ogo;jiem

06 yrBepxnernu [Ipasmn npoBeacHUA PpapManeBTHICCKUX HHCIICKIIHH 10
HaJuIeamuM (hapManeBTUIECKUM IIPAKTHKAM

Y1paTuBmmi caty

[Ipuka3z Munuctpa 3apaBooxpanenus: Pecniyonuku Kazaxcran ot 19 Hos6ps 2009 roga
Ne 742. 3apeructpupoBan B MunucrepctBe roctuniuu Pecniy6nuku Kazaxcran 26
HOs10pst 2009 roma Ne 5942. Yrpatun cuiny npukazoM MUHHCTpaA 3ApaBOOXPAHEHUS
Pecnyonuku Kazaxcrtan ot 27 siuBapst 2021 roga Ne KP JICM-9.

CHocka. YTpaTtun cuity npukazom Munuctpa 3apaBooxpanenus PK ot 27.01.2021
Ne KP JICM-9 (BBOIUTCS B ACHCTBHE IO UCTCUCHUH JCCATH KAJICHAAPHBIX JHEH CO JTHS
MEPBOTO opUIUATBHOTO ONyONUKOBAHUA).

CHocka. 3arojoBOK B pelakluuu npukaa Munucrtpa 3apaBooxpanenus PK or
10.04.2019 Ne KP JICM-26 (BBOAUTCS B AEWCTBUE MO UCTEUYECHUH JCCATH KaJICHIaPHBIX
JHEW  1mocje JHS  ero  mepBoro  OQUIMAIBHOTO  OMYOJIMKOBAaHUS).

[IpumMmeuanue PIIITN!

[Topsiiok BBeAeHUS B ICUCTBUE MPUKa3a CM. I1. 6.

B cootBetrcTBUM ¢ Kogekcom PecriyOnuku Kazaxcran ot 18 centsadps "O 310poBbe
Hapoja u cucteme 3apaBooxpanenus" [IPUKA3BIBAIO:

1. YTBepauth npunaraemeie [IpaBuiia npoBeaeHus papManeBTUYECKUX WHCIIEKIIHMI
0 Ha/JIeKAIMM (PapMarieBTUIECKUM TTPAKTHKAM.

Cnocka. ITynkr 1 B pegakiuu npukaza Munuctpa 3apaBooxpanenus PK ot
10.04.2019 Ne KP ICM-26 (BBOIUTCS B ACHCTBHE MO UCTCUCHHUU JICCATH KAJICHIAPHBIX
JTHEH 1ocTie JHs ero MepBoro 0(QUIMaIbHOTO OMYOIMKOBAHU).

2. KoMuretry KOHTpPOJS MEAUIMHCKON U (hapMalleBTUUECKON AEATEIbHOCTH
MunuctepctBa 3apaBooxpaHenusi PecmyOnuku Kaszaxcran oOecneduTh B
YCTAaHOBJIIEHHOM 3aKOHOJATE€IbCTBOM TMOPAAKE TOCYAAPCTBEHHYIO PETUCTPALIUIO
HACTOSMIETo Mpuka3za B Munuctepctse toctunnu Pecy6nmku Kazaxcras.

3. Komurtery KOHTpOJs MEAMIIMHCKON M (hapMalleBTUUECKON AEATENbHOCTH
MunuctepctBa 3apaBooxpaHeHusi PecnyOnukm Kazaxcran oOecneyuth B
YCTAHOBJIEHHOM 3aKOHOJATEIbCTBOM TMOPSAKE TOCYIAPCTBEHHYIO PETUCTPALUI0
HacCTOsIIEro npukaza B Munucrepcerse roctuninu PecyOinuku Kazaxcran.

4. JlemapTamMeHTy aJAMUHUCTpPATUBHO-TPaBoBoil paboTel (bucmunbaua @.B.)
o0ecrneyuTh B YCTAaHOBJIEHHOM 3aKOHOJATEIbCTBOM TMOPSAAKE OQHUIIHAIbHOE
OImyOJIMKOBAaHNE HACTOSIIETO MIPUKa3a B CPEACTBAX MAaCCOBOW MH(POPMAIIUU TTOCIE €TO
roCyJ1IapCTBEHHOM pETUCTPALIUH.



5. KoHTpoJIb 32 HUCIOJHEHHWEM HACTOSIIECTO IMPHUKa3a BO3JIOKHUTH HA
Bune-munucrpa 3npaBooxpanenus: Pecriyonuku Kazaxcran bupranosa E.A.
6. Hactosmuii mpuka3 BBOJAUTCA B JICHCTBUE MO UCTEUCHUHU JACCATH KaJCHIapHbBIX
JTHEW CO JHS €ro MepBoro oPuIMaIbHOIO OMyOJIMKOBAHMS.

Munuctp K. Hockanues

YTBepKICHbI
pUKa3oM MUHHUCTpaA 31PaBOOXPaHCHHS
Pecny6ninku Kazaxcran
ot 19 Hos0ps 2009 roma Ne 742

ITpaBmia mpoBemeHAA (papManeBTHICCKHX MHCISKIMH O HA/JICKAIIUM
(apManeBTHIECKMM IPaKTHKAM

Caocka. IIpaBuiia B penakuuu npukaza Munuctpa 3apaBooxpaHenus: PK or
10.04.2019 Ne KP JICM-26 (BBOOUTCA B ICMCTBUE MO UCTEUEHUH JIECSITH KaJle€HIAPHBIX
JTHEH TIOCJIe JTHS €0 MepBOro OPUIMaIbHOTO OMyOJIMKOBAHMS ).

I'masa 1. O0Omue mosoxeHus

1. Hactositiue IlpaBuna mpoBenenus ¢hapMarieBTUYECKUX HHCHEKIUNA IO
HaJJIexKamuM  (papmaiieBTUUeCKUM MpakThukam (ganee - I[lpaBuna) omnpenensitoT
NOpsIIOK TpoBeAeHUS (apMaleBTUYECKUX HHCIEKIHN 10 HaIeXaluM
dbapMaleBTUYECKUM MTPAKTUKAM.

2. B nacrosimux [TpaBunax ucronb3yroTcs CIEAYIONIUE ONPEICTICHHUS:

1) Hagnexamue (QapMalieBTUUECKUE NPaKTUKU B cdepe oOpamieHus
JIEKapCTBEHHBIX CPENCTB (Hanee — Hajiexamue (HapMareBTUUECKUE MPAKTHKHA) —
CTaHJApThl B 00JIaCTH 3paBOOXPAHEHHUS, PACHPOCTPAHSIONIMECS Ha BCE JTaIlbl
KU3HEHHOT'0 LMKJIA JEKapCTBEHHBIX CPEACTB: Ha/JIexanias J1adopaTopHasi MpaKkTHKa (
GLP), nannexamas knuanueckas npaktuka (GCP), Haanexanias mpon3BOCTBEHHAS
npaktuka (GMP), nagnexamas nuctpuobioropckad npaktuka (GDP), nanpnexamas
anteunas npaktuka (GPP), nannexamas npaktuka papmakonanzopa (GVP) u npyrue
HaJJIexKanme papMaleBTUYECKUe MPAKTUKH;

2) apmareBTHYECKAsT MHCTICKIIUS Ha COOTBETCTBUE TPEOOBAHUSAM HAICKAIUX
dbapmaneBTHUECKUX MPAKTHK (J1ajiee — WHCIEKIUsA) — OlleHKa oObekTa B cdepe
oOpaieHnsi JEeKapCTBEHHBIX CPEJCTB U MEIUIMHCKUX H3JCIUNA W OpTraHu3aIui
3IpaBOOXPAHEHUS] C 1EJIbI0 OMNpPEAETCHUs] €ro COOTBETCTBUS TpeOOBaHUIM
HaJIeXKaIX GapMaleBTUYECKUX MPAKTHK;

3) rocyaapcTBeHHas JKCIepTHas opraHuzamus B cdepe obOparieHus
JIEKapCTBEHHBIX CPEICTB, MEAUIIMHCKUX U3JENHN (Hajiee — SKCIepTHAsT OpraHu3alus)
— OpraHmsainus, oOmnpejeisemMas yIOJTHOMOYEHHBIM OpPraHoM B oOJsactu



3ApaBOOXPAaHEHUS] Il MPOBEICHUSA SKCHEPTU3bl JEKAPCTBEHHBIX CPEIACTB U
MEJUIIMHCKUX U3ICIINA;

4) peectp dapmareBTHUeCKUX HHCIEKTOpoB PecnyOmmku Kaszaxcran —
UH()OPMALIMOHHBIA pecypc YMOJHOMOYEHHOTO OpraHa, COJAEp Kallhuil CBEIECHHS O
(dapmanieBTHYeCKUX HHCIIEKTOpax Pecybnuku Kazaxcran;

5) dapmaneBTUUECKUM HHCIEKTOP MO HaJIexaluM (QapManeBTUUYECKUM
IpakTUKaM — JIMIO0, YIOJHOMOYEHHOE Ha OCYILIECTBICHUE (PYHKUIUNA MO MPOBEICHUIO
dapmaneBTHUEeCKOM MHCIEKIIMK TI0 HaJIeKanuM (papMarieBTUYECKUM MPAKTUKAM U
BKJIFOYEHHOE B peecTp (apMaleBTHUYECKUX HHCIEKTOpoB PecmyOnuku Kaszaxcrtan B
COOTBETCTBHHU C MOPAJIKOM, ONPEIEIIEMbIM YIIOJTHOMOUYEHHBIM OPTaHOM.

3. UHcnekiuyu Ha COOTBETCTBHE TPEeOOBAHUSIM HaJJIexkalled gadopaTopHOU
npaktuku (GLP), nagnexameit knuHudeckoil npaktuku (GCP), nHannexaiei
npou3BoicTBeHHOU npakTuku (GMP), Hagnexarnieit TucTpuObIOTOPCKON TPAKTUKHU (
GDP), npoBoasTCsl roCy1apCTBEHHBIM OpraHOM B c(epe oOpalleHHs JEKapCTBEHHbBIX
CpelCTB M MEIULUMHCKUX WU3AeIui (Jajmee — TOCYJapCTBEHHBIH oOpran).
WNHcnekTupoBaHre Ha COOTBETCTBHE TPEOOBAHUSAM HAIIEKAIIECH alTeUHON MPAKTUKH (
GPP) npoBoasT TeppuTOpUaIbHbIE MOAPa3ICICHNs FOCYIapCTBEHHOTO OpraHa (Janee
— TepPUTOPHUATIbHBIE TIOPA3IACIICHHUS).

['ocynapcTBeHHBINM OpPTaH KOOPAWHUPYET ACATEIHLHOCTh (HapMarieBTUUECKOTO
MHCIIEKTOpaTa (Janee — CTPYKTYpHOE MOJpa3eieHrue rocyJapCTBEHHOIO OpraHa) u
TEPPUTOPUATBHBIX TOJPA3ACICHUN, BBIJACT WJIM OT3BIBACT CepTU(DUKATHI Ha
COOTBETCTBUE HAJJIekKAIUX (PapMalleBTUUECKUX TMPAKTHK, 3a HUCKIIOYECHHEM
HajyIexKalie anteunout npaktuku (GPP).

TeppuropuanbHble MOJpa3AeeHNs] BBIIAIOT WKW OT3bIBAIOT CepTUPUKATHI Ha
COOTBETCTBHE Ha/JiexKaien anteunoi npaktuku (GPP).

4. VIHcnieKInu Mo/JIe)KaT alTeKu Ha COOTBETCTBHE TPEOOBAHMAM HaJIeKallleH
anteudHoil mpaktuku (GPP), anTeunmie ckiaabl HAa COOTBETCTBUE TPEOOBAHUIM
HaJIexkanien quctpuoproTopekoit npaktuku (GDP), opranuzaiuu mo npou3BOJICTBY
JEKapCTBEHHBIX CPEJACTB HA COOTBETCTBHE TpeOOBaHMUSIM HaJJexalleu
npou3BoJAcTBeHHONM mnpakTuku (GMP), opranuzanum 3ApaBOOXpaHEHUs,
OCYIIECTBISAIONINE JOKINHUYECKHE (HEKIMHUYECKUE) UCIBITAHUS HAa COOTBETCTBUE
TpeOOBaHUSAM HaJJexamne sadbopartopuoir mnpaktuku (GLP), xnuHuueckue
UCCIIEOBAHUSI, OCYIIECTBIIIEMbIE OPraHU3AIUsIMH 3PaBOOXPAHECHHS HA COOTBETCTBUE
TpeOOBaHUAM HaJIexkaien kinHudeckon npaktuku (GCP).

5. OcHOBaHMEM JJI Hayajga WHCIEKIINH SIBJSETCSA MOCTYyNUBINAsA OT CyOBheKTa B
chepe obOpamieHus: JEKapCTBEHHBIX CPEJCTB M MEIUIMHCKUX H3AeNuil (manee —
CyOBEKT WHCIIEKTUPOBAHUS) B TOCYJAPCTBEHHBIH OpraH W €ro TEePPUTOPUATBHOE
no/ipa3jielieHne 3asiBKa O MPOBEACHUU (apMaleBTHUECKON MHCHEKIMH OOBEKTa IO
dbopme cornacHo npuioxkenuto 1 k Hactosmum [IpaBunam.



K 3asiBke CyOBEKT MHCTIEKTUPOBAHUS MPUIIATACT CIAEAYIOUINE IOKYMEHTHI:

1) Komnus TUUEH3UH Ha OCYILIECTBIEHUE A TEIbHOCTH;

2) KOO0 PYKOBO/JICTBA MO KAYECTBY;

3) KoMK JOKYMEHTOB MO0 OPraHU3AIMOHHON CTPYKTYpE U IITATHOMY PaCIUCaHUIO
00BEKTa;

4) KOIHIO 10ChE TPOU3BOICTBEHHOTO yYacTKa (JJ1s1 MPOU3BOAUTEINCH);

5) mepedeHp JEKApPCTBEHHBIX CPENCTB, MPOU3BOAUMBIX (IIIAHUPYEMBIX K

IIPOU3BO/ICTBY) HA MPOU3BOJICTBEHHOM y4acTKe (1151 IPOU3BOJUTENEH );

6) KoMK JOKYMEHTHUPOBAHHBIX CTAHJIAPTHBIX ONEPALMOHHBIX TPOLIETYP.

6. L1t mpoBeieHNs NHCIIEKIUH CO3/1a€TCsl MHCIEKIIMOHHAs TPYIa, B KOTOPYIO
BXOJSIT BeaylIMi (apMaleBTUUECKU MHCIEKTOP, PYKOBOMASIIUA TPYHIOM, YJICHbI
IpYNIbL, BKIIOYAs (papMaleBTHUECKUX HWHCIEKTOPOB, MPUBIEKAEMbIX 3KCIEPTOB U
CTa)XEepOoB.

CocTaB MHCHNEKIMOHHOW TPYINbl ONPENENIAECTCS PYKOBOIUTEIEM
rocyapCTBEHHOr0 oOpraHa wu3 4yucia (apMaleBTUUYECKUX HWHCIEKTOPOB 10
HaJJIe)KauuM (papMalieBTUYECKUM MPAKTHKAM U IIPU HEOOXOIUMOCTHU MPUBIECYEHHBIX
JKCIIEPTOB 3KCIIEPTHOM OpraHu3anuu (MO COIVIAaCOBAHHIO), IPOILIEAIINX
COOTBETCTBYIOLIEE O0yUYEeHHE MO MHCIEKTUPOBAHUIO HA COOTBETCTBHE HAJUICKAIIUX
(apMarieBTUYECKUX MPAKTUK U YIIOTHOMOUYEHHBIX Ha MpoBeAeHUE (hapMalleBTHUECKON
WHCIIEKI[MU, B 3aBUCUMOCTHU OT LIEJIM, MPOJIOJKUTEIBHOCTH MHCIEKIUU U 00J1acTh
NEeSATENbHOCTH CyObEKTa HHCIIEKTUPOBAHUS.

7. HCHIEKIIMOHHAs TPYIIa COCTOUT HE MEHEE YEM U3 ABYX MHCIEKTOPOB, BKIIIOUAs
BEyIIEro (papMaleBTUHYECKOr0 HHCIIEKTOPA.

B mHCneKnMoHHY0 rpymniny MOTryT ObITh BKIIOUEHBI CTaXXepbl (BHOBb IPUHSTHIE
CIELMATUCTBl B (apMaleBTUYECKU HWHCIEKTOpAT), UX CTaTyC OTMEYaeTcs B
pacnopsbkeHud 0 (OPMUPOBAHUU MHCIIEKIIMOHHOW rpynmbl. CTakepbl HE yUYacTBYIOT B
KJ1accu(UKAMU OTKJIOHEHHM, MOJYyUYEHHBIX MO pe3yJbTaTaM MPOBEACHHOW MHCTIEKIIUU

WMHCEeKIMOHHYI0 TPYIIY CONPOBOXKAAIOT, B cCllydae HEOOXOIMMOCTH,
HAO0JIIOIATENN U TIEPEBOTUUKH.

8. MHcnekuust MpoBOAUTCA WHCIIEKTOPaMH, BJIAJICIOIIMMU HEOOXOAUMBIMU AJIs
OCYILIECTBJICHUS HHCIEKIMU 3HAHUSMH 3aKOHOJATENIbcTBA B cdepe oOpauieHus
JE€KapCTBEHHBIX CPEACTB W MEIULIMHCKUX HW3JAeNul, TpeOOBaHUN HaJJIexkallnx
dapmaneBTuueckux npakTuk Pecnyonuku Kazaxcran wim EBpasuiickoro
SKOHOMHUYECKOT'0 COK03a.

ITpu npoBeieHNH MHCIIEKIIMA MHCIIEKTOPA HE BBICTYIIAIOT B POJIM KOHCYJIBTAHTOB,
COOTIOAAI0T KOH(PUIEHITNAIBHOCTD CBEJICHUH, MOTyYaeMbIX B MPOIIECCE MOATOTOBKU U
IPOBEJICHUSI MHCIEKIUHU, & TAK)KE COXPaHAIT KOH(UIECHIMAIbHOCTb pPE3yJbTaTOB
WUHCIEKIIMH.



I'nasa 2. Ilopsamok npoBexeHNA (apMaIieBTHICCKAX WHCIICKITIH

9. NHcniekuusi MpOBOJIUTCA Ha COOTBETCTBUE O0BEKTAa CyOBbEKTa MHCIIEKTUPOBAHHUS
HaJJexamuM (apMaleBTUYECKUM MPAKTHKaM, YTBEP)KIa€MbIM YIOJIHOMOYEHHBIM
OpraHomM B COOTBETCTBUM C noAnyHkToM 115) mynkra 1 cratebum 7 Kopaekca
Pecy6nuku Kazaxcran ot 18 centsaops 2009 roga "O 310poBbe HApO/ia U CUCTEME
3paBOOXpAHEHUS .

10. MHCIEKIMSI IPOBOIUTCS B CIEAYIOIIUX CIIydasx:

1) Ha ocHOBaHMM 3asBKU CyOBeKTa B cepe 0OpalieHus JEKapCTBEHHbBIX CPEJICTB U
MEIUIMHCKUX U3JIeTUN HA MOJIydeHue cepTu(dHKaTa (3aKIIOUEHHUs) WIH TPOJIeHUE
€ro JICWCTBUS, a TaK)Ke B COOTBETCTBUHM C HaJyIeKaIlel MpakTUKoN (papmakoHamzopa (
GVP);

2) Ha OCHOBaHUU 3aBKU CyObeKTa B chepe oOpalieHus JIeKapCTBEHHBIX CPEJICTB U
MEIUMUMHCKUX M3IENUN, a TakXke B ILeNsIX JIMIEH3UPOBaHUSA (papMaleBTUUECKON
NEATEIbHOCTH, PETUCTPALIM, IKCIIEPTU3BI JIEKAPCTBEHHBIX CPEACTB WUIIN NPOBEICHUS
paccieoBaHMM, CBSI3aHHBIX C 0€30MIaCHOCTBIO, KaueCTBOM U 3((PEKTUBHOCTHIO
JIEKAPCTBEHHBIX MPENapaToOB, MEAULINHCKNAX U3JEIUN, B COOTBETCTBUU C ITPOTPAMMOM
npoBeAeHUs (papMaleBTUUECKON NHCIEKIUHY;

3) no pe3yapTaTaM paHee NPOBEAECHHON (papMalleBTUYECKON MHCIIEKIUH C LIEIbIO
NOJATBEPKIACHUS YCTPAHEHUS BBISBIICHHBIX HECOOTBETCTBUI;

4) nns NOATBEPXKIACHUS CYyObEKTaMH, MOJYUYUBIIMMU cepTUUKAT,
NOATBEPKJIAIOMIMNA  COOTBETCTBME OOBEKTa TpeOOBaHUSAM  HaJJIEKALIUX
dapMalleBTUUECKUX MPAKTUK B cdepe oOpaileHus JTeKapCTBEHHBIX CPEACTB B
COOTBETCTBUM HE peXe OJHOr0 pas3a B JBa rojla B COOTBETCTBUHU C Tpaduxom
UHCIIEKIIMM, YTBEPXKACHHBIM PYKOBOJAUTEIEM TOCYyAapCTBEHHOTO OpraHa WIH
TEPPUTOPHUAIBHOTO MOIPA3ICIICHUS.

11. dng ocymiecTBIEHMS WHCHEKUHH, MPOBOAUMON IPH PETrHCTPaALUU
JIEKapCTBEHHBIX CPEACTB, OJKCIEpPTHas OpraHU3alds HAIpaBIAeT MUCbBMO B
rOCyJapCTBEHHBIM OpraH O BO3MOXHOCTH INPOBEACHUA  HHCIEKIUHU
IIPOU3BOJICTBEHHOI'O y4acTKa 3asBUTENS HA PETUCTPALIUIO JIEKAPCTBEHHOTO CPEACTBA.
['ocynapcTBeHHBIN OpraH NPOBOAUT UHCIIEKIIHIO coryiacHo [IpaBunam ¢ mpuBiieueHuEM
CHELHUAIIMCTOB DKCIEPTHOM OpraHu3auuu. Pe3ynbTaTbl MHCIEKIMU HAIPaBIISIOTCS
rOCyJJapCTBEHHBIM OPraHOM B OKCIIEPTHYIO OPTraHU3ALHIO.

12. HecooTBETCTBUEM SIBJISIETCS OTKJIOHEHHE CHUCTEMBbI KauecTBa OOBEKTa
JEeSATENbHOCTH TPEOOBAHUAM HaAJIeKaUMX (GapMaleBTUYECKUX MPAKTHUK, BbISIBICHHOE
BO BpEMsI UHCIIEKLUU.

13. OTKIOHEHUS AENATCA Ha KPUTUYECKHE, CYIIECTBEHHBIE U MIPOYHE.



KpuTtnueckuMm OTKIOHEHUEM SIBJISIETCS HECOOTBETCTBUE TPEOOBAHUAM HaJUIekKallen
(apMaleBTUUYECKON MPAKTUKHU, BBI3BIBAIOIIEE WM MPUBOSIIEE K CYHIECTBEHHOMY
PHUCKY KadecTBa JIEKapCTBEHHOTO CPEJICTBA B MPOIECCEe UX OOpaIIeHUs], OAaCHOTO JIJIst
310POBbS U JKU3HU YEIOBEKA.

CylecTBEHHBIM OTKJIOHEHHEM SIBIISIETCA HECOOTBETCTBUE TPEOOBAHUSAM
HaJuIe)Kaule (gapmalieBTUYECKONM MPAKTUKH, BBI3BIBAIOIIEE WJIM NPUBOJALIEE K
CYyLIECTBEHHOMY CHIKCHHIO KadeCTBa JIEKAPCTBEHHOI'O CPEICTBA B INPOLECCE €T0
oOparreHus.

[IpounM OTKJIOHEHHEM SBIISIETCS HECOOTBETCTBHUE KOTOPOE HE MOMKET
KJIacCU(UIIMPOBATHCS KaK KPUTHUUECKOE WJIM CYLIECTBEHHOE, HO YyKa3bIBaeT Ha
OTKJIOHEHHE OT TpeOOBaHUH MPaBWII HaJIexalel (papMaleBTUUECKON MPaKTUKH.

14. NHCcnexkuumoHHas Trpynna OpeaBapUTEIbHO H3y4aeT JAOKYMEHTBHI,
IpEJICTABICHHbIE CYyOBEKTOM HHCIEKTUPOBAHUS, OTHOCSIIMECS K MHCIEKTUPYEMOM
NEATEIBHOCTH.

15. CrpykTypHOE mNOJpa3feleHue TOCYyIapCTBEHHOIO OpraHa HIJIHM €ro
TEPPUTOPUAIBHOE MOIPA3/ACIICHUE, B TEUCHHUE MIATHAALATH KAICHIAPHBIX JHEU CO JTHSA
INOCTYIUJICHUSI 3aBKU OT CyOBEKTa WHCIEKTHPOBAHHUS, HANpaBisieT MUCbMEHHOE
pelieHre 0 BO3MOKHOCTH MPOBEJEHUSI UHCTIEKIIUU JTUO0 MOTUBUPOBAHHBIN OTKa3 MpU
HENpE/ICTaBICHNU CyOBbEKTOM HHCIIEKTUPOBAHUS JOKYMEHTOB, YKa3aHHBIM B ITYHKTE 5
HacTosamux IlpaBuil MM NpU HECOOTBETCTBUU IPEACTABICHHBIX JOKYMEHTOB
TpeOOBaHUSIM 3as1BJICHHON Ha/uIexaIlie papManeBTHYECKON MPAKTHKY.

16. Ilpu MOJIOKUTENBHOM PELICHUH O MPOBEACHUU MHCIEKIIMH Ha OOBEKTE
CTPYKTYPHOE NOAPA3JAEIEHNUE TOCYAAPCTBEHHOIO OPraHa Wid €ro TEPPUTOPHUAIBHBIC
Ho/Apa3feleHus BKJIIOYAIOT 3asBKy B TIpauK HHCIEKUUMHA M 3a NATHAALATh
KAJICHIAPHBIX THEW HAIIPABJISAIOT 3JIEKTPOHHBIE KOITMU JOKYMEHTOB, IIEPEYNCIIEHHBIX B
nyHKTe 5 [IpaBui HHCIIEKIIMOHHOM TPYIIIE.

Benyumii (hapmanieBTHUECKHIl HHCIIEKTOP 00€CTeunBaeT pa3padboTKy MPOrpaMMBbl
npoBeneHus: (hapMaleBTUYECKON MHCHEKIUHU (Janee — mporpaMma HHCIEKIUHU) T10
(opMe coryiacHo NPUIIOKEHUIO 2 K HacToAmuM [IpaBunam, npeacrapisieMble CyObEKTy
MHCIIEKTUPOBAHUS 32 CEMb KaJICHIAPHBIX JHEH 10 Hauajla MHCIIEKIIMY Ha OOBEKTE.

17. IlporpamMMa MHCHEKIMH pa3pabaThIBaeTCsl BEAYIIMM (papMaleBTHYECKUM
MHCIEKTOPOM H IOJIKCHIBAETCS WHCIEKIIMOHHOW TPYNIOM, COTJIACOBBIBAETCS C
CyOBEKTOM MHCIIEKTHPOBAHUA.

Benymuii ¢papMmaneBTUUECKU HMHCIEKTOpP pacnpenenser (yHKUUU B
MHCIIEKIIHOHHOM I'PYIIIE U KOOPANHUPYET NOATOTOBUTEIIBHBIE MEPOIIPUATHSI.

B xoxe MHCIEKIMH B IIpOrpaMMy II0 COIJJACOBAHUIO C PYKOBOAUTEIEM WU
YIOJHOMOYEHHBIM JINIIOM CyOBEKTa MHCIEKTUPOBAHMS BHOCITCS U3MEHEHUS U (WUJIN)
JOTIOJIHEHMSL.



18. B 3aBUCMMOCTH OT LI€JIM UHCIEKIINH, NHCIIEKIIMOHHAS IPYyNIa UHIUBUAYAJIBHO
JUISL KaXJI0ro OOBEKTa COCTABIISIET KOHTPOJBHBIE JIMCTHI, BKJIIOYAIOIIME MEpeYeHb
BOIIPOCOB,  COTJIaCHO  TpeOOBaHHSAM  COOTBETCTBYIOIICH  HajjIeKalei
(dapmalreBTUYECKON MPAKTUKU, KOTOPBIE 3aMOHSIOTCS B X0J1€ MHCIIEKIIUH.

19. ITpoaOMKUTENBHOCTh MHCIIEKIIMU OAHOM IIOMAAKHU (y4acTKa) 3aBUCUT OT
o0beMa BBITIOJIHAEMON pabOThl U COCTaBISIET He OoJiee MATH paboyuX JTHEH.

20. Ilepen HayanoOM HMHCIIEKIMHU MPOBOJMUTCA BCTYNHUTEIBHOE COBELIAHHUE C
NPUCYTCTBUEM PYKOBOJMTENSI U OTBETCTBEHHBIX JIMIl MOJpa3/eIeHUl CyObheKTa
MHCIEKTUPOBAHUA, HA KOTOPOM 00CY>KIaeTcsl MporpaMMa MHCHEKLUHU, ONPEAEIIIIOTCS
YIOJHOMOYEHHBIE JIUIAa CyObeKTa HHCTIEKTUPOBAHUSI.

Benyuuii  papmaneBTudeckuii HMHCIEKTOp HHGOPMHUPYET CYOBEKT
WHCIIEKTUPOBAHUS O €M, CPOKAX, COJEPHKAHUM MHCIEKIINH, MPEICTABISIET YJICHOB
UHCIIEKIIMOHHOM TpYMIbI, ONpeaesseT MepeueHb TOKYMEHTOB, HEOOXOAUMBIX IS
MPOBEJICHUSI MHCIEKINU, B COOTBETCTBUU C MPOrpPaMMON HHCIEKIUH, 00CyX)IaeT
OpraHU3alMOHHBIE BOMPOCHI, TPEICTABIIAECT CYObEKTY UHCTIEKTUPOBAHUS BO3MOXKHOCTh
ceNaTh KpaTKUil 0030p CUCTEMbI KaueCTBA U JEATEIbHOCTH Ha OOBEKTE.

21. B xone npoBeneHrs MHCIEKINN CyOBEeKT MHCIIEKTUPOBAHUS MPECTABIISACT
WHCTIEKIIMOHHON TpyIlne HeoOXOoIuMyl HUHPOpPMaIU, IJOKYMEHTHI, 3aluCH,
obecrieynBaeT TMOCEHIEHUE MPOU3BOJCTBEHHBIX, CKJIAJCKHX, BCIIOMOTATEIbHBIX
NOMEUICHUN, MOMEIIeHUH KOHTPOJs KayecTBa, OMNpalluBaHUE MpeacTtaBuTenen (
nepcoHasna) 00beKTa CyOheKTa MHCTIEKTUPOBAHMSI.

B xoe nHcnekiu npou3BoACTBA MHCIIEKITMOHHAS TPYIITa OCYIIECTBIIAET ayuo (
BHUJICO) 3amuch U (OTO CHEMKY, a TAKKE€ CHHUMAET KOMHMU C JOKYMEHTOB, HE
SBJISTFOIITMXCSI KOMMEPUYECKOW TalHOM Wi KOH(HUISHIIMAaTbHON HHGOpMAITHEH.

22. UucniekioHHas TpyIia npy NpoBeIeHUU UHCTICKIINU:

1) o3HakamMBaeTcss C JOKYMEHTAMH W 3alMCSIMH, 3alpalinuBaeT OT CyObheKTa
MHCIIEKTUPOBAHUSL CBEJCHUS IO BOMPOCAM HHCHEKIMU OOBEKTa, Kacarolluecs
TpeOOBaHWN 3asBICHHOW HaJIexkamel (apMareBTUUEeCKOW MPaKTHKH, MPOBOIUT
WHCIEKTUPOBAHUE NPOU3ZBOACTBEHHBIX, CKIAJCKHX ITOMEIIEHUM, 30H KOHTPOJS
KayecTBa, MHTEPBbIOMPOBAHUE MEPCOHAIA OOBEKTA U HAOIIOAEHHUE 3a AESTEIbHOCThIO
Ha paboYMX MecTax MepcoHaa;

2) U3ydaeT JOKYMEHTaINI0, OTOMpaeT 00pa3ilbl JIEKAPCTBEHHBIX CPEACTB, JIs
NpPOBENCHUS HMX SKCIEPTU3bl W HAMNpPaBICHUS B TOCYJAPCTBEHHYIO HSKCIEPTHYIO
OpraHU3alHI;

3) CHUMAaEeT KOIMUHM MPEJICTABICHHBIX IOKYMEHTOB (M3BJICYEHUN U3 IOKYMEHTOB)
JUISl TPOBEAECHUS NHCTIEKIINY;

4) monmydaeT OT CyObEKTa MHCIEKTUPOBAHHUS PA3bSICHEHHS IO BOIPOCAM,
BO3HHUKAIOIIUM BO BpEMsI MHCIIEKIUU.



23. Benymuii dapManeBTHYECKUI MHCIEKTOP MO PE3yJbTaTaM Ka)JAOTo JTHS
WHCIICKIIUU MPOBOJUT COBEIIAHUSI C YJIEHAMH MHCIIEKIIMOHHOM TPYIIIbI JJIsl BRIpAOOTKH
peABAPUTEIBHBIX OTKJIOHEHUM, KOTOPBhIE MPU HEOOXOJMMOCTH OOCYKIAIOTCS C
KJIFOUEBBIM NIEPCOHAIOM CYOBhEKTa HHCIIEKTUPOBAHUS.

24. B xoHLE NOCIEOHEr0 AHS WHCIEKIUH NPOBOAUTCS 3AKIKOUYHUTEIBHOE
COBEIIAaHHWE C PYKOBOJCTBOM CyObEKTa WHCIEKTUPOBAHUSA, HA KOTOPOM BEIYyIIHI
dbapMaleBTUYECKU HMHCIEKTOP HHPOPMUPYET O TMPEABAPUTEIbHBIX HTOTax
WHCIEKIMU C IIEPEUYUCIIEHUEM BCEX BBISBIICHHBIX B X0JI€ UHCIIEKIIMU OTKJIOHCHUH.

B cnydae Hanmuuusg KpUTHYECKUX OTKIOHEHUU BenylIuid (apMaleBTUUECKUI
WHCIIEKTOP HE3aMEJIUTEIIbHO COCTaBJISIET MPOTOKOJ OTKJIOHEHHH M COOOIIaeT B
FOCYJJapCTBEHHBIM OpraH MWW TEPPUTOPUAIBHOE MNOAPA3ACICHUE I MPUHITHUS
COOTBETCTBYIOIIIUX MEP COTJIACHO TPEOOBAHUSAM 3aKOHOIATEIHLCTBA.

25. 1o pe3ynpTraraMm MHCIEKIUH WHCIEKIMOHHAS TPYIIA COCTABISET MPOTOKOIM
OTKJIOHEHUH 1O opMe COrJIaCHO MPUIIOKEHUIO 3 K HacTtosmuMm [IpaBuiiam, B KOTOpoM
YKa3bIBalOTCS KOJIMYECTBO U KPATKOE ONMCAHUE BBISBICHHBIX OTKJIIOHCHUH.

[IpoTOKON OTKIOHEHUH, COCTABJIEHHBIM B JABYX 3K3EMIUISIPAX, MOAMUCHIBAIOT
WHCIICKIIMOHHAs TpyNna U PYKOBOAHUTEIh CyObEKTa HWHCIEKTUPOBAHUSA, OJUH
nepenaeTcs CyObeKTy HMHCIEKTUPOBAHMS, APYrodl B CTPYKTYpHOE MOJpa3/ieliCHUE
roCyapCTBEHHOI'O OpraHa WJjv €ro TEPPUTOPHUAIBHOE MOIPA3AEIEHUE B IIEKTPOHHOM
BUJE€ B TEYECHUE OJHOI'0 KAJEHAAPHOIO JHS C MOMEHTAa €ro IOAINUCAaHUS C
NOCHEAYIOUUM MPEACTABICHUEM €r0 C OTYETOM O MPOBeAeHUU (hapMalleBTHUECKON
UHCIIEKIUH (Jjajee — OTYET MHCHEKIHH) 1Mo ¢GopMe COrJacHO MPUIOKEHUI0 4 K
HactosiuM [IpaBuiam.

26. IlpencraBnenHas cyObEeKTOM MHCIIEKTUPOBaHUS HHPOpMalus 00 yCTpaHEHUU
3aMEUYaHWi, CHEJIaHHBIX BO BpEMS MPOBEACHUS WHCIEKIHWHU, MPUHUMAECTCA
WHCHEKIIMOHHOW TPYNIION K CBEICHUIO.

27. 1lpu BBISBICHUM KPUTUUYECKUX OTKIOHCHUN CYOBEKT MHCIEKTHUPOBAHUS
NPU3HAETCSI HE COOTBETCTBYIOIIMM TpeOOBAHUAM 3asBJICHHOW HaJjIexKallei
(bapmalieBTHYECKON MPaKTUKU.

28. Benyuuii ¢apMarieBTUYECKUII HHCIIEKTOP COCTABISAET OTYET MHCIEKIINU B
JIBYX JK3E€MIUIIPAX U B TECYEHUE IBAAUATH KaJCHAAPHBIX JHEH CO JHS IMOINUCAHUSA
MPOTOKOJIa OTKJIOHEHHUM HAIMPABJISECT OTYET MHCIEKIIMU B TOCYIAPCTBEHHBIN OpraH Win
B €r'0 TEPPUTOPUAIIBHOE MOAPA3ACIICHHUE.

OTyeTr MHCIEKIUU MOAMUCHIBACTC UHCIIEKIMOHHON Tpynnon. OIuH 3K3EeMIUISP
OTYETAa HANPAaBJISAETCS B TOCYNAPCTBEHHBIM OpPraH WIH €ro TEPPUTOPUAIBHOE
nojipasziefieHue, BTOPOi CyObEKTY MHCIEKTUPOBAHMS B T€UEHHUE MSATU KaJIeHJIapHBIX
JTHEW CO JTHS €ro IIOAIHNCaHUA.

OTBETCTBEHHOCTh 32 JOCTOBEPHOCTh PE3YJIbTATOB MHCHEKIIUHU, U3JI0KEHHBIX B
0TYETE MHCIEKIINH, BO3JIaraeTcs Ha papManeBTUUYECKUX UHCIIEKTOPOB.



29. CyOBeKT MHCIIEKTUPOBAHMS HE MO3HEe IBAANATH KaJICHIAPHBIX JTHEH CO THS
NOAMUCAHUS OTYeTa NPEJOCTAaBIIeT B TOCYJAapCTBEHHBIM OpraH WU €ro
TEPPUTOPUATBLHOE MOJApa3eieHUe, TUIaH KOPPEKTUPYIOMHNX U MPEayNperxTAIOIINX
NEUCTBUN M OTYET O €ro BBITIOJHEHUH, KOTOPBIE Il O3HAKOMJICHUS HAIIPaBIISIOTCS
CTPYKTYPHBIM MOJpa3/ieICHUEM TOCYJIapCTBEHHOTO OpraHa WM TEPPUTOPUATBHBIM
noJipa3/ieJICHUEM B TEUCHHE TPEX pabOUuuX JIHEeW WHCIIEKIIMOHHOW TpyIIIIe.

30. B Teuenue nBanumaTH KaJeHOAPHBIX JHEW CO AHA IOJYYEHHs IUJIaHA
KOPPEKTUPYIOIINX U MPEAYNPEKIAINX JICUCTBUI U OTYETA O €r0 BBHINOJIHEHUH
CTPYKTYpPHOE MOAPA3ACIICHHE TOCYAApCTBEHHOTO OpPraHa WIH €ro TeppUTOPUATIbHOE
NOAPAa3AEICHUE MTPOBOASAT OLIEHKY MOJTHOTHI U PE3YJIbTATUBHOCTU KOPPEKTUPYIOIIUX U
npeaynpexaalommuXx 1eUCTBUA U yCTPAHEHUS! OTKJIOHEHMM, MPU HEBO3MOXXHOCTH U
HEJIOCTATOYHOCTH TPOBEJACHHUS OIEHKH TI0 TMPEACTABICHHBIM CYOBEKTOM
MHCIEKTUPOBAHUS JOKYMEHTAM IIPOBOJIUTCS HWHCIEKIMUSA IO pe3yibTaraM paHee
MPOBEJICHHOW HWHCHEKIMU C IEeJIbI0 TMOATBEPKICHUS YCTPAHEHUS BbISBICHHBIX
OTKJIOHCHUH.

B cnydae ecnu cyOBEKT MHCHEKTUPOBAHUS NPEICTaBUI JOKYMEHTHI,
NOATBEPKAAIOIINE BBIMOIHEHHE KOPPEKTUPYIOIIUX U MPEAYNPEKIAOIMMNX JEHCTBUH,
MHCIEKIIMS TI0 pe3yJbTaTaM paHee MPOBEICHHON MHCIIEKIMU C LENbI0 MOATBEPKICHUS
YCTpPaHEHUS BBISIBJICHHBIX OTKJIOHEHUI HE TPOBOJIUTCS.

31. Pe3ynbpraThl OLIEHKH AOMOJIHSAIOTCA FOCYJAPCTBEHHBIM OPraHOM HIIH €T0
TEPPUTOPUATIBHBIM MOJIpa3/IEICHUEM B pa3ieibl 7 U 8§ OTUETA UHCIICKIIUH.

32. OT4eT UHCIEKIUU YTBEPKAAECTCS PYKOBOJUTEIIEM FOCYIAPCTBEHHOI'O OpraHa
UM €ro TEeppUTOPUAIBHOTO MOApAa3AE]eHHUs] W HampaBisiercsi CyObeKTy
WHCIIEKTUPOBAHUS B TEUEHUE MATU KaJI€HAAPHBIX JHEH CO JTHS YTBEPXKIACHUS OTUETA.

33. B cnyudae orOopa npo6 (00pa3iioB), OTYET MHCIEKIIMU COCTABISECTCS MOCIe
MOJIYYEHUSI PEe3yIbTAaTOB MCHBITAHUN OT WCHBITATEIbHOUN J1abopatopuu. [Ipu stoMm,
yKa3aHHBIM B myHKTe 29 HacTosmux [IpaBui cpok HauMHAET UCUUCISITHCS CO JHS
MOJIYUYE€HUS! TOCYJApPCTBEHHBIM OPraHOM WJIM TEPPUTOPUAIIBHBIM MOAPA3IEICHUEM
pE3yJIbTaTOB UCIIBITAHUI.

34. B ciaydae ycTpaHEHHSs BBISIBICHHBIX OTKJIOHEHUW Ha OOBEKT CyObEKTa
WHCIIEKTUPOBAHUSI BBIJJAETCS CEPTU(UKAT, MOATBEPKIAIOIINN COOTBETCTBUE 00BEKTA
TpeOOBaHMIM HAJISKAIUX (PapMaLEBTUUECKUX MPAKTUK B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEJCTB (Haniee — cepTudukar) mo ¢GopMe COrjiacHO MPUIOKEHHUIO 5 K
HactosmuM [IpaBunam.

Ha xiuHH4Yeckue wucCleOBaHUSA, OCYUIECTBISIEMbIE OpraHU3alUsIMHU
3IpaBOOXPAHEHUsI, COOTBETCTBYIOIIME TPEeOOBAHUSAM Ha/JIeKaled KIMHUYECKOU
npaktuku (GCP), BeigaeTcs 3aKIII0UCHUE.

[Ipn mHCHEKIUAX NPOBOAUMBIX MPHU PETUCTPALIMU JIEKAPCTBEHHBIX CPEICTB
cepTu(dUKaAT HE BBIJACTCS.



B cnyuae He ycTpaHEHMs BBIABICHHBIX OTKJIOHEHHUH OOBEKT cyOBeKTa
MHCIIEKTUPOBAHUS MPU3HAETCS HE COOTBETCTBYIOUIUM TPEOOBAHMAM 3asBJICHHOM
HaJuIexame (apMalneBTUYECKOM MPaKTUKU U CYOBEKTY HWHCIEKTUPOBAHUS
HaIpaBJIsIeTCs] MOTUBUPOBAHHBIN OTKA3 B BblJjaue cepTU(UKATA W 3aKITIOYEHUSI.

35. Cpoxk geiicTBus cepTuduKara 0 COOTBETCTBUN 00BEKTa TPEOOBAHUSIM:

HaJIeXKaIie mpousBoacTBeHHON npakTuku (GMP) coctaBnser Tpu roaa;

HaJIexKanen nuctpudbroTopckoi npaktuku (GDP), Haanexariei 1abopaTopHOit
npaktuku (GLP) - naTs ner;

Hajuiexale anteyHoil npaktuku (GPP) - mepBbie ABa pa3za Ha OATh JET, IPH
HOCTIEAYIOUIEM MOATBEPKACHUN — OECCPOUHO.

36. Jlannble 0 cyOBbEKTaX MHCIIEKTUPOBAHMS, MOTYUUBIIUX CEPTUPUKAT, B TEUCHUE
Tpex pabouux IHEH BHOCATCA CTPYKTYPHBIM MOAPA3AEICHUEM TOCYJIapCTBEHHOTO
opraHa WJIM €ro TEppUTOPUAIBHBIM MOJApa3ieleHueM B PeecTtp nepkareneit
cepTu(uKaTa Ha COOTBETCTBUE HAUIEKAIUM (DapMallEBTHUECKUM IIPAKTUKAM (Jajee —
peecTp aepxarteneit ceprudukara) mo Gopme coraacHO MPUIOKEHUIO 6 K HACTOSIIIUM
[IpaBuiiam Ha CPOK, COOTBETCTBYIOIIUM CPOKY JIEUCTBUS cepTUudUKaTa.

JIOKyMEHTBI 110 NHCIIEKTUPOBAHUIO XPAHSTCS B TOCYJaPCTBEHHOM OpraHE WM €r0
TEPPUTOPUAIBHOM MOJIPA3/ICTICHUU B TEUCHHE TISITH JIET.

37. Ilo ucreueHuro cpoka JericTBus cepTuduKaTa, CyObeKTOM HHCIIEKTHPOBAHUS
HaIIpaBJIIETCS 3asiBKA HA IPOBEJICHUE UHCIIEKIUU.

38. B ciyyae u3MeHeHUs] HAUMEHOBaHUS CyObEKTa, N3MEHEHUs HauMEHOBaHUS
agpeca MECTOHaxXOXJeHus 0e3 (U3NYECKOro MepeMenieHuss O0O0beKTa,
UHCIIEKTUPOBAHUS B TEUEHHE MecAla CYObEeKT HWHCIEKTHUPOBAHUS MHUCHBMEHHO
coobmaer 00 STOM B TOCYIapCTBEHHBI OpraH WIH €ro TEepPUTOPUAIBLHOE
noJipa3/ieJIeHUE, C MPUIOKEHUEM COOTBETCTBYIOLIUX JOKYMEHTOB, MOATBEPKIAIOIINX
yKa3aHHble CBeleHus. ['oCynapCTBEHHBI OpraH WJIM €ro TEeppPUTOPUAIBHOE
noJipa3/ieJIeHUue B TEUCHUE IECATH pabOUnX JHEH C MOMEHTA MOCTYIUICHUS 3asiBICHUS
nepeodopmisieT cepTudukar.

39. Ilpu ytepe ceprudukata cyoObeKT HHCIIEKTUPOBAHUS TIOJy4aeT ero AyOJIuKar.
['ocynapcTBeHHBIM OpraH WM €ro TEPPUTOPUAIBHOE IMOJpa3/IeIEHUE B TEUEHUE
JecaTu pabouux AHEH C MOMEHTa MOCTYIUICHHS 3asBJICHUS MPOU3BOMST BbIIAUy
nyOMKara.

40. I'ocynapcTBEHHBII OpraH WIKM €ro TEPPUTOPUATIBHOE MMOAPA3IAECIICHHE OT3hIBACT
cepTU(UKAT B CIACAYIOIMIUX CIyYasiX:

1) no 3asiBiieHUIO CyOBEKTa HHCIIEKTUPOBAHUS;

2) BBISIBJICHUS] OTKJIOHEHUW NpPU HMHCHEKIMHU IO 3asBJICHUIO CyOBEKTa
MHCIIEKTUPOBAHUS HA paclIMpeHue O0O0JIACTH COOTBETCTBHUS TOCYJaPCTBEHHOMY
CTaHJapTYy;



3) nukBUmanuu cyobekTta B cdepe oOpalieHus JEeKapCTBEHHBIX CPEJCTB,
MEIUIMHCKUX U3JEITUN;

4) BBISIBICHUSI KPUTHYECKUX OTKJIOHEHUM MO pe3ysibTaraM paccieqOoBaHUS,
MPOBEJCHHOIO HAa OCHOBAaHUM OOpamieHul (QU3NYECKUX U IOPUAUYECKUX JIUI[ B
FOCYJapCTBEHHBIA OpraH MO BOMNPOCY pEAIM3alUi HEKAYECTBEHHOM NPOAYKIIUU,
HecoOMoieHus TpeOOoBaHUN HaIeKamuxX ¢GapMaleBTUUECKUX MPAKTUK MpHU
TPAHCHOPTHUPOBKE M XPAHEHHU JEKAPCTBEHHBIX CPEACTB B COOTBETCTBUHU C
[Ipeanpunumarensckum kojaekcom PecnyOnuku KazaxcraH.

41. Ceptudukatr mpekpaiiaeT CBO€ JACWCTBUE HAa OCHOBAHWHU OT3bIBA
roCyapCTBEHHOI'O OpraHa WM €r0 TEPPUTOPUAIBHOTO MOIPA3AECICHUS.
OTto3BaHHBIN cepTU(DUKAT MOJICKUT BO3BPATY B TOCYAapPCTBEHHBIA OPTraH WA €T0
TEPPUTOPUAIBHOE MOAPA3JAECICHUE B TEUEHUE MSATH KaJICHAAPHBIX JHEH CO JIHSA
MOJIy4eHHs CyOBEKTOM MHCIIEKTUPOBAHUS yBEAOMIIEHHUSI 00 OT3bIBE CEpPTU(UKATA.
42. Wudopmanus o0 BBIJAHHBIX, NPUOCTAHOBIECHHBIX, OTO3BAHHBIX
rOCyJapCTBEHHBIM OpPraHOM WJIA €ro TEePPUTOPUAIBHBIM MOJPA3ICICHUEM
cepTu(dUKaTax BHOCUTCA B PEECTp AepKaTeneill cepTudukata U pa3MellaeTcss Ha

I/IHTepHeT-pecypce rocyaapCTBCHHOI'O OpraHa.
IIpunoxenue 1
K [IpaBunam nposeneHus
(hapMareBTHYSCKUX HHCIICKITUH 110
HaJISKAIMM (hapMaIleBTHICCKUM
IIPaKTUKAM

dopma

HaMMCHOBAHHC YIIOJTHOMOYCHHOI'O OpraHa

3asBKa 0 mpoBeAcHUH papMareBTHYECKOM HHCIEKIMHA 00beKTa

[IpocuM npoBeCTH UHCIIEKTUPOBAHUE

yKa3blBaeTCs IEJb
Ha 00BEKTE

1o ajzipecy

ITpu 3TOM 3asBIsIEM:



JlaHHBIE cy0bekTa MUHCIEKTUPOBAHUA:
HaumenoBanue  OpUAWyYeCcKOro  JUIA/MHAWBUIYAIBHOTO  MPEANpPUHUMATEINS

IOpuanueckuii agpec

BUL/MUH

Anpec oObekTa

Ne nuuenszum Ha papmaneBTUUYECKYIO NIESITEIbHOCTh U MPHIOKEHHUS K Hed (mpu
H aad W Ud u )

Een_e:(b(;ﬂ/ (iaKg

AJlpec 3JEKTPOHHOM MOYTHI

daMuinus, UMsi, 0OTYECTBO (IPHU €r0 HAJTTUMYUH)

JOJDKHOCTB PYKOBOAUTCIIA

PykxoBoaurens
damuins, UuMs, 0TYECTBO (MIPU €r0 HATUYUM) MMOJITNCE
Y1nolHOMOUYEHHOEC JIUI0 cyOBeKTa WHCIEKTUPOBAHU S
damumus, UMsi, OT4ECTBO (TIPU €ro HAJTMYNH) MOJINCH

ITpunoxenue 2
k [IpaBunam nposeneHus
(hapManeBTHYECKNX MHCIEKIUHT 11O
HaJUIeXaImnM (papMareBTHIECKUM
IIPAKTHKAM

®dopma
ITporpaMma npoBeeHns papManeBTHIECKOH HHCIICKITMH

Ji| a T a
HanmenoBanne cyObeKTa WHCIIEKTUPOBAHMS




Llenp nHCHEKIIMU

[Iepuon nHCHIEKIIMU

HaumenoBanme o0ObeKTa

Mecto pacnionoxxeHusi 00beKTa

CocraB HHCHCKHHOHHOIZ rpynnsl ¥ OTBETCTBCHHOCTD

Qamunusi, UM, OTYECTBO (mpu ero Hamwuuu) (apmaneBTuuecknx JlOMDKHOCTB, MeECTO
UHCIIEKTOPOB paboThI

Ne i/t

1.
Kaxp1ii U3 NepeurcIeHHbIX BBILIE JIUII, ITOCEIIAMINX JaHHOE NPENIIPUITHE,

H € ¢ € T

OTBETCTBEHHOCTH 32 KOH(PUICHINAIBHOCTh MHGOPMAITH, KOTOPAst MOXKET CTaTh UM

M3 BECTHa B O

BpeM4 MPOBEIECHUS MHCIEKIHUH.

[Topsinok nmpoBeIeHNs] MHCTIEKIIUH

[Ipenmer MHCUIEKTUPOBAHUSA

Heobxoaumbie ycrmoBus

I[J'I?I oOecrneueHnsT BO3MOKHOCTH HaJICKallcero IMnpoBCACHUA HHCIICKIIMH IIPOCHUM!

[Ipouenypsl

['padux mpoBeIeHNs MHCTICKITUN

No Z[aTa/ y‘laCTKH, noapasacisicHusa, CUCTEMbI, IIPOLECCHI, I/IHC]'[CKTOp HpeILCTaBI/ITeHI/I Cy6’LeKTa
BpEMA noaJjie)kamune NHCIICKTUPOBAHNTO HWHCIICKTUPOBAHUSA

[punoxenne 3
k [IpaBunam nposeneHus
(apMareBTHYECKNX HHCIEKIHUIT 110
HaJUTeXaImuM (papMarieBTHIECKUM
MIPAKTHKAM

dopma

ITpoTOKOJI OTKIOHEHMM



"

oT . __ropga
HanmMenoBanne cyObeKTa WHCIIEKTHPOBAHUS
OOBEKT NeITeTbHOCTH
OTKIIOHEHHUS Kpartkoe onncanue OTKIOHEHU IIpumeuanue
Kputuueckue
CyuiecTBeHHbIE
IIpoune
PykoBogurens nHcneknuu
damMunusa, uMs, OTYECCTBO MOJAIIUCH

(npu €ro HAJTUYUMU)

damunus, UM, OTYECTBO

PykoBoamgurtens
cyOBbeKTa MHCIEKTUPOBAHUS

IIOAIINUCH

(mnpu €ero HaAJUYUMU)

damMuiausg, UM, OTYECCTBO

YOONTHOMOYEHHOE®
CcyOBeKTa HHCIEKTUPOBAHUS

NOJIMUCH
(mnpu €ero HAaJTUYUMU)

JTUIO

damMunus, uMs, OTYECTBO

(Opu ero HaJIu4uN)

MOJXNNUCH

IIpunoxenue 4
K [IpaBunam npoBeneHus
(hapMaLeBTUIECKUX HHCIEKLUIT IO
HaJISKAIIMM (hapMaIleBTHICCKIM
MIPaKTHKaM

dopma

OTuer o mpoBeaeHuH (papMaleBTHIECKONH HHCTICKITUN

HanmMenoBanue ¢apmaneBTUYECKOro HHCIEKTopaTa

anpec, TenepoH, caMT




Anpec

OcHoBaHUeE

1. Pe3stome
HaumeHoBaHue HHCIIEKTHPYEeMOTo 00bekTa  HasBaHue u moJHBIN agpec oObekTa
JIunen3usa
BI/UIBI NCATCIIbHOCTH KOMIIAHUN
JlaTta mpoBeIeHUs HHCTICKITHH
Janrnbie 00 mHCIIEKTOpax (IKCIIEpTax) DaMumist, UM, 0TIECTBO (IIPY €r0 HANWYIHH), JOTDKHOCTh
Homep uncnekuuu (Ipy HAJTMYUH)
2. Broanas uadopmarus
Kpartkoe onucanue cyObeKTa HHCIICKTHPOBAHUS M HHCIIEKTHPYEMOT'O Y4acTKa.
Jata(sI) mpenpIIyImx HHCTICKITNI

@amminsd, UMA, OT4ECTBO (IPU €ro HaIWYUH), IOJDKHOCTh HHCIIEKTOPOB, NMPOBOIUBIINX IMPEABLAYIILYIO
HWHCTIEKLUIO

CyniecTBeHHbIC U3MEHEHHS 110 CPAaBHEHUIO € MPEABIIYIeH HHCIICKIUeH

Llens nncnexkuu

WHCceKTHpYyEeMBbIe 30HBI

[lepconan opranuzaiuu, y4acTBYIOLUIMN B IPOBEICHNUN WHCIIEKIIUU

JIoKyMeHTHI pe/ICTaBICHHbIE CyObEKTOM MHCIIEKTHPOBAHHMS JI0 IPOBEJCHUS HHCTICKIHH
3. HaGnrogeHus u pe3yabTaThl HHCTICKITUU
Jns macnekuuii Ha coorBeTcTBUE GMP:!

YnpaBieHue KauecTBOM

Ilepconan

[Tomerenus U 000pynOBaHUE

JlokyMeHTauus

IIpoussoncTso

Kontpons kauectBa

AyTCOpCUHIOBas AEATENLHOCTD

Pexnamanunu ¥ OT3BIB IPOILYKLIHH

CaMoOMHCIIEKIUS

Peanuzauus u TpaHCHOPTHPOBAaHHUE MTPOLYKIHU

OreHKa 10che MPOU3BOACTBEHHOI0 ydacTKa (IIpH He00X0AUMOCTH)

Paznoe
Hnsa ocramsubix uHcneknuii (GDP, GLP, GCP, GPP) — 3amonustoTcs
COOTBETCTBYIOIIHUE pa3ieiibl MPABUII HAIJIekKANTUX (hapMalleBTUYECKUX MPAKTUK
4. TlepedeHb OTKIOHEHUH *
Kputnueckue
CyIiecTBeHHEIE

IIpoune



[Tpumeuanue™

Kputndeckum OTKIOHEHHUEM SIBJISIETCSI HECOOTBETCTBUE TPEOOBAHUAM HaJICKAIIICH
dapmaIeBTHUEeCKON MPAKTUKHU, BBI3BIBAIOIIECE WM MPHUBOJSIICE K CYIICCTBEHHOMY
PHUCKY KadecTBa JEKapCTBEHHOI'O CPEJCTBA B Mpoliecce UX OOpallleHusl, OMIaCHOrO s
3710pOBbS U JKMU3HU YEJIOBEKA.

CylecTBEeHHBIM OTKJIOHEHHUEM SIBIISIETCA HECOOTBETCTBUE TPEOOBAHUSAM
HaJIexkaiel (apMaleBTUUECKOW MPAKTUKH, BBI3BIBAIONIEE WM MPUBOMISIIEE K
CYLIECTBEHHOMY CHMXCHHMIO KauyeCTBa JIEKAPCTBEHHOI'O CPEACTBA B IPOLECCE €r0
oOparieHusl.

[IpouynM OTKIJIOHEHUEM SIBJISIETCSI HECOOTBETCTBUE KOTOPOE HE MOXKET
KJIAaCCU(PUUIMPOBATHCS KaK KPUTHYECKOE WM CYIIECTBEHHOE, HO YKa3bIBaeT Ha
OTKJIOHEHHE OT TpeOOBaHUH MPABWII HAJIeKaIIEH (hapMaIieBTUIeCKON MPAKTUKH.

5. 3aKTI0YUTENBHOE COBEIIAHUE U OLIEHKA OTBETA CYObEKTa MHCIIEKTUPOBAHUS

KOMMCHTapI/II/I HpC,Z[CTaBI/ITCHeﬁ CY6L€KT3 HWHCIICKTUPOBAHHSA, CACITIAHHBIC B XOAC 3aKIIOUUTCIBbHOIO COBCIIAHNA
OL[CHKa OTBCTa cy61,eKTa I/IHCHeKTI/IpOBaHI/IH I10 BBIABJICHHBIM 3aMCYaHUAM
I[OKyMeHTLI I/I/I/IJ'H/I O6p33HI)I, OTO6paHHI>I€ B X0J€ MHCIICKIINU
6. Pe3ynbTaThl MHCIEKTUPOBAHUS U PEKOMEHIAIIUU
PeSyJ’ILTaTLI HWHCIICKTUPOBAHUA

Pexomennanmu

Otuer o IMPOBCACHNU (I)apMaHCBTI/I‘IeCKOI‘/’I HHCIICKOWMHN COCTABJICH M ITOJIIMCAH:

Benymui bapmaneBTHUCCKHUI AHETERTOP

- _no_z[n_ﬂc; - damMunus, uMs, oT4eCTBO (IMPU HAITUYHUH)
UneHnl MHCIEKIUOHHOMN FPynHel:
-~ _HO_I[H_I/ICI: - ®amunus, UMs, OTYECTBO (IIPU HAJTUYUH)
- _no_nn;c; - damMunus, uMs, oT4ecTBO (MPU HAIUYHUH)

T.

3anoNHAIOTCA TOCNie TOJYyYeHUs HWHPOpMAIUM IO YCTPAaHEHUIO OTKJIOHEHUMU
7. Pe3ynbTaThl pACCMOTPEHUS YCTPAHEHUSI OTKJIOHEHU U BBIBOJIbI MHCIEKIUN

Wnudopmarust 06 ycTpaHEeHHH OTKIOHEHUS (KpaTkoe conmepkanme OIleHKa
KOPPEKTUPYIOLIINX M  NPeAyNpeXAAoIUX  IeHCTBUH, yCTpaHEHHS
MIOATBEPK AN JOKYMEHT) OTKJIOHCHHUS

[epeuenr Kamuduxanms
OTKJIOHEHHWH OTKJIIOHCHHUH

8. 3akiroueHue



CyOBbeKT WHCHEKTUPOBAHUSA, HAMMEHOBaHHE OOBEKTa, y4yacTKa, aapec

CooTBeTCTBYET /HE COOTBETCTBYET TPEOOBaHUSIM HaJjiexalle QgapmalieBTUYecKou
I paxKxTMHUIKH
(Yka3aTh HAaUMEHOBaHHWE HaJuIeKalel GhapMaleBTUYECKON MPAKTUKN)

IIpunoxenue 5
k [IpaBunam nposeneHus
(apMalnieBTHYECKMX MHCIEKINI
10 HaJUIeXAIIUM (hapMareBTHYECKUM
MPAaKTUKaM

®dopma

MmunmncrepcTBo 3apaBooxpaneHnd Pecy6mixn Kazaxcran Komurer
dapmarm

Ceprudukar moaTBEpKAAOMII COOTBETCTBHE TPEOOBAaHMAM
HaJUIC)KAIAX

(apManeBTHIECKHX OPAaKTHK B cepe oOpamieHns JeKapCTBEHHBIX
CpeAcTB

Ne
Hara BBIJTAYH R o roga
JIeiCTBUTENBHO 10 o o rojna
Brinan

(HOHHOC HAaNMMCHOBAHHUC, MCCTOHAXOXJICHUC, PCKBU3HUTLI

IOPUANYECKOTO JIUIA/MHIUBUNYATBHOTO TPEATPUHUMATENSA)

(HauMeHOBaHHE OO0BEKTa)
U TIOATBEPKJAACT COOTBETCTBUE HaIeKamed (apmManeBTUUECKONH MPAKTHKE

H a MOMEHT BB Ja4yu
J s NPOU3BOIACTBA:
0071aCTh COOTBETCTBUS HaJIexXanen dbapMaIeBTUUECKOM MPAKTUKE:
HaWMEHOBaHHUE rpynim JE€KapCTBEHHBIX CpencTB




CTaguu TCXHOJJOIMYCCKOIro mpomecca

IIEpEYEeHb NPOU3BOJACTBEHHBIX IMOMEIIEHUM, ILIOMANAEHN

['ocynmapcTBeHHBIM OpraH, BBIJABIIMN CepTUPHUKAT

(monlHOE HAaWMMEHOBAHMUE)
PykoBonuTens rOCyJapCTBEHHOTO opraHa

damunust, UMsl, OTYECTBO (IIPHU €T0 HAIUYHUH) MOIMKCH

[punoxenne 6
k IIpaBunam nposeneHus
(apmaneBTHYECKMX MHCIEKINHT 1O
HaJUIeXaInM (papMareBTHUECKUM
MIPAKTUKAM

Peectp aepxareneit cepTuduKaTa Ha COOTBETCTBHE HAUICIKAIINM
(apManeBTHIECKMM IPaKTHKAM

HaumenoBanue,
o

0 . Anpec oobekra Homep ceprucdukara, O6aacthb Crenenus o
IOpUANYCCKHI  anpec,
JepiKaTens JaTta BbIJa4M, CPOK COOTBETCTBHS IMPHOCTAHOBJICHUU W
teneoH  aeprKarens .
ceprudukaTa  JCHCTBHUSA CTaH/japTaM  OT3bIBE cepTH]HKaTa
ceprudpuKaTa
1 2 3 4 5 6

© 2012. PT'TI na I[IXB «MHCTUTYT 3aKOHOAATENbCTBA U TpaBoBoil nH(opMarun Pecriybnmku Kazaxcram»
Munucrepcta roctunuu Pecnyonmku Kazaxcran



