Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 03.05.2022

aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 30.08.2022
s iGN I DTaJOHHBII KOHTPOJIBHBIH GaHK HOPMATHUBHBIX IPABOBBIX aKTOB JlaTa pesaKiyu 03.05.2022
Pecny6nnku Kazaxcran B 3J€KTPOHHOM BH, pos
ecmryG, a3aXCTaH B SIICKTPOHHO e JlaTa ckaunBaHUS 30.08.2022
KazaxcTtan Pecry6iukachiHbIH JleHcayIIbIK caKTay ITpuka3z Munucrpa MuHuCTepCcTBO 31paBooXpaHeHus PecryOauku
MHHHCTPJIIri 3apaBooxpaHeHus Pecry6mnku Kasaxcran

Kazaxcran ot 27 sHBaps 2021 rona
Ne KP ICM-9. 3apeructpupoBaH B
MuHHCTEpCTBE IOCTULIUH
Pecniy6onuku Kaszaxcran 2 ¢eBpans
2021 roma Ne 22143

OO0 yTBep:kIeHUU MPABUJ NMPOBeAeHNs: papManeBTHYECKHUX
HHCIEKIM M0 HAAJeKAINM (papMaleBTHYECKUM MPAKTHKAM

B cootBercTBuu ¢ myHkToM 6 ctathu 244 Konekca Pecniyonuku Kazaxcran ot 7
utonst 2020 roaa «O 3m0poBbe Hapoaa u cucteme 3apaBooxpanenus» IIPUKA3BIBAIO

1. YTBepauTs npaBuia npoBeacHus GpapManeBTUUECKUX UHCIICKIIUN 110
HaJJIeKaM GapMarieBTUIECKUM MPaKTUKaM COTJIACHO MPWIIOKEHUIO 1 K HACTOSIIEeMy
MpUKa3zy.

2. IIpu3HaTh yTPAaTUBIIUMU CUITYy HEKOTOPBIE MpUKa3bl MUHUCTEPCTBA
3npaBooxpaHeHus Pecrryonuku Kazaxcran mo mepedyHio COrjiacHO MPUIIOKEHUIO 2 K
HACTOSILEMY ITPUKA3y.

3. Komurery meaunmHCKOTo U hapManeBTUYeCKOro KOHTpoJisi MuHucTepcTBa
3npaBooxpaHeHus Pecryonuku Kazaxcran B yCTaHOBIIEHHOM 3aKOHOJATENbCTBOM
Pecny6nuku Kazaxcran mopsinke o0ecnedunTh:

1) rocy1apcTBEHHYIO PErUCTPAIMIO0 HACTOSIIETO TpruKa3a B MUHUCTEPCTBE
roctuiuu PecnyOnuku Kazaxcran;

2) pa3MellleHre HACTOSIIEro MprKa3a Ha UHTEpPHET-pecypce MuHucTepcTBa
3npaBooxpaHenus Pecnyonuku Kazaxcrah;

3) B TeueHue AecITH padoUnX JHEU MOCie roCyJapCTBEHHON pEerucTpannu
HACTOsIIIIEro npuka3a B MunucrepcTse toctuiinu Pecryonuku Kazaxcran
npeacrasiaeHue B Opuanueckuil agenapraMeHT MUHUCTEPCTBA 31paBOOXPAHEHNUS
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PecnyOnuku Ka3zaxcran cBenieHnid 00 UCTIOMTHEHUN MEPONIPUATHH, IPEyCMOTPEHHBIX
NOAMYHKTaMH 1) ¥ 2) HACTOSIIIETO MyHKTA.

4. KoHTpOJIb 3a MCIIOJTHEHUEM HACTOSIIIIETO MPUKa3a BO3JI0KHUTH HA
KypHUPYIOLIEro BUIle-MUHHUCTpA 3/ipaBooxpaHeHus Pecnyonuku Kazaxcran.

5. Hacrosimuit rmprka3 BBOJUTCA B J€WCTBUE 10 UCTEUEHUH AECATH KaJICHIAPHBIX
JTHEH CO JHS IEPBOTO OPHUITMAITBHOTO Oy OJTMKOBAHMS.

MuHucTp 31paBOOXpPaAHEHUA A. ot
Pecny6oimkn Kazaxcran
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[Ipunoxenue 1 k npukasy
MunucTpa 3apaBOOXpaHEHHUS
PecnyOnuku Kazaxcran
ot 27 sauBaps 2021 rona
Ne KP ICM-9

IIpaBuiia npoBenenus papManeBTHUECKUX HHCIEKIMA 110 HAMJIEKAINUM
(apmaneBTHYECKUM MPAKTUKAM

Cunocka. Ilpasuna 6 peoaxyuu npuxaza Murnucmpa 30pasooxpanenus PK om
03.05.2022 Ne KP JICM-41 (8s6ooumcs 6 Oeticmsue no ucmedeHuu 0ecsamu
KAleHOAapHblX OHell nocie OHs €20 Nep8o2o 0PUYUANIbHO20 ONYOIUKOBAHUSL).

I'maBa 1. O0mue moJ1o;keHus

1. HacTosiiue npaBuia nmpoBeAeHus (papMareBTUUeCKUX MHCTIEKITUN 110
HaJJIeKaUM GapMareBTUYECKUM MPAKTUKaM U OKa3aHUS TOCYJapCTBEHHOM YCIyTH
«Bpinaua cepTu@UKaTOB HA COOTBETCTBHE HAJIEKAIUX (HapMaAEBTUUECKUX TTPAKTUK»
(manee — [IpaBuna) pazpaboTaHbl B COOTBETCTBUHU ¢ MMyHKTOM 6 ctathu 244 Konekca
Pecniy6nuku Kazaxcran «O 310poBbe Hapoia M CUCTEME 3/IPaBOOXPAHEHUS (fanee —
Konexc), noamynkrom 1) crateu 10 3akona Pecniyonuku Kazaxcran «O
rOCYJIapCTBEHHBIX yCIyrax» (J1ajgee — 3aKkoH) U ONPEEsiOT NOPSI0K MPOBEICHUS
dapmaleBTHYECKUX MHCIEKIUNA 110 HaJIexKaIuM (papMalleBTUYECKUM MTPaKTUKaM U
NOPSIZIOK OKa3aHUs roCyIapCTBEHHOM ycnyru «Brinaua cepTudukaToB Ha COOTBETCTBUE
HaJJIeXKamXx (papMareBTHUECKUX MPAKTUK.

2. B nHacrosimux [IpaBuiiax uCHOJIb3YIOTCA CIEAYIONINE TTOHATHUS:

1) rocynapcTBeHHas SKCIIepTHAsI OpraHu3ainus B cepe odpalieHus
JIEKapCTBEHHBIX CPEJICTB M MEIUITMHCKUX U3/IETHi ([aee — SKCIepTHAsI OpraHu3aIus)
— CyOBEKT rocyAapCTBEHHOW MOHOIIOJINHU, OCYIECTBIISIONINMA TPOU3BOICTBEHHO-
XO3SIICTBEHHYIO JESTEIBHOCTh B 00JACTH 3[paBOOXPAHEHUS IO 00ECIICUEHHIO
0e3omacHOCTH, 3P(HEKTUBHOCTH M KaUE€CTBA JIEKAPCTBEHHBIX CPEJICTB U METULIMHCKHUX
15669 (H1%0% 8
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2) Hajyexaiue hapMaleBTUIeCKUe MPAKTUKHU B chepe oOparieHus
JIEKapCTBEHHBIX CPEJCTB (Jlajiee — HauIexKauue papmMaleBTHIecKrue MPakTUKK) —
CTaHAAPTHI B 00JIaCTH 34PaBOOXPAHEHHUS, PACIPOCTPAHSIOLINECS HA BCE ITAIbI
YKU3HEHHOT'O 1IMKJIA JIEKAPCTBEHHBIX CPEACTB: HaJIexkKaIlas JlabopaTopHas MpaKTHKa
(GLP), nagnexamas knunuueckas npaktuka (GCP), najgiexaiias mpou3BOICTBEHHAs
npaktuka (GMP), nagnexanias guctpubstoropckas npaktuka (GDP), Hagnexaias
anteuHas npaktuka (GPP), naanexamas npaktuka papmakonanzopa (GVP) u npyrue
HaJuIekKamme GpapMareBTUICCKIE TPAKTUKH,

3) rocyaapcTBeHHBIN OpraH B chepe oOpalieHust TeKapCTBEHHBIX CPEJCTB U
MEIUIMHCKUX U3JIEINH (Jlajee — ToCyAapCTBEeHHBIA OpraH) — rocyapCTBEHHBIA OpraH,
OCYLIECTBJISIOLIMN PYKOBOJICTBO B c(hepe oOpalleHHsl IEKApCTBEHHBIX CPEJCTB U
MEUITMHCKUX U3JIeINI, KOHTPOJIb 32 OOpaIlleHUeM JIEKAPCTBEHHBIX CPEJICTB U
MEUIMHCKUX U3ICIIUH;

4) BeO-nopTal «3JIEKTPOHHOTO MPABUTEILCTBAY (1anee — mopTai) —
nH(OPMAITMOHHAS CHCTEMA, TIPEACTABIISIIONIAs COO0H eIMHOE OKHO JIOCTYTa KO BCEH
KOHCOJIUJIMPOBAHHOM MPAaBUTETHLCTBEHHON WH(MOPMAIINH, BKITIOYasi HOPMATUBHYIO
IIPaBOBYIO 0a3y, ¥ K TOCYJIaPCTBEHHBIM YCIyTaM, yCIyTaM IO BbIaue TEXHUICCKUX
YCJIOBUI Ha MOJKIIOYEHHUE K CETSIM CyOBEKTOB €CTECTBEHHBIX MOHOIIOJIMM U yCIIyram
CyOBEKTOB KBAa3UTOCYIApPCTBEHHOTO CEKTOPA, OKa3bIBAEMBIM B 3JIEKTPOHHOU (popme;

5) peectp dapmaneBTHYECKUX UHCTIEKTOPOB PecnyOnuku Kazaxcran —
AIEKTPOHHBIN MH(GOPMAIIMOHHBIN PECYpC YIIOJTHOMOYEHHOTO OpTaHa B 00J1acTu
3IIPaBOOXPaHEHHUS, COICPIKAIIUI CBEICHHUS O (papMaIieBTUIECKIX MHCTIEKTOpaxX
Pecnybnuku Kazaxcran;

6) rocy1apcTBeHHas yciayra — ojiHa u3 (hopM peann3aiuu OTIeTbHbIX
roCyJapCTBEHHBIX (QYHKIIUN, OCYIIIECTBISIEMBIX B MHIUBUIyIBHOM MOPSIIKE TIO
oOpalleHno uin 6e3 00pallleHHs YCIyTronojayJaTresiel 1 HarpaBIeHHbIX Ha
peanu3aIuio ux Ipas, CBOOO U 3aKOHHBIX HHTEPECOB, MTPEIOCTABICHUE UM
COOTBETCTBYIOIINX MAaTePHAILHBIX WJIM HEMATepUATBHBIX OJIar;

7) hapManieBTUUECKHI HHCTIEKTOP IO HaAJIekKAIIUM (papMalieBTUYECKUM
MpaKkTUKaM — JIUI0, YIIOJTHOMOUYEHHOE Ha OCYIIECTBICHUE (PYHKIIUM 11O MPOBEICHUIO
dapmareBTHYeCKON MHCTIEKIIUU 110 Ha/IekKAIIUM (papMarleBTUISCKAM MTPaAKTUKaAM U
BKJIFOUEHHOE B peecTp dapMalieBTUUECKX HHCIIEKTOpoB PecnyOnuku KazaxcraHn;
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8) dhapmarieBTUYECKHUII MHCTIEKTOPAT M0 HaJIJIeKAIUM (papMarieBTHIeCKUM
pakTUKaMm (nanee — papManeBTUYECKUNA HHCIIEKTOPAT) — CTPYKTYPHBIE MOApPa3AeIeHuUs
roCy/IapCTBEHHOI'O OpraHa B cepe oOpaleHus JeKapCTBEHHBIX CPEJICTB U
MEIUIMHCKUX U3JIEINI, €r0 TepPUTOPUATbHBIC MTOAPa3AeeHUs U (MIM) OpraHu3alus,
omnpenessemMasl yIoJJHOMOYEHHBIM OPraHOM, OCYIIECTBIISAIOIIME UHCIIEKIUIO 32
coOmro/IeHneM HajyIeKamx GpapMaleBTUHIECKUX MPAKTUK Ha JIGKApCTBEHHBIEC CPEICTBA
U TpeOOBaHUM K BHEIPEHUIO, MOAJIEPKAHUIO U OLICHKE CUCTEMbI MEHEJKMEHTA
KauecTBa MEIUIIUHCKUX U3/ICJIUNA B 3aBUCUMOCTH OT MOTEHI[MATIBLHOIO PUCKA UX
IIPUMEHEHUS;

9) papmaneBTHUECKass HHCHEKIUS MO HaAJIeKaluM (papMaleBTUYECKUM
IpaKTUKaM (Janee — MHCIEKIIMS ) — OLIeHKa 00beKTa B cpepe oOpanieHus
JIEKapCTBEHHBIX CPEJICTB C LIEJIBIO ONPEAENIEHUSI €r0 COOTBETCTBUS TPEOOBAHUSIM
HaJuIexKanmx papMaieBTHueckux npakTuk Pecnyonuku Kazaxcran u (uim)
EBpa3niickoro 3KOHOMUYECKOTO COK03a;

10) snextponHas nudpoas nmoanuck (ganee — DIII1) — HAOOP PNEKTPOHHBIX
IIU(POBBIX CUMBOJIOB, CO3JIAHHBIN CPEJICTBAMHU 3JICKTPOHHOM ITU(POBOM ITOAITUCH U
TIOITBEPKAAIOIINI JTOCTOBEPHOCTD AJIEKTPOHHOTO JJOKYMEHTA, €0 MPUHAIC)KHOCTh U
HEHM3MEHHOCTb COJIepP KaHUS.

3. MHcnekust mpoBOUTCS HA COOTBETCTBHE 0OBEKTA CyOBEKTa
WHCIIEKTUPOBAHUS CTaHAApTaM HaJIeKAIUX (PapMarieBTUUECKUX MPAKTHUK,
YTBEPAKIECHHBIM MTPUKA30M UCIIOIHSIOMIETO 00s13aHHOCTH MUHUCTpPA 3/IpaBOOXPAHEHUS
Pecny6nuku Kazaxcran ot 4 deBpans 2021 roga Ne KP ICM-15 «O6 yTBepKaeHUU
HaJyIeXKaIX (papManeBTHUYECKUX MTPAKTUK» (3aperucTpupoBaH B Peectpe
roCyJIapCTBEHHOM perucTpalii HOPMAaTUBHBIX MPABOBBIX akTOB 1o Ne 22167) u
[IpaBun Haexae NpoOU3BOJICTBEHHOW IPAKTUKHA EBPAa3UMCKOTO 3KOHOMUYECKOTO
coro3a, yrBepxkaeHHbIM Pemenuem CoBera EBpa3uiickoil 53KOHOMUYECKOW KOMUCCHUU OT
3 Hos10pst 2016 Toma Ne 77.

I/IHCHGKHI/II/I OCYHICCTBIIAIOTCA:

1) Ha cooTBeTCTBHE TPEOOBAHUSAM HayIeKalel 1adoparopHoi paktuku (GLP),
HajyIexkanie kmuauueckort npaktuku (GCP), Haanexaiel Npou3BoACTBEHHON
npaktuku (GMP), nagnexamieit nuctpuosroropckoit mpaktuku (GDP) cyObekToB,
pacIojIoKeHHBIX Ha TeppuTopun Pecnybnuku KazaxcraH, rocy1apcTBEHHBIM OpraHOM
C IPUBJICYEHUEM UHCIIEKTOPOB €r0 TEPPUTOPHUAIBHBIX MOAPA3AECICHUN;
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2) Ha COOTBETCTBUE TPEOOBAHUSIM Hajyiexaliei anteuHoit npaktuku (GPP)
TEPPUTOPUATIBHBIMU MOJIPA3ICIICHUSIMU TOCYITAPCTBEHHOTO OPraHa;

3) Ha cOOTBETCTBHE TPEOOBAHUSAM HayIeKalel 1adoparopHoi mpaktuku (GLP),
HajyIexKanie kmuauueckort npaktuku (GCP), Haanexaiel npou3BoACTBEHHON
npaktuku (GMP) cyObeKkTOB, pacnoyio:KeHHBIX BHE Tepputopun PecmyOnmku
Kazaxcran, a Takxe nepkareneil perucTpallMOHHbIX YOCTOBEPEHUN HA COOTBETCTBHE
HaJuIexKanie npaktuku papmakonaazopa (GVP), skcnepTHON opraHu3aluei, mo
COTJIACOBAHMIO C TOCY/IAPCTBEHHBIM OPTaHOM.

4. Pacxo/ipl IO OpraHU3aluy U MPOBEACHUIO MHCIIEKIUN SKCIIEPTHOM
OpraHu3alyen HECET 3asBUTENIb HA OCHOBAHUU JIOTOBOPA, 3aKI0YAEMOT0 C SKCIIEPTHOMN
OpraHu3alKel B COOTBETCTBUU C TPAXKITAHCKUM 3aKOHOIATEIHCTBOM PecmyOmmku
Kazaxcras.

5. Ilo cormacoBaHuIO ¢ TOCYIapCTBEHHBIM OPraHOM HMHCIIEKIIUM Ha COOTBETCTBHUE
TpeOOBaHUAM HaJICKAMUX (HApPMAIIEBTUUECKUX MPAKTUK C UCIIOJIHb30BAHUEM CPEICTB
JTUCTAHIIMOHHOTO B3aMMOJICHCTBHUSI, IIOCPEICTBOM ayIM0- M (MJIM) BUICOCBSI3H 0€3
MOCEIIEHUS MPOU3BOJICTBEHHOT0 00BhEKTa CyOheKTa MHCIIEKTUPOBAHUS (J1ajee —
JTUCTAHIIMOHHAS WHCIICKIINS ) IPOBOATCS Ha 00BEKTaX, COOTBETCTBYIOIIEH OTMETKOM B
0TYETE MHCIEKIIUHU B CIAEAYIONTUX CIIydasx:

1) yrpo3bl BOSHUKHOBEHHS, BOSHUKHOBEHHE U JINKBUIALNS YPE3BBIYATHON
CUTyanuu " (MJI1) BOSHUKHOBEHHE YTPO3bI PACIIPOCTPAHEHUS SITUAEMUICCKUAX
3a00sIeBaHUM, MPEICTABISIONINX OMACHOCTH JJIA OKPY’KAIOIIHNX, 3a00JIEBaHUIN U
MOpaYKEHUH, TIOJTYYCHHBIX B PE3YJIbTaTe BO3JCHCTBUS HEOIAroNpHsITHBIX XUMHYCCKHX,
OMOJIOTUYECKUX, PATUAITMOHHBIX ()aKTOPOB;

2) BO3BHUKHOBEHHUE 00CTOSATEIHCTB HEMPEOIOJIMMON CHJIIBI MU HE3aBHUCSIIHUX OT
BOJIM CTOPOH OOCTOSITEILCTB, KOTOPBIE HECYT YTpo3y NMPUUMHEHUS BpeAa KU3HU U
3I0POBBIO MHCIIEKTOPOB (HAMPUMED, MO MOJIUTUIECKUM, MEAUITUHCKUM WU UHBIM
IpUYNHaAM).

6. [Ipu moMOXXUTETEHOM PE3yJIbTaTe JUCTAHITMOHHOW WHCIIEKITUH TTOCTIe
JMKBHJIAIMM CTydaeB, MPEAYCMOTPEHHBIX B IyHKTE 5 HacTosmux [IpaBui, mpoBoauTCs
WHCTIEKIIHSI C TIOCEIICHNEM CyOheKTa MHCIIEKTUPOBAHUS Ha OCHOBAaHUH 3asIBIICHUS
CyObeKTa MHCIICKTUPOBAHMS (J1ajiee — 3asiBJICHUE).

B ciyuae HenpencraBiaeHusl CyObEKTOM MHCIIEKTUPOBAHUS 3asBJICHUS B TEUCHHUE
30 (TpuauaTh) KaJdeHAAPHBIX JHEH MOCIe JIUKBUIALMN CIy4aeB, IPETyCMOTPEHHBIX B
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nyHkTe 5 Hacrosumx [IpaBun, ceprudukar, BbIIaHHBIN B PE3yJIbTaTe JUCTAHIIMOHHOU
MHCHEKIUH, OT3bIBACTCS UM IPUHUMAIOTCSI MEPBI IPEAYCMOTPEHHbIE TPEOOBAHUSIMU
[IpaBun npuoOCTaHOBIEHUS, 3alIpeTa WM U3bATHS U3 OOpalleHus IN0O OrpaHUYEHUs
IPUMEHEHUS JIEKAPCTBEHHBIX CPEICTB U MEIULIMHCKUX WU3/1EIUHN, YTBEPKIECHHBIX
PUKA30M UCIIONHSIOUIEro 00sg3aHHOCTH MUHKCTpa 3/ipaBooxpaHeHus PecryOauku
Kazaxcran ot 24 nekabpst 2020 roga Ne KP JICM-322/2020 (nanee — [IpaBuina
IPUOCTAHOBJICHUS) (3aperucTpupoBaH B Peectpe rocyjapcTBEeHHOM perucrpanuu
HOPMAaTHUBHBIX MPaBOBBIX akTOB 1o Ne 21906).

7. ns mpoBeaeHns HHCIEKIIMU CO3AeTCsd MHCIIEKIIMOHHAS TPYIINA, COCTOSAIIAS
U3 Beymiero ¢papMarieBTHIecKOro HHCIEKTOpa (PYKOBOAUTEIH TPYIIIBI), WICHOB
TPYIIbI, BKIIOYas (papMarieBTUUeCKUX HHCIIEKTOPOB, MPUBIICKAEMBIX KCIIEPTOB U
CTa)XEpOoB.

8. MHCIIeKIIMOHHAs TPYIINa COCTOUT U3 IBYX U OoJsiee (papMalieBTHYECKUX
MHCIIEKTOPOB, BKJIIOYasl BEAYIETro (papMalleBTUYECKOr0 HHCIIEKTOPa (PyKOBOAUTEIS
TPYIIIBI).

TpeboBanus K HHCTIEKIIMOHHOMW TPYTIE, yPOBHIO KBaTU(UKALIUN COTPYTHUKOB
(apMaleBTUYECKOT0 MHCIIEKTOPATa U MPUBJICUYCHHBIX K pa00Te HHCIIEKIIMOHHON
IpyHIbl KCIEPTOB, YCTAaHABIMBAIOTCS MPOLIETypaMU CUCTEMbI KaueCTBa
(apMaleBTUYECKOT0 MHCIIEKTOpaTa B COOTBETCTBUHU € ITpUKa3oM MuHHCTpa
3npaBooxpanenust Pecriyonuku Kazaxcran ot 13 okts6ps 2020 roga Ne KP JICM-129
/2020 «O0 yTBepx)aeHun npaBui GopMupoBaHus hapMaleBTUYECKOI0 HHCIIEKTOpaTa,
BeZIeHUsI peecTpa dpapMaleBTUYECKUX UHCIIEKTOpoB PecnyOnnku Kazaxcram»
(3apeructpupoBaH B PeecTpe rocy1apcTBEHHON perucTpaliii HOPMaTUBHBIX TPABOBBIX
akToB 1o Ne 21435).

9. Ilpu npoBeIeHNN MHCIIEKINH (papMalleBTUUECKUE UHCIIEKTOPBI HE BBICTYNAIOT
B POJIM KOHCYJIbTAaHTOB, COOIOAI0T KOH(PHUIEHIIMAIbHOCTh CBEIEHUH, MTOTY4YaeMbIX B
IIPOLIECCE MOATOTOBKHU U IIPOBEACHUS NHCIIEKIIUH, & TAKKE COXPAHSIIOT
KOH(UACHIINATIBLHOCTD PE3YJIbTATOB MHCIEKLIUU.

I'nasa 2. Ilopsiiok npoBeaeHus1 HHCIEKIUI

10. MHCIEKMst TPOBOUTCS B CIIy4asX, MIPELYCMOTPEHHBIX ITYHKTOM 3 CTaTbU
244 Kopekca.
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11. Ins mpoBeAeHUsI MHCIEKIIMKM HAa COOTBETCTBUE TPEOOBAHUSIM HAJICXKAIINX
dapmalreBTUYECKUX MPAKTUK B chepe oOpalieHus JIeKapCTBEHHBIX CPEJICTB CYOBEKT
WHCIIEKTUPOBAHUS MOJIaeT B (hapMalleBTUYECKUN MHCIIEKTOPAT 3asiBJICHUE COTJIaCHO
npuioxenusM 1 u 2 k Hactosimum [IpaBuiiam.

K 3asBaenuto CY6’[>CKT HHCIICKTUPOBAHWA IpUjiaract CJICAYOINE JOKYMCHTBI:

1) cBeneHuMs 10 JINIIEH3UHU Ha OCYIIECTBICHHE (PapMaIleBTHIECKON IEATETLHOCTH
(Tpu HATMYHH);

2) KOIUIO PyKOBOJICTBA MO KaueCTBY (KOHUEMIMS YIIPABICHUS U Pa3BUTHS
CUCTEMBI KauecTBa CyObEKTa MHCIIEKTUPOBAHNUA );

3) KOMU OpraHU3alMOHHON CTPYKTYPBI U MITATHOTO PACIIUCAHUS OOBEKTA;
4) KOTIUIO J10Che MPOU3BOJACTBEHHOM IIOMIAAKH (ydacTKa) (11 MPOU3BOAUTENCH);

5) mepedeHb JEKapCTBEHHBIX CPEACTB, MPOU3BOIUMBIX Ha MTPOU3BOACTBEHHOM
ionaake (TUIAHUPYEMBIX K MIPOU3BOCTBY) MIPOU3BOAUTEIS UITM MHOCTPAHHOTO
TIPOU3BOMUTENS, B OTHOIIEHUH KOTOPOTO IPOU3BOIUTCSI MHCIIEKTUPOBAaHUE (1151
npou3BouTeNel) Mo GopMe COrflacHO MPUIOKEHUIO 3 K HacToamuM [IpaBunam;

6) nepedyeHb JOKYMEHTUPOBAHHBIX CTAHAAPTHBIX OMEPALIMOHHBIX MTPOLIEYD B
AJIEKTPOHHOM BUJE (Ha 3JIEKTPOHHOM HOCHUTEIE);

7) KOIIMIO OTYETA O PE3yJIbTaTax MPOBEICHUS [TOCIEIHErO0 HHCIIEKTUPOBAHMS
(MpY HATMYUHN);

8) CIMCOK MHCHEKIIM 3a mocaeAHue 5 (MsATh) JeT.
JIOKyMEHTBI TPEIOCTABIISIOTCS HA Ka3aXCKOM H (MJIH) PYCCKOM SI3bIKaX.

12. ®apmanieBTUUECKU MHCTIEKTOPAT PacCMaTPUBAET MPECTABICHHbBIE COTJIACHO
nyHKkTy 11 Hactosimux [IpaBun nokyMeHTHI B TeueHue 15 (marHaanaTh) KajaeHJapHbIX
JTHEM.

[1pu Hamuuuy 3aMeYaHui K MPEe/ICTaBICHHBIM JOKYMEHTAM CYOBEKT
MHCIIEKTUPOBAHUSI YCTPAHSIET YKa3aHHbIe 3aMeuanusi B TeueHue 30 (Tpuauath)
KaJICHIAPHBIX JHEW C MOMEHTA HAMNPaBJICHUS 3aMECUYaHUM.

13. Jlns mpoBeieHus MUCTAaHIIMOHHON MHCTIEKIIUY HAa COOTBETCTBHE TPEOOBAHUSM
HaJJIeXKalel MPOU3BOJICTBEHHON MTPAKTUKH CYObEKT MHCIIEKTUPOBAHUS MTPEIOCTABIISET
JOKYMEHTBI COTJIACHO NMPUJI0KeHUI0 4 k HacTosmuM [ IpaBunam.
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14. B ciyyae nepegauu NpoU3BOAUTEIEM YacTH Mpoliecca MPOU3BOICTBA U (UJIH)
MIPOBEJICHUS aHAIM3a 110 KOHTPAKTY JIPYTroMy JHUILY (2yTCOPCUHT) TOTIOTHUTEIHHO
OCYILIECTBIISIETCS MHCTIEKTUPOBAHKUE ayTCOPCUHIOBOM OpraHu3aiuu, nHGopMarus o
KOTOPOM yKa3bIBAE€TCS B 3asIBJICHUH MPOU3BOAUTENS U TPOU3BOIUTETIEM
oOecrieynBaeTcs MOCEIeHNe ayTCOPCUHTOBOM OpraHu3aiuu.

15. Ins npoBeAeHUsI MHCIIEKIIMK MPU SKCIIEPTU3E JIEKAPCTBEHHBIX CPEICTB
AKCIEPTHAsl OpraHu3allys B X0JI€ TPOBEJAEHUS SKCIIEPTHBIX padOT MpU pEerucTpaiuu,
IIEPEPETUCTPALIMN U BHECEHUSI U3MEHEHHUM B PETMCTPALIMOHHOE JIOCHE JIEKAPCTBEHHBIX
CPEJZICTB HAIPABIISET 3asIBUTENIO YBEJIOMIIEHUE O HEOOXOAMMOCTH MPOBEACHUS
VHCIEKIMU U COTJIaCOBBIBAET COCTAB MHCIIEKIIMOHHOU I'PYIIIBI C TOCYAAPCTBEHHBIM
opraHoM. 3asiBUTEJIb MOJIa€T 3asBJICHUE Ha MpoBeacHUE (hapMalleBTUYECKOM MHCTICKITUU
CyOBEKTOB, PacIoJIOKEHHBIX BHE TeppuTopun Pecniyonuku Kazaxcran, uepes «JIMYHBIN
KaOWHET» MOCPEACTBOM MH(POPMALIMOHHON CUCTEMBI HKCIIEPTHON OpraHu3aIiu.

16. IloBTOpHBIE HHCTEKIIUHU TSI TIOATBEPXKICHUS CYObEKTaMU, TTOTyYUBIIIUMHU
cepTudUKaT 0 COOTBETCTBUU 00BEKTA TPEOOBAHUIM HaIeXKAIINX (PapMaeBTUUECKUX
IIPAKTUK B cepe 0OpalieHus JeKapCTBEHHBIX CPEACTB, OCYIIECTBIISIOIINMHI
IIPOU3BOJICTBO CTEPUIIbHBIX JIEKAPCTBEHHBIX CPEJICTB, a TAKKE Y KOTOPHIX MPHU
NOCJIeIHEe MHCTIEKIMY BbIsABICHBI 10 (J1ecsTh) 1 00Jee CyIeCTBEHHbIX
HECOOTBETCTBHI, MPOBOASITCS B TEUCHUE CPOKA JACUCTBUS cepTU]UKATa HE PEKE OJHOTO
pasa B JiBa roJia B COOTBETCTBUU € Ipa)KOM MHCIIEKIUH, YTBEPKACHHBIM
PYKOBOJUTEIEM FOCYIapCTBEHHOTO OpraHa.

17. ®apmainieBTHYECKUH MHCIIEKTOPAT BKIIOYAET 3asBJICHUE B IpaduK UHCIICKITUI
Y HaIIPaBJIAET 3JIEKTPOHHBIE KOIMU TOKYMEHTOB, YKa3aHHbIX B MyHKTE 11 HacTosmmx
[IpaBun, HHCIEKUMOHHOM rpymnme. Benymuil papmaneBTHUECKU HHCIIEKTOP
(PYKOBOAMTEIb IPYIIIbI) 00ECTIEUUBAET MOATOTOBKY MTPOTrPaMMBbI IPOBEACHUS
(dapmalneBTHYeCKON MHCIIEKINH (Aajiee — MporpaMMa UHCIIEKIUH) 10 (hOpMeE COTIACHO
PpUJIOKEHUIO S5 K HacTosmuMm [IpaBunam. [IporpaMma nHCHIEKIIMY MOANUCHIBAETCS
WHCIIEKIIMOHHOM TPYNION U HaIpaBisieTcsl CyObeKTY MHCIIEKTUPOBaHUA 3a 7 (CEMb)
KaJIEHJApHBIX JTHEW O Hayajia MHCIIEKIMU Ha OOBEKTE.

18. Benymuii (papManieBTUUECKUI MHCIEKTOP (PYKOBOJIUTEND TPYIIIIbI)
pacnpezenser GyHKIUN B UHCIIEKIIMOHHOW I'PyTIe U KOOPAUHUPYET
HOJITOTOBUTENIbHBIE MEPOIIPUATHSL.
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19. NHcnekuroHHas TpyIa NpeaBapUTEbHO U3y4aeT TOKYMEHTHI,
npeAcTaBIeHHbIE CYOhEKTOM MHCIIEKTUPOBAHMS, OTHOCSIIMECS K UHCTIEKTUPYEMOM
JNEATENbHOCTH.

20. ITpo10IKUTENBHOCTh HHCIIEKIIMU 3aBUCUT OT 00b€Ma BBIIIOJIHSIEMOW padoThI,
TUIA U CJIOXKHOCTHU IUIOMIAAKU (YUacTKa).

21. B Hayase MHCIEKIIMU TPOBOJAUTCS BCTYIIUTEIBHOE COBEIIAHUE C
IPEICTaBUTENIIMA UHCIIEKTUPYEMOI'O CyObEKTa, HA KOTOPOM BEIYIIHIA
(apmarieBTUYECKUI UHCTIEKTOP (PYKOBOAMUTENb TPYIIIbI) MPEICTABISET WICHOB
WHCIIEKIIMOHHOM T'PYIIIbI, 3HAKOMUTCS C PyKOBOJICTBOM M OTBETCTBEHHBIMHU JINLIAMU
MHCTIEKTUPYEMOro CyOBeKTa, OrJIaliaeT Ueian U 00JacTh UHCIIEKIIUU, YTOUHSET
IPOrpaMMy MHCIIEKIIMHU U rpaduK ee MPOBEACHHUS, JIeTaeT 3asBICHUE O
KOH()UIEHIMAJIbHOCTH U OTBEYAET Ha BOMPOCHI MHCIIEKTUPYEMOI CTOPOHBI.

B Xxoz1€ nHCIEeKIMY B IPOrpaMMy MHCIIEKIIMU BHOCSITCS U3MEHEHHUSI U (MIIH)
JOTIOJTHEHUS B CIIy4ae BBISIBJIECHUS HECOOTBETCTBUI, MPEACTABIISIIOLIUX COOON BBICOKUIN
PHUCK IO OTHOLIEHHUIO K KQUECTBY MPOIYKIINH, MPOLECCY UM CUCTEME KauyecTBa, 10
COIJIaCOBAHUIO C CyOBEKTOM MHCIIEKTUPOBAHHUS.

22. IucnekuuoHHas rpyIa py MpOBEICHUY MHCIIEKIUU:

1) o3HaKaMIIMBaETCs C TIOKYMEHTAaMU U 3alHCSIMU, 3alIPAILNUBAET OT CyOBbeKTa
MHCIIEKTUPOBAHUS CBEICHHUS IO BOIIPOCAM MHCIEKIIMN 00bEKTA, KacatoLuecs
TpeOOBaHMIA 3asIBJICHHON HaIexKalen (papMaleBTHUECKON MPAKTUKH, IPOBOIUT
VHCIIEKTUPOBAHUE IPOU3BOJACTBEHHBIX, CKIAJCKUX IIOMEIEHNUM, 30H KOHTPOJIA
Ka4yecTBa, UHTEPBbIOMPOBAHUE NIEPCOHANIA MHCIIEKTUPYEMOI0 00BEKTa U HAOIIOACHHE
3a JEeSATEIbHOCTBIO Ha pab04MX MECTaX MEPCOHANA;

2) pu HAJIMYMU CBEJICHUH, YKA3bIBAIOIINX HA CHIDKEHHE KauecTBa
JIEKapCTBEHHOTO CPECTBA, OCYLIECTBIIIET OTOOP U NMPOBEIECHUE J1aOOPATOPHBIX
UCIIBITAHUM 00pa3I0B JIEKAPCTBEHHBIX CPEJICTB;

3) ocymiecTBIsIeT ayauo- U (WIn) BUIC03aMUCh U (DOTOCHEMKY, a TAK)KE CHUMAET
KOITHH C JIOKYMEHTOB, KOTOPBIE UCIIOIB3YIOTCS B KAUSCTBE CBUACTEIBCTB MPH
BBISIBJICHUW HECOOTBETCTBHM TPeOOBAaHUAM HaICKANTUX (papMaIleBTUYECKUX MPAKTHK;

4) noiyyaeT oT cyObeKTa MHCTIEKTUPOBAHUS pa3bsICHEHUS TI0 BOIIPOCAM,
BO3HUKAIOIIUM BO BpEeMsI MHCIIEKIUU;
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5) npekpariaetr HHCIEKIUIO IPU MPENSITCTBOBAHNUH B €€ MPOBEIECHNUN CO CTOPOHBI
cyOBbeKTa HHCTIEKTUPOBAHMS;

6) MpUHUMAET MEPHI WIK UHPOPMHUPYET 0 HEOOXOIUMOCTH IPUHSITHUS MEP B
OTHOUIEHUU NPEIMETOB (MaTEPHAIBHBIX CBUIETENBCTB), KOTOPHIE CBUAECTEIBCTBYIOT O
HECOOTBETCTBUM TPEOOBAHUAM HaAJISKAIUX (PapMalleBTUUECKUX MPAKTHK.

23. HecooTBEeTCTBUEM SBISECTCS OTKIIOHEHHUE CUCTEMBI KauecTBa 00bhEKTa
ACATCIIPHOCTU Tpe6OBaHI/I$IM HaJJICXKamunux @apMaHeBTI/I‘IeCKI/IX IMPAaKTHK, BBIABJICHHOC
BO BpCM:A MHCIICKIIHH.

24. HecoOTBETCTBUS IENATCS HA KPUTUUECKUE, CYIIECTBEHHBIE U
HECYILIECTBEHHBIE.

KpuTtnueckum HECOOTBETCTBUEM SIBIISIETCS HECOOTBETCTBUE TPEOOBAHUAM
HaJJIe)Kanle (papmMarieBTHYeCKOM NPaKTUKHY, BbI3bIBAIOILEE WU MPUBOIALIEE K
CYILLIECTBEHHOMY PUCKY BO3MOKHOCTH CHUKEHHUS Ka4eCTBA JIEKAPCTBEHHOI'O CPEICTBA,
IIPOU3BOCTBA JIEKAPCTBEHHOI'O CPEJICTBA B MPOIIECCE €ro 00palleHus, ONTACHOTO IS
30pPOBbS U JKU3HU YEIOBEKA.

Cy11ecTBEHHBIM HECOOTBETCTBHEM SIBIISIETCSI HECOOTBETCTBHUE TPEOOBAHUSIM
HaJJIekKame papmMalieBTHYeCKO MPakTHUKU, KOTOPOE HEe KIacCU(PUIUPYETCs KaK
KPUTUUYECKOE, BHI3BIBAIOIIECE WIIM NPUBOJSIICE K CYIIECTBEHHOMY CHIXKEHHUIO KaueCTBa
JIEKapCTBEHHOTO CPEJICTBA B MPOIIECCE €r0 OOpaIeHHs WM KOMOUHAIUS
HECOOTBETCTBUI, HU OJIHO U3 KOTOPHIX caMo 10 ce0e He SIBISIETCS CYIIECTBEHHBIM, B
COBOKYITHOCTH, MPEJCTABIIAIONIUE CYIIIECTBEHHOE HECOOTBETCTBUE.

HecymiecTBeHHBIM HECOOTBETCTBUEM SIBIIIETCSI HECOOTBETCTBUE, KOTOPOE HE
IOJIAJAET IO KATETOPHUIO KPUTHYECKOTO WIH CYIIECTBEHHOI'O, OJJHAKO SIBIISETCS
HapyLIeHueM TpeOOBaHUM 3asiBJIEHHON Haiexalel (hapMaleBTHYECKON MPaKTUKK WIIN
HECOOTBETCTBHE, B OTHOIIEHUH KOTOPOT0 HEJOCTATOUYHO UH(OPMALIUU, YTOOBI
KJIacCU(UIIMPOBATH €ro KaK CYIIECTBEHHOE WIN KPUTHYECKOE.

25. lHCcTieKIus 3aBepIIaeTCs MPOBEACHUEM 3aKIIFOUNTEIILHOTO COBEIIAHUS C
OTBETCTBEHHBIMHU JIUIIAMH CYObEKTa MHCTICKTUPOBAHUS, HA KOTOPOM BEAYIITUH
dbapMaleBTHYECKHUI HHCTIEKTOP (PYKOBOAUTENH TPYIIIbI) HHGOPMUPYET 00 UTOTax
WHCTIEKIINH, C TIEPEUYHUCIICHUEM BCEX BBISBICHHBIX B X0J1¢ MHCIIEKIINH HECOOTBETCTBUN
(Tpu HAJTUYHWN).
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26. B ciyuae BbIBICHUS ITPU IPOBEAECHUN UHCIEKIIMN KPUTUUECKUX
HECOOTBETCTBUI TPeOOBAHUSM HaIIeKaTUX (hapMalleBTUUECKUX MPAKTUK UHCTICKIIHUS
IIPOIOKAETCHL.

Benymmii papmarneBTHIeCKril HHCIIEKTOP (PYKOBOJAMUTEIb TPYIITIHI) HAIIPABIISET B
rocyJapCTBEHHBIM OpraH COOTBETCTBYIOIIYI0 HHPOPMAIIUIO O BBISIBIEHHBIX
KPUTUUECKUX HECOOTBETCTBUSIX, HA OCHOBAHUHU KOTOPOW rOCY/1apCTBEHHBIM OPraHOM
NPUHUMAETCS pellieHne, MPelyCMOTPEHHOE TpeOOBaHUEM TOMYHKTA §) MyHKTa 3
[IpaBwi1 mprOCTaHOBIICHHUS, O YEM IMUCHbMEHHO YBEIOMIISIET CYObEKT MHCIIEKTUPOBAHMS,
a TakXKe, MPU HEOOXOIUMOCTH, HAMPABIISIET B IPABOOXPAHUTENBHBIE OPTraHbl U OPraHbI
TaMO>XEHHOT'O KOHTPOJIS JIJIsl IPUHSITHS COOTBETCTBYIOIIUX MEp.

27. Ilpu BBISIBICHUHN KPUTHUYECKUX HECOOTBETCTBUM CyOBEKT UHCIIEKTUPOBAHMUS
MPU3HAETCS TOCYJAPCTBEHHBIM OPraHOM HE COOTBETCTBYIOIIUM TPpeOOBAHUSIM
3asIBJICHHOW HaJIexanen (hapMareBTUIeCcKOn MPaKTUKH.

28. Ilo pe3ynpTaTamM MHCIEKIIMU UHCIIEKIIMOHHAS TPYyTIa COCTaBISAET MPOTOKOII
HECOOTBETCTBUH MO (hOpME COTIACHO MPHIIOKEHUIO 6 K HacTosuM [IpaBunam, B
KOTOPOM YKa3bIBa€TCSI KPATKOE ONMMCAHUE BBISIBIICHHBIX B X0/1€ MHCIICKIINHU
HECOOTBETCTBUM (IIPU HAIUYUN).

29. ITpoTOKOI HECOOTBETCTBUM, COCTABJICHHBIN B IBYX dK3EMILISIpax,
MOAMUCKHIBAIOT MHCIIEKITMOHHAS IPYIINa U PYKOBOJUTEINb CyOhEeKTa HHCIIEKTUPOBAHUS,
OJIMH TIEpeIaeTCs CyObEKTYy MHCIIEKTUPOBAHUS, IPYroi B (papMarieBTHIEeCKUH
MHCIIEKTOPAT B AJIEKTPOHHOM BHJIE B TEUEHHUE OJHOTO KAIEHIAPHOTO IHS C MOMEHTA
€ro IMOJANMUCAaHUsA C TTOCIEAYIOIIUM MPEACTABICHUEM €TI0 C OTYETOM O IPOBEACHUUN
dhapMaleBTHYECKONM MHCTICKIINH (J1ajiee — OTYeT MHCTIEKIMH) 110 (popMe COriacHO
MPUWIOKEHUIO 7 K HacTosAuM [IpaBunam.

30. Benymuii (papManieBTUHUECKUI MHCIEKTOP (PYKOBOJIUTEND TPYIIIIbI)
COCTaBJISIET OTYET MHCIIEKIMHU He no3aHee 30 (TpuanaTh) KaJeHJapHbIX JHEW CO JHS
3aBEepILCHUS UHCIICKIUH.

OT4eT UHCTIEKIIUU COCTaBIISIETCS B 3 (TpH) SK3EMIUISIPAX U MOMHUCHIBACTCS
BeIylIUM (hapMarieBTUUECKUM HHCIIEKTOPOM (PYKOBOJUTENIEM IPYIIIbI) U YWieHAMU
VMHCIIEKIIMOHHOM TPYTIION.

OnuH 2K3eMIUIAp 0TYETa MHCIIEKIIMK HAMPABISETCS CyObEKTY MHCIIEKTUPOBAHUS
(c conmpoBOAUTEIHLHBIM MTUCHMOM) HE MO3HEE 5 (MSITh) KaJleHIapHBIX IHEH CO JHS €ro
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MOAIUCAHUSA, BTOPOU 3K3EMILISIP XPAHUTCSA B apXUBE TOCYJAPCTBEHHOIO OpraHa u
TPETUM IK3EMIULSIP — B DKCIIEPTHOM OpraHU3aLNHU.

JIOKyMEHTBI TI0 MHCTICKITUSAM XPAHITCS B TeUCHHE S5 (TISITh) JIET.

31. B ciyuae, eciii Ipy NpOBEICHUN UHCIIEKIIMY BBISBJICHBI CYIIECTBEHHBIE U
HECYIIECTBEHHbIE HECOOTBETCTBUS, CYOBEKT MHCIIEKTUPOBaHUA He no3aHee 30
(TpuaLAaTh) KaJeHAAPHBIX JHEH CO JAHS MOJIYUYEHHUS OTYETA UHCIICKIIMU, HAMPABIISIET B
dapmaneBTUYECKUN NHCIIEKTOPAT U PyKOBOAUTEIIO MHCTIEKIIMOHHOM IPYIIIBI OTBET C
IIPUIOKEHHUEM IUIaHA KOPPEKTUPYIOIINX U MPEAYNPEKIAIOIINX TEUCTBUN U OTYETA O
€ro BBIITOJIHEHHH.

32. B Teyenue 15 (maTHaALATh) KaJ€HIAPHBIX THEH CO THS MOTYUYEHUS
yKa3aHHOT'O OTBETa MHCIIEKI[MOHHAS IPYIINa OCYIIECTBIISIET OLICHKY MOJHOTHI U
PE3yJIbTAaTUBHOCTH IJIaHA KOPPEKTUPYIOMINX U MPEIYIPEKIAIONIUX ICUCTBUN U OTYETA
0 €ro BBIOJIHEHUH.

33. Pe3ynbTaThl OLIEHKU MTOJTHOTHI M PE3YJIBTATUBHOCTH TIJIAHA KOPPEKTUPYIOLIUX
Y MIPEYIPEKIAIOIUX JEUCTBAM U OTUETA O €T0 BBIIOJIHEHNUH BEYIIUN
(dhapMaleBTHYECKUI HHCIIEKTOP (PYKOBOAUTEH TPYIIIIBI) COTJIACOBBIBACT C
roCyJIapCTBEHHBIM OPraHOM B TeueHHUe 5 (MSATh) KAJICHIAPHBIX JHEH, 32 UCKITIOUEHUEM
WHCIICKIIUW, YKa3aHHBIX B MOAMYHKTE 2) MyHKTa 3 HacTosuux [IpaBui.

34. OuH 3K3eMIUISIp OTYETA MO OLIEHKE MOJTHOTHI U PE3YJIbTaTUBHOCTH IJIaHa
KOPPEKTUPYIOMIUX U MPEAYTNPEKIAIONINX ISUCTBUI U OTYETA O €r0 BHITIOJIHECHUH (J1aiee
— OTYET OLICHKH) HAIPABIIAECTCS MHCIIEKTUPYEMOMY CYOBEKTY (C COITPOBOIUTEIIbHBIM
nucbMoM) He mo3aHee 10 (gecsaTh) KaleHaapHbIX JHEH CO JTHS €ro MOAMUCAHMS, BTOPOM
AK3EMILISP XPAHUTCS B apXMBe (hapMalleBTUYECKOT0 MHCIIEKTOpaTa U TPETUi
AK3EMILISP — B OKCIIEPTHOM OpraHU3aIluy.

35. B ciyuae or6opa rmpo6 (00pa3ioB), OTYET MHCTIEKIIUNA COCTABIISETCS TIOCTIEe
MOJTYYEHHUSI pe3yJIbTAaTOB UCIIBITAHUN OT UCTIBITATEIbHOM TabopaTopuu. [Ipu sToM,
yKa3aHHbIi B myHKTe 30 HacTosmux [IpaBui, CpOK HAUMHAET UCUHUCISATHCS CO JTHS
MOJTy4E€HUS TOCYJaPCTBEHHBIM OPraHOM, TEPPUTOPUAIHLHBIM TOJIpa3ACICHUEM WITH
JKCIIEPTHOW OpraHU3aluen pe3yJbTaTOB UCIIBITAHUM.

36. lns monydyeHus cepTudukara Ha COOTBETCTBHE TPEOOBAHUSIM HaJIeKAIICH
npou3BoAcTBeHHOM npakTuku (GMP) n Hamexamen TucTpruObIOTOPCKON TPAKTUKH
(GDP) cyOBeKT MHCTIEKTUPOBAHUS, MTOJYYUBIINN OTYET OLIEHKH, MOJAET 3asiBKY B
MOPSJIKE, ONPEAETIEHHOM riaBoit 3 Hactosmux [IpaBui.
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37. T'ocynapCTBEHHBIN OpraH KOOPAUHUPYET ACSITEIBHOCT (hapMaleBTUIeCKOro
MHCIIEKTOpAaTa Mo HaJjiexkanuM (papmarieBTUueCKuM MpakKTUKAM U BbIIACT WIH
OT3BIBACT CepTU(DHUKAT HA COOTBETCTBUE TPEOOBAHMIIM HAIJICKATIIIHX
dapmaleBTHYECKUX PAKTUK B chepe oOpareHus JieKapCcTBEHHBIX CPEJICTB (faiee —
ceptudukar) no popme coraacHo npuioxkeHuto 9 k nacrosmuMm [IpaBunam uinm
3aKJIFOUYCHHUE.

CepTtudukar BbIJIa€TCS HA COOTBETCTBHE TPEOOBAHUAM HaAJIekKAIICH
npou3BoJicTBeHHOM npakTuku (GMP) (3a uCKITIOUeHMEM WHCTICKIIUM, TPOBE/ICHHBIX B
paMKax dKCIEPTHBIX PaboT), HaIexKamen UCTpuOboTOopcKoi npaktuku (GDP),
HajyIexKanie anteuHort npaktuku (GPP).

3akIIIoueHUE BBIACTCSI HA COOTBETCTBUE TPEOOBAHUAM, HAIICKAIICH
kinHnueckoi npaktuku (GCP), Haanexaieit npaktuku gpapmakonanzopa (GVP).

TeppuropuanbHbie TOAPA3ACICHUS TOCYJAPCTBEHHOTO OpraHa BbIJAIOT WIIH
OT3BIBAIOT CEPTU(UKAT HA COOTBETCTBUE TPEOOBAHUSAM HAJICKAIIEH aTCYHON
npaktuku (GPP).

38. CepTudukar BbIJa€TCs HA OCHOBE 3as1BKM CyObEKTa MHCIIEKTUPOBAHUS MTPU
YCJIOBUH YCTPAHEHHSI CYLIECTBEHHBIX U HECYIIECTBEHHBIX HECOOTBETCTBHIA.

Cpox aeiicTBus cepTuduKara 0 COOTBETCTBUHA 0OBEKTa TPEOOBAHUSM:
1) Hapnexanieit npousBoicTBeHHOM npakTuku (GMP) cocrasnsier 3 (Tpu) roaa;

2) Haanexaien quctpuosroTopckoit mpaktuku (GDP), nagnexanieit
naboparopHoit npaktuku (GLP) — 3 (Tpu) rona;

3) najnexanieit anteunoi npaktuku (GPP) — nepsrie nBa pa3a Ha 5 (1sATh) JI€T,
NIpU TMOCTEAYIONIEM MOATBEPKACHUH — OECCPOUHO.

39. Beiaua ceptudukara Ha COOTBETCTBUE HaJIeKallle TPOU3BOCTBEHHOM
npaktuku (GMP) ocymecTBisiercs 6€3 MpoBeACHNSI HHCTICKIIAN TS IPOU3BOTUTENCH
JeKapcTBEHHBIX cpeAcTB PecnyOnuku KazaxcraH, UMEONIMX JTUIEH3UIO Ha
(dbapMaleBTUYECKYIO ACSITEIbHOCTD, CBSI3aHHYIO C IPOU3BOJICTBOM JIEKAPCTBEHHBIX
CpPEACTB, HA OCHOBAHUH 3a5IBJICHUS U TAPAHTUHHOTO MMUChbMA O MPEI0CTABICHUN

JIOKYMEHTOB B COOTBETCTBUHU ¢ MMyHKTOM 11 Hactosmux [IpaBui, noganueix 10 1 uromns
2021 rona.
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B cnydae HenpeacraBienns cyobeKToM HHCTIEKTHpoBaHus A0 1 urons 2022 rofa,
3asBJICHUSI B COOTBETCTBUM C MyHKTOM 11 Hacrosmux [IpaBui, ceprudukar, BelJaHHBIN
B COOTBETCTBUU C HACTOSIIIUM ITYHKTOM, OT3bIBAETCA.

40. CyOBbeKT HHCIIEKTUPOBAHUS ITPU3HAETCA HECOOTBETCTBYIOIINM TPEOOBAaHUSAM
3asBJICHHOM Hajyiexalen (papMalieBTUUECKON MPAaKTUKU B CIEAYIOUINX CIIydasiX:

1) ITPH BBIABJICHUUN KPUTUYCCKUX HGCOOTBGTCTBHﬁ;

2) He yCTPaHEHHH BBISBICHHBIX HECOOTBETCTBUI IO pe3yIbTaTaM MHCIEKIIMH C
IIPUJIOKEHHUEM IUIaHA KOPPEKTUPYIOIINX U MPEAYNPEKIAIONINX IEUCTBUN U OTYETA O
€ro BBINIOJIHEHNY;

3) npu He NPEIOCTaBIECHUN OTBETA B CPOK, YCTAHOBJICHHBIN MyHKTOM 31
HacTosiux [IpaBun;

4) IIpH NMPCIITCTBOBAHUU CY6’[>€KTOM HHCIICKTUPOBAHHUA ITPOBCACHNA NHCIICKIINN,

5) IIpu HeoOecIIeueHUN CY6’I)CKTOM HHCIICKTUPOBAHUS ITPOBCACHUA HHCIICKIIUH
110 PCHICHUIO YIIOJITHOMOYCHHOI'O OpraHa.

CyObeKkTy HHCIEKTUPOBAHUS HAMIPABIIAETCSI MOTUBUPOBAHHBIN OTKA3 B BhIJIaue
ceprudukara mo ¢popme coriacHo npuioxenuto 10 xk Hacrosimum [IpaBunam, nim, B
Cllyyae UHCTEKIIMM B paMKaX dKCIEPTHU3bI JIEKAPCTBEHHBIX CPEJICTB, BHIIACTCS
OTPHIATEIIBFHOE 3aKIF0YCHUE 0 0€301acHOCTH, Y(h(PEKTUBHOCTH U Ka4eCTBE
JIEKapCTBEHHOTO Cpe/ICTBA 1O (opMe, YCTAHOBJICHHON B MpHiIoxkeHus1x 14 u 15
[IpaBuiiam npoBeAeHUsI SKCIEPTU3bI JICKAPCTBEHHBIX CPEACTB U MEIUIIMHCKUX U3JCIHM,
YTBEPKJIEHHBIX MTpUKa3oM Munuctpa 3npaBooxpanenus Pecnyonuku Kazaxcran ot 27
saBaps 2021 roga Ne KP JICM-10 (3apeructpupoBaH B Peectpe rocynapcTBeHHOM
perucTpanuyu HOPMaTUBHBIX MPABOBBIX akTOB Mo Ne 22144).

41. Jlaaabie 0 CyObEKTaX MHCTICKTUPOBAHUS, TIOTYYUBIIIUX CEPTUPUKAT, B
TeyeHue 3 (Tpu) pabouux JHEH BHOCATCS CTPYKTYPHBIM MOAPa3ieiIeHUEM
rOCyAapCTBEHHOTO OpraHa WK €ro TEPPUTOPUAIIBHBIM MTOApa3iesieHueM B Peectp
nepskaresneit ceprudukaTa Ha COOTBETCTBHE HaJIJIeXAIIUM (papMalieBTHYECKUM
pakTUKaM (Jajee — peecTp Aepkareneit ceprudukara) no popme coriacHo
npuioxennto 11 k HacrosiuuMm [IpaBunam Ha CPOK, COOTBETCTBYIOIIMMI CPOKY JIEUCTBUS
cepTuduKara.

42. B cnydae u3aMeHeHUs] HAMMEHOBaHUs CyObeKTa, U3MEHEHUSI HAUMEHOBAHUS
aZpeca MECTOHAXO0XKACHUS 0€3 (PU3HUECKOro nepeMelieHus: 00beKTa, B TEUEHUE MecsLa
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MOCJI€ YTBEPKJICHUSI U3BMEHEHUS, CYOhEKT MHCTIEKTUPOBAHUS TUCbMEHHO COO0IIaeT 00
3TOM B FOCYJIapCTBEHHBIN OpraH WU €ro TEPPUTOPUAIBHOE MOIpa3IeICHUE, C
MPUIOKEHUEM COOTBETCTBYIOIINX TOKYMEHTOB, MOJITBEPKIAIOIINX YKa3aHHbBIC
cBelleHUs. ['ocyJapCTBEHHBIN OpraH WK €ro TePPUTOPUATBHOE TOAPa3/ICIICHUE B
TeueHue S5 (mATh) pabouux JHEH MPOU3BOIAT nepeodopMieHne ceprudukara win
3aKITIOYEHUS.

Jliist cepTu(uUKaToB HA COOTBETCTBHE HAAJIEKAIIEH IPOU3BOACTBEHHON MPAKTUKH
(GMP) u napnexame quctpudbtotTopckoit mpaktuku (GDP) nepeodopmnenue
JAHHBIX, YKa3aHHBIX B HACTOAIIEM ITyHKTE, OCYIIECTBIISCTCS B TCUCHHE 2 (J1BA)
pabouux JTHEW MOCIIe MOoAauu 3asIBKH COTJIACHO MIPHIIOKEHHUIO 8 K HACTOSIIIAM
[IpaBunam.

43. I'ocynapCTBEHHBIH OpraH WU €r0 TEPPUTOPUATIHLHOE TOIpa3AciCHUE B
TedeHue S5 (TATh) pabounx AHEW ¢ MOMEHTA MOCTYIICHUS 3asiBKH MPOU3BOIAT BhIIAUy
nyOnuKarta mpH yrepe cepTuukarta win 3aKI0UeHus: CyObeKTOM UHCIIEKTUPOBAHMUSI.

44. Jlepxkatenb cepTudukaTa win 3aKiatoueHust unhopmupyet B Teuenue 30
(TpuaLaTh) KaJeHAAPHBIX JHEN (papMalieBTUUEeCKUN MHCTIEKTOPAT O IIAHUPYEMBIX
MU3MEHEHHSIX B OPTaHU3AIUHU, KOTOPBIC BIUSIOT HAa HHPOPMAIINIO, YKa3aHHYIO B
3asiBJICHUH, U CPOK ACUCTBUS cepTU(UKaTa (M3MEHEHHE 00beMa, CYIIIECTBEHHOE
M3MEHEHUE MOMEIIEHH, 000pYI0BaHMsI, OTIEPALIHiL).

Hcxond u3 xapakrepa U3MEHEHU, (hapMalleBTUYECKH HHCIIEKTOPAT B TEUEHUE
15 (msaTHAAATH) KAJICHIAPHBIX JHEW MPUHUMAET PEIICHHE O TTPOBEICHUH HOBOM
MHCIEKIMH JIJISl TIPOBEPKHU COOTBETCTBUS TPEOOBAHUSIM HAAJIEKAIIUX
dbapmareBTHIECKUX MPAKTHUK.

45. I'ocy1apCTBEHHBIN OpraH Wik €ro TEPPUTOPUATIBHOE MOApa3/IeICHUE
OT3BIBAIOT CEPTU(PUKAT WU 3aKIIIOUCHUE B CIACAYIOIMIUX CIydasx:

1) o 3asiBke CyObeKTa MHCIIEKTUPOBAHUS;

2) BBIABJICHUA KPUTUYCCKUX HECOOTBETCTBUU ITPpHY UHCIICKO WU 110 3as4BJICHUIO
CY6’beKTa HHCIICKTUPOBAHUA HA PACIIUPCHUC 00J1aCTH COOTBETCTBHSA CTaHAapTy,

3) nukBHAaLKUU CYOBEKTa B cepe oOpallleHns JEKapCTBEHHbBIX CPECTB,
MEJIMLIMHCKUX U3JICIUM;

4) BBISIBICHUS KPUTUUECKHX HECOOTBETCTBUH IO pe3ysibTaTaM pacciaeOBaHus,
MIPOBEJICHHOT'O Ha OCHOBAHUM OOpalieHni PU3NIeCKuX U I0PUINYECKUX JIUII B
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rOCyJapCTBEHHBIA OpTaH MO BOMPOCY pean3aIlii HEKaueCTBEHHON TIPOYKITHH,
HecoOmoIeHrs TpeOboBaHMM HaIIeKAIMUX hapMaleBTUYECKUX TPAKTUK MPU
TPAHCTIOPTUPOBKE U XPAaHEHUH JICKAPCTBEHHBIX CPEJICTB;

5) He nipeacTaBiieHus CyObEKTOM MHCIIEKTUPOBAHUS 3asBJICHUS B TeueHue 30
(TpuIaLATh) KaJCHAAPHBIX JHEH MTOCIC OKOHYAHUS MHCIICKIINH, €CIIH CepTU(HUKAT BBIJIaH
10 pe3ybTaTaM AUCTAHIMOHHOW UHCIIEKIINH;

6) Tipy BBISIBJIEHUH KPUTHUYECKUX HECOOTBETCTBUM U HE YCTPAHEHUU BBISIBICHHBIX
HECOOTBETCTBUH IO PE3yJIbTaTaM UHCIIEKIIUH C NMPUII0KEHUEM TIJIAHA KOPPEKTUPYIOIINX
U IPEAYNPEKIAOIMX JEUCTBUM U OTYETA O €r0 BBIIOJHEHUU IIPU NPOBEICHUN
IIOBTOPHOW MHCIIEKLIMU, IPOBEICHHON Yy IPOU3BOAUTENEH JIEKAPCTBEHHBIX CPEACTB
Pecny6nuku Kazaxcran, umeromux cepTuukat Ha COOTBETCTBHE HaJIJIeKaIIen
npou3BoAcTBeHHOM npakTuku (GMP) 6e3 npoBeneHnss HHCIEKIUY;

7) IpH BBISIBJICHUHM KPUTHUYECKUX HECOOTBETCTBUM MIPU NMPOBEIACHUN TOBTOPHOM
WHCIICKIIUH.

46. CeptudukaT WM 3aKII0YEHUE MPEKPAIAET CBOE ICHCTBUE HA OCHOBAHUU
OT3bIBA FOCY/IAPCTBEHHOTO OpraHa Wi €ro TEPPUTOPUATBLHOTO MOAPa3IeICHNUs, a
TaK)Ke MPHU UCTCUCHUHU CPOKa ACHCTBUS cepTU(UKATA WU 3aKITFOYEHUS.

OTo03BaHHBIN CEPTUPUKAT WIH 3aKITIOUYEHUE OAJICKUT BO3BpaTy B
roCyJapCTBEHHBI OpraH WIH €ro TEPPUTOPUATBHOE MOAPA3/IeICHUE B TeUeHUE S5 (TIATh)
KaJICH/IapHBIX JTHEH CO JHS MOJIy4eHUs CyOBEKTOM MHCIIEKTUPOBAHUS YBEAOMIIEHUS 00
OT3bIBE cepTU(UKaTa.

47. Uadopmanus o BbIJaHHBIX, MPUOCTAHOBICHHBIX U OTO3BAHHBIX
roCyJIapCTBEHHBIM OPTaHOM WJIM €r0 TEPPUTOPUAIBHBIM MOJIPa3ICICHHEM
cepTuduKaTax BHOCUTCS B PEECTp JiepxaTesei cepTudukara Ha COOTBETCTBUE
HaJJIeKAMM dapMarieBTHIeCKUM MpaKkTUKam 1o (popme cornacHo mpuioxeHuto 11 k
HacrosmuM [IpaBunam u pazMemiaercs Ha IHTepHET-pecypce rocy1apCTBEHHOTO
oprasa.

48. dapmareBTHICCKHNE WHCIIEKIINKM Ha COOTBETCTBUE CTaHAApTa HaJICKAIIEH
nabopatopnoit npaktuku (GLP) ocymectBisitoTcst ¢ yuerom TpeboBanuit [1pasun
OCYIIECTBJICHUS B paMKax (apMarieBTHICCKON MHCTICKIIUN OIICHKA MaTepHaIOB U
COOTBETCTBHUS YCIOBUH NMPOBEICHUS TOKIMHUIECKUX (HEKIIMHMYECKHX ) UCCIIeIOBAHUN
TpeOOBaHUAM HaJIexkaien Jadoparopuoit nmpaktuku (GLP) Pecnyonuku Kazaxcran u
(mn) EBpa3uiickoro SKOHOMHUYECKOTO COI03a, YTBEPKICHHBIX MPUKa3oM MUHHCTpa
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3npaBooxpaHenus Pecnyonuku Kazaxcran ot 5 HosiOps 2020 roga Ne KP ICM-181
/2020 (3apeructpupoBaH B Peectpe rocyapcTBEHHON perucTpaiuu HOpMaTUBHBIX
paBoOBbIX akTOB 1MoJ Ne 21596).

49. ®apmalleBTUUECKUE MHCIIEKIIMU HAa COOTBETCTBUE CTAHAApTa HAJJICKAIICH
kuandeckoi npaktuku (GCP) ocymecTBisroTcst ¢ yuetom TpedoBanuit [1pasun
MIPOBEAECHUS KIMHUYECKUX UCCIIEIOBAHM JIEKAPCTBEHHBIX CPEACTB U MEIULIMHCKHUX
U3JIeNIUN, KIMHUKO-1a00paTOPHBIX UCTIBITAHUM MEAUITUHCKUX U3JETUN JJIsI
JMATHOCTUKH BHE KMBOTO opranu3Ma (in vitro) u TpeOOBaHUS K KIMHUYECKUM 0a3aM u
OKa3aHus TOCYyJapCTBEHHOM yCIIyryd Boiiada pa3peneHuss Ha IpOBEAECHUE
KIIMHUYECKOTO UCCIIEIOBAHUS U (MJIN) UCTIBITAaHUS (DapMaKOJIOTUYECKUX U
JIEKApCTBEHHBIX CPEJICTB, MEAUITUHCKUX U3JIETUH, YTBEPKICHHBIX MTPpHUKa3zoM MUHHUCTpa
3npaBooxpaHenus Pecnyonuku Kazaxcran ot 11 nexadps 2020 romga Ne KP ICM-248
/2020 (3apeructpupoBan B Peectpe rocyapcTBEHHON perucTpaiuu HOpMaTUBHBIX
IpaBOBBIX akTOB oA Ne 21772).

50. ®apmaneBTUYECKME HHCIIEKIIUY HA COOTBETCTBUE CTAaHIapTa HAAJICKAIIEH
npaktuku papmakonamzopa (GVP) ocymecTBisitorest ¢ yuerom TpedoBanuii [1pasun
npoBesieHus papMakoHaa30pa U MOHUTOPUHTA O0€30MIaCHOCTH, KauecTBa U
3 PEKTUBHOCTH METUIIMHCKUX U3JCNIHMI, YTBEPKICHHBIX TPUKa30M MuHHCTpa
3npaBooxpanenus Pecryonuku Kazaxcran ot 23 nexkabps 2020 roga Ne KP JICM-320
/2020 (3apeructpupoBaH B PeecTpe rocygapcTBEHHON perucTpanuu HOpMaTUBHBIX
npaBoOBbIX akTOB 1Mo Ne 21896).

I'naBa 3. Ilopsinok okazaHus rocyaIapcTBEHHOM ycayru «Boeiiauya cepruduxkaron
HAa COOTBETCTBHE HAICKAIIMX (papMaeBTHYECKHUX MPAKTHK)

51. T'ocynapcTBenHas yciyra «Boigaua ceptudukara Ha COOTBETCTBUE
TpeOOBaHUAM HaJISKAMUX (DApMAIIEeBTUUECKUX MPAKTUKY (Jlajee — rocyAapCTBEHHAs
yClIyra) OKa3bIBaeTCsl TOCYIapCTBEHHBIM OPraHOM (Jajiee — yCIayroaareib) Gu3niecKum
U IOpUJIMYECKUM JIUIaM (Janee — yCiayronoaydyaTess).

JI1st Hoy4eHus roCyJapCTBEHHOM YCIIYTH YCIYTONMONyYaTelNb MOIAET 3asiBKY
gyepes mopTai 1mo (popMe corracHo MpuiIoKeHUto 8 kK HacTosmuM IIpaBumam.

[lepeueHb OCHOBHBIX TpeOOBaHUI K OKa3aHHUIO TOCYJAPCTBEHHOM YCIyTH, a
TaK)Ke 0TKa3a B MpUEMe 3asBKH, BKIIOYAIOUIUH XapaKTepUCTUKH Mpoliecca, popmy,
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coJiep KaHUe U pe3yIbTaT OKa3aHUs U UHbIE CBEACHUS C YYETOM OCOOEHHOCTEMN
IPEAOCTABJIEHUS FOCYIapCTBEHHOM yCIyTH, puBeAeH B CTaHgapTe rocyJapCTBEHHON
ycinyru «Bpigada cepTudUKaToB Ha COOTBETCTBUE HAJISKAIMUX (DapMaIleBTUUECKUX
NpakTUK» coraacHo 12 k HactosimuM [IpaBuiiam.

52. YcayrogaTenb B J€Hb MOCTYIUIEHUS TJOKYMEHTOB OCYIIECTBIISAET UX MIPUEM U
peructpanuio. B ciiyyae oOpaiilieHus yciyronoiayyaTeieM Mocjie OKOHYaHus paboyero
BPEMEHHU, B BBIXOJHBIC U MTPa3JHUYHBIE JHU COIIACHO TpPya0BOMY 3aKOHOJATENBCTBY
Pecny6nuku Kazaxcran, mprem 3asBKY U Bblj1aua pe3yJibTaTa OKa3aHUs
rocyJapCTBEHHOU YCIYTH OCYIIECTBIISIETCS CIECTYIOIIUM pabOuYUM THEM.

53. Yepes noprai — B «JIMYHOM KaOUHETE» YCIyromnojaydaress 0ToOpakaercs
CTaTyC O MPUHSITUU 3asIBKU HA OKa3aHUE TOCYJapPCTBEHHOUN YCIyTH U (UITN)
yBEJOMJICHHE C YKA3aHUEM JIaThl U BPEMEHHU MOTYUYEHUS Pe3yJibTaTa OKa3aHUs
rOCyapCTBEHHOM YCIyTH.

Ycnyronarens B TeueHue 2 (1Ba) pabouyux JTHEN paccMaTpUBAET X Ha
COOTBETCTBHE TpeboBaHusAM Hactosauux [IpaBui, u crangapram, Mo UToram
paccMOTpeHus POpMUPYET OJMH U3 CIECIYIOUIUX PE3yIbTaTOB OKa3aHUs
roCy1apCTBEHHOM yCIYTH:

cepTuduKaT Ha COOTBETCTBHE TPEOOBAHUSIM HAJICKAIIEH TPOU3BOICTBEHHON
npaktuku (GMP);

cepTudUKaT Ha COOTBETCTBHE TPEOOBAHUAM HaJIekKalIell TUCTPUOBIOTOPCKOM
npaktuku (GDP);

MOTHBHUPOBAHHBIN OTKAa3 B OKa3aHUU TOCYJIAPCTBEHHOM YCITyTH COTJIaCHO
npuioxennto 10 k HacrosimuMm [IpaBunam.

Pe3ynpraT okazaHus roCyJapCTBEHHOM YCIYTH HAIPABIISIETCS Yepe3 MOPTal — B
«JIMYHBIA KaOMHET)» yCIIyromnoiyyarelsis B opMe 2JIeKTPOHHOTO JOKYMEHTA,
noanucanoro DI pykoBoauTens yciayronarens, MO0 ML €ro 3aMeIaroIIero.

54. O0wmuii cpoK OKa3zaHus rocyJapcTBEHHOM ycinyru «Brinaya ceprudukaToB Ha
COOTBETCTBHE HaJUIeKAIIMX (papMalleBTUYECKUX MTPAKTUK» yciayroaaTeneM 2 (aBa)
paboyux JIHS.

55. Ycayroaatens o0ecrnieunBaeT BHECEHUE JaHHBIX 00 OKa3aHUU
roCcyJIapCTBEHHOM yciyr «Bblada cepTuukaToB Ha COOTBETCTBHUE HAIICKAIITHAX
dbapMaleBTUHYECKHUX MPAKTUK» B UHPOPMAITMOHHYIO CUCTEMY MOHUTOPUHTA, C IEIbIO
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MOHUTOPHUHTA OKa3aHUS TOCYJJAPCTBEHHBIX YCIYT B MOPSIIKE B COOTBETCTBUU C
noAnyHKToM 11) nyHkTa 2 crarbu 5 3aKoHa.

I'naBa 4. Ilopsigok 00kaoBaHus pemieHuil, 1eicTBUi (0e31ecTBUA)
yeiyroaareJiei, u (M) UX JOJKHOCTHBIX JIMIL 110 BOIMPOCAM OKa3aHUS
rocyJ1apCcTBEHHBIX yCJOyT

56. JKanoba Ha pemienue, neicTBus (0e31€UCTBUS) COTPYAHUKOB CTPYKTYPHBIX
noJipa3/ieJIeHUH yCcIyroaaTesis MoAaeTcsl Ha UMsI pyKOBOAMUTEIS YCIyroaaress U (Uin) B
YIOJHOMOYEHHBII OpPraH Mo OLIEHKE U KOHTPOJIIO 32 KAU€CTBOM OKa3aHUs
rOCyJIapCTBEHHBIX YCIYT (Aajiee — OpraH, pacCMaTpUBAIOIINN Kall00y) B COOTBETCTBUU
¢ 3akoHozatenbcTBoM PecnyOnuku Kazaxcras.

PaccmoTpenue xano0bl 0 BOIIPOCaM OKa3aHUs roCcyJapCTBEHHBIX YCIyT
IPOU3BOJUTCS BBILIECTOSIIIMM aIMUHACTPATUBHBIM OPIaHOM, JOJIKHOCTHBIM JIMLIOM,
OpPraHoOM, pacCMaTPUBAIOLIUM KaJ00y.

XKamoba momaercs ycmyronatento u (WIH) JOJDKHOCTHOMY JIUITY, Yb€ PEIeHUE,
nemcrBue (0e31eiCcTBIE) 00KATYIOTCS.

57. Ycnyroaatenb, 1OKHOCTHOE JIUIIO, Ybe PEIICHUE, AeiicTBUE (Oe3neicTBIE)
obOxaiyrorcs, He no3aHee 3 (Tpu) pabounx JHEH CO JTHS MOCTYILICHHS KAIOOBI
HAIPaBJISIIOT €€ B OpraH, pacCMaTPUBAIOIINMA Kano0y.

[Tpu sTOM yCITyroaaresb, TOJKHOCTHOE JIUIIO, PEIICHHE, ACHCTBHE
(Oe3neiicTBHE) 00KAYIOTCS, BIIPAaBE HE HAIIPABIISTH ’KajJo0y B Opra,
paccMaTpHUBAIONIUHN Kano0y, ecii OH B TedeHue 3 (Tpu) pabodyux JHEH MpUMeT
pelieHre 160 aIMUHICTPATUBHOE JCHCTBHE, TOJTHOCTHIO YIOBIETBOPSIONINE
TpeOOBaHUSIM, YKa3aHHBIM B jKaiobe.

58. XKanoba ycnyromnomnyuaresns, MOCTyIUBILIAs B aApeC YCIyroaaTens, B
COOTBETCTBHHM C IMYHKTOM 2) cTaThu 25 3aKOHA NOJAJIEKHUT PACCMOTPEHUIO B TEUCHHE
IATU pabouMX JHEW CO JHS €€ PETUCTPALUH.

Kanoba yciyromnomnyyaTesns, IOCTyNHUBIIas B aAPEC OpraHa, pacCMaTPUBAIOILIETO
Kano0y, MOAJICKUT PACCMOTPEHUIO B TedeHHe 15 (msITHaAIaTh) pabounx JHEH Co THS
€€ PETUCTpPALIHH.
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JlaTa cCKaunBaHHS
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30.08.2022
03.05.2022
30.08.2022

59. Ecnu mHOE HE MPEeayCMOTPEHO 3aKOHOM, 00OpaIlieHre B Cy 1 TOMYCKaeTCs

nociie 00kajaoBaHus B J0CYACOHOM MOPSJIKE.
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[Ipunoxenue 1
K IIpaBHJIaM IpOBeAeHUs (papMaleBTUYECKUX
MHCIIEKIHMH MO0 HajuIekauuM (hapMaleBTUYECKUM
IPaKTUKAM

dopma

Jlo1st oTedeCTBEHHBIX 3asiBUTEJIeH

HAaNMEHOBAaHUE TOCY JAPCTBEHHOTO OpraHa

3asiBiieHUe 0 IpoBeAeHUN papMaleBTHYECKO HHCIIEKIIUN 00beKTa

[Ipocum npoBecTH HHCIEKTUPOBAHUE:

YKa3bIBAC€TCS LIECJIb

Ha 00OBEKTE:

10 aJIpecy:

IIpu 3TOM 3as1BJIsIEM:

JlanHble cyObeKTa MHCIIEKTUPOBAHUSL:

HanmMeHnoBaHue 10puIn4eCcKOro Juia v (Min) MHAUBUAYATbHOTO MpeIpUHIMATEIS

IOpunnueckuii aapec:

BUH/MH

Agpec 0ObeKTa:

Ne nuuiens3uu Ha papmalieBTUYECKYIO AESTENbHOCTD U MPUIOKEHUS K Hel (TIpH
HAJIUYUN):




Kasakctan PecryGnuKachIHBIH 3JIEKTPOH/IB! HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK
e aKTIEpIiH STaTOH B! GaKbUIay GaHKi
& ‘ d' ,' DTaJOHHBIA KOHTPOJIBHBIH GaHK HOPMATHBHBIX PABOBBIX AKTOB
Pecry6anku KazaxcTaH B 51€KTPOHHOM BHJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

03.05.2022
30.08.2022
03.05.2022
30.08.2022

Tenedon, pakc:

AJlpec AIEKTPOHHOM MOYTHI:

JlaHHbI€ 110 ayTCOPCUHTY (MPU HATTUYHH )

daMuius, UMsi, OTYECTBO (MIPU €r0 HATHUYHH ):

JOJDKHOCTb PYKOBOIOUTCIIA:

PykoBogurenn

®damunusi, UMsl, 0TYECTBO (TIPH €ro HATHYHH) MO/IIHCH

YTOITHOMOYEHHOE JIHIO CYOBEKTa MHCIIEKTHPOBAHUS:

q)aMI/IJ'H/IH, UM, OTYCCTBO (HpI/I €ro HaJ'IH'-II/II/I) IIOAIIHUCH
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[Ipunoxenue 2
K IIpaBHJIaM IpOBeAeHUs (papMaleBTUYECKUX
MHCIIEKIHMH MO0 HajuIekauuM (hapMaleBTUYECKUM
IPaKTUKAM

dopma

st 3apy0exkHbIX 3asiBUTeJIeH

HauMEHOBAHUE DKCIIEPTHOTO OpraH

3asiBiieHUe 0 IpoBeAeHUN papMaleBTHYECKO HHCIIEKIIUN 00beKTa

[IpocuMm npoBecTH HHCIEKTUPOBAHUE

YKa3bIBA€TCA LEJIb

Ha 00OBEKTE:

ITo agpecy:

IIpu 3TOM 3asBIIsAEM:
JlanHble cyObeKTa HHCIIEKTUPOBAHUSL:

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

KOpuaunueckuii anpec:

AJipec o0ObeKTa:

Ne nunensuu Ha hapManeBTUYECKYIO ASATEILHOCTD U NMPUIOKEHUS K HEH (TpH
HaJIMYNH):

Tenedon, dakc:
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Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

Penakuusiinay KyHi
Cakray KyHi

Jata penaxkunn
JlaTa cCKaunBaHHS

03.05.2022
30.08.2022
03.05.2022
30.08.2022

AJlpec AIEeKTPOHHOM MOYTHI:

JlaHHbI€ 10 ayTCOPCUHTY (TPU HATTUYHH )

damMunus, UMsi, OTYECTBO (IIPU €ro HATUYUHN )

JOJDKHOCTB PYKOBOOUTCIIA:

PyxoBomurens:

damMuiusi, UMsi, 0TY4eCTBO (TIPH €ro HATHMIHN) MOJIMUCH

VY101HOMOYEHHOE JIMIO CyObeKTa HHCICKTUPOBAHMS:
Damunust, UMs, OTYECTBO (IIPU €ro HAJTUYUM) TOJNUCH




e.zZarll

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

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

HaTaCKaqHBaHHﬂ

03.05.2022
30.08.2022
03.05.2022
30.08.2022

[Ipunoxenue 3

K MIpaBUjIaM NpOBeIeHUs (papMalieBTHIECKUX

WHCIICKIIUN 10 HaJjIekanuM (hapMarieBTUIeCKuM

MPaKTUKAM

dopma

Hepequb JEKAPCTBCHHLIX CPEACTB, IPOU3BOJIUMbBIX HA l'[pOI/I3BO}ICTBeHHOl7[

mjomaake (IIJIaHI/IpyeMbIX K IIpOI/I3BOI[CTBy) nmpoun3BoaANTE/IsA WJIN HHOCTPAHHOTI'O

NMPOM3BOANTE/ISA, B OTHOIICHUH KOTOPOIo NPOU3BOAUTCH HHCIICKTHPOBAHUE (HJIH

NMPOU3BOAMTEJICH)
ToproBoe HaHMEHOBa- MeskryHapoiHOE HeIaTeHTOBaHHOE Jlexap- PerucrpanuoHHOe yI0CTOBEpEHHE, 1a- Tun npoxyk-
HHE JICKapCTBEHHOTO HaMMEHOBAHHUE WM TPYIIIIHPOBOYHOES CTBEH- Ta BBIIA4H, CPOK JCHCTBHS HJIH PEeCT- uH (yKasbl-
npenapara wiv Haume- | (XMMHYeCKOe) HaUMEHOBaHHUE JIeKap- Has Gop- | poBas 3amuck, AaTa BKIIOYCHUS B pe- BaeTCs B CO-
HOBaHHUe (apManeBTH- CTBEHHOTO Tperapara Wiu papMarnes- Ma, J10- €CTp JUIsl aKTHUBHOH (hapManeBTHUeCKOH | OTBETCTBHHU
YeCKOW CyOCTaHINH THUYECKOH CyOCTaHIIUKU 3MPOBKa cyOcraHuuu (IIpH HAJTMYHMH) C MpHJIOKe-
(ipu Ha- HueM Ne 3)
JTUYUN)

Jlata cocraBieHus « »

20

roaa.

PykoBoauTenb npeanpusiTUs WK YIOJIHOMOYEHHBIN MpeACTaBUTENb (JOJIKHOCTD)

®dammusi, UM, 0T4ECTBO (TIPH €0 HAJIMYHH)

IIOAIIHCH
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[Ipunoxenue 4
K IIpaBHJIaM IpOBeAeHUs (papMaleBTUYECKUX
MHCIIEKIHMH MO0 HajuIekauuM (hapMaleBTUYECKUM
IPaKTUKAM

dopma

IlepeyeHb JOKYMEHTOB, PEACTABJSIEMbIil CYObeKTOM HHCIIEKTHUPOBAHUSA ISl
MPOBeAeHUs JUCTAHIIUOHHON MHCIIEKIMU HA COOTBETCTBHE TPEOOBAHUAM
HaUIeKAIEeH POU3BOACTBEHHON NMPAKTUKHA

1. Onucanue cucrembl GMP 1 HOpMaTUBHO-IIPABOBOTO PETYIUPOBAHUS CTPAHBI
(9KBUBAJICHTHBI JI1 HalMoHaIbHbIEe TpeOoBanus GMP tpeboBanusim GMP PecnyOnuku
Kazaxcran nnu EBpazuiickoro sxoHoMuuyeckoro Corosza min pykoBoactsy GMP cxembl
coTpyanuuectBa dapmaneprudeckux nacnekuui PIC/S (nanee — PIC/S).

2. HotapuasibHO 3aBepeHHAs KOMHS pa3pellieHrs Ha TPOU3BOACTBO (JIUIICH3UN),
BBIJJAHHOE HAIlMOHAJLHBIM YIIOJITHOMOUYEHHBIM OPTaHOM.

3. Hocwe npousBoactBeHHoro yyactka (Cait mactep daitn — CMD),
COCTaBJICHHOE B COOTBETCTBUM cO CTaHAApTOM Hajuiexalleid mpou3BOACTBEHHON
npaktuku Pecyonuku Kazaxcran unu pykoojctsom GMP PIC/S (monnoe wiu
0OHOBJIEHHOE 3a 6 (IIIeCTh) MECSIIEB 0 AaThl (hapMaIeBTUUECKON WHCIICKITHH;
uH(pOpMAIIHS O IMJIAHUPYEMbIX U3MEHEHUSX ).

4. Cxembl, npuiiokeHHble K CM® (11BETHBIE CXEMBI CUCTEMBI ITOATOTOBKH BOJIBI,
BO3/lyXa, AMarpaMMbl TpyOOIIpoBoI0B U 00opyaoBaHuil B A3 uiu A2 ¢popmare).

5. CMcoK Mpon3BOJUMBIX JIEKAPCTBEHHBIX CPEACTB (MepeYeHb TUIIA TPOLYKIUH,
TOPrOBbIE HANMEHOBAHNUE U MEKIYHAPOAHbIE HEIIATEHTOBAHHBIC HAMMEHOBAHHSI,
nepeyeHb CTaui MPOU3BO/ICTBA, 3asBJICHHBIX K MHCIIEKTUPOBAHHUIO).

6. O0m1ee KOJIMYECTBO MHCIIEKIIUNA, KOTOPOE MPOIILIA MJI0MIAKa, KOMUU
ceptudukaroB GMP, BbgaHHBIX NpU 3TUX UHCHEKIUIX. Konus oTuera nocnennen
WHCIIEKIIMH ¢ HOTApUAJIbHO 3aBEPEHHBIM MIEPEBOJIOM MPU HEOOXOAUMOCTH.

7. ®oTtorpaduu MpoU3BOICTBEHHOM TUIOMIAIKH U BCIIOMOTaTEIbHBIX CUCTEM
(BHEHIHUM 001N BUJ (C BO3/yXa), I€TAJIbHBINA BUJ KOMHAT, C yKa3aHUEM
OCYIIECTBIISIEMBIX B HUX TPOIECCOB (0TOOp Mpo0, B3BEIIMBAHUE U IPYTHE).
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8. KpanmdukannoHHbIi MacTep-Tuiad (CIUCOK MOMEIIEHUH, 000pyA0BaHUS U
BCIIOMOTaTEIbHBIX CUCTEM, UCTIOJIB3YEMBIX JJISl IPOM3BOJICTBA U UX
KBATH(PMKAIIMOHHBIN CTATYC).

9. BannganmoHHbI MacTep-1u1ad (IPOU3BOACTBEHHBIE MTPOLIECCHI, OUMCTKA U
KOHTPOJIb KaueCTBa).

10. Docke Ha cepuio mpoayKTa (IPOAYKTOB), COAEPIKaIIee aHATUTHYECKYIO
4acTh; CHMCOK BBIMYILEHHBIX cepuil 3a mocieanue 3 (Tpu) roaa.

11. CBenenust Mo KOJIMYECTBY MPETEH3UN U OT3BIBOB 3a Mpeabayue 3 (TpH)
roza.

12. Uuadopmariust o KOTU4ecTBE 3a0paKOBAaHHBIX CEPHUI BCEX JIEKAPCTBEHHBIX
CPENCTB.

13. TlepeueHb KPUTUUECKHX, CYIIECTBEHHBIX HECOOTBETCTBUI, OTKJIOHEHHUS OT
cneuudukaruu (Out-of-specification) (nanee - OOS) 3a npeapiaymue 3 (Tpu) roaa
(otuetsl o HEcooTBeTcTBUAM, OOS mporecca (BkItouas rnepepadboTaHHbIE CEPUN),
KOTOpbIE OKa3aju BIUSHUS HA Ka4YeCTBO, 0€30MaCHOCTh U 3P(HEKTUBHOCTD
JIEKapPCTBEHHBIX CPECTB).

14. Tlepeuens 3arutannpoBaHHbIX U BemoHEHHBIX CAPA (corrective and
preventive action) rmocje WHCIEKIUN 3a npeaplayue 3 (Tpu) roja (B TOM YHCIIe
MHCHEKIMH rocyapcTB-uieHoB Coro3a).

15. 'apanTHitHOE MHUCHMO YIIOJTHOMOYEHHOTO JIMIA MPOU3BOJAUTENS O TOM, YTO
IPOM3BOJICTBEHHAS TUIONIAIKA TTOJHOCTHIO MTpoBepeHa 1o TpedoBanusimM GMP 3a
nocyeaHue 2 (1Ba) rojia v BhISIBJICHHBIE HECOOTBETCTBUS YCTPAHEHBI.

16. OG30pbI KauecTBa NPOTYKIIUH.
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[Ipunoxenue 5
K IIpaBHJIaM IpOBeAeHUs (papMaleBTUYECKUX
MHCIIEKIHMH MO0 HajuIekauuM (hapMaleBTUYECKUM
IPaKTUKAM
dopma

IIporpamma npoBeaeHus papManeBTHYECKON HHCIIEKIIMU

1. HaumeHnoBanue CY6T>CKT3 HHCIICKTUPOBAHUA

2. OcHOBaHUE I MPOBEACHUS UHCTIEKIIUU

3. Llenp HHCHIEKIINHT

4. JlaTa MHCIICKLINHU

5. HaumeHnoBanue o0beKTA

6. Mecto pacrnoynoxeHusi 00beKTa

7. CocTaB MHCIIEKIMOHHOW IPYIIIBI U OTBETCTBEHHOCTb:

Ner/m | Damunms, uMs, 0TYECTBO (IIPH €r0 HAMYUK) (hapMaleBTHYECKUX HHCIICKTOPOB Jl0JKHOCTB, MECTO PabOThI

1.

K&)KI[LIﬁ N3 IICPCUHUCIICHHBIX BBIIIC JIUII, IIOCCIIAIOINX TAaHHOC IIPCAIIPUATHC,
HECCT OTBCTCTBCHHOCTD 3a KOH(l)I/IJIeHLII/IaJ'IBHOCTB I/IH(i)OpMaI_[I/II/I, KOTOpasa MOXKCET CTaTb
HNM HU3BCCTHA BO BPCMs IMPOBCACHUA NHCIICKIINH.

8. [Topsimok MpoBEAECHUST HHCIIEKITUN

9. [IpeaMeT UHCTIEKTUPOBAHMUS

10. HeoGxonumbie yciaoBus




e.zZan

Ka3aKCTaH PeCﬁyﬁﬂHKaCHHL]I—[ OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTLIep/IiH TANOHIbI OaKplIay OaHKI

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE

DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB

Penaxnusinay kyHi 03.05.2022

Cakray KyHi 30.08.2022
Jlata pegakuuu 03.05.2022
JlaTta ckaunBaHMs 30.08.2022

I[JIH oOecIieueHUs BO3MOKHOCTH HaJIC)Kalero NpoOBCACHNA HHCIICKINU IIPOCHUM:

11. IIpouenypsr

12. I'paduk npoBeieHNsT MHCIICKITNH:

No

Jlara
/Bpems

YyacTku, noapasaeneHusi, CHCTeMbI, POLIECCHI, MOAJIeKa-
1€ WHCTIEKTHPOBAHUIO

DapManeBTHUECKUI
WHCIIEKTOP

[pencraBurenu cyobekTa nH-
CHEKTUPOBAHUS




Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK Penakuusiinay KyHi 03.05.2022
AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 30.08.2022

e. Fa-1F DTaNOHHbIH KOHTPOJIBHBIHA GAHK HOPMATHBHBIX PABOBBIX AKTOB Jlata peraKunmn 03.05.2022
Pecry6nuku KazaxcTaH B 3JIEKTPOHHOM BHJIE pos
JlaTta ckaunBaHMs 30.08.2022

[Ipunoxenue 6
K IIpaBHJIaM IpOBeAeHUs (papMaleBTUYECKUX
MHCIIEKIHMH MO0 HajuIekauuM (hapMaleBTUYECKUM
IpaKTHKaM

dopma

IIpoTOoKO0J HECOOTBETCTBUHA

OT «__» roja

HaunmeHnoBaHue CY6'I>€KT3 HHCIICKTUPOBAHUA

OOBEKT IeATEIbHOCTH

BbIsBIICHHBIE HECOOTBETCTBUS KpaTkoe onucaHue BbISIBIEHHBIX HECOOTBETCTBHUI IIpumeuanue

Kputnueckue

Cy1iecTBeHHbIE

HecymectBenusie

Benymmit hapmanestuyeckuit
HMHCTIEKTOP (PYKOBOAMTEIb FPYIIIIHI)

(DaMPIJ'[I/ISI, UM, OTYCCTBO (l'Ipl/I €ro HaJ'[I/I‘II/II/I) IIOAIIHUCH

UneHst
WMHCTICKITHOHHOW TPYIITBI

damMunust, IM, OTYECTBO (TIPH €TO HATWYINN)  TTOAMNCH

damuiusi, UMsi, OTY4ECTBO (TIPU €ro HAJUYUU)  TIOAIKICH

PyxoBonurens CyObekTa HHCIIEKTUPOBAHUS

Damunust, UMs, OTUECTBO (IIPU €r0 HATMYUM)  MOJIUCH

YNOTHOMOYEHHOE JINIIO Cy6’beKTa WHCIIEKTUPOBAaHUS

damMunust, IMs, OTYECTBO (TIPH €T0 HATUYUN)  TIOAMNCH



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

03.05.2022
30.08.2022
03.05.2022
30.08.2022

[Ipunoxenue 7

K MIpaBUjIaM NpOBeIeHUs (papMalieBTHIECKUX

WHCIICKIIUN 10 HaJjIekanuM (hapMarieBTUIeCKuM

MPaKTUKAM

OTt4er 0 npoBeeHNH (papMaALEeBTHYECKOM HHCIIEKIIUT

HaumenoBanue (bapMaueBTqua(oro HHCIICKTOpaTa

azpec, TenedoH, caut

HaumenoBanue cy0beKTa MHCIIEKTUPOBAHUS

Anpec

OcHoBaHue

1. Pe3rome

dopma

HauMeHOoBaHHE HHCIIEKTHPYEMOTO 00BEKTa Ha3sBanue u nonHbli agpec 00beKTa

JInnensus

Buibl 1eTe1bHOCTH KOMITAHUM

JlaTa mpoBeieHUsI HHCIIEKLUU

JlanHbIe 00 MHCIIEKTOpax (IKCIEPTax) damunusi, UMsi, 0TYECTBO (TIPH €ro HAJIMYKHK), JOJKHOCTh

Homep uHcnekuuu (pyu HaTMYHK)

2. BBognas ungopmarius

KpaTKoe OIIMCAHUEC Cy6’bCKTa HHCIICKTUPOBAHUS U NHCIIEKTUPYEMOTI'O yJacCTKa.

JlaTa(pr) IpeabIAYIINX HHCIIEKIIIH

q)aMI/IJ'II/I}I, UM, OTYECCTBO (HpI/I €ro Ha.]'II/I‘{I/II/I), JOJDKHOCTD UHCIIEKTOPOB, IIPOBOAUBIINX NPEABIAYITYIO HHCIICKIINIO

CyHleCTBCHHLIC HU3MCEHCHMUS 110 CPAaBHCHUIO C npem,mymeﬁ HMHCITEKIHEH

Llens nHCTIEKITH

I/IHCHCKTI/IpyCMLIC 30HBI

HepCOHaJ'I opraHusanuu, y'-IaCTByIOH.IPIfI B IPOBCACHNUHN UHCIICKIIUU

,HOKyMCHTLI TIpeACTaBJICHHbIC Cy6’beKTOM HHCIICKTUPOBAHUSA 40 IMPOBEACHUS NHCIICKIINN

3. HabGmronenus u pe3ynbTaThl HHCIIEKITUH.

Jns macneknuit Ha coorBeTcTBUE GMP:!

YipasneHue KauecTBOM

[lepconan

Iomemienus u 060pyI0BaHKE

JloxymeHTauus

[IpousBoacTBo

KonTtposns xauectBa

AyTCOpCHHIOBast ESATENbHOCTh




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 03.05.2022

aKTiNep/iH dTanoHb! 6aKplIay 6aHKi Cakray KyHi 30.08.2022

. i ﬂ [ ¥ | ?Tagog;{;m I;Z)HTpO.TII)HHﬁ 0aHK HOPMATHUBHBIX IPABOBBIX aKTOB Jlata pesakiyuu 03.05.2022
KH X

ecIy! a3aXCTaH B 3JIEKTPOHHOM BUJIE TlaTa cxaunBarms 30.08.2022

PCKHaMaHI/II/I 1 OT3bIB IPOAYKIINN

CaMOUHCIIEKIIHS

Peanuzanus u TpaHCIOPTUPOBAHUE TPOLYKIIHU

OI_[CHKa J0ChE IIPOU3BOACTBEHHOI'O yJacTKa (HpI/I HCO6XOIII/IMOCTI/I)

Pasznoe

st uHcnekuuii Ha cooTBeTcTBUE cTanapToB GDP, GPP — 3anonnstoTcs
COOTBETCTBYIOIIME Pa3 bl MPABWII HAJIJIEKAITUX (apMalleBTUUECKUX MPAKTHK.

4. IlepedeHb BBISIBICHHBIX HECOOTBETCTBUH *

Kputnueckue

CymiecTBeHHBIE

HecymectBeHnnbie

[Tpumeyanue*

KpurndeckruM HECOOTBETCTBHEM SIBISICTCS HECOOTBETCTBUE TPEOOBAHUSIM
HaJyIexKalie ¢papMaleBTUIECKON MPAKTUKH, BBI3BIBAIOIIECE WIIM MPUBOISIIEE K
CYLIECTBEHHOMY PHUCKY BO3MOYKHOCTH CHUYKEHUSI KAUECTBA JIEKAPCTBEHHOTO CPEJICTBA,
IIPOM3BO/ICTBA JICKAPCTBEHHOT'O CPEJICTBA B MIPOIIECCE €ro 00palieHus, OacHOTO JIs
3710pOBbS U JKMU3HU YEJIOBEKA.

Cy11ecTBEHHBIM HECOOTBETCTBHUEM SIBIISIETCSI HECOOTBETCTBHUE TPEOOBAHUSIM
HaJJIekKaIIe papMarieBTHIeCKO MPaKTHUKH, KOTOPOE HEe KIACCU(PUIIUPYETCS KaK
KPUTUUYECKOE, BHI3BIBAIOIICE WIIM IPUBOJISIICE K CYIIECTBEHHOMY CHIXKEHHUIO KaueCcTBa
JIEKapCTBEHHOTO CPEJICTBA B MPOIIECCE €T0 OOPAIICHHS I KOMOWHAITHS
HECOOTBETCTBUI, HU OHO U3 KOTOPBIX CaMO IO ceOe He SIBIISIETCS CYIECTBEHHBIM, B
COBOKYITHOCTH, MPEJICTABIIAIONINE CYIIIECTBEHHOE HECOOTBETCTBUE.

HecymecTBeHHBIM HECOOTBETCTBUEM SIBIIIETCSI HECOOTBETCTBUE, KOTOPOE HE
IIOAIIAaAET M0/ KATETOPUI0 KPUTHYECKOTO UIIH CYILIECTBEHHOT O, OJHAKO SIBJISICTCS
HapyleHueM TpeOOBaHUM 3asiBJICHHON HaIexalel (hapMaleBTUYeCKO MPaKTUKKU WIN
HECOOTBETCTBHE, B OTHOIIEHUH KOTOPOTO HEJOCTATOUYHO UH(POpMALINU, YTOOBI
KJIaCCU(QUIMPOBATh €T0 KaK CYLIECTBEHHOE WJIN KPUTHUECKOE.

5. 3aKII0YUTEIBHOE COBCIIAHHUC N OLICHKA OTBCTA CY6T)GKTa HHCIICKTUPOBAHUAA:

KOMMCHTapHH HpeﬂCTaBHTCHeﬁ Cy6"beKTa UHCIICKTUPOBAHMS, CACTIAHHBIC B XOJ€ 3aK/IIFIOUYUTECIIBHOI'O COBCIIAHUS

OIICHKa OTBETa cy6Le1<Ta WHCHCKTUPOBAHUA 110 BBISIBJICHHBIM HECOOTBETCTBUAM

JlokymeHTHI 1 (Miin) 00pasiipl, 0TOOpaHHBIE B X0/€ MHCIICKIIUT

6. Pe3ysibTaThl MHCIEKTUPOBAHUS U PEKOMEHIALINU:

‘ PeSyJ'ILTaTLI UHCHEKTHPOBAHUA |




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

Pecny6inku KazaxcraH B 3JIGKTPOHHOM BHUJIE
JlaTa cCKaunBaHHS

03.05.2022
30.08.2022
03.05.2022
30.08.2022

‘ Pexomenganuu

Otyer o npoBeeHnH (papMalleBTHUECKOW NHCIIEKI[UU COCTABIIEH U MOANKCAH:

Benymmit hapmanestuyeckuit
HHCIEKTOP (PYKOBOAUTENb IPYIIIIbI)

damuusi, UMst, 0TY4ECTBO (TIPH €10 HAJIMYHMH) ITOIIHCH

YieHBI HHCTIEKIMOHHOM TPYIIIIBI

damunns, UM, 0TIECTBO (TIPH €0 HAMYHNH) ITOIIHCH

Damuus, UMs, 0OTYECTBO (TIPU €ro HAJMYUH) MOIIMUCH
« » roja.

Paznensl 7 u 8 3aM0MHAIOTCS MHCIIEKIMOHHON TPYIIION MOCTE MOIYYEHUS

uH(pOpMAaIK M0 YCTPAHEHUIO BBISIBJIEHHBIX HECOOTBETCTBUI U COTJIACOBAHUS C
(apMalieBTUYECKUM MHCIIEKTOPATOM T'OCYITapCTBEHHOT'O OpPraHa.

7. PeBYJIBTaTI)I pPaCCMOTPCHUA YCTPAHCHUA BbIABJIICHHBIX HECOOTBETCTBUHU U BBIBOJbI

HHCIICKIIUHN.
[Iepeuens BbI- Kpanudukaums Mudopmanms 06 ycTpaHEHUH BBISIBICHHBIX HECOOTBETCTBHH (KpaTkoe co- | OleHka ycTpaHe-
SIBJICHHBIX HECO- | BBISBJICHHBIX JiepKaHue KOPPEKTUPYIOLINX U NIpeIyNpeKIalomuX AeHCTBUI, TOATBEp- HHUS BBISBJIICHHBIX
OTBETCTBUNA HECOOTBETCTBUN JKIQIOIINI TOKYMEHT) HECOOTBETCTBUIA

8. 3akiroueHue

CyObeKT HHCTIEKTUPOBAHUSI, HANMEHOBAaHNE 00BEKTa, YIaCcTKa, aipec

CooTBeTCTBYET (HE COOTBETCTBYET) TpeOOBAaHUAM HaJJIeKaIen (hapMareBTHIeCKOn

NpaKkTUKH (yKa3aTh HAMMEHOBaHUE HaaJexalen papMaieBTUUECKOM MPAKTUKH ).




Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 03.05.2022
AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 30.08.2022

e. . ﬂ il DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB Jlata pefaKuuu 03.05.2022
Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE Tlata ckaunBanms 30.08.2022

[Ipunoxenue 8
K IIpaBHJIaM IpOBeAeHUs (papMaleBTUYECKUX
MHCIIEKIHMH MO0 HajuIekauuM (hapMaleBTUYECKUM
IpaKTHKaM

dopma

3asiBKka o BbI1ave WM nepeogopmienne ceprupukaTa Ha COOTBETCTBHE
HaUIeKAMX papManeBTHYECKUX MPAKTHK

(HaNMEHOBaHKeE rOCYJapCTBEHHOTO OpraHa)

[Tpocum BeIaTh WM IepeoHOPMHUTH CepTU(DHUKAT HA COOTBETCTBUE TPEOOBAHMIM

HaJJIeKallel MpOu3BOJICTBEHHON U (1K) AUCcTpuObioTopckoil npakTuku (GMP u (nn)
GDP)

(HyXKHOE IIOAYEPKHYTh)

Ha 00BEKT:

(IIoTHOE HaUMEHOBaHHUE 00BEKTA)

PAacIOJIOKEHHBIH 110 ajpecy:

(anpec oOBekTa)

JlanHble CyObEKTa MHCIIEKTUPOBAHUS:

HanmenoBaHue 10puaM4YeCcKOro Juia U (Win) UHIMBUAYATbHOTO MPEINPUHUMATENS

IOpunnueckuii anpec:

BUH/MH

Ne nunensuu Ha hapManieBTUUECKYIO AEATEILHOCTD U MPUIIOKEHUS K HEH (Tpu
HaJINYNM):

Tenedon, dakc, e-mail:

AJlpec 3IEKTPOHHOM MOYTHI:




Ka3aKCTaH PeCﬁyﬁﬂHKaCHHL]I—[ OJICKTPOH/IBI HbICAH1AFbI HOpMaTI/IBTiK KYKBIKTBIK

AKTLIep/IiH TANOHIbI OaKplIay OaHKI
. ‘ d' ,' DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB
Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE

Penaxnusinay kyHi
Cakray KyHi

Jlata pegakuuu
JlaTa ckaunBaHUS

03.05.2022
30.08.2022
03.05.2022
30.08.2022

HaumenoBanus cyObekTa, I3MEHEHHUE
HAaMEHOBAHUS aJpeca MECTOHAX0XKICHUS
0e3 (pr3nYecKoro nepeMeneHuss 00beKTa

B Cily4yae U3MeHeHus (1l nepeoopMIIeHNs )

CBenieHus 0 3asIBUTENIC

(Pazpaboruuk, IIpousBoaurens (M3roToBUTENs), JJ0BEpEHHOE JIHIIO)

A):[pec MCCTOHAXOXICHHUA

(tenedon, dakc, e-mail)

Jlata u HOMEp JOBepeHHOCTH (KOIHsI JOBEPEHHOCTH)

(TTpu dpuKcHpoBaHMY 3asBICHHS Yepe3 MOPTall 3JCKTPOHHAs BEPCHsI)

Jlata mpoBeeHUST HHCTICKIUA

HJ’I;{ IIpOU3BOACTBA:

(TUI TPOTYKIHMN )

JlexapcTBeHHas popma

Craguun IMPOU3BOACTBCHHOI'O IIpoLecca

PykoBogurenn

Damuius, UMs1, OTYECTBO (IIPH €T0 HATUYHH) MOJMNCH



Kasakcran Pecry6nmKkachIHbIH 3J€KTPOH/IbI HBICAHIAFbl HOPMATHBTIK KYKBIKTBIK Penaxumsanay kysi 03.05.2022
AKTLIep/IiH TANOHIbI OaKplIay OaHKI Cakray KyHi 30.08.2022

e. . ﬂ il DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB Jlata pefaKuuu 03.05.2022
Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE Tlata ckaunBanms 30.08.2022

[Ipunoxenue 9
K IIpaBHJIaM IpOBeAeHUs (papMaleBTUYECKUX
MHCIIEKIHMH MO0 HajuIekauuM (hapMaleBTUYECKUM
IpaKTHKaM

dopma

Munucrepcrso 3apaBooxpanenusi Pecnyosiuku Kazaxcran
KomMurer MeaMUMHCKOr0 U (papManeBTHYECKOIr0 KOHTPOJIS

Cepruduxar

Ha COOTBETCTBHE TPEOOBAHUAM HAJIEKAINX (papMaleBTHYECKUX NMPAKTHK B
chepe oOpameHns JTeKAPCTBEHHBIX CPEICTB

JlaTa BeIAAYH « » rojaa

JIeNCTBUTEIILHO 0 « » roaa

Brigan

(moNHOE HAaMMEHOBAHUE, MECTOHAXOK/ICHUE, PEKBU3UTHI FOPUANYECKOTO JIHIa/
WHIUBUYAJILHOTO MPEANPHHUMATEIIS)

(HauMeHOBaHHE 00BEKTa)

Ha ocHoBanum cBefieHMi, MOTYyYEHHBIX MPU MPOBEIeHNN (hapMaleBTUIECKOn
WHCIICKIIUU, TTOCTEAHSA U3 KOTOPHIX ObLiIa MPOBE/IEHA U MOATBEPKIAET COOTBETCTBUE
HaJJIekKaIIe papMarieBTHIECKON MpaKTHKe

Ha MOMCHT BblJJa4YH

Jlna npousBoCTBa:
00J1aCTh COOTBETCTBHUS HaUIeXkKAIlIeH (hapMaleBTHUECKON MPaKTUKE:
HaNMEHOBaHHUE TPy JIEKAPCTBEHHBIX CPEACTB

CTalui TEXHOJIOTHYECKOI' 0 Ipoiecca

TIepeUYCHb IIPOU3BOACTBEHHBIX HOMCH.ICHI/II‘/’I, TuIomaaen

T'ocynapcTBeHHBII opraH, BbIIABIINKA cepTH(HUKAT

(moTHOE HAUMEHOBAHME)

PyKOBOZ[I/ITeJ'IL TOCyJapCTBEHHOTO OpraHa

damMuinusi, UMsl, OTYECTBO (TIPU €ro HAJUYWK)  [OJIHCH



Kazakcran Pecry61mKachiHbIH 3JICKTPOH/IbI HBICAHIaFbl HOPMATHBTIK KYKBIKTBIK Penakuusnay kyni 03.05.2022

e z a n aKTinepaliK, STanonbl 6aKpuIay 6aHKi Cakray KyHi 30.08.2022
- ?)TaHOIgHLII/I I;?HTPOJILHLII/I 0aHK HOPMAaTHBHBIX [IPABOBBIX aKTOB JlaTa pesaKiyu 03.05.2022
ecryOukn KazaxcraH B 9JIEKTPOHHOM BHJIE Tlara ckaunpams 30.08.2022

[Ipunoxenue 10
K [IpaBWJIaM POBEACHUS (papMaleBTUYECKIX
MHCIIEKIHMH MO0 HajuIekauuM (hapMaleBTUYECKUM
IPaKTUKAM

dopma

[HaumenoBanue [HanmenoBanue

yciyromaTess| yCIyromaTess|

MoTHBHPOBAHHBIN 0TKA3 B 0KA3aHUH FOCYIaPCTBEHHOMN YCJIYIrd

Jarta Beiiaun: [JlaTa Belaum |

[HanMeHOBaHME yCITyronoiayJaress |

Mecto peructpanuu: O01acTh:

[O6nacTs] Paiion: [PaiioH]

['opon/nacenenusiil myHKT: [['opoa/HaceneHHbII TYHKT |
[6u3Hec-unenTGuKaonnpii Homep| [BUH]

JlaTa rocynapcTBeHHoOM peructpanuu ot [[ara]
IIpnunHa oTkasa:

[[IprumHa oTka3za] [[omKHOCTH MOAMUCHIBAIONIETO |

[ @amuiust, UMsi, OTYECTBO (MPU €r0 HAJIMYKH ) TTOIHUCHIBAIOIIETO |

M eyt o s eyms ey | grams JOPE o0 Foomnages M0 regia w0

[ lomxHOCTh moanuckiBatomiero] [amunus, uMs, 0T4eCTBO (TIPU €0 HATUYHH )



e.zZarll

Ka3zaxcTan PecryOnrkachIHbIH 2JICKTPOH B! HHICAHAAFbl HOPMATHBTIK KYKBIKTBIK
AKTLIep/IiH TANOHIbI OaKplIay OaHKI
DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB
Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE

Penaxnusinay kyHi 03.05.2022

Cakray KyHi 30.08.2022
Jlata pegakuuu 03.05.2022
JlaTta ckaunBaHMs 30.08.2022

[Ipunoxenue 11

K MIpaBUjIaM NpOBeIeHUs (papMalieBTHIECKUX

WHCIICKIIUN 10 HaJjIekanuM (hapMarieBTUIeCKuM

MPaKTUKAM

dopma

Peectp nep:karesieil cepruduKaTa Ha COOTBETCTBHE HAMNJIEKAIIUM

(papManeBTHYECKUM NPAKTHKAM

Ne | HaumenoBanue, ropuauueckuii aa- Anpec obbexra Howmep cepruduxkara, O6nacTh cO0T- CBeJleHHsI 0 IPUOCTAHOB-
I pec, TenedoH gepxarens cepTudu- | gepxkarens cepTu- JlaTa BBIIAYH, CPOK BETCTBHS CTaH- | JICHHH U OT3BIBE CEPTH-
/m Kara ¢uxara JieCTBUS JapTaM (ukara

1 2 3 4 5 6




e.zZarll

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

DOTaIOHHBII KOHTPOIBHBIA OaHK HOPMATUBHBIX IIPAaBOBBIX aKTOB

Pecnyomuku Kazaxcra B 21eKTpPOHHOM BHJIE

Penaxnusinay kyHi 03.05.2022

Cakray KyHi 30.08.2022
Jlata pegakuuu 03.05.2022
JlaTta ckaunBaHMs 30.08.2022

[Ipunoxenue 12
K IIpaBHJIaM IpOBeAeHUs (papMaleBTUYECKUX
MHCIIEKIHMH MO0 HajuIekauuM (hapMaleBTUYECKUM
IPaKTUKAM

dopma

CrangapT oka3aHuA rocyIapCcTBeHHOM ycayru «Boigaua ceprupukaTroB Ha

COOTBETCTBHEC HaAJICKAIIIUX q)apManeBanecmlx MPaKTHK»

HaumeHnoBanue yciayroaareis

KomuTer MeUIMHCKOro 1 (papMareBTHIECKOro KOHTPOIIsi MUHICTEPCTBA 3[paBOOXpaHe-
uust Pecriy6nukn Kaszaxcran

CrnocoOBI IPeIoCTaBICHUS TOCy Iap-
CTBEHHOH yCIIyTU

Beb-noprai «3eKTpOHHOTO MPaBUTENLCTBa): Www.egov.kz, www.elicense.kz (nanee —
nopTan)

Cpok OKa3zaHus TOCYAapCTBEHHOU yCiIy-
™

Beinaua ceprudukara - 2 (18a) pabounx aHs

[epeodopmienue — 2 (nBa) pabouux JTHs

dopma oKkazaHUs rocy1apCTBEHHON
ycIIyru

DJeKTpoHHas (4aCTUYHO aBTOMATHU3MPOBaHHAs) U (WIH) OyMakHast

Pe3ynbTaT OKazaHus rocyjapcTBEHHON
yciayry (160 ero npecTaBUTeNs 1o J10-
BEPEHHOCTH)

1) Bblaya uiam nepedopmieHue cepTudukaTa Ha COOTBETCTBHE TPeOOBAHUAM HaIexKa-
meil npoussoacTBeHHoi npakruku (GMP);

2) Beiava win nepeopMIeHHe cepTU(UKATA HAa COOTBETCTBHE TPEOOBAHMAM HAJUTCKa-
ieit muctpudbtotopekoit npaktuku (GDP);

3) MOTHBUPOBAHHBII OTKa3 B OKa3aHUU FOCYAaPCTBEHHON YCIYTH.

Pa3mep omutaTsl, B3UMaeMoil ¢ yciayro-
HoJTyyaresst IpH OKa3aHUU rocyaap-
CTBEHHOH YCIIYTH, U CITIOCOOBI €€ B3UMa-
HUS B CITy4asX, IPEeyCMOTPCHHBIX 3aKO-
HozpaTenscTBOoM PecnyOnuku Kasaxcran

locynapcTBeHHast yciryra oKa3bIBaeTcst OECIUIaTHO.

I'padux padoTs

1) ycayroaatens — ¢ OHEIENbHUKA 10 MSITHUILY, B COOTBETCTBUH C YCTaHOBICHHBIM Ipa-
(ukom padotsi ¢ 9.00 mo 18.30 yacoB, 3a HCKITFOYCHHUEM BBIXOIHBIX M MPA3IHAYHBIX
nHel, cornacHo TpynoBomy konekcy Pecryonuku KazaxcraH ¢ mepepbiBoM Ha 00es ¢
13.00 gacoB 1o 14.30 yacos.

2) mopraia — KpyriocyTO4YHO, 338 HCKIIOUCHUEM TEXHUYECKUX MEPEPHIBOB B CBSA3H C IPO-
BE/ICHUEM PEMOHTHBIX pa0oT (IpH 0OpaLICHHH YCITyTOIMOIyYaTelis OC/e OKOHYAHUS pa-
604ero BpeMeHH, B BBIXO/HBIC U MIPa3AHUYHbBIC JHHU coriiacHo TpymoBomy Komekcy Pec-
ny6muku Kasaxcran nprem 3asBICHHS U BbIIaYa PE3yiibTata OKa3aHus TOCYAapCTBEHHON
YCIIYTU OCYIIECTBIISIETCS CIICAYIOLUIMM PaOOYHM JHEM).

[epedeHb JOKYMEHTOB, HEOOXOIMMBIX
JUTS OKa3aHWs TOCYIapCTBEHHOH yCIyrn

Jlna nonydeHus cepTuduKaTa Ha COOTBETCTBUE TPEOOBAHHUAM HaJIexkKallel IPOU3BOA-
crBeHHOH npakTuky (GMP) mimu ceprudukara Ha COOTBETCTBUE TPEOOBAHHAM HaJUIekKa-
meit guctpubsroropekoit npaktuky (GDP) — 3asiBka 1o ¢opMe corylacHO NpUIIoKEHHUIO 8
K HacTosmuM [IpaBumam;

Jns mepedopmienust ceptrdukaTa Ha COOTBETCTBHE TPEOOBAHUAM HaIJIeKAIICH TPOHU3-
BojcTBeHHOI npakTrku (GMP) unu ceptudukara Ha COOTBETCTBHE TPEOOBAHUSIM HaJlIe-
xarel nuctpubblotropekoit npakruku (GDP):

1) 3asBKa 1o (popMe CcorIacHO MPUIIOKEHUIO 8 K HacTosuM [IpaBuiam;
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2) KONusI JOKYMEHTA, TOITBEPK/IAIOIIET0 H3MEHEHHEe HANMEHOBAHHUS CYOBEeKTa, H3MEHEe-

HHUE HAaNMEHOBAHUS a/Ipeca MECTOHAXOXKACHHS 0e3 (PH3MYECKOro IepeMeIeHNs] 00BEKTa

MHCTICKTHPOBAHUS (32 UCKIIIOYEHUEM CBEICHUI KOTOPBIC MOTYT OBITh MOMYYEHBI M3 COOT-
BETCTBYIOUIMX HHPOPMAIIMOHHBIX CHCTEM);

OcHOBaHUs I OTKa3a B OKa3aHWHU IO-
CYZIapCTBEHHOM yCIIyTH, YCTAHOBJIEH-
HBIC 3aKOHOIATENILCTBOM PecryOnku
Kazaxcran

VYcenyromnonydaresb IpU3HAETCS HECOOTBETCTBYIOIINM TPEOOBAHHSIM 3asIBICHHON HaJlIe-
JKater (hapMaleBTHYEeCKON MPAKTUKH B CIEIYIOLIUX CIIydasiX:

1) ycTaHOB/IEHHE HEJJOCTOBEPHOCTHU JOKYMEHTOB, IPEACTaBICHHBIX YCIyTOIOdyYaTeneM
JUISL TIOJTyYEHHs TOCYAAPCTBEHHOM yCIIyTH, U (MJIM) JaHHBIX (CBEJEHHH), coepiKaIuXcs B
HHX;

;
2) HECOOTBETCTBUE YCIIYTONOIyyaTessi U (MIK) HPeJCTaBICHHBIX MaTePUaIOB, JaHHBIX U
CBEJCHHH, HEOOXOANMBIX ISl OKa3aHUsI TOCYIaPCTBEHHON yCIIyTH, TpeOOBaHUSIM HACTOS-
ux Ilpasun;

3) npH BBISBICHUH KPUTHYECKUX HECOOTBETCTBUIA;

4) HC YCTPAaHCHUU BBISIBJICHHBIX HECOOTBETCTBUM 10 pe3yjibTaTaM MHCIIEKIIUU C IIPUITOKE-
HHUEM IlIaHa KOPPECKTUPYIOMUX U NPEAYHIPEIKAAIOIINX JIEUCTBUNA U OTYETA O €0 BHITIOTHE-

HUW;

5) mpu He IPeIOCTaBICHUH OTBETA B CPOK, YCTAHOBJICHHBIN IMyHKTOM 31 HacTosmux Ilpa-
BUII;
6) npu HeobOecneyeHUn CyObEeKTOM HHCIIEKTHPOBAHUS MOPS/IKA, YCTAHOBJICHHBIX B ITYHKTE

22 Hacrosuux [IpaBu;

7) npu HeoOecneueHnn Cy6’LeKTOM WHCIICKTUPOBAaHUs IPOBEJACHUS NHCIIEKIIUU 110 pelle-
HHUIO YIIOJJHOMOYCHHOI'O OpraHa.

CyOBbeKTy MHCIIEKTHPOBAHHUS HAMTPABIISICTCS MOTUBUPOBAHHBII OTKa3 B BbIIaye cepTHdU-
kara o ¢opme cornacuo mpunokernto 10 k Hactosum [paBunam.

10

Wnbie TpeOOBaHUS C Y4€TOM OCOOCHHO-
cTeil okazaHus rocy1apCTBEHHON yCIyTH

VYcenyromnonyyareab HMEeT BO3MOXHOCTB MOTyUeHHUsI HHPOPMALIMHU O MOPSAKE U CTaTyce
OKa3aHUs roCyAapCTBEHHON YCIIyTH B pEKUME YIAJICHHOTO JOCTYyIa Yepe3 nopTai - B
«IMYHOM KaOHMHETEe», a TAK)KE SAMHOTO KOHTAKT-LIEHTPA.

KonrakTHBIE Tene(OHBI CIPaBOYHBIX CIYXkO0 110 BOIIPOCaM OKa3aHHMs TOCYIapCTBEHHOMN
YCIIyTH yKa3aHbl Ha HHTEpHET-pecypce KoMutera MeIMIMHCKOTO U (hapMalieBTHIECKOTO
KOHTpoIs MuHHcTepceTBa 3npaBooxpanenus Peciyonuku Kazaxcran kmfk@dsm.gov.kz.

Homepa Tened)oHOB eAMHOr0 KOHTaKT-LIEHTpPa MO BOIIPOCAM OKa3aHUs TOCYAapCTBEHHBIX
yenyr — 1414, 8-800-080-7777.
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[Tpunoxenue 2 K npukasy
MunucTp 3apaBOOXpaHEHUs
PecnyOnuku Kazaxcran
ot 27 suBaps 2021 roma Ne KP JICM-9

IlepeyeHb yTpaTHBIIKUX CHJIY HEKOTOPBIX NPUKAa30B MUHKMCTEPCTBA
3apaBooxpaHenusi Pecny0uauku Kazaxcran

1. IIpuka3 Munuctpa 3apaBooxpanenust Pecniyonnku Kazaxcran ot 19 Hoa0ps
2009 roma Ne 742 «O6 ytBepxkaenuu [IpaBun npoegaeHus hapmManeBTUYECKUX
MHCIEKIMH 10 HauIeKauuM (papMaleBTUYECKUM MPAKTUKaM» (3aperUCTPUPOBaH B
PeecTpe rocynapcTBeHHON pernuCTpaliii HOPMATUBHBIX MPABOBBIX aKTOB Mo Ne 5942,
onybnukoBaH B 2010 rony B CoOpaHuM aKTOB IIEHTPATbHBIX UCIIOJIHUTEIBHBIX U UHBIX
LHEHTPAJIBHBIX TOCYJapCTBEHHBIX opraHoB Pecryonuku Kazaxcran Ne 7).

2. Ilpuka3z MuHuCTpa 34paBOOXPAHEHUS U COLIMAIBHOTO pa3BUTHs PecnyOnuku
Kazaxcran ot 6 Hos16pst 2014 roga Ne 223 «O BHECEHUU U3MEHEHHS B TIPUKA3
Munuctpa 3apaBooxpanenus Peciyonuku Kazaxcran ot 19 nosiops 2009 roga Ne 742
«O0 ytBepxaenuu [IpaBun npoBeaeHNst HHCIIEKTUPOBAHUA B chepe oOparieHus
JIEKapCTBEHHBIX CPEACTB, U3ACIUNA METUIIMHCKOTO Ha3HAYCHHS U METUIIMHCKOM
TEXHUKW» (3aperucTpupoBaH B PeecTpe rocyjapcTBEHHOM perucTpalii HOpMAaTHBHBIX
npaBoBbIX akTOB 1o Ne 9864, onyb6nukoBan 17 Hos6pst 2014 roga B mHGOPMAIIMOHHO-
MIPaBOBOM CUCTEME «OIETY).

3. IIpuxaz MunucTpa 3[paBOOXpaHEHUS U COIMATILHOTO pa3BuUTUsl PecryOnuku
Kazaxcran ot 27 mas 2015 roga Ne 396 «O BHeceHHHN U3MEHEHUS B MPpUKa3 MUHUCTpa
3apaBooxpaHenus Pecnyonuku Kazaxcran ot 19 Hos6ps 2009 roga Ne 742 «O6
yTBepxaeHuu [IpaBut npoBeieHrss MHCIIEKTUPOBaHUA B cepe oOpalieHust
JIEKAPCTBEHHBIX CPEJICTB, U3JAEIUN MEIUIIUHCKOTO Ha3HAYEHUS U MEAUIIUHCKOM
TEXHUKW» (3aperUCTpUPOBaH B PeecTpe rocy1apcTBEHHOM perucTpaiui HOPMaTUBHBIX
npaBoBbIX akTOB 1o Ne 11496, onmy6nukoBan 14 utons 2015 rona B nHGoOpMaIimoHHO-
MIPaBOBOM CUCTEME «OJIIETY).

4. Ilpuka3z Munuctpa 3apaBooxpanenus Pecyonuku Kazaxcran ot 10 anpens
2019 roga Ne KP JICM-26 «O BHeceHNH U3MEHEHMS B ITpuKa3 MuUHUCTpa
3npaBooxpaHeHust Pecriyonuku Kazaxcran ot 19 Hos6ps 2009 roga Ne 742 «O6
yTBepxaeHuu [IpaBut mpoBeeHNsI HHCTIEKTUPOBAaHUS B chepe oOparieHus
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JIEKapCTBEHHBIX CPEACTB, U3ACIUA MEIULIMHCKOTO HA3HAYEHHS U METULIMHCKOM
TEXHUKW» (3aperucTpupoBaH B PeecTpe rocyqapcTBEHHONW PErMCTpallii HOPMAaTUBHBIX
npaBoBbIX akTOB oA Ne 18511, omy6nukoBan 23 anpens 2019 roga B DtanoHHom
KOHTPOJIbHOM OaHKe HOpMAaTUBHBIX IPaBOBbIX akTOB PecnyOnuku Kazaxcran).

5. Ilpuka3 Munuctpa 3npaBooxpanenust Pecriyonuku Kazaxcran ot 19 HosOps
2009 roga Ne 743 «O06 ytBepxaenun [IpaBui olieHKH yCIOBUN MPOU3BOICTBA U
CUCTEMBI 00ECIIEUeHHsI KaueCTBa IPU roCyJapCTBEHHOM PEruCcTpalyy JE€KapCTBEHHOTO
CPEZICTBA MM MEAULMHCKOIO U3JIeaus» (3aperucTpupoBaH B Peectpe rocyaapcTBeHHOM
perucTpalury HOpMAaTUBHBIX MPABOBBIX akTOB oA Ne 5933, ony6nukoBan B 2010 roxy B
CobOpannu aKTOB IEHTPATBHBIX UCIIOJIHUTEIBHBIX U UHBIX IEHTPAIBHBIX
rocyaapcTBeHHbIX opraHoB PecnyOnuku Kazaxcran Ne 5).

6. [Ipuka3z Munuctpa 3npaBooxpanenusi Pecriyonuku Kazaxcran ot 16 anpens
2019 roga Ne KP JICM-40 «O BHEceHnHn N3MEHEHUH B ITpuKa3 MuHUCTpa
3npaBooxpaHeHust Pecriyonuku Kazaxcran ot 19 Hos6ps 2009 roga Ne 743 «O6
yTBepkieHnu [IpaBui OLIeHKU YyCIOBUI IPOU3BOICTBA U CUCTEMBI 00eCIIeYeHus
Ka4yecTBa IIPHU rOCY1apCTBEHHON PErMCTPALIMH JIEKAPCTBEHHBIX CPEICTB, U3EIHS
MEIUIIMHCKOTI0 Ha3HAUYCHUS U METMIIMHCKOW TEXHUKW» (3aperucTpupoBaH B Peectpe
roCyJIapCTBEHHOM PETNCTPAallM HOPMATUBHBIX MPABOBBIX akTOB 1oa Ne 18547,
omy6nukoBaH 26 ampeins 2019 roga B 3TaJOHHOM KOHTPOJIBLHOM OaHKE HOPMATHUBHBIX
npaBoBbIX akTOB PecnyOnnku Ka3zaxcran).
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