIyTd

2Kanoba nopaercs B mucbMeHHON GopMe Ha UM PYKOBOAUTEINS YCIYTOAaTe s U MOUISKHUT PacCMOTpe-
HHIO B Te4eHHe 5 (1Th) pabouux AHEH co AHs ee perucrpanuy. MOTUBUPOBAHHBIN OTBET O pe3yJibTa-
TaxX PacCMOTPEHHS JKaI00bI HAIIPABIIACTCS 3asIBUTEIIIO 110 MOYTE OO0 BHIAACTCS HAPOUHO B KAHIECISIPUH
yCIyromaTers.

JKanoba, moctynuBias B aipec yrnoJIHOMOYSHHOTO OpraHa 10 OLEHKE U KOHTPOJIIO 32 KaueCTBOM OKa3a-
HHS TOCY/IAPCTBEHHBIX YCIIyT, HOUISKUT PACCMOTPEHHUIO B TeueHue 15 (maTHaauaTy) pabouux aHel co
JTHSI €€ PETHCTPALHH.

B CiIydasixX Hecorjiacus € pe3yjibraTaMu OKa3aHHOM FOCyZ[apCTBCHHOﬁ YcCiIyry, 3assBUTEIIb O6paIJ.Ia€TC$I B
Cya B YCTAaHOBJICHHOM 3aKOHOAATCIIbCTBOM PCCHy6JH/IKI/I Kazaxcran TIopsaKe.




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 10.07.2020

. aKTiJIep/IiH STaOHAB! OaKpIIay OaHKI Caxray KyHi 28.08.2020

o ik G N [ ;;snogﬂmﬁ KIgHTpoanmﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 10.07.2020
myOnuky KasaxcraH B 2JIeKTPOHHOM BHJIE TlaTa ckaunBanus 28.08.2020

[Ipunoxenue 4
K [IpaBriiam npoBeneHus
AKCHEPTU3BI MEAULIUHCKOTO U3EIHS

YcaoBus, npeabsBiseMble K 00pa3iaM MeIMIMHCKOT0 U3AeJus sl
JIa00PaTOPHBIX UCTIBITAHUM

1. 3agBuTenp A0 MOAAYM 3asBICHUS HA DKCIIEPTU3Y OCYIIECTBIISET PaCyeT
KOJIMYECTBa 00pa3I0B, HEOOXOIUMBIX JUIsl POBEJECHUSI TPEXKPATHOTO aHAIN3a MIPH
71a00paTOPHBIX UCTIHITAHUSIX.

2. KonnyecTBO 00pa3noB MEAUIIMHCKOTO U3/I€TUs, IPEIOCTABISEMBIX IS
IPOBECHUS TaOOPATOPHBIX UCIIBITAHUH, OMIPEIEsIeTCs COTJacHO TPeOOBaHUSIM
HOpPMaTHUBHBIX IOKYMEHTOB, HA COOTBETCTBUE KOTOPBIM IIAHUPYETCS IIPOBEICHUE
VCTIBITAHU .

3. Ilpu onpeneneHny KOJUYECTBA 3alPAlIMBAEMbIX 00pa3I0OB YUUTHIBAECTCS
OJIHOPOJHOCTb 3as1BJICHHOM NPOAYKIUH, IPEICTABUTEIBHOCTD 10 COCTaBy U
KOJIMYECTBY, COOTBETCTBHE 00PA30B UACHTU(PUKALMOHHBIM MPU3HAKAM MPOTYKIIHH,
OTPAXAIOLIUM €r0 KaUeCTBEHHbBIEC XapPaKTEPUCTUKH.

4. KonnuecTBo MpeAoCTaBIsIeMbIX 00pa3lioB MO COCTaBYy OTPaXKaeT BCIO
COBOKYITHOCTb OJIHOPOAHOM 3as1BJIEHHOW MPOAYKIMH, C YUYETOM PA3IUYUs CBOWCTB
OTJIEJIbHBIX TUIIOB (MapoK, MOJEJIEN) TAKOH COBOKYITHOCTH.

5. ag omHOpOAHOM MPOAYKINH, OTJIIMYAIOIIEHCS TOJBKO TUIIOPA3MEPHBIM
PSAIOM, TIPEAOCTABIIIOTCS 00pa3Ibl CaMOT0 KPYITHOTO, CPETHET0 U CAMOTO Majioro
peACTaBUTEIIS PAJIA.

6. HpI/I OTJINYHUH OTACIBHBIX BUJO0OB 3asi1BJICHHOI'O MCAUIIMHCKOI'O U3ACJIINA TOJIBKO
o I_IBeTOBOI‘/II raMmme, 10CTaToO4HoO IMpcaoCTaBJICHUC 06pa3u013 OI[HOﬁ HBCTOBOﬁ TraMMBbI.

7. O0Opa31ipl MEAUIIMHCKOTO U3IENUs MOCIE MPOBEAEHUS UCTIBITAHUI HE
BO3BPAIalOTCA.



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 10.07.2020
AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi 28.08.2020

EQ i [ | [ DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB Jlata peaakiuu 10.07.2020

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE TlaTa ckaunBanus 28.08.2020

[Ipunoxenue 5
K [IpaBriiam npoBeneHus
AKCHEPTU3BI MEAULIUHCKOTO U3EIHS

dopma

OT4eT HAYAJBLHOM IKCIIEPTU3BI (BATUAANUN PETUCTPANUOHHOIO 10CHE)
MeIMIUHCKOT0 U3/1eJINsl, MPeACTABIEHHBIX HA IKCIIEPTH3Y

[IpoBeneHa HauanbHast KCIEpTU3a (BaTUAAUs PETUCTPAIMOHHOTO JOCHE)

MCIUIMUHCKOT'O U3ACIINS ITPCAOCTABJICHHBIX HA 3KCIICPTU3Y

(DaMI/IJ'[I/Iﬂ, UM, OTYCCTBO (l'[pI/I HaJ'[I/IqI/II/I) JKCIiepTa

Ne 3asBkH 1 J1aTta

}IaTa TIOCTYIUICHUA JOKYMECHTOB Ha HA4YaJIbHYIO OKCIICPTU3Y

TOpl"OBOG HaMMCHOBaHHUEC MCIHUIITMHCKOI'O U3ACTTUA

Haznauenue MeIUIIMHCKOTO U3aCIuA

O0nacTh MpUMEHEHHUS

Kitace B 3aBUCMMOCTH OT CTENEHU TMOTEHIUAJIBHOT'O PUCKA IIPUMCHCHUS

Sl P Al DA IEl IR

3asBUTEID

JlaHHBIE O MPOU3BOIUTEIIE:

Tun opraHu3anuy WM Y9aCTOK IPOU3BOICTBA HaumenoBanne Crpa- | Opumm-
OpraHu3aluu Ha YeCKUi

ajipec

IIpousBoaurens

IIpousBoacTBeHHas MoLIaKa

YI101HOMOUYEHHBIH NpeICTaBUTEeNb IPOU3BOANUTEIIS

YnakoBIuK (pu HEOOXOJMMOCTH)

KonrakTHbIe JAHHBIC YIIOJJTHOMOYCHHOI'O JIMLA 110 MOHUTOPUHTY He6ﬂaF0le/lﬂTHle COO0BI-

THI (MHIUIEHTOB) Ha TeppuTopun PecrybOnuku Kaszaxcran

1. HayanpHas OKCIICPTHU3a KOMINICKTHOCTH PCTUCTPAINMOHHOI'O 10CHE U

MpaBHJIIBHOCTHU Oq)OpMJIeHI/I}I MMpCaACTAaBJICHHBIX JOKYMCHTOB (YKaSI)IBaI-OTCH 3aMCUYaHUsA

10 HCKOMILICKTHOCTHU JOCHEC U HCIIPABUIIBHOCTHU O(l)OpMJ'IeHI/IH I[OKYMCHTOB).

2. Peructpanus B cTpaHe-NMpou3BOAUTENE (M3rOTOBUTENE) U APYTUX CTPAHAX:

CTpaHa Ne JAOKYMCHTA, YAOCTOBEPAOLICTO PETUCTPALIUIO I[aTa BbIJITa4YH HpI/IMe‘IaHI/Ie JKCIICpTa




e.zdll

KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK Pepakuusnay kyni
AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi
DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB Jlata penakuun

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

JlaTa ckauMBaHHS

10.07.2020
28.08.2020
10.07.2020
28.08.2020

3. CooTBeTCTBHE KJIacca MCAUIMHCKOI'O N3CJIHNA B 3aBHCUMOCTH OT CTCIICHHU

IMOTCHOMUAJIbHOI'O PUCKA IPUMCHCHU, YKAa3aHHOI'O B 3asABJICHUMH U JOKYMCHTAaX

PETUCTPAIMOHHOTO JOChE:

Ne | Kirace B cooTBeT- Kracc B cooTBETCTBHH C TOKYyMEHTaMHU
CTBHH C 3asBJICHUEM PETUCTPALHOHHOTO A0ChE

HanmMenoBaHue TOKyMEHTa B PETHCTPALIOH-
HOM JIoche 00 yKa3aHHH Kilacca

IIpumeua-
HUE KCIIep-
Ta

4. CooTBETCTBHE MPEACTABICHHBIX 00PA3LOB ISl TJAOOPATOPHBIX UCTIBITAHUM:

HaunmeHoBanue 00pa3ion Ce- | KonuvecTBo npeacTaBieHHBIX 00pa3oB Cpok | Ocrarounsrii cpok VcnoBus xpane- | Yma-

(c ykazaHmeM 06beMOB, pust | (B eAMHUIAX M3MEPEHUS: (DIIAKOHBI, roz- TOMHOCTH 00pa3- HUs (TpaHCTIOp- | KOB-

pa3mMepoB) IITYKH, YIaKOBKH) HO- OB HPOIYKIHH THPOBAHHS) Ka
CTH (Tum)

5. OHCHKa TEKCTAa MAapPKHUPOBKHU IIPOCKTOB MAKCTOB YIIAKOBKH, 9TUKCTOK,
CTHUKCPOB Ha COOTBCTCTBHC Tpe60BaHI/I$IM 3aKOHOAAaTCJIbCTBA:

6. COOTBETCTBHE MMPCACTABJICHHBIX CTAHAAPTHBIX o6pa3u0B HOPMAaTUBHBIM
JOKYMCHTAaM IIPOU3BOAUTCIIA (HpH YKa3aHHuH 00 nx IMPUMCHCHHNHN B HOPMATHUBHOM
JOKYMEHTE):

HanmenoBanue Kosm4ecTBO npeACTaBIeHHBIX CTaHAAPTHBIX 00pa3- Cpok | OcraTtounslii cpok VYcnoBust xpane- Vma-

CTaHAApPTHHIX 00- | [OB (B eqMHHIAX H3MEPCHHUS: (HIIAKOHBI, IITYKH, ro- TOJHOCTH 00pa3IoB HUsS (TPAHCTIOPTH- | KOB-

pasioB YIaKOBKH) HO- MIPOIYKIIUHU poBaH¥s) Ka
CTH (Tum)

7. 3aKIIIOYeHUE:

OTka3ats B JajbHEHIeH sxcriepTuse (¢ 000CHOBaHUEM)

HpOIIOJ'I)KHTL OKCIIEPTU3Y MEANITUHCKOI'O U3ACIUST

PykoBoauTeNb CTPYKTYPHOTO ITOIPA3ACICHUS

Okcnept

IIOAITUCH

. ®amunus

MOIIHUCH . ®amunus

JlaTa




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 10.07.2020

. aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 28.08.2020

* ey [ DTaJIOHHBII KOHTPOJIBHBIH 6aHK HOPMATHUBHBIX TIPAaBOBBIX aKTOB Jlata peaakiuu 10.07.2020
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

JlaTa ckauMBaHHS 28.08.2020

[Ipunoxenue 6
K [IpaBrunam npoBeeHNs S3KCIEPTU3BI
MEIUIMHCKOTO U3/IEeTuUs

dopma

OT4eT HAYAJBLHOM IKCIIEPTU3BI (BATUAANUN PETUCTPANUOHHOIO 10CHE)
U3MeHEeHU I, BHOCUMbIX B PerHCTPALIMOHHOE 10Che MeTUIIMHCKOT0 U3/1e s

IIpoBeneHa HayaIbHAA IKCIEPTU3A (BAIUAALUSA PErHCTPALMOHHOIO 10CHe)
MeJIMIUHCKOI0 M3/1eJIUsl NPEeJOCTABJICHHBIX HA IKCIEPTH3Y NPH BHECEHUH
U3MEHEHUH B PerucTpalMOHHOE 10Che

®damunusi, UMsl, 0TUECTBO (TIPH HATTMYHMK) SKCIIepTa

Ne 3asBku 1 nata

Jlata nmocTyruieHus JOKYMEHTOB Ha HAYaJIbHYIO SKCIIEPTU3Y

ToproBoe HaMEHOBaHHUE MEIUIITHCKOTO H3AETIH

Ha3naueHne MeTUIMHCKOTO U3/IEHS

O6nacth MpUMEHEHHS

Kitacc B 3aBUCMMOCTH OT CTEIICHH MOTEHIIMAIBLHOTO pHUCKa NIPUMCHCHUSA

3asBUTEIH

JlaHHBIE O IPOU3BOUTEIIE:

Tun opraHu3anuu UK y4acTOK IIPOU3BOACTBA HaumeHnoBanue Crpa- | Opunu-
OpraHu3aluu Ha YECKHH
azipec

IIpousBoaurenn

IIpousBoacTBeHHAs MJIOMIAIKA

YOITHOMOYEHHBIHN MPeICTaBUTENb IPOU3BOUTENS (TIPU HATMYNH)

YnakoBiuk (pu HEOOXOJMMOCTH)

KoHTakTHBIC JaHHBIE YITOIHOMOYSHHOTO JINLA [I0 MOHUTOPHHTY HEOIarOMpPHATHBIX COOBI-
THil (MHOUIEHTOB) Ha TeppuTopun PecnyOnuku Kasaxcran

1. HauanpHas OKCIICPTHU3a KOMINNICKTHOCTH PErUCTPAIMOHHOTO 10CHE U

MPaBWIHLHOCTUA 0OPMIICHHUS MTPEACTABICHHBIX JIOKYMEHTOB (YKa3bIBAIOTCS 3aMEYaHUs

ITI0 HCKOMIIJICKTHOCTH JOCKHE, H€O6XOIII/IMOCTI/I MMpEaA0CTaBICHUA O6p33].IOB

MEIUITUHCKOTO U3/ICTUS U IPABMIIHHOCTH 0(OPMIICHUS TOKYMEHTORB).

2. Peructpaiiusi B cTpaHe-npou3BoAUTENE (M3TOTOBUTEIIE) U IPYTUX CTpaHaX:

Crpana No ToKyMeHTa, yIOCTOBEPSIIOIIETO PETUCTPAIHIO JlaTta BeIaun [Ipumeuanne rxcepTa




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 10.07.2020

; . aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 28.08.2020

o ik G N [ DTaNOHHBIA KOHTPOJIBHBIN GaHK HOPMATHUBHBIX IPABOBBIX AKTOB Jlata penakuun 10.07.2020
Pecry6inkn KasaxcTan B 9J€KTPOHHOM BHIE s

JlaTa ckauMBaHHS 28.08.2020

3. CooTBeTCTBHE KIacCa MEAULIMHCKOTO U3/I€TIHUS B 3aBUCUMOCTH OT CTEIICHU
NOTEHIMAIIBHOIO PUCKA TPUMEHEHUS, YKA3aHHOIO B 3asBJICHUU U JIOKYMEHTax
PETUCTPALIMOHHOTO JIOChE:

Ne | Knacc B cooTBet- Kitacc B cOOTBETCTBHH € IOKyMEHTaMH HaumeHoBaHMe JOKYMEHTa B PErHCTPALMOH- Ipumeua-
CTBUH C 3asIBICHHEM PETHCTPALIMOHHOTO 10ChE HOM JI0Che 00 yKa3aHHH Kilacca HHE JKCIIep-
Ta

4. CoOTBETCTBHE MPECTABICHHBIX 00Pa3II0B /ISl TA0OPATOPHBIX UCTIHITAHUM:

HaumeHnoBanue o0pasios Ce- | KommuecTBo npencTaBieHHBIX 00pa3ioB Cpok | Ocrarounslii cpok VYcnous xpane- | Vrma-

(c yka3aHueM o0bEMOB, pust | (B equHUIAX U3MepeHUs: (GIaKoHBbI, rof- TOHOCTH 00pa3- HUs (TpaHCcIop- KOB-

pa3mMepoB) HITYKH, YIaKOBKH) HO- IOB TIPOYKIINH THUPOBAHUS) Ka
cTH (Trm)

5. O1eHKa TeKCTa MapKUPOBKHU MTPOEKTOB MAKETOB YIIAaKOBKH, 3TUKETOK,
CTUKEPOB Ha COOTBETCTBUE TPEOOBAHUSIM 3aKOHOAATENHCTBRA:

6. Tunm BHOCUMBIX U3MEHEHUN

Penakuus 10 BHECEHUSI H3MEHEHUS PCI(aKI_H/IH 1OCJIe BHECEHUS U3MECHEHU I

7. COOTBETCTBUE MPEACTABICHHBIX CTAHIAPTHBIX 00pPa31l0B HOPMATHUBHBIM
JOKYMEHTaM MPOU3BOAUTENS (IIPH yYKa3aHUU 00 UX IPUMEHEHUH B HOPMAaTUBHOM

JIOKYMEHTE):
HanmenoBanue Kosn4ecTBO MpeACTaBIeHHBIX CTAHAAPTHBIX 00pa3- Cpok | OcraTtounslii cpok VcnoBust xpane- Vma-
CTaHJIAPTHBIX 00- | 1I0B (B €OMHHLAX U3MEPEHHUs: (DIAKOHBI, IUTYKH, roa- TOTHOCTH 00pa3LoB HUA (TPaHCIIOPTU- | KOB-
pasioB YIaKOBKH) HO- MIPOLYKIIUHU poBaHus) Ka
CTH (Tum)
8. 3akiroueHue:

OTka3ats B JajbHeHeH sKkcriepTuse (¢ 000CHOBaHUEM)
ITpoAOIKUTE IKCTICPTUY

PykoBoIHTEb CTPYKTYPHOTO MOAPA3IETICHHS

MOAINCH N. ®amunus
Okcnept
MHOAINCH . ®amunus

JlaTa




Kazakcran Pecry6nrkachIHbIH JICKTPOH/IBI HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
aKTUIEP/IiH ATAIOH/IBI OaKpLIay OaHKi

e‘. il a [ | i DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Penakumsnay kyHi

Cakray KyHi
Jlara penakuuu

JlaTa ckauMBaHHS

10.07.2020
28.08.2020
10.07.2020
28.08.2020

[Ipunoxenue 7

K [IpaBriiam nipoBeieHUsE SKCIIEPTU3BI

MCOUITMHCKOI'O N30SI

dopma

IDKCNEPTHBII 0TYET CHeNUATNM3UPOBAHHOM IKCIEPTU3BI METUIIUHCKOT0 H3/1eJTUsA

—_

q)aMI/IJ'II/IH, HUMs, OTYECCTBO (HpI/I HaJ'II/I‘{I/II/I) JKCIepTa

2. | YueHas creneHb, 3BaHHE
3. | Neo3zasBku u gara
4. | [ara mocTyruieHHsI JOKYMEHTOB Ha CIICIHAIN3UPOBAHHYIO SKCIEPTU3Y
5. | ToproBoe HauMeHOBaHHE MEAULIUHCKOTO U3EIUS
6. | Kox GMDN (mipn Hanu4mn)
7. | Kon Homenknatypsr MequuuHckux n3nenuii Pecyonukn Kasaxcran
8. | TexHmueckas xapakTepHCTHKa MEIUIIMHCKOTO W3IEITHS
9. | Ha3snadeHue MEIUIMHCKOTO W3IEIHS
10. | O6nacte mpumeHeHUs

HpOBe,Z[GHa 9KCIICPTHU3a JOKYMCHTOB PCTUCTPAITUOHHOI'O JOCHC,

XapaKTepU3yIuX 0€30MacCHOCTh, KaueCTBO U 3P(HEKTUBHOCTh MEAUIIMHCKOTO U3ICIIHSL.

1. I[&HHBIC O IMPOU3BOAUTEIIC MCANIMUMHCKOTO U3CINA, B TOM YHCJIC PACXOJHBIX

MaTCpuruaJIOB U KOMINICKTYIOIINX, ABJIAIOIINXCA MCAUIIUHCKUMHA U3 ACITUAMU

Ne Tun opranu3anuy WK y9acTOK MMPOU3BOACTBA HaumenoBanne Crpa- | HOpunu-
OpraHu3aluu Ha YeCKHUH
azpec
1. IIpousBoaurens
2. TIpou3BoacTBeHHAs ILIOMIAIKA
3 YHOITHOMOYCHHBIH MTPEACTaBUTENb TPOM3BOAUTENS (TIPH HATUYUH)
4. | YnaxoBuuk (pyu HEOOXOJMMOCTH)
5 KoHTakTHbIE JaHHbIE YIIOJTHOMOYEHHOI'O JIMIA 110 MOHUTOPHHI'Y HEOJIaronpusTHBIX COObI-
TH (MHIMIEHTOB) Ha Teppuropun Pecry6nuku Kaszaxcran
2. Peructpaiusi B cTpaHe-MpoOU3BOAUTENE (U3TOTOBUTEINS) U IPYTHX CTPaAHAX
Ne Crpana Ne 1oKyMeHTa, yIOCTOBEPSIOLIETO PETUCTPALIHIO JlaTa BeIaun [Ipumeuanue sxcepTa

3. OueHka TOCTOBEPHOCTH YKA3aHHOTO B 3asIBJICHUU U JOKYMEHTAaX

PETUCTPAIMOHHOI'O JOCHE KlIaCCa MCAUIIMHCKOI'O I/ISILCJ'H/I\ B 3aBUCHUMOCTH OT CTCIICHU



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 10.07.2020

. aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 28.08.2020

* ey [ DTaJIOHHBII KOHTPOJIBHBIH 6aHK HOPMATHUBHBIX TIPAaBOBBIX aKTOB Jlata peaakiuu 10.07.2020
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

JlaTa ckauMBaHHS 28.08.2020

MOTCHIIMAIBHOTO PUCKA TPUMEHEHUS, B COOTBETCTBUH C TPEOOBAHUSIMU
3akoHosaTenbcTBa Pecryonuku Kazaxcran B chepe oOpalieHus IeKapCTBEHHBIX
CPEIICTB, MEIUITMHCKUX WU3ICITUN:

Kitace B cooTBeT- Kitacc B cOOTBETCTBUU C JAOKyMCHTa- COOTBETCTBHUE 3asBIIIEMOr0 Kjlacca TpCGOBaHI/ISIM 3aKO- HpI/IMC‘Ia-
CTBHH C 3asBJICHUEM MU pErucTpaliuoOHHOTrO J0ChEe HOIaTCIbCTBA PeCHy6HI/IKI/I Kazaxcran HHUEC SKCnep-
Ta

4, XapaKTepI/ICTI/IKI/I CHUCTCMBI HOKaSaTeHeﬁ, OIIPCACIIAOIINX 6630HaCHOCTB,
Ka4y€CTBO U BCI)(l)eKTI/IBHOCTB MCIHUIIMHCKOI'O U3JCJINS, B TOM YUCIIC pACXOAHBIX
MaTCPpHUAIIOB U KOMIUICKTYIOIIHNX, ABJIAIOIMUXCA MCIUIWHCKUMU U3ACITUAMM:

1) cucrema ynpasnenus: kauectBoMm ISO, GMP opranuzaniuu-npou3BoauTeNs, B
TOM YHCJI€ PACXOIHBIX MATEPUAJIOB U KOMIUICKTYIOIIMX, SBJISIFOIIAXCS METUIIMHCKUMU
U3ICTUSIMU:

Ne HaunmenoBanue nokymeHra Ne noxymeHTa 1 gaTta BeIIAYN Cpok neicTBust [Ipumeuanune skcmepra

2) Ka4eCTBO MEUIIMHCKOTO U3/IeIHs, B TOM YHCIIE PACXOJIHBIX MAaTEpUAJIOB U
KOMIUICKTYIOIIUX, SIBJISIOIIUXCS METUIIUHCKUMU U3JIETUSIMH (TEXHUUECKUE YCIOBHUS,
CTaHJapT OpraHU3alun):

Ne HaumenoBanue qokymeHTa Ne moxymeHTa U AaTta BBIIAYU Cpox nefcTBHst [Ipumeuanue sxcnepTa

3) noATBEpKIAECHUE COOTBETCTBUS MEUIIMHCKOTO U3/IEIHs TPeOOBaHUSAM
HAllMOHAJIbHBIX WJIM MEXAYHApPOJIHBIX HOPMATUBHBIX JOKyMEHTOB (/lexnaparus
cooTBeTcTBUS; CepTUdUKAT COOTBETCTBHUSA):

Ne HaumenoBanue qokymeHTa Ne nokymeHTa U Aata BbLIAYU Cpok zeiicTBust [Ipumeuanue skcnepra

4) aHanu3 MpeCTaBICHHBIX JaHHBIX, TOJTYUYEHHBIX B X0J1€ MMPOBEICHUS
UCIIBITAHUN (TOKCHUKOJIOTUYECKUX, TEXHUUECKUX, KITMHUYECKUX) B CTPAHE
POU3BOAUTENE (OTUETHI, 3AKIIOYEHHS) U B XO/1€ MMPOBEACHUS MPEIbIAYIINX 3TAllOB
skcniepTusbl B PecniyOnnke Kazaxcran (HadalibHas 3KCIepTH3a, 1Ta0OpaTOPHbIE
UCIIBITAHUS ):

Ne | HaumeHoBaHue TOKYMEHTa AHanu3 MOJHOTHI U KauecTBa HH(POpMAILINH B TOKYMEHTE [Ipumeuanue sxcnepTa

5) 3aKiIFOYeHHE O CTAOMILHOCTH MEIUIIMHCKOTO U3/eI1sI, 000CHOBAaHHOCTH
3as1BJICHHOT'O CPOKa XpaHCHHUS:

Ne | 3asBneHHBII CPOK XpaHEHUS AHanu3 npeCcTaBICHHOTO OTYETa O CTAOMIBHOCTH [Ipumeuanue sxciepTa




KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK Pepakuusnay kyni
e ; . AKTLIepAiH STATOHIbI OaKblIay OaHKI Cakray KyHi
& ey [ DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB Jlata penakuun

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE
JlaTa ckauMBaHHS

10.07.2020
28.08.2020
10.07.2020
28.08.2020

6) OlLIEHKA TPOEKTA MHCTPYKIMU MO MEAUIIUHCKOMY MPUMEHEHUIO MEAUIIUHCKOTO

H3JCIIHs, B TOM YHUCJIC paCXOAHBIX MAaTCPHUAIIOB U KOMINNICKTYIOIIUX, ABJISIOIINXCA

MCIUIIMHCKUMHU U3ACITINAMHU U SKCIUTYATAlIMOHHOI'O JJOKYMCHTA

LHUHCKOI'O U3JCJIUS U IIPOCKTE MHCTPYKIHHU 10 MEAULITUHCKOMY IIPUMEHEHUIO

Ne | Awnamus OreHka
IKCIIepTa
1. | IlonHoTa comeprkaHus TEKCTA MPOEKTa MHCTPYKIUH Ha MEULIUMHCKOTO U3/eTHs
2. | CootBeTcTBHE TEKCTA IPOEKTA OPUTUHAITY HHCTPYKIUH OT NPOU3BOAUTEIS
3. CooTBeTcTBHE OPOPMIICHHS TEKCTa MPOEKTa HHCTPYKIMK TpeOOBaHHsIM 3akoHOAaTenbcTBa Pecyonuku Kasaxcran B
cdepe oOpateHus JIEKAPCTBEHHBIX CPEACTB U MEMIIMHCKUX M3JETHi
4. | Undopmanus, copepraiascs B SKCIUTyaTallHOHHOM JOKYMEHTE MEUILIMHCKOTO U3eIUs
7) OtieHka o(popMIIeHUSI MAKETOB YITAKOBOK U 3TUKETOK
Ne | Anamms Ornenka
IKCIepTa
1. CootBetcTBHE 0GOPMIICHHS TEKCTa MaKeTa MaAPKUPOBKU TpeOOBaHMAM 3aKoHOAaTenbcTBa Pecnyonuku Kazaxcran B cde-
pe oOpalleHus JTeKapCTBEHHbBIX CPEICTB, MEUIIMHCKUX M3
2. | WUneHTHYHOCTb yKa3aHMH yCIOBUI XpaHEHHs U TPAHCIOPTHPOBAHMS, YKa3aHHBIX B JOKYMEHTE MO CTaHIapTU3aLUH MEIHU-

(CXGMBI IMpOHCCCOB IIPOU3BOACTBA, OCHOBHBIX CTaIII/Iﬁ IMIPpONU3BOJACTBA, YIIAKOBKH,

8) AHanu3 JaHHBIX O pa3pabOTKe M MIPOU3BOACTBE METUIIMHCKOTO U3STUs

UCIIBITAHUM U MPOLIEAYPHI BBIITYCKAa KOHEYHOTO MPOAYKTA). 3aKIOUYEHUE O

COOTBCTCTBHUH pa3pa6OTKI/I, TCXHOJJIOITHYCCKOTI'O IIPOoICCcCa U KOHTPOJIA Ka4CCTBA

IPOU3BOJICTBY O€30MaCHOM M Ka4eCTBEHHOM MPOAYKIIMH

Ne | Anamus OneHka
JKCIIepTa
1. OrieHKa MPeICTaBICHHBIX 3asBUTEIEM JaHHBIX O pa3paboTKe U MPOM3BOJCTBE, BKIIIOYAs aHAJIM3 OTYETa HHCIIEKTHPOBa-
HUS TPOU3BOICTBA (TIPH HATTMYKN);
2. 3akiIroueHrne O COOTBETCTBUH Pa3pabOTKH, TEXHOIOTHYECKOTO MPOIecca U KOHTPOJIsl Ka4eCTBa IMPOU3BOACTBY Oe3omac-
HOH 1 KaueCTBEHHOH MPOIYKIIUU

9) Ananu3 6monorudeckon 0€30MacHOCTH MEIUITMHCKOTO U3/IeTIHsI Ha OCHOBE

dHaJIn3a BCCX MATCPUAJIOB JKUBOTHOI'O MJIH YCJIOBCUCCKOI'O ITPOUCXOKIACHU S, BXOIAIIUX

B MEJIUIIMHCKOE U3JCNHE, a TaKKe HH(POpMAIIMH O IMO00pe UCTOYHUKOB (JIOHOPORB),

oTOOpe MaTepuana, MpoleCCUHTE, XPaHEHUH, TECTUPOBAHUH, IEPBUYHON HKCIEPTU3IbI

mpoucayp TCCTUPOBAHUA, a TAKIKC O6paI[I€HI/IH C TKaHsAMMH, KIICTKaMU, CY6CTaHHI/I}IMI/I

JKMBOTHOI'O MJIW YCJIOBCYCCKOT'O ITPOUCXOKACHHUA, KYJIbTYpaMi MUKPOOPTaHU3MOB 1

BUPYCOB (IIpU HATTUYMH)

No

Ananus Ornenka sKcrnepra

1.

OreHKa MPECTABICHHBIX 3assBUTEIIEM JAHHBIX [0 aHAIKU3y OMOJIOTHYECKO# O€30MacHOCTH




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 10.07.2020

. aKTiJIep/IiH STaOHAB! OaKpIIay OaHKI Caxray KyHi 28.08.2020

o ik G N [ I?Tanogm,lﬁ KIgHTpoanmﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 10.07.2020
ecryOmukn Kazaxcra B 2JIEKTPOHHOM BHJIE TlaTa ckaunBanus 28.08.2020

10) U3y4enne mepBUUHOMN SKCMIEPTU3BI MPOTPAMMHOT0 00€CTIeUeHNs Ha OCHOBE
aHaJM3a JaHHBIX O €r0 Bepu(PUKAIIMU U IEPBUYHOMN IKCIIEPTU3BI, B TOM YHCIIC
uH(opManuu 0 ero pazpadoTKe U TECTUPOBAHUU HA MPEINPUATHH U TIPH
MYJIbTUIIEHTPOBBIX UCCIIEIOBAHUSIX, JAaHHBIX 00 UACHTU(HUKAIIMN U MAPKUPOBKE
ONEPALMOHHOMN CUCTEMBI

Ne Amnanns OnueHka 3KcrepTa

1. OLICHKa MPEACTABIICHHBIX 3asABUTCIICM JaHHBIX

11) Ananu3 npoleaypsl ¥ METOJIOB CTEPUITU3AITUN MEIUIIMHCKOTO U3IEITHS,
MaTtepuaaoB, 000CHOBBIBAIOIIUX CIIOCO0 CTEpUITU3AIUH, TIPEJIaraeMbIX METOI0B
KOHTPOJIS KaueCTBa U OIPEJICNICHUSI OCTAaTKOB CTEPHIM3YIOIIETO BEIeCTBA MPU
MPUMEHEHUH XUMUYECKOT0 CIoco0a CTepUIn3aiuu

Ne Amnanus OreHKa 3KcrepTa

1. OLICHKa MPEACTAaBIICHHBIX 3aABUTEJIEM JaHHBIX

12) Ananu3 6e3onacHocTH U 3 (PEKTUBHOCTH JICKAPCTBEHHOTO CPEJICTBA B
COCTaBE MEIMIIMHCKOTO U3/ICIHS, €T0 BIMSIHUSA Ha QYHKIMOHATBHOCTh MEIUIIMHCKOTO
U3JICIIHNS, COBMECTHMOCTH JIEKAPCTBEHHOTO CPEICTBA C METUITMHCKUM H3JEIHEM (32
UCKITFOYCHUEM MEIUIIMHCKUX U3CIHH I uarHocTuky in vitro (IVD). Mudopmanms
0 PErHCTpaIiU JEKAPCTBEHHOTO CPEJICTBA B TOCYIAPCTBE — MMPOU3BOIUTEIIC
JICKapCTBEHHOTO CPEJICTBA

Ne Ananus OrneHka 3Kcrepra

1. OreHKa npecTaBIeHHBIX 3asBUTENIEM JaHHBIX

13) AHanu3 npeacTaBICHHbBIX MPOU3BOAUTENEM CBEICHUN O HATMYUU UK 00
OTCYTCTBHUH COOOIIEHUHN O HECUACTHBIX CIIy4YasX M OT3bIBAX C PHIHKA MEIUIIMHCKOTO
U3JIENS , O HEXKEJIaTeIbHbBIX COOBITUSAX U (UJTM) HECUACTHBIX CIydasX, CBA3aHHBIX C
UCII0JIb30BAaHUEM MEAUIIMHCKOTO U3JIETUS , YBEIOMJIEHHUI O O€301aCHOCTH
MEUITMHCKOTO U3JIeTHUs , IOJIX0/Ia K PACCMOTPEHHUIO 3TUX MPOOJIEM U UX PEIICHUs
MPOU3BOJUTEISAMU B KAXKJIOM M3 TAKUX CIy4YaeB, ONMMCAHUS KOPPEKTUPYIOIINX
JNEUCTBUM, NIPEANPUHATHIX B OTBET HA YKa3aHHBIC CIIy4Yau, a TAKKE COOTHOILLICHUS
YPOBHS ITPOJIAK U KOJIMYECTBA HECYACTHBIX CIIYYa€B U OT3bIBOB MEAULIMHCKOTO U3/IEIINS
u3 oOparieHus

Ne Amnanus OrneHka 3KkcnepTa

1. OHCHKa MPEACTABIICHHBIX 3asABUTCIIEM JaHHbIX




e.zarli

Kazakcran Pecry6nrkachIHbIH JICKTPOH/IBI HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIepAiH STATOHIbI OaKblIay OaHKI

DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Penakumsnay kyHi 10.07.2020

Cakray KyHi 28.08.2020
Jlara penakuuu 10.07.2020
JlaTa ckauMBaHHS 28.08.2020

14) Ouenka I1mana cOopa u aHanM3a JaHHBIX 110 0€30TACHOCTH U

3 PEKTUBHOCTH MEIUIIMHCKOTO U3/IEIUs Ha MTOCTIIPOJIKHOM 3Tare U oT4eTa 00

aHaJIN3e PUCKOB

Ne Ananus OreHka 3Kcrepra
1. OueHKa MPEeICTaBICHHBIX 3asBUTEIEM JaHHbBIX
5. 3akiroucHue OKCIIEpTa
1. [TonoxxutensHoe
2. OtpuunarenbHoe (¢ 000CHOBaHUEM)

Bce JaHHBIC, IIPUBCACHHBIC B OKCIICPTHOM 3aKJIIOYCHHNH, JOCTOBCPHEBI U

COOTBCTCTBYIOT YCTAHOBJICHHBIM Tpe60BaHI/IHM, 4dTO IMOATBCPIKAAIO JIMYHOU IO CBIO

PykoBonurens CTpyKTypHOTO MOApa3aeneHus

IOAIIHUCH

DxcnepT

MHOAINCH N. Gamunus

JlaTa

MecTo neuatu




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 10.07.2020

; . aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 28.08.2020

* ey [ DTaJIOHHBII KOHTPOJIBHBIH 6aHK HOPMATHUBHBIX TIPAaBOBBIX aKTOB Jlata peaakiuu 10.07.2020
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

JlaTa ckauMBaHHS 28.08.2020

IIpunoxenue 8
K [IpaBrunam npoBeeHNs S3KCIEPTU3BI
MEIUIMHCKOTO U3/IEeTuUs

dopma
JKCHEPTHBIA 0TYET CHENHATUIUPOBAHHOMN IKCIEPTU3HI 0 BJIMAHUU BHOCHMBIX

U3MEHEHUI B PerucTPalMOHHOE J0Che HA 0e30MACHOCTh, KA4YeCTBO U
3¢ (PeKTUBHOCTH MEAUIIUHCKOT0 U3/1eJIHs

1. ®damuusi, UM, 0TYECTBO (TIPH HAJIMYHMH) SKCIIepPTa

VYuenas CTCIICHb, 3BAHUC

Ne 3asBKM | J1aTa

IIaTa TNOCTYIUICHUA JOKYMEHTOB Ha CIICHUAJIU3UPOBAHHYIO OKCIIEPTU3Y

A IRl el

TOpl"OBOC HAaNMCHOBAHHUEC MCOIUIIMHCKOI'O U3ACINA

HpOBCI[eHa 9KCIICPTHU3a JOKYMCHTOB PCTUCTPAITMOHHOI'O JOCHEC,
XAPAKTCPHU3YIOIIUX BJIIMAHHUC HaA 6630HaCHOCTL, KaduCCTBO U 3(1)(1)€KTI/IBHOCTI> BHOCHUMBIX
W3MCHCHUM B PETUCTPAIMOHHOC JOChC, HA MCAUIIMHCKOC U3/ICIIUC.

B X04€ MPOBEACHUS SKCIICPTU3BI YCTAHOBIICHO!

Ne Penakmus 10 BHECEHHS U3MEHEHU BHocumoe nusmenenue

BiusiHue BHOCUMBIX M3MEHEHHN Ha 0€3011aCHOCTD, KAYECTBO U
3 PEKTUBHOCTH METUIIMHCKOT'O U3JIEITHS:

Ne M3menenue (yka3ath HyKHOE) Amnanus (Bnusier/He Biusier) [Ipu oTpuiaTeIbHOM 3aKIIIOYCHUH yKa3bIBaeTCsl 000CHOBaHUE

3aKJIIOYEHHE DKCHEPTA:

1. TTonoxurenbHOE

2. OtpunatenbpHOe (¢ 000CHOBAHHEM)

Bce HaHHBIC, IIPUBCACHHBIC B OKCIICPTHOM 3aKJIFOYCHHUHN, TOCTOBCPHEI U
COOTBCTCTBYIOT YCTAaHOBJICHHBIM TpC6OBaHI/I$IM, 4TO IMOATBCPIKAAI0 JINYHOM oAU CBIO

PykoBouTeNb CTPYKTYPHOTO MOAPA3ACICHUS
MOIIUCH . Gamunus

Okcnept

MOANKUCH . ®amunus

Jlara

MecTo neuatu




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 10.07.2020

; . aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 28.08.2020

* i [ = | [ ¥ | DTaJIOHHBII KOHTPOJIBHBIH 6aHK HOPMATHUBHBIX TIPAaBOBBIX aKTOB Jlata peaakiuu 10.07.2020
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

JlaTa ckauMBaHHS 28.08.2020

[Ipunoxenue 9
K [IpaBrunam npoBeeHNs S3KCIEPTU3BI
MEIUIMHCKOTO U3/IEeTuUs

dopma

MunuctepcTBo 31paBooxpanenust Pecnyoimku Ka3zaxcran

HaumeHoBaHMe rocy1apCTBEHHON IKCIIEPTHOM OPraHU3aluu

ATTECTAT aKKPEAUTAUMH UCIIBITATEILHOM J1adopaTopuu (Ne, CpOK aeiicTBUSA)

Anpec, TesiepOH IKCIIEPTHON OPraHu3annm (UCHbITATEILHOH J1a00paTOpPHUN)

[Iporokois ucnbitanuii Ne OT « » roaa

Crpannna /Konu4ecTBo JINCTOB

3asBUTEND (U151 OPUAUYECKOTO Jula (HauMeHoBaHue)/ Juis ¢pusudeckoro nuia .
N.O. (nmpu Hanuyum) u aapec):

HaumenoBanne npoaykuuu:

Bun ncnerranmii:

OcHoBaHUE:

®dupma U3roTOBUTENB/TPOU3BOAUTENb, CTPAHA:

Cepus, maprusi:




Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 10.07.2020

. aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 28.08.2020

- = Ciii ?;gnogﬂs;ﬁ Kﬁ)mponbmﬂﬁ GaHK HOPMATHBHBIX [IPABOBBIX aKTOB Jlata penakuun 10.07.2020
my6anku KasaxcraH B 9J€KTPOHHOM BHIE TlaTa ckaunBanus 28.08.2020

Jlata mpou3BoICTBA:

CpOk roiHOCTH:

Jlata Hayayia u JaTa OKOHYaHUS WCTIIBITAHUM:

KonuuectBo 006pa3iios:

O603HaueHre HOPMATUBHOTO JOKYMEHTA [0 KAaYECTBY Ha METObl UCIIBITAHUI:

PesynbTaTel HCBITAHUT

HaumenoBanue mokaszareneit TpeboBaHusT HOPMATHBHOTO JOKYMEHTA DaKTHUECKH MOTyIeHHBIE Pe3yIbTaThl TOC u BraxxHOCTH

(%)

1 2 3 4

3axmouenue: [IpencraBiennbie 00pa3ibl COOTBETCTBYIOT/HE COOTBETCTBYIOT
TpeOOBaHUSIM HOPMATHUBHBIX JOKYMEHTOB H METOJUKH BOCITPOU3BOISTCS/HE
BOCIIPOU3BOAATCS (yKa3bIBaTh Mpu HeobxoaumocTtn). (HykHoe moguepkHyTh)

MeTOI[I/IKI/I HC BOCIIPOU3BOJIATCA 110 CICAYIOIINM I10KAa3aTCIIAM

HOI[HI/ICI/I YIOOJIHOMOYCHHBIX JIWIT

(momxHoCTh) (moanuck) M. Gamunus

(momxHoCTh) (moanuck) Y. Gamunus

(momxHOCTh) (moanuck) M. damunus

Mecto JJIA IICYaTH



e.zarli

Kazakcran Pecry6nrkachIHbIH JICKTPOH/IBI HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIepAiH STATOHIbI OaKblIay OaHKI

DTaJOHHBIA KOHTPOJIbHBINA OaHK HOPMATHBHBIX IIPABOBBIX aKTOB

Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE

Penakumsnay kyHi
Cakray KyHi

Jlara penakuuu
JlaTa ckauMBaHHS

10.07.2020
28.08.2020
10.07.2020
28.08.2020




KazaxcTan Pecry6a1kachIHBIH 2JIEKTPOH/IBI HBICAHAAFbl HOPMATHBTIK KYKBIKTBIK

AKTLIepAiH STATOHIbI OaKblIay OaHKI

e‘ .‘ a .' .' DTaJIOHHBII KOHTPOJIBHBIH OaHK HOPMATHBHBIX IIPAaBOBBIX aKTOB

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Penakumsnay kyHi 10.07.2020

Cakray KyHi 28.08.2020
Jlara penakuuu 10.07.2020
JlaTa ckauMBaHHS 28.08.2020

[Ipunoxenue 10

K [IpaBriiam nipoBeieHUsE SKCIIEPTU3BI

MCOUITMHCKOI'O N30SI

dopma

OT4ert 0 pe3yabTaTax NpoBeIeHUs JA00PATOPHOI0 HCNILITAHUSA B JIA00paATOPUH

KOHTPOJISl Ka4eCTBA IPOM3BOAMUTEJISA WM B KOHTPAKTHOM JladopaTopuu,

HCIO0JIb3yeMOM NMPou3BoAuTEIeM ™

1. Pe3rome

HaumeHnoBanue MCIUIIMHCKOI'O U3OCTTUA

HaI/IMeHOBaHI/Ie, aapeC PEKBU3UTBI HpOH3BOﬂCTBeHHOﬁ TJIoIa KA

HaI/IMeHOBaHI/Ie, aapeC, pPCKBU3UTHI na6opaT0pI/m KOHTPOJISA Ka4yeCTBa W/unu KOHTpaKTHOﬁ J1a-

0opaTopuu KOHTPOJIS KauyecTBa

OcHoBaHHUe NPOBEEHUs JIJAOOPATOPHOTO UCIIBITAHUS

HOMepa JIMICH3UH (I'IpI/I Ha.]'II/I‘{I/II/I)7 CepTH(bHKaTOB, 3a4BOK Ha SKCIIEPTU3Y

Pesrome nesitenbHOCTH na60paT0pHH KOHTPOJISI KayeCTBa

[IpoBenenune 1a00PaTOPHBIX UCTIBITAHUI

BI;IHyCK B peajiu3alyio cepuu MeAULH-
CKOI'O U3OCIUA

Muoe (HeoOxoanMO yKa3aTb)

Jata(bl) IpoBeIeHHs Ta00PaTOPHOTO UCIIBITAHHS

@®.1.0. (pn HaIM4NH) 3KCIIEPTOB (WICHOB KOMUCCHH), TOJDKHOCTD

2. BBognas uadopmarus

Kpatkoe onrcanune 1abopaTopri KOHTPOIIS KauyecTBa

Hannune 1oKkyMeHTHPOBaHHBIX MPOLEAYP MPOBEACHHUS UCTIBITAHUI

BrinosnHenue TpeOoBaHUi JOKYMEHTUPOBAHHBIX MPOLEAYP NPOBEACHUS UCTIBITAHUI

Llens npoBeneHus 1a60PaTOPHOTO UCTIBITAHUS

OOBEKThI HCIIBITAHHS

ITepconan nabopaTopun KOHTPOJIS Ka4ecTBa, YIaCTBYIOLIMIT B IPOBEACHUH J1aO0PATOPHOTO HCTIBITAHHUS

JI0KYMEHTBI, T0IaHHbIE OpPraHU3alHeii-IPOM3BOIUTENIEM H/UITH JIAOOpaTOpHEil KOHTPOJIS KauecTBa 0 NPOBEICHHS OLIEHKH YCIOBHH Mpo-

HU3BOJACTBA U CUCTCMBI o0ecrieueHus KauecTBa

3. HaGnronenus u pe3yabTaThl MPOBEACHUS JTa00OPATOPHOTO HCTIHITAHUS

Cchllka Ha HOPMATHBHBIN JOKYMEHT

Howmep cepun, nata mpon3BOACTBA

[Toxkaza- TpeboBaHusI HOPMATHBHOTO JTIOKYMEHTA IO Kaye-
Telb CTBY

dakTuueckue pe3yib-
TaThl

T, Bnax-
HOCTB

CoOTBEeTCTBYET/ HE COOTBET-
CTByeT

4. ITpunoxeHus

JlokyMeHTHI (IIepBUYHBIC IaHHBIE, TPOTOKOJIBI UCTIBITAHUN) U 00pa3iibl, OTOOPaHHbBIE B XOJI€ TPOBEICHNUS 1a00PaTOPHOTO UCIIBITAHUS | ‘



Kazakcran Pecry6nmKachIHbIH 31€KTPOH/IBI HBICAHIAFbl HOPMATHBTIK KYKBIKTHIK Penaxuusiay kyHi 10.07.2020

. aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 28.08.2020

* ‘ a iy DTaJIOHHBII KOHTPOJIBHBIH 6aHK HOPMATHUBHBIX TIPAaBOBBIX aKTOB Jlata peaakiuu 10.07.2020
Pecny6nuku Kazaxcran B 37€KTpPOHHOM BHJIE

JlaTa ckauMBaHHS 28.08.2020

5. 3akiroueHme

ITonoxurenbHoe

OtpuuatenbHoe ( ¢ 000CHOBaHHEM)

IIpumeuanne

*K otuery o pe3ysibTaTax NpoBeIeHUs JJaDOPaTOPHOTO UCTIBITAHUS MTPUJIAraeTCs
Komusl cepTrdrKaTa aHajau3a v (M) TPOTOKOJIa UCTIBITAHUHN Ha TIPOTYKITHIO
Ja60paTOpUU KOHTPOJISI KaueCTBa MPOU3BOIUTENS UIN KOHTPAKTHOM J1abopaTopuu,
MCTIOJIb3YEMOW TPOU3BOAUTENIEM. BCe MPUIOKEHHS K OTYETY SIBJISIFOTCA HEOTHEMIIEMOM

€Io 4aCThbHO.
PyxoBoauTes KOMHCCHH
MHOIINCH . ®amunus
YJIeHBI KOMHCCHH:
HOAINCH . ®amunus
HOAINCH . ®amunus
« » 20 T.
CornacoBaHo:
(momkHOCTB)  (TIOJIHUCH) U. Gamunust

(momkHOCTE)  (TIOMITUCH) . ®amunus
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[Tpunoxenue 11
K [IpaBriiam nipoBeieHUsE SKCIIEPTU3BI
MEIUIUHCKOTO U3]ICIIHS

3akiroueHue 0 6e30aCHOCTH, KayecTBe M 3PPEKTUBHOCTH MEIHIIHHCKOT 0
U3/1eJIMs, 3asiBJICHHOI0 HA IKCIIEPTHU3Y B HEJISAX FOCYAAPCTBEHHON pPerucTpamnum,
nepeperucrpanuu B Pecnnyoimke Kaszaxcran

1. PecyOnrkaHckoe Tocy1apCTBEHHOE MIPEANPUATHE HA TIPABE XO35ICTBEHHOTO
BeieHUs « HanmoHaIbHBIN HEHTP SKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB U METUIIMHCKUX
uznenuiny Komurera KOHTpOIIS KadecTBa v 0€30MIaCHOCTH TOBAPOB U yCIyT
MunucrepcTBa 31paBooxpaHenus Pecnyonuku Kazaxcran coobmiaer pe3yiabTaTsl
AKCHEPTU3bI HA OE30MaCHOCTh, KAYECTBO U A(HPEKTUBHOCTH METUIIMHCKOTO U3/IEIHS B
EJISIX TOCYJapCTBEHHOM perucTpanuu, nepepeructpamnuu B Pecnyonuke Kazaxcran:

ToproBoe HaMEHOBaHNE MEIUIIMTHCKOTO M3/EIH

OpraHn3anusi-lpou3BOIUTeNb, CTPAHA-IPOU3BOAUTEIb

ITpou3BoACTBEHHAsI TUIOIIA/IKa, CTPaHa

Y10THOMOUEHHBIH NpeICTaBUTENb, CTpaHa

Tun meauuuackoro u3aenus (M)

Bupg (perucrtpanus, nepeperucTpanmsi)

Kitacc B 3aBUCMMOCTH OT CTENEHU MOTEHIIUAIBLHOTO pHUCKa NPUMEHEHU

Kon Homenknatypbl MemuuuHCKuX u3nennii Pecnyonuku Kazaxcran

KoMmrutekranust MeAUIHCKOTO H31eNus (TIPH HATMYUH — KOJIMYeCTBO KoMIutekTyromux) (Tabmumna)

3akiroueHre HavyalbHON 9KCIEePTU3bI (BaUJallMK PETHCTPAIMOHHOTO 0Che) (MOJI0KUTEIBHOE HITH OTPULATEILHOE)

3aK/I04eHNe CIIeHATU3UPOBAHHOMN HKCIIEPTU3BI (TIOJI0KUTEIBHOE HIIH OTPULIATEIBHOE)

3akiIoueHne UCIIbITATeNbHOM JJabopaTopun: nata 1 Ne mpoTokoa (MOJI0KUTENEHOE WIH OTPULIATENILHOE)

Tabmuna

KOMHJ’IGKT&HI/IH MCAUITMHCKOI'O U3ACIUA

Hanmenosanne Monens IIponssoauTens Crpana

2. 3akmroueHue (IOJI0XKUTENbHOE): MaTepransl U JOKyMEHTBI PETUCTPALIMOHHOTO
JI0Cb€ Ha MEIMLIMHCKOE U3/I€TIUE, IPEOCTABICHHbIE HAa AKCIIEPTU3Y AJIs
rocyJapCTBEHHOW perucrpauuu, nepepeructpaunn B Pecnyonuke Kazaxcran,
COOTBETCTBYIOT YCTAaHOBJICHHBIM TPeOOBaHUSM, O€30MIaCHOCTh, KAUECTBO U
3¢ (PEKTUBHOCTH MEAUIIMHCKOTO U3/I€TUs TOATBEPKIEHBI COOTBETCTBYOIIUMU
MaTepHallaMU U ITPOBEJICHHBIMU UCITBITAHUSIMHU.



Kasakcran Pecry6irKkachbIHbIH 3JI€KTPOH/IbI HBICAHAAFbl HOPMATHUBTIK KYKBIKTBIK Pepakuusnay kyni 10.07.2020

; . aKTiIEepAiH ATanoH/bl 6aKpLIay 6GaHKi Caxray KyHi 28.08.2020

* i [ = | [ ¥ | DTaJIOHHBII KOHTPOJIBHBIH 6aHK HOPMATHUBHBIX TIPAaBOBBIX aKTOB Jlata peaakiuu 10.07.2020
PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

JlaTa ckauMBaHHS 28.08.2020

MenuumnHCcKOe U3/1eNIue MOKET ObITh 3aperucTpupoBaHo B PecnyOnuke
Kazaxcran cpokom Ha JeT Uin 0ECCPOUHO.

3axiroyeHue (OTpUIaTesbHOe): MaTepuanbl U JOKYMEHThI PETUCTPAITMOHHOTO
JOChE HA MEJIULIMHCKOE U3J/IEJINE, PEIOCTABICHHBIE HA SKCIIEPTU3Y IS
rocyJapCTBEHHON perucTpaiuu, nepepeructpanuu B Peciyonmke Kazaxcran, e
COOTBETCTBYIOT YCTaHOBJIEHHBIM TPEOOBaHMIM, 0€30MMaCHOCTh, KAYECTBO U
3O PEeKTUBHOCTH METUIIMHCKOTO U3/ HE MOATBEPKIECHBI COOTBETCTBYIOIIUMU
MarepuaiaMy U IPOBEICHHBIMU UCIIBITAHUSIMU.

MenuuuHCKOE U3/Ie]INe He MOXKET ObITh 3aperucTpupoBaHo B Pecnybnnke
Kaszaxcramn.

3akiroueHue AeUCTBUTENbHO 180 KaJeHAapHbBIX AHEW C IaThl MOMUCAHUS.

PykoBoauTens rocy1apCcTBEHHON 3KCIIEPTHON OpraHUu3aluu

TIOJIITUCH damunusi, UM, 0TYECTBO (TP HATTHYHH)

JlaTa
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[Tpunoxenue 12
K [IpaBriiam nipoBeieHUsE SKCIIEPTU3BI
MEIUIUHCKOTO U3]ICIIHS

dopma

3akia0ueHue 0 0e30MaACHOCTH, KauyecTBe H 3P (PeKTUBHOCTH MeTHITHHCKOTO
W3/1eJIMs 3asiBJICHHOT0 Ha YKCIIEPTU3Y B LeJIsIX BHECEHHsI N3MEeHEeHN B
PerucTpanuoOHHOE 10Che

1. PecnyOnrkaHckoe TocyAapCTBEHHOE MIPEANPHUATHE HA TTPaBe XO35ICTBEHHOTO
BesieHus «HarmoHanbHbIN HEHTP IKCIEPTU3BI JICKAPCTBEHHBIX CPEACTB U METUIIMHCKUX
uznenuiny Komurera KOHTpOIIS KauecTBa U 0€30MaCHOCTH TOBAPOB U yCIyT
MunucrepcTBa 3paBooxpaneHus Pecniyonuku Kazaxcran coobmiaer pe3yiabTaTsl
AKCHEPTU3bI O BIUSHUHA BHOCUMBIX U3MEHEHUH B PETUCTPAIMOHHOE 10ChE Ha
0€30MacHOCTh, KaueCTBO U 3P(HEKTUBHOCTh MEIUIIMHCKOTO U3/IEIHS:

TOpl"OBOC HaNMCHOBAHNUEC MCIUIIMHCKOI'O U3ACINA

OpraHmaum{ NPpOU3BOAUTEIb, CTPAHA-ITPOU3BOAUTEIID

HpOHSBO}ICTBeHHaﬂ TIoHaika, crpaHa

V10JIHOMOYEHHBIH NnpeaACTaBUTEIIb, CTPpAaHA

BHocuMble U3MEHEHUS

3akiroueHre Ha4albHON SKCHEPTU3bI (BaJIMJaluK PErHCTPAIMOHHOTO O0Che) (MOJI0KUTEIBHOE HITH OTPULIATEILHOE)

3aKIoueHe CHCI.II/IaJ'II/BHpOBaHHOﬁ OKCIIEPTU3BL (HOJ’[O)KI/ITCJ'IBHoe nin mpnua’renbnoe)

3aKII0YeHHE UCTIBITATEIBHOMN na6opaTopvm: nara u Ne IIPOTOKOJIA, (HOJ’IO)KI/ITCJ'IBHOC Wi OTpI/ILIaTeJ'lLHOC)

2. 3aknroueHue (MoNoKUTeNbHOE): MaTtepualibl U JOKYMEHTHI HA METUIIMHCKOE
u3JieNue, MpeoCcTaBIeHHbIE ISl BHECCHHS U3MEHEHUN B PETUCTPAIIMOHHOE JTOChE,
COOTBETCTBYIOT YCTAHOBJICHHBIM TPeOOBAHUSIM, BIUSIHUE HA O€30MaCHOCTh, KAYECTBO U
3¢ PEKTUBHOCTH METUIIMHCKOT'O M3CITHS TTOATBEPKICHBI COOTBETCTBYIOIITUMH
MaTepuajaMy U MPOBEICHHBIMU UCTIBITAHUSIMH.

BHocuMble n3MEHEHHsI MOTYT OBbITh 3apErUCTPUPOBAHBI C Bblauel (0e3 BblIaun)
HOBOI'O PETUCTPALMOHHOTO yI0CTOBEPEHHS.

3akmtroueHue (oTpuLaTesbHoe): MaTepraibl U TOKYMEHThHI Ha METULIUHCKOE
U3JIeNI1e, IPEJOCTaBICHHbIE JIsl BHECEHUS] U3MEHEHHUM B PETUCTPALIMOHHOE JI0ChE, HE
COOTBETCTBYIOT YCTaHOBJIEHHBIM TPEOOBAHMSM, BIMSIHUE Ha 0€30MaCHOCTh, KAYECTBO U
3(pHEKTUBHOCTh METUIIMTHCKOTO U3/IETUS HE MMOATBEPKIECHBI COOTBETCTBYIOIIUMHU
MaTepHallaMU U MTPOBEJICHHBIMU UCTIBITAHUSIMHU.
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BHOcCHMBIE U3MEHEHHSI HE MOTYT OBITh 3apErUCTPUPOBAHBI.
3akimoueHue AerucTBUTENbHO 180 KaneHaapHbIX AHEN C AAThI OAIACAHMS.

PykoBoauTens rocy1apcTBEHHON SKCIEPTHOW OPTaHU3ALMU

MOAIHUCH

JlaTa

®damMunusi, UMsl, 0TYECTBO (TIPH HAJTHYHH)
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[Ipunoxenue 13
K [IpaBriiam npoBeneHus
AKCHEPTU3BI MEAULIUHCKOTO U3EIHS

dopma
Kazakcran Pecniyonmukacer JleHcaynbik caktay MuHHCTpIiri Tayapmiap Pecny0nukaHckoe rocyiapcTBEHHOE MPENPHUATHE Ha TIPaBe XO-
MEH KOpCETUICTIH KBI3METTEPAIH canackl MeH Kayilci3Iirin OaKpuiay 3s1iicTBEHHOrO BeieHus « HaloHanbHbIN EHTpP SKCIEPTU3EI Jie-
KOMUTETIHIH «J[opitik 3aTTap MEH MEIUIMHAIIBIK OYHBIMIAp/IbI Ca- KapCTBEHHBIX CPE/ICTB M MEAMIIMHCKUX H3zenui» Komurera koH-
panTay YITTBIK OPTaJIbIFbD» HIAPYyaIIbUIBIK XKYPri3y KYKbIFBIHIAFbI TPOJIsL KauecTBa 1 OE30IIaCHOCTH TOBAapOB M yCIyr MUHHCTEpCTBA
peciyOIMKaIbIK MEMIICKETTIK KOCITOPHBI 3apaBooxpaHenus Pecyonuku Kasaxcran

CBoaHbIil 0T4eT 110 0€30MACHOCTH, 3P PEKTHBHOCTH U KAYeCTBY MeAMIMHCKOI0
u3ae s

HanmenoBaHne MEIUITMHCKOTO U3JIENUS , TPOU3BOIUTEIb, CTPaHa
N3 otuera yaaneHa koHduaeHIMaIbHas HHGOpMAITUs
Conepxanue
1. O6nacTh MPUMEHEHUS MEIUITUHCKOTO U3/ICITHUS

. HazHauenne MeIMIIMHCKOTO U3JETHS

. KpaTkas TexHudeckas XxapaKTepUCTUKA MEIUIIMHCKOTO U3

. Kitacc 6e3onacnoctu

. Pemienue (3akntoueHue)

2

3

4

5. Mudopmarus o mpou3BouTesIe
6

7. Nadopmarus mo peructpamuu
8

. YcnoBus xpanenus aia [VD (AiBunan)
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e.zarli

PecniyGnuku KazaxcraH B 2J1eKTPOHHOM BUJIE

Penakumsnay kyHi 10.07.2020

Cakray KyHi 28.08.2020
Jlara penakuuu 10.07.2020
JlaTa ckauMBaHHS 28.08.2020

[Ipunoxenue 14
K [IpaBriiam npoBeneHus

9KCIICPTU3BI MCAUITUHCKOI'O U3ACINUA

Hepequb BH/10B H3M€H€HHﬁ, BHOCHMBIX B PEruCTPpaAaiuHoOHHOEC J0CHE

MEJIMIMUHCKOI0 U3J1€JIUSI B IIEPHUO/I HeﬁCTBHﬂ PErUCTPAINHOHHOIO YAOCTOBEPCHUSA

Wsmenenne VYcnosusi/3amedanust [TepeueHb TOKyMEHTOB U MaTEPUAJIOB, HEOOXOIUMBIX JUIS BHE-
CCHUS U3MCHCHMIA
1 2 3

1. 3meHeHue cBeieHUI O IPOU3BOJUTE-
J1e/TIPOM3BOICTBEHHON IIJIOIIA/IKE MEIH-
LIMHCKOI'O M3/eJIus

OCHOBHOE yCIIOBHE - HO-
Bast JINIIEH3Hs HA ITPOU3-
BOJICTBO BBIJJaHHAS yIIOJI-
HOMOYECHHBIM OpraHOM
CTpaHbI IPOU3BOAUTEIS
(m3roroBUTEIS)

Mecto npou3BoAcTBa HE
HM3MEHHUIIOCH.

Her usmenenuii B mpous-
BOJICTBEHHOM ITPOIIECCE
WM Crielu(pUKaIHIX,
BKJTFOYasi METO/IbI UCIIBITA-
HUSL.

1. IokyMeHT, yIOCTOBEPSIIOIINI PETUCTPALIUIO METUIIMHCKOTO
W3NS B CTpaHe MPOU3BOIUTEINE (PErHCTPAIMOHHOE YIOCTOBE-
peHune, HoTapHalbHO 3aCBHCTENILCTBOBaHHBII CepTU(HKAT CBO-
6onuoit nponaxu (FreeSale), Cepruduxar Ha 5KCIOPT) C BHE-
CEHHBIMH M3MEHEHUSAMH

2. JIOKyMeHT, TOATBEP>KAAIOIINI BHECEHHE M3MEHEHNH (C yKa-
3aHHEM JaThl BHECCHHS U3MEHCHHS) OT YIOTHOMOYEHHOTO Opra-
Ha CTpaHbl— IPOU3BOIUTENS

3. HorapuanbHO 3aCBHIETEILCTBOBAHHBIN TOKYMEHT, TOITBEP-
XKIAIOINH COOTBETCTBUE YCIOBUH IPOM3BOJICTBA HAIIMOHAIb-
HBIM W/HJIM MEeXIyHapoIHbIM cTannaptam GMP; ISO

4. HorapuanbHO 3aCBHIETEILCTBOBAHHBIH JTOKYMEHT, IIOATBEP-
JKIQFOIINT COOTBETCTBHE MEIUIIMHCKOTO M3EIIHs HAllMOHAb-
HBIM WITH MEKIYHApOIAHBIM HOPMATHBHBIM JOKYMEHTaM, KJIacC
B 3aBHCHMOCTH OT CTEIEHH MOTCHINATIBFHOIO PUCKA IPUMEHE-
nust (exnaparus coorBerctust; CepTrdUKaT COOTBETCTBHS)

5. Konust peructpaiiioHHOr0 y0CTOBEpEHHUs BbIJaHHOTO B Pec-
nyommke Kazaxcran

6. [Tucemo TNIPOU3BOAUTEIISA, YAOCTOBEPSAOLICE, UTO IIPOU3BO/I-
CTBEHHBIN TIpoLecc U KOHTPOJIb 3a KaY€CTBOM U 0e30MacHOCTHIO
TOTOBOI'O ITPOAYKTA OCTAOTCS 0e3 I/ISMeHeHﬂﬁ, C YKa3aHHUEM J1a-
Thl BHECEHUS U3MCHCHUI

7.1IpOeKThl MHCTPYKIMK IO IPUMEHEHUIO MEAUIIUTHCKOTO U3Ie-
JHst / PyKOBOZICTBO TIO 9KCIUTyaTaluK (Ha 3JIeKTPOHHOM HOCHTE-
ne CD B popmare DOC

8. CripaBKa ¢ BHECEHHBIMH H3MEHCHUSMHU

9.Maxket MapkupoBKH (Ha d5ekTpoHHOM Hocutene CD B ¢popma-
te JPEG)

10. Onuch TOKYMEHTOB

2. I3MeHeHne cBesieHuH 00 yIIOITHOMO-
YEHHOM IIPECTAaBUTEIIE, BKIIFOYas CBEJIe-
HHS O PEOPTraHU3aLNH OPUANIECKOTO JIH-
11a, 00 M3MEHEHUH ero HaUMEHOBAHUsL, U3-
MEHEHUH (aMHINH, UIMEHH, OTYECTBA
(TIpu HAJIMYMU) aJJpeca MECTa SKUTEIIb-
CTBa MHIMBUIYaJIbHOTO NPeANpHHIMATE-
st

BHecenue u3MeHeHuit B
PETUCTPAIIMOHHOE YIOCTO-
BEpeHHe He BIUACT Ha 3(-
(exTrBHOCTH U Oe301mac-
HOCTh MEIHIIHHCKOTO M3-
Jienust

1. Korust JAOKYMCHTaA, IOATBEPKAAIOIICIO ITOJTHOMOYUS YIIOJIHO-
MOYCHHOI'O IIPEACTAaBUTECIISI IIPOU3BOTUTCIISE

2. Konus perucTpaiioOHHOr0 y10CTOBEPEHUS

3. HOKyMeHTLI, TIOATBEPIKAAONINC U3MCHCHUS

4. Onuce TOKyMEHTOB

5. MHCTpYKIUS 110 IPUMEHCHUIO

3. U3MeHenne HauMEHOBAaHUS ME UL H-
CKOT'O M3ENHs

MoTHrBHpOBaHHOE 0O0CHO-
BaHUE HEOOXOAMMOCTH U3-

1. 3asBiieHrEe HAa BHECCHUE U3MEHEHHI TI0 YTBEPKACHHOH (op-
Me (Ha anekTpoHHoM Hocutene CD B popmare DOC
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MEHEHUsI HAUMEHOBaHMS
MEJUIMHCKOTO U3/IeNus,
He BIMAIOIETo Ha QyHK-
[UOHANBHBIC U TEXHUYE-
CKHe€ XapaKTEePUCTUKH

2. HorapuasibHO 3aCBH/ICTEIILCTBOBAHHBIN JIOKYMEHT, YI0CTOBE-
PSIOLINIA PETUCTPALIUIO MEANIIMHCKON TEXHUKH/ MEIUIIMHCKOTO
W3IENUsl B CTPaHe MPOM3BOAUTENE (PETHCTPAOHHOE YI0CTOBE-
penne, Ceprudukar ceoboanoit nponaxu (FreeSale), Ceprudu-
KaT Ha DKCIIOPT) ¢ BHECCHHBIMU H3MCHCHHUSAMU

3. Konust perucTpaiiioHHOTO Y0CTOBEPEHHUs BBIJaHHOTO B Pec-
ny6iuke Kazaxcran.

4. I[TuceMo npon3BOAMTENS (M3TOTOBHUTEIIS), COAEPIKALIEE MOTH-
BHPOBaHHOE 000CHOBaHHME HEOOXOIMMOCTH U3MEHEHHSI HanMe-
HOBAHUSI MEAULMHCKOTO U3/ICNHUS , HE BIUSIOIETO Ha (PyHKIHO-
HaJIbHBIE ¥ TEXHHYECKHE XapaKTEPUCTHKN MEIUIIMHCKOTO H3/ie-
TSt

5. IIpoekThl HHCTPYKLUH 10 MPUMEHEHUIO METUIIMHCKOTO H3/1e-
JHst / 3KCIUTyaTallMOHHBIA JOKYMEHT (Ha JIEKTPOHHOM HOCHUTE-
ne CD B popmare DOC

6. MHCTpyKIMS 110 IPUMEHEHUIO MEMIIMHCKOTO U3/IeNus,
YTBEpKAEHHAsI B CTPaHE-IIPOU3BOIUTENIE C Ay TEHTUUHBIM I1epe-
BOJIOM Ha PYCCKHUIl A3BIK

7 CrpaBKka ¢ BHECEHHBIMHU N3MEHEHUSMHI

8. Maket MapkupoBKH (Ha anexTpornHoM Hocutene CD B ¢popma-
te JPEG

9 . ®ororpaduyeckue n300pakeHHs 0OIIETO BH/Ia MEIUIIMHCKO-
0 U3/IeNUs BMECTE C IPHHAIIEKHOCTAMHU, HEOOXOAUMBIMH 1715

HNpUMEHEHHs 10 Ha3HaueHu1o (pa3MepoM He MeHee 18 x 24 can-

TUMETpPa)

10. Onuch JOKYMEHTOB

4. CocraB IprHAUICKHOCTEH U (MIIH)
KOMIUICKTYIOIIHX U (MJIM) PACXOIHBIX Ma-
TepuasoB, 0OHOBICHUE (YCTAHOBKA HO-
BOii BEPCHHU) ITPOrPAMMHOT0O 00eCIIeYCHUs

OTcyTCTBHE BIMSHUS HA

(YHKIMOHAIBHBIC XapaK-
TEPUCTUKU METHLUHCKO-
rO U37eNnus

1. 3asiBIeHHE Ha BHECEHHME U3MEHEHUH 110 YTBEPXKIEHHOH (op-
Me (Ha anekTporHOM HocuTene CD B ¢popmare DOC

2. Komust perincTpanoHHOTO yIOCTOBEPEHHS BBIIAaHHOTO B Pec-
ny6nuke Kazaxcran

3. [Mucemo mpousBoauTENS (M3TOTOBUTEINS), COAEPIKAIIEe MOTH-
BHPOBaHHOE 000CHOBaHHE HEOOXOJMMOCTH U3MEHEHHS B COCTa-
BE€ KOMIUICKTYIOIIUX U YKa3aHHEM HOBOTO TI€PEUHs KOMIUIEKTY-
OIIHX, TIOATBEPXKIAIOIINX OTCYTCTBUE BIMSIHUS Ha (yHKIHO-
HaJIbHBIE XapaKTEPUCTHKN MEIUIIMHCKOTO U3JIeHsl (BKIIOYast
paciIrpeHue CIeKTPa BISIBISCMbIX aHATUTOB METUIIMHCKOTO
uzaenus s in vitro (IVD) quarnoctux).

4. TIpoeKThl HHCTPYKIMKA IO IPUMEHEHUIO MEAUIIMHCKOTO U3/e-
TSl /9KCIUTYaTallMOHHbIN IOKYMEHT Ha Ka3aXCKOM U PYCCKOM
SI3BIKE

5. OOHOBIIEHHAsI CIIpaBKa C yKa3aHUEM IIepPEYHs] KOMIUICKTYIO-
HIMX M PACXOJHBIX MaTEPHUAJIOB 10 YTBEPXKICHHOM (opme

6. Onuch JOKYMEHTOB

7. B cinydae 106aBIeHUs KOMIUIEKTYIOIIET0, PACXOJHOTO Mate-
pHana sSBISIONIErocs MeIUIUHCKIM H3EIUeM — 00pa3iibl Me/Iu-
LIMHCKOTO M31eius (B Cllydae CTEPUIILHOTO MPEIOCTABIISECTCS
BECh KOMIUIEKT) U HOPMAaTUBHBIN JOKYMEHT

8. PesynbTathl Banuaanuy u Bepudukaum nporpaMMHOro obec-
neYeHust

be3onacHocTh npuMeHe-
HUSI METUIIMHCKOT'O U3/Ie-

1. 3asBieHnE HA BHECEHUE U3MEHEHHUI TI0 YTBEPKIEHHOMN Bop-
Me (Ha anektponHoM Hocutene CD B ¢popmare Word
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5. I3sMeHeHue moKa3aHui 10 IpUMEHe-
HHIO; 00J1aCTH IPHUMEHEHUsI; TPOTUBOIO-
Ka3aHui;

m0604HBIX 3P PEeKTOB

JIHSL IOJDKHA COXPAHSIThCS
U MOATBEPIKAATHCS IAaHHbI-
MU KIMHUYECKUX MCCIIEN0-
BaHUI 110 0€30IaCHOCTH U
3¢ PpeKTUBHOCTH

2. Komust perucTpaliioHHOTO y/I0CTOBEPEHHS BBIIaHHOTO B Pec-
my6imke Kazaxcran

3. IlnuceMo npou3BOAMTENS (M3TOTOBUTEINS), COJIEPIKAIIIEe MOTH-
BUPOBaHHOE 00OCHOBaHHE HEOOXOMMOCTH BHOCHMBIX H3MEHE-
HUH

MHuCcTpyKIHs 0 TPIMEHEHUIO MEIUIIMHCKOTO N3N, YTBEp-
JKJICHHAs B CTPaHEe-TNPOU3BOJMTEIE C AyTEHTUYHBIM N1EPEBOJIOM
Ha PYCCKHH S3bIK

4. TIpoeK Tl HHCTPYKIHI 110 PUMEHSHHUIO MEAUIIMHCKOTO HU3Jie-
TSI COTJIACHO YCTAHOBJICHHOMY 3aKOHO/IATENBCTBY (Ha 3JICK-
TponHoM Hocutene CD B popmate DOC

5. Panee YTBEpXKACHHAsI HHCTPYKI UL

6. L|BeTHBIC MaKeThl YIIAKOBOK, 3THKETOK, CTHKEPOB (TIpH HE0O-
xoauMocTH) (Ha snekTponHoM HocuTese CD B ¢popmate JPEG

7. Pe3ynbTaThl KIIMHUYECKUX UCIBITAHHUHA, OTPAYKAIOIINE BHOCH-
MblEe U3MEHEHHUS

8. Onuch JOKyMEHTOB

6. CMeHa pou3BOAMUTENEeH KOMILIEKTYIO-
LIMX, TIPHHAIICKHOCTEH, PACXOIHBIX Ma-
TEpUaJIOB

TexHnuueckue xapakTepu-
CTHKH ¥ KOHTPOJIb Kaye-
CTBa KOMIUIEKTYIOIINX 1
/MM PaCXOJHBIX MaTepHa-
JIOB HE JOJDKHBI CHUKATh
KauecTBO FOTOBOTO MPO-
JIyKTa

1. 3asBieHHEe Ha BHECEHUE U3MEHEHHI TI0 YTBEPKACHHOH (op-
Me (Ha snektponHoM Hocurene CD B popmare DOC

2. HotapuanbHO 3aCBH/ETENIBCTBOBAHHBIN TOKYMEHT, HOITBEP-
MJAIOIUHA COOTBETCTBUE YCIOBUI IPOM3BOJICTBA HALIMOHAIIb-
HBIM H/WII MEeXyHapoHbIM cTanaapTam GMP; ISO kommiex-
TYIOIIUX W/WIU PACXOIHBIX MaTepHAIIOB

3. Komust pericTpanoHHOTO yIOCTOBEPEHIS BBIIAHHOTO B Pec-
ny6muke Kazaxcran

4. TTuceMO IPOU3BOIUTENS, YAOCTOBEPSIOIIEE, YTO IPOU3BO/-
CTBEHHBII POLIECC U KOHTPOJIb 32 KAYECTBOM U O€30MacCHOCTHIO
TOTOBOT'O MPOAYKTA OCTAIOTCSI 0€3 U3MEHEHUI

5. I1poeKkThl HHCTPYKIHH TI0 TPUMEHEHHIO METUIINHCKOTO M3/1e-
nust (pu HeoOxoxmumocTn) (Ha 31ekTpoHHOM Hocutene CD B
¢dopmare DOC

6. Onnchy TOKyMEHTOB

7. OGHOBIICHHAS CIIPaBKa C yKa3aHHEM NePEUHs KOMILIEKTYO-
IIUX ¥ PACXOTHBIX MATEPHAIIOB [0 YTBEPXKICHHOH Gopme

7. VBenudyenue/ yMeHbIICHHE CPOKA Xpa-
HEHUs MEAULMHCKOTO U3/1eHs

MoTHBHpOBaHHOE 0OOCHO-
BaHHE U3MCHEHHS CPOKa

1. 3asBiieHHEe Ha BHECCHUE U3MEHEHHI TI0 YTBEPKACHHOH (op-
Me (Ha anekTpoHHOM Hocutene CD B popmare DOC

2. Konust perucTpaiioHHOTrO Y0CTOBEpPEHHUS BBIJaHHOTO B Pec-
ny6nuke Kazaxcran

3. TIncpMO MPOU3BOAMTENS, YAOCTOBEPSIOIIEE, YTO IPOU3BO-
CTBEHHBI TIPOIECC ¥ KOHTPOJIb 33 KAYECTBOM U O€30I1aCHOCTHIO
TOTOBOT'O TIPOIYKTa OCTAIOTCS 0e3 U3MCHEHHIA

4. JlaHHbIe IO CTAOUIIBHOCTH HE MEHEE YeM Ha TpeX cepHsx) (OT-
4eT 000CHOBBIBAIOIIHN CPOK TOTHOCTH)

5. IIpoeKT HHCTPYKIMH T10 TIPUMEHEHHIO MEIUIIHHCKOTO H3/Ie-
nust (pu HeoOXoAMMOCTH): (Ha 31ekTpoHHOM Hocutene CD B
dhopmare DOC

6. LlBeTHBIE MaKeThl YIIAKOBOK, ITUKETOK, CTUKEPOB (Ha JJIeK-
tpoHHOM Hocutene CD B popmare JPEG

7. Onuch 1OKYMEHTOB
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8.M3MeHeHue yClloBU XpaHEeHUs

MoTtuBHpoBaHHOE 00OCHO-
BaHHE U3MCHCHUS YCIIO-
BUI XpaHEHUS

1. 3asiBieHHe HA BHECEHHE U3MEHEHHUIA 110 YTBEPIKICHHOH (Bop-
Mme (Ha anexkrponHoM Hocutenie CD B popmare DOC

2. Konust peructpainoHHOTO yJ0CTOBEPEHUsI BbIIaHHOTO B Pec-
my6mnke Kazaxcran

3. TInuceM0-000CHOBaHME TIPOM3BOIUTENS (M3TOTOBUTEIS) 00 U3-
MEHEHHUH YCIIOBHH XpaHeHUs Ha ()UPMEHHOM OJIaHKe POU3BO-
JIUTENISI COTJIACHO YCTAHOBJIGHHOMY 3aKOHOJIATENbCTBY

4. lanHble O CTAOMIIBHOCTH (U1l MEAULMHCKUX M3EIUi ) HE
MEHee YeM Ha TPeX CepHsX)

5. IIpoeKT MHCTPYKIMH 110 IPUMEHEHHIO MEUIIMHCKOTO U3/1e-
nust (pu HeoOXouMocCTH); (Ha 31ekTpoHHOM Hocutene CD B
¢dopmare DOC

6. L|BeTHBIC MaKeThbl YIIAKOBOK, 3THKETOK, CTHKEPOB (Ha 3JIeK-
tporroM Hocutene CD B popmare JPEG

7. Onnce JOKyMEHTOB

9. 3MeHeHne B poreaype KOHTPOIIS Ka-
4eCTBa FOTOBOTO MPOJIYKTa MEAULIMHCKO-
TO U3z

MoTHuBHpOBaHHOE 0O0CHO-
BaHHE U3MCHEHHS B IIPO-
Leaype KOHTPOJIS Kade-
CTBa

1. 3asBiieHrEe HAa BHECCHUE U3MEHEHHI TI0 YTBEPKACHHOH (op-
Me (Ha anekTpoHHoM Hocutene CD B popmare Word

2. Konust perucTpaiioHHOTO YIOCTOBEPEHHUS BBIJAaHHOTO B Pec-
ny6nuke Kazaxcran

3. [luceMo npou3BOAUTEIS, YIOCTOBEPSIOLIEE, YTO IPOU3BOI-
CTBEHHBIII IIpoliecc ocTaercst 6e3 N3MEeHEeHUH

4. TIncbMO MPOU3BOMTEINS, YIOCTOBEPSIOLIEE, UTO 3asBICHHAS
nporeypa KOHTPOJIS He CHUXKAeT KaueCTBO M 0€30IIaCHOCTb T0-
TOBOTO TIPOIYKTa

5. HopmaTuBHas JOKyMEHTaIMs C BHECEHHBIMU U3MEHEHHSIMH,
pernaMeHTHPYOIIas Ka4eCTBO KOHEUHOTO MPOIyKTa, HOTapH-
QJILHO 3aCBU/ICTENILCTBOBAHHBIN cepTU(HHUKAT aHAIN3a K METO/IHU-
KH KOHTPOJIsI KOHEYHOTO TIPOAYKTa

6. O6pas1bl, cTaHIAPTHBIE 00pa3Lbl A1 POBEIEeHUs J1abopa-
TOPHBIX HCIBITAHUH (TIpH HEOOXOIMMOCTH)

7. Onuch JOKYMEHTOB

10. U3meHeHue YIIakKOBKH METUITUHCKOI'O
U3CIns:

MIEPBUYHOHN YITAKOBKH MEIUIIMHCKOTO U3-
et

BTOPUYHOM W/WMJIM IPYIIIOBOM YITAKOBKH,
TPAHCIOPTHOM, IPOMEKYTOYHOM

MotuBHpoBaHHOE 00OCHO-
BaHHUE O BIMSHUN/ HE BIIH-
SIHUHM U3MEHEHUSI YIIaKOB-
KM Ha CTa0MIIBHOCTD, Kaye-
CTBO MEIMIIUHCKOTO H3Jie-
JIHsl; B3aUMOJICHCTBHS yIIa-
KOBOK- MEIUI[MHCKOTO H3-
nenust

1. 3asiBIeHHE Ha BHECEHHE U3MEHEHHH 110 YTBEPXKIEHHOH (op-
Me (Ha anekTporHOM HocuTene CD B ¢popmare DOC

2. Kormust perucTpaimoHHOTO YI0CTOBEPEHUS BBIIAHHOTO B Pec-
ny6nuke Kazaxcran

3. [lucpbMO MPOU3BOIUTEIIS, Y IOCTOBEPSIIOIIEE O TOM, YTO BHOCH-
MbI€ U3MEHEHUsI, OTHOCHTENILHO NMEPBUYHON YITAKOBKH BIHSIOT
/HE BIIMSAIOT Ha CTA0MJIBHOCTh, KAYECTBO MEIUIIHHCKOTO U3/e-
JIASE

4. HOpMaTI/IBHaSI JAOKyMEHTalusl, C BHECCCHHbBIMU U3MCHCHUSIMU

5. llBeTHBIE MaKeThI YIIaKOBOK, ITUKETOK, CTHKEPOB HOBOTO U
craporo obpasua (Ha 3nekTpoHHoM Hocutene CD B popmare
JPEG

6. DOTO MEIUIIMHCKOTO U3AEIIHS

7. OOpa3Isl ISk CTEPUITBHBIX METUIIMHCKUX U3/ICIHH , CTaH-
JTapTHBIE 00pas3Ilbl IS IPOBEICHHUS 1TA00PATOPHBIX UCIBITAHHIA
[IPY M3MEHECHUH NEPBUYHOI yNaKoOBKH (MPH HEOOXOIUMOCTH )

8. Omuch J0KyMEHTOB
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11. I3MeHeHne OTTUCKOB, TPYHTOBKH
WM APYTUX MapKHPOBOK, IITAMIIOB U
Hajnucell, BKIoYas J0OaBIeHUE WIH U3-
MEHEHHS KPacKH, UCIONIb3yEMBIX UL
MapKHPOBKU MEIUIUHCKOTO U3JIETIHUL.

MoTtuBHpoBaHHOE 00OCHO-
BaHHE BHECCHHUS H3MCHE-
HHUi B MAPKHUPOBKY

1. 3asBieHne HA BHECEHUE U3MEHEHUI 110 YTBEPKIEHHOMN Bop-
Me (Ha anektponHoM Hocutene CD B ¢popmare Word

2. Konust peructpalilnoHHOTO yI0CTOBEPEHUsI BBIIAaHHOTO B Pec-
my6mnke Kazaxcran

3. [IuceM0-000CHOBaHUE IIPOU3BOJUTEIISL O BHOCUMBIX U3MCHE-
HHUAX

4. I{BeTHBIC MaKeTHI YIIAKOBOK, STHKETOK, CTHKEPOB CTAPOTO U
HOBOT0 0Opa3siia (Ha 3nekrponHoM Hocutene CD B hopmare
JPEG

5. ®OTO MEIMITUHCKOTO U3JICIIHS

6. Onuch TOKYMEHTOB




