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KazaxcTtan Pecry6iukachiHbIH JleHcayIIbIK caKTay ITpuka3z Munucrpa MMUHHUCTEPCTBO 3APABOOXPAHEHUS U COLMATBHOTO
JKOHE QNICYMETTIK AaMy MUHHUCTPIIr 3IPaBOOXPAHCHHS M COLHAIIBHOTO pasButus Pecriy6anku Kasaxcran
(KP Ilpesunenrinig 25.01.2017 sx. N 412 passurtus Pecriy6imku Kazaxcran ot
JKapneirsiMeH Kaiita Kypbuty xonsiMeH KP 14 anBaps 2015 roza Ne 9.
Jlencaynbik cakray MuHUCTpIiri xoHe KP ExOex 3apeructpupoBan B MHUHUCTEPCTBE
JKOHE XaJIBIKTBI QJICYMETTiK KOPFay MUHUCTPIIIT] roctuiun Pecnyonuku Kazaxcran 19
Goutbln KaiTa YHBIMIACTBIPBUIIbI) (despans 2015 roma Ne 10295.

YTparuin cuity npukazoMm MuHuCTpa
3]ipaBoOXpaHeHus PecryOuuku
Kazaxcran ot 9 ¢espans 2021 roga
Ne KP JICM-16 (BBOIMTCS B
JEiCTBHE [0 HCTCYCHNH JECATH
KaJICHIAPHBIX [HEH MOCIIE THS ero
[epBOro OHIHAIBLHOIO
OIyOJIMKOBaHHMS)

O BHeceHMH M3MEHEHHUI B IPUKAa3
MuHuCTpA 31paBOOXPAHECHUS
Pecny0imku Kazaxcran
ot 18 Hos10pst 2009 roxa Ne 735
«O0 yrBepxkaenun IlpaBua
roCyJapCcTBEHHOM perucTpanuu,
nepeperuncTpany ¥ BHECCHUSI M3MEHeHUil
B PerHCTPALIMOHHOE 10Che
JIEKAPCTBEHHBIX CPE/CTB,
U3/1eJIMii MeIUIMHCKOI0 HA3HAYCHHS U
MeIMIUHCKON TEXHUKID)

Crnocka. Ympamun cuny npuxazom Munucmpa 30pasooxpanenusi PK om
09.02.2021 Ne KP J[CM-16 (8so0umcs 6 Oeticmaue no ucmeveHuu oecsamu
KaleHOapHblX OHell nocjie OHsl e20 Nep8oco 0PuYUaIbHO2O ONYOIUKOBAHUSL).

B cootBercTBUU co cratbeit 71 Konekca Pecnybnuku Kazaxcrtan ot 18 ceHTA0ps
2009 roaa «O 3m0poBbe Hapoaa u cucteme 3apaBooxpanenus», IPUKA3BIBAIO:

QR-KOJT COAEPIKUT CCHUIKY Ha
nansbiif nokyment B OKb HITA PK
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1. B mpuka3 Munuctpa 3apaBooxpanenus Pecnyonuku Kazaxcran ot 18 Hos10ps
2009 roga Ne 735 «O06 ytBepxkaenun [IpaBui rocygapcTBEHHON perucTpalu,
NEPEPErUCTPALIMH U BHECEHUSI U3MEHEHUI B PETUCTPALIMOHHOE JI0CHE JIEKAPCTBEHHBIX
CPEIICTB, U3IENTUI MEIUIIMHCKOTO Ha3HAYECHUS U METUIIMHCKOM TEXHUKI)
(3apeructTpupoBaHHbIM B PeecTpe rocy1apcTBEHHON perucTpalii HOpMaTUBHBIX
paBoBBIX akTOB 3a Ne 5935, onyOnukoBanHbIi B CoOpaHKe aKTOB IIEHTPATbHBIX
WCIIOJTHUTEIBHBIX Y UHBIX IIEHTPAJIbHBIX TOCYAapCTBEHHBIX OpraHoB PecmyOnuku
Kazaxcran, Ne 6, 2010 rona) BHECTH CIEAYIOIIHNE U3MEHEHUS:

B 3aroJIOBOK BHCCCHO N3MCHCHHUC HA Ka3aXCKOM S3bIKC, 3aI'0JIOBOK Ha PYCCKOM HC
MCHACTCA,

ITYHKT 6 M3J10)KUTh B HOBOI pCaaKnouu:

«6. HacTosimuii mpuka3 BBOJUTCS B ICUCTBUE MO UCTCUCHUU JECATH
KaJICHJIApHBIX THEH mociie THA ero NepBoro opUIMaIbHOTO OMyOJIUKOBaHUs, 3a
UCKIt0UeHUEM nmyHkTa S [IpaBuit rocy1apCTBEHHOM PErMCTpaLiK, IIEPEPETUCTPALUN U
BHECEHUSI U3MEHEHUI B PETUCTPALIMOHHOE JIOChE JIEKAPCTBEHHOTO CPEJICTBA, U3CIIHIMA
MEIUIIMHCKOTO Ha3HAYEHUS U MEAUIIMHCKON TEXHUKHU, KOTOPBIM BBOJUTCS B ICUCTBUE
JUIsl opranu3anui-npouspoaurteneit Peciyonuku Kazaxcran ¢ saBaps 2018 roga.»;

[IpaBuia rocy1apcTBEHHOMN perUCTPALINH, TIEPEPETUCTPAIIUU U BHECECHUS
U3MEHEHHI B pETUCTPALIMOHHOE J0ChE JIEKapCTBEHHOTO CPEICTBA, U3AEIUI
MEIUIMHCKOTO Ha3HAYEHUS U MEAUIMHCKON TEXHUKU YTBEPKIECHHBIE YKa3aHHBIM
MIPUKA30M, U3JIOKUTh B PEJAKIIUU COTJIACHO MPUJIOKEHUIO K HACTOSIIEMY MPHUKA3Yy.

2. KoMuTeTy KOHTpOJISI MEJULIMHCKON U (hapMalleBTUUECKOM 1eATENbHOCTH
MuHucTepcTBa 3[paBOOXPAHEHHS M COLUaIbHOr0 pa3Butusa Pecnyonuku Kazaxcran
00eCneyunTh:

1) rocy1apcTBEHHYIO PETUCTPALMIO HACTOSIIETO TpUKa3a B MUHUCTEPCTBE
roctuiuu PecyOnuku Kazaxcran;

2) opuuuanbHOE OMyOJIMKOBAaHUE HACTOALLIETO MTPUKa3a YCTaHOBIECHHOM
3aKOHOJATEIBCTBOM MOPSIKE;

3) pa3menieHne HACTOSAIIErO MPHUKa3a Ha UHTEpHET-pecypce MUHUCTEPCTBA
3IpaBOOXpaHEHUs U collMaibHOrO pazsutus Pecnyonuku Kazaxcran.
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3. KoHTpoJIb 32 HCTIOJTHEHUEM HACTOSILETO NPUKa3a BO3JI0KUTh Ha Buie-
MUHHUCTpA 3[paBOOXpaHEHUs U coluanbHoro pa3Butus Pecriyonuku Kazaxcran [oit A.
B.

4. Hacrosimui npruka3 BBOAUTCS B ACUCTBUE 110 UCTEUEHUHN JIECATH KaJCHIAPHBIX
JTHEW CO JHS €ro MepBoro oPpuIMagIbHOTO OMyOJIMKOBAHHMS.

MuHHCTp 3ApaBOOXPAaHEHHS U COUMAJBLHOTO pa3Butus Pecnydaukn T.
Ka3axcran JyiiceHoBa
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[Ipunoxenue
K npuka3zy MuHucrpa
31paBOOXPAHEHUS
Y COLIMAJIBHOTO Pa3BUTHS
PecnyOnuku Kazaxcran
ot 14 suBaps 2015 roga Ne 9

Y TBepKIACHBI
npukazoM MuHucTpa
3IpaBOOXPaHEHUS
Pecny6nuku Kazaxcran
ot 19 Hos6pst 2009 roga Ne 735

IIpaBuia
rocy1apCTBEHHON pPerucTpanum, nepeperucTpauy 1 BHeCEHNsI K3MEHEHNH B
PEruCTPALMOHHOE J0Che JIEKAPCTBEHHBIX CPEICTB, U3/1eJIMi MeIUILMHCKOI 0
HA3HAYEHHUS U MEJUIMHCKON TeXHUKH

1. O01Me moJI0KeHUud

1. Hactosimue I[TpaBuna rocy1apcCTBEHHOM perucTpaluu, nepeperucTpanuu u
BHECEHMS] U3BMEHEHU B PETUCTPALIMOHHOE J10ChE JIEKAPCTBEHHBIX CPEACTB, U3ICTUI
MEMIIMHCKOTI0 Ha3HAYEHUS U MEAUIIMHCKON TexHuKU (nanee - [IpaBuna) onpenenstor
MOPSIIOK MPOBEJCHUS TOCYIAPCTBEHHON PErMCTPpalM, IEPEPETUCTPALIMN U BHECCHUS
U3MEHEHUN B PETUCTPALIMOHHOE JOChE JIEKAPCTBEHHBIX CPEACTB, U3CINI
MEUIIMHCKOTO Ha3HAYEHUS ¥ MEIUITMHCKOM TeXHUKU B Pecniybnmke KazaxcraH.

2. 'ocynapCTBEHHYIO PETUCTPALIMIO, IEPEPETUCTPALIMIO U BHECEHUE U3MEHEHUN B
PETUCTPALMOHHOE JIOCHE JIEKAPCTBEHHBIX CPEJCTB, U3/IEIIMN MEIUIMHCKOIO HAa3HAYECH NS
¥ MEIMIIMHCKOM TEXHUKHU OCYIIECTBISET rOCYJapCTBEHHBIN OpraH B cpepe oOpaiieHus
JIEKAPCTBEHHBIX CPEICTB, U3AEIUN MEAULIMHCKOIO Ha3HAYEHU U MEIUIIUHCKOU
TEXHUKU (Jajiee — roCyJapCTBEHHBIN OPraH) B COOTBETCTBUU C HACTOALLIUMU
[IpaBuiiaMu, MOCpeICTBOM BEO-MTOpTaIa «3JIEKTPOHHOTO MPABUTEIBCTBA» (Jaee —
[Topran) npu B3aumoaeiicTBuM ¢ CUCTEMOI yIIpaBiIeHUS JIEKapCTBEHHOr0 00ecreyeHus

Enunoit uadopmarmonHoit cucteMsl 3apaBooxpanenns Pecyonuku Kazaxcran (manee
— CVYJI0).
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3. o nonaun 3asBiIeHNS HA TOCYJAPCTBEHHYIO PETUCTPALIHIO, IEPEPETUCTPALINIO
Y BHECEHUE U3MEHEHUN B PETUCTPALIMOHHOE JOCHE ITPOBOAUTCS DKCIIEPTU3A
JIEKAPCTBEHHOTO CPEACTBA, U3AENHSI MEAULIUHCKOTO HA3HAYEHN U MEAUIIMHCKOM
TEXHUKH Ha 0€30MacHOCTb, 3()(HEKTUBHOCTH M KA4€CTBO JIEKAPCTBEHHOT'O CPEJICTBA,
U3JIEIUS. MEAULIMHCKOTO HA3HAYEHUS U MEJULIMHCKON TEXHUKHU B FOCYJapCTBEHHOU
AKCIIEPTHOM OpraHnu3anuu B chepe oOpalieHus JIEKapCTBEHHBIX CPEJICTB, U3IETUI
MEAMIMHCKOIO Ha3HAYeHMs U MEAUIIMHCKON TEXHUKH - PeciyOnukaHcKum
rocyJapCTBEHHBIM MPEANPUITHEM HA MPaBE X035UCTBEHHOTO BesleHus «HannoHanbHbIN
LEHTP IKCHEPTU3BI JIEKAPCTBEHHBIX CPEACTB, U3AEIUI MEIUIIMHCKOTO HA3HAYEHUS U
MEIUIUHCKON TEXHUKN» MHUHHUCTEPCTBA 3paBOOXPAHEHUS U COLIMAIIBHOIO Pa3BUTHSA
PecnyOnnku Ka3axcran B COOTBETCTBUU € IIpUKa30M MUHHUCTpa 34paBOOXpaHEHUS
Pecniy6nuku Kazaxcran ot 19 Hos10pst 2009 rona Ne 736 «O6 ytBepxkaenuu [pasun
IPOBEAEHUS dKCIIEPTU3BI JIEKAPCTBEHHBIX CPEACTB, U3AEIUI MEAUIUHCKOTO
HA3HAYEHUS U MEJULIMHCKON TEXHUKN», 3apErNCTPUPOBAHHBIM B Peectpe
rocyJapCTBEHHON PErMCTpallii HOPMATUBHBIX IIPABOBBIX aKTOB 3a Ne 5926.

4.B HaCTOAIIINX HpaBI/IJIaX HNCITIOJIB3YIOTCA CIICAYIOINUC OCHOBHBIC ITOHATHA:

1) rocynapcTBeHHas SKCIIepTHAs opranu3anus B cpepe odparieHus
JIEKAPCTBEHHBIX CPEJICTB, U3JEITUN METUIIMHCKOTO Ha3HAYEHUS U MEAUITUHCKOM
TEXHUKHU (J1aJiee — SKCIIePTHAsI OpraHu3alus) - OpraHu3anus, onpeaesemMas
YIOJIHOMOYEHHBIM OPTaHOM B 00JIACTH 3/IpaBOOXPAHEHUS JIJIsl TPOBEACHUS SKCIIEPTUBBI
JIEKAPCTBEHHBIX CPEJICTB, U3JEIUN METUIIMHCKOTO Ha3HAYEHUS U MEAUIIUHCKOM
TEXHUKHU;

2) 3axmmoueHue 00 3 HEKTUBHOCTH, O€30MIaCHOCTH M KAYECTBE JIEKAPCTBEHHOTO
CpeACTBa, U3/IENIUsI MEAUIIMHCKOTO HA3HAYCHUSI U MEIUIIMHCKON TEXHUKH - IOKYMEHT,
COJIep KAl Pe3yJIbTaThl SKCIEPTU3bI MATEPUAJTIOB PETUCTPALIMOHHOTO JOChE
3asBJICHHOTO JICKAPCTBEHHOT'O CPEJICTBA, U3IETUs MEIUIIMHCKOTO HAa3HAUYCHUS U
MEIUIMHCKON TEXHUKHU U PEKOMEHIAlUK 00 UX rOCyAapCTBEHHON PErucTpalln,
NepeperucTpalu, BHECEHUN U3MEHEHUN B PETHUCTPALIMOHHOE JIOChE WIIM 00 OTKa3e B

HUX;

3) 3asgBUTEND - Pa3pabOTUUK, IPOU3BOAUTEND, IEPKATEIb PETUCTPALIMIOHHOTO
YAOCTOBEPEHUS WIH UX JIOBEPEHHOE JINLIO, YIIOJJTHOMOYEHHOE [T01aBaTh 3asBJICHHE,
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JOKYMEHTBI 1 MaTe€pralibl Ha IPOBEACHUE TOCYJAPCTBEHHOW PErUCTpaluu,
NIEPEPETUCTPALIMN U BHECEHUS U3MEHEHHUN B PETUCTPALIMOHHOE TOCHE JIEKAPCTBEHHBIX
CPEACTB, U3/IEIINA MEAUIIUHCKOTO HA3HAYECHUS U MEIULIIMHCKON TEXHUKH;

4) nepkatenb PErucTPalMOHHOr0 YAOCTOBEPEHUS - pa3padOTUUK,
MPOU3BOIUTEINb, OPTaHU3ALINS], UMEIOIIAsl IOKYMEHT OT MPOU3BOAUTEIS HA TIPABO
BJIAJICHUS PETUCTPALIMOHHBIM YJIOCTOBEPEHUEM, KOTOPBIA 00eCTIeunBaeT
3¢ (PEeKTUBHOCTH, KAYECTBO U O€30MIaCHOCTH JIEKAPCTBEHHOT'O CPEJCTBA, U3EIHS
MEUITMHCKOTO HAa3HAUYCHUS U METUITMHCKON TEXHUKU;

5) perucTpanoHHOE J1OChE - KOMIUIEKT JOKYMEHTOB 1 MaTe€pHaJoB
YCTaHOBJIEHHOT'O COJIEpKaHUsl, IPEJICTABIIIEMbIN HA TOCYIaPCTBEHHYIO SKCIIEPTUY;

6) perucTpalmoHHOE YI0OCTOBEPEHUE - TOKYMEHT, BbIJJABAEMbIN 3asIBUTEITIO
rocyJIapCTBEHHBIM opraHoM nocpenactBom lloprana npu B3aumosericteuu ¢ CYJIO Ha
3apETrUCTPUPOBAHHOE U PA3PELICHHOE K MEAUIIMHCKOMY PUMEHEHUIO HA TEPPUTOPUU
PecnyOnnku Ka3zaxcraH jgekapcTBEHHOE CPECTBO, U3EINE MEIULIMHCKOTO HA3HAUECHUS
Y MEIULUHCKYIO TEXHUKY;

7) perucTpanmoHHbIA HOMED - KOJOBOE€ 0003HAUYECHHE, TPHUCBANBAEMOE
JIEKAPCTBEHHOMY CPEJICTBY, U3JEIUI0 MEIUIIMHCKOTO HA3HAYCHUS U MEIULIUHCKOMN
TEXHUKE MPU rOCyAapCTBEHHON PErUCTPALINH, 0] KOTOPBIM OHO BHOCHUTCS B
['ocymapcTBEHHBIN peecTp JEKAPCTBEHHBIX CPENICTB, U3AEIUN MEIULIUHCKOTO
HA3HAYCHUSI U MEIUIIMHCKOU TEXHUKHU U COXPAHSIETCS HEU3MEHHBIM B TEUCHHUE BCETO
nepuojia npeObIBaHUs JIEKAPCTBEHHOTO CPEICTBA, U3/ICNIHS METUIIMHCKOTO Ha3HAYCHUS
U MEJIMIIMHCKON TEXHUKH Ha dapMalieBTUYecKoM phiHke Pecriybnnku Kazaxcras,

8) bapmakoHaa30p — cucTeMa HAOIIOICHUSI, aHAJIN3a U OIIEHKH MH(OpPMAIIUU O
0€30MacHOCTH 3apETrUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB.

5. 'ocynapCTBEHHOM PErUCTPALIU, IEPEPETUCTPALMNA U BHECEHUS U3MEHECHUH B
PETUCTPAIMOHHOE AOChE MOAJIEKAT OPraHU3ALUHU-TIPOU3BOAUTENN UMEIOIINE
ceptudukat Hannexaniei npousBoictBeHHON pakTuku (GMP) st nekapcTBEHHBIX
CPEICTB, OpraHU3alUU-TIPON3BOAUTENS UMEIOIINE CEPTU(UKAT CUCTEMBI MEHEI)KMEHTA
KauecTBa Ha cooTBeTcTBHE TpeboBaHusM [SO 13485, 3a uckioueHreM opranusaim-
MPOU3BOIUTENEH U3ACIUN MEAUIIMHCKOTO HAa3HAYEHUSI U MEJIUIIMHCKON TEXHUKH KJlacca
0€30MacHOCTH MOTEHIIMAIIBHOIO PUCKA MpuMeHeHus 1 u 2a (KpoMe CTepUIIbHBIX),
OpraHu3alUU-TIPOU3BOAUTEIS CTEPUIIbHBIX BATHO-MAPJIEBBIX U3ETUH, O€Nbs U
KOMILIEKTOB O€JIbsl, IePYaTOK.
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6. ['ocy1apCTBEHHOW PETUCTPALMU U IEPEPETUCTPALINH TOIIEKAT
npousBeaeHHbIie B PeciyOnmke Kazaxcran, a Takske BBO3UMBIE HAa €€ TEPPUTOPHIO
JIEKapCTBEHHBIE CPEICTBA, U3/ICNNS MEAUIIMHCKOTO HA3HAYCHUS U METULIMHCKAS
TE€XHUKA, BKIIFOYas:

1) nekapcTBEeHHBIE TpenapaThl MOl TOPrOBBIMA HAMMEHOBAHUSIMU C YKa3aHUEM
JIEKapCTBEHHOU (OPMBI, I03UPOBKH, (DACOBKHU;

2) OanK-MPOYKTHI JICKAPCTBEHHBIX CPEJCTB, U3ACIHN MEIUITUHCKOTO
Ha3HAYCHUS;

3) HOBblE KOMOMHAILIMM paHee 3aperucTpupoBaHHbIX B PecnyOnnke Kazaxcran
JIEKapCTBEHHBIX CPEJICTB C YKa3aHUEM JICKapCTBEHHON ()OPMBI, JO3UPOBKHU, (PaCOBKHU;

4) nmekapCTBEHHBIC CPEJICTBA, 3apPETUCTPUPOBAHHBIC paHee B PecryOnuke
KazaxcraH, HO IpOM3BENEHHBIE APYTUMU OPTaHU3AUUSIMUA-TIPOU3BOIUTEIISIMU, B APYTUX
JICKapCTBEHHBIX (popMax, ¢ HOBOU TO3UPOBKOM, HOBOM (PACOBKO, HOBOH YITaKOBKOH,
JPYyTUM COCTaBOM BCIIOMOTaTEIbHBIX BEIIECTB, IPYTUM Ha3BaHUEM;

5) nekapcTBEHHbIE CyOCTaHIIMM, TPOU3BEIEHHBIE HE B YCIOBUIX HaAexKalen
IIPOU3BOJICTBEHHON NIPAKTHUKU;

6) JeKapCTBEHHbIE CPEJCTBA OJTHOTO JEPKATENS PETUCTPALIMIOHHOTO
YAOCTOBEPEHUS, POU3BOIMMBIE B Pa3HBIX CTPAHAX HA PA3HBIX MPOU3BOACTBEHHBIX
IUIOLIAKAX;

7) MCIUIMWHCKAA TCXHUKA C YUICTOM HUX KJ'IaCCI/I(i)I/IKaIII/II/I B 3aBUCUMOCTHU OT
CTCIICHUN IMOTCHINAJILHOTI'O pUCKA MPUMCHCHUS B MCANIIUHCKHX LICIIAX

8) u3aenust MEUIIMHCKOTO Ha3HAYEHUS, IPEHA3HAYCHHBIC 1JI1 TUAarHOCTUKU BHE
OpraHu3mMa 4eJjaoBeKa, 3a UCKIIFOYCHUEM JTUAarHOCTUYECKUX PEAareHTOB, HE OTHOCSIIIUXCS
K MEJIUIIMHCKUM UMMYHOOHOJIOTHYECKUM IIpenapaTaM, JUH3bl KOHTAKTHBIE IS
KOPPEKLHUH 3PEHHUS], CPEACTBA MO YXOYy 32 HUMU;

9) uzgenust MEIUIMHCKOTO Ha3HAYEHUS U MEIUIIMHCKAs! TEXHUKA,
3aperucTpupoBaHHble paHee B PecryOnuke Kazaxcran, HO mpon3BeIeHHbBIE APYTUMHU
OpraHU3alUSIMU-TIPOU3BOIUTEISIMH;

10) uznenust MEAULIMHCKOTO HA3HAYEHUSI U MEAUIIMHCKAs TEXHUKA,
3apeructTpupoBaHHble paHee B PecnyOmnuke KazaxcTaH, HO Mpou3BeACHHBIE B IPYTUX
Moau(PUKaIUIX, HOBOU (PACOBKOM, IPYTUM COCTABOM KOMILUIEKTYIOIIHUX YacTe Un
IpYTUM Ha3BaHUEM;



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi

. .‘ ﬂ ,' ,' DTaIOHHBII KOHTPOJIbHBINA OaHK HOPMATHBHBIX PABOBBIX AKTOB JlaTa pesaKiyu
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

09.02.2021
03.01.2025
09.02.2021

JlaTta ckaunBaHMs 03.01.2025

11) uznenust MEAUITMHCKOTO HA3HAYCHUS U MEIUIIMHCKAsI TEXHHUKA,
W3TOTOBJICHHBIE OJTHUM ITPOU3BOIUTENIEM Ha MPOU3BOJACTBEHHBIX TUIOMIAKAX,
PacCIIOI0KEHHBIX (Pa3MEICHHBIX ) B Pa3HBIX CTpaHaX;

12) pacxoaHble MaTepuabl K U3JCTUSIM MEIUIIMHCKOTO Ha3HAYEHUS U
MEUIMHCKON TEXHUKE, SIBJISIOIINECS U3ICIUSIMU MEIUIIMHCKOTO Ha3HAYEHUSI, KPOME
CIIeIIMAJIbHO MPeIHaA3HAYEHHBIX OpTraHU3aIueH-TIPOU3BOIUTENEM JIJIs1 HCTIOJIb30BaHUS C
M3JIeJIMEM MEIUIIMHCKOrO Ha3HAYEHHS U MEIUIIMHCKOM TEXHUKOM, CITIOCOOHBIX
(YHKIIMOHUPOBATH TOJIBKO C JAHHBIM PACXOJHBIM MaTEPUAJIOM;

13) u3nenuss METUIIMHCKOTO Ha3HAYCHUS U MEIUIIMHCKAs TEXHUKA, BXOISIIINE B
COCTaB CHEHHUATIN3UPOBAHHOTO TPAHCIOPTHOI'O CPEJICTBA ISl OKA3aHUSI MEIUIIMHCKON
IIOMOIIIH;

14) HaGopb! (KOMIUIEKTHI) U3ETUN METUIIMHCKOTO Ha3HAYCHNS,
15) naboparopHble AMArHOCTUYECKUE TPUOOPHI;

16) u3genus MEIUIIMHCKOTO Ha3HAYCHUS U MEIUIIMHCKAs TEXHHUKA,
peAHA3HAYCHHBIC NI TPOMUIAKTHKH, TUAarHOCTUKH, JICUSHHS 3a00JICBaHUM, OIICHKH
(M3UOJIOTHYECKOTO COCTOSIHHS OpraHu3Ma, peadrInTaIuy, TPOBEACHUS MEIUITUHCKUX
MPOLEIYD, UCCIECTOBAHUN MEAUIIMHCKOTO XapakTepa;

17) nznenuist MEAULIMHCKOTO HA3HAYEHUSI U MEAUIIMHCKAs TEXHUKA JUIsl 3aMEHBI U
MoJM(UKALUK YacTel TKaHEeH, OpraHoB UeJI0BEKa; BOCCTAHOBJICHUS MIIM KOMIICHCAIIUU
HApYLIEHHBIX WIN YTPAUCHHbIX (PU3UOTOTHYECKUX PYHKIIUMT;

18) uznenust MEAUITMHCKOTO HA3HAYCHUS JUIsl KOHTPOJIS Ha/l 3a4aTHEM.

7. HS)ICJ'H/ISI MECAUITMHCKOI'O HAa3HA4YCHUA WJIN MECOUITMHCKAas TCXHUKA,
CoACpiKaMe B COCTABC UJIM B Ka4YCCTBC COCTaBHOM YacTH JICKapCTBECHHOC CPCACTBO,
Mo JICKarT I’OCYI[&pCTBGHHOfI perucTtpanuu, NepeperucTpan B Ka4CCTBC U3ACTINUA
MCIAUIIMHCKOI'O HAa3HA4YCHUA NN MCI[I/II_II/IHCKOI\/'I TCXHUKH IIPHU YCIIOBHUH PETUCTPALINHA B
CTpaHC IIPOU3BOIUTCIIA B KAYCCTBC U3ACINA MCAUIIMHCKOI'O HA3HAYCHHA NI
MeﬂHHI/IHCKOﬁ TCXHHUKH.

8. 'ocygapCTBEHHOM PEruCTpaIluy HE MOIJICKAT:

1) nexapcTBeHHbIE MpernapaThl U paarnodapMalieBTHUECKHE JIEKApCTBEHHbBIE
npenapaThl U3rOTOBJICHHBIE B alITEKAX WUJIM B allTeKax Mo MPOU3BOICTBY
JICKapCTBEHHBIX CPEACTB B MEAUIIMHCKUX OPraHU3aAIUAX;
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2) IeKapCTBEHHbIE CYOCTaHIIUU, IPOU3BEACHHBIE B YCIOBUSAX HaICXKAIICH
IIPOU3BOACTBEHHOU MPAKTHUKH;

3) N3CINA MCINTTHMHCKOT'O Ha3HAYCHHN S, U3TOTOBJICHHBIC B MaradmHax
MGI[HHI/IHCKOﬁ TCXHUKHU U I/ISI[GJ'II/Iﬁ MCAUITMHCKOI'O HA3HAUYCHMU A,

4) N3 0CIINA MGI[HHHHCKOﬁ OIITUKH, U3T'OTOBJICHHBIC B Mara3mHax OIITUKH,

5) BbICTaBOUYHBIE 00PA3IIbI JICKAPCTBEHHBIX CPEACTB, U3ICIUNM MEAUITUTHCKOTO
Ha3HAYCHUS U MEIUIIMHCKON TeXHUKH JJIS MPOBEICHMS BHICTABOK O€3 IIpaBa nx
JNAJIbHEUIIEH peanu3alnu;

6) 00pa31Ibl JIEKAPCTBEHHBIX CPEICTB, U3ACIUNA METUIIMHCKOTO Ha3HAYCHHUS U
MEJIUIIMHCKON TEXHUKH, MOCTYIAIOIIUE JJIsl IPOBEACHUS JOKIMHUYECKUX
(HEKJIMHUYECKUX ), KITMHUYECKUX UCCIIEIOBAaHUM U (WJIN) UCTIBITAHUI;

7) Hay4YHO-UCCIIEI0OBATEIbCKUE JAOOpATOPHBIE TUAarHOCTUYECKHE PUOOPHI U
pEareHThl K HUM;

8) naboparopHbie MPUOOPHI, HE UCTIOIB3yEMbIC JIJI TUarHOCTUKH 3a00JICBaHUIT;

9) KOMILJIEKTYIOIIKE, BXOISAIIME B COCTAB U3/IEIHS MEIUIIMHCKOTO HA3HAYEHUS U
MEIMIIMHCKON TEXHHUKH, U HE UCIIOJb3yEMbIC B KAUECTBE CAMOCTOSATEIIbHOTO U3ETIU
WJIA YCTPOMCTBA.

9. 'ocynapctBenHoi peructpaiuu B Pecniyonuke Kazaxcran moanexar
JIEKAPCTBEHHBIE CPENICTBA, U3ACIUS MEIUIIMHCKOTO HA3HAYEHUS U MEIUITUHCKAS
TEXHHKA, 3aPETUCTPUPOBAHHBIE B CTPaHE-IIPOU3BOUTEIIE.

10. He nonmyckaercsi rocyJapCTBEHHAs] pETUCTPaLUsl JICKAPCTBEHHBIX CPEACTB
10l OZJTHUM HAUMEHOBAaHUEM, UMEIOIIUX PA3HBIA COCTaB AKTUBHBIX BEILIECTB.

11. T'ocynapcTBeHHas perucrpanys BOCIIPOU3BEIEHHOTO JIEKaPCTBEHHOTO
CpEeICTBa OCYIIECTBIISIETCS C BbIIaYeil perucTpaliioHHOTO YAOCTOBepeHus, Oe3 mpasa
peanu3aiuu JeKapCTBEHHOTO CPEJICTBA 10 UCTEUEHHUS CPOKA JACUCTBUS OXPAHHOTO
JIOKyMEHTa OPUTHHAIBHOTO JIEKAPCTBEHHOTO CPE/ICTBA.

3asBUTENb IPU 3TOM B TUCBMEHHOM BUJE HTHPOPMUPYET O HE HAPYLICHUU TPAB
TPETHEU CTOPOHBI, 3AIIMILEHHBIX TATEHTOM B CBA3U C PETUCTPALMEN JIEKAPCTBEHHOTO
cpeacTna.

12. T'ocynapcTBeHHas perucrpaius oppaHHbIX JEKapCTBEHHBIX PENapaToB
IPOBOJUTCS IO PELIEHUIO TOCYAAPCTBEHHOIO OpPraHa U COrjacoBaHUIO C 3asiBUTEIIEM
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IIPU HEJOCTATOUYHOCTHU JJAHHBIX PE3yJIbTAaTOB JOKIMHUYECKUX (HEKIMHUYECKUX) U
KJIMHUYECKUX UCCIIE0BAHUM, B CIEAYIOMIUX CIyYasiX:

1) ecu ypoBeHb HAyUHBIX 3HAHUH B JICHb MOJJa4YH 3asBKU Ha TOCY/IapCTBEHHYIO
perucTpaIio He mo3BOJIsIeT coOpaTh OoJee MONHYI0 HH(POpMAIIHIO;

2) ecnu nofrydeHue 0oJiee MOJHBIX IaHHBIX MPOTUBOPEYUT OOLIETPUHSIITHIM
INPUHLNAIIAM MEAULUHCKOMN 3TUKH.

13. B mepuo 1elCTBUSI pETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHBIX
CPEJICTB, U3/ICJIMH MEAUIIMHCKOTO HA3HAYECHUS U MEIMIIUHCKON TEXHUKU BHOCATCSA
U3MEHEHUS B PETUCTPALIMOHHOE JOCKE.

14. BHOCHMMBIC U3BMEHEHUS HE JOJDKHBI CHUXKATh 0e30IMacHOCTh 1 Ka4eCTBO
JICKaApCTBCHHOI'O CPCACTBA, HBI[GJ'II/Iﬁ MCIHUMIITMHCKOI'O HAa3HA4YCHUA U MGI[HI.[PIHCKOﬁ
TCXHHUKH.

15. I3sMeHEeHHS B peTUCTPAIIMOHHOE 10ChE JICKAPCTBEHHBIX CPEICTB
KJIacCU(DUIMPYIOTCS Ha:

1) n3amenenus tuna I, BHOCUMBIE B pETUCTPALIMOHHOE JOCHE JIEKAPCTBEHHOT O
CpEICTBa, KOTOpPbIE HE TPeOYIOT HOBOM perucrpaimu:

HC3HAYUTCIbHBIC U3MCHCHU S, KaCAIOIIHUCCS BHCCCHU ITOIIPABOK B COACPKAHNC
PEruCTPpaIOHHOIO 10CHE, B IICPHUOA I[CflCTBHSI PErucTpanvmoOHHOTO YAOCTOBCPCHHA
JICKApCTBCHHOI'O CPCACTBA,

CpOYHbIE BpEMEHHBIE OTPaHUYEHUS, CBSI3aHHBIE C OE30MaCHOCTbHIO
VICIIOJIb30BAHUSA JICKAPCTBEHHOI'O CPEACTBA U KOTOPBIE BBOIATCS 3asBUTEIIEM B CIIydae
BBISIBIICHUS PUCKA JUIS 3J0POBbS YEJIOBEKA IIPU NPUMEHEHNH 3aPETUCTPUPOBAHHOTO
JIEKapCTBEHHOTO CPECTBA, JOHKHBI COOOIIATHCS B TOCYAapCTBEHHBIN OpraH B CPOUYHOM
NOPAJIKE JIJISl IPUHSITHS PEIEHUs] TOCYJapCTBEHHBIM OpranoM o0 ux BHeApeHuu. [1pu
IIOJIOYKATEIIBHOM PELIEHNH I'OCYIAPCTBEHHOTO OPraHa 3asBUTENb IPEAOCTABIISIET HE
no3/Hee MATHAALATH paboUunX THEW ¢ MOMEHTA Hayalla BBEJIEHUS OIpaHUYEHUN
OTHOCHUTENFHO 0€30MaCHOCTH COOTBETCTBYIOIIYIO TOKYMEHTALIUIO JUISI OCYIIECTBICHUS
IIPOLIEIYPbl BHECEHHS] U3MEHEHUN;

2) uamenenwus turna II, Tpedyroiire HOBOM rocy1apCTBEHHON PErHCTpaIiuu
JIEKAPCTBEHHOT'O CPEICTBA U KOTOPBIE COMPOBOKIAIOTCS CYIIECTBEHHBIMU
U3MEHEHUSAMU XapaKTEPUCTHUK JIEKAPCTBEHHOT'O CPEICTBA.

16. 3menenus tuna I nenasgrca Ha nameHenus tumna [A u tuna Ib.
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17. N3MeHeHHs B PETUCTPALMOHHOE 10ChE U3AEINN MEIUIMHCKOTO Ha3HAYEHNUS
Y MEJIMIIMHCKON TEXHUKH KJIaCCU(PUIUPYIOTCS HA:

1) n3menenus tuna I, koTopeie HE TPEOYIOT HOBOW pErucTpalny, U3MEHEHHS,
Kacarollrecss BHECEHM TIONPABOK B COJAEPKAHUE PETUCTPALMOHHOTO JOCHE;

2) uzmenenus tuna 1, TpeOyrolue HOBOM perucTpanuu KOTOpbie
COMPOBOK/IAFOTCS CYIIECTBEHHBIMU U3MEHEHUSIMH XapaKTEPUCTUK U3ETUIN
MEUIMHCKOTO Ha3HAYEHUS U MEAUIIUHCKON TEXHUKHU.

18. 3a rocygapCTBEHHYIO PETUCTPALIUIO, IEPEPETUCTPALINIO JIEKAPCTBEHHOTO
CpeICTBA, U3ICTUS MEIUIIMHCKOTO HA3HAYCHHUS U MEIUIIMHCKON TEXHUKU B3UMACTCS
cOOp B COOTBETCTBHM cO cTaThsiMu 455, 456 Konekca PecnyOnuku Kazaxcran ot 10
nexadps 2008 roga «O Hamorax u Apyrux o0A3aTENbHBIX TIATEKAX B OFOKETY.

19. Uudopmariust o 1€KapCTBEHHOM CPEJICTBE, U3/IETTUU MEIUITTHCKOTO
Ha3HAYCHUS U MEAUIUHCKOW TEXHUKH, TOJAAHHBIX HA TOCYAaPCTBEHHYIO PETUCTPALHIO,
MEPEPETUCTPALIMIO WU BHECEHHE U3MEHEHUHN B PETHUCTPALMOHHOE J1I0CHE SIBIISIETCS
KOH(DUICHIIUATBLHOM.

Jluna, umerorue 10CTynm K KOHPUACHIIMaIpHONH HHPOpMAaIMK, OTHOCSIICHCS K
polieype rocyJapCTBEHHOW perucTpaluu, nepeperucTpaiuy 1 BHECEHUS U3MEHEHUI
B PETUCTPAIMOHHOE JIOChE JIEKAPCTBEHHBIX CPEJICTB, U3ACTUN MEAUIIMHCKOTO
Ha3HAYECHUS U MEIUIIMHCKON TEXHHUKH, BCJIEICTBUE 3aHUMAEMOM JTOJDKHOCTH,
MOJI0’KEHHSI WJTH BBITIOJTHEHUS 0053aTEIbCTB COXPAHAIOT U MPUHUMAIOT MEPHI K €€
OXpaHe.

20. [Tocne mpotenyp nepeperucTpanyuy U BHECEHU U3MEHEHUH B
PETUCTPALIMOHHOE JIOCKE Pa3pelIaeTCs MPOU3BOACTBO JIEKAPCTBEHHBIX CPEJCTB B
TE€YEHHE BOCbMU HEJIETIb B COOTBETCTBUU C PAHEE 3aPETUCTPUPOBAHHBIM
PErUCTPALIMOHHBIM JI0ChE.

21. B cnyyae nepepeructpaiyy Wik BHECEHUS U3BMEHEHUI B PETUCTPAIMOHHOE
JIOCHE TOJIBKO IO MAPKUPOBKE U IO YIIAKOBKE JIEKAPCTBEHHOTO CPEICTBA, U3ACTUS
MEJIMIIMHCKOI0 Ha3HAYEHHUsI pa3peIlacTCs BBO3 B paHEE YTBEPKACHHON YIIAKOBKE J10
HIECTH MECALIEB MOCIIE MEPEPETUCTPALINMI WU BHECEHUSI N3MEHEHU, IPOU3BEACHHbBIC
JI0 TIEPEPErUCTPALIMU UM BHECEHUSI U3MEHEHUM U OTHOBPEMEHHAs peaIn3aius
JIEKaPCTBEHHOT'O CPEICTBA, U3/IETUS MEJULIMHCKOTO HA3HAUYCHUS B pAHEE U BHOBD
YTBEPKICHHOM YITAKOBKE 10 OKOHYaHUS CPOKA TOJTHOCTH JIEKAPCTBEHHOT'O CPEJICTBA,
W3ENUS MEAULMHCKOTO Ha3HAYEHHUS.
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22. Ilpy BHECEHNH U3MEHEHUH TUIIA | B pETHCTPALIMOHHOE TOCHE B YaCTH
WU3MEHEHUH B UHCTPYKLHUIO 110 MEAULMHCKOMY IIPUMEHEHUIO JIEKAPCTBEHHOTO
cpeacTsa, tuna [ ais u3nenus MeIUIMHCKOrO0 HA3HAYEHHUsI, TOCYJAPCTBEHHBIM OPTraHOM
YTBEPKIAETCS U BBIJACTCS 3aBUTENI0 HOBAsI MHCTPYKLHUA 110 MEIULIMHCKOMY
IIPUMEHEHUIO B COOTBETCTBUU C MHCTPYKIMEH POU3BOAUTEINS HA TEKYILIUNA MOMEHT.

23. IIpu BHeceHnu n3mMeHeHui tuna [ b B peructpaiiioHHOE 10ChE B YACTH
W3MEHEHUN B MHCTPYKIHUIO IO MEIUIIUHCKOMY ITPUMEHEHHIO JIEKAPCTBEHHOTO
cpeacTBa, Tuma | s u3aenus MEAUIMHCKOTO Ha3HAYECHUS, TOCYJaPCTBEHHBIM OPraHOM
YTBEPKAAETCA U BBIAACTCS 3asIBUTEIII0 HOBAsi UHCTPYKILHMS IO MEIUIITUHCKOMY
MIPUMEHEHHIO. [[oImycKaeTcsi OIHOBPEMEHHAs peAIN3alUs U BBO3 JIEKAPCTBEHHOTO
CPEACTBA, U3/IEIINS MEAULMHCKOTO HA3HAYEHUS C PaHEE U BHOBb YTBEPKICHHOM
WHCTPYKIHEN IO METUIIMHCKOMY ITPUMEHEHHIO 10 OKOHYAHUS CPOKA TOJTHOCTH
JIEKapCTBEHHOI'O CPEICTBA, U3/AEIMs MEAULIMHCKOTO Ha3HaueHus. B ciydae BHECeHUs
VW3MEHEHUN B MHCTPYKIHUIO IO MEIUIIUHCKOMY MTPUMEHEHHIO JIEKAPCTBEHHOTO
CpPEACTBA, U3/IENIUS MEAUIIMHCKOTO Ha3HAYECHUS, KaCAIOLIUXCsl O€30MaCHOCTH,
3¢ ()EeKTUBHOCTH U KaYeCTBa JAOIMYCKAETCS BBO3 U pealin3allus JIEKapCTBEHHOTO
CpEACTBA, U3ICIINS MEIUIIMHCKOTO HA3HAYEHHUSI C TPUII0KEHUEM BHOBb YTBEPKICHHOU
uHCTpYKIUH. [Ipy 3TOM Biiafiener] perucTpalMoOHHOTO yI0CTOBEPEHHS 00ECIICUHBAECT
noBeJieHre UH(POPMAIIUU O BHECEHHBIX U3MEHEHUSIX, COAEPKAIINXCSI BO BHOBb
YTBEPKIEHHON MHCTPYKIIMH 110 MEAUITTHCKOMY MPUMEHEHHUIO, JI0 BCEX CYOHEKTOB
(dhapMaleBTHYECKOTO PhIHKA U MEAUIIMHCKUX OpraHu3aIuii BCEMU JOCTYITHBIMU
crnocobamu.

24. B TeueHue CpoKa ACUCTBHS PETUCTPALIMOHHOIO YIOCTOBEPEHUS IEPKATEID
PETHCTPALlMOHHOIO YIOCTOBEPEHNUS JIEKAPCTBEHHOIO CPENCTBA, U3/1EIUSI MEAULIUHCKOTIO
HA3HAYEHUS U MEJUIMHCKON TEXHUKN 00ECTIEUnBAECT:

KauecTBO, 3P(HEKTUBHOCTH U O€30MACHOCTH MOCTABIIIEMOIO
3apEruCTPUPOBAHHOTO JIEKAPCTBEHHOT'O CPEJICTBA, U3/IEIUS MEAULMHCKOIO Ha3HAUYECHHUS
Y MEIMLMHCKON TEXHUKU B COOTBETCTBUU C 00pa3LaMu U TaHHBIMU PETUCTPALIMOHHOTO
J0Che, IPEJCTABJICHHBIM HA TOCYIaPCTBEHHYIO PETUCTPALIUIO, IEPEPETUCTPALIUIO,
BHECCHHE U3MEHEHUI B PETUCTPALIMOHHOE 10ChE;

co3faHue u PyHKIIMOHHUPOBAHUE CUCTEMBI (hapMaKOHaA30pa Il MPOBEACHUS
MOHUTOPHUHTA 0€30MaCHOCTH U OIIEHKH COOTHOIIEHUS MOJIb3a/pUCK JIEKAPCTBEHHOTO
CpEACTBa, BHEAPECHUS IUIAHA YIIPABIICHUS PUCKAMHU, a TAKKE 3a CBOEBPEMEHHOE
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UH(OPMHUPOBAHHUE FOCYJAPCTBEHHOIO OPTraHa O JIFOObIX U3MEHEHHUAX B Ipoduiie
0€e301acHOCTH, OTPAaHUYEHUH TPUMEHEHUS JIEKAPCTBEHHOI'O CPEJICTBA, B TOM UHUCIIE O
BPEMEHHOM 3arpeTe (MPUOCTAHOBIEHUE PETUCTPALIMOHHOTO YOCTOBEPEHUS), OT3bIBE
PETUCTPALIMOHHOTO YAOCTOBEPEHUS, CBSI3aHHBIX C HEOIAroNpUsATHBIM COOTHOILLIEHUEM
M0JIb3a/PUCK.

25. BBe3eHHbIE U IPOU3BEACHHBIC Ha TeppuTopun PecyOnmkn Kazaxcran 10
UCTEUYCHHS CPOKA PETHCTPAIIMOHHOTO YIOCTOBEPEHHUS JICKAPCTBEHHBIE CPEJICTBA,
XPAHSITCS ¥ PEATU3YIOTCS IO UCTEUEHUS CPOKA TOJHOCTH, U3JIEIHS MEIUIIMHCKOTO
HA3HAYCHUS U METUITMHCKASI TEXHUKA PUMEHSIOTCS, 00PAIIat0TCs M SKCIUTYaTHPYIOTCS
Ha Tepputopun Pecryonuku Kazaxcran 6e3 orpaHuyYeHUs WIH 10 HCTEUCHUS CPOKa
TOJTHOCTHU (IKCIUTyaTaIlkm).

2. HOpSIIlOK FOC)’I{&pCTBeHHOﬁ perucrpanum, nepeperuncrpanmu, BHECCHUN
U3MEHEHM I B PEruCTPAIHOHHOC JO0CHE JICKAPCTBCHHBIX CPE/ACTB, m.ne.]mﬁ
MEIMIIMHCKOI0 HA3HAYEHHUSI U MEANIUHCKON TEXHUKH

26. 1o noauu 3asiBJICHUS B TOCYJAPCTBEHHBIN OpPTraH Ha TOCYAapCTBEHHYIO
pEerucTpaIuio, mepeperucTpaluo 1 BHECEHUE U3BMEHEHUN B PETUCTPAIIMOHHOE JTOChE
JIEKAPCTBEHHBIX CPEJICTB, U3JEIUN METUIIMHCKOTO Ha3HAYEHUS U MEAUIIUHCKOM
TEXHUKHU 3asIBUTENb MOJAET 3asBJICHUE U AJIEKTPOHHYIO BEPCUIO PETUCTPALIMOHHOTO
nocke B (popMare MEXIIIaTGOPMEHHOTO IIEKTPOHHOTO JoKyMeHTa (pdf ¢popmar) B
HKCIEPTHYIO OPTraHU3aIHUIO JIs IPOBEICHUS YKCIIEPTU3BI.

27. DKkcnepTHas OpraHu3alus Mpy NPOBEICHUH SKCIIEPTU3BL:

1) obecnieunBaeT MOJHOTY M HAIMOJIHAEMOCTb JAHHBIX | 0CyJapCTBEHHOTO
peecTpa JeKapCTBEHHbBIX CPEICTB, U3AEINI MEIUIIMHCKOTO Ha3HAYEHUs U
MEIUIMHCKON TEXHUKHU B PAMKaX MPOBEICHUS IKCIIEPTU3bI JICKAPCTBEHHBIX CPEJICTB,
U3JeJIMH MEAUIIMHCKOIO HA3HAYEHUsI U MEAUIIMHCKON TEXHUKH U IIPEIOCTABICHUE
nosiHo uHpopmanuu B CYJIO;

2) HampaBisieT B AIEKTPOHHOM BUJE MO PE3YbTaTaM 3KCIEPTHU3BI
JIEKAPCTBEHHBIX CPEICTB, U3AEIUN MEAUIMHCKOTO HaA3HAYEHN U MEUIUHCKOU
TEXHUKHU:
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3aKII0YeHNE 0 0e30nmacHOCTH, 3(H(PEKTUBHOCTH M KAYECTBE JICKAPCTBEHHOTO
CpEeIICTBa, U3ICTUS METUITMHCKOTO Ha3HAYCHHS K METUIIMHCKOW TEXHUKH TTPU
rOCyJapCTBEHHOU PETUCTPAIIUU U TIEPEPETUCTPALINH;

3aKJIFOUYCHHE O BIIUSIHUM BHOCUMBIX U3MEHEHHUM B PETUCTPALIMOHHOE IOChE Ha
0e30macHOCTh, 3P (HEKTUBHOCTH U KAYECTBO JIEKAPCTBEHHOT'O CPECTBA, U3/IEIHS
MEUIMHCKOTO Ha3HAYEHHUS U MEAUIIMHCKON TEXHUKHU MPYU BHECEHUU WU3MEHEHUM B
PErUCTPalMOHHOE JOChHE;

HOPMATHUBHBINA JOKYMEHT MO KOHTPOJIIO Ka4eCcTBa M 0€30MaCHOCTH
JIEKaPCTBEHHOT'O CPEICTBA, U3/ICTMS MEIUIIMHCKOTO HA3HAUYCHUS, YTBEPKACHHBIN
3asBUTEJIEM M COTJIACOBAHHBIN 3KCIIEPTHON OpraHu3aluei;

HHCTPYKIMHU IO MCIUIMHCKOMY IMPUMCHCHHUIO JICKAPCTBCHHOI'O CPC/ICTBA,
N3CINA MCOANITHMHCKOI'O Ha3HAYCHH, COITIaCOBAHHBIC 3KCH€pTHOﬁ OpFaHHSaHHGﬁ Ha
roCyaapCTBECHHOM M PYCCKOM S3bIKAX,

MAaKeThl MAPKUPOBKH YIIAKOBKH, 3TUKETOK, CTUKEPOB JICKAPCTBEHHBIX CPEJCTB,
W3IETU MEIUIIMHCKOTO HA3HAYECHUSI, COTJIACOBAHHBIX SKCIIEPTHON OpraHU3aIuen Ha
roCy1apCTBEHHOM U PYCCKOM SI3bIKAX.

3) u3BelaeT 3asBUTEINS Yepe3 HHTepHeT-pecypc www.dari.kz (B pazaen
«CBeneHns 00 3KCHEPTHHIX pad0Tax») 3KCIEPTHOTO OpraHa O HallpaBJICHUU
BBIILICTIEPEYUCIICHHBIX JOKYMEHTOB B IrOCYapCTBEHHBIN OpraH.

28. 'ocynapcTBEHHBIN OpraH IPUHUMAET PELIEHUE O TOCYJaPCTBEHHOM
perucTpaluu, NepeperucTpalu, BHECCHUM U3MEHEHUN B PETUCTPALIMOHHOE JOChE
JIEKaPCTBEHHOI'O CPEJICTBA, U3EIUs MEAULIMHCKOTO HA3HAUYCHUS U MEAULIIUHCKOU
TexHuKku B PecryOnrke Kazaxcran unu o0 oTkaze Ha OCHOBaHUM IOKYMEHTOB,
MPEJCTABIEHHBIX:

3asBUTEJIEM COIVIACHO CTaHAAPTY FOCYIapCTBEHHOM yciyTH «['ocynapcTBeHHas
perucrpanus, epeperucTpanrs 1 BHECEHUE U3MEHEHUHN B PETUCTPALMOHHOE JI0ChE
JIEKaPCTBEHHBIX CPEACTB, U3CIN MEAUIIMHCKOTO HA3HAYCHUS U MEAUILIUHCKOU
TEXHUKW», YTBEPKACHHOMY TTocTaHoBiieHneM [IpaBurenscTBa PecyOonmku Kazaxcran
oT 24 depaiis 2014 romga Ne 142;

AKCIIEPTHOW OpraHU3alMen coracHo MyHKTy 27 HacTosmux [IpaBui.

29. I'ocynapcTBEHHBIN OpraH Mpu MOJIOKUTEIBHOM PEIICHUH O PETUCTPAIlUH,
nepeperucTpali, BHECEHUE U3MEHEHUN B PETUCTPAIIMOHHOE JJOChE JICKAPCTBEHHOTO
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cpeacrna, u3JACiauss MCAUIMHCKOI'O HASHAYCHUS U MGI[HHHHCKOﬁ TCXHHUKH
MpcaoCTaBJIACT 3aABUTCIIIO U BKCHepTHOﬁ opraHu3alnuvy B 3JICKTPOHHOM BH/JIC:

1) perucTpanimoHHOE yJI0CTOBEpEHUE, ISHCTBYIOIIEe Ha TeppuToprun Pecnyomuku
Kazaxcran cornacHo ¢popmawm 1, 2, 3 [Ipunoxenus 1 k Hactosmum [IpaBunam;

2) yTBEPKICHHYIO HHCTPYKIHUIO 110 MEAUIIUHCKOMY MPUMEHEHHIO
JIEKAPCTBEHHOTO CPEACTBA, U3AEIINS MEAULMHCKOTO Ha3HAYEHUS Ha T'OCY 1apCTBEHHOM
U PYCCKOM SI3BIKax;

3) coryiacoBaHHbIN HOPMATUBHBIA JTOKYMEHT 110 KOHTPOJIIO Ka4eCTBA U
0€30MacHOCTHU JIEKAPCTBEHHOTO CPEJICTBA, U3/IETUS MEIUIIUMHCKOIO Ha3HAUYECHHUS C
IIPUCBOEHHBIM HOMEPOM;

4) yTBEepK/ICHHbIE MAKETHI YIIAKOBOK, 3TUKETOK, CTUKEPOB Ha JICKAPCTBEHHBIE
CpeACTBa, U3ACNIUS MEAUIIMHCKOTO Ha3HAUCHUSI.

IIpu BHECEHMH U3MEHEHUM B PErUCTPALIMOHHOE IOCHE - PETUCTPALMOHHOE
YAOCTOBEPEHUE IO IIPEKHUM HOMEPOM C YKa3aHUEM JaThl BBEACHUS U3MEHEHUS, JaThl
BBIJJAYM U CPOKA JACUCTBUS PETUCTPALIMOHHOIO YIOCTOBEPEHUS HA OCTaTOYHBIN CPOK
NENCTBUS TOCYJAPCTBEHHOW PErUCTPaLUU.

30. IIpu rocy1apCTBEHHOM pETUCTPALlU YCTAHABIUBACTCS CPOK ICHCTBUS
PETUCTPALMOHHOTO YAOCTOBEPEHUS S JIET JIJIsl IEKAPCTBEHHBIX CPENCTB, 10 10 jeT Ha
JIEKapCTBEHHYIO CyOCTaHIINIO, IEKAPCTBEHHOE PACTUTENILHOE ChIPhE, 5 JIET ISl U3/IeTui
MEIUIMHCKOTO Ha3HAYEHUSI, 7 JET JJI1 MEAUIIUHCKON TEXHUKHU.

31. Ilo ucreueHnn cpoka IEUCTBUS PETUCTPALMOHHOTO yIOCTOBEPEHMS
JIEKapCTBEHHOE CPEJCTBO, U3EIINE MEIULIMHCKOTO HA3HAYEHU U METUIIMHCKAs
TE€XHUKA MOJJIEKUT MEPEPETUCTPALIUY.

IIpu rocy1apCcTBEHHOM NEPEPETUCTPALNN YCTAHABIMBAETCS CPOK IEUCTBUSA
PETUCTPAIMOHHOTO YAOCTOBEPEHUS B COOTBETCTBUU ¢ TyHKTOM 30 HacTosimux [Ipasu,
3a UCKIIFOUEHUEM CIIy4YaeB, IPEIyCMOTPEHHBIX B MyHKTE 33 HacTosuux IIpaBui.

32. 3asgBuUTeIb moAacT 3asABJICHUC HA IICPCPCTUCTPALNIO 10 OKOHYAHUA U HC
MMO3JHCC MICCTHU MECALICB ITOCJIC OKOHYAaHUA HGIZCTBI/IH PErucTpanrnoHHOTO
YOOCTOBCPCHUA.

33. Ilocne peructpaiuu 1 oHOM nepepeructpaiuu B Pecnyonuke Kazaxcran
BbIIa€TCSl 0ECCPOUHOE PETUCTPALIMOHHOE YIOCTOBEPEHUE C IEPUOIUYECKOMN OLIEHKOM
COOTHOIICHHMSI TIOJTh33/PUCK HA OCHOBAaHUH (hapMaKOHa30pa Ha JIEKAPCTBEHHbIE
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CpEICTBA, IPOU3BEIECHHBIE B COOTBETCTBUHU ¢ TpeOoBaHuAsMu GMP cTpaH-pernoHoB
ICH (MexnynapoHas KOH(QEpeHIIHs 10 TApMOHHU3AINH TEXHUYECKUX TPeOOBaHUH K
perucTpaiuu JeKapCTBEHHBIX MpenaparoB s yenoBeka), PIC/S (Mexaynapoanas
CUCTEMa COTpyAHMYECTBA (papMalieBTHUEeCKUX UHCTeKIui), PecyOnuku Kazaxcran u
U3JIENIAS MEAUIMHCKOTO Ha3HAYEHUS U MEIULIMHCKASI TEXHUKA, TIPOU3BEACHHBIE B
cootBeTcTBUM ¢ TpeboBanusmu ISO 13485 u GMP.

34. Ha nepepeructpupoBannbie B PeciyOnuke Kazaxcran jekapcTBEHHBIE
CpEeIICTBa, IPOU3BEJICHHBIE B COOTBETCTBUU ¢ TpeOoBaHusmMu GMP cTpaH-pernoHoB
ICH (MexnynapoaHasi KOHPEpEHIUS 10 TApMOHU3AINHN TEXHUYECKUX TPEOOBAaHUMN K
perucTpaIuu JeKapcTBEHHBIX MpenaparoB it yenoBeka), PIC/S (Mexaynapoanas
cHUCTeMa COTpyAHUYEeCTBa (papmarieBTUUEeCKuX MHCTekIuit), Pecyonuku Kazaxcran u
U3/IeNIUsI MEAUIIMHCKOTO HA3HAYCHUSI U MEIUIIMHCKAsI TEXHUKA, TPOU3BEACHHBIC B
cootBeTcTBUM ¢ TpeboBanusmu [SO 13485 u GMP npoBoauTcst JocpodHas
NEPEPErucTpalMs C BbIIAYE 0€CCPOUHOTO PETUCTPAIMOHHOTO YAOCTOBEPEHUS C
MEPUOUIECKOM OLIEHKOW COOTHOIIIEHUS T0JIb3a/PUCK HA OCHOBaHMH (papMaKoHa130pa.

35. Ilpu rocy1apCTBEHHOM perucTpaluu JEKapCTBEHHOTO CPEJICTBA,
OTEYECTBEHHOI'O MPOU3BOACTBA, TPOU3BOIUMOrO JJIsI BHYTPEHHETO PhIHKA CTPAHBI U
MPETHA3HAYECHHOTO JIJIS SKCIOPTA, TOCYAAPCTBEHHBIN OPTaH BbIIAET 3aIBUTEIIIO:

1) peructpanilnoOHHOE yAOCTOBEPEHHUE C YKa3aHUEM TOPrOBOTO HA3BAHUS
JIEKapCTBEHHOTO CPEJICTBA JIJIsl BHYTPEHHETO PhIHKA CTPaHbl, TAK)KE TOPTOBOTO
Ha3BaHUsI JIs1 SKCIIOPTA MPHU YCIOBUU MOATBEPKIACHUS MPOU3BOAUTEIEM UACHTUIHOCTH
COCTaBa, TEXHOJIOTUYECKOTO Mpoliecca, METOI0B U METOJIMK KOHTPOJISI KaueCcTBa
JIEKapCTBEHHOTO CPEJICTBA;

2) 3aKJIIOYEHUE O COOTBETCTBUU (hapMaleBTUUYECKOTO MPOIyKTa (JIEKapCTBEHHOTO
cpeactBa) B Pecniybnuke Kazaxcran TpeOoBaHUSAM MPOU3BOACTBA HaJJICKAIICH
npou3BoicTBeHHOM npakTuku (GMP), npouenype peructpanuu, CUCTEME KOHTPOJIA
KadecTBa, HH(OPMAITH, COOTBETCTBYIOIIEH pETHCTPAIIMOHHBIM JOKYMEHTaM 110 (hopme
COTJIaCHO MPUIJIOKEHUIO 2 K HacTosmmM [IpaBuiam.

36. [1ocne 3aBepiiieHs TPOLIEAYPHI TOCYAAPCTBEHHON PETUCTPALINH,
NIepepPEeTUCTPALNN JTEKAPCTBEHHBIX CPEJCTB, H3ACTUN MEIUIIMHCKOTO HA3HAYCHUS U
MEIUITMHCKON TEXHUKH dKCIIEPTHAS OpraHu3anus (popMupyer 2IeKTPOHHBIN apXUBHBII
AK3EMIUISIP PETUCTPALIMOHHOTO 10CHE, BKIIIOUAOIIIHIA:

QJICKTPOHHOC PCTUCTPAINNOHHOC N0CHE 3asABUTCIIA,
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KOITMIO PErUCTPALIMOHHOTO YIOCTOBEPEHHS;
3aKJIF0YEHHUE IEPBUYHOMN 3KCIIEPTU3HI;

3aKJII0YEHHUE CIEeUAIU3UPOBAHHON (DapMalleBTUUECKON U (hapMaKOIOTHYECKON
DKCIEPTH3;

MPOTOKOJ UCTIBITATEIHLHOM Ta00paTOPHUU;

YTBEPKACHHYIO HHCTPYKIHUIO 110 METUIIMHCKOMY ITPUMEHEHHIO JIEKAPCTBEHHOIO
CpEeICTBa U U3AEIUS MEAUIIUHCKOTO Ha3HAYCHHUS;

COTJIaCOBAHHBIN HOpMaTI/IBHHﬁ AOKYMCHT I1O KOHTPOJIIO Ka4CCTBa U
0e30ITaCHOCTH JICKAaPCTBCHHOI'O CpCaACTBA, U3JACIINA MCAUITUHCKOI'O HA3HAYCHUS C
IMPUCBOCHHBIM HOMCPOM;,

YTBCPKIACHHBIC MAKCTBI YIIAKOBOK, 3TUKCTOK, CTUKCPOB,
MaTCpUaJIbl 110 IICPCITUCKE C 3asABUTCIICM.

Ocy1ecTBIsSET €ro XpaHeHHE B apXUBE ¢ COOJI0IeHuEM TpeOOBaHUM
KOH()UIEHIIUATbHOCTH.

37. Bo Bpems AEHCTBHS PETUCTPALIMOHHOTO YIOCTOBEPEHUS PETUCTPALIMOHHOE
NOCBhE, HAXOIAIIEECS B apPXUBE, JONOJHAECTCS KOIUSIMU PETUCTPALMOHHBIX
YAOCTOBEPEHUIN O BHECEHUU U3MEHEHUN CO BCEMU NPUIIOKEHHBIMU JOKYMEHTAMU
3asiBUTEINS], OTYETAMH O 0€30MaCHOCTH U 3(D(PEKTUBHOCTH.

3. IlopsiioK YCKOPEHHOM NMPoueAyPbl TOCYIAPCTBEHHO perncTpannu
JIEKAPCTBEHHBIX CPEICTB, U3/1eJIMH MeIUIIMHCKOT0 HA3HAYEHUS U MeAUINHCKOM
TEeXHUKH

38. Pemienue 00 yCKOPEHHOH MPOLIEAype TOCYTIapPCTBEHHON PErUCTpaIiuu
JICKApCTBEHHBIX CPEJICTB, U3ACIUH MEIUIIMHCKOTO HA3HAYCHUS U METUIIMHCKON
TEXHUKH (J1aJiee - yCKOPEHHas Mpoleypa) NPUHUMACTCS YIIOJTHOMOUYEHHBIM OpPraHOM
10 MUCbMEHHOMY OOPAIIECHHUIO 3aBUTEIS ¢ MOTUBUPOBAHHBIM 00OCHOBAaHHEM
HEO0OXOIMMOCTH €€ TIPOBEICHUS.

39. YckopeHHas nporieaypa He JOJDKHA CHIDKATh TpeOoBaHUs K 0€301aCHOCTH,
3((PEKTUBHOCTH U KAYECTBY JICKAPCTBEHHBIX CPEJICTB, U3JICTUN MEIUIIMHCKOTO
Ha3HAYCHUS U MECIUIIMHCKON TEXHUKH.
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40. YckopeHHOU Tpoueaype MOAIEKAT JEKAPCTBEHHBIE CPENICTBA, B TOM YHCIIE
MEJUITMHCKIE UMMYHOOHOJIOTHYECKHE TTPenapaThl:

1) npenHa3HayeHHBIE )i IPEIOTBPALICHUS YPE3BBIUANHBIX CUTYAlLlU, & TAKXKE B
HEeJISX HAIlMOHAIBLHON O€3011acHOCTH;

2) aBTOPU30BaHHbIE T€HEPUKH;
3) nexapcTBEHHbIE CyOCTaHIIMU U OANK-NIPOYKTHI;
4) opdanHbie penaparsl.

41. YckopeHHO# npoueaype noiekaTr u3aeanus MEAUIMHCKOTO Ha3HAUYCHUS U
MEIUIUHCKON TEXHUKH:

1) B cnyyasx npenHa3HauYeHUs UX JJI1 IPOPUITAKTUKH, JICUECHHS], TUarHOCTUKU
penkux 3a0oyieBaHuM;

2) BO3HUKHOBEHHS M YCTPAHEHUS MTOCJIEACTBUI SIUJIEMHUH, TAHAECMUN
MH(EKIMOHHBIX 3a00JICBaHUI;

3) nedurura Ha papmarieBTUUECKOM pbiHKe PecnyOnuku Kazaxcran
HEOOXOIUMBIX M3JCIUA METUITMHCKOTO Ha3HAYCHUS M MEIUIIMHCKON TEXHUKH.

42. YckopeHHas mpoleaypa rocy/IapcTBEHHON perucTpaluu, nepeperucTpanuu
IIPOBOJUTCSI HA OCHOBAHUM JIOTOBOPA SKCIEPTHON OPraHU3alluU C 3asiBUTEIIEM.

43. Cpoku MpoOBeJICHUS] YCKOPEHHON pErUCTpalluy JIEKAPCTBEHHBIX CPEACTB,
U3JIEINI MEUIIMHCKOTO Ha3HAYEHUS U MEAULMHCKON TEXHUKHU PErJIaMEHTUPYIOTCS
npukazoM MuHnuctpa 3apaBooxpanenus Pecniyonuku Kazaxcran ot 18 nHosiops 2009
roja Ne 736 «O6 yteepxkaeHuu [IpaBui mpoBeaeHMs 3KCIEPTU3BI JIEKAPCTBEHHBIX
CPEICTB, U3/1€IUI MEJUIMHCKOIO Ha3HAYECHHS U METULIMHCKON TEXHUKW,
3aperucTpupoBaHHbIN B PeecTpe rocy1apcTBEHHON perucTpaluu HOpMaTUBHBIX
IIPaBOBBIX aKTOB 3a Ne 5926.

4. Iopsinok 0TKAa3a B rocyIapCcTBEHHOH perncTpanuu, NepeperucTpanum,
BHECEHHMH W3MEHEHUIl B PerncTPAlMOHHOE 10Che JIeKAPCTBEHHBIX CPEACTB,
U3eJMii MeTUITHHCKOT0 HA3HAYEHUsI i MeTHIIHHCKOI TeXHUKH

44. I'ocynapcTBeHHBIN opraH nocpeactsom Ilopraia nocine paccMoTpeHus
JIOKYMEHTOB (pOPMHUPYET OTKA3 B FOCYIAPCTBEHHOMN pEruCTpalvu, NepeperucTpaluu u
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BO BHECCHUH U3MECHECHUI B PEruCcTpanoOHHOC J0CHE JICKAPCTBCHHOI'O CPpCACTBA,

N31CInI MCANITHMHCKOI'O HA3HAYCHUS 1 MeﬂHHHHCKOﬁ TCXHUKHU IIPHU OTPHULHATCIBHOM

3aKIr0YeHUH 00 3P(HEKTUBHOCTH, O€30MACHOCTH U KaUeCTBE JIEKAPCTBEHHOTO CPEJCTBA,

n31Cans MCANITHMHCKOI'O HAa3HAYCHU 1 MCI[HHHHCKOﬁ TCXHUKHU FOCYI[&pCTBGHHOﬁ

AKCIIEPTHOM OpPraHU3alliy U OCYIIECTBIISIET PETUCTPALMIO pElIeHHs 00 0TKas3e,
COIIACHO MPWJIOKEHUIO 3 K HacToAmuM [IpaBunam.



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxnusinay kyHi
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Caxkray KyHi
. i ﬂ [ ¥ | DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB
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PeCHy6JII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC
I[aTa CKaYnuBaHUA

09.02.2021
03.01.2025
09.02.2021
03.01.2025

[Ipunoxenue 1
K [IpaBuiiam rocy1apcTBEHHOM
pEerucTpaIuu, NepeperucTpanuu
Y BHECEHUSI NU3MECHEHUN B
PETUCTPAILTMOHHOE JI0CHE
JIEKAPCTBEHHBIX CPEACTB, U3CIUI
MEIUIUHCKOTO Ha3HAYEHUS
Y MEIUIIMHCKOW TEXHUKH

®opma 1

I'ep6
Pecy6muku Kazaxcran
MUuUHHCTEPCTBO 3PaBOOXPAHEHHS U COLUATFHOTO PA3BUTHSL
Pecnyonuku Kazaxcran

PerucrpanoHHOE yI0CTOBEPEHIE
PK - JIC - Ne

B cootBerctBuu ¢ Konekcom Pecry6nuku Kazaxcran «O 310poBbe Hapoia u

CUCTEMEC 3/IpaBOOXPAHCHM HACTOAIICC YIOCTOBEPCHUC BbIAAHO!

1.

HaumenoBanue JACpiKaTest

PErucTpalluOHHOIr0 y10CTOBEPCHUA

Crpana aepiKaTens peruCTPalMOHHOIO YA0CTOBEPEHUS

B TOM, YTO JICKAPCTBCHHOC CPCACTBO 3apCTUCTPUPOBAHO U PA3PCIICHO K

IPUMEHEHUIO B MEIMIIMHCKOW MpakTUKe Ha Tepputopuu Pecniybnuku Kazaxcran

HNudopmanus o 3aperucTpupoOBaHHOM JIEKAPCTBEHHOM CPEJICTBE

Toprosoe HanMCEHOBAHUE IIpenapara

,HIISI OTCYCCTBCHHBIX HpOH3B0[[PIT€J'ICI>‘I TOProBOo€ HAMMEHOBAHUEC JJIsI OKCIIOpTa

Me)KuyHapouHoe HCMMAaTCHTOBAHHOC HAa3BaHUC (HpI/I Ha.III/I'-II/II/I)

JlekapcTBeHHas Gpopma

Jlo3upoBka

dacoBka

Kom ATX

CocraB aKTHBHBIX BCIICCTB

Cpok xpaHeHus

IMopsnok otmycka (1o peuenty, 6e3 penenra)

Nudopmarust o mpon3BouTese J1eKapCTBEHHOTO CPEICTBA

Tumn opraHu3anyu UiIKM y4acTOK POU3BOJICTBA HaunmeHoBaHue opranusanumu Crpana

IIpousBoaurens

Y akoBIIUK
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JlaTa rocy1apCcTBEHHOM perucTpaiuu (epeperucTparmm) « » 20
roja

JIeCTBUTENBHO JI0 « » 20 roja unu «beccpouno» (HykHOe
yKa3arh)

JlaTa BHECEHU U3BMEHEHUM « » 20 roja

damMunus, UuMsi, OTYECTBO (IIPU €ro HATUYKUH) TOCYIApCTBEHHOTO OpraHa

(W11 yIIOJTHOMOYEHHOE JIUILIO)

®opwma 2

I'ep6
Pecny6nmku Kazaxcran
MUHHCTEPCTBO 3APaBOOXPAHEHHS U COLUATBPHOTO PAa3BUTUSL
Pecnyonuku Kazaxcran

PerucTpaniioHHOE yI0CTOBEPCHIE
PK-UMH/MT - Ne

B cootBercTBuu ¢ Konekcom Pecny6nuku Kazaxcran «O 310poBbe Hapoia u
CHUCTEME 3]PaBOOXPAHCHUS HACTOSIIEE PETUCTPALIMOHHOE YA0CTOBEPEHHE BBIIAHO:

1. HaunmeHnoBaHue JACpKATEIIA PETUCTPALTMOHHOI'O yJOCTOBEPECHUS

2. CrpaHa fepxKaTens perHCTPAHOHHOIO YA0CTOBEPEHHS

B TOM,
YTO

(HauMeHOBaHUE U3/IeNIUSI MEAUIIMHCKOTO HAa3HAYCHUS UM METUIIMHCKON
TEXHUKH )

(xacc 06€30MacHOCTH B 3aBUCUMOCTH OT TOTCHIIMAIILHOTO PUCKA TPUMEHEHUS)

3aperuCcTPUPOBAHA/O M pa3pelieHa/o K IPUMEHEHUIO B METUITMHCKON TTPAKTUKE
Ha Tepputopun Pecnyonuku KazaxcraH.

HCpG‘IGHB PACXOAHBIX MATCPHUAJIOB U KOMINUICKTYIOIIHUX K U3 OCIIUIO
MCAUIIUHCKOI'O Ha3HAYCHHUS/ MCI[HHHHCKOﬁ TCXHHUKC B IIPUJIOKCHUHN K JJAHHOMY

PETHCTPALIMOHHOMY YAOCTOBEPEHUIO corjacHO Gopme 3 (yKa3aTh KOJIUUYECTBO JIUCTOB)
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JlaTa rocy1apCTBEHHOM perucTpanuu (epeperucTparmm) « » 20
roaa

JIeCTBUTEIIBHO JI0 « » 20 rojaa uiu «beccpouno» (HyKHOE
yKa3arh)

JlaTa BHECEHUS U3MEHEHUM « » 20 roja

damMunus, uMs, 0T4€CTBO (MIPU €ro HATUYUH ) PYKOBOJIUTENSI TOCYIaPCTBEHHOTO
opraHa

(W1 yIIOJTHOMOYEHHOE JIUILIO)

IIpumedanue: B Cilydae BBIIMCBIBAHKS PETUCTPALMOHHOTO yIOCTOBEPEHMS HA
U3JIeJINe MEIUIIMHCKOTO Ha3HaueHus ykasbiBaeTcss PK-MMMH- Ne.

B cnydae BeITUCHIBaHUS PETUCTPALIMOHHOTO YAOCTOBEPEHUS HA MEULIMHCKYHO
TeXHHUKY yka3biBaeTcsa PK- MT- Ne .

®opma 3

MUHHCTEPCTBO 3PaBOOXPAHECHHS U COIIMAIBHOTO pa3BuTusa PecnyOmuku
Kazaxcran

[Ipunoxenue k perucrpaumoHHomy yaoctoBepernto PK-MIMH/MT - Ne
IlepeueHb pacxOJHBIX MATEPUATIOB U KOMIUIEKTYIOIINUX K HU3IEITUIO

MCIUIIMHCKOI'O HAa3HAUYCHUA U MG}IHIIPIHCKOﬁ TCXHHUKC

Ne HaumenoBanue pacXOoaHBIX MAaTEPUAJIOB U KOMIUICKTYIOIINX K U3JACIINI0 MEAUIIUHCKOI'O Mo- HpOI/BBOI[I/ITeIIL (I/IS- CTpa-
Ha3HAYCHUS U MEJIULIMHCKON TEXHUKE JA€JIb FOTOBHTCJ’IL) Ha

damunusi, UMsi, OTYECTBO (IIPU €r0 HAIMYWHN) PYKOBOJUTEINS TOCYIAPCTBEHHOTO
opraHa

(W11 yIIOJTHOMOYEHHOE JIUIIO)




e.zZan

Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIep/IiH TANOHIbI OaKplIay OaHKI

DTaJIOHHBIN KOHTPOJIbHBIH OAaHK HOPMATUBHBIX [IPABOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penakuusiinay KyHi
Cakray KyHi

Jata penaxkunn
JlaTa cCKaunBaHHS

09.02.2021
03.01.2025
09.02.2021
03.01.2025

«

»

20

roaa
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[Ipunoxenue 2
K [IpaBriiam rocy 1apcTBEHHOM pErUCTpaLIUH,
MEPEPETUCTPALIMN U BHECEHUS U3MEHEHU
B PErUCTPALMOHHOE JOCHE JIEKAPCTBEHHBIX
CPEACTB, U3/IENINI METUIIMHCKOTO
Ha3HAYCHUS U MEAULIUHCKOW TEXHUKHU

3aKiIr04eHre 0 COOTBETCTBUH (hapMalleBTUYECKOTO MPOIYKTA (JIEKAPCTBEHHOTO
cpeactBa) B Pecnybnuke Kazaxcran TpeOoBaHUSM MPOU3BOACTBA HaJIJICKAIICH
npou3BoicTBeHHOM npakTuku (GMP), npouenype perucrtpanuu, CUCTEME KOHTPOJIS
KayecTBa, HH(OPMAITH, COOTBETCTBYIOIICH perUCTPAIMOHHBIM JOKYMEHTaM'

(CtpykTypa 3aKkIr0ueHUs COOTBETCTBYET pEeKOMEHI0BaHHOMY BcemupHoit
opranuzanuei 3apaBooxpanenus (BO3))

HOMep 3aKIHOYCHUSA

DKcnopTupyromias cTpaHa (BbAAIOIIAs CTpaHa)

HmMnoprupyrommas cTpaHa (3anpainBaoias CTpaHa)

ToproBoe HanMeHOBaHNE U (OPMa BBIIYCKa JICKapPCTBEHHOTO CPEICTBA:

B crpane-skcnoprepe

B ctpane-ummnoptepe

1.1.HanMeHOBaHNE 1 KOTWYIECTBO AKTUBHBIX BELIECTB? HA CAMHUILY J103bI®

I/IH(i)OpMaHI/ISI O IIOJTHOM COCTaB€, BKIIKOYas BCIIOMOI'aTCIbHBIC BEIICCTBA

1.2.IMeeTcst i paspelleHNe Ha IPaBo PEalu3aliiy B CTpaHe-3Kkcrnoprepe?

na/Her

1.3.Peanuzyercs i1 pakTHUECKH JIEKAPCTBEHHOE CPEJICTBO B CTpaHe-dKcropTe?
Ecnu otBet Ha Borpoc 1.2 — «a», 3aM0IHUTh MYHKT 2A ¥ IPOIyCTHTh MYHKT 2B
Ecnu otBet Ha Borpoc 1.2 — «HET», IPOIMYCTUTh ITyHKT 2A U 3al0JIHUTH ITyHKT 2B

Jla/HeT/HEen3BECTHO

2.A.1 Homep perucTpannoHHOTO yIOCTOBEpeHUsT (JIMIICH3UH) U aTa BbIJadl

2.A.2 Jlepkatelb perucTpallMOHHOTO yJIOCTOBEPEHUs! (JIMLEH3UH) (Ha3BaHUe U aJjpec)

2.A.3 Cratyc geprkaTesist peruCTPalMOHHOTO yI0CTOBEPEHHUs (JIMLIEH3UN) (B COOTBETCTBUH C KATErOPHUSIMH, YKa3aHHBIMU B IPUMEYaHUN

8)
a/s/c/d

2.A.3.1 [1ns xareropwii (B) u () Ha3BaHHUE U a/IpeC MPOU3BOAUTES JIEKAPCTBEHHOTO CPEJICTBA

2.A.4 Tlpunaraercs Jin KpaTkoe 000CHOBaHHE PEILICHHUS O pericTpaluu’ (perucTpalMoOHHOE YA0CTOBEPEHHE)

Jla/mer
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2.A.5 SIBnsercs v npencrapiaeHHas HHGOPMALUS O JISKAPCTBEHHOM CPE/ICTBE YTBEPIKACHHOM, IIOJTHOH M COOTBETCTBYIOLIEH perucrpanu-
OHHBIM JJOKyMeHTam? !

Jla/HeT/He mpencTaBIeHO

2.A.6 3asBUTENH HA OTyUYCHNE 3aKTIOUEHNS, €CIIH OH HE SBIIASTCS JepiKaTeleM PEerHCTPaliHOHHOTO YI0CTOBepeHHs (JINIeH31H) (Ha3Ba-
HHE U ajpec) '

2.B.1 3asBuTenp Ha MOydeHUE 3aKIIOUCHNUS (Ha3BaHUE U aJIpec)

2.B.2 Craryc 3asBuTeNs (B COOTBETCTBUH C KATErOPUSAMM, YKa3aHHBIMU B IPUMEUYaHUH &)

2.B.2.1 ns kateropuu (B) u (C) Ha3BaHUE U aapec MPOU3BOIUTEIS JIEKAPCTBEHHOTO CPEICTBA

2.B.3 IIpu4uHBI OTCYTCTBUS pa3pelieHus Ha pealn3aliio Ha PhIHKE:

He TpeOyeTcsi/ He 3alpalinBaiocs/ B CTaMN PACCMOTPEHHs/ OTKa3aHO

2.B.4 3ameyanus'?

3. OpraHusyer JIu OpraH, BEIJAFONIHH 3aKIIOYEHHS, TIEPHOIMYECKIE HHCIIEKIINH IPEAIPUSITHS, BEIITyCKAIOIIET0 TOTOBBIC JIEKAPCTBCHHBIE
cpencrsa? !

Jla/Het/He npuMEeHUMO (€CITH KHET» HIIH «HEIMPHUMEHHMOY» MEPEXOIUTh K 11.4)

3.1 NepHOANIHOCTH TTAHOBBIX MHCIICKITUN

3.2 lata nocieaHe HHCIIEKIIMOHHOHN ITPOBEPKH ITPOM3BOACTBA (TIPOBOJMIIKCE JIN KaKHE-THO0 MHCIIEKIIUH Y IPOU3BOIUTEIS JICKApCTBEH-
HOTO cpeacTBa)?

Ja/HeT/HenIpUMeHNMO

3.3 CooTBeTCTBYET JI IPOM3BOJICTBEHHBIIH 00BEKT, 000PYN0BaHUE U IPOU3BOACTBEHHBIE Ipoliecchl cranaapram GMP !

Jla/HeT/He IpUMEHUMO

4. Ilpu3HaeT 1 opraH, BBIIAIOIINN 3aKII0OYCHHs, IPEICTABICHHYIO0 HH(POPMAIHIO YIOBICTBOPHTEIBHOMN MO BCEM acHeKTaM ITPOU3BO/I-
CTBa JIEKAPCTBEHHOT'O CpeCTBa’

JHa/uer (ecnu «HET» Pa3bsICHUTD)

HaumeHnoBanue u aZpecC opraHa, BbIJArOLICT 0 3aKIFOYCHUST

Tenedon, daxc

(DaMI/IJ'[I/IH, HUMs1, OTYECCTBO (HpH €ro HaJ'IH‘H/II/I) PYKOBOAUTEIIA

IMoanuce

Jlara, meyartp

IIpumeyanue K cCblIKaM:

dopma 3aKiII0YeHUs Ha (PapMaIeBTUUECKUN MPOAYKT 3aMOTHIETCS
MAITMHOIIMCHBIM CITOCOOOM (Ha KOMITBIOTEPE) U MPEAOCTABIISACTCS BCera Ha OyMaKHOM
HOCHTEJIE.

HpI/I H€O6XO,III/IMOCTI/I MOT'YT IIPUKJIAABIBATHCSA JOIMOJIHUTCIIBHBIC JIMCTHI C
MMOACHCHUAMMU U 3aMCUYaHUAMMU.

1. Hacrosiiee 3akiitoueHre, COCTABICHHOE B COOTBETCTBUU C PEKOMEHI0BaHHBIM
BO3 ¢popmaTtom, ycTanaBiamBaeT craTyc (papMaiieBTHUECKOro mpemnapara v CTaryc
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OpraHu3aliy, 0OpalaoEecs 3a 3aKII0YEHUEM Ha IIpenapat B CTpaHe-3KCIopTepeE.
3aKIr0YeHUE BBIIaHO TOJIBKO HA OJIMH KOHKPETHBIN POYKT, MOCKOJIBKY TPEOOBaHUS K
MIPOU3BOJICTBEHHOMY MpoliecCy U 00beM nH(popMarru, HEOOXOAMMOM JJIsI MOTyYSHUS
COTJIaCOBAaHUS, MOTYT Pa3IMYaThCS IS PA3HBIX JIEKAPCTBEHHBIX ()OPM U JJO3UPOBOK.

2. ITo BO3MOXHOCTH HEOOXOUMO HCIIOIH30BATh MEKTyHAPOTHOE
HENaTEHTOBAaHHOE Ha3BaHUE WJIM HAIIMOHAJIbHbIE HEMATEHTOBAHHBIC HA3BaHUSI.

3. B 3akiIr04eHUH UJIH B IMPUIO0KCHHUHN K HEMY TOJIZKCH OBITH YKa3aH MOJIHBIN
KaueCTBEHHBIM COCTaB T'OTOBOI'O JICKapCTBCHHOI'O CpCACTBA.

4. KenatenbHO MpeICTaBUTh MOAPOOHYI0 HHPOPMAIUIO O KOJUYECTBEHHOM
COCTaBe, HO Takas UH(OpMaIUs MPEAOCTABISAETCS TOJIBKO C COTJIACUS JepKaTes
PErUCTPAIMOHHOTO YOCTOBEPEHUSI.

5. B kadecTBe NpUIIOKEHUS CIAEAYET MPEACTaBUTH NOAPOOHYI0 HH(OPMAIUIO O
JTOOBIX YKA3aHUSIX B PETUCTPAIMOHHBIX JOKYMEHTAaX Ha JICKAPCTBEHHOE CPEJICTRO,
OTPAaHUYCHHUIX B OTHOLIEHUH pealii3alvu, PaCpeAeIICHUS NI TPUMEHEHHS, €CIIH
takue umerorcd. [Ipu orBere «aa», mepexomsr k m.2.A, m.2B nponyckarot, npu oTBeTe
«HET», epexoasT k 2.B u npomyckarot m.2.A.

6. ITynkTel 2A 1 2B B3aMHO HMCKJIIOYAIOT JIPYT ApYyTa.

7. B ciyuae, eciu perucTpallMOHHOE YOCTOBEPEHUE BPEMEHHOE WIIH Tpernapar
€Il HE 3apEeTUCTPUPOBAH, TO 3TO HEOOXOUMO YKa3aTh.

8. HeobxoaumMo yka3aTh CTaTyC JIepKaTesi pErHCTPallMOHHOTO YAOCTOBEPEHUS
Ha JIEKAPCTBEHHOE CPEJICTBO:

(a) — ABJIACTCA IPOU3BOJUTCIICM JICKAPCTBCHHOI'O CPpCACTBA U OTBCTCTBCHHBIM 3d
Ka4CCTBO 1 BLIITYCK B O60p0T;

(B) — ocymiecTBiIseT pachacoBKy, YIAKOBKY U/WIIM MAPKUPOBKY JIEKAPCTBEHHOTO
CpEeICTBa, MPOU3BEICHHOTO APYTHM MPEANPHUITHEM, B TOXKE BPEMS SBIISETCS
OTBETCTBEHHBIM 32 €TI0 KaueCTBO U BBIITYCK B 000POT;

(c) — HE yJacTBYET B IIPOU3BOJICTBE, pachacoBKe, YITAaKOBKE, HO SIBJISCTCS
OTBETCTBEHHBIM 3a €0 KaueCTBO U BBIITYCK B 000POT;

(d) — HEe yyacTByeT HM B OJTHOM Tpoliecce.

9. I/IH(i)OpMaHI/UI MOJKET OBITh MpCaAcCTaBJICHA TOJBKO C COTJIACHUA ACPKATCILA
PErucTpanOHHOTO YAOCTOBCPCHM:A, CCIIN rpacpa HC 3aI10JHCHA, TO 3TO O3HA4YacCT, 4TO
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JiepKaTesb PErUCTPALMOHHOIO YA0CTOBEPEHUS HE 1ai cornacus. HpopManus o mecte
IIPOU3BO/ICTBA SIBJISIETCS YaCThIO PETUCTPAIMOHHOTO yA0CTOBEpeHUs. B cinydae
M3MEHEHHUSI MECTa ITPOU3BOJICTBA B PETUCTPALIMOHHOE YOCTOBEPEHUE JOJIKHBI OBIThH
BHECEHBI COOTBETCTBYIOIIME U3MEHEHHUS], B TPOTUBHOM CITy4ae OHO CTAHOBHUTCS
HEJICHCTBUTEIHHBIM.

10. ITox xpaTkuM 0OOCHOBaHMEM ITOHUMAETCS JOKYMEHT, COCTaBIISIEMbIN
PEryISTOPHBIM OPraHOM, B KOTOPOM KPaTKO OTPaKaeTCsl TEXHUYECKOE 0OOCHOBAaHUE
JUISI BBIJTAYU PETUCTPALMOHHOIO yI0CTOBEPEHMUS.

11. udopmaryist OTHOCUTCS K yTBEPAKACHHOMN pEryIsiITOPHBIM OPraHOM
WHCTPYKLHMH MO MEAUIIMHCKOMY IIPUMEHEHUIO.

12. Jlns BeIAQUM 3aKJIFOYEHUS TOJDKHO OBITh pa3pelieHue AepiKaTelis
PETUCTPALIMOHHOIO YIOCTOBEPEHHUS], KOTOPOE JOJKEH IPEACTABUTD 3aABUTEIb HA
BbIJJa4y 3aKJIFOUCHUSI.

13. Yka3zaTh NpUuYuHYy OTCYTCTBHUSI PETUCTPAIUU:

(a) mexkapCcTBEHHOE CPEACTBO ObLIO Pa3pabOTaHO UCKITIOYUTEIBHO JIJIS
3a00JIeBaHUM, HE PaCPOCTPAHEHHBIX B CTPaHe dKCIOPTa (HampuMep, TPOIMUISCKUX
3a00eBaHu);

(B) cocTaB JIEKapCTBEHHOTO CPEICTBA ObLT U3MEHEH C IIEJBIO MOBBIIIICHUS €T0
CTaOMJILHOCTH B TPOMTMYECKUX YCIOBUSX;

(c) cocTaB JIGKAPCTBEHHOTO CPEICTBA ObLT U3MEHEH C 1IEJIbI0 UCKITFOUCHUS
BCIIOMOTATEILHBIX BEIECTB, HE PA3PEIICHHBIX K TIPUMEHEHHUIO B CTPAHE UMIIOPTA;

(d) cocTaB nekapCTBEHHOIO Cpe/ICTBa ObLIT U3MEHEH C €TI0 BHIMIOJHEHUS UHBIX
TpeOOBaHMI B OTHOIIICHHUH MaKCHMAaJILHOTO COJICPKaHHS aKTHBHOTO BEIIECTBA B
TOTOBOM JICKaPCTBEHHOM CPEJICTBE;

(e) npyrue NpUUUHbI, KOTOPHIC TOJKHBI OBITH OOBSICHEHBI.

14. «<He npuMeHuM» - 03Ha4aeT, YTO JEKAPCTBEHHOE CPEACTBO IPOU3BOJUTCS HE
B TOU CTpaHe, 1€ BbIAAETCS 3aKII0UYEHUE HA HETO, I0O3TOMY MHCIIEKTUPOBAHUE
IPOBOJIUTCS NOJI KOHTPOJIEM OPIaHOB CTPAHBI-IIPOU3BOIUTEIIS.

15. TpeGoBaHus 1O COOTBETCTBYIOIIEH MTPAKTUKE MPOU3BOJCTBA U KOHTPOJIS
KauecTBa JICKAPCTBEHHOTO CPEACTBA, YKa3aHHBIE B 3aKJIFOUEHUH, COOTBETCTBYIOT TEM,
KOTOpbIe BKIIF0UeHBI B 0T4eT 32 KomuTeTa JKcnepToB o cepTuduxanuu
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nexkapctBeHHbIX cpencTB (Cepust Texunueckux oruyeToB BO3 Ne823, 1992,
npunoxenne 1). Komurerom BO3 1o Guosorudeckoi ctanaapTU3auy ObLUIN

chopMyIHpPOBaHBI CTICIIUATBLHBIE PEKOMEH IAINK MO0 OMOJIOTUYECKOW CTaHAapTU3ALUN

(Cepus Texuuueckux oruetoB BO3 Ne822, 1992, npunoxenue 1).

16. ITyHKT 3anoiaHsieTcsl B TOM CIIy4ae, €Cu AepiKaTellb PErucTPaliOHHOTO

yAOCTOBEPEHUS, UJIU 3asIBUTEIH COOTBETCTBYIOT CTaTyCy (B) W (C), KOTOPHIE OMTUCAHBI

B IMyHKTE 8. B Takom ciydae 3asBUTENb JOJKEH MPEACTABUTh B OPTaH, BBIAAIOIIUN

3aKJIIOYCHUC, I/IH(i)OpMa]_II/IIO 0 TOM, KaKHMC CTOPOHBI KOHTPAKTa OTBCUYAIOT 3a KaXKIYIO

CTaJIMIO IpoLecca MPOM3BOACTBA KOHEYHOI'O IPOAYKTA, a TaKkKe 00 00beMe U
XapakTepe JI00BIX TUIIOB KOHTPOJIS KaueCTBa, POBOIUMBIX KaXIbIM U3 3TUX
IPEAIIPUATHH.
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[Ipunoxenue 3
K [IpaBuiiam rocy1apcTBEHHOM
perucTpanuu, NepeEPEruCTpPALU U
BHECEHUS N3MEHEHUM B PETUCTPALIMOHHOE
JOChE JIEKAPCTBEHHBIX CPEICTB,
W3EJIMM MEAUIMHCKOTO Ha3HAYECHUS
Y MEJIMLIMHCKOW TEXHUKHU

Pemrenne 06 oTkase
B IOCYIAPCTBEHHOM PETUCTPALIUM, IEPEPETUCTPALIMHA UIU BHECEHUU U3MEHEHUH B
PETUCTPAILIMOHHOE JTOChE JIEKAPCTBEHHBIX CPEJICTB, U3ACIINI MEIUIITMHCKOTO HAa3HAYEHUSI
U MEMUIMHCKOM TexHukH B PecyOnuke Kazaxcran

Howmep 3asBrenus

Jlara 3asBIICHUS

3asBUTEIb

Howmep pemrennst 06 oTkase

Jlara pemenust 06 oTKaze

KomuteT KOHTpOIISI MEUIIMHCKOM U (hapMalleBTHUECKON IeITeIbHOCTH MHUHHUCTEPCTBA 3paBOOXPAHEHHUS U COLMANBHOTO pa3BuThs Pecry6-
mku Kazaxcran yBenomisier Bac 00 oTkase B perucrpanui, nepeperucTpanuy Uik BHECEHUN H3MEHEHUH B PErUCTPAIMOHHOE TOChE U M-
uuHckoM npumeHenun JIC, UMH u MT (HyxHoe noguepkHyTh) Ha Tepputopun Pecriyonuku Kazaxcras.

IIpnunna oTkaza:

Damunus, UMs, OTUECTBO (IIPU €ro HAJIMYKK) PYKOBOAUTEINS FOCYAApPCTBEHHOTO OpraHa

(MM YTIOJTHOMOYEHHOT'O JIMIA)
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