Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 29.01.2025

aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 05.02.2025
s iGN I DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB JlaTa pesaKiyu 29.01.2025
Pecny6nnku Kazaxcran B 3J€KTPOHHOM BH, pos
ecmryG, a3aXCTaH B SIICKTPOHHO e JlaTa ckaunBaHUS 05.02.2025
KazaxcTtan Pecry6iukachiHbIH JleHcayIIbIK caKTay ITpuka3z Munucrpa MuHuCTepCcTBO 31paBooXpaHeHus PecryOauku
MHHHCTPJIIri 3apaBooxpaHeHus Pecry6mnku Kasaxcran

Kazaxcran ot 29 suBaps 2025 rona
Ne 6. 3aperucTpupoBaH B
MuHHCTEpCTBE IOCTULIUH

Pecniy6nuku Kazaxcran 29 sHBaps

2025 roma Ne 35688

O BHeceHMHU M3MEHeHUI B NPUKa3 MUHHMCTPA 31PABOOXPAHEHUSA
Pecnyosimku Ka3zaxcran ot 27 suBaps 2021 roxa Ne KP ICM-9
«O0 yTBep:kIeHUN NPaBUWJI NpoBeeHus papManeBTHYECKUX HHCTEKIIHIA
M0 HAJIeKAINUM (papMalleBTUYECKNUM NMPAKTUKAM))

IIPUKA3BIBAIO:

1. Buectu B npuka3z Munuctpa 3apaBooxpanenus Peciyonuku Kazaxcran ot 27
saBapst 2021 roga Ne KP JICM-9 «O6 yTBep>KIeHUHU TPaBUII IPOBEACHUS
dbapMaleBTUYECKUX UHCTIEKIINH 10 Ha/JIeKauM (papMareBTUHIECKUM MPAKTHKaM)
(3apeructpupoBaH B PeecTpe rocy1apcTBEHHON perucTpaiii HOPMAaTUBHBIX MPABOBBIX
aktoB noj Ne 22143) cnenyroniyie n3MEeHECHHUS:

npeaMOyITy U3JI0KHUTh B CIICTYIOIICH peaKkIuu:

«B cootBercTBHM ¢ myHKTOM 6 ctatbu 244 Konekca Pecy6nuku Kazaxcran «O
310poBbe Hapoja u cucteMe 3apaBooxpaneHus» [IPUKA3BIBALO: »;

MpaBuUiia MpoBeeHUs (hapMalleBTUYECKUX WHCTICKIIUM 110 HaJIJIeKAITUM
dbapmareBTHYECKUM MPaKTUKaM, YTBEPKACHHBIC IPIIIOKEHUEM | K YKa3aHHOMY
IIPUKa3y U3JI0KUTHh B HOBOW PEIAKLIMU COTJIACHO IIPUJIOKEHUIO K HACTOSLLIEMY IIPUKA3y.

2. KoMuTeTy MEAMIIMHCKOTO U (hapMareBTUYECKOTO KOHTPOJIsi MUHHCTEPCTBA
3apaBooxpaHenust Pecryonuku Kasaxcran B yCTaHOBIIEHHOM 3aKOHOAATEITECTBOM
Pecniy6nuku Kazaxcran nopsinke o0ecnednTh:

1) rocy1apcTBEHHYIO PETUCTPAIMIO HACTOSIIETO TpUKa3a B MUHUCTEPCTBE

roctuiuu PecnyOnuku Kazaxcran;
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2) pa3MelIeHre HACTOSIIEr0 PUKa3a Ha HMHTepHET-pecypce MuHucTepcTa
3npaBooxpaHenus Pecnyonuku Kazaxcran;

3) B TeueHUE AecITH pabOUYuX JIHEH MOCIe rOCYJapCTBEHHOM pPEerucTpaluu
HACTOSIIEro npukaza B Munucrepcerse roctuiiuu PecyOinuku Kazaxcran
npeacTtasienue B FOpuanueckuii genapraMeHT MUHUCTEPCTBA 31paBOOXPAaHEHUS
Pecny6nuku Ka3zaxcran cBesieHuid 00 UCTIOTHEHUN MEPOIPUATHH, MPEyCMOTPEHHBIX
NOAMYHKTaMH 1) 1 2) HACTOSIIIETO MyHKTA.

3. KOHTpOb 32 UCMIOJHEHUEM HACTOSILETO MTPUKa3a BO3JIOKHUTH Ha
KYPHUPYIOIIEro BUIle-MUHHUCTPA 3ApaBooxpanenus Pecryonmku Kazaxcras.

4. Hacrosiiuii mpyuka3 BBOJAUTCSA B ACHCTBUE 110 UCTCYCHUHU JIECATU KaJE€HIapHBIX
JTHEH TOoCJIe HS €ro MepBOro oPuIMaIbHOTO OMyOJIMKOBAHMUS.

MuHuCTp 31paBOOXpaHEeHUs A. AllbHa3apoBa
Pecnyoimku Kasaxcran
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[Ipunoxenue k npukasy
MunucTp 3apaBOOXpaHEHUs
PecnyOnuku Kazaxcran
ot 29 auBaps 2025 roaa
Ne 6

[Tpunoxenue 1 k npukaszy
MunucTpa 3apaBOOXpaHEHHUS
Pecny6niuku Ka3zaxcran
ot 27 suBaps 2021 rona
Ne KP ICM-9

[IpaBuia npoBenenus papManeBTHYECKUX HHCTEKIMTA
Mo HaAJIeKAIMUM papMalneBTHYECKUM NMPAKTUKAM

I'maBa 1. O0mue moJj10:KeHHus

1. Hacrosimue [IpaBwna npoBeaeHus ¢papMarieBTHYECKUX MHCTIEKITHA 110
HaJJIeKamM GapMaleBTUYECKUM MPAKTUKaM U OKa3aHUs rOCYJapCTBEHHOM yCIyTu
«Bbi1auya cepTrUKaTOB HA COOTBETCTBHE HAAJICKAIUX (DAPMAIIEBTUUECKUX MPAKTUK
(manee — [IpaBuna) pa3paboTaHbl B COOTBETCTBUU C MyHKTOM 6 cTaThi 244 Konekca
Pecny6nuku Kazaxcran «O 310poBbe Hapoia M CUCTEME 3[IpaBOOXPAHEHU (Janee —
Konekc), noamynkrom 1) crateu 10 3akona Pecniyonuku Kazaxcran «O
roCyJapCTBEHHBIX ycayrax» (nanee — 3akoH), Pemenuem CoBera EBpazuiickoit
AKOHOMHUYECKOI komuccuu oT 3 HosA0ps 2016 roxa Ne 83 «OO0 yrBepxkaenuu [Ipasun
npoBeeHus (papManeBTUUECKUX MHCTICKIU (nanee — Pemenue Ne 83) u onpenensitor
NOPsIIOK POBeACHUs (papMaIieBTUUECKUX MHCIICKITUN 110 HaJJIeKaIIIM
dbapmareBTHIeCKUM MPaKTUKaM M MIOPS0K OKa3aHUS TOCYJaPCTBEHHOM YCIyTH
«Bpinaua cepTuPUKaTOB HA COOTBETCTBHE HAJICKAIUX (HapMaAIIEBTUUECKUX TTPAKTUK.

2.B HaCTOAIIINX HpaBI/IJIaX HNCITIOJIB3YIOTCA CIICAYIOIIUC ITOHATHA:

1) rocynapcTBeHHas SKCIIEpTHAs opraHu3aius B cpepe odparieHus
JIEKAPCTBEHHBIX CPEJICTB U MEAUIIMHCKUX U3JIETuH (Janee — SKCIepTHast OpraHu3aliusl)
— CyOBEKT rocyJapCTBEHHOM MOHOTIONUH, OCYIIECTBIISIONTUN TTPOU3BOICTBEHHO-
XO03MCTBEHHYIO JICSITEILHOCTh B 00JIACTH 3JIpaBOOXPAHEHHUS IO 00ECIICUCHUIO
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2) Hajyexaiue hapMaleBTUIECKUe MPAKTUKHU B chepe oOpalieHus
JIEKapCTBEHHBIX CPEJICTB (J1anee — Ha uIekaniue papmManeBTHIeCKHe MPaKTUKN ) —
CTaHAApTHI B 00JIaCTH 37paBOOXPAHCHHUS, PACTIPOCTPAHSIONINECS Ha BCE TAITBI
YKU3HEHHOT'O LIMKJIA JIEKAPCTBEHHBIX CPEACTB: HaJIexKallas JlabopaTopHas MpaKTHKa
(GLP), nagnexamas knuauueckas npaktuka (GCP), najgnexaiias mpou3BOICTBEHHAs
npaktuka (GMP), nagnexamias gucrpudstoropckas npaktuka (GDP), Hagnexaias
anteuHas npaktuka (GPP), naanexamas npaktuka papmakonanzopa (GVP) u npyrue
HaJJIekKaIme GpapMareBTUIeCKue MPaKTUKH,

3) rocyaapcTBeHHBIN OpraH B cepe oOpalieHust TeKapCTBEHHBIX CPEJCTB U
MEIUIMHCKUX U3JIEINH (J1ajee — ToCyAapCTBEHHBINA OpraH) — rocyapCTBEHHBIA OpraH,
OCYLIECTBIISIOIIMN PYKOBOJCTBO B chepe 0OpallleHUs JEKAPCTBEHHbBIX CPEACTB U
MEUITMHCKUX U3JIEINI, KOHTPOJIb 32 OOpallleHUEeM JIEKAPCTBEHHBIX CPEJICTB U
MEUIMHCKUX U3JICIIN;

4) peectp apmarieBTUUECKUX HHCTIEKTOPOB PecnyOnuku Kazaxcran —
JIEKTPOHHBIN HHPOPMAIIMOHHBIN pecypc YIOJIHOMOYEHHOTO OpraHa B 00J1acTH
3IpaBOOXpaHEHUs, COJIep KaIllUi CBeJIeHUs O (hapMaleBTUYECKUX MHCIIEKTOpaxX
Pecnybnuku Kazaxcran;

5) rocynapcTBeHHas yciyra — ojiHa u3 GopM pealiu3aliii OTAEIbHbIX
rocyJapCTBeHHBIX (GYHKIUN UM UX COBOKYITHOCTH, OCYIIECTBIISIEMBIX 110 OOpAIEHUIO
i 6e3 oOpaleHus yCayronoiayJyareeil 1 HalpaBlIeHHBIX Ha PeaTU3aIfio X TpaB,
CBO0OO/T ¥ 3aKOHHBIX HUHTEPECOB, MPEIOCTABICHUE UM COOTBETCTBYIOITUX
MaTepuaTbHBIX UM HEMAaTepHAIbHBIX OJIar;

6) HECOOTBETCTBHEC — OTKJIOHEHUE 00BEKTa ACATCIIBHOCTU TpC6OBaHI/I§IM
HaqJICeKaux Cl)apMaI_IeBTI/FICCKI/IX ITPAKTHUK, BBIABJICHHOC BO BPEMA MHCIICKIIHUU.

7) (hapManeBTUUECKHUI HHCIIEKTOP O HaJIEKAIIMM (papMarieBTUUECKUM
IPaKTHKaM — JIMLIO, YIIOJHOMOYEHHOE Ha OCYILIECTBICHNE QYHKIUH 110 IPOBEACHUIO
(dapmaneBTHYECKON MHCIIEKIIUU 110 HaJIekKAIIUM (papMalleBTUYECKUM MTPaKTUKaM U
BKJIFOUEHHOE B peecTp papMarieBTHUecKuX nHcnekTopoB Pecy6nuku Kazaxcran;

8) (hapmareBTUYECKHII MHCTIEKTOPAT M0 HaIJISKAIUM (papMareBTHIeCKUM
npakTHKaM (nanee — (papMareBTHIeCKHiA MHCIIEKTOPAT) — CTPYKTYPHBIC TIOIpa3AciICHUs
roCyJIapCTBEHHOTO OpraHa B cdepe oOpalieHus JIeKapCTBEHHbBIX CPEICTB U
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MEIUIUHCKUX U3JIEIHNI, €r0 TEpPUTOPUAIbHBIC TOAPA3AeIeHUs U (WIH) OpraHu3alys,
onpezaensemMasl yloJHOMOYEHHBIM OPIaHOM, OCYILIECTBIISIOIINE HHCIIEKIIUIO 32
coOJ0IeHneM HaJuIeKalux (papMalieBTUYECKUX MPAKTHK Ha JIEKApCTBEHHbIE CPEICTBA
U TpeOOBaHUM K BHEJPEHUIO, OIZICPKAHUIO U OLIEHKE CUCTEMbI MEHEKMEHTA
KauecTBa MEIULIUHCKUX U3/IEJINHA B 3aBUCUMOCTHU OT OTEHIIMAJIBHOTO PUCKA UX
IPUMEHEHUS;

9) papmaneBTrUecKas UHCHEKIMS MO0 HAAJIeKAIUM (papMaleBTHUYECKUM
IPaKTUKaM (Jjajee — MHCIEKIINs) — OlIeHKa 00bekTa B cpepe oOpareHus
JIEKAPCTBEHHBIX CPEJICTB C 1IEJIbIO OMIPEICIICHHS €r0 COOTBETCTBUS TPEOOBAHUSAM
HajuIeKanmx (papmaieBTrudeckux npakTuk Pecnybnuku Kazaxcran u (uim)
EBpa3zuiickoro 3JKOHOMHUYECKOT0 COK3a;

10) BeO-mopTaNT «3JIEKTPOHHOTO MPABUTEIHCTBA» (Jajiee — MOPTal) —
uH(pOpMaIMOHHAs CUCTEMA, IPEACTABIISIIONIAs COO0M €IMHOE OKHO JIOCTYIa KO BCEH
KOHCOJIUIMPOBAHHOM NMPAaBUTEIHLCTBEHHON MH(MOPMAIINH, BKITIOYasi HOPMATUBHYIO
NPaBOBYIO 0a3y, U K TOCYIapCTBEHHBIM YCIyraM, yCIyraM IO BblJaue TEXHUIECKUX
YCIIOBUI HA MOJKIIIOUEHHUE K CETSIM CyOBEKTOB €CTECTBEHHBIX MOHOIOIUHN U yCIIyram
CyOBEKTOB KBa3UTOCYAAPCTBEHHOTO CEKTOPA, OKa3bIBAEMBIM B JICKTPOHHOH (opMe;

11) snextponnas uudpoas noanuck (nanee — III1) — HaGOP ITEKTPOHHBIX
M (POBBIX CUMBOJIOB, CO3/IAHHBIN CPEICTBAMHU 3JIEKTPOHHON HU(POBOM MOAIUCH U
HOJTBEPKAAIOIINI TOCTOBEPHOCTh 3JIEKTPOHHOTO IOKYMEHTA, €r0 MPUHAAJIEKHOCTh U
HEM3MEHHOCTh COJIePKaHusI.

3. NHcnekust mpoOBOJUTCS HA COOTBETCTBHE 00BbEKTA CyOBEKTa
WHCTIEKTUPOBAHUS CTaHJapTaM HaJJIeKaIUX (papMarieBTUICCKUX MPAKTHK,
YTBEPKJIEHHBIM MPUKA30M HCIOJHSIONIIET0 00s3aHHOCTH MuHucTpa
3npaBooxpaHenus Pecnyonuku Kazaxcran ot 4 gepans 2021 roga Ne KP JICM-15
«O0 yTBepKI€HUH HaJIeKAIUX (papMaIleBTUIECKUX MPAKTUK» (3apeTUCTPUPOBAH B
Peectpe rocynapcTBeHHOM perucTpalii HOpMaTUBHBIX MPABOBBIX aKTOB Mo Ne 22167)
(manee — [IpaBuna dapmareBTHYECKUX MpakTUK) U (i) [IpaBun Hagnexamen
IIPOU3BOJICTBEHHON NPaKTUKU EBpa3uiickoro 3KOHOMHUYECKOT0 COK03a,
yTBepxkAcHHbIM Pemmennem Cosera EBpa3niickoi SJKOHOMHAYECKON KOMUCCHHM OT 3
HOs10pst 2016 roma Ne 77 u (win) [IpaBun Haanexaiiei npakTuku ¢papmMakoHaa30pa
EBpa3uniickoro 3KOHOMUYECKOTO COK03a, YTBEPKIACHHBIM Pemiennem Coeta
EBpasuiickoii s3xoHoMHUYeCcKoi koMuccuu oT 3 Hosi0pst 2016 roga Ne 87 (manee —
Pemenne Ne 87).
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MHcneknny oCcymecTBISIOTCS:

1) Ha cooTBeTCTBHE TpEeOOBaHUAM HajuIekauel 1adboparopHoi mpakTuku (GLP),
HaJiIexKaien knuaudeckoit mpaktuku (GCP), Haanmexaieil mpou3BOACTBEHHOM
npaktuku (GMP), nagnexameit nuctpudsroropckoil npaktuku (GDP) cyObekToB,
pacmnoyiokeHHBIX Ha TeppuTopun Pecrybnuku KazaxcraH, rocy1apcTBEHHBIM OpraHOM
C IIPUBJICYEHUEM MHCIIEKTOPOB rOCYIapCTBEHHOTO OpraHa U/WIH ero TePpPUTOPUATBHBIX
MOApa3/ICIICHUN;

2) Ha COOTBETCTBUE TPEOOBAHUSIM Hajyiexalei anteuHoit npaktuku (GPP)
TEPPUTOPHATILHBIMU TIO/Ipa3IEJICHUSIMU TOCYAAPCTBEHHOI'O OpraHa ¢ MpUBJICUEHUEM
MHCIIEKTOPOB rOCYAapCTBEHHOI'O OpraHa W/WUjIu €ro TePPUTOPUAIbHBIX MOAPA3EICHUN’;

3) Ha coOTBETCTBHE TPpeOOBAaHUAM Hauiexkauel 1adboparopHoi mpaktuku (GLP),
HaJu1exKaei kmmanueckoil npaktuku (GCP), Haanexaied Npou3BoOACTBEHHON
npaktuku (GMP) cyObekTOB, pacnoyioKeHHbIX BHE Tepputopun PecnyOnuku
Kazaxcran, a Taxxe aepkareneid perucTpalldOHHbBIX Y0CTOBEPEHUHN U (MIJIN) UHBIX
OpraHu3alii, IPUBJICUYCHHBIX JIEPKATEIIEM PETUCTPALIMOHHOTO YAOCTOBEPEHUS JUIs
BBITNIOJIHEHHUS 00513aTEIBCTB MO (papMaKOHAA30py, PACIIOIATAIOLINXCS HA TEPPUTOPUHN
Pecny6nnku Kazaxcran mu6o 3a ee mpeaenaMu Ha COOTBETCTBUE HAIICKAIIICH
npaktuku papmakonanzopa (GVP) skcriepTHOM opranu3alieil o coriacoBaHUIO €
rOCyJIapCTBEHHBIM OPraHOM.

4. MHcnieknus SKCEPTHOM OpraHu3anuen MPpOBOAUTCSA HA OCHOBAHHUHM JI0I0BOPA,
3aKJIH0YaEMOr0 C 3asBUTEJIEM B COOTBETCTBUH C IPa’KJaHCKUM 3aKOHOAATEIbCTBOM
Pecny6nuku Ka3zaxcras.

5. IToBTOpHBIE MHCTICKIIUU TSI TIOATBEPIKICHUS CYOBEKTaMH, IOy IUBIITAMH
cepTudUKaT 0 COOTBETCTBUU 00BEKTa TPEOOBAHUSAM HAUISKANTUX (PapMaIleBTHIECKUX
NPaKTHK B cepe oOpaiieHus JIEKapCTBEHHBIX CPEACTB, OCYIIECTBIISIOMINMU
IIPOU3BOJICTBO CTEPIIIBHBIX JIGKAPCTBEHHBIX CPEJICTB, @ TAKKE Y KOTOPHIX MPHU
TIOCTIeTHEeH MHCTICKITUH BhIABIICHBI 10 (1ecaTh) u 6oJiee CymeCTBEHHBIX
HECOOTBETCTBH, MPOBOAATCS B TEUCHHUE CPOKA JICUCTBUS cepTU]PHUKATa HE PEKE OJTHOTO
pasa B JIBa rojia B COOTBETCTBUU C TpaUKOM MHCTICKIUH, YTBEPKICHHBIM
PYKOBOJHMTENIEM TOCYJapCTBEHHOTO OpraHa.

I'naBa 2. Ilopsiiok npoBeaeHUs1 HHCIEKIUI
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6. HHCHGKHI/II/I MMPOBOJATCSA B IIJIAHOBOM M BHCIIJIAHOBOM ITOPSAJIKE.

OcHoBaHUEM TS POBEACHUS MHCTICKIIUA B TNIAHOBOM TIOPSIIKE SBIISICTCS
3asBJIeHUE CyOBheKkTa B chepe oOpalrieHus JIeKapCTBEHHBIX CPEJICTB U METUITUHCKHIX
u3JIeNuid U (WIK) pelieHre TocyJapcTBEHHOTO OpraHa.

OcHoBaHueM J1sl TPOBEACHUS MHCTIEKIIMKM BO BHEIIJIAHOBOM TOPSIKE SIBISETCS
pelIeHe rocy1IapCTBEHHOTO OpraHa W/WIH SKCTICPTHON OpraHU3allnu.

7. HCnieK1us B IJIAaHOBOM MOPSJIKE MPOBOJUTCS B CIIyYasiX:
1) momydyenus ceprudukara (3aKIIOUCHUS);

2) TMUEH3UPOBAHUS, PETUCTPALIUH, IEPEPETUCTPALIUHN, IKCIIEPTU3bI
JIEKApCTBEHHBIX CPE/CTB;

3) moaTBEp)KACHUS CYObEKTaMH, TTONYUYHUBITUMH CEPTUPHUKAT, TTOATBEPIKIAFOIIHNA
COOTBETCTBHE 00BhEKTa TPEOOBAHUSAM HAIISKAIMNUX (apMaIleBTUUECKUX IPAKTHK B
ctepe oOpaleHus TeKapCTBEHHBIX CPEJCTB (anee — cepTuduKar), He peske 0JTHOTO
pasa B JIBa IoJia B COOTBETCTBUU C Irpa)KOM MHCIICKITUH, YTBEPKACHHBIM
PYKOBOJHUTEIIEM TOCYAAPCTBEHHOTO OpraHa B cepe oOpalieHus IeKapCTBEHHBIX
CPEICTB ¥l METUITMHCKUX W3ICIIHIA;

4) mo HajJyIeKAIECH KIMHUYECKOW MPaKTUKE MPOBOJAUTCA /10 Hayalia, B X0JI€ WU
MOCJI€ 3aBEPILICHUS KIIMHUYECKUX UCCIIe0BaHUMN JIEKapCTBEHHBIX CPEJICTB,
MEJUIIMHCKUX H3JICJIUHA KIaCCOB MOTEHIIMAILHOTO pUCKa IPUMEHEHUS 3, 20 1
UMILUTAHTUPYEMBIX MEAUITUHCKUX U3ICTUH;

5) MHCHEKUUU CUCTEMBI (hapMaKoOHaA30pa JepKaTessi pErUCTPAIMOHHOTO
YAOCTOBEPEHUS B CIydasiX, MPEyCMOTPEHHBIX MPAaBWIAMU HAJUIeXKAIIeH MPaKTUKU
dapmakonaazopa Pecyonuku Kazaxcran u (wnn) EBpazuiickoro 53koHOMHUYECKOTO
COr03a.

8. IHCek1ys BO BHEIUIAHOBOM IOPSIKE MPOBOJINUTCS B CIIyUasiX:

1) mpoBeneHus pacciae0BaHMM, CBSI3aHHBIX ¢ 0€30MaCHOCTBIO, KAYECTBOM U
3(pEKTUBHOCTBHIO JIEKAPCTBEHHBIX MPENapaToB B COOTBETCTBUH C IPOrPaMMOii
npoBesieHus (papMalieBTUUECKON HHCTICKIUY;

2) perucrpanuu, NepeperucTpalu, SKCIePTU3bl JTEKAPCTBEHHBIX CPE/ICTB;

3) I10 Hazmex(ameﬁ KIMHAYECKON IMPAKTUKEC ITPOBOJUTCA B ClIy4asAX BbBISABJICHUA B
X04€ MPOBEACHUS SKCIICPTU3BI KIIMHUYCCKUX OTYCTOB, CBA3AHHBIX C perHCTpauHeﬁ
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JIEKApPCTBEHHOTO CPEJICTBA, (PAKTOB, CTABSIIUX MOl COMHEHHE I0CTOBEPHOCTD
CBEJICHUM, PEJICTABIICHHBIX 3asBUTEIIEM B PETUCTPALMOHHOM JI0ChE B OTHOLLICHUU
MPOBECHHBIX KIMHUYECKUX UCCIICIOBAHUM (MCIIBITAHUMN ) JICKAPCTBEHHBIX CPEJCTB.

9. MHCcnekius B MJIaHOBOM IMOPSJIKE MPOBOIUTCS (papMalleBTUIECKUM
WHCIIEKTOPATOM 10 TpaduKy MPOBEACHUSI MHCTICKIIUIA B COOTBETCTBUU C TIPOTPAMMON
npoBeeHus PpapMalieBTUYECKOro HHCIIEKTUPOBAHUS IO OopMeE COTJIaCHO MPHUIIOKEHHUIO
I x HacTosiuMm [IpaBunam.

NHcnekuus Ha COOTBETCTBHE TPEOOBAHUAM HaJJIekKaIIeH TPOU3BOICTBEHHOM
npaktuku (GMP) mpoBoauTes hapMalieBTUUECKUM HHCTIEKTOPATOM TI0 TpaduKy
MPOBEJICHUS UHCTIEKIIMI B COOTBETCTBUH C MPOrPAMMOI MHCIIEKTUPOBAHUS
IIPOM3BO/ICTBA JICKAPCTBEHHBIX CPEACTB 110 (hOpPME COTIIACHO MPUIIOKEHHIO 1 K
Pemenuro Ne 83.

10. IIporneaypa MHCIIEKIIMM COCTOUT U3 CICAYIOIIUX 3TAMOB:

) npu MHCTIEKIIMYU B TUIAHOBOM MOPSIIKE — MIPUEM U SKCIIEPTH3a MPEICTABICHHBIX
JIOKYMEHTOB;

MIPU MHCIIEKIIMUA BO BHEIJIAHOBOM MOPSAKE — MPUHSATHUE PEUICHUS
roCyJIapCTBEHHOTO OpraHa W/WIIA SKCIIEPTHOM OpraHu3aIuu;

2) IIPpHU MHCIICKIKWHU B INIAHOBOM ITIOPAAKE - COITIACOBAHHUC C HHCIICKTUPYCMbIM
CY6T>€KTOM HJIM €TI0 YIIOJJHOMOYCHHBIM ITPEACTABHUTCIIEM CPOKOB MHCIICKTUPOBAHUAA,

3) popMupoBaHrEe MHCTIEKITMOHHOM TPYIIIIHI;

4) cocTaBieHHUE U HAMPABIIEHUE UHCIIEKTUPYEMOMY CYOBEKTY UITU €TI0
YIOJHOMOUYEHHOMY MPEACTABUTENIO TPOrPAMMBI IPOBEACHUS (papMalleBTUUECKOTO
WHCIIEKTUPOBAHHS;

5) uHcnekTupoBaHUE 00BEKTa CYObEKTa MHCIIEKTUPOBAHUS, BKIIIOUast 0TOOP Mpoo
(0Opa31oB) MaTepHAIOB WA MPOAYKIIUU (TP HEOOXOUMOCTH) U TIPOBEJEHUE UX
71a060paTOPHBIX UCTIBITAHUM;

6) cocTaBlIeHHE OTYETa O IPOBEACHUN MHCIICKIIUH (J1aJIe€ — OTYET UHCIICKIIUHN);

7) oueHKa (mpu HEOOXOANUMOCTH) MIaHA KOPPEKTUPYIOLIUX U
IpeaynpekIalouX AeMCTBUIN, OTYETa O €ro BBIIIOJHEHUU U CBUJIETEIBCTB YCTPAHEHUS
BBISIBJICHHBIX HECOOTBETCTBUM;
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8) mpuHATHE pelIeHHs O BbIJIaue WiIu 00 0TKa3e B BbIJIaue cepTUduUKaTa uiu
0TYETa COOTBETCTBHUA TPEOOBAHUIM HaJUISKAIINX (PapMaleBTUUECKUX MTPAKTHK;

9) BeIlaua cepTudukara.

11. g mpoBeaeHUs] MHCTIEKIIMY B TJIAHOBOM TOPSIKE HA COOTBETCTBUE
TpeOOBaHUAM HAAJISKAMUX (DAPMAIIEBTUUECKUX MPAKTUK CYOBEKT MHCIIEKTUPOBAHUS
penocTaBisieT B (hapMaleBTUUECKUM MHCTIEKTOPAT 3asiBICHHUE O IPOBEICHUN
dhapMaleBTUYECKOM NHCTIEKIIMN O0BEKTa COTJIACHO MPUJIOKEHUSIM 2 U 3 K HACTOSIIINM
[IpaBwiiam ¢ OpuIIOKEHUEM IOKYMEHTOB COTJIACHO MPUJIOKEHHIO 4 K HaCTOAIIUM
[IpaBunam.

12. ®apManeBTHYECKHI HHCIIEKTOPAT PACCMATPUBAET NIPEACTABICHHBIE
cornacHo yHKTY 11 HacTosimux [IpaBun nokymMeHTHI B TeueHue 15 (marHaamnars)
KAQJICH/IAPHBIX THEM.

[Tpy Hamuyuy 3aMeYaHui K MPEICTaBICHHBIM JJOKYMEHTAM CYOBEKT
MHCIIEKTUPOBAHUS YCTPAHSET YKa3aHHbIe 3aMeuanusi B TeueHue 30 (Tpuauath)
KaJICHIAPHBIX JHEW C MOMEHTA HAMpPaBJICHUS 3aMECUYaHUM.

13. Jlns mpoBeieHusI HHCTICKIIMY BO BHETIJIAHOBOM TMOPSIIKE HA COOTBETCTBHE
TpeOOBaHMIM HaJISKAIINX (apMaIEBTHUECKUX MPAKTUK (hapMarieBTHUCCKUMA
WHCIIEKTOPAT HAMPAaBIIACT CyObEKTY WHCIIEKTUPOBAHUS YBEIOMIICHHE O TIPOBEICHUN
WHCTIEKIINH (B MPOU3BOJILHOM opME) CO CpOKAMU MHCIIEKTUPOBAHUS.

14. J1ns npoBeAeHUsI MHCIEKIIMK CO3AAETCSl MHCTIEKIIMOHHAS TPYIIa, COCTOSIIas
U3 BeAyiiero ¢papMaleBTHYECKOro HHCIIEKTOpa (PYKOBOAUTENb TPYIIIIbI), YICHOB
TPYIIIBI, BKIIOYas (hapMaIieBTUYECKUX HHCIIEKTOPOB, MPUBIECKAEMBIX KCIIEPTOB U
CTa)KEpOB.

WNucnekimonnas rpymnmna (popMupyercs B COOTBETCTBUU € IPOLIEypaMU,
YCTAHOBJICHHBIMU CUCTEMOM KauecTBa (hapMalleBTUYECKOr0 HHCIIEKTOpaTa.

B MHCHIEKIIMOHHYIO IpyMITy HA COOTBETCTBHE TPEOOBAHUAM HayIeKalel
naboparopHoit npaktuku (GLP), Hannexamen knnanyecko nmpaktuku (GCP)
JOMyCKAaEeTCsl BKJIIOUEHUE nHCeKTopoB GMP.

15. ucnekuroHHas rpyIina COCTOUT U3 JIBYX U Oosiee (papMalieBTHUECKUX
MHCIIEKTOPOB, BKJIIOYask BEAYLIETro papMaleBTUIECKOTr0 HHCIIEKTOPa (PyKOBOAUTEIS
IpYNIIbI), TPUBJIEKAEMBIX IKCIIEPTOB U CTAXKEPOB.
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TpeboBaHus K HHCIIEKIIMOHHOMN TpyMIe, yPOBHIO KBATU(UKALUN COTPYTHUKOB
(dapmaleBTUYECKOTr0 HHCIIEKTOpaTa YCTaHABIMBAIOTCS IPOLIETyPaMU CUCTEMBI
KayecTBa (papMaleBTHYECKOI0 HHCIIEKTOpPATa B COOTBETCTBUM C NMPUKA30M MUHHCTpa
3napaBooxpaHenus Pecnyonuku Kazaxcran ot 13 oktsi6ps 2020 roga Ne KP JICM-129
/2020 «OO0 yTBepxkaeHnur npaBui GopMupoBaHus hapMaleBTUYECKOIO HHCIIEKTOpaTa,
BeZICHUsI peecTpa papMaleBTUUECKUX UHCIIEKTOpoB PecnyOnnku Kazaxcram»
(3apeructpupoBan B PeecTpe rocyjapcTBeHHOM perucTpalii HOPMAaTUBHBIX TPABOBBIX
akToB 11oj Ne 21435).

[Tpo10KUTETFHOCTh HHCTICKITUY 3aBUCUT OT 00beMa BBITIOTHSIEMOU PaOOTHI,
THUTIA U CJIOKHOCTH IJIOIIAIKH (y4acTKa).

16. Ilpu npoBeieHUU MHCIIEKIIUU YWICHBl HHCIIEKIIMOHHOMN TPYMIbI HE BBICTYTIAIOT
B POJIM KOHCYJIbTAaHTOB, COOJIIOIAIOT KOHPUIEHIIUATIBHOCTh CBEJICHUMN, MTOTy4YaeMbIX B
polecce NOArOTOBKU U MPOBEACHUS MHCIIEKIIUH, a TAKKE COXPAHSIIOT
KOH(PUACHIIMATBHOCTD PE3yJbTaTOB HHCIIEKITUH.

17. Benymuii uHCTIEKTOpP (PYKOBOAUTEIb IPYIIIbI) U IPYTUE UJICHBI
VHCIIEKIIMOHHOM T'PYIIIBI IPEABAPUTEIBHO U3YUYalOT TOKYMEHTBI, OTHOCALLYIOCS K
UHCIIEKTUPYEMOU IESATEIBbHOCTH.

Benyuuit nHCTIEKTOp (PYKOBOAMTENH TPYIIIIBI) 00ECIIEUUBAET TOATOTOBKY
IpOrpaMMbl IPOBEACHUS (papMalleBTUUECKOro HHCeKTupoBanus. [Iporpamma
MHCIIEKTUPOBAHUS HAMPABJISETCS MHCIIEKTUPYEMOMY CyOBEKTY HE MO3Hee YeM 3a 7
(cemb) KaJIeHITapHBIX AHEH 10 AaThl Ha4Yajla MHCIIEKTUPOBAHUS, TPU UHCTIEKIIUU BO
BHEILJIAHOBOM MOpsiAKe 32 1 (01H) KaJleHIapHBIi JIEHb.

Benymmii nHCieKTOp pacnpenensieT GyHKIUN B MHCIIEKIMOHHOW Tpynme U
KOOPJMHUPYET MTOATOTOBUTEIIBHBIE MEPOIIPUATHUS, CBA3aHHBIE C NHCIIEKTUPOBAHHUEM.

18. B Hayasie HHCIIEKTUPOBAHHUSI IPOBOJAUTCS BCTYIIUTEIBHOE COBEIIAHNE C
IPEICTaBUTENIIMA UHCTIEKTUPYEMOT'O CyOBbEKTa, Ha KOTOPOM BEYIIHIA HHCIIEKTOP
IIPEACTABISAET YWICHOB MHCIIEKIIMOHHOM I'PYIIbI, 3HAKOMUTCS C PYKOBOJICTBOM U
OTBETCTBEHHBIMM JIMI[AMH UHCIIEKTUPYEMOTO CyObeKTa, HH(POPMUPYET O LIEIHU U
00J1aCTH MHCIEKLIUH, YTOYHSAET IPOrpaMMy MHCIIEKTUPOBAHUS U IpaUK €ro
IPOBECHMS, JIEJIaeT 3asBJI€HUE O KOHPUACHIINAILHOCTH U OTBEYAET HA BOMPOCHI
WUHCIIEKTUPYEMOM CTOPOHBI.
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WNHcniekTpyeMblil CyOBEKT OMpeIeNsieT JIUI0, OTBETCTBEHHOE 3a COJICHCTBUE B
MIPOBEICHUY WHCTICKIIUH.

19. B xo/1e MHCNIEKIIMH B MPOrpaMMy MHCIEKIIMH BHOCATCSI U3MEHEHUS U (MIIH)
JOTIOJTHEHUS IPH BBISBIEHUH HECOOTBETCTBUM, IPEICTABISIOMINX COO0M BBICOKHI PUCK
10 OTHOLLIEHHIO K KaYE€CTBY IIPOIYKIIMH, IIPOLIECCY UIIM CUCTEME KaueCTBa, 110
COIIACOBAHUIO C CyOBbEKTOM MHCIIEKTUPOBAHUSI.

20. MacnexkuuoHHas rpyIa npy NpoBEICHUN MHCIIEKIUU:

1) mpu BXojie B 00bEKT CyObEKTa UHCIIEKTUPOBAHUS, HAXOISAIIETOCS 3a
npeaenamu Teppuropun Pecybnuku Kazaxcran, mpegocraBiseT JOKyMEHT,
MOATBEPKAAONTUN MTPAaBO HA MPOBEICHUE UHCTICKIINH;

2) mojy4aeT A0CTYII K JII0OOMY 00BEKTY (IIPEAMETY) B paMKax WHCIICKTUPOBAHUS
¥ U3y4YaeT ero;

3) ocymiecTBIsIET ayAuo- U (Wn) BUIE03aMUCh U (DOTOCHEMKY, a TAK)KE CHUMAET
KOITUH C JIOKYMEHTOB, KOTOPBIE UCITOIB3YIOTCS B KAUECTBE CBUACTEILCTB MPH
BBISIBJICHUW HECOOTBETCTBHM TPEOOBaHUAM HaISKANTUX (PapMaIleBTUIECKUX MPAKTHK;

4) nonyyaeT oT cyObeKTa MHCTIEKTUPOBAHMS Pa3bsICHEHUS IO BOIIPOCAM,
BO3HHUKAIOIIUM BO BPEMsI MHCIIEKLIUU;

5) mpekpaillaeT UHCHEKIHIO MTPU MPENATCTBOBAHUHU B €€ MPOBEJACHUU CO CTOPOHBI
cyOBbeKTa MHCTIEKTUPOBAHMS U (MJTH) HEOOECTICUEHUH YCIOBUH /IJIsi TPOBEICHMUS
WHCIIEKTUPOBAHUS;

6) MIpUHUMAET MEPBI WIH TPEOYET OT CyObEKTa HHCIEKTUPOBAHUS IPUHATHUS MEP
B OTHOILIEHUU IIPEIMETOB (MaTEPUAIBHBIX CBUAETENIBCTB), KOTOPHIE CBUIETEIBCTBYIOT
0 HECOOTBETCTBUU TPEOOBAHUSM MpaBuil (hapMallEeBTUUECKHUX MTPAKTUK, B TOM YHCIIE B
OTHOIIIEHUHU OTPAHUYEHUS TOCTYIA K TAKUM IpeaMeTaM U 00eCTiedeHHsT X
COXPaHHOCTH B LIEJISAX JaJIbHEHIIEro pa30upaTesibcTBa B YCTAHOBICHHOM MOPSIIKE.

21. CyObeKT HHCIEKTUPOBAHUS 00ECIIEUNBAET BO3MOKHOCTb BBIITOJIHEHUS
JNENCTBUH, IPELYCMOTPEHHBIX IPOrPAMMOM MHCIIEKTUPOBAHUS.

22. CyObeKThl HHCIEKTUPOBAaHMS, paClONOXKEHHbIE BHE TeppuTOpuun PecryOnnku
Kazaxcran, npeAcTaBiIsItOT JOKYMEHTALMIO HA Ka3aXCKOM HJIM PYCCKOM SI3bIKax U
00ecreynBaloT NPUCYTCTBUE CEPTUPUIUPOBAHHOTO U (MJIH) JTULEH3UPOBAHHOTO
NEPEBOIYMKA CO 3HAHUEM CIIELIUATIbHON TEPMHUHOJIOTUH, OCYIIECTBIISIFOLIETO IEPEBOJL €
A3bIKA CTPAHBI-CYObEKTA HA Ka3aXCKUN WM PYCCKUN S3BIKH.
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23. B ciiyuae He0OXOIMMOCTHU B XOJI€ MHCIIEKTUPOBAHUS OCYIIECTBISECTCSI OTOOP
po0 (006pa3IoB) MaTepUaIOB WIH MPOAYKIIMH, KOTOPHIE HATIPABIISIIOTCS
MHCIIEKTUPYEMBIM CyOBEKTOM JJIsl HCTIBITAHUHN B UCTIBITATEIIbHYIO JIA0OPaTOPHUIO.

Pacxonpl, cBsI3aHHBIE C IEPEBO3KOM, COBEPILIECHUEM TaAMOKEHHBIX ONepalui u
MPOBEJEHUEM TAMOKEHHOTO KOHTPOJISI B OTHOLIEHUH MPoO (00pa3ioB) MaTepUaOB U
POYKIIMH, IEPEMEIIAEMbIX YepPe3 TAMOKEHHYIO TPaHUILy, a TAK)Ke MTPOBEJICHUEM
UCHBITAaHUM P00 (00pa3LOB) HECET UHCIEKTUPYEMBIN CyOBEKT.

24. HecoOTBETCTBHUSA IENATCS HA KPUTUYECKUE, CYIIECTBEHHBIE U
HECYLICCTBEHHBIE.

1) HecylIeCTBEHHBIM HECOOTBETCTBUEM SIBJISIETCSI:

npu GMP, GDP, GPP uHcnekiuu - HeCOOTBETCTBUE, KOTOPOE HE MOANAIAET MO/T
KaTerOpHUI0 KPUTUYECKOTO WA CYIIECTBEHHOTO, OJIHAKO, SIBJISICTCS HApYIIEHUEM
TpeOOBaHMIA 3asIBJICHHON HaIIexalen (papMaleBTHUECKOW MPAKTUKH WIIN
HECOOTBETCTBHE, B OTHOIICHUH KOTOPOT'0 HEJIOCTATOYHO MH(OPMAIIUH, YTOOBI
KJIaCCU(UIIUPOBATH €T0 KAK CYIIECTBEHHOE UM KPUTHUECKOE;

pu GCP nHCHIEKINH - yCIOBUS, TPAKTUKA UIIU ITPOLIECCHI, KOTOPHIE, KAK
OKUJAeTcs, HE OKaKyT HEeOIaronpusiTHOro BO3ICHCTBUS Ha MpaBa, 0€30MacHOCTh WIH
Onaronosyuue cyObeKTOB U (WJIM) Ha KAUECTBO U LEIOCTHOCTh JAHHBIX;

npu GVP unCcnekuu cucteMbl papMakoHaa30pa - HEAOCTATOK (HECOOTBETCTBHE)
KaKOT0-TM00 KOMIIOHEHTA OTHOTO WU HECKOJIBKUX TPOIECCOB WIIH MPOIICAYP CHCTEMBI
dbapmakoHaa30pa, KOTOPHIE, KaK 0KUIAETCS, HE MOTYT OTPUIIATEIHHO CKa3aThCs Ha
Bce cucteMe (papMakoHa30pa UiIM Ipoliecce U (WIK) rmpaBax, 0€30MacHOCTH U
OJ1aronoIyYuy NalueHTOB;

2) CyIIECTBEHHBIM HECOOTBETCTBUEM SIBJISICTCS:

npu GMP, GDP, GPP uHcnekuuu - HECOOTBETCTBUE TPEOOBAHUSAM HaAJIeKalleh
bapmalreBTHYECKON MPaKTUKU, KOTOPOE HE KiIacCupUIUPYETCs KaK KPUTUYECKOE,
BBI3BIBAIOIIEE UJTU MTPUBOJIAIIEE K CYIIECTBEHHOMY CHUKEHHUIO KauecTBa
JIEKapCTBEHHOTO CPEJICTBA B MPOIIECCE €r0 OOpaIleHHs WM KOMOWHAIUS
HECOOTBETCTBUI, HU OJIHO U3 KOTOPHIX caMo MO ce0e He SIBISETCS CYIIECTBEHHBIM, B
COBOKYITHOCTH, MPECTABIIAIONINE CYIIIECTBEHHOE HECOOTBETCTBUE;

nipu GCP uHCHEKUNH - YCIOBUS, TPAKTHKA UITU MPOIIECCHI, KOTOPHIE OKa3bIBAIOT
HeOJIaronpuaTHOE ACHCTBUS Ha IIpaBa, 0€30MaCHOCTh WK OJIaronoyiyyue cyobeKToB U
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(WIKM) Ha KAYECTBO U L[EJIOCTHOCTH JAHHBIX, & TAK)KE BKIIFOYAIOT HA0OP OTKJIOHEHUHN U
(WUJIM) MHOTOYHCIICHHBIC HE3HAUNTEIIbHBIC HAOII0ICHHS;

npu GVP uncnekuuu cuctemsl (hapMakoHa30pa - 3HAUUTEIbHBIN HEIOCTATOK
(HECOOTBETCTBUE) OHOTO MU HECKOJBKUX MPOILIECCOB WM MPOLEITYP CUCTEMBI
dbapmakoHaA30pa WU MPUHIMITHAIBHBINA HEAOCTATOK KAKOW-TMOO0 YaCTH OJTHOTO WIIH
HECKOJIBKUX MPOLECCOB WK MPOoLeAyp hapMaKkoHaA30pa, YTO OTPULIATETHHO
CKa3bIBaETCs HA BCEM Mpolecce U (MIM) MOTEHIIMAIbHO MOXKET CKa3aThCs Ha MpaBax,
0€30MacHOCTH U OJIaromnoIyYry MAIMEeHTOB, U (M) MOXKET IIPEICTABIISATh
MOTEHIIUAJILHYIO OMACHOCTh JJIS 3JJ0POBbs HAaceIeHUs U (UJTK) TIPEeACTaBIsAET COOOM
HapylieHue TpeOoBaHui 3aKoHOJaTeNbcTBA Pecybnuku Kazaxcran, koTopoe He
CUUTAETCS CEPbE3HBIM;

3) KPUTHYCCKHUM HCCOOTBECTCTBUCM ABJIACTCA:

npu GMP, GDP, GPP uncnexiuu - HeCOOTBETCTBUE TPEOOBAHUSAM HaIJIe)KaIeh
(dbapMaleBTUYECKON MPAKTUKH, BHI3BIBAIOIIIEE WIIM MPUBOJISIIEE K CYIIIECTBEHHOMY
PUCKY BO3MOYKHOCTH CHUKEHUS KQUECTBA JICKAPCTBEHHOI'O CPEJICTBA, TPOU3BOJICTBA
JIEKApCTBEHHOTO CPEJICTBA U B MPOILIECCE €r0 00paIlleHUsl, OTACHOTO JJIs 37J0POBbS U
’KU3HU YEJIOBEKa;

npu GCP uHCTIEKINY - YCIOBUS, MPAKTUKA UK MPOIECCHI, KOTOPHIE
OTPUIIATENIHFHO BIMSIOT Ha MpaBa, 0€30MaCHOCTh UK OJIarornoiaydnue CyObeKTOB U (UJIH)
Ka4eCTBO M IEJIOCTHOCTh JTAHHBIX, & TAKXKE TUI0X0€ Ka4eCTBO, MAHUITYJISIIHS U
peIHaMEPEHHOE UCKAXEHUE JAaHHBIX U (UJTH) OTCYTCTBUE UCXOHBIX JOKYMEHTOB;

npu GVP uncneknuu cuctemsl hapMakoHaI30pa - TPUHITUITHATBHBINA
HEJ0CTAaTOK (HECOOTBETCTBHE) OJHOTO MITH HECKOIBKUX TPOIECCOB WIIH BBITOTHIEMBIX
POLIEyp CUCTEMBI (hapMaKOHAA30pa, KOTOPHIN HETATUBHO BIUSET HA BCIO CUCTEMY
dbapmakoHaa30pa U (UJIK) IIpaBa, 0€30MaCHOCTh U OJIaronoJiyyue MalueHTOB U (WIIH)
npeACcTaBisieT cO00M MOTEHIIMATBHYIO YIPO3Y 30POBbIO HACENEHUS U (UJIU) CEPhE3HOE
HapylieHue TpeOoBaHui 3aKkoHoaTenbcTBa Pecniyonuku Kazaxcran.

25. B ciyuae BBIBICHUSI KPUTHUYECKUX HECOOTBETCTBUI BEAYIINII MHCIIEKTOP
HaIpaBJIAET B TOCYJapPCTBEHHBIA OPTraH COOTBETCTBYIOILYIO0 HH(POpMAIUIO B TeueHue 24
(IBaAaTh YETHIPE) YACOB C MOMEHTA BBISIBJICHUS HECOOTBETCTBHUS, HA OCHOBAHUU
KOTOPOM rOCYIapCTBEHHBIN OpraH MPUHUMAET PEUICHHUE, IPETYCMOTPEHHOE
TpeboBaHueM MonyHKTa 8) myHkTa 3 [IpaBui npuocTaHOBIICHMS, 3aMIPETa WU U3bITUS
U3 oOpareHus 100 OrpaHUYECHHs PUMEHEHHUSI JIEKAPCTBEHHBIX CPEJICTB U
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MEUIMHCKUX U3JIEIIUMA, YTBEPKIECHHBIX MPUKA30M UCIOJIHSIIONIETO 00A3aHHOCTH
Munuctpa 3apaBooxpanenust Peciyonuku Kazaxcran ot 24 aexadpst 2020 roga Ne KP
JICM-322/2020 «O06 yTBep>KIeHUH MPaBUJ NIPUOCTAHOBJICHUS, 3aMpeTa I U3BSITUS U3
oOparieHus MO0 OrpaHUYCHUS PUMEHEHUS JIEKAPCTBEHHBIX CPEJICTB U MEAUITMHCKUAX
u3zienuiny (3aperucTpupoBaHn B PeecTpe rocyapcTBEHHON perucTpaiiu HOpMaTUBHBIX
npaBoBbIX akToB 1oj Ne 21906) (nanee — [IpaBuiia npuocTaHOBIICHHUS ), TUCEMEHHO
yBEJIOMIIIET 00 3TOM CyOBEKT MHCIIEKTUPOBAHUS, & TAKXKE U3BEIIACT
IPaBOOXPAHUTEIIbHBIE OPTaHbl U OPTaHbl TAMOXKEHHOTO KOHTPOJIS JIJIsl IPUHATHS
COOTBETCTBYIOIINX MeEP.

26. Begymiuii HHCIEKTOP MO 3aBEPIICHUH KaXK0TO JHS MHCIIEKTUPOBAHHUS
MIPOBOJIUT COBEIIAHUE C WICHAMHU WHCIICKIIMOHHOW TPYIIBI JJIs1 00CYKIESHUS
npeABaApUTEIbHBIX HAOIIOACHUN, KOTOPBIE MPU HEOOXOAUMOCTH 00CYKAAIOTCS TAKKE C
OTBETCTBEHHBIMU JIULIAMHA UHCTIEKTUPYEMOT0 CyObekTa. B ciiyyae BOSHUKHOBEHHUSI
pa3HOIIACUI YJIEHBI MHCIEKIIMOHHOW IPYIIIbI TOIKHBI OTBETUTH Ha BOIIPOCHI
peACTaBUTENIe HHCIIEKTUPYEMOTo cyObeKTa. B ciiyuae BbISIBJIEHUS HECOOTBETCTBUM,
KOTOPBIC IUTAHUPYETCS KIaCCUDUIIMPOBATh KaK KPUTHUECKHE, BETYIITUNA HHCIIEKTOP
HE3aMeITUTENhHO HH(POpMUpPYET 00 3TOM OTBETCTBEHHBIX JIUI] MHCIIEKTUPYEMOTO
cyOBbeKTa.

27. Ha 3aKJII04MTEIbHOM COBEIIAHNH C OTBETCTBEHHBIMHU JINLIAMU
MHCTIEKTUPYEMOTO0 CyOBeKTa OTJIalIaloTcsl MPeABapUTENbHbBIE UTOTH TI0 Pe3yJbTaTaM
MHCTIEKTUPOBAHUS C 0OCYX/IEHUEM BbISIBICHHBIX HECOOTBETCTBUI [ MOCIIETyIOIIEH
MOJITOTOBKY MHCTIEKTUPYEMBIM CyOBEKTOM IJIaHA KOPPEKTHPYIOMINX
IpeaynpexIaloIuX IeHCTBHI (B cilydae HEOOXOIUMOCTH).

28. Begymuit uHCIEKTOp (PYKOBOAMTEIb TPYMIIBI) COCTABIISIET OTYET MHCTICKIIUU
1o popMe corjacHo MPUIOKEHUIO 5 Kk HacTosmuM [IpaBuiiam u (WiK) OTYET 11O
MHCIIEKIIUU Ha COOTBETCTBUE TpeboBaHusaM GMP cornacHo npunoxenuto 6 k Pemenuro
Ne 83 u (unn) oTyeT O pe3ybTaTax WHCIEKIINHU CUCTEMbI (hapMaKoHa30pa iep Karene
PETUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHBIX CPEJICTB COMIACHO MPHUIIOKEHUIO 6
K HactosiiuMm [IpaBunam He nozanee 30 (TpuaLaTh) KaJeHIAPHBIX THEWU CO JHS
3aBEpUICHUS UHCTIEKIINH.

OTYeT MHCIIEKIIUU COCTaBIISIETCS B 2 (JIBa) K3EMILISIpax M MOJIMUCHIBACTCS
BeIyIIUM (hapMarieBTUUECKUM UHCIIEKTOPOM (PYKOBOJUTENIEM IPYIIIbI) U YWiCHAMU
WHCIIEKIIMOHHOW TPYMITON.
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OnuH 3K3eMIUISIp OTYETa MHCIIEKIIMU HAMPABIISIETCSI CYObEKTY UHCIIEKTUPOBAHUS
(c compoBOIUTENHHBIM MUCHbMOM) HE TIO37HEE S5 (TISITh) KaJeHAAPHBIX THEH CO JTHS €ro
MOAMUCAHUS, BTOPOH IK3EMILISAP XPAHUTCS B apXUBE FOCYIapCTBEHHOTO OpraHa u (Uiiun)
IKCIIepTHOM opranu3aruu. [Ipu nacnekuu Ha cooTBeTcTBUE TpeboBanusm GCP otuer
WHCIICKIIUU HAMPABISIETCS CIIOHCOPY KIMHUYECKOTO UCCIICA0BAHUS UITH JEPIKATEII0
PETUCTPAIMOHHOTO yI0CTOBEPEHHUSI.

[IpencraBienHass OTBETCTBEHHBIMU JIMI[AMU UHCIIEKTUPYEMOT'O CYyOBhEKTa
uH(popmals 00 yCTpaHEHUHU B X0J1€ TPOBEICHUSI MHCTICKTUPOBAHHUS BBISIBICHHBIX
HECOOTBETCTBUM MPUHUMAETCS MHCIIEKIIMOHHOW I'PYIIIONA K CBEACHUIO U MOJJIEKUT
yKa3aHHUIO B MHCIIEKIIMOHHOM OTYETE B KQ4eCTBE HECOOTBETCTBUM C TTIOMETKOM 00 MX
YCTPaHEHUU B XO/I€ MPOBEACHUSI NMHCTIEKTUPOBAHUS.

JIOKyMEHTBI IO MHCTIEKIUSAM XPAHITCS B TeUeHHE 5 (TSTh) JIET.

29. IIpu oT60pe npod (00pa31oB) CHIPhS, MATEPUATIOB WU MIPOAYKIIUH, OTUET
WHCTIEKIINH COCTABIISIETCS MOCIIC TTOTYISHUS Pe3yIbTaTOB UCIIBITAHUHA OT
UCHIBITaTeNbHOM JTabopatopuu. [Ipu 3TOM, yKa3aHHbIN B myHKTe 28 HacTosumx [IpaBui,
CPOK HaUYMHAET UCYUCIIATHCS CO JHS TOJYYCHHS TOCYIapPCTBEHHBIM OPTaHOM,
TEPPUTOPHAILHBIM TIO/Ipa3/IeJICHUEM WIIH SKCTICPTHON OpraHu3alueld pe3yibTaToB
VICTIBITAHUU.

30. IIpu BBISIBIIEHHH HECOOTBETCTBUM, CyOBEKT UHCIIEKTUPOBaHUS HE no3Hee 30
(TpuauaTh) KaleHAapHBIX JHEH CO JHS NOJy4YEeHHs OTYETa MHCIIEKLMU, HAIIPABIISIET B
(apMarieBTUYECKUI HHCTIEKTOPAT U PYKOBOJUTEIO HHCTIEKIIMOHHOM IPYIIIbl OTBET C
NPUJIOKEHHUEM TUIaHA KOPPEKTUPYIOIINX U MPEAYNPEKIAONINX IEUCTBUNA U OTYETA O
€ro BBIIIOJHEHHH.

31. B reuenue 15 (naTHAaALATh) KaJeHAAPHBIX JHEW CO JAHS MOIYUYEHUS
YKa3aHHOT'O OTBETA MHCIIEKIIMOHHASI TPYIINA OCYIIECTBISET OIIEHKY MOJHOTHI U
PE3YyIBTATUBHOCTH TUIaHA KOPPEKTUPYIOIIUX U MPEAYTPEKIAIOMMNX TEUCTBUN U OTUETA
0 €ro BBIIIOJIHEHUHU.

32. OueHKy NOJHOTHI U PE3yIbTATUBHOCTH IJIAHA KOPPEKTUPYIOLIUX U
NpeAYNPEKIAIONINX TSUCTBUN U OTYET O €ro BHIMOJHEHUH, 3a UCKIIFOUECHUEM
OCYILIECTBIISIEMBIX 10 UTOTaM MHCIIEKIIUM, YKa3aHHBIX B MOANYHKTE 2) MyHKTa 3
Hactosiux [IpaBun, Benyiuii ppapmarieBTHUECKUN HHCIIEKTOP COTJIACOBBIBAET C
rOCyJIapCTBEHHBIM OPraHOM B T€UeHUE S5 (TSATh) KAJICHAAPHBIX AHEH.
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33. OMH 3K3eMIUISIp OLEHKHU MOJTHOTHI U PE3YJIbTaTUBHOCTH IIaHa
KOPPEKTUPYIOMINX ¥ MPETYTPEIKAAONTUX TSHCTBUIA U OTYETA O €T0 BHIMIOJTHEHUN
rOoCyJapCTBEHHBIM OPTaHOM U (MJTH) TEPPUTOPUATHLHBIM MTOIPA3CICHIEM
TOCYJIapCTBEHHOT'O OpPTraHa HAIPABIISIETCSI MHCTIEKTUPYEMOMY CYOBEKTY He mo3nHee 10
(TecATh) KaJIeHJAPHBIX THEH CO JTHS €T0 MOITUCAHUS, BTOPOH IK3EMIUISIPp XPAaHUTCS B
apxuBe (papMareBTUYECKOTr0 MHCTIEKTOPATa U TPETHM IK3EMILISP — B SKCTIIEPTHOMN
opraHu3anuu (P MPOBEICHUN WHCIIEKIIMH SKCTICPTHON OpraHU3aIuei).

34. CyObeKT MHCIIEKTUPOBAHUS IPU3HAETCSI COOTBETCTBYIOIIUM TPEOOBAHUSIM
[IpaBun papmManeBTUYECKUX NPAKTUK B OJHOM U3 CIECTYIOUIUX CIy4aeB:

1) oTCyTCTBHE HECOOTBETCTBUIA;
2) npu yCIOBUU YCTPAHEHUS HECOOTBETCTBUM.

35. Ilpu npu3HaHUM CyOBEKTAa HHCIIEKTUPOBAHUS COOTBETCTBYIOIIUM
TpeboBaHusM [IpaBui GpapManeBTHUECKUX MTPAKTUK BBIJIAIOTCS CIEAYIOIINE JOKYMEHTHI:

1) cepTudukar Ha COOTBETCTBUE TPEOOBAHUSAM HAJUICKAIIEH TTPOU3BOICTBEHHON
npaktuku (GMP) (3a uckiiroueHueM ciaydaeB MPOBEACHUS UHCTIEKIIMY B paMKax
IKCIIEPTHBIX PaboT), HajIeKaIel JucTpudstoTopckoi npaktuku (GDP), napiexarnieit
anreunoit npaktuku (GPP), Haanexamen naboparopHoit npaktuku (GLP);

2) oryer (3aKiIIOUEHHE) BBIJACTCA HA COOTBETCTBHE TPEOOBAHUAM, HAAISKAIIICH
kiauHuyeckoi npaktuku (GCP), Hagnexaiei npaktuku Gpapmakonanzopa (GVP);

3) cepTudUKaT Ha COOTBETCTBUE TPEOOBAHUAM HAJICKAIECH allTeUHON MPAKTUKH
(GPP) TeppuTopranbHbIM MOIPA3CICHUEM IOCYIAPCTBEHHOTO OpraHa.

Jlis monmyueHus ceptuurkaTra Ha COOTBETCTBHE TPeOOBaHUSAM HalJIeKalIei
npou3BoaAcTBeHHOM npakTuku (GMP) u Hajexaield TucTpuObIOTOPCKON MTPAKTUKH
(GDP) cyOBbeKT MHCIEKTUPOBAHUS, MOTYYHBIINNA OLIEHKY MOJHOTHI U
PE3yIBTAaTUBHOCTH IJIAHA KOPPEKTUPYIOIIUX U MPEIyIPEKIAIOIUX IEUCTBUM U OTYET
0 €ro BBIIIOJIHEHUH, MOJAET 3asBKY B MOPSAIKE, OMPEAEICHHOM IIaBOU 4 HACTOSILINUX
[Ipasui.

36. CyObeKT MHCIIEKTUPOBAHUS TTPU3HAETCS HECOOTBETCTBYIOIINM TPEOOBAHUSIM
HaJyIeXKalIe ¢papMaleBTHYECKON MPAKTUKU B CJICIYIOMINX CIydasix:

1) He ycTpaHEHUH BBISIBIIEHHBIX HECOOTBETCTBUM MO pe3yiIbTaTaM MHCIEKLIHUU C
IIPUIOKEHHUEM IUIaHA KOPPEKTUPYIOIINX U NMPEAYTIPEKIAOIINX TEUCTBUN U OTYETA O
€ro BBINIOJIHEHUY,
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2) npu HEMPEIOCTABJICHUU OTBETA B CPOK, YCTAHOBJICHHBIN MTyHKTOM
30 nactosimux IIpaBui;

3) mpu MpenATCTBOBAaHUH CYOBEKTOM MHCIIEKTUPOBAHUS MTPOBEICHHS HHCTICKIINN;

4) npu HeoOecneyeHNU CyObEKTOM HHCIIEKTUPOBAHUS MTPOBEICHHS HHCTICKITUN
10 PELICHHIO TOCYIapCTBEHHOIO OpraHa.

37. I'ocyapCTBEHHBIM OpraH NPUHUMAET PEUIEHNE O TPEKPALIECHUN IEUCTBUS
paHee BbIJJAHHOTO cepTU(uKaTa Ipu 0TKa3e MHCIEKTUPYEMOro CyObeKTa OT
MPOXOKAEHUS NHCIEKINH MO PENIEHUIO TOCYAapCTBEHHOIO OpraHa.

38. Ilpu npu3Hanuu cyObeKTa HHCIIEKTUPOBAHUSI HECOOTBETCTBYIOIINM
TpeOOBaHUAM HaJIeKAIIEeH GapMaleBTUYECKON MTPAKTUKU BbIJIA€TCSI MOTUBUPOBAHHBIN
OTKa3 B BbJIaue cepTU(UKaTa Ha COOTBETCTBUE TPEOOBAHUAM HaAJIEXKAaIlEH anTeyHOU
npaktuku (GPP), nHagnexaieit naboparopHoit npaktuku (GLP) B nucbMeHHOM Buje (B
POU3BOJILHOU (popme).

39. Cpok neicTBus cepTudukara 0 COOTBETCTBUU 00BbEKTa TPEOOBAHUSIM:
1) Hapnexaniei nmpousBoicTBeHHOM pakTuku (GMP) cocrasnsier 3 (Tpu) roaa;

2) Haanexaien quctpuorroTopckoit mpaktuku (GDP), nagnexanieit
naboparopuoit npaktuku (GLP) — 3 (Tpu) rona;

3) najuexanieit anteunoit npaktuku (GPP) — nepBrie nBa pa3a Ha 5 (IIATh) JI€T,
IPU MOCJIEAYIOIIEM TOATBEPKIEHNN — O€CCPOUHO;

JJist momyyeHust BTOporo U 6ecCpoyHOro (Mpu NOCAEAYIOMIEM MOATBEPKICHUN )
ceprudukarta Hajexamiel anteynoil npaktuku (GPP) cyObekT nHCneKTupoBaHus
nojaet B (papMalieBTHUECKUI HHCIIEKTOPAT 3asiBJICHUE HE MeHee, yeM 3a 90
(1IeBSIHOCTO) THEW 1O OKOHYAHUS CpOKa JIEUCTBHSI UMEIOUIErocs cepTuduKara
HaJiIeKaie anreunoi npaktuku GPP.

40. [Tpn n3MeHEeHUN HAaUMEHOBaHUS CYObhEKTa, N3MEHECHUSI HANMEHOBAHMS aJipeca
MECTOHAXO0XICHUs 0e3 PU3nuecKkoro nepeMenieHus: o0beKkTa, CyObeKkT
WHCTIEKTUPOBAHUS MMMCHEMEHHO COOOIIAeT 00 3TOM B TOCYJapPCTBEHHBINM OPTaH U €T0
TEPPUTOPHAIBHOE MTOAPA3/ICICHHE, C MPUIOKEHIEM COOTBETCTBYIOIINX JOKYMEHTOB,
MOITBEPKIAAIOIINX YKa3aHHBIC CBeICHUs. [ 0CyJapCTBEHHBIN OpraH UM €T0
TEPPUTOPHAIILHOE TIOJIpa3/ieJIeHIE B TeUeHUE S5 (MSITh) pabouuX THEU MPOU3BOIST
nepeodopmiieHUE cepTUhUKATA WU 3aKITFOUYEHUS.
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41. I'ocynapCTBEHHBIN OPraH WX €r0 TEPPUTOPHUATIBHOE TOAPA3ICITICHUE B
TedeHue 5 (TATh) pabounx JHEW ¢ MOMEHTA MOCTYIJICHUS 3asiBKU MTPOU3BOISAT BhIIaUy
nyOnvKaTa mpu yrepe ceprudukara cyObeKTOM HHCIIEKTUPOBAHUSI Ha COOTBETCTBUE
Hajuiexkanieit anteunoi npaktuku (GPP), nagnexaieit maboparopHOii MPaKTUKU
(GLP) nnm 3axiroueHust Ha COOTBETCTBHE TPEOOBAHUSIM HAJICKAIIECH KITUMHUYECKOM
npaktuku (GCP), nagnexaieit npaktuku papmakonaazopa (GVP).

42. epxatenb cepTudUKaTa Ha COOTBETCTBUE TPEOOBAHUSAM HAJITICHKAITUX
dapmareBTHYECKUX MpakTUK nHGopmupyet B TeueHue 30 (TpuaiaTh) KaaeHIapHbIX
nHen papmarieBTUUeCKUi MHCTIEKTOPAT O IJIAHUPYEMBIX U3MEHEHUSX B OpraHU3alllH,
KOTOpBIE BIHSIOT HAa HH(GOPMAITNIO, YKA3aHHYIO B 3asBJICHUU (M3MEHEHHE 00beMa
MPOIYKIIMU Ha MTPOU3BOJICTBEHHOM TUIOIIAJIKE, U3MEHEHUS TIOMEIIEHUM, 000pYI0BaHUS
U omepalui, BIUSIONIMX Ha MPOU3BOACTBEHHbBIN MPOIIECC).

Hcxond n3 xapakrepa U3MEHEHUH, (papMalleBTUYECKHI HHCIIEKTOPAT B TEUEHUE
15 (nsaTHAAATH) KAJICHIAPHBIX JHEW MPUHUMAET PEIICHHE O TTPOBEICHUH HOBOM
MHCHEKIMH JIJIs1 IPOBEPKH COOTBETCTBUS TPEOOBAHUSIM HAAJIEKAIINX
dbapmareBTUIECKUX MPAKTHK.

43. I'ocy1apCTBEHHBIN OpraH WM €ro TEPPUTOPUATIBHOE MOApa3IeICHUE
OT3BIBAIOT CEPTU(PUKAT UITU 3aKIIFOUEHUE B CIEAYIOIIMNX CIIydasx:

1) o 3asiBke CyObeKTa MHCIIEKTUPOBAHUS;

2) nuKBUAALMK CYObEKTa B chepe oOpalleHust IEKapCTBEHHBIX CPEJCTB U
MEUIUHCKUX U3ICIIN;

3) He yCTpaHEHUHU BBISIBICHHBIX HECOOTBETCTBUM MO Pe3ybTaTaM UHCIEKIIUU C
IIPUJIOKEHHUEM IIJIaHA KOPPEKTUPYIOLINX U NMPEAYNPEKIAOIINUX JEUCTBUM U OTYETA O
€ro BBIIIOJIHEHHUH TI0 Pe3yJIbTaTaM pacciieIoBaHusl, IPOBEAECHHOTO Ha OCHOBAaHUU
oOparnieHnii pu3nIecKuX 1 IOPUANIECKUX JIUI] B TOCYAAPCTBEHHBINA OpTaH MO BOIPOCY
peanu3anuy HeKaueCTBEHHON MPOYKIIUU, HECOO0/IeHNs TPEOOBAHUM HAITIeKAIIIUX
(dhapMaleBTUYECKUX MPAKTUK MPU TPAHCTIOPTUPOBKE, XPAHEHUU U peaiu3aliuu
JIEKapCTBEHHBIX CPEICTB;

4) He TIpe/ICTaBJIICHUH CYObEKTOM MHCTICKTUPOBAaHUS 3asBiieHUs B TeueHue 30
(TpuaLaTh) KaJEHAAPHBIX JHEH MOCIE 3aBEPIICHUS CIyYaeB, MPeyCMOTPEHHBIX
B myHKTe 46 HacTosimux [IpaBu;
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5) 1Ipu HE YCTPAHEHUH BBISBICHHBIX HECOOTBETCTBUM 0 Pe3ybTaTaM
WHCIICKIIUU C MPUII0KEHUEM IIJIaHa KOPPEKTUPYIOMINX U MPETyTPEKTAIONTNX ACHCTBUM
Y OTYETA O €r0 BBHIMNOJHEHUH MPU MPOBEACHUU UHCIICKIIUU Y TPOU3BOIUTENEH
JeKapcTBeHHbIX cpeacTB PecnyOnuku Kazaxcran, umeroniux ceptudukar Ha
COOTBETCTBHE HaJJIeKaIlel Mpou3BoAcTBeHHOM npakTuku (GMP) 6e3 mpoBeneHus
WHCIICKIINH;

6) Npu HE YCTPAHEHUH BBISIBICHHBIX HECOOTBETCTBUM MO pe3yIbTaTam
WHCIEKIUY C MPUWIOKEHUEM TNIaHA KOPPEKTUPYIOMINX U TPEAYTPEKIAIONINX ACHCTBUN
¥ OTYETa O €r0 BBINOJIHEHUH MPU MTPOBEACHUHN TOBTOPHOW MHCTIEKIIHH.

44. CeptudukaT WIn 3aKTI0YCHUE TIPEKPAIIaeT CBOE JICHCTBUE HA OCHOBAHUU
OT3bIBA F'OCY/IAPCTBEHHOTO OPraHa WK €ro TEPPUTOPUATBLHOTO MOAPA3AEICHNUs, a
TaK)Ke MpU UCTEUCHUU CPOKa ACHCTBUS cepTU(UKATA WU 3aKITFOUYEHUS.

OT03BaHHBIN CEPTUPHUKAT WIH 3aKIIOUECHUE MTOJIEkKAT BO3BPATY B
roCcyJapCTBEHHBIN OPraH WIHM €ro TEPPUTOPUATBHOE MTOAPAa3/IeICHUE B TeUeHUE S5 (IIATh)
KaJICHJapHbIX JIHEW CO JIHA MOTYy4YeHUsl CyObEKTOM MHCIIEKTUPOBAHUS YBEIOMIICHHS 00
0T3bIBE cepTudukara.

I'maBa 3. Oco0eHHOCTH POBECHHUS HHCIIEKIIUII HA COOTBETCTBHE CTAHIAPTaM
Ha/UIexkaMX GapManeBTHYECKUX MPAKTHK

45. Jlnst npoBeIeHHsT MHCTIEKIIMK Ha COOTBETCTBUE CTaHapTa HaIJIeKallei
npou3BoicTBeHHOM pakTUKU (GMP) cyOBeKT HHCIIEKTUPOBaHUS MPEOCTABIISET
nepevYeHb JEKAPCTBEHHBIX CPEJICTB, MPOU3BOAUMBIX HAa MPOU3BOACTBEHHOMN IIOMIAAKE
(TIaHUPYEMBIX K TPOU3BOJICTBY) MIPOU3BOAUTENS MM HHOCTPAHHOTO MPOU3BOIUTENS, B
OTHOIIIEHUH KOTOPOTr0 MPOU3BOAUTCS MHCIIEKTUPOBaHKE, 1O (hopMme
COIUIACHO NPUJIOKEHUIO 7 K HacTosAmuMm lIpaBunam.

46. I1o coriacoBaHuIO € TOCYIApCTBEHHBIM OPTraHOM MHCHEKILIHH C
UCIIO0JIb30BaHUEM CPEJICTB IMCTAHIIMOHHOTO B3aUMOJIEHCTBHUS, TOCPEICTBOM ayIU0- U
BUJIEOCBSI3U 0€3 MOCEIICHUS TPOU3BOJICTBEHHOTO 00BbEKTA CYOhEKTa HHCIIEKTUPOBAHUS
(anee — qUCTAHIIMOHHAS MHCTIEKIIKSA) TPOBOJATCSA Ha 00BEKTaX, COOTBETCTBYIOIIEH
OTMETKOW B OTUETE MHCTIEKIIUH B CICAYIOMINX CIydasx:



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 29.01.2025
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 05.02.2025

e. ‘ ﬂ ' ,' 3TaHOHHBIf/’I KOHTpO.TII)HHﬁ 68.HK HOpMaTI/IBHLIX HpaBOBbIX aKTOB IlaTa pe,uaKqu 29 01 2025
p K pos
eCl'ly6JH/IKI/I a3axCTaH B BHCKTpOHHOM BHJIC I[aTa CKauMBAHHS 05022025

1) yrpo3bl BO3HUKHOBEHMSI, BOSHUKHOBEHHE U JTMKBUIALINS YPE3BbIYATHOM
CUTYyallMH U (MJIM) BOSHUKHOBEHHE YTIPO3bI:

pacnpocTpaHeHUs AMUAEMUYECKUX 3a001eBaHUM, IPEICTABIISAIONINX OMACHOCTh
JUISL OKPY KAIOIIUX;

3a00JIeBaHUI U OPAKEHUH, MOJTYYEHHBIX B pe3yJbTaTe BO3ACHCTBUS
HEOJAaronpUsATHBIX XUMHUECKUX, OMOJIOTHYECKUX, PATUALIMOHHBIX (DaKTOPOB;

2) BO3HUKHOBEHUE 00CTOSATEIHCTB HEMPEOIOJIUMON CUJIbI MU HE3aBUCSIIUX OT
BOJI CTOPOH 0OCTOSATEILCTB, KOTOPHIC HECYT yTPo3y MPUINHEHUS Bpeaa )KU3HU U
3I0POBBIO UHCIIEKTOPOB (HAPUMED, 11O MOJIUTUYECKUM, METUITMHCKIM WIJIH UHBIM
pUYMHAM).

47. Jlng npoBeAeHUs AUCTAHIIMOHHON MHCIIEKIIMA Ha COOTBETCTBUE TPEOOBAHUSIM
HaJjIeXKalleil IpOU3BOJCTBEHHON MPAKTUKU CyObEKT HHCIIEKTUPOBAHUSI IPEIOCTABIISIET
JIOKYMEHTBI COTJIACHO MPUJIOKEHUIO 8 K HacTosIuM [IpaBuam.

48. Ilpu nepenave mpou3BOIUTENIEM YaCTH IIpoLEcca MPOU3BOICTBA U (HJIIH)
POBEJICHUS aHAIM3a 110 KOHTPAKTY JPYromMy JUIy (ayTCOPCUHT) JOMOTHUTENBHO
OCYIIECTBIISICTCS] HHCTIEKTUPOBAHUE ayTCOPCUHIOBOW OpraHu3aiui, HHHOpMaLus o
KOTOPOM yKa3bIBaeTCs B 3asBJICHUU NIPOU3BOIUTEISI U IPOU3BOAUTEIIEM
oOecrieuynBaeTcs MOCEIEHNE Ay TCOPCUHIOBOM OpraHu3aluy.

49. ®GapManeBTUYECKUE UHCIIEKIIMN Ha COOTBETCTBUE CTAaHAAPTA HAJIEKAIIECH
nabopatopnoit npaktuku (GLP) (nanee — GLP nncnekius) ocymecTBisitoTcs B
COOTBETCTBHHM C TPEOOBAHUSIMHU, YTBEPKICHHBIMU MPpHUKa3oM MUHHUCTpa
3napaBooxpanenus Pecnyommku Kazaxcran ot 4 Hoss6pst 2020 roma Ne KP ICM-181
/2020 «O6 yTBep>XICHUU ITPaBUJI OCYIIIECTBICHUS B paMKax (apMalieBTUIECKON
MHCIIEKIIUU OLIEHKU MaTepUaliOB U COOTBETCTBUS YCIOBUIN MPOBEACHUS JOKIMHUUECKUX
(HEeKTMHUYECKUX ) UCCIIEIOBAHUM TPEOOBAHUSAM HaJIekKAIICH 1abopaTOpPHON MTPAKTUKH
(GLP) Pecniy6iuku Kazaxcran u (win) EBpa3uiickoro 5KOHOMUUYECKOTO CO03a
(3apeructpupoBaH B PeecTpe rocy1apcTBEHHON perucTpaiii HOPMAaTHUBHBIX MPABOBBIX
akToB o1 Ne 21596).

50. Ilponenypa nposenenust GLP nHcnekuuu u GopMUpOBaHUs OTYETA O
pe3yJibTaTax Mo JOKIMHUYECKOMY UCCIETOBAHUIO WM B PAMKAX MPOBEACHUS
AKCIIEPTHBIX PabOT NMPH PEruCTpallid, IEPEPETUCTPALIMHI U BHECCHUSI N3MEHEHUI B
PErUCTPALMOHHOE TIOChE MPOBOAUTCS U O(POPMIISIETCS] COMIACHO MPHIIOKEHUIO 1 K
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[IpaBunam ¢papmManeBTUYECKUX IPAKTHUK, & TAKKe B cOOTBETCTBUM ¢ Pemennem CoBera
EBpasuiickoii skoHoMudeckoit komuccuu ot 3 HostOpst 2016 roma Ne 81 «O06
yTBepkenuu [IpaBun Haanexanieit nabopatopHoit npaktuku EBpasuiickoro
KOHOMHUYECKOTO COI03a B chepe 0OpallieHHs JeKapCTBEHHbBIX CPEJICTBY.

51. ®apmarneBTHUYECKHE UHCIICKIIUM HA COOTBETCTBUE CTaHIapTa HaaJIexKaIen
kinandeckoi npaktuku (GCP) (manee — GCP nHCneKus) OCyIIeCTBISIOTCS B
COOTBETCTBHH C TPEOOBAHUAMH, YTBEPKICHHBIMH MMPHUKa30M MUHHUCTpA
3npaBooxpaHeHust Pecriyonuku Kazaxcran ot 11 nekadbps 2020 roma Ne KP JICM-248
/2020 «O0 yTBEp>KAECHUHU IPABUII MPOBEACHUS KIMHUYECKUX HCCIIEJOBAaHUMN
JIEKapCTBEHHBIX CPEACTB M MEIUIIMHCKUX U3CINN, KIMHUKO-T1a00paTOPHBIX
UCTIBITAHMH MEIUIIMHCKUX M3CIIUN JUTsl TUarHOCTHKY BHE KUBOTO opraHu3ma (in vitro)
U TpeOOBaHUA K KIMHUYECKUM 0a3aM M OKa3aHUs TOCYIapCTBEHHOH yciayru Brimaua
paspenieHus Ha MpoBe/IeHNEe KIIMHUYECKOTO UCCIIeI0BaHUS U (MJTN) UCTIBITAHUS
(apMaKOJIOTHIECKHUX U JIEKAPCTBEHHBIX CPEICTB, MEAUIIMHCKHUX U3/ICIIAN
(3apeructpupoBaH B PeecTpe rocyapcTBEHHOM PErHCTpallid HOPMATHBHBIX TTPABOBBIX
akToB noa Ne 21772).

52. GCP uHCHIEKIUH MPOBOJATCS B KIIMHUYECKOM IIEHTPE B MTOMEIIICHUSIX
CIIOHCOpA U (UJIM) KOHTPAKTHOM MCCIIeI0BATENbCKOW OPraHU3alliy, a TAKKE B
OpraHMU3aInsIX, UMEIOITUX OTHOIIIEHUE K UCCIIEIOBAHUIO.

53. GCP uHCNIEeKIHUH OCYIIECTBISFOTCS MIPHU BBISBICHHBIX 3aMEYaHUAX MTPU
AKCIEPTU3E MATEPUAIIOB KIMHUYECKUX UCCIICIOBAHNM, YKA3aHHBIX B MPUIIOKEHUHU 9 K
HacTtosiuM [IpaBunam.

54. Tlpu npoeaernu GCP uncnexuit GopMupyeTCst 10Che WHCIIEKITUH TI0
dbopme cornacHo npusnoxkenuto 10 k HacTosmuM [IpaBuiiam U 0T4ET O MPOBECHUN
dbapMaleBTHYECKONM MHCTIEKIIMY HAa COOTBETCTBUE HAJIEkKAIEH KIMHUYECKON MPaKTUKU
o gopme coriacHo npuioxkeHuto 11 k Hactosimum [IpaBunam.

55. dapManeBTUYECKUE HHCIIEKIIMA HA COOTBETCTBUE CTAHJAPTA HAJJIC)KAIIECH
npaktuku papmakonaazopa (GVP) (nanee — GVP uncnekius) ocyuecTBiIsitoTCs B
COOTBETCTBHH C TPeOOBAHHUAMH, YTBEPKIACHHBIMU ITPHUKA30M

MunucTtpa 3apaBooxpanenus Pecniyonuku Kazaxcran ot 23 nexabps 2020 roga
Ne KP JICM-320/2020 «O06 yTBep aeHnUU MPpaBWI MpoBeieHus hapMakoHaa30pa U
MOHHUTOpHUHTIa 0€30MaCHOCTH, KayecTBa U 3PPEKTUBHOCTH METULIMHCKUX W31
(3apeructpupoBaH B PeecTpe rocy1apcTBEHHON perucTpaiii HOPMAaTHUBHBIX MPABOBBIX
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aktoB noj1 Ne 21896), crannapra Hajnexanied npaktuku papmakonaazopa (GVP) u
(nn) Pemenust Ne 87.

I'nasa 4. Ilopsaaok oka3zaHus rocya1apcTBeHHOM ycayru «Beinaya ceprugukaron
Ha COOTBETCTBHE HAMJIEKAIUX (apMaLeBTHYECKUX PAKTHK

56. I'ocynapcTBeHHas ycinyra « Beiada cepTudukaToB Ha COOTBETCTBUE
TpeOOBaHUAM HaAJICKAMNX (DApMAIIEeBTUUECKUX MPAKTUKY (Jlajee — rocyAapCTBEHHAs
yClIyra) OKa3bIBaeTCsl TOCYIapCTBEHHBIM OPraHOM (Jajiee — yCIyroaareib) Gu3niuecKum
U IOpUJIMYECKUM JUIaM (Janee — yCayronoiayyaTens).

JU1s mosTydeHust TOCYTapCTBEHHOM YCIYTH YCIyTOIOIydaTeNb, OCIE OTydYeHUs
MUChMa-yBEJAOMIICHHUS O 3aBEPIIICHUN PAaCCMOTPEHHUS TUIaHa KOPPEKTUPYIOIINX U
PEeIyNPEKIAIOMINX JCHCTBUI M OTYETA O €r0 BBITIOJIHCHNH, TTOIaCT 3asABKY 10 opMe
CorIacHO npuioxeHuto 12 xk HactosmuMm [IpaBriiam yepes noprain «3J€KTPOHHOTO
nmpaBUTENbCTBA» WwWw.egov.kz, www.elicense.kz (nanee — [Toptan).

OcHoBHBIC TPEOOBAHUS K OKa3aHUIO TOCYAAPCTBEHHON YCIYTH, PE3yIbTaT
OKa3aHUs U UHBIC CBEJCHUS C YYETOM OCOOECHHOCTEN MPeI0CTaBICHUS
rOCYJIapCTBEHHOM YCITyTH MpHUBEACHBI B [lepeune 0CHOBHBIX TpeOOBAaHMI K OKa3aHHUIO
rocyJlapcTBeHHOU ycnyru «Beiaua cepTuukaToB Ha COOTBETCTBUE HAMJICKAITUX
(hapManeBTHICCKHUX MPAKTUK» COTJIACHO MpuIokeHuIo 13 k HactosmuMm [IpaBuiam
(mamee — mepevyeHb OCHOBHBIX TPEOOBAHUM).

57. Ycenyroparens B J€Hb IIOCTYIUICHUS 3asBKU U JJOKYMEHTOB Ha I10pPTajl
OCYILECTBIISIET UX IPUEM U PETUCTPALIMIO.

[Ipu oOpaitieHnn yciayromnoiayyaTens Mocjae OKOHYaHus paboyero BpeMeHu, B
BBIXOJIHBIC U TIPa3JHUYHBIC JTHU COTJIACHO TPyI0BOMY 3aKOHOJIATENHCTBY PecmyOmmku
Kazaxcran, npuem 3asBKU U BblJlaua pe3yjibTaTa OKa3aHUs rOCYIapCTBEHHON yCIyTH
OCYILIECTBIISIETCS CIAEAYIOIUM Pa0OUYUM JTHEM.

58. Uepes nopran — B «JIMYHOM KaOMHETE» YCIYronojaydareis OToOpakaercs
CTaTyC O IPUHATUU 3a8BKU Ha OKa3aHHUE TOCYIapCTBEHHOM YCIYTH U (WIJIN)
YBEJOMJICHUE C YKA3aHUEM JIaThl U BPEMEHH MOIYUYEHUS PEe3yJIbTaTa OKa3aHUs
rOCy1apCTBEHHOM YCIIyTH.
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Ycnyronarens B TeueHue 2 (1Ba) pabouux IHEH paccMaTpUBAET MX Ha
COOTBETCTBHE MEPEUHI0 OCHOBHBIX TPEOOBaHMM COTJIaCHO MPWIOKEHUIO 13 HacTOSIMMX
[TpaBun, mo utoram paccMoTpeHus (GOpMUPYET OJMH U3 CICTYIONTUX PE3YIbTaTOB
OKa3aHMsI TOCYIapPCTBEHHOM YCIyTH:

cepTu(UKaT Ha COOTBETCTBHE TPEOOBAHUAM HaIIEKaIIEH MPOU3BOICTBEHHOM
npaktuku (GMP) cornacno npunoxenuto 14 x nacrosiuum [IpaBunam;

cepTu(dUKAT HA COOTBETCTBUE TPEOOBAHUSM HaIJIekKaIIEH TUCTPUOBLIOTOPCKOM
npaktuku (GDP) cornacuHo npunoxenuto 15 k HacTosiuuM [IpaBunam;

MOTHBUPOBAHHBIN OTKa3 B OKa3aHUU T'OCYIApCTBEHHOM YCIIyTH
COTJIaCHO MpuiIokeHuto 16 k HacrosmuM [IpaBunam.

Pe3ynbTaT OKazaHus rocyJapCTBEHHOM YCIyTH HANPaBIsETCA Yepe3 MopTail — B
«JIMYHBIA KaOMHET» YCIyTomnoiayydaresis B GopMe 3JIEKTPOHHOTO TOKYMEHTA,
noanucannoro DI pykoBoguTens yciayronarens, 1100 KA €ro 3aMeIIaroIIero.

59. OO0t CpoK OKa3zaHUs rOCYJapCTBEHHOM YCIIYTH YCIyroAaTelieM COCTaBIsIeT
2 (nBa) paboumx JHS.

60. Ycnyrogarens obecriednBaeT BHECEHUE TJAHHBIX 00 OKa3aHUU
rOCyJapCTBEHHOM YCIYTH B MH(GOPMAIIMOHHYIO CUCTEMY MOHUTOPHUHTA, C IEJIbIO
MOHHUTOPHUHTA OKa3aHUs TOCYJAPCTBEHHBIX YCIYT B MOPSAIKE B COOTBETCTBUU C
noanyHkToM 11) myHkra 2 crateu 5 3aKkoHa.

61. YIOTHOMOUYEHHBII OpraH HanpasisieT HH(OOPMAIUIO O BHECEHHBIX
U3MEHEHUSX U (WIN) TONOJHEHUX B M0JI3aKOHHbIE HOPMATHUBHBIE IPABOBBIE AKTHI,
OIIpEAEIAIOLINE MOPSIIOK OKa3aHUs TOCYTaPCTBEHHOM YCIYT'H, B OpraHU3aluy,
OCYLIECTBJISIOIIME IPUEM 3asBJICHUI U BbIAYy PE3YyJIbTaTOB OKA3aHHUSI
rOCy/IapCTBEHHOM YCIIYTH, U yCIyroAaTelsM (B COOTBETCTBUU ¢ Peectpom
roCyJapCTBEHHBIX YCIIYT), B TOM YuCie B ENUHBINA KOHTaKT-LEHTP.

62. JlanHbIE O CyOBbEKTaX MHCIIEKTUPOBAHMS, TOTYYUBIIUX CEPTUDUKAT, B
TedeHue 3 (Tpu) pabounx JHEH BHOCSATCS CTPYKTYPHBIM MOApa3ieIeHuEM
rocyJapCTBEHHOTO0 OpPraHa Wi ero TeppuTOpUaIbHbIM Noapa3aeneHeM B Peectp
nepxatenei cepTuukara Ha COOTBETCTBHE HaAIeKAIINX (papMaleBTUYECKUX MTPAKTHK
(manee — peecTp aepxkareneit ceprudukara) no Gpopme coriacHo NpuIoKeHuto 17 k
HacrosiuuM [IpaBuiam Ha CPOK, COOTBETCTBYIOIINM CPOKY NEeUCTBUS cepTudUKara.
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63. Uudopmarus o BbITAaHHBIX, TPUOCTAHOBJICHHBIX M OTO3BAHHBIX
rOCYJIapCTBEHHBIM OPTaHOM HJIM €r0 TEPPUTOPUAIBHBIM MOJIpa3IeICHUEM
cepTu(dHKaTax BHOCUTCS B PEECTp JIepKaTeaeh cepTudrKaTa U pa3MeIacTcs Ha
HNHTepHeT-pecypce rocy1apcTBEHHOTO OpraHa Uil €ro TePPUTOPUATIBHOTO
noapasnuesieHus exxemecssyto 10 10 uncna mecsua.

I'nasa 5. Ilopsinok o0:kanoBaHus pelieHuil, 1elicTBUi (0e31eicTBUA)
ycJyroaaresiei, u (M) UX JOJKHOCTHBIX JIMIL 110 BONMPOCAM OKa3aHUs
rocy1apCTBEHHBIX YCJIYT

64. XKanoba na peuenue, nericteue (6e3neiCTBUE) yCIyTroaaTes Mo BOIpocam
OKa3aHMsI TOCYIaPCTBEHHOM YCIyry MOJAETCS Ha UMsI pyKOBOAMTENS yCIyrOJaTeNsl, B
YIOJIHOMOYEHHBIN OPraH Mo OLEHKE U KOHTPOJIIO 32 KAYECTBOM OKa3aHUS
rocyJapCTBEHHBIX YCIYT.

B ciiyuyae nocTymiieHus kano0bl B COOTBETCTBUM C MYHKTOM 4 cTaThu 91
AJIMUHUCTPATUBHOIO MPOLIETypPHO-TIPOLECCyalbHOTO Kojiekca Pecybnuku Kazaxcran
(manmee — AIITIK PK), yciyronarens HampaBisieT €€ B OpraH, pacCMaTpUBAIOIIAMA
#ajo00y (BBIIECTOSIINN aIMUHUCTPATUBHBIN OpraH U (WJIK) NOJKHOCTHOE JIUIIO), HE
no3sHee 3 (Tpex) pabouux gHeH co aHs noctymieHus. JKanoba yciayrogaTenem He
HaIPaBJIACTCS B OpraH, pacCMaTPUBAIOIINM Kall00y (BBIIECTOSITUN
aIMUHHUCTPATUBHBIN OpraH U (WIM) TOKHOCTHOE JIUIIO), B CIy4Yae MPUHSTHUSL B TCUCHHE
3 (Tpex) pabouux AHEH OJaronpusiTHOTO akTa, COBEPIICHUS aIMUHUCTPATUBHOTO
JENCTBUS, IOJIHOCTBIO YAOBIIETBOPSIOLINE TpeOOBaHNUs, YKa3aHHbIE B kKano0e.

65. XKanoba ycmyromnonaydaresisi B COOTBETCTBUM C ITYHKTOM 2 cTaThu 25 3aKOHA O
rOCyJIapCTBEHHBIX YCIYrax MOJIEKUT PACCMOTPEHUIO:

yciyrojiateneM — B TedeHue S (1siTr) padounx AHEH co JHS €€ perucTpaluy;

YIIOJIJHOMOYEHHBIM OPraHOM I10 OLIEHKE M KOHTPOJIIO 32 KAUECTBOM OKa3aHUs
roCyJapCTBEHHBIX YCIYT — B TeueHue 15 (maTHaauaTi) pabouux AHEW co IHS ee
perucTpanuu.
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66. Cpok paccMOTpEHUS KAIOOBI yCIIyTOaTeIeM, YIIOJITHOMOYEHHBIM OpPraHOM
10 OLIEHKE U KOHTPOJIIO 33 KaYECTBOM OKa3aHUsI TOCYJaPCTBEHHBIX YCIIYT B
COOTBETCTBHHM C IIYHKTOM 4 cTaTthu 25 3aKOHA O rOCY1apCTBEHHBIX yCIyrax
npoasieBaercst He Oosiee ueM Ha 10 (necsaThb) pabounx AHEN B Cilydasx HEOOXOAUMOCTH:

1) mpoBeeHMs TOMOJHUTEIHLHOTO U3YYEHHS WIIH ITPOBEPKH 110 Kajo0e a1ubo
IIPOBEPKHU C BBIE3/IOM Ha MECTO;

2) Moay4eHus: JOTIOJHUTEIIbHOU HH(POPMAIIUH.

B cnydae nmpoiieHust Cpoka paccCMOTPEHHUSI 5Kaj00bl TOKHOCTHOE JIULIO,
HAJICJICHHOE TIOJTHOMOYHUSMH 110 PACCMOTPEHUIO Kano0, B TeueHue 3 (Tpex) paboumnx
JTHEN C MOMEHTA MPOJJIEHUSI CPOKA PACCMOTPEHHUS 5Kall00bl COOOIIAET B MUCHbMEHHOM
dbopme (mpu nmojaye xano0bl Ha OyMaKHOM HOCUTEJIE) WX 3JIEKTPOHHOM (hopme (Tipu
1oJiayue >kasio0bl B AJIEKTPOHHOM BHUJIE) YCIYTOMOMy4aTesto, MOAaBIIEMY Kalno0y, O
MPOJIJIEHUH CPOKA PACCMOTPEHHUS JKAIOOBI C YKa3aHUEM MTPUYUH TPOJIJICHUS.

67. Eciii nHOE HE MPeyCMOTPEHO 3aKOHOM, 00paIlleHUE B Cy/1 OMYCKaeTCs
nocje 00XkajJoBaHUs B JOCYZA€OHOM MOPsIIKE B COOTBETCTBUHU C IYHKTOM 5 cTaThu 91
AIIIIK PK.



e.zZarll

Kazakcran PeCl'Iy6J1HKaCLIHLII—[ OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi

DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB

PeCHy6JII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

29.01.2025
05.02.2025
29.01.2025
05.02.2025

1. HaumeHoBaHue cyObeKTa HHCIEKTUPOBAHUS

2. OcHOBaHUE J1 MPOBEJAECHUS HHCTICKIIUU

[Ipunoxenue 1

K [IpaBriiam npoBeneHus

(dhapMaleBTUYECKUX UHCTICKITUI

10 HaJJICXKaIlM

(dhapMaleBTUYECKUM

MpaKTUKaM

IIporpamma npoBeaeHus GpapManeBTHYECKOT0 MHCIIEKTUPOBAHUS

dopma

3. Llenp HHCHIEKIINHT

4. JlaTa HHCIICKLINHU

5. HaumeHnoBanue o0beKTA

6. MecTto pacronoxeHus o0beKTa

7. CocTaB MHCTIEKIMOHHOW TPYIIbI U OTBETCTBEHHOCTb:

Ne i/

damunusi, UMsi, 0TY4ECTBO (TIPU ero Haau4dun) (hapMaleBTHYECKUX HHCIICKTOPOB

JIoKHOCTB, MECTO PaboOThI

1

KEDKI[BII\/'I M3 MCPCUNUCIICHHBIX BBIIIC JIMI, ITOCCIIAIOIMUX JaHHOC IMPCAIIPHUATHC,

HECCT OTBCTCTBCHHOCTD 3a KOH(i)I/II[eHHI/IaJ'H)HOCTB I/IH(l)OpMaI_[I/II/I, KOTOpasd MOXKCT CTATb

UM M3BECTHA BO BpPEMsI ITPOBEICHUS HMHCTICKITHH.
8. ITopsok TpoBeIeHNS MHCTICKITUT
9. [IpenMeT MHCTIEKTUPOBAHUS
10. HeoO6xoumble yCIOBUS

Jlns obecrieueHUs BO3MOKHOCTH HAQIJICIKAIIETO MPOBEJICHUS HHCIICKIIUH IPOCHM:

11. IIpouenypsl

12

. I'padhuk mpoBeneHUS UHCIICKITH

No

Jlata u
BpeMsi

YyacTku, noapasaeneHus, CHCTEMbI, IPOLIECCHI, MOAJIeKa-
1€ UHCTIEKTUPOBAHUIO

dapmaneBTUIECKUN
HHCIIEKTOP

[pencraButenu cyobekra uH-

CIICKTUPOBAHUA




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxnusinay kyHi
e aKTiIepiH 3TanoH/ bl 6aKbUIay GaHKi Cakray KyHi
. . ﬂ [ ¥ | DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB Jlata pesakiyuu

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
JlaTa cCKaunBaHHS

29.01.2025
05.02.2025
29.01.2025
05.02.2025

[Ipunoxenue 2
K [IpaBriiam npoBeneHus
(dhapMaleBTUYECKUX UHCTICKITUI
0 HaJUIeXKAIINM
(dhapMaleBTUYECKUM
MpaKkTUKaM

Jlns1 oTe4eCTBEHHBIX 3asiBUTEJIEH

dopma

(HamMeHOBaHHe roOCy/IapCTBEHHOI0 OPraHa)

3asiBiieHHe 0 IpoBeAeHUN papMaleBTHYECKOl MHCIIEKIIUU 00beKTa

HpOCI/IM IMPOBCCTU MHCIICKTUPOBAHUC!

(yKa3bIBaeTcst 11ey1b)

Ha 00BEKTE:

0 afpecy:

IIpu 3TOM 3asBIIsAEM:

JlanHble cyObeKTa HHCIIEKTUPOBAHUSL:

HaumenoBanue IOPUANYCCKOIO JInlia 1 (I/IJ'II/I) HWHIWBUAYAJIbHOTI'O IPCATIPUHHUMATCIIA

FOpuauueckuii anpec:

BMH/MNH

Anpec oObeKra:

Ne nuuiensuu Ha papmarieBTUYECKYIO AESTENbHOCTD U MPUIOKEHUS K Hel (TIpH

HAJTU4IUH):

Tenedon, daxc:

AJpec 27EeKTPOHHON MOYTHI:




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

e. = a' [ | DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB
Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

29.01.2025
05.02.2025
29.01.2025
05.02.2025

JlaHHBIE 110 ayTCOPCUHTY (TPU HAJTUYHH )

damunus, UMsl, OTYECTBO (ITPU €r0 HAITUYHUH):

JOJIKHOCTh PyKOBOAUTEIIA:

PykoBogurenn

(Damunus, ©Msi, 0TYECTBO (IIPU €ro HATUYHUH ), TOJITHCH)

YTIOJTHOMOYEHHOE JIUI0 CYOBEKTa

UHCIICKTUPOBAHMUS:

(Damumms, ©Ms1, 0TYECTBO (IIPU €r0 HAINYNH ), TTOJIIHCH)

Jlaem cornacue Ha cOop 1 00pabOTKY MEPCOHANBHBIX TAHHBIX OTPAHUYEHHOTO

A0CTYyIIa, COCTABIAIOIINX OXPAaHACMYIO 3aKOHOM TaﬁHy, COACPIKAIINXCA B

MH()OPMAIIMOHHBIX CUCTEMaX, HEOOXOIUMBIX JJISI IPOBEICHUS HHCIICKIIUU B

COOTBETCTBUHM C MMyHKTOM 4 ctatbu 8 3akoHa PecniyOnuku Kazaxcran «O

INCPCOHAJIbHBIX JAHHBIX N UX 3aIlIUTC).



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxnusinay kyHi
e aKTiNep/IiH STaNoH bl 6aKbLIay GaHKi Cakray KyHi
& = ﬂ [ ¥ | DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB Jlata peaKuun

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
JlaTa cCKaunBaHHS

29.01.2025
05.02.2025
29.01.2025
05.02.2025

[Ipunoxenue 3
K [IpaBriiam npoBeneHus
(dhapMaleBTUYECKUX UHCTICKITUI
0 HaJUIeXKAIINM
(dhapMaleBTUYECKUM
MpaKkTUKaM

st 3apy0exHbIX 3asiBUTeJIeH
B

dopma

(HaMMeHOBaHMe IKCIEPTHOI0 OPraHa)

3asiBiieHUe 0 poBeAeHUN GapManeBTHYECKO HHCIIEKIIUN 00beKTa

HpOCI/IM TIPOBECTU UHCIICKTHUPOBAHUEC

(uenp)

Ha 00BEKTE:

ITo anpecy:

[Ipwm sTOM 3asBIsIEM:

JlanHble CyObEeKTa MHCIIEKTUPOBAHUSL:

HanmenoBanue 1opuaudeckoro Juia v (Ujin) UHAMBUAYATbHOTO NpeANpUHUMATENS:

FOpuauueckuii anpec:

Anpec oObekTa:

Ne nuuiensuu Ha papmarieBTUYECKYIO AEATENbHOCTD U MIPUIIOKEHUS K Hel (TIpu

HaJINYKH):

Tenedon, dakc:

AJlpec PIEKTPOHHOM NOYTHI:

JlaHHbI€ 110 ayTCOPCUHTY (TPU HATTUYHH )

damunus, UMsi, OTYECTBO (IIPU €ro HAITUYHUN)

JOJDKHOCTB PYKOBOOUTCIIA:

PyxoBoaurens:

(Damumms, ©Ms, OTIECTBO (IIPH €r0 HATMYHH ), TOIIHCH)



Ka3aKCTaH PeCﬁyﬁﬂHKaCHHL]H OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTLIep/IiH TANOHIbI OaKplIay OaHKI
. ‘ d' ,' DTaJIOHHBIN KOHTPOJIbHBIH OAaHK HOPMATUBHBIX [IPABOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penakuusiinay KyHi
Cakray KyHi

Jata penaxkunn
JlaTa cCKaunBaHHS

29.01.2025
05.02.2025
29.01.2025
05.02.2025

VYTI0JTHOMOYEHHOE U0 CYyObEeKTa MHCTICKTUPOBAHUSI:

(Damunmst, ©Ms1, 0TYECTBO (IIPU €r0 HAINYNH ), ITOJIIHCH)



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

AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi

e. .‘ ﬂ .' ,' DTaJOHHBIH KOHTpO.TII)HHﬁ OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB

PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

29.01.2025
05.02.2025
29.01.2025
05.02.2025

[Ipunoxenue 4

K [IpaBriiam npoBeneHus

(dhapMaleBTUYECKUX UHCTICKITUI

10 HaJJICXKaIlM

(dhapMaleBTUYECKUM

MpaKTUKaM

NMPpOBEIACHUSA (])apMaueBaneCKoﬁ HHCIICKIIUHN

IlepeyeHb TOKYMEHTOB, MPeACTABJIsIEMbI CYy0beKTOM MHCIIEKTHUPOBAHMS LISl

Ne HanmeHoBanue 10KyMeHTa Cranpapt Hapnexaen gapmaneBTHaecKoit
I TIPAKTUKH
/m
GMP | GDP | GLP | GCP | GVP | GPP
1 2 3 4 5 6 7 8
1. HOTapHaJIbHO 3aBEPEHHAS KOIHS MU MIEKTPOHHAs KOMUS JEHCTBYIOIIETO pa3pe- + - + - - -
nieHus (JIMIEH3UH) Ha OCYIIECTBIICHUE (hapMalleBTUUECKON e TeIbHOCTH WITH BbI-
IIHCKA U3 COOTBETCTBYIOLIETO PEECTpa CTPaHbl, HA TEPPUTOPUN KOTOPOH HAXOAUT-
Csl MHCTIIEKTUPYEMBbIH CyObeKT (JUIst 3apyOexHbIX 3asiBUTENeH) (IIpU HAJTUYHH)
2. HOTApHAaJIbHO 3aBEPEHHAst KOIHS JOKYMEHTa O COOTBETCTBUM TPeOOBaHMAM HalJIe- + - + + + -
xamiel GpapMarieBTHUeCKOM MPaKTHKK (JUIs 3apyOeKHbIX 3asiBUTENeH) (IIpH HaJIU-
YHH)
3. KOTIMSI pPyKOBOJICTBA IO KA4eCTBY (KOHIICTIIHS YIIPABICHHS U Pa3BUTHUS CHCTEMbI + + + - + +
KauecTBa CyObeKTa HHCIICKTUPOBAHUS)
4. KOIIHsI OPraHNU3aIllMOHHON CTPYKTYPBI M HITATHOTO pacucaHusi 00beKTa + + + + + +
5. KOIHS T0ChE POU3BOICTBEHHOM IUIOMIAKH (YIaCTKa) + - - - - -
6. IIepeYeHb JIEKaPCTBEHHBIX CPEJICTB, MPOU3BOIUMBIX Ha IPOU3BOACTBEHHOI! ILIIO- + - - - - -
maike (MIaHUPYEeMbIX K IPOU3BOCTBY) MIPOU3BOAUTEINS HIIM MHOCTPAHHOT'O HPO-
M3BOJUTENS, B OTHOIMIEHHH KOTOPOTO MTPOU3BOAUTCS MHCIIEKTUPOBAHHE
7. repedeHb JOKYMEHTHPOBAHHBIX CTaHJAPTHBIX ONEPALMOHHBIX NPOLELYP B AICK- + + + + + +
TPOHHOM BH/JI€ (Ha DJIEKTPOHHOM HOCHUTEIIE)
8. CIIMCOK MHCHEKILHH 3a nocneanue 5 (1si1b) Jer + + + - + -
9. KOIIUsI OTYETa O Pe3yNIbTaTaX NPOBEJCHHS IIOCIEAHET0 HHCIEKTHPOBAaHHs (1P Ha- + - + + + -
JTUYHN)
10. | macrep-caiin cucTeMsl GpapMaKoHAL30pa ACPIKATENA PETUCTPAIUOHHOIO YIOCTOBE- | - - - - + -
peHus

HOKYMCHTLI TNIPEAOCTABJIAIOTCS Ha Ka3aXCKOM U (I/I.]'II/I) PYCCKOM s3bIKaX




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxnusinay kyHi
e aKTiIEp/IiH STAIOH/IBI OaKpLIay OaHK] Cakray KyHi
. . ﬂ [ ¥ | DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB Jlata pesakiyuu

PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC

I[aTa CKaYnuBaHUA

29.01.2025
05.02.2025
29.01.2025
05.02.2025

[Ipunoxenue 5
K [IpaBriiam npoBeneHus
(dhapMaleBTUYECKUX UHCTICKITUI
0 HaJUIeXKAIINM
(dhapMaleBTUYECKUM
MpaKkTUKaM

OTtuer 0 NMPOBCACHUN NHCIICKIIUH

HanmMenoBanue papmaiieBTHU€CKOro HHCIIEKTOpaTa

azpec, TenedoH, cait

HaumenoBanue Cy6’b€KTa HHCIICKTUPOBAHUA

Anpec

dopma

OcHoBaHUe

1. Pe3rome

HayMeHOBaHHE HHCIEKTHPYEMOro 00beKTa

Ha3sBanue u nonHblil agpec 00beKTa

JIunensus

Buibl 1e9T€1bHOCTH KOMITAHUM

JlaTa mpoBeieHUsI HHCIIEKLUU

JlanHbIe 00 MHCIIEKTOpax (IKCIIEPTax)

Damuius, UMs, OTYECTBO (IIPH €ro HAJIMYMH), JOJDKHOCTh

Homep uHcnekuuu (pu HaIUu4um)

2. BBogHas undopmanus

KpaTKoe OIIHUCAHUEC Cy6’beKTa HUHCIICKTUPOBAHUS U MHCIIEKTUPYEMOT'O YJaCTKa.

JlaTa(pr) IpeabIAYIINX HHCIIEKIIIH

q)aMI/I.]'H/I}I, UM, OTYCCTBO (HpI/I €ro HaHI/I‘H/IH), JAOJDKHOCTB MHCIICKTOPOB, IPOBOAUBIINX NPEABIAYITYIO HHCICKIINIO

CyHleCTBCHHLIe HU3MCHCHMUS IO CPABHCHUIO C npe;[bmymeﬁ HMHCITCKIHCH

Lens nHCHICKINN

I/IHCHCKTpreMLIC 30HBI

HepCOHaJ'I OopraHusanunu, y'-IaCTByIOH_II/Iﬁ B IPOBCACHNUHN MHCIICKIIUU

HOKYMCHTI)I TIpeACTaBJICHHBIC Cy6’beKTOM HHCIICKTUPOBAHUA 4O MMPOBEACHUS NHCIICKIINN

3. HabmroneHus 1 pe3yabTaThl HHCIICKITUU.




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxnusinay kyHi
e aKTiIEp/IiH STAIOH/IBI OaKpLIay OaHK] Cakray KyHi
. . ﬂ [ ¥ | DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB Jlata pesakiyuu

PeCHy6JII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC
I[aTa CKaYnuBaHUA

29.01.2025
05.02.2025
29.01.2025
05.02.2025

Jna nacnekuuii Ha cootrBeTcTBUE GMP:!

YHpaBHGHI/Ie Ka4€CTBOM

Iepconan

Tlomemienus u 0bopynoBanue

JlokymeHTamms

IIpousBozacTBo

KOHTpOHL Ka4decTBa

AyTCOpCI/IHI‘OBaSI JCATCIIBHOCTDb

Pexmmamanuy 1 OT3BIB IPOAYKIMN

CaMOMHCIIEKIIHS

Peanuzanus u TpaHCIOpTUPOBaHUE IPOLYKIHU

OI_[eHKa J0ChE NPOU3BOACTBEHHOI'O yJacTKa

Pasznoe

JI1st MHCTIeKITUI Ha COOTBETCTBUE TPEOOBAHUSAM HaIJIe)KaIeH alTeuHON

npaktuku (GPP) u Hagnexameit auctpudprotropckoi npaktuku (GDP) — 3anonsstores

COOTBCTCTBYIOIIMC PA3ACJIbI ITPpaBUJI HAMJICIKAITUX (1)apMaI_[€BTI/ILIeCKHX IIPAaKTHUK.

4. ITepeueHb BBISABICHHBIX HECOOTBETCTBUM

Kputnueckue

Cy1iecTBeHHbIE

HecymectBenusie

5. 3aKIIIOUNTENIBHOE COBELIAHNE U OLIEHKA OTBETA CyObEKTa MHCIIEKTUPOBAHUS:

KOMMCHTapI/II/I HpCHCTaBHTCHCﬁ Cy6'b€KTa UHCIICKTUPOBAHM, CACTIAHHBIC B XO/J€ 3aK/IIIOUUTCIIbBHOI'O COBCIIAHUS

OI_[eHKa OTBE€Ta CyGLeKTa HWHCIICKTUPOBAHUS 110 BBISIBJICHHBIM HECOOTBETCTBUSIM

JlokymeHTHI 1 (11n) 00pasipl, 0TOOpaHHBIE B XO/€ MHCICKIIUT

6. Pe3ynbTaThl MHCIEKTUPOBAHUS U PEKOMEHIALINU:

Pe3ynbpTaThl HHCTIEKTUPOBAHUS

Pexomenganuu

Otuer o npoBeieHnU (hapMaleBTHUECKOW MHCIIEKIIMU COCTABIIEH U MOJNKCAH:

Benymmii ¢papmarieBTHUeCKUi HHCIIEKTOP (PYKOBOAMTEIb IPYIIIIbI)

(Damuusi, UMsi, OTYECTBO (IIPH €ro HATUYUH), TIO/IITHCH)

YiieHbl HTHCIEKIIMOHHOW IPYTIIIBI

(Damunus, UMsi, 0TYECTBO (IIPU €r0 HATUYUH), TIOJIITUCH)

(Damunms, UMs, 0TIECTBO (IPH €r0 HAINYNH), TIOJTITUCH )




e.zan

KaSaKCTaH PeCﬁyﬁﬂHKaCHHL]H OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

Penaxnusinay kyHi 29.01.2025

aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 05.02.2025
OTaIOHHBIH KOHTPOIBHBIA 6aHK HOPMATHUBHBIX IPABOBBIX AKTOB Jlata pesakiyuu 29.01.2025
Pecry6nmkn KazaxcraH B 371eKTPOHHOM BHJIE Tlata ckaumBanms 05.02.2025

« »

roaa.

Paznensl 7 u 8 3am10MHAIOTCS MHCIIEKIIMOHHOM IPYIIIION MTOCTIE TOIYYEHUs

uH(GOpMAIH TI0 YCTPAHEHUIO BBISIBJICHHBIX HECOOTBETCTBHI M COTJIACOBAHUS C

(dapmaleBTUYECKUM UHCIIEKTOPATOM IOCY1IapCTBEHHOI'O OpraHa.

7. Pe3ynbTaThl paCCMOTPEHUSI YCTPAHEHUS BBISIBICHHBIX HECOOTBETCTBUH U

BbIBOAbI MHCIICKIIHUH .

[lepeuens BbI-
SIBJICHHBIX HECO-
OTBETCTBUN

Kpanudukanms
BBISIBJICHHBIX
HECOOTBETCTBUN

WNudopmarus 06 ycTpaHEHUH BBISBICHHBIX HECOOTBETCTBHM (KPaTKOE CO-
JiepyKaHue KOPPEKTUPYIOIIUX U MPeLyPEKIAIOINX IeHCTBUMH, TOATBEp-
JKIAIOIINI TOKYMEHT)

OreHka ycTpaHe-
HHUS BBISBJICHHBIX
HECOOTBETCTBUI

8. 3akiroueHue

CyObeKT HHCIIEKTUPOBAHUsI, HAMMEHOBaHNE 00BEKTA, yUacTKa, aJpec

CooTBeTCTBYET (HE COOTBETCTBYET) TPEOOBaHHIM HaJJIeKAIeH (hapMalleBTUICCKON

NpakTHKH (YKa3aTh HAMMEHOBAaHHE HaJJIeKalel (papMaleBTUIECKON PAKTUKH).




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxnusinay kyHi 29.01.2025
AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Cakray KyHi 05.02.2025

e. ‘ ﬂ ' ,' DTaJOHHBIH KOHTpO.TII)HHﬁ OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB IlaTa penaKium 29.01.2025
PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC I[aTa CKauMBAHHS 05.02.2025

[Ipunoxenue 6
K [IpaBriiam npoBeneHus
(dhapMaleBTUYECKUX UHCTICKITUI
0 HaJUIeXKAIINM
(dhapMaleBTUYECKUM
MpaKkTUKaM

®dopma

OT14eT 0 pe3yabTaTaX HHCIEKIMU CUCTEMbI (JapMaKOHAI30pa JAepKaTe s
PEruCTPALMOHHOI0 YAOCTOBEPEHHS JIEKAPCTBEHHbIX CPEICTB

(HaMMEHOBaHHNE OPraHU3alMU-TIPOM3BOANUTENS U(HMIIH) IepIKaTeIIs
PETHCTPALOHHOTO YAOCTOBEPEHHS)

(HaI/IMCHOBaHI/Ie JICKapCTBEHHOI'O CpCHCTBa)

1. Pe3rome

HaI/IMeHOBaHI/IC, apeC, pCKBU3UTHI ACPKATEIIA PETUCTPALLUOHHOI'O YJOCTOBEPECHUS

Homep(a) perucTpaliioHHOTO YA0CTOBEPEHUS

Pestome nestenbHOCTH JAC€piKaTeisl peruCTpalluOHHBIX YIOCTOBEPCHUA

ﬂaTa(LI) NIPpOBE€ACHUS MHCIICKIIUU CUCTEMBbI (bapMaKOHa;[sopa JACpKaTEIIA PETUCTPALMOHHOI'O YJOCTOBEPCHYS JICKAPCTBEHHBIX CPEACTB

q)aMI/IJ'II/IH, UM, OTYCCTBO (HpH €ro HaJ'IH'—II/II/I), TIOANUCH SKCIIEPTOB ('-IJ'ICHOB KOMI/ICCHH), JOJIDKHOCTh

Howmepa nuiien3uu Ha pou3BOACTBO, CEPTU(HUKATOB O COOTBETCTBUU 00BEKTOB HajIexalel npaktuku papmakonansopa GVP (ecian
HPUMEHUMO)

HOKYMCHTLI, TIOCIIY>KHUBIINE OCHOBAHUEM JUISI MHCIICKIIMU

2. BBognas uadopmarus

KpaTkoe onucanue opraHu3alnuy - IpOU3BOAUTENS (€CIU NPUMEHUMO)

OcHOBaHUe JUIsl IPOBEACHUS HHCHIEKLMH CUCTEMBI (papMaKOHA(30pa JieprKaTelisi PerucTPalMOHHOTO yJOCTOBEPEHUS JISKAPCTBEHHBIX
CpelcTB

HepCOHaJ'I OpraHu3aluu-Iponu3BOANUTEIIA, y‘laCTBy}OIJ_II/Iﬁ B IPOBCJACHNUHN WHCIIEKIIUU CUCTEMbL q)apMaKOHansopa

IIOKyMCHTH, IIOJaHHBIC OpFaHHSaHHeﬁ-HpOHSBOJI[I/ITCJ'ICM J0 IIPOBEACHUS MHCIICKIUU CUCTEMBbI cbapMaKOHausopa

3. HaGnrogeHus u pe3yiabTaThl

OTBETCTBEHHOE YIOJHOMOYEHHOE JIUIIO 10 (hapMaKoHaa30py, KBajudukanus (pe3rome)

OpraHu3anyoHHas CTPYKTypa AepakKaTells peTUCTPALIHOHHOTO YAOCTOBEPEHUS

Cucrema Ka4qecTBa AeprKaTelis perUCTPALIOHHOTO YIOCTOBEPEHUS

CrpykTypa cucTeMbl (hapMaKoHaa30pa AepikKaTels perHCTPAMOHHOTO YA0CTOBEPEHHS,

Ouenka GpyHKIIMOHUPOBAHUS CUCTEMBI (hapMaKOHaA30pa JIEKAPCTBEHHBIX CPEIICTB

W CTOYHMKY JaHHBIX 10 0€30IaCHOCTH

KoMmnbloTepu3npoBaHHbIe CUCTEMBI M 0a3bl JTAHHBIX




Kasakctan PecryGnuKachIHBIH 3JIEKTPOH/IB! HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK
e aKTIEpIiH STaTOH B! GaKbUIay GaHKi
. . d' [ | DTANOHHBIH KOHTPOJIBHEI GaHK HOPMATUBHBIX IPABOBBIX AKTOB
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

29.01.2025
05.02.2025
29.01.2025
05.02.2025

[Ipouecchl hapmakoHa30pa WK MTPOIIECCH] MOHUTOPUHTA HEXKENIATEIbHBIX PEaKIMi

Pa3znoe

4. IlepeueHb HECOOTBETCTBUM

Kputnueckue

Cy1iecTBeHHBIE

HecymectBenusie

5. 3akiroueHue

‘ BBIBOI[LI 1 peKOMEHAalluu

Ynenst Komuccun:

Damunust, UMs, OTYECTBO (IIPU €ro HAJTUYUM), TIOJITUCh

Damuiust, UMsi, OTYECTBO (TIPU ero HATMYHH), TIOAIUCH

damunust, UMsl, 0TYECTBO (TIPU €ro HAIUYUHM), TTOJIUCh

« » 20 rojaa




e.zZarll

Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxnusinay kyHi

AKTLIep/IiH TANOHIbI OaKplIay OaHKI

DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Cakray KyHi
Jlata pegakuuu
JlaTa ckaunBaHUS

29.01.2025
05.02.2025
29.01.2025
05.02.2025

[Ipunoxenue 7

K [IpaBriiam npoBeneHus

(dhapMaleBTUYECKUX UHCTICKITUI

0 HAITIKAIUM
(dhapMaleBTUYECKUM
MIPaKTUKAM

dopma

Hepequb JEKAPCTBCHHLIX CPEACTB, IPOU3BOIUMbBIX HA l'[pOI/I3BO}ICTBeHHOl7[

mjomaake (IIJIaHI/IpyeMbIX K IIpOI/I3BOI[CTBy) nmpouns3BoaANTE/IsA WJIN HHOCTPAHHOTI'O

NMPpoOM3BOANTEC/ISA, B OTHOIICHUH KOTOPOIo NPOU3BOAUTCH HHCIICKTHPOBAHUE

ToproBoe HarMeHOBa-
HUE JIEKaPCTBECHHOTO
Ipenapara Wil HauMme-
HOBaHHUE (apMaLeBTH-
4YeCKOil CyOCTaHIINI

MexyHapoJHOe HEeMaTeHTOBaHHOE
HaMMEHOBAHHUE WU TPYNITUPOBOYHOE
(XuMHYecKoe) HaMEHOBaHHUE JIeKap-
CTBEHHOTO Tperapara Win papMares-
THUYECKOH CyOCTaHIIUU

Jlekap-
CTBEH-
Has Qop-
Ma, J0-
3UPOBKA
(npu Ha-
JIUYUH)

Perucrpanunon-Hoe ynocrosepe-Hue,
JiaTa BBIIA4HM, CPOK JEHCTBHS MIIH pe-
€CTpOBast 3aIlKCh, JaTa BKIIOYEHHS B pe-
€CTp JUIsl aKTHBHOM (hapMareBTHUeCKON
cyOcTaHIUH (IIPY HAJTUYUH)

Tun npoayk-
1u (yKasbl-
BaeTcs B CO-
OTBETCTBUU
C IIPUIIOKE-
HueM Ne 3)

Jlata cocTaBiieHUS « »

20

roja.

PykoBoguTens npeanpsTis WM yIOJTHOMOYEHHBIN NpeCTaBUTENb (I0JKHOCTB)

(Damuiust, UMsi, OTYECTBO (IIPH €r0 HATUYUH) TTOIIIHCH)
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[Ipunoxenue 8
K [IpaBriiam npoBeneHus
(dhapMaleBTUYECKUX UHCTICKITUI
0 HaJUIeXKAIINM
(dhapMaleBTUYECKUM
MpaKkTUKaM

dopma

IlepeyeHb JOKYMEHTOB, PEACTABJISAEMbIil CYyObeKTOM HHCIIEKTHUPOBAHUSA ISl
MPOBeAeHUs JUCTAHIUOHHON MHCIIEKIMU HA COOTBETCTBHE TPEOOBAHUAM
HaUIeKANEeH POU3BOACTBEHHON NMPAKTUKH

1. Onucanue cucrembl GMP 1 HOpMaTUBHO-IIPABOBOTO PETYIUPOBAHUS CTPAHBI
(9KBUBAJIEHTHBI JI1 HalMoHaIbHbIEe TpeOoBanus GMP tpeboBanusim GMP PecnyOnuku
Kazaxcran nnu EBpazuiickoro sxoHoMuuyeckoro Corosza win pykoBoactsy GMP cxembl
coTpyaHnuuectBa dapmaneprudeckux nacnekuut PIC/S (nanee — PIC/S).

2. Jlocbe MpOM3BOACTBEHHOI0 yyacTka (canT mactep daiin — CM®D),
COCTaBJIEHHOE B COOTBETCTBUU CO CTAaHJIAPTOM HaJJIeKaIlle MPOU3BOACTBEHHON
npaktuku PecyOnuku Kazaxcran uinu pykoojctsom GMP PIC/S (monmnoe wnu
0OHOBJICHHOE 3a 6 (I111€CTh) MECSIIEB /10 JaThl (papMalleBTUYECKON NHCTICKIINUH;
uH(OopMaIKs O TIIAHUPYEMbBIX U3MEHEHUSX ).

3. Cxembl, npusioxkeHHble K CM® (1IBETHBIE CXEMbI CUCTEMBI TOJTOTOBKHU BO/IbI,
BO3JIyXa, JMarpaMMbl TPyOOIpoOBOI0B U 00opyaoBaHuii B A3 unu A2 dhopmare).

4. Ciucox mpoM3BOIUMBIX JIEKAPCTBEHHBIX CPEJICTB (IIEpEeUeHb TUIIA POy KIIUH,
TOProBble HAUMEHOBAHUE U MEXKYHAapPOAHbIC HEMATEHTOBAHHbIC HAMMEHOBAHUSI,
nepevYeHb CTaui MPOU3BO/ICTBA, 3aBICHHBIX K HHCIIEKTUPOBAHUIO).

5. O01m1ee KOJUYeCTBO MHCTICKIIMM, KOTOPOE IPOIILIa IIONIAAKa, KOITHH
ceptudukaroB GMP, BbIJaHHBIX NPU ATUX WHCHEKIUIX. Komus oTuera mocneaHen
WHCIEKIMU C HOTAPUAIBHO 3aBEPEHHBIM MIEPEBOIOM.

6. ®oTtorpaduu Mpou3BOICTBEHHOM TUIOIIAKN U BCIIOMOTaTEIbHBIX CUCTEM
(BHEIIHMM 00IIMit BUA (C BO3/IyXa), I€TabHbIN BU KOMHAT, C YKa3aHUEM
OCYILIECTBIISIEMBIX B HUX MPOLIECCOB (0TOOP MpoO, B3BEIITUBAHUE).
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7. KBanudpukanmoHHbIi MacTep-TjiaH (CHUCOK MOMEIIEHUH, 000pyA0BaHUS U
BCIIOMOTaTEIbHBIX CUCTEM, UCTIOJIB3YEMBIX JJISl IPOM3BOJICTBA U UX
KBATH(PMKAIIMOHHBIN CTATYC).

8. BanmuganuoHHbIi MacTep-1uiaH (IPOU3BOICTBEHHBIE TPOLIECCHI, OUYMCTKA U
KOHTPOJIb KaueCTBa).

9. locbe Ha cepHIo NMPOAYKTa (MIPOIYKTOB), COAEpIKAIIEE AaHATUTUIECKYIO YacCTh;
CIIMCOK BBINYILEHHBIX cepuil 3a mocieaHue 3 (TpH) roja.

10. CBenenust Mo KOJIMYECTBY MPETEH3UN U OT3BIBOB 3a MpeabLayue 3 (TpH)
roja.

11. Uadopmarius o KoaudecTBe 3a0paKOBaHHBIX CEPHUI BCEX JIEKAPCTBEHHBIX
CPENCTB.

12. TlepedeHb KPUTUYECKHX, CYIIECTBEHHBIX HECOOTBETCTBUI, OTKJIOHEHHUS OT
cneuudukaruu (Out-of-specification) (nanee — OOS) 3a npenpiaymue 3 (Tpu) roga
(otuetsl o HEcooTBeTcTBUAM, OOS mporecca (BkItouas rnepepadboTaHHbIE CEPUN),
KOTOpbIE OKa3aju BIUSHUS HA Ka4YeCTBO, 0€30MaCHOCTh U 3P(HEKTUBHOCTD
JIEKapPCTBEHHBIX CPECTB).

13. Tlepeuens 3arurannpoBaHHbIX 1 BeIMoHEHHBIX CAPA (corrective and
preventive action) rmocje WHCIEKIUN 3a npeaplayue 3 (Tpu) roja (B TOM YHCIIe
MHCHEKIMH rocyapcTB-uieHoB Coro3a).

14. 'apanTHIHOE TMCHMO YITOJTHOMOYEHHOTO JINIA IPOU3BOIUTENS O TOM, YTO
IPOU3BOJCTBEHHAs IIJIOLIA/IKa MOJTHOCThIO IpoBepeHa o TpedoBanusM GMP 3a
nociyieqHue 2 (1Ba) roga v BbIBICHHbIE HECOOTBETCTBUS YCTPAHEHHBI.

15. OG30pHkI KauecTBa NPOTYKIIUH.
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[Ipunoxenue 9
K [IpaBriiam npoBeneHus
(dhapMaleBTUYECKUX UHCTICKITUI
0 HaJUIeXKAIINM
(dhapMaleBTUYECKUM
MpaKkTUKaM

dopma

3ameuyaHus IIPH IKCIIEPTU3C MATCPHAIIOB KIIMHHYECKOI'0 UCCJICA0BAHUA

1) Ka4ecTBO 0ChE HEJIOCTAoUIMe TOKYMEHTHI (Harpumep, orcytctBue GCP-nexnapanuu, oTcyTcTBUe cepTudu-
KaToB ayJWTa, OTCYTCTBHE CBEJCHHUI O NMpOLeCCe MOHUTOPHHTA);

MIPOTUBOPCUUBOCTDL JaHHBIX]

HpO6H€MLI C KaQU€CTBOM J10CHE y NAaHHOI'O 3asiBUTEIIA B IIPOIIJIOM;

2) THII IIpenapara (peKOMGI/IHaHTHHﬁ Inpenapar, KI€TOYHas Tepanus, reHHas Teparusi, HCﬁCTByIOIHCG BCIHICCTBO, ABJIAIOIICCCA HOBBIM XUMU-

YEeCKHUM COeIMHECHHEM, IIperapar KpoBHU, Op(haHHbIH IIpenapat, Jpyroe);

3) 3asBUTENH U (WIN) CIIOHCOP | (MJIM) KOH- TIEPBOE 3asIBJIICHHE OT HOBOTO 3asBUTEIIS;

TpPaKTHasA UCCICA0BATEIbCKAsA OpraHnu3anus o
IpeAbIAYIINUN OIBbIT HHCIICKTUPOBAHU A (HI/IKOFIIa HCE MHCIICKTHUPOBAJICA U (I/I.]'II/I) JIIUTCIIBHOC

KOTOPOM OBUIN JI€IerupOBaHbl OCHOBHbIE .
( P A P BpeMs I10CJIe MOCIIeIHE HHCIEKIMU U (MJIM) HHCIEKIHS C OTPHLATENBHBIM PE3yJIbTaToOM);

U (MJIM) peNIeBaHTHBIC YAaCTH NPOBEICHUS

HCCIICZIOBAHUS )

4) neieBast NOIyJIsinust (I[CTI/I, ApPYrue ys3BUMbIC, KpUTUYCCKU 0OJIbHBIE IMalquCHThI, HCOTJIOXKHBIC COCTOSAHUSA, BCC BI/IZ[LI);

5) nHdopmanus oT BIacTell TPETbUX CTPaH O HEraTUBHOM HMcXoje HHcnekTupoBanus (Hanpumep, FDA CIIA, EMA, npyrue);

6) pacriosoXeHue CTpaHbl, B KOTOPOH MPOBOMIIOCH KIIMHUYECKOE HCCIeIoBaHNe, BHE TeppuTopuil crpad ICH;

7) aTuKa OTCYTCTBHE CBE/ICHHI 00 AKCIIEPTH3E ITHIECKUM KOMUTETOM BCEX MIIM HEKOTOPBIX JTOKYMEH-
TOB KIIMHUYECKOTO UCCIIEIOBAHUS (HApUMep, IPOTOKOJa, HH(OpMAIMK 111 CyObeKTa U HH-
(hOPMHPOBAHHOTO COTJIACHSL, TPOLIEYD IIPUBIICUCHNUS) M UCCIEI0BATEIbCKIX LIEHTPOB,;

OTCYTCTBUE OIMCAHUS STHYECKHUX ACIIEKTOB MPOBEICHMUS MCCIICAOBAHs (HAIIPUMED, BKITFOUE-
HHE YS3BUMBIX TTALHECHTOB, BHICOKAsl YaCTOTa HETPAMOTHOCTH B HCCIIELYEMOi TTOMYIISILIHH,
TpeOOBaHKE CBUICTENS) M BOSHUKIIKX NPoOIieM (TpH HAJTMYHH);

HECOCTOATEIBHOCTD Npoliecca HHPOPMUPOBAHHOIO COTIIACHS MIIM CBEICHUH, TPEI0CTABICH-
HBIX CyOBEKTaM HCCIICIOBAaHUS;

8) uccjenaoBaresii U aIMUHUCTPAaTUBHAS CTPYKTYpa UCCIICA0BaHUs: CIIOXKHAA aIMUHUCTPATHBHAs CTPYKTYypa (Hanpnmep, yuactue 0OJIBIIIOTO
YHCJia KOHTPAKTHBIX UCCIICAOBATECIILCKUX OpI‘aHI/ISHHI/Iﬁ n (I/IJ'II/I) IIOCTaBIINUKOB, Cy6HOI[p$II[‘II/IKOB);

9) IJIaH UCCIICTOBaHUs (baKTOpLI JU3aifHa UCCIIeIOBaHUS (HaanMep, CIIOHOCTD JU3aitHa HUCCII€A0OBAaHUA, HEAOCTA-
TOYHOE 000CHOBAHHE MCIIOIH30BaHUS rmaueGo n (I/IJ'H/I) BLIGOpa AKTUBHOI'O KOMnapaTopa);

CYIIECTBEHHBIC M3MEHEHHMS IPOTOKOJIA BO BPEMS HCCIICOBaHMUsI (HAIPUMED, H3MCHEHHE Tep-
BHYHBIX KOHEYHBIX TOYEK MM CTATHCTHYECKUX METOOB JHOO KPUTEPUEB BKIFOUCHUS U
(1K) HeBKITFOUEeHHs) U (MITH) OOJIBILIOE YHMCIIO MOTIPABOK K ITPOTOKOIY;

(haKTOpBI BMEIIATENILCTBA: TOJUIMHHOCTD U XapaKTEPUCTUKH HCCIIEyEMOT0 JIEKapCTBEHHOTO
npernapara 1 BMELIATeIbCTB HESICHBIE:

1) mpoTuBOpeYns MMy IPOTOKOJIOM U OTYETOM 00 MCCIIeIOBAHUHU KacaTelabHO (opM 103HU-
pOBaHUs, yIaKOBKH, MAPKUPOBKH, YCIOBHI XPAHEHUs], 03B, PEXKUMA U IIPOJOIKUTEIBHO-
CTHU JJO3UPOBAHUS;
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2) ocobast TIOABEPIKEHHOCTH HECTaOMIIBHOCTH HCCIIEAYEMOT0 JICKapCTBEHHOI'O IIpeliapaTa
IIpU HENIPABUIIbHBIX YCJIIOBUSAX XPaHCHUS UIIA TPAHCIIOPTUPOBKU;

3) moAroToBKa (hapMaLCBTUUECKUMH U (MJIH) KIMHUYCCKMMH paOOTHUKAMH Hepe] BBEICHH-
em;

4) moau(ukanus npemnapara BO BpeMst HCCIICAO0BAHUS;

5) COXKHOE TUTPOBAHKE MITH ICKAIALUs JO3bI;

10) kpuTepun U JaHHBIE OLIEHKHU YD PEKTHB-
HOCTH U 6e3011aCHOCTH

HEYETKHE MM HEOOBICHEHHBIE pas3anyus B ONPCACIICHUU NICPEMECHHBIX UCCIICA0OBAHUA MEXK-
Ay NPOTOKOJIOM U OTYETOM O KJIMHUYECKOM HUCCIIEJOBaHUU,

HU3MCHCHHUS B 06’LCKTaX, TAC MPOBOAATCA KPUTHYECKUEC U3MEPCHUS

OlICHKA KJIMHUYECKHMX MCXOJI0B: €CIIU KTO-JIM00, OTIMYHBIHA OT HCCiIe10BaTeNs, OTBEYal 3a
OLICHKY KJIIMHUYECKUX MCXOO0B (Halpumep, CHOHCOp, BHEIIHUE OLEHIMKN MM BHELTHUH KO-
MHTET), HEOOXOAUMO PACCMOTPETH CIEAYIOLINE HIEMEHTHI IIPOLECCA ABIKEHHS JaHHBIX:
COOTBETCTBYIOIIIE HHCTPYKIUH U (WIIH) HOATOTOBKY HCCIe0BaTeNeH K cO0py U peIopTHpo-

BaHMIO TapaMeTpoB 3(pHeKTHBHOCTH;

uaeHTU(UKAIMOHHbIC JaHHBIC U HE3aBUCUMOCTh BHELIHUX OLCHIIMKOB U (WIJIM) KOMUTETA,;
MIPOLIEAYPHI TIOATOTOBKH, PACCMOTPEHUSI, OLIEHKH M JOKYMEHTUPOBAHUSI UCXOJIOB, BKIIFOUast
CHOCOOBI MOJ/ICPKAHUS OCIICIUICHHS;

11) cratucTH-YeCKHEe METO b

W3MEHEHHE CTaTUCTUYECKUX METOJOB M (WJIN) KOHEYHBIX TOYEK Ha MOMEHT M (MJIH) ITOCTIE HC-
CJICZIOBAaHUS, B YaCTHOCTH M3MEHEHUS, C/ICIaHHbIE 10 CHATHUS OCIICTUICHNS, U (M) He3ara-
HHUPOBAaHHBIN CTATUCTUICCKUN aHATIN3;

JIaHHbIE MAlKMeHTa(0B) HCKIIIOUSHBI 3 aHAJIN3a 0€30CHOBATENbHO WIIM HA OCHOBAHMSX, BBI3bI-
BAIOLIMX OIACEHHs, B YaCTHOCTH, €CIIH PE3YJIbTaThl OJaroNnpusTCTBYIOT UCIIBITYEMOMY ITpe-
HapaTy WIN €CII peleHHe(s) UCKIIOUHUTD JaHHBIE ClIeJIaHbl [I0CIIe PA30CIIeIICHUS TAHHBIX;

12) HenpaBaONOA00-HOCTH U (MJIH) HECO-
IJIaCOBAaH-HOCTh MPEJOCTaBICH-HBIX KITHHH-
YECKUX JAHHBIX:

pe3ybTaThl IPOTUBOPEYAT U3BECTHBIM JIMTEPATYPHBIM JaHHBIM WU IpYTHM pe3yjbTaTaM Uc-
CIICJTOBAHMIA;

JTaHHBIC C HEOOBIYHOW TEHACHIMEH MIIM aHOMAJILHOM BEIMYMHON BapHallMy WM KpaiiHe Ma-
JIBIMH OTKJIOHEHUSIMU (BBICOKAs MJIM HU3Kasi BapHaOeIbHOCTh IMapaMeTpoB 3P EKTUBHOCTH,
KOTOpBIE NMEIOT BBICOKYIO HJIM HU3KYIO €CTECTBEHHYIO BApHAOEIbHOCTD; HENPEABUICHHO
HU3KHUE MMOKA3aTel COOOIIECHHH O (CEphEe3HBIX ) HEXKENATEIbHBIX SIBICHUSIX UIIH COMYTCTBYIO-
LIMX JIEKapCTBax);

HEIIOCJICAOBATEIIbHBIC, HENIPABUJIBHBIC MJIW HETIOJIHBIC PETUCTPALA U PENIOPTUPOBAHUE JaH-
HBIX!

HeIpaBUIbHbIN 1U3aiiH MHAWBHYaIbHOH perucrpaunonHoi kaptsl (nanee — IPK) (nanpu-
Mep, HONPaBKHU K POTOKOITy He oTpaxeHsl B VIPK);

OTCYTCTBHUC PCIICBAHTHBIX Hepequﬁ JAaHHBIX

HECOTJIaCOBAHHOCTh MEXKY NMEPECUYHAMHA JAHHBIX O MAIUEHTAaX U PEIOPTUPOBAHHBIMU JAHHBI-
MH B OTYCTEC KIIMHUYCCKOI'0 UCCICIOBAHUA,

00JIBIIIOE YHCIIO HETOCTAIOIINX 3HAYCHHH.
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[Ipunoxenue 10
K [IpaBriiam npoBeneHus
(dhapMaleBTUYECKUX UHCTICKITUI
0 HaJUIeXKAIINM
(dhapMaleBTUYECKUM
MpaKkTUKaM

®dopma

dopmMart 10Che HHCIIEKIUHT

1. Conepxanue.
2. KOHTaKThI:
1) ¢ 3anpammuBaronieil CTOpOHOM;

2) ¢ BeAymuM (BEAYIIUMH ) HHCIEKTOPOM (MHCIIEKTOPAMM) U Y4aCTBYIOIIUMU
HUHCIIEKTOPAMU;

3) ¢ OlLICHIIIUKAMH;

4) ¢ 3asBUTENEM U (WJIH) CIIOHCOPOM;

5) ¢ MHCTIEKTUPYEMBIMU JTUIIAMH.

3. JlokyMeHTBI, CBSI3aHHBIC C UCCIICIOBAHUEM (TIPH HATTHYHH ).
[IpenocTaBneHHbIe 3asBUTENIEM U (UJIU) CTIOHCOPOM:

1) npoTokoa 1 monpaBKy;

2) OTYEeT O KJIMHUYECKOM MCCIIeI0BaHUU;

3) Oporropa ucciaea0BaTENS;

4) HezanosHeHHbIE (OPMbI THHOPMHUPOBAHHOTO COTIIACHUS TTAI[UEHTOB;
5) CHIUCOK NalMEHTOB U Ay JUTOPCKUE CIIEBI.
IIpenocraBiaeHHBIE SKCTIEPTOM (OLICHITUKOM):

1) oTUeT 0 KIMHUYECKOM HUCCIIEAOBAHUM (€CIIU MTPUMEHKMO);
2) 9KCTIEPTHBIEC OTYETHI;

3) nepedyeHb BOIIPOCOB;

4) oTBET Ha 3a1poc.



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi 29.01.2025
AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 05.02.2025

e. Fa-1F DTaNOHHbIH KOHTPOJIBHBIHA GAHK HOPMATHBHBIX PABOBBIX AKTOB Jlata peraKunmn 29.01.2025
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE pos
JlaTta ckaunBaHMs 05.02.2025

4. JIoKyMEHTBI, CBSI3aHHBIC C MHCTICKITUEH:

1) 3ampoc MHCTIEKIINH;

2) coCTaB MHCIIEKIIMOHHOM TPYIIIIHI (IIEHTPATBHOMN U IS KaX0TO BEIOPAHHOTO
LEHTpPA);

3) KOHTPaKThI;

4) TOKYMEHTHI 10 TJIAHUPOBAHUIO UCCIIEIOBAHUM.

5. JlokanbHO coOMpaemMbie CBEJEHUS O0IIEH BaXKHOCTU:

JIOKYMEHTBI, U3bSTHIC UM CKOMTMPOBAHHBIE BO BPEMSI MHCTICKIIUH.

6. OTUeThl 00 MHCIIEKIHIX

OTYEThl 00 MHCIIEKIUAX (BKJIFOUAsi OTBETHI HMHCIIEKTUPYEMOTo(bIX) JIUIa (JIUII) U
OIICHKY CBOJIHOTO OTUeTa 00 MHCIIEKITNH (3aKITIOUUTEIbHAS BEPCHS).



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

Penaxnusinay kyHi
Cakray KyHi

e. ‘ ﬂ l ,' DTaJOHHBIH KOHTpO.TII)HHﬁ OaHK HOPMAaTHUBHBIX ITPABOBBIX aKTOB IlaTa penaKium

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

I[aTa CKaYnuBaHUA

29.01.2025
05.02.2025
29.01.2025
05.02.2025

[Ipunoxenue 11
K [IpaBriiam npoBeneHus
(bapMaleBTUYECKUX
MHCHEKIUH 110 HajIeKaIIuM
(dhapMaleBTUYECKUM
MpaKkTUKaM

dopma

OT4eT 0 npoBeieHNH (papMaNeBTUYECKOH HHCIIEKIIUN HA COOTBETCTBHE

HaJJIe:Kallell KIMHUYECKON NPAKTUKH

HanmMeHnoBanue papMaiieBTHUECKOro HHCIEKTOpaTa

aapec, TenedoH, cauT

HaumenoBanue Cy6’b€KTa HHCIICKTUPOBAHUA

Anpec

OcHoBaHUe

1. Pe3rome

HanmeHoBaHMe HHCIIEKTUPYEMOT0 00beKTa
(Hy>HO€ NOJYEPKHYTb):

KonTpakTHas uccrnenoBaresbckasi OpraHu3alus
Cnoncop

Knunuueckasi(ve) 6a3a(sr)

HasBanue 1 IoNHEI afpec oObeKTa

JInuensus

BI/IL[LI JCATCIIPHOCTU KOMIIAaHUHA

Z[aTa TMIPOBEACHUA HHCTICKIINN

JlarHBIE 00 MHCTIEKTOpAX (3KCIIEPTax)

damunus, UM, 0TIECTBO (TIPH €0
HAJIMYUH), TOJDKHOCTh

Homep nncnekuuu (pu HATHYHK)

TlonHOE Ha3BaHME KIMHUYECKOTO UCCIICIOBAHUS

€T HOMEP BEPCUH U JIaTy)

WnentudukaoHHBIN KO IPOTOKOIIA Bepcus (HoMep) u faata (Jirobast omnpaBKa K IPOTOKOIY UMe-

Howmep 3asBku

Homep B MexIyHapOoAHBIX 0a3ax KIMHUYECKUX UCCIICJOBAaHUI

CpOoKH MPOBEICHUS UCCIIETOBAHUS

Wudopmanus o Crioncope:

Ha3BaHUE U aZIpeC OpraHu3anuu, (baMI/IJ'IHﬂ, HUMs1, OTYECCTBO (l'[pI/I €ro HaJ'II/I‘{PII/I) KOHTAKTHOT'O JIMIa




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 29.01.2025

AKTUIEP/IIH ATAIOH 1B OaKplLIay OaHKi Caxray KyHi 05.02.2025
. ‘ ﬂ ,' ,' DTaJOHHBINA KOHTPOJIbHBIN OaHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata pefaKuuu 29.01.2025
Pecnt 6JII/IKI/I KazaxcraH B 2JIEKTPOHHOM BHJE ’ '
y p 2 JlaTta ckaunBaHMs 05.02.2025
Hudpopmanus o 3asBurene:
CrioHcop
Odurnmanbueiii npencraButens CrioHcopa
JInmo mim opranu3anus, ynmoJIHOMOYEHHAs CIIOHCOPOM AT OJa4uy JAHHOTO 3asBICHUS (B 9TOM CITy-
4ae yKa3aTh (haMHJIHIO, UMSI, OTYECTBO (IIPU €ro HAIMYNH) KOHTAKTHOTO JIMIIA, apeC, KOHTAKTHBIC
nanHbie (TenedoH, Gakc, MeKTPOHHAs [T0YTa)
Knuunueckas 6a3a Hazpanue u aapec
Jli1st ccreoBaHui GHOIKBHUBATEHTHOCTH HasBanue u agpec npoBeeHus O1o-
AHAIMTUYECKOHN YaCTH KIIMHUYECKO-
T'O UCCIICTOBAHHUS
Jleranu MHCTIEKIIUN
JlaTa mpoBeneHus
Tun uHCTIEKIUH:

2. Broanas uapopManus
Kparkoe onmcanue cyObeKkTa HHCTICKTHPOBAHUS U HHCIIEKTHPYEMOTO y9acTKa.
Jata(pl) mpeabIayuX HHCTIEKITUN

damuius, M1, 0TYECTBO (IIPH €ro HAIWYUM), JOJDKHOCTh MHCIIEKTOPOB, ITPOBOAMBIINX
IPEABIAYIIYH HHCIIEKIUIO

Cyl1iecTBEHHBIE U3MEHEHUS 10 CPABHEHUIO C MPEABIAYILEH NHCTICKIIUEH
[lenp nHCTIEKITUM

HNucnekTupyemMbie 30HbI

ITepconan opranu3aiuu, y4acTBYIOIIUM B IPOBEACHUN UHCIICKIIUU

I[OKYMCHTI)I MMpCaACTAaBJICHHBIC CY6’I)GKTOM HHCIICKTUPOBAHUA OO IIPOBCACHHA
HWHCIICKIIUH

3. HaGnrogenus u pe3yabTaThl HHCIIEKIUY.

Jns nacnekuuii Ha cootBeTcTBUE GCP:

YHpaBHGHI/IC Ka4y€CTBOM

Iepconan

[omemenns u 060pyroBaHHE

JloxyMeHTanus

Apxus

AchopanmBaﬂ JCATCIIBHOCThb

CaMOMHCITEKITUS

COO6H.ICHI/I$I O HEKCJIATCIbHBIX PEAKIUAX U SABJIICHUAX

OreHKa OCHOBHOTO JIOChE KIIMHUYECKOTO HCCIICIOBAHUS

YHpaBHGHI/IC HCCJIEAYEMBIM JICKAPCTBECHHBIM CPEICTBOM

Paznoe




e.zZarll

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

Penakuusiinay KyHi 29.01.2025

aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 05.02.2025

DTaNOHHBIH KOHTPOJIBHBII G2aHK HOPMATUBHBIX IPABOBBIX AKTOB Jlata pesakiyuu 29.01.2025

b 0L
ecry6nmkn Ka3axcraH B 37IeKTPOHHOM BUJIE Tlata ckaumBanms 05.02.2025

4. 3aKII0YUTEILHOE COBEIIAHUE U OIIEHKA OTBETA CYObhEKTa MHCTICKTUPOBAHMUS:

KomMmMenTapuu npencraBureneil cyobeKTa HHCIIEKTUPOBAHUS, CI€TTaHHBIE B XO/1€

3aKJIIIOYHUTCIIBHOI'O COBCIIAHMA

OHGHKa OTBCTAa CY6T>GKT3 HHCIICKTHUPOBAHUA 110 BBIABJIICHHBIM HCCOOTBCTCTBUAM

JIOKyMeHTBI U (MJT1) 00pasiibl, OTOOpPAaHHbIE B X0/1€ MHCTICKIUH

5. Pe3ynbraThl MHCIEKTUPOBAHUS U PEKOMEHIALINU:

PGSYJ'IBTaTBI HHCIICKTUPOBAHMWA

Pexomennanuu

Otuer o npoBeieHnU (hapMaleBTHUECKOW MHCIIEKIIMN COCTABJIEH U NOJNKCAH:

Benymmii ¢papmarieBTHUeCKUii MHCIIEKTOP (PYKOBOAMTEINb IPYIIIIbI)

(Damunust, uMst, 0OTYECTBO (IIPU €r0 HATMYUH ) TTOATHUCH)

YsieHbl MHCIIEKIIMOHHOW IPYIIIIBI

(damunust, UM, 0OTYECTBO (IIPH €TI0 HATMYUHN ) TTOATHUCH)

(damuust, UM, 0OTYECTBO (IIPU €r0 HATMYUH ) TTOATHUCH)

« »

roja.

Pazpnenbl 6 1 7 3an0JHAIOTCS MHCIIEKIIMOHHOM TpYMION Mociie Moxy4eHus: HGOopMaIiu

110 YCTPAaHCHUTIO BBIAABJICHHBIX HECOOTBETCTBHUI M COTIaCOBAHMUS C Q)apMaHCBTI/I‘-IGCKI/IM

HHCIICKTOPATOM I'OCYAapCTBCHHOI'O OpraHa.

6. Pe3ynbTaThl pacCMOTPEHHS YCTPAHEHUS BBISIBICHHBIX HECOOTBETCTBUI U BBIBOJIbI

HHCIICKIINUH.

Ilepeuens BBI-
SBJICHHBIX HECO-
OTBETCTBUI

Kpanugpuxarms
BBISBIIEHHBIX
HECOOTBETCTBHIA

Wndopmanus 06 ycTpaHEHUHN BBISBICHHBIX HECOOTBETCTBHH (KpaTKOE CO-
JiepiKaHHe KOPPEKTUPYIOIIUX U MPEAYIPEKIAIONINX ISHCTBUIM, TOATBEp-
JKIAIONIUI TOKYMEHT)

OneHka ycTpaHe-
HUSI BBISIBIICHHBIX
HECOOTBETCTBUM

7. 3aKiroueHne

CyObeKT HHCIIEKTUPOBAHUsI, HAMMEHOBaHNE 00BEKTA, yUacTKa, aipec




Ka3aKCTaH PeCﬁyﬁﬂHKaCHHL]H OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTLIep/IiH TANOHIbI OaKplIay OaHKI
“ d' ' DTaJIOHHBIN KOHTPOJIbHBIH OAaHK HOPMATUBHBIX [IPABOBBIX aKTOB
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penakuusiinay KyHi
Cakray KyHi

Jata penaxkunn
JlaTa cCKaunBaHHS

29.01.2025
05.02.2025
29.01.2025
05.02.2025

CoO0TBETCTBYET (HE COOTBETCTBYET) TPEOOBAHHAM Haulexkameil apManeBTHIecKon
IIPAKTHKY (yKa3aTh HAUMEHOBAHUE HaUIexKaIIell (apMalieBTUYeCKON IPaKTHKH).



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxnusinay kyHi
e aKTiIEp/IiH STAIOH/IBI OaKpLIay OaHK] Cakray KyHi
. . ﬂ [ ¥ | DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB Jlata pesakiyuu

PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC
I[aTa CKaYnuBaHUA

29.01.2025
05.02.2025
29.01.2025
05.02.2025

[Ipunoxenue 12
K [IpaBriiam npoBeneHus
(dhapMaleBTUYECKUX UHCTICKITUI
0 HaJUIeXKAIINM
(dhapMaleBTUYECKUM
MpaKkTUKaM

3asiBKa 0 BbIJave cepTH(PUKATA HA COOTBETCTBHE HANJIE/KANAX
(papmaneBTHYECKUX NPAKTUK

(HanMeHOBaHUE TOCYAAPCTBEHHOTO OpraHa)

[Tpocum BBIIATH CEPTU(UKAT HA COOTBETCTBUE TPEOOBAHUSIM HaJICKAIIEH
npou3BoJIcTBeHHOU npakTuku (GMP) unu Hagnexanieit AUCTPUOBIOTOPCKOM

npaktuku GDP)

Ha 00BEKT:

(mosmHOE HaMeHOBaHUE 00BEKTA)

PAacIONOKEHHBIH 110 azpecy:

(agpec oObekTa)

J_—[aHHBIG CY6’bCKTa HHCIICKTUPOBAHUA:

®dopma

HaunmeHnoBaHue HOPpUINYCCKOTO JINIa U (I/IJ'II/I) HHAWBUAYAJIBHOI'O IMIPCAIIPUHUMATCIIA

Opuanaeckuii agpec:

BUH/MWH

No JUNCH3HNH Ha q)apMaHGBTI/I‘-IGCKy}O ACATCIIBHOCTD U ITPUJIOKCHUA K HEH

(Ipu HATUYUHN):

Tenedon, dakc, e-mail:

AJlpec 3IeKTPOHHOM MOYTHI:

CBezieHUs 0 3a9BUTEIE

(pa3paboTuuK, MPOU3BOIUTENH (M3TOTOBUTEIND ), TUCTPUOBIOTOP, JOBEPEHHOE JIUIIO)



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

e. = a' [ | DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB
Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

29.01.2025
05.02.2025
29.01.2025
05.02.2025

Anpec MectoHaxoxaeHus (Tenedon, ¢pakc, e-mail)

JlaTa u HOMEp JOBEPEHHOCTH (KOMUs JOBEPEHHOCTH)

(ITpu pukcupoBaHuM 3asBJIECHUS YEPE3 MOPTAN SJIECKTPOHHAS BEPCHSI)

[Tepuon npoBeaeHNS] NHCTIEKIIUU

Jlns mpon3BoACTBA:
(THI IPOTYKIINH)

JlexapcTBenHas popma

PykoBoaurens

(DaMunus, UM, 0TYECTBO (IIPH €ro HATMYMH ), TOJIHUCH)

Jlaem cornacue Ha cO0p 1 00pabOTKY MEPCOHATBHBIX TAHHBIX OTPAHUYECHHOTO

A0CTYyIIa, COCTABIAIOIINUX OXPaHACMYIO 3aKOHOM TafIHy, COACPIKAIINXCA B

MH()OPMAIIMOHHBIX CUCTEMaX, HEOOXOIUMBIX JJISI IIPOBEICHUS HHCIICKIIUN B

COOTBETCTBUHM C MyHKTOM 4 ctarbu 8 3akoHa PecnyOnuku Kazaxcran «O

INEPCOHATIbHBIX JAHHBIX U UX 3aIIUTE.



e.zZarll

Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 29.01.2025
AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 05.02.2025
}C?Tanogm,lﬁ I;Z)HTpO.TII)HHﬁ 0aHK HOPMATHUBHBIX IPABOBBIX aKTOB JlaTa pesaKiyu 29.01.2025

ecry6nmkn Ka3axcraH B 37IeKTPOHHOM BUJIE Tlata cxaumsars 05.02.2025

[Ipunoxenue 13
K [IpaBriiam npoBeneHus
(dhapMaleBTUYECKUX UHCTICKITUI
0 HaJUIeXKAIINM
(dhapMaleBTUYECKUM
MpaKkTUKaM

dopma

IlepeyeHb OCHOBHBIX TPEOOBAHUI K OKA3aHUIO TOCYIAPCTBEHHOM YCJIYIH

«Bbi1aya cepTU(PUKATOB HA COOTBETCTBUE HAVICKAMMX (hapMaLeBTHUYECKUX

MPaKTHK»

HanmeHoBaHHe rocyiapcTBeHHOM ycimyru «Bpinaya cepTu(HKaTOB HA COOTBETCTBHE HaUIeKAINX (apMaleBTHYSCKHX MpakTUK» HanmeHo-

BaHME TO/IBU/1a TOCYJAPCTBEHHON YCITyTH:

1) Belgaua cepTuduKara Ha COOTBETCTBUE TPEOOBAHUAM Ha UIeKallleil POU3BOACTBEHHOI mpakTik GMP);

2) Bblja4a cepTU(HKaTa HA COOTBETCTBHE TPEOOBAHUAM HaIexkalel qucTpuobloTopekoii npakruku (GDP).

1.

HanMeHoBaHHe ycayrozare-
TSt

Komurer MeauuuHckoro u papmaneBTHIecKkoro KOHTpossi MuHHUCTepCTBa 31paBooxpaHeHus Pec-
my6iauku Kazaxcran

2. | CrocoOsI mpemocTaBieHus Mo Bcem moBHaaM: Beb-moprain «2JIeKTPOHHOTO MPaBUTENIBCTBA»: WWW.egov.kz, www.elicense.kz
TOCYAapCTBCHHON YCIIyTH (manee — mopTan)
3. Cpok okazaHus rocyaap- 1o Bcem noxBumam:
CTBEHHOM yCITyTH Beiaua ceprudukara - 2 (j1pa) pabouux JHs;
4. dopmy oKazaHUs Tocyaap- ITo BceM moaBumam:
CTBEHHOM yCITyTH 3JIEKTPOHHAs (YACTHYHO aBTOMATH3UPOBAHHASN)/6yMaKHas
5. Pe3ynbrat okazanus rocy- 1) Bomaua cepTudukara Ha COOTBETCTBUE TPEOOBAHUSIM Ha UICKAIIEH MPOU3BOICTBEHHO MPAKTHKH
JTApCTBEHHO# yCiIyru (GMP);
2) Bblgava cepTu(HKaTa Ha COOTBETCTBHE TPEOOBAHHSAM HaJICKAIICH AUCTPUOBIOTOPCKOM MPAKTHKH
(GDP);
3) MOTHBUPOBAHHBIH OTKa3 B OKa3aHUH I'OCYapPCTBEHHOMN yCIIyrH COTJIACHO MPUIIOKEHHIO 16 K Ha-
crosiumM [IpaBunam.
6. Pa3mep mnatsl, B3uMaeMoii ¢ lNocynapcTBeHHas ycimyra oka3sIBaeTCsl OECIIaTHO
YCIyronony4aress Ipu OKa-
3aHUU TOCYAApCTBEHHOMN
YCIIYTH, U CIIOCOOBI ¢ B3H-
MaHUs B CITy4asix, pery-
CMOTPEHHBIX 3aKOHOJATEIb-
ctBoM Pecnyonuku Kazax-
CTaH
7. I'paduk pabotsl yciyromare- 1) yenyroaarens — ¢ oHeeIbHUKA IO ISITHHUILY, B COOTBETCTBUU C YCTaHOBJICHHBIM rpadukom pado-

7151 1 00BEKTOB MHpOPMAITN

THI ¢ 9.00 10 18.30 yacoB, 3a HCKIFOUYCHNEM BBIXOIHBIX U NPAa3JHUYHBIX JHEH, cornacHo TpynoBomy
konexcy Pecry6unku Kaszaxcran ¢ nepepbsiBoM Ha 06en ¢ 13.00 gacos 1o 14.30 yacos.

2) nopraia — KpyrioCyTOUYHO, 32 HCKJIIOUEHUEM TeXHUUECKUX I€PEPBIBOB B CBSA3HU C IIPOBEAECHUEM pe-
MOHTHBIX paboT (TIpH 0OpalieHuH YCIyTOIOTydaTells IOoCIe OKOHYaH!SA pabouero BpeMeHH, B BEI-




e.zZan

Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 29.01.2025

aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 05.02.2025
OTaIOHHBIH KOHTPOIBHBIA 6aHK HOPMATHUBHBIX IPABOBBIX AKTOB Jlata pesakiyuu 29.01.2025
Pecry6nmkn KazaxcraH B 371eKTPOHHOM BHJIE Tlata ckaumBanms 05.02.2025

XOJIHBIC M TIpa3AHUYHbIE JJHU coracHo TpynoBomy koaekcy Pecryonmuku Kazaxcran npuem 3assie-
HUS U BBIJIa4a pe3ysibTaTa OKa3aHHs IOCyJapCTBEHHOH yCIIyTH OCYIECTBIIICTCS ClIeLyIonMM pabo-
YUM JTHEM).

[lepeueHp TOKyMEHTOB U
CBeJICHHH, UCTPEOYEMBIX Y
YCIIyTONOIy4aTess A OKa-
3aHUS TOCYJapCTBEHHOM
YCIIyTH

Jlnst mostydeHust cepTudguKara Ha COOTBETCTBHE TPEOOBAHMSM HAUTSKAIIEH POU3BOACTBEHHON
npaktuku (GMP) u (11n) cepTudukara Ha COOTBETCTBUE TPEOOBAHUIM Ha UICKAIIIEH TUCTPUOBIO-
Topckoi npaktuku (GDP) — 3asiBka no opme cornacHo npunoxenuo 12 k Hacrosum [IpaBunam.

OcHOBaHUsI 171 0TKa3a B
OKa3aHUH T'OCYIapCTBEHHON
YCIIyTH, YCTAHOBIICHHBIC 3a-
koHamu PecnyOnuku Kazax-
CTaH

1) ycraHOBIIEHHE HEJJOCTOBEPHOCTH JIOKYMEHTOB, IIPE/ICTABICHHBIX YCIyTONOIydaTeIeM JUIs TI0ITy-
YEeHUS TOCYAAPCTBEHHON YCIIyTH, U (MJIH) TaHHBIX (CBEICHUI), COEPIKAIUXCS B HUX;

2) HECOOTBETCTBHE YCIYTOIIOIydaTeNns U (MIIH) IpeICTaBICHHBIX MAaTEpPUAIoB, TaHHBIX U CBEICHHH,
HEeoOXOJUMBIX JIs OKa3aHHSA FOCYAapCTBEHHOH yCIyrH, TpeOoBaHHAM HacTosmux [1paBui.

10.

HWHble TpeOOBaHUS C yU4eTOM
0COOEHHOCTEH OKa3aHus Io-
CYAapCTBEHHOH yCITyTH

Vesyrononydarenb UMEeT BO3MOXKHOCTD MOTyYSHHsT HH(POPMAIIMHU O MOPSAKE U CTATYCEe OKa3aHusl
roCyIapCTBEHHOM YCIYTH B PEXKUME YIAICHHOTO A0CTYIIa Yepe3 MOPTal - B «JIMIHOM KaOHHETe», a
TaKOKe eIMHOT0 KOHTAKT-LIEHTpa. KOHTaKTHBIE TeeOHbI CIIPABOYHBIX CIY)KO 110 BOIIPOCaM OKa3a-
HUS TOCYIApCTBEHHOM YCIyrH YKa3aHbl Ha HHTepHET-pecypce KoMuTeTa MeIUIIMHCKOTO 1 (papma-
LEBTUYECKOr0 KOHTPOJIst MuHHCcTepcTBa 3apaBooxpanenus Pecnyonuku Kazaxcran kmfk@dsm.gov.
kz. Homepa TenedoHOB €IMHOTO KOHTAKT-LEHTPA [0 BOIPOCAM OKa3aHHs rOCyIapCTBEHHBIX YCIYT —
1414, 8-800-080-7777.




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

Jata penaxkunn
Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

I[aTa CKaYnuBaHUA

29.01.2025
05.02.2025
29.01.2025
05.02.2025

[Ipunoxenue 14
K [IpaBriiam npoBeneHus
(dhapMaleBTUYECKUX UHCTICKITUI
0 HaJUIeXKAIINM
(dhapMaleBTUYECKUM
MpaKkTUKaM

EBpa3uiicknii 3KOHOMUYECKUI COK03

(HaMMeHOBaHMe YIIOJTHOMOYECHHOI'0 OPraHa)
Cepruduxar

COOTBETCTBHUA MPOMU3BOACTBA JICKAPCTBCHHLIX CPEACTB

TPeOOBaHMSAM NMPABUJI HAJIeKaleld MPOU3BOICTBEHHON NMPAKTHKH

EBpa3uiickoro 3K0HOMH4€eCKOro co13a

Ne GMP/EAEU/KZ/000XX-20XX
(yueTHblif HOMep cepTudukaTa)

Cpok aencTBus ¢ o

dopma

BBI)IaH I10 UTOraM poOBEACHUSA (I)apMaHeBTquCKOﬁ HHCIICKIIUH B COOTBETCTBUHU

c [IpaBunamu npoBenenus papMaleBTUUECKUX UHCIICKIINMA, YTBEPKACHHBIMH

Pemenuem CoBera EBpasuiickoil saxoHOMUYECKON KoMuccuu oT 3 HOsiOps 2016 roma Ne
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(mosIHOE M COKpalIEHHOE HAMMEHOBAHUs YIOJIHOMOYEHHOTO OpraHa)

MOATBEPKIAET CIEAYIOIIEE:

npoBejieHa (papmalieBTUUECKasi HHCIICKITUS

(1oJIHOE HAaUMEHOBAHUE POU3BOIUTEIS)

(ampec MPOU3BOACTBEHHOM ILIOIIAIKH)

Ha OCHOBaHMM (yKa3aTh OJTHO U3 CIETYIOIIETO):
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3asiBiieHHs Ne Ha MoJlydeHHue pa3perieHus (JIMLEH3UN) Ha OCYIIECTBICHHUE
NEeATENbHOCTHU 10 MTPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJICTB;

rJ1aHa mpoBeaeHus (hapMaleBTUUECKUX WHCIICKITNH, KaK JepiKaTessl pa3perieHus

b

(JIMUEH31M ) Ha TPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB Ne

3asaBiieHUs Ne Ha PETUCTPALINIO JIEKAPCTBEHHBIX CPEJICTB;

(MHOE OCHOBaHME)

Ha ocHoBanumn CBeLleHI/II\;I, TIOJTYUYCHHBIX IPU MIPOBEACHUU HHCIICKTUPOBAHMSA, ITOCJICAHEE N3 KOTOPBIX
OBLIO IIPOBEJACHO

s

(mata, epuo)

YCTaHOBIIEHO, YTO JJaHHOE (hapMaleBTUYECKOE MTPOU3BOICTBO COOTBETCTBYET
TpeboBanusM [IpaBuil HajuIexkKalel Tporu3BOICTBEHHON MPaKTUKU EBpasuiickoro
DKOHOMHUYECKOTO COK03a, SKBUBAIEHTHBIX [ [puHimnam u PykoBoacTey EBponernckoro
COI03a IO HA/JIEKAILEH MPOU3BOJICTBEHHOM MTPAKTUKE JIEKAPCTBEHHBIX CPEJICTB IS
MEIULMHCKOIO U BETEPUHAPHOr0 MPUMEHEHHUS U npuHuunaM Cuctemsl
coTpyanuuectBa dapmaneptudeckux nacnekuuit (PIC/S).

Hacrosmumii ceprudukaTt oTpaxkaeT cTaTyc IpOM3BOICTBEHHOMN IJIOMIAKHA Ha
MOMEHT NpoBeJeHUs (hapMaleBTUUECKON HHCIIEKIINH U 110 UCTEYEHHUH OoJiee 3 JIET OT
JaThI ITOCJIETHETO THS MTOCJIETHErO0 NHCIIEKTUPOBAHMS HE MOXKET CUATATHCS
JOKYMEHTOM, CBHUJIETEIBCTBYIOLIUM O CTaTyce cOOTBETCTBUS. CpOK EeHCTBUS
cepTu(uKaTra MOXKET ObITh COKPAILEH IPHU UCIOIb30BAHUH COOTBETCTBYOLIUX
MPUHIIUIIOB YIIPaBJICHUS PUCKaMU MTPU HAJIMYUU COOTBETCTBYIOIIEH 3aMKUCH B MOJIE
«OrpaHnyeHus WIH MOSCHUTEIbHBIE 3aMETKH, Kacarolrecs: 00J1acTy MPUMEHEHHUS
HACTOSIET0 CepTU(PUKATAY.

CepTI/I(bI/IKaT ABJIACTCA I[GI?ICTBHTGJ'IBHI)IM B CJIy4ac IIpCACTaBJICHUA BCCX €TI0
JHUCTOB (KaK OCHOBHBIX JIUCTOB, TaK 1 JOIIOJHUTCIBHBIX HI/ICTOB).

AyYTEHTUYHOCTD (IIOJAJTMHHOCTH) HACTOSAUIETO CEPTU(PUKATA MOKHO ITPOBEPUTH B
0a3e JaHHBIX

(HaMMEHOBaHHUE YIOJIHOMOUYSHHOIO OpraHa)

Ecnu ceptudukar He npeacTaBieH B yKa3aHHON 0a3e JaHHBIX, CIETYET
00paTUTHCS B YIIOJITHOMOUYEHHBIN OpraH, €ro BhIIABIINH.

(y4eTHbIit HOMep OaHKa)

(IOTOTHUTETBHBIN JUCT)
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.HeKapCTBeHHLIe cpeacrsa A4yt MEJUIUHCKOIO NPUMEHEHU ST

.HCKapCTBCHHLIe npenapatsl JIst KIMHUYCCKUX HCCIIeI0BaHUT (HCHLITaHPIﬁ)

Kon

HaumenoBanue

1. HpOHSBOI{CTBCHHBIC onepanvy — JICKapCTBCHHas IPOAYyKIIUs

1.1

CrepuibHast IPOIYKLMS

1.1.1 [Ipou3BoanMasi B aCENTUYECKHUX YCIOBUAX (ONEpaii 00pabOTKH JUIs CIEAYIOIINX JIEKAPCTBEHHBIX (opM):

1.1.1.1. )Kuznkue nexapcTBeHHBIE (OPMBI OOIBIIOTO 0OBEMA

1.1.1.2. XKuaxwue siekapcTBeHHbIE (POPMBI Majloro oobema

—

.1.1.3. JInopunuzatst

—

.1.1.4. TBepble ekapcTBeHHbIE HOPMBI M MIMILTAHTATHI

—

.1.1.5.Msrkue snekapcTBeHHbIE HOPMBI

—

.1.1.6. [Ipouast mpoayKIusi, IPOU3BOIMMAs B ACCTITHYECKUX YCIOBHSIX (ykazaTp)

—

.1.2. Tlonsepraemast puHULIHON cTeprn3anyy (orepay 00pabOTKH JUIsl CIEIYIOMNX JIEKAPCTBEHHBIX (OPM):

—

.1.2.1. Kunkue nexkapcTBeHHbIE HOPMBI OOIBIIOTO 00beMa

—

.1.2.2. Kunkue nexkapcTBeHHbIE HOPMBI MAJIOTO 00BEMa

—

.1.2.3. TBepable ekapcTBeHHbIE HOPMBI U MIMILTAHTATbI

—

.1.2.4. Msirkue nekapcTBeHHbIE (hOPMBbI

—

.1.2.5. Ipouast npoxykuus, noasepraeMasi GUHHUIIHON CTEPUIIN3AINN (yxazaTp)

—

.1.3. Bolnyckaromuii KOHTpOJIb KauecTBa (BBIITYCK CEpPUH)

1.2

HecrepuibHas npoaykuus

1.2.1. HecrepuibHasi IpOAyKIHMs (TEXHOJIOTHYECKHUE ONIEPaLluy JJIsl ITOJY4YEHHS CIIETYIOLINX JIEKapCTBEHHBIX (OpM):

1.2.1.1. Kancynsl B TBep0it 000104Ke

1.2.1.2. Kancynsl B MSrkoit 06oiouke

1.2.1.3. J)KeBarenbHble 1eKapcTBEHHbIE (GOPMBI

1.2.1.4. UMnperaupoBaHHbIe JIeKapcTBEHHbIE HOpMBbI

1.2.1.5. XKunkue nexapcTBeHHbIe GOPMBI Il HAPYKHOT'O IPUMEHEHUS

1.2.1.6. XXunkue nexapcTBeHHbIe GOPMBI Il BHYTPEHHErO IPUMEHEHHUS

1.2.1.7. MeauuMHCKHUE Ta3bl

1.2.1.8. [Ipouue TBepAbIE JIEKAPCTBEHHBIE (HOPMBI

1.2.1.9. IIpenapatsl, HaXOSAIKECS O] IABICHUEM

1.2.1.10. PaxnoHyKIHHbIC FeHEPaTOPBI

1.2.1.11. Msrkue jgekapcTBeHHbIE (OPMBI

1.2.1.12. Ceuw (cymnmno3uTopun)

1.2.1.13. Tabnerku

1.2.1.14. TpanciepMaibHbI€E IIACTHIPU

1.2.1.15. IIpoyas HecTepuiIbHAS IPOLYKLIUS (yka3atb)

1.2.2. Belmmyckaromuii KOHTpoJIb KayecTsa (cepThdukaius cepun)

1.3

buonornueckas JICKapCTBECHHAs MPOAY KLU

1.3.1. buonoruyeckas JeKapcTBEHHAast IPOILYKIHS:

1.3.1.1. IIpoxyKThl KPOBH

1.3.1.2. UMmyHOOHOMIOTHYECKasT PO KLU

1.3.1.3. [Ipoaykuust HA OCHOBE COMAaTHYECKHX KIETOK (IPOLYKIHS JUlsl Teparui COMaTUYECKUMU KIIETKaMH)
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1.3.1.4. 'eHoTepaneBTHYECKAs IPOLYKLIHS

1.3.1.5. buorexHomornueckas mpoayKIust

1.3.1.6. IIpoayxkiusi, BbIACIEHHAS U3 )KMBOTHBIX HICTOYHUKOB MJIM OPraHoB (TKaHEH) YenoBeKa

1.3.1.7. TkaHenHxeHepHas NPOLYKIMs (IPOAYKIHUS TKAHEBOH MHXKEHEPHN)

1.3.1.8. IIpouast Ouonorudeckas JeKapcTBEHHas IPOILYKIHs (yka3arb)

1.3.2. Beimyckaromuii KOHTpoJb (cepTuduKanus cepun) (epeucHb BUI0B IPOYKIIH):

1.3.2.1. IIpoxyKTBI KpOBH

1.3.2.2. UMmyHOOHOMIOTHYECKasT POy KLU

1.3.2.3. IlpogyKIust Ha OCHOBE COMAaTHYECKUX KJICTOK (IIPOIYKIHS JUIsl TEPAITHA COMAaTHUECKHMH KIIETKaMH)

1.3.2.4. 'enoTepaneBTHYeCcKas POILYKIHs

1.3.2.5. buotexHonoruyeckas npoayKIus

1.3.2.6 IIpoaykuust, BeIACIECHHAS M3 )XMBOTHBIX HCTOYHHKOB WMIJIM OPraHoOB (TKaHEH) denoBeka

1.3.2.7. TkaHenHxeHepHas NPOLYKIHs (IPOAYKIHS TKAHEBONH MHXKEHEPHN)

1.3.2.8. IIpouast Ouonorudeckas JeKapCTBEHHas IPOLYKIHs (yka3atb)

1.4

HquaH JICKapCTBEHHAs NPOAYKI U UIH IIPOU3BOACTBEHHAS ACATCIIBHOCTD

1.4.1. IIpousBoacTBo:

1.4.1.1. PactutenbHas poyKIus

1.4.1.2. 'omeonaTuueckas IpOAyKIHs

1.4.1.3. IIpoyas npomyKuus (yxa3zatp)

1.4.2. Crepunmzanus papMaleBTHYECKUX CyOCTaHIMIA, BCIIOMOTAaTEIEHBIX BEIECTB, TOTOBOM MPOAYKIINH:

1.4.2.1. ©unbrpanus

1.4.2.2. CyxoxapoBast CTepHIH3aLHs

1.4.2.3. Crepunusanus nmapom

1.4.2.4. Xumuueckas CTepuIn3aLus

1.4.2.5. Crepunu3anus raMMa-u3Iy4eHUEM

1.4.2.6. Crepuin3anys 371€KTPOHHBIM U3JIy4eHHEM

1.4.3. IIpouee (yka3arb)

1.5

VnakoBka

1.5.1. IlepBuuHas ynakoBka:

1.5.1.1. Kanicynsl B TBep0i 000104Ke

1.5.1.2. Kancynsl B MSrkoit 06osiouxe

1.5.1.3. XKeBarenbHble 1€KapCTBEHHbIE (HOPMBI

1.5.1.4. UMnperaupoBaHHbIe JIeKapcTBEHHbIE HOpMBbI

1.5.1.5. XKunkue nexapcTBeHHbIe GOPMBI Il HAPYKHOT'O IPUMEHEHUS

1.5.1.6. XXunkue nexapcrTBeHHbIe GOPMBI Il BHYTPEHHETO IPUMEHEHHUS

1.5.1.7. MeauuuHCKHE ra3sl

1.5.1.8. [Ipouue TBepAbIE JIEKAPCTBEHHBIE (HOPMBI

1.5.1.9. IIpenapatsl, HaXOSALIKECS O] IaBICHUEM

1.5.1.10. PaxnoHyKIMHBIC FeHEPATOPBI

1.5.1.11. Msrkue jekapcTBeHHbIE (OPMBI

1.5.1.12. Ceuu (cymnmno3uTopuu)

1.5.1.13. Tabnerku
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1.5.1.14. TpancaepMalibHbIE TUIACTHIPH

1.5.1.15. Ilpouast HecTepuIIbHAS JIEKAPCTBEHHAS ITPOLY KLU (yka3atb)

1.5.2. BropuyHas ynakoBka

1.6

KonTposs kauecTBa

1.6.1. Mukpo6HoI0rHyecKie UCIIbITaHuUs: CTePUILHOCTD

1.6.2. MuKpoOMOIOrHYecKHe UCIIBITAHUS: MUKPOOHOJIOTHYECKAsh YUCTOTA

1.6.3. Xumnueckue (pu3nuecKkue) UCTIbITAHHS

1.6.4. brojoru4yecKkue UCIbITaHUs

B oTHOIIEHNHN JTFOOBIX OFpaHI/IqCHI/II‘/'I NI HOﬂCHCHHﬁ, OTHOCAUIUXCS K JaHHBIM IIPOU3BOACTBCHHBIM Oll€palivsIM (3a HCKIIIOYCHUEM CI1y4acB,

Koraa MnosiCHCHHE SABJISICTCA OGIIIHM KOMMECHTApHUEM K IIporeccaM Ha IPOU3BOACTBEHHOM 06’LCKT6), rae Obl HU TIPUMCHSIINCH 3T OIrpaHUYC-

HHS W

JIM MIOSICHEHHUS, HeOOXOMMO BKIIFOUATh OTCBUIKY K COOTBETCTBYIOIIEMY HOMepY IIyHKTa cepTudukata GMP.

2. Um

MOPT JIEKApPCTBEHHOM NPOAYKIUH

2.1

KoHnTpoups kauecTBa HMIOPTHPYEMOI! IeKapCTBEHHOM NPOLYKIIHU

2.1.1. MuKpoOHOIOTHUECKUE UCIIBITAHUS: CTEPHIBHOCTD

2.1.2. MuKpOOHOJIOTUYECKUE HCIIBITAHUS: MUKPOOHOJIOTHYECKas YUCTOTA

2.1.3. Xumuyeckue ((pu3n4ecKue) UCTIbITAHHS

2.1.4. Buonornyeckue UCIbITAHUS

22

Cepruduxanus cepruu UMIOPTHPYEMOH JIeKapCTBEHHOH IPOTYKIIHH

2.2.1 CrepunbHast TPOIYKIHS:

2.2.1.1. Ilpon3BoaumMasi B aCEITHYECKUX YCIOBHAX

2.2.1.2. Ilonsepraemasi pUHUIIHON CTEPHIN3ALUK

2.2.2. HectepuinbHas MpOAyKIHs

2.2.3. buonornueckas JeKapCcTBEHHAst IPOTYKITHSL:

2.2.3.1. IlpoaykTsl KpoBH

2.2.3.2. UMMyHOOHOIOrHYECKast IPOLYKIIUS

2.2.3.3. Ilpoaykiys Ha OCHOBE COMAaTHYECKUX KIETOK (TIPOLYKINUS I TEPAHH COMaTHIECKUMH KIICTKAMH)

2.2.3.4. I'eHoTepaneBTHYECKast MPOIYKIUSI

2.2.3.5. buoTtexHomorn4yeckas npoayKIus

2.2.3.6. Ilpomyxkiys, BeIACIEHHAS U3 )KUBOTHBIX HCTOYHUKOB MIIM OPraHOB (TKaHEH) JyemoBeka

2.2.3.7. TkaneuHxeHepHas NPOLYKIHs (IPOAYKLHUs TKAHEBON MHKEHEPHU)

2.2.3.8. [Ipouast bnonoruveckas JeKapCTBEHHAsK TIPOTYKIHS (yxa3atp)

23

[Ipouast neqaTenbHOCTh 10 UMIIOPTY (BBO3Y)

2.3.1. [Inomanka HpuU3MIecKOro UMIOpPTa (BBO3a)

2.3.2. IMnopt mpoMe)KyTOYHOW MPOIYKIHH, TI0IBepraoleiics qaipHeimei o0opadoTke

2.3.3. Ilpouee (yxa3aTp)

3. IIpou3BOACTBEHHBIC OIEpaiy — (hapMaleBTUYECKUE CyOCTaHINU

Dapm

aleBTHYECKas cyOcTaHuus (CyOCTaHIMu):

3.1

HpOPI?:BO[[CTBO (bapMaI_[CBTI/I'-IeCKI/IX Cy6CTaHI_II/Iﬁ METOAOM XUMHUYCCKOI'0O CHHTE3a

3.1.1. I[Ipou3BOACTBO NPOMEKYTOUHBIX MPOLYKTOB (hapMalleBTHUECKOH CyOCTaHIMU

3.1.2. I[Ipou3BOACTBO HEOUHMILCHHO! (hapMaleBTHUECKON CyOCTaHINU

3.1.3. Coneobpa3oBaHue (OYHUCTKA): yKa3aTh (HAIPUMEP: IIePEKPUCTAIIIN3ALIHS)

3.1.4. Ilpouee (ykazaTb)

32

HpOPI?:BO[[CTBO (bapMaI_ICBTI/I'-IeCKI/IX Cy6CTaHI_II/Iﬁ METOAaMH BbIACICHUS U3 ITPUPOAHBIX HCTOYHUKOB
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3.2.1. Brinenenue (bapMaLIeBTI/IquKPIX Cy6CTaHIlHﬁ N3 UCTOUYHHUKOB PACTUTECIIBHOI'O IIPOUCXOKIACHUSA

3.2.2. Brinenenue (bapMaLIeBTI/ILICCKI/IX Cy6CTaHI_[I/II\/'1 N3 UCTOYHHUKOB )XUBOTHOI'O ITPOUCXOKIACHUS

3.2.3. Beigenenue apManeBTHUECKUX CyOCTaHIMI U3 OPraHoB (TKaHEiH) yenoBeka

3.2.4. Brinenenue (bapMaLIeBTI/ILICCKI/IX Cy6CTaHI.[Hﬁ N3 HCTOYHHUKOB MUHEPAJIBHOI'O ITPOUCXOKICHUS

3.2.5. Monuduxkaiys BbLICIEHHONH (apMaleBTHUECKOH CyOCTaHIMH (YKa3bIBAaeTCd HCTOUHUK M3 ITyHKTOB 3.2.1 —3.2.4)

3.2.6. OuncTKa BBIICICHHON (hapMaleBTHUECKON CyOcTaHIMH (YKa3bIBaeTCs UCTOUHUK U3 IMyHKTOB 3.2.1 —3.2.4)

3.2.7. Ilpouee (yka3atb)

33 [Ipou3BoacTBO (hapManeBTUUECKUX CyOCTAHIIMI C HCIOIB30BaHUEM OMOJIOTMYECKUX IPOLIECCOB

3.3.1. ®epmenTaHSA

3.3.2. I[Ipou3BOACTBO C UCIONIB30BAHUEM KIIETOUYHBIX KYJIBTYP

(yKasarh THIT HCTIOJIb3yEMbIX KJIETOK) (10l yKa3aHHEM THIIa KJIETOK TOHUMAETCS X TUIIOBAs CHEU()UUHOCTD, JIMHKS, ITAMM H IIPO-
qee)

3.3.3. Brigenenue (04ncTka)

3.3.4. Monuduxarus

3.3.5. IIpouee (yka3atb)

34 ITpon3BOACTBO CTEPHIBHEIX (hapMaleBTHIeCKUX cyOcTaHnui (pasnenst 3.1, 3.2, 3.3 DOKHBI OBITH 3aII0JIHEHBL, T1I€ IPHIMEHHIMO)

3.4.1. ®apmaneBTHUECKHE CyOCTaHIINH, TIPOU3BOIUMEIC B ACEIITUYECKHUX YCIOBHUIX

3.4.2. dapmareBTHYECKHE CyOCTAHINN, TIOBEpTaeMble (GHHUIITHON CTCPHITU3AINH

3.5 3aBepIIaloIre CTa iy MPOU3BOACTBA (papMaleBTHUSCKHX CYOCTaHIIUH

3.5.1. Craguu ¢usugeckoit 06paboTku (yka3aTb, HaIpUMep: CyIIKa, H3MeIbYEHHE, IPOCEUBAHKE))

3.5.2. IlepBuuHas ynakoBka

3.5.3. BropuuHas ynakoBka

3.5.4. Ilpouee (yka3ath Aj1s onepanui,

HEC OIMKMCaHHBIX BLIHIe)

3.6 KonTposns kadyecTBa

3.6.1. ®usnyeckue (XMMUYECKHE) UCTIBITAHUS

3.6.2. MukpoOnoa0rn4ecKkue UCIbITaHNs (BKIII0Yast HCIIBITAHNE HA CTEPHIIBHOCTB)

3.6.3. MukpoOuoaorn4ecKie UCIbITaHus (MCKITI0Yasi HCTIBITAaHUE Ha CTEPIIIBHOCTD)

3.6.4. bruonornyeckue UCIBITAHUS

4. IIpoune oneparmu — GapManeBTHICCKUE CyOCTaHIUH

(ykazaTp)

OI‘paHH‘{CHH}I WA IOSICHUTCIIBHBIC 3aMCTKH,

Kacaromiuecs obsacTu IIPpUMCHCHUS CCpTI/IqJI/IKaTaI

(Damumms, UMs, 0TIECTBO (IIPH €r0 HAUINYNH), JOJDKHOCTE)  (TIOZIHCH)

(mara moAmMCcaHus, JJ1.MEC.ITIT)

M.IL




Ka3aKCTaH PeCﬁyﬁﬂHKaCHHL]H OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTLIep/IiH TANOHIbI OaKplIay OaHKI
. ‘ d' ,' DTaJIOHHBIN KOHTPOJIbHBIH OAaHK HOPMATUBHBIX [IPABOBBIX aKTOB

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penakuusiinay KyHi
Cakray KyHi

Jata penaxkunn
JlaTa cCKaunBaHHS

29.01.2025
05.02.2025
29.01.2025
05.02.2025

(yuerHbIi HOMep OJ1aHKa)

KomMeHnTapuu, npuBe/ieHHbIe B CKOOKaX MO TEKCTY
cepTuduKara, He OTPAXAIOTCS B cepTH(HHUKATE U HOCAT
nH(MOPMALMOHHEIN XapaKTep.




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxnusinay kyHi
e aKTiIEp/IiH STAIOH/IBI OaKpLIay OaHK] Cakray KyHi
. . ﬂ [ ¥ | DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB Jlata pesakiyuu

PeCl’IyGJII/IKI/I Kazaxcran B OJICKTPOHHOM BHIC
I[aTa CKaYnuBaHUA

29.01.2025
05.02.2025
29.01.2025
05.02.2025

[Ipunoxenue 15
K [IpaBriiam npoBeneHus
(dhapMaleBTUYECKUX UHCTICKITUI
0 HaJUIeXKAIINM
(dhapMaleBTUYECKUM
MpaKkTUKaM

Munucrepcrso 3apaBooxpanenusi Pecnyosuku Kazaxcran
KomMurer MeaMUMHCKOr0 U (papManeBTHYECKOIr0 KOHTPOJIS

dopma

Ceprudukar Ha COOTBETCTBHE TPeOOBAHUIM HAIeKAIIMX hapManeBTHYECKUX

NPaKTHK B cepe oOpameHus JeKAPCTBEHHBIX CPeICTB

No
Jlara BbI1auM « » roja
JleNCTBUTENBHO JI0 « » roaa

Brigan

(moTHOE HAaMMEHOBaHKE, MECTOHAXOXK/ICHUE OOBEKTa)

(HauMeHOBaHHE OOBEKT)

Ha ocHoBanum cBefieHMH, MOTYyYEHHBIX MIPU MPOBEIeHNN (hapMalleBTUIECKOn
WHCIEKIUH,

TIOCIICTHSIS U3 KOTOPBIX ObLIa MPOBEIEHA « » 20 roja v

MMOATBCPKIAACT COOTBCTCTBHUC

(crangapt Haanexamen GpapmarieBTUUECKON MPAKTHUKH)

I'ocynapcTBeHHBIN OpraH, BbIIABIINN CEPTU(PUKAT

(mosTHOE HaMMEHOBaHKE)

PykoBoauTens rocy1apcTBEHHOr0 Oprasa

Damuimst, UM, 0TIECTBO (TIPH €r0 HAJIMYHH) ITOIIHICH



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi
e n aKTiNep/IiH STaNoH bl 6aKbLIay GaHKi Cakray KyHi
. ‘ d DTaNOHHBINA KOHTPOIbHBIH OAHK HOPMATHBHBIX IIPABOBBIX aKTOB Jlata peaKuun

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
JlaTa cCKaunBaHHS

29.01.2025
05.02.2025
29.01.2025
05.02.2025

*Cpoxk nelicTBus cepTu(dUKaTa yKa3bIBaeTCs C JaThl OCIEAHETO JHS MOCIeIHEeN
(dapmalreBTHYECKON MHCIIEKLIUU CYyObeKTa B cepe 0OpallleHus JeKapCTBEHHbIX
CPEICTB.



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 29.01.2025

aKTiAepAiH dTaJoHIbl OaKbIIay OaHKi Cakray KyHi 05.02.2025

. . ﬂ [ ¥ | DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB Jlata pesakiyuu 29.01.2025
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE pos

JlaTta ckaunBaHMs 05.02.2025

[Ipunoxenue 16
K MpaBUJIaM IIPOBEICHUS
(bapManeBTUYECKUX MHCTICKITNN
0 HAITIKAIUM
(dhapMaleBTUYECKUM
MIPaKTUKAM

dopma

[HanmenoBanue [HanmeHoBaHue ycimyroaaTess|

yciyroaaTes|

MoTHBHPOBAHHBIN 0TKA3 B 0KA3aHUU FOCYIaPCTBEHHOM YCJIYIH

Jata Beigaun: [Jlarta Beigauu]
[HanmenoBaHue ycinyromnomayqaTess |
Mecto peructpauun: O0IacTh:
[OGnacts]| Paiion: [PaitoH]
l'opon/nacenennslii myHKT: [["'0poi/HACETCHHBIN MYHKT]
[OusHec-uaeHTUrKanoHHbd HoMep| [BUH]
JlaTa rocynapcTBeHHOM peructpanuu ot [Jlara]
[Iprunna otkasa: [[IpnumHa oTkasza] [LOIKHOCTE MTOANMCHIBAIOMIETO |
[ @amMumus, UMs1, OTYECTBO (IIPU €r0 HAIMYKHU) TIOAMHUCHIBAIOIIETO |

[ JoipkHOCTH moanuchiBaromero] [@amMuiiusi, UMsi, 0OTY€CTBO (MPU €ro HATHYNH ) ]



Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penaxnusinay kyHi
e aKTiIepiH 3TanoH/ bl 6aKbUIay GaHKi Cakray KyHi
. . ﬂ [ ¥ | DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB Jlata pesakiyuu

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
JlaTa cCKaunBaHHS

29.01.2025
05.02.2025
29.01.2025
05.02.2025

[Ipunoxenue 17
K [IpaBriiam npoBeneHus
(dhapMaleBTUYECKUX UHCTICKITUI
0 HaJUIeXKAIINM
(dhapMaleBTUYECKUM
MpaKkTUKaM

Peectp nep:karesieid cepTu(huKaTa HA COOTBETCTBHE HANJIEKALIUX
(papmaneBTHYECKUX NPAKTUK

dopma

HaumeHoBanue, opuandecKuii aj- Anpec o0bekTa Howmep cepruduxara, O6nacth co0T- CBezneHus O MPHOCTAHOB-
pec, TenehoH nepxKarest cCepTudu- | IepKarels cepTu- J1aTa BBIJIauH, CPOK BETCTBHS CTaH- | JICHHH U OT3bIBE CEPTH-
Kara (ukaTa neificTBUs rapTam (ukara

2 3 4 5
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