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O BHeceHnn n3MeHeHui B [IpaBuina npoBeacHUA GpapManeBTHICCKUX HHCIICKITHI

Pemenue Coeta EBpasuiickoi sakoHOMUYeCKOr komuccuu oT 19 aBrycra 2022 roga Ne 127.

B cootBercTBuu co ctathsamu 7 u 10 CornamieHus 0 €UHBIX NPUHIUAIIAX U MIpaBUiIax
oOpareHus JEKapCTBEHHBIX CPEACTB B paMKkax EBpasuiicKOT0 SKOHOMHYECKOTO COr03a OT 23
nekabpst 2014 rona u nyakroMm 96 npunoxkenus Ne 1 k Pernamenty pa6otsl EBpasuiickoii
DKOHOMHMYECKOM KOMHUCCHUHU, YyTBepkIcHHOMY Pemennem Breicmero Epasuiickoro
PKOHOMHUYECKOTO coBeTa oT 23 nexabps 2014 r. Ne 98, Coset EBpa3zuiickoii 5KOHOMUUYECKON
KOMHUCCHUU PEIIMIL:

1. Buectu B I[lpaBumia mpoBeaeHus dhapManeBTUIECKUX MHCIEKIUN, YTBEPKICHHbIE
Pemennem Coeta EBpasuiickoil skoHOMUYecKo KoMuccuu OT 3 HosAOps 2016 1. Ne 83,
WU3MEHEHUS COIJIACHO MPUIIOKEHUIO.

2. Hacrosee Pemenne BcTynaer B cuily 1o ucreueHuu 180 kajneHIapHbIX THEHR ¢ JaThbl
€ro o(puUMaIbHOro OMyOJINKOBAHUS.
Unensl CoBera EBpasuiickoit 3KOHOMMIECKOH KOMUCCHU:

Ot Pecrry6rmxu Ot PecryOmukn Ot PecrryOmuxu Ot Kuipreizckoit Ot Poccwuiickoii

Apmerns Bemapych Kazaxcram PecyOmaxm ®Demepamun

M. T'puropsa H. Tlerpamenko C. XKXymanrapna A. KacsManues A. OBepayx
IMTPUJIOXXEHUE

k Pemenuto Cosera
EBpa3zuiickoii 53KOHOMUYECKOH KOMUCCUH
ot 19 aBrycra 2022 1. Ne 127

MN3MEHEHW S,
BHOcHMEIE B IIpaBmina npoBeeHns papMameBTHIECKIX WHCICKIIWI

[IpaBuna npoBeneHus (hapMaleBTUYESCKUX WHCHEKIUM HM3JI0XKUTh B CIEAYIOIIEH

pE€aaKIuu:
"VTBEPXXJEHBI
Pemennem Coseta
EBpa3uiickoii 53KOHOMUYECKOH KOMUCCUH
ot 3 HostOps 2016 . Ne 83
(B penakuuu Pemmenns CoBeta
EBpasuiickoil 5KoOHOMHUECKOH KOMHCCUHI
ot 19 aBrycra 2022 1. Ne 127)

ITPABWJIA
npoBefeHns papManeBTHISCKUX HHCIISKIIHH

I. O6mue monoxeHus



1. Hacrosimue IlpaBuiia ycTaHaBIMBAIOT €OUHBIA MNOPAAOK MPOBEICHHUS
(apMalleBTUUECKUM HMHCIEKTOpPaTOM (papManeBTUYECKUMX HWHCIEKUUA TPOU3BOJICTBA
JIEKApCTBEHHBIX CPEJACTB Ha COOTBETCTBUE TpeOoBanusM [IpaBunm HagIexamen
IPOU3BOJICTBEHHON MNpPakTUKU EBpa3uilckoro 3KOHOMHYECKOT'O COI03a, YTBEPKIACHHBIX
Pemenunem CoBera EBpasuiickoii skoHOMHYeckoi KomMuccuu oT 3 HoaOps 2016 1. Ne 77 (
nanee — uHcnekuus, [IpaBuna Haanexanieil mpou3BOJICTBEHHON TPAKTUKH).

2. J1ns npoBeeHUsI MHCIIEKIIUU (POPMHUPYETCS] MHCIIEKIIMOHHAS IPYIIa, B COCTaB KOTOPOI
BXOAST BeAyIIUA (dapMalleBTUUECKUM HHCIEKTOP (Janee — BEAyIIMH HHCIEKTOp) U
dbapmalieBTUUECKMEe HMHCHEKTOphl. Ilpu mNpoBeneHUM HWHCIEKTHUPOBAHUS MOTYT
MIPUCYTCTBOBATH MPUBJIEKAEMbIEC KCIIEPTHI.

TpeOGoBaHusI K YMCICHHOCTH WHCHIEKIMOHHON TPYMIbI, YPOBHIO KBadu(pUKALINU
COTPYAHUKOB (apMaleBTUUYECKOTO WHCIEKTOpaTa W TMPUBICYCHHBIX K paboTe
MHCHEKIIMOHHOM TpPYyNIbl JKCIEPTOB JOJKHBI COOTBETCTBOBATh TpPEOOBAHUSIM,
YCTAHOBJIEHHBIM PYKOBOJICTBOM IO KAau€CTBY JUIsl MHCHEKIIMU COOTBETCTBYIOLIEIO BHJIA
(bapMaleBTHYECKOr0 MPOU3BOJICTBA, a Takxke OOmMM TpeOOBaHUSIM K CHCTEME KauecTBa
(apMaleBTHUECKUX MHCIEKTOPATOB rOCYIapCTB — WieHOB EBpa3uiickoro 3KOHOMHYECKOTO
coro3a, yrBepxxacHHbIM PermenneMm CoBetra EBpa3zuiickoli 9KOHOMHUYECKOW KOMHUCCHHU OT 3
HOs10ps 2016 1. Ne §2.

3. ®apmareBTUYECKUN UHCTIEKTOpAT o0ecreunBaeT KOHPUACHIINAIBHOCTh HH(OpMaIuHy,
coJieprKallencs B JOKyMEHTaxX UHCIIEKIUU.

4. ®rHaHCUPOBAHUE PACXOJ0B HA MPOBEACHUE MHCIEKIHMN OCYIIECTBISIETCA 34 CUET
CPEJIICTB UHCIIEKTUPYEMOTO CyOBEKTa UM €r0 YIOJTHOMOYEHHOTO IIPEICTaBUTEIIS.

II. Onpenenenus

5. Hus uenein Hacrosmux [IpaBun UCHONB3YIOTCS MOHATHUS, KOTOPBIE O3HAYAKOT
CIEeAYIOLICE:

"3aBUTENh Ha MpPOBeJACHUE (PapMaIeBTUYECKOW HHCIEKIUU" — WHCIEKTHPYEMbIN
CyOBEKT, IepKaTellb PErUCTPAllMOHHOTO yI0CTOBEPEHM S, 3aIBUTENIb HA PETUCTPALIMIO WU UX
YIIOJITHOMOYEHHBIN ITPECTABUTEIID;

"HHCTIeKTUpOBaHUe" — 3Tanm (papMalleBTUUYECKOW HHCHEKIUU, B XOJ€ KOTOPOIo
MHCIEKIMOHHON TPYNIOM NPOBOIATCSA MEPOIPHUATHS B COOTBETCTBHU C IPOrpaMMOM
MHCIIEKTUPOBAHUS;

"MHCHEKTUPYEMbI CyOBEKT" — OpraHu3alus, OCYLIECTBIISIIOAs JEATEIbHOCTh 1O
IIPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJICTB U UMEIOIAsl pa3pelieHre (JIMLEH3HUI0) Ha TaKol BUA
NEATEIbHOCTH, BBIJTAHHOE YIIOJITHOMOYEHHBIM OPTaHOM CTPaHbI-ITPOU3BOIUTEIIS;

"

[Tousatus "dapmareBruueckas uHcneknus", "dbapManeBTUIECKU HHCTIEKTOPAT" |
(dhapmaneBTUYECKUN HHCIIEKTOP" MPUMEHSIOTCS B 3HAYEHMSX, ompeieiaeHHbIXx OOmmumu



TpeOOBaHUSAMU K CHUCTEME KauecTBa (papMalleBTHUECKUX MHCIIEKTOPATOB TOCY1apCTB-YICHOB
EBpa3uiickoro S5KOHOMMYECKOI0 COr03a, yTBepKAeHHbIMU Pemennem Cosera EBpasuiickoit
AKOHOMHUYECKOM KomMuccuu oT 3 HosOpst 2016 1. Ne 82.

III. ITopsipmok meiicTBmit

6. Mucnexkuuu mpoBoasaTcs papMareBTUYECKUM MHCIEKTOPAaTOM MO IutaHy (Tpaduky)
NPOBEICHUS MHCTIEKIIMA B COOTBETCTBUM C MPOTPAMMON MHCIEKTUPOBAHUS MPOU3BOICTBA
JEKapCTBEHHBIX CpeAcTB Mo ¢opme corimacHo mpmioxeHuto Ne 1 (mamee — mporpamma
WHCIIEKTHPOBAHUS ).

[InaHupoBaHNE WHCTIEKIIMI MOXET BBIMOJHATHCS B COOTBETCTBUHU C MPUHITUIIAMH
YIPaBJICHUS pPUCKAMHU.

B mnan (rpaduk) npoBeneHUss MHCIEKUHUH B 00s3aTEIbHOM MOPSIKE BKIIOYAIOTCA
CJIEIyIOLUE CBEACHUS:

OCHOBaHHME JIJIsl IPOBE/ICHUS UHCTICKIUY;
CPOKH HHCTICKTUPOBAHMUS;
HAaUMEHOBAHHE MHCIIEKTUPYEMOTO CYOBEKTa;

aJipec WHCIEKTHUPYEMOUN MPOM3BOJICTBEHHOH IJIOMAJKU (Janee — MpOM3BOJCTBEHHAs
TJIOIIA]IKA).

WMHCcneKIuy mpoBOIsATCS B TUIAHOBOM U BHETTAHOBOM TOPSIZIKE.

OcHoBaHuEeM JJIs1 IPOBEICHUS UHCTICKITUU SIBIIIETCS PEIICHUE YIIOTHOMOYEHHOTO OpraHa
B cepe mpoBeacHHs (apMaleBTHUSCKUX WHCIEKIUN TOCyAapcTBa — ujieHa EBpa3uiickoro
PKOHOMHYECKOTO cOm03a (Jajee COOTBETCTBEHHO — YIOJHOMOYEHHBIH Opras,
rocynapctBo-wieH, Coro3) u (KWau) 3asBiICHUE WHCIEKTUPYEMOTO CyObeKTa (Hampumep, B
HEJSIX JTUIEH3UPOBAHUS, PETUCTPALIMHA M OCYIIECTBICHUS IPYTUX MPOLEAYD, CBA3AHHBIX C
pErucTpaluei, uiv MPOBEACHUS PACCIEIOBAHUM, CBI3aHHBIX C Ka4€CTBOM JIEKAPCTBEHHBIX
MpenapaTos).

7. IlpoBeneHue HWHCHEKIUMNA C HUCIOJIb30BAHHUEM CPEACTB JMCTAHLIMOHHOTO
B3aUMOJICHCTBUSA (HAampUMeEp, C HCIOJIB30BAaHUEM CPEJCTB ayaHo- WU BHUIACOCBSI3H)
JIOTYCKAaeTCsl B OCOOBIX CIIy4asix COTJIACHO MPUIOKEHHIO No 2.

8. lns opraHM3alUuM MHCIEKIMU 3asBUTEIEM Ha MpOBeleHHE (apMaleBTUUECKOM
WHCTICKINHU (Jajee — 3asBUTENb) MOJDKHO OBITh O0ecmedeHO MpeJCTaBICHUE B
dbapmaneBTUYECKUM HMHCIEKTOpPAT HAa pPYCCKOM si3bike W (uiau) (Ipu  HAJIUYUH
COOTBETCTBYIOIIMX TpeOOBaHWI B 3aKOHOJATENbCTBE TOCyJapcTBa-ujeHa) Ha
rOCyJJapCTBEHHOM $I3bIKE TOCYJapCTBa-ujeHa (MJIK B MEPEBOJIC HA ATHU S3BIKH) CIETYIONTUX
JOKYMEHTOB:

JUIS. OpraHU3aAlUHU-TIPOU3BOAUTENS (PE3UCHTA), HAXOISAMICHCS HAa TEPPUTOPHUU
rocyJapCTBa-4JeHa:
3asiBJICHUE O MPOBEICHUH UHCIIEKIINU;



KOIHSI 10che (MacTep-daiisia) Mpou3BOICTBEHHOM IIommaaky cormtacHo yactu 111 [TpaBun
HaJJIeXale NpPOU3BOJCTBEHHOM MPAKTUKH, COJEPKAIIEr0 KOMUIO JIUIEH3UU Ha
OCYILIECTBJICHUE ACSATEIbHOCTHU MO MPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJCTB (IIPU HATTUYUN);

nepedyeHb JICKAPCTBEHHBIX CPEJICTB, MPOU3BOIUMBIX (TJIAHUPYEMBIX K MPOU3BOJICTBY) Ha
ITPOU3BOICTBEHHOM IUIOIIAJIKE COTJIACHO NPWIIOKEHHIO Ne 3;

JUTsl OpTaHU3aIUU-TIPOM3BOIUTENS (HEPE3UICHTA):

3asiBJICHUE O TIPOBEJACHUN UHCIICKIIUH;

KoM JTocke (MacTep-Qaiina) mpou3BOJCTBEHHON MIOMAaKu coryiacHo yacTu I11 mpaBun
HaJJIeKaInle mpou3BOJICTBEHHOM MPAKTUKH;

3aBEpPEHHAsl B YCTAHOBJIEHHOM IOPSIKE KOIMS, WU SJIEKTPOHHAS KOMUS JIEUCTBYIOIIETO
pazpeiieHuss (JIMIEH3WU) Ha TMPOU3BOJCTBO JICKAPCTBEHHBIX CPEJCTB BBIJIAHHOTO
YIIOJJHOMOYEHHBIM OpPTraHOM TPEThEW CTpPaHbl, HA TEPPUTOPUH KOTOPOUM paCHOIOKEHA
IPOU3BOJICTBEHHAS IUIOIIAJKA WY BBIIHCKA U3 COOTBETCTBYIOIIETO PEECTPA TPETHEN CTPAHBI,
Ha TEPPUTOPUU KOTOPON HAXOAUTCS UHCIIEKTUPYEMBI CyOBEKT;

3aBEpPEHHAs B yCTAHOBJIECHHOM IMOPSAKE KOMUS JOKYMEHTA, BbIIAHHOTO YIIOJIHOMOYEHHBIM
OpraHoM (OpraHu3alueil) CTpaHbl Ha TEPPUTOPUHU KOTOPOUM MPOUBBOASATCS JICKAPCTBEHHBIE
CpelIcTBa, O COOTBETCTBUM MPOU3BOACTBA (IMMPOU3BOJICTBEHHOW IIIOMIAIKK) TpeOOBaHUIM
MpaBWJI HaIJIeXKalel MPOU3BOJACTBEHHON MPAKTUKH, IPUMEHSIEMBIX B CTpaHE MPOU3BOJICTBA (
[IPY HAJIMYUU) WU AJIEKTPOHHAS KOMUS WJIM BBIIUCKA U3 COOTBETCTBYIOIIETO PEECTPa CTPAHBI
, Ha TEPPUTOPHUH KOTOPOM HAXOAUTCS UHCTIEKTUPYEMBII OOBEKT;

NepeyeHb JICKAPCTBEHHBIX CPEJICTB, MPOU3BOIUMBIX (TJIAHUPYEMBIX K MPOU3BOJCTBY) Ha
POU3BOICTBEHHOM TUIOIIAJIKE.

B npoBeseHnn HHCIEKIIUA MOKET ObITh OTKA3aHO B CICAYIONINX CIydasx:

CBEJICHUS, COJEpXKAIIUECS B 3asBJICHUM O TMPOBEICHUM HWHCHEKUIHHU (MJIH)
MPEJICTAaBICHHBIX IO 3aMpocy YIOJHOMOUYEHHOTO OpraHa (OpraHu3aliuu) JTOKyMEHTax
SIBJISIFOTCS] HEMOJIHBIMU U (WJIM) HETOCTOBEPHBIMU;

3asiBUTENIEM HE 00ecledeHbl yCIOBUS MPOBEACHUS HHCICKTUPOBAHMS, YTO JeaeT
HEBO3MOKHBIM ITPOBEAECHUE MPOIIEAYPHI MHCIIEKIUY;

pacxo/bpl Ha MPOBEJIEHHE MHCIEKIMU HE OIUIa4eHbl B YCTAHOBJIEHHBINH CPOK (eciu
MIPUMEHUMO).

9. Uncnekuusa npoBoauTcs (hapMalieBTHUECKUM WHCIIEKTOPATOM rocyapcTBa-ujieHa, Ha
TEPPUTOPUH KOTOPOTO HAXOUTCS MPOU3BOACTBEHHAS TUIOIIAIKA.

B cirydae nHCHEKIMM POM3BOACTBEHHOW IUIOMIAIKHA, HAXOISIEHCS HA TEPPUTOPUHU
TPEThUX CTPaH, 3asBUTEJIb BIIPaBe 0OpaTUTHCS B (papMarieBTUUECKU MHCTIEKTOPAT OJAHOTO U3
roCyJIapCTB-YJIEHOB C 3asIBJIEHUEM O MPOBEICHUHN UHCIIEKIINU.

B cnydae nokyMeHTanibHO 0OPMIIEHHOTO OTKa3a (papMalieBTUYECKOro MHCIEKTOpaTa
rocyJjapcTBa—ujieHa OT NPOBEACHHUS MHCIEKIMU MPOU3BOJCTBEHHON IUIOMIAMKH,



HaXOJSILIEHCS Ha TEPPUTOPUM TPEThEl CTpaHbl, 3asABUTENIb UMEET MPaBO OOPATUTHCS B
YIOJHOMOYEHHBIA OpraH (OpraHu3alyio) APYroro rocyJapcTBa-dieHa C 3asBICHUEM O
IIPOBEICHUH HUHCIIEKIUY.

WNHcnexkuusi, MHUIIMUPOBAHHAS B paMKaxX PErMCTPAIlMOHHBIX MPOLELYpP, TPOBOJUTCS
(dbapmaleBTHUECKUM MHCIIEKTOPATOM TOCyAapCTBa-uIeHa, ONMPEACICHHOTO B COOTBETCTBUU C
[IpaBunamMu perucTpanuyM M SKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB JJIsi MEIUIIMHCKOTO
IIPUMEHEHUS, yTBEepKIAeHHbIMU Pemennem CoBeta EBpa3suiickoil 5KOHOMHYECKON KOMUCCUU
ot 3 HosiOpst 2016 1. Ne 78.

10. IIpouenypa MHCIEKIIMU COCTOUT U3 CIEAYIOIIUX 3TAIOB:
IIPUEM U 3KCIEPTHU3A MPEICTABIECHHBIX JOKYMEHTOB;
COIJIacOBaHHWE C HHCIEKTHUPYEMBIM CYOBEKTOM WM €ro YHOJHOMOYEHHBIM
IIPEICTABUTENIEM CPOKOB MHCIIEKTUPOBAHUS;
dbopMHUpOBaHUE UHCTIEKIIMOHHOMN TPYTIIIBI;
COCTaBJICHUE U HAIPABJICHUE UHCIIEKTUPYEMOMY CYOBEKTY WM €ro YIOJIHOMOYEHHOMY
IPEACTABUTEIO MPOrpaMMbl HHCIIEKTUPOBAHUS;

WHCTIIEKTUPOBAHUE MPOU3BOJACTBEHHOMN IUIOIIA/IKK, BKIIIOYass oTOop mpod (0OpasioB)
MaTepHaloB WU NPOAYKIUHU (MpU HEOOXOAMMOCTH) M IPOBENCHHUE HX JIaDOPAaTOPHBIX
HCIIBITAHUM,

COCTaBJICHHE OTYETa O MPOBEACHUH (PapMalleBTUUECKOW HHCIIEKIIUU (Jlajiee — OTYET);
olleHKa (IIpy HEOOXOIMMOCTH) TJIaHa KOPPEKTUPYIOIIUX U MPEAYTNPEKTAIONUTUX TeUCTBUIM
, OTYETA O €r0 BBINOJHEHUU U CBUJETENBCTB YCTPAHEHUS BBISIBIIEHHBIX HECOOTBETCTBUM;

NPUHSATHE PEIICHHs O BblJadye WM 00 OTKa3e B BhIJaue cepTU(UKaTa COOTBETCTBUS
npousBoAuTesa TpeboBanusaM [IpaBun Hajexalel Nporu3BOICTBEHHOW NPAKTUKH (1aiee —
cepTudukar);

BblJlaua cepTU(UKATA.
Cpoxu npoBeaeHUsT OTAENIbHBIX ITANIOB MHCIIEKI[UU YCTAaHABIMBAIOTCS B COOTBETCTBHUH C
3aKOHOAATENBCTBOM I'OCYIaPCTB-YJIEHOB C y4eTOM HacTosmux [IpaBu.

11. MHcnekuunonHas rpynmna (GOpMHUPYETCS Ha OCHOBAHUHM COOTBETCTBYIOIIETO
pacopsiKEHUsI PYKOBOAUTENS (PpapMalleBTUYECKOTO HHCIEKTOpaTa B COOTBETCTBUU C
MpOoLEypaMH, yCTAHOBICHHBIMU CUCTEMOM KadecTBa (papMalleBTUYECKOTO HHCIIEKTOpaTa.

YuCclieHHOCTh MHCIIEKIIMOHHOW TPYMIBI COCTABIISIET HE MEHEE JIBYX (papMalieBTUYECKUX
MHCIIEKTOPOB.

12. Benymuii MHCHEKTOP W JAPyrUe YICHBI WHCIEKIIMOHHOW TPYMNIbI 00s3aHBI
MIPEABAPUTEIIBHO U3YYUTh JOKYMEHTBI, B TOM YHCJIE TI0ChE€ MPOU3BOJACTBEHHOM IIOIIAIKY, U
APYTYIO TOCTYIHYI MH(OPMAIINIO, OTHOCSIIYIOCS K IIeJIIM MHCIIEKTHUPOBAHUS, HAIIPUMED,
CBEJICHUSI O MPETEH3UsX, Ne(eKTax KayecTBa U OT3bIBAX MPOAYKIHUHU (MPU UX HAITUYMH),
MIOJIyYEHHBIE U3 TOCYIapCTBEHHBIX PEECTPOB U 0a3 JaHHBIX WIHA OT APYTHX YHIOJHOMOYEHHBIX
OpraHoB (OpraHu3aruii).



Benymumii uncnekrop obecrneunBaeTr pazpabOTKy MpPOrpaMMbl MHCIEKTUPOBAHUS IO
dbopme B cooTBeTcTBUU C mpuioxkenueM Ne 1 k HactosiuiuMm IlpaBunam M moaroToBKy
KOHTPOJIBHBIX JIUCTOB 1O (hopme coriiacHo npuioxkennio Ne 4 6o uHbIX dhopm pabodmx
3amuced, MPelyCMOTPEHHBIX CUCTEMOW KauecTBa (papMaleBTHUYECKOIO0 HHCIEKTOpaTa.
[IporpamMmma MHCIEKTUPOBAHUS HANPABIIAETCS MHCIIEKTUPYEMOMY CyOBEKTY HE MO3HEE YEM
3a 10 pabouux nHEW 10 aThl HaYajga HHCIEKTUPOBAHUSI.

Benymuii mHcnekTop pacupenenseT (yHKUMUM B HHCHEKUUOHHON Trpymnmne H
KOOPJIMHUPYET MOATOTOBUTEIBHBIE MEPOIIPUATHS, CBSI3aHHBIE C HHCIIEKTUPOBAHUEM.

13. B Hayane WMHCHEKTUPOBAHUS MPOBOAUTCS BCTYNMHUTEIbHOE COBEIIAHUE C
NPEACTAaBUTENSIMU HWHCIEKTUPYEMOTOo CyOBbEKTa, Ha KOTOPOM BEOYIIUH HHCIEKTOP
MPEJCTABISAECT YJICHOB HWHCHEKIIMOHHOW TpYyNIbl, 3HAKOMHUTCS C PYKOBOJICTBOM U
OTBETCTBEHHBIMHU JIMLIAMUA MHCIEKTUPYEMOTO CyObeKTa, MHOOPMHUPYET O LEIN U obnactu
MHCIIEKI[MU, YTOUHSET MPOTpaMMy HHCIEKTHUPOBAHUS U TpaduK ee MpoBEeACHUs, JeJaeT
3asiBJIEHHE O KOH()UIEHINAJbHOCTH U OTBEYAET HAa BOMPOCHI MHCIIEKTUPYEMOI CTOPOHBI.

HNHcnekTupyembiii cyOBeKT ompenenseT JUIo, OTBETCTBEHHOE 3a COJICHCTBHE B
MPOBEICHUH UHCTICKIUU.

14. Uadopmanus, moryuyeHHass WHCHEKIMOHHOW TPYMNION B XOJ€ BBIMOJHEHUS
MporpaMMbl MHCIEKTUPOBAHUS, BHOCUTCA B KOHTPOJBHBIE JUCTHI JUOO B HHBIE (POPMBI
pabouux 3amucen.

15. B noroBope (cornamieHun), 3akiiro4aeMoM (GapMaleBTHUECKUM HWHCIIEKTOPATOM U
WHCIIEKTUPYEMBIM CyOBEKTOM Ha MPOBEACHUE MHCHEKLHH, JOJKHBI ObITh OTPAXEHBI B TOM
YUCJIE CIEAYIOIINE IIPaBa UHCIIEKTOPA:

NOJIy4aThb JOCTYN (BXOAUTH) B JIFOOOE MOMEIIEHHE B COOTBETCTBUM C MPOTrpaMMOM
MHCIIEKTUPOBAHUSA U K J10Che (MacTep-(aiiay) npou3BOACTBEHHOMN IUIOIIAIKHY;

NoJly4yaTh TaKue JOKa3aTelbCTBa, Kak JOKyMeHTalnus, (oToMaTepualbl (BUAEO3aIUCH)
MOMEIIEHUN U 000pyIOBaHHUS;

MOJIy4aTh TIOCTYT K JIFOOOMY 00BEKTY (IIpeaMeTy) B paMKax 00JacTU UHCTIEKTUPOBAHUS U
U3y4aTh €ro;

NpUHUMATh MEPhl WM TpeObOBaTh MPUHSATHS MEP B OTHOUICHHH MPEAMETOB (
MaTepUalbHbIX CBUAETENBCTB), KOTOPbIE MPEANOIOKUTEILHO MOTYT CBUAETEIHCTBOBATH O
HECOOTBETCTBUU TPEOOBAHUSM MPaBWI HaJJIeKaleHd MPOU3BOJCTBEHHONW MPAKTUKHU, B TOM
YUCJ€ B OTHOIIEHUM OrpaHUYEHHUs AOCTyNa K TaKUM MpeaMeraM U oOecrnedyeHus HX
COXPaHHOCTH B LIEJSX JaJIbHEHIIET0 pa30upaTelbCcTBa B yCTAHOBICHHOM MOPSIKE;

OCYILIECTBIIATH OCMOTP MPOBEPSIEMBIX 00BEKTOB, O3HAKOMIIEHHE C JOKYMEHTalHel u
3aMHCsIMU, ONMPOC OTBETCTBEHHBIX JIUI[ HHCIEKTUPYEMOIro cyObekTa, HaOJloJeHHe 3a
JEeSTENbHOCThIO Ha pabOUnX MeCTax;

IpeKpanaTh NPOBEACHNE UHCIEKIIMH [TPU MPENATCTBOBAHUYU B peaIn3allMy yKa3aHHBIX
npas.



NHcnekTupyembiii cyOBeKT TakKe JOJDKEH B paMKax 3aKIIOYEHHOro JoroBopa (
corjaimieHus) B3SATh Ha ceOs 00s3aTenbCcTBa 00ECHEUHTh BO3MOXKHOCTH BBITIOJHEHHS
JNEUCTBUM, PEAYCMOTPEHHBIX ITPOTPAMMON HHCIIEKTUPOBAHUS.

16. B cnyuae BBISBICHUS PUCKA XKU3HU W 3J0POBBI0 HaceleHUs (BKIIodas
MOTEHIIMATbHbIE KPUTUYECKUE HECOOTBETCTBHS) BEAYUIUNW HMHCIEKTOP HE3aMEIJIUTEIbHO
uHQOopMHUpPYEeT pyKOBOIUTENS (apMalleBTUUECKOTO MHCIeKTopara (mo Tenedony,
3JIEKTPOHHOM MOYTE WM C UCIOJIb30BAHHEM HHBIX CPEJICTB CBSI3M B T€UE€HUE 24 4aCOB C
MOMEHTa BBISIBJICHUSI HECOOTBETCTBHSI), PYKOBOJUTENSI UHCIIEKTUPYEMOTO CyObEKTa U MpHU
HEOOXOJUMOCTH TPEANPUHUMAET JICHUCTBUSA, MPEIyCMOTPEHHbIE CHUCTEMOW KadecTBa
(hapMaleBTUYECKOr0 MHCIEKTOpaTa TOCyJapCcTBa-4wieHa B COOTBETCTBUM C MYyHKTOM 28
HacrosAmux [Ipasuir.

17. B cinydyae HEOOXOJIUMOCTH B X0J/I€ MHCIEKTHUPOBAHUS OCYILIECTBISIETCS 0TOOp MPoO (
00pa3oB) MaTepuajgoB WIM MNPOAYKIHUH, KOTOPHIE HAMPABISIOTCS HHCIEKTUPYEMbIM
CyOBEKTOM Il MCHOBITAHUM B UCHOBITATEIBHYIO Ja00OpaTOpHUI0, OIPEACICHHYI0 B
COOTBETCTBHM C 3aKOHOJATEIbCTBOM TOCYJapCTBa-4i€HA, MMEIONIYI0 KOMIIETEHLUHH B
COOTBETCTBUHU C 3aKOHOJATEIbLCTBOM TOCYAapCTB-wieHOB. [Ipu 3TOM CTOMMOCTH 00pa3ioB
KOMIIEHCAILIUH HE MOJJICHKUT.

Pacxoppl, cBsi3aHHBIE C MEPEBO3KOM, COBEPIICHHWEM TaMOXEHHBIX OTMepaluil u
MPOBEJICHUEM TaMOXEHHOTO KOHTPOJII B OTHOIICHHH TPoO (00pas3iioB) MaTepualioB H
OPOAYKIMHU, IEPEMEIIAEMBIX UYEPE3 TAMOKEHHYIO TpaHully Coro3a, a TakKe MPOBEICHUEM
UCTIBITAaHUN TIPOO (0O0pa3IoB) HECET MHCHEKTUPYEMbIH CyObeKT. BBO3 Ha TaMOXKEHHYIO
tepputoputo Coto3a 0ToOpaHHBIX TpoO (00pas3loB) MaTepuansoB W NPOAYKIIHHU
OCYILIECTBIISIETCS B COOTBETCTBUM C MEXKIAYHAPOIHBIMU JJOTOBOPAMH M aKTaMH, BXOSIIIIMMU B
npaBo Coro3a, peryJiupyroudMH TaMOKEHHbIE MPAaBOOTHOIIEHUS, U 3aKOHOJATEIbCTBOM
roCyJIapCTB-YJIEHOB O TAMOKEHHOM PETYJIUPOBAHUMU.

18. Benyuuii MHCIEKTOP MO 3aBEPIICHUN KaXJOTO JTHS MHCIEKTUPOBAHUS MPOBOJUT
COBEIIAaHWE C WICHAMHM WHCICKIIMOHHOW TPYMNMbI JJIsi OOCYXACHUS MPEABAPUTEIHHBIX
HaOJII0/ICHU, KOTOpPhIe MPU HEOOXOAMMOCTH OOCYKIAIOTCS TAKXKE C OTBETCTBCHHBIMH
JUIAMH HWHCHEKTHUpyeMoro cyObekTa. B cilyyae BO3HMKHOBEHHUS pPa3HOIJIACUU UJICHBI
WHCTIEKIIMOHHOW TPYNIbI I0KHBI OTBETUTH Ha BOMPOCHI IPEACTaBUTENICH HHCIIEKTUPYEMOTO
cyOnekTa. B ciyuae BbIsIBIIEHHS] HECOOTBETCTBHM, KOTOPBIE TUIAHUPYETCS KIIacCU(PUIIMPOBATH
KaK KpUTHUYECKHUE, BEAYIIMH HWHCIEKTOP HE3aMeIJIUTENbHO HHOOPMUPYET 00 3TOM
OTBETCTBEHHBIX JIMI] HHCTIEKTUPYEMOTO CYObEKTa.

[IpencraBieHHass OTBETCTBEHHBIMU JIUIIAMH MHCIIEKTUPYEMOT0 CyObeKTa uHpopmalus oo
YCTPAHEHUHU B XOJI€ MPOBEJCHUSI MHCIEKIUU BBIABICHHBIX HECOOTBETCTBUN NMPUHUMAETCS
MHCIIEKIMOHHOW TPYNION K CBEICHUIO U MOMJICKHUT YKa3aHUIO B NHCIEKIIMOHHOM OTYETE B
KaueCTBE HECOOTBETCTBUI C TOMETKOW 00 UX YCTPAHEHHUH B XOJI€ MTPOBEACHUS HHCIICKIINH.

Ha 3axiirounTenbHOM COBEIIAHWU C OTBETCTBEHHBIMHU JIMIAMH HHCIEKTHUPYEMOTO
CyObeKTa OrJallaloTCsl MPEABAPUTENIbHBIE WTOTH MO pPe3yJbTaTaM HHCIEKTHUPOBAHUS C



00CYyXJI€HHEM BBISBICHHBIX HECOOTBETCTBHH IS TOCIEAYIOUIEH MOATOTOBKHU
WHCIIEKTUPYEMBIM CYOBEKTOM TIaHA KOPPEKTUPYIOIINX M MPEAYTPEKAAIONTUX JCHCTBUN (B
Cllydyae HEOOXOIUMOCTH).

IV. Ilopsnok 0T4€THOCTH

19. Benymuii uHCTIEKTOp OOECTIEYMBAET COCTaBJICHUE OTYeTa MO (hopMe COTIIACHO
MpUIOKEHUIO Ne 5.

Ecnu B X0J1€ MHCIIEKTUPOBAHUS HE OBUIO BBISIBIIEHO HECOOTBETCTBHI, B rpadax 1 — 4
Tabnuipl paznena 7 yactu Il oTdera ykaspiBaeTcs "HE MPUMEHUMO", COCTABISETCS OTYET B 2-
X DK3EMIUIApax M MOJMHUCHIBACTCS BEIYIIMM HHCIEKTOPOM W YJIEHAMU WHCHIEKIIMOHHOMU
rpymIbl B Cpok He no3aHee 30 KaJleHAapHbBIX JHEH C 1aThl 3aBEPUICHUS UHCIIEKTUPOBAHMUSL.

Ecnu 6butH BBISIBJIEHBI TOJIBKO MIPOYKE HECOOTBETCTBUSA, B Tpadax 3 u 4 TaObnuIll pa3jena
7 vactu Il otuera yka3piBaeTcs "mpu CleAYyIOIEH UHCIEKIUMHU', COCTABISIETCA OTYET B 2-X
AK3EMIUIAPAX U MOANUCHIBAETCS BEIYIIUM HHCIIEKTOPOM U WICHAMU WHCIEKIIMOHHOW IPYTIIIbI
B CpoK He no3aHee 30 KaJIeHAApHBIX JHEH C 1aThl 3aBEPIICHUS UHCIEKTUPOBAHMUS.
Ecnu B Xo/1e MHCIIEKTUPOBAaHUS ObUIN BBISBJICHBI KPUTUYECKHUE U (MJIU) CYIIECTBEHHbBIE
HECOOTBETCTBUS, COCTABIIACTCA:

yacTh | oTueTa B 2-X 3K3eMIUIsIpax U NOJAMKUCHIBAETCS BEAYIIUM UHCIIEKTOPOM U YJIEHAMHU
WHCTIEKIIMOHHON TPYIIbl B CPOK HE mo3aHee 30 KajJeHJapHBIX JHEH CO JHS 3aBEpUICHUS
MHCIIEKTUPOBAHMS;

yacTh Il oTuera B 2-x K3eMIUIApax U MOAMUCHIBACTCS BEAYIIIMM HHCIIEKTOPOM U YJICHAMHU
MHCIEKIHOHHOM IPYMIIbI B CPOK HE mo3aHee 30 KaJeHAapHbIX THEN C 1aThl MIPEICTABICHUS
MHCIIEKTUPYEMbIM CYOBEKTOM IJIaHA KOPPEKTUPYIOMIMX U MPEAYNPEKAAIONINX TEHCTBUIN U
OTYETa O €r0 BBHIMOJHEHUHU (J]ajiee — OTBET) U JOKYMEHTAJIbHBIX CBUACTEILCTB YCTPAHCHUS
BCEX HECOOTBETCTBUI B COOTBETCTBUM C MYyHKTOM 23 Hactosimux IlpaBun wnaum Ha 61-i
KaJICHJApHBIA JIEHb C J1aThl MOJIyYEHHS! UHCIEKTUPYEMbIM CyOBEKTOM 4YacTu | otuera B
ClIydyae HEMPENCTABICHUS HHCIEKTUPYEMBIM CYOBEKTOM IUIaHAa KOPPEKTUPYIOMIUX U
MpeayNpPeXIAIONINX TEUCTBUM, OTYETA O €T0 BHINOJIHEHUU U JTAHHBIX, CBUJIETEIbCTBYIOIINUX
00 yCTpaHEHWU BBISBICHHBIX HECOOTBETCTBUW B CPOK, YCTAaHOBJEHHBI NyHKTOM 23
Hacrosuux IIpaBui.

B cnywyae or6opa npoO (00pa3ioB) MaTepuanoB WX ONPOJYKIMUA CPOK COCTABICHUS

OTYETA UCUUCIIIETCS C AAThI MOJYYEHUS BEIYIIUM HHCIIEKTOPOM PE3YyJIbTATOB UX UCIBITAHUM.
Onun sx3emiuisip otyera (dactu | wnm yactu Il) HampaBisieTCs MHCIEKTUPYEMOMY

CyOBeKTy (C CONMPOBOAUTENBHBIM IHCHMOM) HE IMO37HEEe 3 padodyux JHEH C JAaThl €ro

MOMUCAHUSI, BTOPOU IK3EMILISP XPAHUTCS B apXvBe (hapMalleBTUYECKOT0 HHCIIEKTOpaTa.

PapMaleBTUUYECKUN UHCIEKTOPAT MPEACTABISAECT KOIUIO OTYETa B YIIOJHOMOYEHHBIN
Oprat Mo MecTy CBOET0 pacroi0KEHHUS.

OTBETCTBEHHOCTH 3a JIOCTOBEPHOCTh PE3yJIbTATOB MHCIEKIINH, U3TI0KEHHBIX B OTUETE,
BO3JIaraeTcs Ha (papMaleBTHUYECKUX UHCIIEKTOPOB.



V. Ilocnemyronue AEHCTBHUS O Pe3yIbTaTaM WHCIIEKTAPOBAHUS

20. Eciu B X0J1¢ MHCIEKTUPOBAHUSI ObLIIM BBISIBJICHBI MPOYHE HECOOTBETCTBUSA, TIPU
MIPOBEJICHNH CIIEAYIOIIEH NHCIIEKIIMY MHCIIEKIIMOHHAS IPYIINa OCYLIECTBIIIET B TOM YHCIIE:
OLICHKY IJIaHA KOPPEKTUPYIOLIMX U MPEAYIPEKIAOIINX TCUCTBUM;
OIIEHKY OTYETa O €r0 BBHIIOJHEHUH.

21. ITpou3BOACTBO JIEKAPCTBEHHBIX CPEICTB INPU3HAETCA COOTBETCTBYIOLIUM
TpeboBanusaM [IpaBun Hajexaield Tporu3BOJACTBEHHON MPAKTUKU B OJHOM U3 CIEAYIOIINX
CIIy4aeB:

OTCYTCTBUE HECOOTBETCTBUI;
OTCYTCTBHE KPUTHYECKUX U CYIIECTBEHHBIX HECOOTBETCTBHM;
YCTPAHEHUE BCEX KPUTUYECKUX U CYLIECTBEHHBIX HECOOTBETCTBUHU IIO PE3ybTaTaM
OLICHKH OTBETA.

22. IIpou3BOACTBO JEKAPCTBEHHBIX CPEACTB IMPHU3HAETCA HECOOTBETCTBYIOLIUM
TpeboBanusaM [IpaBun Hajexaiield Tporu3BOJACTBEHHON MPAKTUKU B OJHOM U3 CIEAYIOMINX
CIIy4aeB:

€CJIM B OTYETE IO pe3yJibTaTaM MHCIIEKTUPOBAHUSL YCTAHOBIICHBI KPUTHUYECKUE U (HMIIN)
CYILIECTBEHHBIE HECOOTBETCTBUS;

IpU HEYCTPAHEHUHM BCEX KPUTHYECKHUX M CYIIECTBEHHBIX HECOOTBETCTBUM IO

pe3yJibTaTaM OLIEHKH OTBETA;
IIPY HENPEJCTABIECHUU OTBETA B CPOK, YCTAHOBIIEHHBII MYHKTOM 23 Hactosmux [IpaBui;
B CJIy4ae NMPENSATCTBOBAHUSA B OCYILIECTBICHHH MHCIIEKTOPOM IIPaB, YCTAHOBJIEHHBIX
nyHKTOM 15 HacTosiux [IpaBui.
23. B cnydae eciu npu NpoBEACHUN HHCIEKTUPOBAHUS ObLIIM YCTaHOBJIEHBI KPUTUUECKHE
U (WIM) CYIIECTBEHHbIE HECOOTBETCTBUS, WHCIEKTUPYEMbIH CyOBeKT He mo3aHee 60
KaJIeHJapHBIX JTHEeW C JaThl MOJydeHus 4acTu | oTdera HampaBisieT B (apMaleBTUUECKUN
MHCIEKTOpPAT OTBET C IPUIIOKEHHEM IUJIaHA KOPPEKTUPYIOIIUX W NPEayNpeKTaroInx
AeHCTBUIN, OTYETa O €ro BBINOJHEHUU W JAHHBIX, CBHJETEIbCTBYIOLIUX OO0 YyCTpaHEHHUH
BBISIBJICHHBIX HECOOTBETCTBUH.

24. VHcnekIuoHHas rpynna OCYIIECTBISET OLEHKY COAEpXkKallelcsi B OTBETE
uHpopManu U noArotoBky yactu Il oTduera B mopsike, ycTaHOBIEHHOM pasjaeioM [V
Hactosimux [IpaBuo.

VI. Ilopsaxok BEIa4v, BHECEHHMA H3MEHECHUI, IPHOCTAHOBICHHA, BO30OHOBICHHS H IPEKPAICHAL
JeiicTBua cepTudukara

25. YIOTHOMOYEHHBINM OpraH (Opranusaiysi) rocyapcrBa-ujieHa o0ecreuynBaeT Bbiavy,
BHECEHUE W3MEHEHMM, NPUOCTAHOBICHHUE, BO30OHOBIICHUE, IMpEKpalleHue JIeUCTBUS
cepTuduKara mo pe3yabTaTaM WHCIEKIIHH.



ITo 3asBNEHUIO, TPEACTABICHHOMY 3asIBUTEIIEM, C IPUIIOKEHUEM JOKYMEHTOB (MX KOIHIA)
, TIOATBEPXKAAIOIUX HEOOXOAMMOCTh BHECEHHS] M3MEHEHUM, HE TPeOYIOIIHUX MPOBEIACHUS
MHCIEKUNU (M3MEHEHHE HAWMEHOBAHHS IOPUIUYECKOr0 JIHMIA MPOU3BOAUTEINSI WU
HAaMMEHOBAaHMSI TPOU3BOJICTBEHHOW IUIOMIAJKH, OPraHUW3alMOHHO-NIPABOBON (OPMBI
IOPUANYECKOTO JIMIA TPOU3BOIUTEINS, afpeca MPOU3BOICTBEHHON UIOMIAAKN 0€3 CMEHBI ee
(aKTMYECKOTO MECTOHAXO0XKJICHHsI, UCITPaBICHUE ONEYaToK), B cpoK He Ooznee 20 paboumx
JHEH C AaThl MOAYM YKa3aHHOTO 3asBJICHUSI MOTYT ObITh BHECEHBI U3BMEHEHHUS B CEpTU(PUKAT
C COXpaHEHUEM €ro Homepa, AaThl (Iepruojia) MHCIEKTUPOBAHHUS M CPOKOB JIEHCTBUS C
BHECEHHUEM aKTyalbHOM HH(POpMaUMM B 0a3zax AaHHBIX YINOJHOMOUYEHHBIX OpraHoB (
OpraHu3allnii) TOCYAapCTB-WICHOB U UHTETPUPOBAHHON MHGOpMAIIMOHHON cucTemMbl Coro3a.

26. B cinyuae npu3HaHUsl MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB COOTBETCTBYIOIIUM
TpeOOBaHUSIM IIPABUJ HAJIeXKAIIeH TPOU3BOJCTBEHHOM MPAKTUKH, YIIOJTHOMOYEHHBIN opraH (
opraHu3aius) BbigaeT cepTudukar mo Gopme coryacHo mnpuiioxkeHuto Ne 6 (Ha OnaHke
YIIOJITHOMOUYEHHOT'O OpraHa (OpraHu3aiiii) rocygapcTBa-uwieHa) He nozanee 10 pabounx nHei
CO JIHA MPUHATHS PEIICHUS O BblJaue cepTu(dUKaTa B COOTBETCTBUU C 3aKOHOAATEIHCTBOM
rocyJapcTBa-ujieHa.

Ceprudukar oTpaxkaeT cTaTyCc MPOU3BOJACTBEHHOHN TUIOMIAJKUA HA TIEPUOJ MTPOBEIACHUS
MHCIEKIMHU, paclpoCTpaHseTCs Ha YyKa3aHHble B HEM JIEKapCTBEHHbIe (OpPMBI U
IIPOU3BOICTBEHHBIE ONEPALIMH (IPOU3BOJACTBEHHYIO AEATENBHOCTD) U SBIIAECTCA TOKYMEHTOM,
CBUJIETENLCTBYIOIIUM O cTaTyce cooTBeTCTBHs. Cpok NeWCTBUSI cepTU(HUKaTa HE MOKET
NpEeBBIIATh 3 TOJa C JaThl 3aBepIIeHUs] HHCHeKTUpoBaHus. Cpok neicTBus cepTudukara
MOXXET OBITh COKpAILEH MPHU HCIOJIb30BAHUU COOTBETCTBYIOIIUX MPUHIIUIIOB YTNPABICHUS
pUCKaMHU B COOTBETCTBUHM C CHUCTEMOW KauecTBa (papMarieBTUYECKOrO0 MHCIEKTOpara, Mpu
HAJIMYUM COOTBETCTBYIOIIEH 3amucu 00 3TOM B cepTudukare.

27. OcHOBaHMEM JJIsl OTKa3a B Bblaue cepTUu(dUKaTa SBIsETCSA MPU3HAHUE TIPOU3BOICTBA
JIEKapCTBEHHBIX CPEJCTB HECOOTBETCTBYIOIIUM TpeboBanusiM [lpaBun Hammexamen
MPOU3BOACTBEHHOM MPAKTUKHU.

B ciyuae orkasza B Bhlaue cepTU(UKaTa yHOTHOMOYEHHBIM OopraH (opraHu3aiius)
YBEJOMJISIET MHCIIEKTUPYEMOTO CyOBhEKTa B MOPSAKE, YCTAHOBICHHOM 3aKOHOJATEIbCTBOM
rocyJapcTBa-ujeHa, U B CpOK He no3jaHee 10 pabouux AHEHN OT AaThl NPUHATHS PELIEeHUs 00
OTKa3e B BblJjaue cepTudukara.

28. B cayyae BbISBJICHHUS TPU NPOBEJCHUU HHCIEKTUPOBAHUS KPUTHUUYECKUX
HECOOTBETCTBUM TpeOoBanusiM [lpaBun Hammexaiiei MPOU3BOACTBEHHON MPAKTUKHU
(dapMaleBTHUECKU MHCIEKTOpPAT HaIpaBiseT YNOJIHOMOYEHHOMY OpraHy (OpraHu3aliyM)
rocyJapcTBa-ujeHa MHCbMEHHOE YBEIOMJIEHHE O BBISIBICHHBIX HECOOTBETCTBUSX.
Y1onHOMOYEHHBIN OpraH (opraHu3aiusi) rocyJapcTBa-ujieHa MOXKET MPUHSATH PEIICHUE O
MPUOCTAHOBJICHUU WM MPEKpAallleHuu JACUCTBUS paHee BBIJAHHOTO CepTH(HUKATA, O YeM He



no3aHee 5 pabouyux JHEH ¢ JaThl 3aBEPIIECHUS WHCIEKTUPOBAHUS MUCbMEHHO YBEIOMIISIET
MPOMHCIEKTUPOBAHHOTO CYOBEKTa, a TaKKe YIOJIHOMOYEHHBIE OpraHbl (OpraHu3allH)
OPYTHX FOCYAapCTB-WICHOB U EBpa3uiiCKyr0 SKOHOMUYECKYIO KOMHUCCHIO.

29. Pemenue 0 BO30OHOBJIEHUU ACHCTBUS paHee MPHOCTAHOBIEHHOTO cepTUdUKaTa
MIPUHUMAETCS:

M0 UTOTaM PACCMOTPEHUS IJIaHa KOPPEKTUPYIONIUX U MPETyNpekIatommnX IeHCTBHM,
OTYETa O €ro BBINOJHEHHH U CBHUJIETEJIbCTB YCTPAHEHHS BBISIBIEHHBIX HECOOTBETCTBHI B
MOpsiAKE, MPELYCMOTPEHHOM NMyHKTaMu 23 u 24 Hactosmux [Ipasu;

OpyU MOJYYEHHH OT YMNOJHOMOUYEHHOrO opraHa (OpraHu3anuu) APYroro
rocyapcTBa-wieHa MH(POPMaLUU MO UTOTaM PACCMOTPEHHS IIaHa KOPPEKTHPYIOUIUX U
NpeAyNnpeKJA0IMNUX JIeUCTBUN, OTYETa O €ro BBHIMNOJHEHUH U CBHUJAETENIbCTB YCTpPaHEHUS
BBISIBJIEHHBIX HECOOTBETCTBUM.

30. YioiHOMOYEHHBIN OpraH (opraHu3aliys) rocyapcTBa-ujieHa IPUHUMAET PEIICHUEe O
MPEKpaIIeHNH IEUCTBHSI paHee BBIAAHHOTO cepTU(dUKaTa B CiIydae:

OTKa3a MHCIEKTUPYEMOTO CyOBbEeKTa OT MPOXOKICHHUS WHCIEKIUU MO TpeOOBaHUIO
YIIOJTHOMOYEHHOT'0 OpraHa (opraHu3aiuun);

HeoOecTeueHNsI MHCIIEKTHPYEMBIM CYObEKTOM MPOBEJACHUS MHCIICKITUHU 110 TPEOOBAHUIO
YIOJIHOMOUYEHHOT'O OpraHa (OpraHu3alnun);

OTKa3a B BbIJaue cepTu(dUKaTa yHOJIHOMOYEHHBIM OpraHoM (OpraHu3alueil)
rocyjapcrBa-ujiieHa  (apMaleBTUUYECKUH  MHCIEKTOpaT  KOTOPOTO  BBIMOJHSI
WHCIEKTUPOBAHHE WJIM YIOJHOMOYEHHBIM OpPraHoM (OpraHus3amuenr) Jpyroro
rocyaapcTBa-ujieHa.

31. B ciaydae eciin MHCHEKTHPYEMbId CyOBEKT 00KalyeT pe3yJjbTaThbl MHCIEKIUH,
paccMoTpeHue kanol (anemuisiuuii) papMaleBTUYECKUM HHCIIEKTOPATOM OCYILECTBIISIETCS B
MOPSIJIKE U CPOKHU, YCTAHOBJIEHHBIE CUCTEMOM KauecTBa (papMalieBTUYECKOT0 HHCIIEKTOpaTa 1
3aKOHOJATEIBCTBOM I'OCY/1apCTB-YJICHOB.

[Togaya >xano6 (ametdanuil) Ha perieHust (apManeBTUUECKOTO HHCIEKTOpaTa
OCYLIECTBIISIETCS B OPAJIKE, YCTAHOBICHHOM 3aKOHOIATEIBCTBOM I'OCY1apCTB-YJICHOB.

32. CBeneHus O BBIAAHHBIX cepTU(]UKaTax U cepTUdUKATaX, NEUCTBHUE KOTOPBIX
MIPUOCTAHOBJIEHO, BO30OHOBJIEHO WJIM MPEKPAILIECHO, CBEJICHUS O BHECEHHMH MU3MEHEHUN B
cepTudUKaThl pa3MeIIalTcs B 0a3ax JaHHBIX YHOJHOMOYEHHBIX OpraHOB (OpraHu3aluii)

rocyJapCTB-4JI€HOB U UHTETPUPOBAHHON MH(pOpMALIMOHHOM cucteMbl Coro3a.

ITPUJIOXKEHUE Ne 1
k [IpaBunam mpoBeaeHUs
(hapMareBTHICCKIX MHCIIEKIINI

(bopma)

ITPOTPAMMA
HHCIEKTEPOBAHMA IPOU3BOACTBA JICKAPCTBEHHEIX CPEACTB




(HaMMEHOBAaHMWE MPEANPUITUS U UHCTIEKTUPYEMOM TPOU3BOICTBEHHOM TUIOIIAIKH,

CTaJIuu MPOU3BOACTBA, KOHTPOJISI KAUeCTBa, JIEKAPCTBEHHOU (HhOPMBI)
Ha COOTBETCTBHE TpeboBaHusaM [IpaBui Haexaliel Mpou3BOACTBEHHOM MPAKTUKU
EBpa3uiickoro 3K0HOMHUYECKOT0 COr3a
1. OcHoBaHue /it MpoBeaeHUs (hapMaleBTUYECKON HHCIIEKIINH
2. llenu papmanieBTUYECKON HHCTICKIIUU
3. O6mactp papMaieBTUUECKON UHCTICKITUU
4. Jlata © MECTO MHCIIEKTUPOBAHUS

5. CocTaB MHCNIEKIIMOHHOM TPYIIIbI

6. O0BbEKTHI HHCIIEKTUPOBAaHUS (B COOTBETCTBUH € pazaenamu [IpaBun Hapnexaien
MPOU3BOJACTBEHHON MPAKTUKU EBPa3suiCKOro 3KOHOMHYECKOrO COK3a, YTBEPKIACHHBIX
Pemenuem
Coseta EBpa3zuiickoii s5koHOMHUECKON KoMuccuu ot 3 HOosiOpst 2016 1. Ne 77)

Yactb I. OcHOBHBIE TpeOOBaHUS

1. (DapMaHeBTI/I‘ISCKaH CUCTEMA KauyeCTBa
PyxoBo/CTBO 1O KauecTBy

OTBETCTBEHHOCTE U 06${3aHHOCTI/I PYKOBOACTBA
AHanu3 co CTOPOHBI PYKOBOICTBA

Cucrema pa6OTLI C MOCTaBIIUKAaMU U MOAPATYUKAMU
Cucrema yrpaBieHUS H3MEHEHUSIMHA

Cuctema  ynpaBleHHS  OTKJIOHEHUSIMU  H
HECOOTBETCTBUAMU

CucreMa KOPPEKTHUPYIOUIUX W MPEXyTpekIalonux
JEUCTBUMN

Cucrema BBIITyCKa MPOAYKIMU B oOparieHue
O0630p5I Ka4ecTBa MPOAYKIIUT

Cucrtema yrpaBiieHHs pUCKaMH JUIsS KauecTBa
2. Ilepconan

OpraHu3anroHHas CTPYKTypa

KitroueBoit nepconan

Cucrema oOy4eHus

I'nruena nepconana

KoHncynbranThl

3. Ilomemienus u 0060py0BaHNE

[IpoexT n kBamMpUKAIHI TOMEIIECHUH, 000pYJOBaHUS U
HHKCHEPHBIX CHCTEM

MOHI/ITOpI/IHF, OYHCTKa U OGCJ’Iy)KI/IBaHI/Ie

CKJIa,IICKI/IC, IIPOU3BOACTBEHHBIE U BCIIOMOI'aTCIIbHBIC
30HBI

30HEBI KOHTPOJIA Ka4e€CTBa



4. loxymeHTanus

YpaBneHue JOKyMEHTaUUeN U 3alUCSIMU
XpaHeHue JOKYMEHTOB

IIpouenyps! u 3anucu

5. IlpousBoacTBo

[IpenoTBpamnienne nepeKpecTHON KOHTAMUHALIN
Banugamms mporieccoB U nponeayp O4UCTKH
HcxonHble U yakOBOYHBIE MaTEPHAIIBI

TexHOJOrnYeCKUii MPOLECC U KOHTPOJIb B IpOIECCE
MIPOU3BOJICTBA

YmnakoBka

[Ipou3BoacTBEHHAsI JOKYMEHTAIMSA U 3aIHCH
T'oToBast npoayKIUs: XpaHEHHUE U pean3arys
OO6pareHne ¢ HECOOTBETCTBYIOIIEH MPOAYKINEH
6. KouTpomns kauecTBa

Cucrema KOHTPOJIISI Ka4ecTBa

JloxyMeHTa1us o KOHTPOJIIO KauyecTBa

OT60p npo0 (06pasioB)

Ilocyna, peakTHBBL, CTaHIapTHBIE 00pa3IIbI
[IpoBenenne ncnpITaHU

[Iponeaypa mpu TOIYy4YEHHH  PE3YIHTATOB,
OTKJIOHSIIOIINXCS OT crenuukanuii (TpedoBaHmif) (
OOS (00T))

KonTponsHBIe 1 apXUBHBIE 00pa3IIbl

[Tporpamma Tekymero Ucciea0BaHus CTaOMIBHOCTH
Bamuparus u TpaHc(ep METOIUK UCTIBITAHUH

7. [esArenpHOCTb, mepenaBacMas JIs BBIIIOJIHEHUS
JIPYroMy JIAILY (2yTCOPCHHT)

8. IlpereH3un, ne@eKThl KayecTBa W OT3BIBEI
TIPOAYKIUN

9. CaMOMHCHIEKITHS

Yacte II. OcHOBHBIE TpeOOBaHWS K AaKTHUBHBIM

(hapMarieBTHYECKUM CyOCTAaHIIUSIM, HCIIONB3yEMBIM B
Ka4eCTBE UCXOIHBIX MaTEPHAJIOB

Yacte III. JlokyMeHTHl, cBa3aHHbIe Cc IIpaBHmamu
HaaJuexamed  IPOU3BOJACTBEHHOM  NPAKTHUKHU
EBpazuiickoro 5KOHOMHYECKOTO COI03a

[Mpunoxenne No 1. TpeGoBaHHs K HPOU3BOJICTBY
CTEPIJIBHBIX JICKAPCTBEHHBIX CPEICTB

[punoxenne Ne 2. TpeOoBaHHS K HPOU3ZBOICTBY
OMONOTHYECKHX (B TOM YHCIIE IMMYHOOHOIIOTHIECKUX )
aKTHUBHBIX (papMalleBTHYECKHX CyOCTaHIHMH U

JIEKapCTBEHHBIX TMpEnapaToB Uil MEIULIUHCKOTO

MPUMEHEHHS



[Ipunoxxenne Ne 3. TpeGoBaHHS K HPOU3BOACTBY
panuodapManeBTHIECKUX JIEKAPCTBEHHBIX CPEJICTB

IIpunoxenne Ne 4. TpeGoBaHHS K HPOU3BOJCTBY
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB (KpoMme
MMMYHOOHOJIOTHYECKUX BETEpUHAPHBIX
JIEKapCTBEHHBIX CPEZCTB)

IIpunoxenne Ne 5. TpeOGoBaHUS K HPOU3BOICTBY
MMMYHOOHUOJIOTHYECKUX BETEPHUHAPHBIX
JIEKapCTBEHHBIX CPEACTB

ITpunoxenue Ne 6. TpeGoBaHMS K TNPOU3BOICTBY
MEIUIUHCKHIX Ta30B

[punoxenne Ne 7. TpeOGoBaHHS K HPOU3BOICTBY
JIEKAPCTBEHHBIX PACTUTENIBHBIX IPETIapaToOB

Ipunoxenue Ne 8. TpebGomanus k oTOOpy mpood
HCXOJHBIX M YITAKOBOUHBIX MATEPHATIOB

Ipunoxenne Ne 9. TpeOGoBaHHS K HPOU3ZBOICTBY
KUIKHUX U MATKUX JICKAPCTBCHHBIX (bOpM

[punoxenne Ne 10. TpeGoBanus K HMPOU3BOACTBY
JO3UPOBAHHBIX  a’PO30JIBHBIX  JIEKAPCTBEHHBIX
MIpenaparoB MoJ JaBICHUEM IJISI MHT SN

I[Ipunoxenue  Ne 11. TpebGoBaHus «
KOMIBIOTEPU3HUPOBAHHBIM CHCTEMaM

[Ipmnoxxenne Ne 12. TpeboBaHUS K HCHOIB30BAHHUIO
HOHU3HPYIOIIET0 HM3IyYeHHss B IPOU3BOJACTBE
JIEKapCTBEHHBIX ITPENaparoB

[punoxenne Ne 13. TpeGoBaHus K JIeKapCTBEHHBIM
npenaparam Uil KIIMHAYIECKUX UCCIEeIOBaHNI

ITpunoxxenue Ne 14. TpeGoBaHMS K TPOU3BOICTBY
JIEKapCTBEHHBIX IpENnapaTroB, IOJy4aeMbIX U3
JIOHOPCKOM KPOBU WJIU IJIa3MBI

IIpunoxxenue Ne 15. TpeGoBaHusa K KBaTHU(PHUKAINHA H

BaJlMgaliiu

[punoxenue Ne 16. TpebGoBaHHs K MOATBEP)KICHUIO
YHOJTHOMOYEHHBIM JIUIIOM COOTBETCTBHUS CEPHH
MIPOLYKINHT

C LIEJIBIO €€ BBIITYCKa

[Mpunoxxenne Ne 17. TpeOGoBaHHsI K BBIIYCKY IO
napameTpam

[punoxxenne Ne 19. TpeGoBaHHS K KOHTPOIBHBIM U
apXMBHBIM 00pa3iam

7. I'paduk mpoBeieHUSI MHCTIEKTUPOBAHUS

% Otan nposeaeHus uncnektuposauus D. . O. uncnexkropa
JHara, Bpems .
(MHCTIEKTOPOB)

1. BerynuTensHoe coBeIlaHue

2. O3HaKOMJIEHHE C CHCTEMOH
KayecTBa



3. OcMOTp CKIaACKUX U
[IPOU3BO/ICTBEHHbBIX 30H

4. OcMOTp MH)KEHEPHBIX CHUCTEM U
BCIIOMOTaTEJIbHBIX 30H

5. OcMOTp 30H KOHTPOIISI KauecTBa

6. IlpoBepka JOKyMEHTallMH
CHUCTEMbI KayecTBa

7. IlpoBepka HOKYMEHTALMU IO
00y4YeHHIO U THTHECHE TIepCOHaIa

8. TlpoBepka NPOU3BOJCTBEHHOM
JIOKYMCHTAITHH

9. TlpoBepka MOKyMEHTAIMH IIO
KOHTPOJIIO KayecTBa

10. CoBenjanue HWHCIEKIIHOHHON
TPYTIITEL

11. 3akmrouuTeIFHOE COBEIIAHHE
* Uucno gHel (IPOAOJIKUTEIBLHOCTh) MHCIEKTUPOBAHUS MOXKET BapbUPOBATHCS B
3aBUCUMOCTH OT THIIA U CJII0KHOCTH IIPOU3BOJICTBA JIEKAPCTBEHHBIX CPE/ICTB.
** TIpuBeieHO TpUMEpPHOE COJIepKaHKE ITANOB MPOBEACHUS NHCTICKTUPOBAHMS.
[Toanuck nHCNIEKTOpa (MHCIIEKTOPOB) COCTABUBIIETO MPOrPaAMMY

Hara nmoanucanus " " 20T.
[TPUJIOKEHUE Ne 2
k [IpaBunam nposeneHus
(hapMareBTHYCCKUX UHCTICKIIUI
CIIYYAU

IpoBeeHAs papManeBTHISCKOH HHCIICKIIAH C UCTIOJIb30BaHHEM CPEACTB JUCTAHIIHOHHOI'O
B3aHMOJICHCTBHS (HaIlpUMEP, TOCPEIICTBOM ayAHO- AJIH BHACOCBSI3H)

1. Jomyckaercss mo pemeHuio (papmaleBTHYECKOTO HWHCIEKTOpaTa IPOBEICHUE
(dbapMaleBTUUYECKNX MHCICKIIMA ¢ HCIOJb30BAaHUEM CPEIACTB JIUCTAHIIMOHHOTO
B3aMMOJICHCTBHS (HANpUMeEp, MOCPECTBOM ayJIHO- WU BHUICOCBSA3U) B COOTBETCTBHUH C
aKTaM¥u OpraHoB EBpa3uiickoro SKOHOMHYECKOTO COI03a B CIACAYIONINX CITyJasiX:

a) yrpo3a BOZHUKHOBEHUS, BOSHUKHOBEHUE M JTMKBHUIAINS YPE3BbIYANHON CUTyaIuu H (
WJIN) BOSHUKHOBEHHUE YTPO3BI:
pacrpoCTpaHEHUsT MUAEMUYECKUX 3a00JIeBaHUH, MPEICTABISIIONIAX OMACHOCTh IS
OKPY KaIOIIUX;
3a00JIeBaHUH 1 MTOPAKECHHM, TIOJTYUYCHHBIX B PE3yIbTaTe BO3CHCTBHS HEOIArOMPUITHBIX
XUMHUYECKUX, OMOJIOTMYECKUX, PAJUAIIMOHHBIX (DAKTOPOB;
0) BO3HUKHOBEHHE OOCTOSITEIHCTB HEMPEOAOIUMON CHUJIBI WM HE3aBHCAIINX OT BOJHU
CTOPOH OOCTOSITEIBCTB, KOTOPHIE HECYT yIrpo3y NMPUYMHEHHS Bpela KU3HU U 370POBHIO
MHCTIEKTOPOB (HAIIPUMeEP, 10 TMOTUTHIECKUM, METUIIMHCKUM WJIM HHBIM MIPUYHHAM).



2. Ilepen HavamoM ¢apMameBTUUECCKONM MHCIEKIIUH, MPOBOJIMMON ¢ MCIOJIh30BaHUEM
CPEICTB JHCTAHIMOHHOTO B3aUMOJICHUCTBHS, OPraHU3alMSA-NIPOU3BOJIUTEND JIOJKHA
MOJTBEPAUTh JAHHBIC TeoJOKaIUK (IIUPOTY, MOJTOTY) PACHOJIOKEHHUS MPOU3BOICTBEHHOM
TJTOIIA K.

Ipunoxenne Ne 3
k [IpaBunam nposeneHus
(apmaneBTHYECKNX MHCIIEKIINH

ITEPEYEHD
JICKapCTBEHHBIX CPEJCTB, MPOU3BOJUMEIX (IUIAHMPYEMEIX K IIPOU3BOJICTBY)
Ha IPOM3BOACTBEHHOH IJIONIaIKEe MHCIIEKTAPYEMOI'0 CyOBeKTa

MexayHapoaHoe Perucrtpanmonnoe

HEeIMaTeHTOBAaHHOE YAOCTOBEpEHuUe, aara
Toprosoe

HalMEHOBaHUE HWIIH BBIIAYU, CPOK Tun mnpoxykuum (
HanMEHOBaHUE .

rpynmnupoBoyHoe  ( JeUCTBHUS ( ykassiBaeTcsi B
JIEKapCTBEHHOTO JlexapcTBeHHas

XUMHUUYECKOE) peecTpoBasi 3alKCh), COOTBETCTBHHU C
npenapara u (Wim) ¢dopma, 103upoBKa

HanMEHOBaHUE JaTta BKIIOYEHUS B mpuitoxeHuem Ne 3 K
HalMEHOBaHUE (ipu HaTMYMK) .

. JIEKapCTBEHHOTO peecTp Ui aKTUBHOM HACTOALIEMY

(hapmaneBTH4IECKOM .

npenapara U (WIH) (dapmanenTuueckoil  Ilepeunro)
cyOCTaHIIH .

(hapManeBTHYCCKON cyOCTaHIUH

cyOcTaHnum (pu HaTMUUM)

[punoxernst Ne | u 2 SBISAIOTCS HEOThEMIIEMOH JacThio [lepedHs JeKapCTBEeHHBIX CPEACTB, MPON3BOANMBIX Ha
HpOI/ISBOJICTBCHHOﬁ IJIOIAJIKE MMPOMU3BOAUTEIIA UJIW HMHOCTPAHHOI'O MPOU3BOJUTCIIA, B OTHOUICHHUU KOTOPOI'O
MMPOU3BOAUTCA NHCIICKTUPOBAHUE.

Jlara cocraBnenus " " 20 T.
PyxoBonurens
OpeaNnpuUsATUs (
YIOJHOMOYEHHBIH
MIPEACTaBHUTEIh)
JIOJ’KHOCTbD MHOIIHUCH M.II. acmu@poBKa
p P
IMPUJIOKEHMUE Ne 1
K [lepeuHio 1ekapCTBEHHBIX
CPEeACTB, MPOU3BOAUMBIX
(TIaHUpPYEMBIX K IIPOU3BOACTBY)
Ha MPOU3BOACTBEHHOH IJIOLIA/IKE
MHCIICKTHPYEMOT0 CyOBeKTa

KOZIOB ITPOX3BOJCTBEHHEBIX OIEpaIiii
¥ BHJIOB FMIIOPTA JIEKAPCTBEHHOH IMPOXYKIAH

ITpon3BOICTBO M KOHTPOJIb KauecTBa
(Hy’XHOE OCTaBUTh)

Kon HaumenoBanue
1. ITpou3BOICTBEHHBIE OTIEPAITUH — JIEKAPCTBEHHAS TTPOYKIIHS

1.1 CrepuibHas IpOLyKIHS



1.2

1.1.1 TIIpomsBomuMas B acCENTHYECKHX YCIOBHIX (
orepannu 00pabOoTKH AT CASAYIOMNX JIEKapCTBEHHBIX

dopwm):
1.1.1.1 xunkue nexkapcTBEHHBIE (OPMBI OOIBIIOTO
o0bema

1.1.1.2 xxuakue JeKkapCTBEHHBIC HOPMBI MAJIOTO 00BEeMa
1.1.1.3 muodunm3arst

1.1.1.4 TBepable ekapcTBeHHbIE (POPMBI U MMILIAHTATHI
1.1.1.5 msrkue gekapcTBEHHBIE POPMBI

1.1.1.6 mpoyas TPOAYKIHS, NPOU3BOAUMAS B
ACENTUYECKUX YCIOBUSX (yxazarth)

1.1.2 Tlomsepraemas (GUHUIIHOH CTEpHIHA3AINH (
orrepanyy 00pabdOTKH IS CIEAYIOMNX JIEKapCTBEHHBIX

dopm):
1.1.2.1. xunkue jeKapcTBEHHbIE (OPMBI OOJIBIIOTO
obbema

1.1.2.2. >xumkme mneKapcTBEHHBIE (POpPMBI Manoro
o0bema

1.1.2.3. TBepable JeKapcTBeHHbIE (QOPMBI U
HMITIaHTATHI

1.1.2.4. msirkue jekapcTBeHHbIE (HOPMBI

1.1.2.5. mpouast mpoxyKIys, noaBepraeMasi GMHUAILIHON
CTepIIIN3AIIUHI (yxa3ats)

1.1.3 Brimyckawmiuii  KOHTpOJIb  KadecTBa (
cepTU(UKAIMS CCPUH)

HecrepunpHast npoayKius

1.2.1 HecrepunbHast npoxykuus (onepanuu o0padoTKu
JUISL CIIEYIOIINX JIEKAPCTBEHHBIX (OPM):

1.2.1.1 xancynsl B TBEpIOH 000TI0UKE

1.2.1.2 xancyssl B MATKoi 00o0uke

1.2.1.3 xeBaTenpHBIC ICKAPCTBEHHBIE (DOPMBI
1.2.1.4 uMnperHupoBaHHbIE JIEKAPCTBEHHBIE (JOPMBI

1.2.1.5 xuaxue JekapcTBeHHbIE (GOPMBI ISl HAPY>KHOTO
MIPUMEHEHHS

1.2.1.6 xugkue JeKapCTBEHHBIC (OPMBI aus
BHYTPCHHETO IIPUMCHEHUS

1.2.1.7 MegUIITUHCKHE Tra3bl

1.2.1.8 mpouue TBepabIe JIeKapCTBEHHBIE (hOPMBI
1.2.1.9 npenapatsl, HaXOAAIKECS IO JaBICHUEM
1.2.1.10 pannoHyKIUIHBIE TEHEPATOPHI

1.2.1.11 MsArKHe neKapcTBEHHbIE (POPMBI

1.2.1.12 cBeun (cynmo3utopun)

1.2.1.13 tabnerku

1.2.1.14 TpancaepManbHBIE IDIACTHIPH



1.3

1.4

1.2.1.15 npouast HecTepUIbHAS MPOAYKIHL
_ (yxazatp)

1.2.2 BrimycKkaromuii KOHTPOJIb (CepTUHUKAINS CEPUH)
Bronorudeckas nexkapcTBEHHAs IPOLYKIIHS

1.3.1 buonorngeckas nekapcTBEHHAs MPOIYKIUA:
1.3.1.1 npoayKThI KpOBU

1.3.1.2 mMMyHOOHOIOTHYECKAS TIPOTYKITHS

1.3.1.3 mpoayKuus Ha OCHOBE COMATHMYECKHX KIIETOK (
MPOAYKIHUS ISl TEPAITUN COMATHICCKAMU KIIETKAMH )

1.3.1.4 reHOTEpaneBTHYECKAS TPOAYKIIHS
1.3.1.5 OroTexHOIOTHYECKas TPOTYKIIHS

1.3.1.6 mpoaykuwusi, BbIAEICHHAs U3 >KUBOTHBIX
HMCTOYHHUKOB MIIH OPTaHOB (TKaHEH) d4eIoBeKa

1.3.1.7 TkaHeumH)XeHepHas NPOAYKLHUA (IPOAYKLIHS
TKaHEBOW MHIKEHEPHUH)

1.3.1.8 mpouas Owmosormueckas JeKapCTBEHHAs
TIPOTYKITHS (yxa3zaTh)

1.3.2 Brimyckaromuii  KOHTpOJb  KadecTBa  (
cepTuduKanms cepun) (IepedeHb BUIOB IIPOIYKIINH):

1.3.2.1 mpoayKTHI KPOBH
1.3.2.2 umMyHOGHONIOTHYECKAsT TPOTYKITHST

1.3.2.3 mpoxykuus Ha OCHOBE COMaTHYECKUX KIIETOK (
MPOYKITHS 1711 TEPAITUH COMATHUYECKIUMHM KJIETKaMU )

1.3.2.4 reHoTepaneBTHYECKAs TPOAYKLIUSL
1.3.2.5 buotexHoONIOTHYECKAs PO TYKIIHS

1.3.2.6 mnpoaykuusi, BbIJEJICHHAs U3 >XUBOTHBIX
HMCTOYHHUKOB WIIH OPTraHoB (TKaHEi ) 4eIoBeka

1.3.2.7 TkaHewHXeHepHass MPOAYKIHS (TIPOTYKITHS
TKaHEBOW MHKEHEPUH)

1.3.2.8 mnpowas Ouoyormueckas JeKapCTBCHHASL
TIPOAYKIIUS (yxazats)

Ilpouas  nexapcTBeHHass  NPOAYKIUS WU
IIPOU3BOJICTBEHHAS AEATEIbHOCTD

1.4.1 TIpousBoacTBO:
1.4.1.1 pacTurenbHas IPOILYKIHSL
1.4.1.2 romeonaTuyeckas MpoIyKIUs

1.4.1.3 npouas npoayKuus (yxazats)

1.4.2 Crepwm3zanus dapManeBTHIECKUX CyOCTaHINH,
BCIIOMOTaTENIbHBIX BELIECTB, TOTOBOM MPOIYKIINH:

1.4.2.1 dunprpanms

1.4.2.2 cyxoxapoBasi CTEpHIN3aLHs
1.4.2.3 crepunnzanus mapom
1.4.2.4 xumuueckas CTepuIn3alus

1.4.2.5 crepunm3anus raMMa-u3TydeHHEM



1.5

1.6

2. MIiopT nekapCcTBEHHOHN MPOAYKIIUN

2.1

2.2

1.4.2.6 crepunusanys IEKTPOHHBIM H3ITyUYCHUEM

1.4.3 TIpouee (ykazats)

VYnakoBka

1.5.1 IlepBuuHas ynakoBka

1.5.1.1 xancysbl B TBEpIOi 00071049Ke

1.5.1.2 xancynbl B MATKOH 000T09Ke

1.5.1.3 xeBaTesbHbIE JIEKAPCTBEHHBIE (POPMBI
1.5.1.4 uMrIperHupoOBaHHbBIE JIEKAPCTBEHHBIE (POPMBI

1.5.1.5 xxuaxue nexapcTBEHHbBIE (OPMBI I HAPY>KHOTO
MMPUMEHCHUA

1.5.1.6 Xunkue JEKapCcTBEHHBIE (QOPMBI IS
BHYTPEHHETO NMPUMEHEHHS

1.5.1.7 meuIMHCKHE Ta3bl

1.5.1.8 mpouwne TBep/IbIE JIEKaPCTBEHHBIE (POPMBI
1.5.1.9 nmpenapatsl, HaXOAAIIMECS MO JaBICHUEM
1.5.1.10 paguoHyKINAHBIE TEHEPATOPHI

1.5.1.11 markue nexkapcTBeHHBIE (HOPMBI

1.5.1.12 cBeun (cynmo3uTopum)

1.5.1.13 tabnerku

1.5.1.14 TpaHcaepMabHBIE IACTHIPU

1.5.1.15 mnpoyas HecTepwibHas JEKapCTBEHHAs
TIPOAYKIIUS (yxazatn)

1.5.2 BropuuHast ymakoBka
Kontpons kauecTBa
1.6.1 MukpoOHOIOTHYECKHE UCTIBITAHUS: CTEPHIBHOCTD

1.6.2 Muxkpobuonoruieckue HCIBITAHUS:
MHKpPOOHOIOTHYECKast YACTOTA

1.6.3 Xumnueckue (GpU3nIecKue) UCIBITAHUS

1.6.4 buonornyeckue NCIBITAHUS

KoHTpone kavecTBa UMIOPTHPYEMOH JEKapCTBEHHON
MIPOYKIIUHU
2.1.1 MukpoOHOIOTHYECKUE UCTIBITAHUS: CTEPUIHLHOCTD

2.1.2 MukpoOuoJiornyecKue HCIIBITAHUS:
MHUKPOOHOIOTHIECKAast YHCTOTa

2.1.3 Xumngeckue (pu3nuecKue) UCTIBITAHUSI

2.1.4 buonoruueckue UCIBITAHUS

Ceprudukaius cepuu UMIIOPTUPYEMOH JIeKapCTBEHHOM
HPOYKLUH

2.2.1 CrepunbHas OpoOIyKIH:

2.2.1.1 mpousBoarMas B aCENTHYECKUX YCIOBHUIX
2.2.1.2 nonBepraemasi pUHHUIITHON CTEPHIU3ALIIH

2.2.2 HecrepuibHast IPOLyKITHS
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2.2.3 buonoruueckast 1€KapCTBEHHAs IPOTYKIIH:
2.2.3.1 IpOoxyKTH KPOBU
2.2.3.2 nMMyHOOHOIOTHYECKast TPOTYKIIUS

2.2.3.3 mpoayKIus Ha OCHOBE COMATHYECKUX KIIETOK (
MIPOIYKIIHUS ISl TEPATUH COMATUIECKIMH KIIETKAMH )

2.2.3.4 reHOTepaneBTHUECKAs IPOTYKIIUS
2.2.3.5 buoTexHONIOTHYEeCKas MPOTYKITHSL

2.2.3.6 mnpoaykuus, BbIJICTIGHHAs W3 KUBOTHBIX
HCTOYHHKOB WIIH OPTraHOB (TKaHEl ) 4yeIoBeka

2.2.3.7 TKaHeWH)KCHEpHas MPOAYKIUSA (IPOXYKIHS
TKaHEBOW WH)KCHEPHUH )

2.2.3.8 mpouast Owuosoruyeckas JeKapcTBEHHas
TIPOTYKIINS
(yxazaTp)

[Ipogas gesaTenpbHOCTh IO UMIIOPTY (BBO3Y)
2.3.1 Inomaaka huzndeckoro uMIopTa (BBo3a)

2.3.2 UWMmopt TpPOMEXYTOYHOH MPOTYKIIHH,
MoJIBeprarolienics JanpHelei oopadoTke

2.3.3 Ilpouee (yxa3zatp)

3. [Ipon3BOICTBEHHBIE OTIEpPalui — (hapMaIleBTUIECKHE CYOCTaHIHH

®dapmarneBTHUecKast CyOCcTaHIHs (CyOCTaHITIH):

3.1

32

[TpousBoacTBO  (papManeBTHUYESCKUX CYOCTaHIUI
METOJIOM XUMHUYECKOT0 CHHTE3a

3.1.1 TIpom3BOACTBO TMPOMEKYTOUHBIX IPOTYKTOB
(hapMareBTHIECKON CyOCTaHINH

3.1.2 [Ipou3BOACTBO HEOUUIICHHON (hapMalleBTHIECKON
cyOcTaHIIH

3.1.3 ConeobpasoBanue (0OYHUCTKA):
(yxa3ate (HampuMep, NepeKpUCTAIUIU3ALINA))

3.1.4 TIpouee (yka3ars)

IIpousBoACcTBO (apManeBTHUECKUX CYOCTaHIIUHA
METOAaMU BBIJACIICHUA U3 IPUPOAHBIX UICTOYHUKOB

3.2.1 Brienenne apManeBTHYECKUX CYOCTaHIIMH U3
HCTOYHHMKOB PaCTUTEIHBHOTO IPOUCXOXKICHNUS

3.2.2 Brigenenue hapManeBTHYECKUX CYOCTaHIIUN U3
HCTOYHHUKOB )KHBOTHOTO MPOUCXOKICHUS

3.2.3 Brienenne (apmManeBTHIECKUX CyOCTaHIIMH U3
OpraHoB (TKaHel) JeroBeKa

3.2.4 Brimenenue (apMaIeBTHYECKUX CYOCTaHIMH W3 HCTOYHUKOB
MHHEPATBHOTO MTPOUCXOKICHHUS

3.2.5 Moaudukanus BbIIEICHHON QapManeBTH4ecKoi cyocraHumu (
YKa3bIBaeTCs NICTOYHHUK U3 MyHKTOB 3.2.1 —3.2.4)

3.2.6 OuuncTtka BBIACICHHON (¢apManeBTHUeCKOW cyOcTtanuu (
YKa3bIBAETCSl UCTOYHMK U3 MYyHKTOB 3.2.1 —3.2.4)

3.2.7 Ilpouee (Yykazath)
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3.5

3.6

IIpousBoacTBo (hapMarieBTHYECKUX CYOCTaHIIMA C HCIIOJIb30BaAHHEM
OMOJIOTMYECKHUX TPOLIECCOB

3.3.1 ®epmenTanus

3.3.2 IIpou3BOACTBO C UCHOIB30BAHNEM KIETOYHBIX KYJIBTYD
(YxazaTh THII UCTIONIb3YEMBIX KJIETOK) (0] YKa3aHUEM THIIA KIETOK
MTOHUMAETCS X TUIIOBas CHIEUU(PUIHOCTD, JIMHUS, IITAMM H IIpoYee)

3.3.3 Brigenenue (04nCTKA)
3.3.4 Moaundukanus
3.3.5 TIpouee: (yka3ats)

[TpousBoACTBO CTEpUIIBHBIX (hapMaleBTHYECKUX cyOcTanuuii (paszaenst 3.1
, 3.2, 3.3 1O/OKHBI OBITH 3aMIOJIHEHBI, I'JIe TPUMEHNUMO)

3.4.1. ®apmaneBTHYCCKHAE CYOCTaHIINH, MMPOU3BOIANMEIC B aCEIITHICCKUX
YCIIOBHAX

3.4.2. ®dapmarneBTuyeckue CyOCTaHIMM, MOJBepraeMble (HUHHUIIHON
CTEpPHIIM3aLUH

3aBepIaromiye CTaJuu MIPOU3BOICTBA (papMareBTHIECKUX CyOCTaHITHIA

3.5.1 Craguu pusnyeckoit 00padboTKn (yxazatp

(HanpuMep: CyIIKa, U3MeNIbYEHHE, IPOCCUBAHNE))
3.5.2 TlepBuuHas ymakoBKa
3.5.3 BropuuHas ymnakoBKa

3.5.4 Tlpouee (s onepanuii, He ONMMCAHHBIX BBIIIIC) (ykasatp
)

KonTpons xauecTBa
3.6.1 ®dusnveckne (XUMHUICCKIE) UCITBITAHUS

3.6.2 MukpoOuosoruueckue HCHbITaHUs (BKJIIOYas MCIBITAHUE Ha
CTEPHIILHOCTB)

3.6.3 MukpoOnonornueckue HWCIBITAHUA (HUCKITIOYash HUCIBITAaHHUE Ha
CTEpUIIBHOCTB)

3.6.4 buonoruueckue UCIBITAHNS

4. Ilpoune onepannu — hapManeBTHUECKNE CyOCTaHIINU

(ykazats)
PykoBoautens npeanpusTHs

(YIIOTHOMOYECHHBIH MTPEICTABUTEIND)

(omKHOCTB)

ITEPEYEHD

(moamuck) M.IL. (pacmmgpoBka)

IMMPUJIOXKEHUE Ne 2
Kk IlepeuHro 1ekapCTBEHHBIX
CpPE/CTB, MPOU3BOIUMBIX
(IaHMpyeMBIX K IPOU3BOJICTBY)
Ha NPOU3BOICTBEHHOM IUIONIAIKE
HUHCIEKTHPYEMOTO CyOBeKTa

JICKapCTBCHHBIX CPCACTB, B OTHOMICHUH KOTOPBIX
IPpOH3BOAUTCS HHCIICKTHPOBAHHUC



Toprosoe

MexayHapolHO€ HENaTEHTOBAHHOE
HaMMCHOBaH
HaMMEHOBaHME WM Tpynmuposounoe ( JlekapcTaennas (opma,
XUMHUYECKOE) HauMEHOBaHUE JIO3UPOBKA
JEKapCTBEHHOrO IpenapaTa ¥ (WIH)  (eciau HPMMEHHMO)

(hapMareBTHIECKON CYyOCTaHIIH

u e
JIeKapCTBEHH
Oro0 Cpe/CTBa

Bcee cramuu (BI09as BHITYCKArONIUH KOHTPOJIb KA4eCTBa)
ITpon3BOACTBO TOTOBBIX JIEKAPCTBEHHBIX (hopM

‘YakoBka nepBu4Hast

‘YnakoBka BTOpUYHAs

KonTpons xauecTBa

Brinmyckatonuii KOHTPOJIb KauecTBa

PykoBomurens TIpEIPUATHS (
YTIOJTHOMOYEHHBIH MPEACTaBUTEIh)

(mOIIKHOCTD) (mommucs)  M.IL (pacumdpoBka)

ITPUJIOXKEHUE Ne 3
k IlepeuHro ekapCcTBEeHHBIX
CpelCTB, MPOU3BOAUMBIX
(TIMaHMPYEMBIX K TIPOU3BOACTBY )
Ha IPOU3BOACTBEHHOH IIIONIAIKE
MHCIIEKTHPYEMOT0 CyOBeKTa

IIEPEYEHD

THIIOB IIPOAYKI[MH IPOH3BOIUMEIX (IUIAHUPYEMBIX K IIPOH3BOACTBY)
Ha IPOH3BOJCTBECHHOH IUIOIIAIKE HHCIIEKTAPYEMOro CyOheKTa

buonorunueckast JiekapcTBEeHHAs! TPOTYKIIHS:

IPOJIYKTHI KPOBH

MMMYHOJIOTHYECKask MPOAYKIIUS

MPOYKIIUS HA OCHOBE COMATUYECKHUX KJIETOK (MPOAYKIUS ISl TEPAMMH COMATHUYECKUMU
KJIETKaMU)

TEHOTEPANEBTUYECKUE MTPOLYKIUS

OMOTEeXHOJIOTUYecKast MPOAYKITUs

MPOAYKIIUS, BBIJEICHHAS U3 )KUBOTHBIX HCTOYHUKOB WJIM OPraHOB (TKaHEH) yeloBeKa

TKaHEWH)KEHEPHas MPOTYKIHS (MPOIYyKIHS TKAaHEBON MHKEHEPUH)

npoyasi OMoJOTHYECKast IEKAPCTBEHHAS MPOAYKIHS (YKa3aTh BUJ MPOIYKITUH)

[Ipouas nexapcTBeHHAs MPOAYKIIHS:

pacTUTeNIbHAs MPOTYKIIHS

roMeonaTu4eckas mpoIyKIus

paanodapMalieBTUUECKUE JIEKAPCTBEHHbIE CPEICTBA

UTOCTATUKHU

IIUTOTOKCUKHU



TOPMOHBI
aHTUOMOTUKH O€Ta-TaKTaMHOTO Psija
npenaparhl, CoJepKalue CUIbHOICHCTBYIONINE BEIECTBA
HApPKOTHYECKHUE JICKApCTBCHHBIC CPEICTBA
TICUXOTPOITHBIC JICKAPCTBEHHBIC CPEICTBA
npouast (yKa3aTb BU TIPOTYKIIHH )
[TepeveHp TUIOB aKTUBHBIX (DApMaAIEBTHUECKUI HHTPEANCHTOB:
dbapmareBTUYECKHUE CyOCTaHIINH, MTOTy4aeMbIe METOJJaAMU XUMHYECKOTO CHHTE3a
dapManeBTHUYECKHE CYOCTAHIIMH, IMOJy4acMble W3 HCTOYHMKOB PACTHUTEIBHOTO
MIPOUCXOXKICHUS
dbapmarieBTUUECKHE CYOCTaHIIMU, TOJyYaeMble M3 HCTOYHHUKOB >KHBOTHOTO
MIPOUCXOXKICHUS
dbapMalieBTUUECKHE CYOCTaHIIMU, MOJIydyaeMble W3 HCTOYHUKOB OHMOJIOTHYECKOTO
MIPOUCXOXKICHUS
dbapmarieBTHUYECKHE CYOCTAHIIMU, TOJIydyaeMble M3 HCTOYHMKOB MHUHEPAIHHOTO
MIPOUCXOXKICHUS

dapmarieBTHYECKHE CyOCTAHIINH, TTOTy4aeMbIe METOaMU OMOTEXHOJIOTUYECKOTO CUHTE3a

IMPUJIOKEHMUE Ne 4
K [IpaBunam npoBenenus
(hapMareBTHUCCKUX HHCIICKIINI

(dbopma)
KOHTPOJIbHBIU JINCT
IIyHKTBI
IIpaBun Hajgexaiei
MIPOU3BOJCTBEHHON . Nudopmanus ( Undopmanus (
KoHTponbHbI# Unentudukanus
NpakTUKHU CBUJICTEIIECTBA) CBUJICTEIIBCTBA)
. BOIPOC o0nekTa
EBpaswuiickoro 0 COOTBETCTBHUH 0 HECOOTBETCTBHHU
9KOHOMHYECKOTO
coro3a
1 2 3 4 5
IMMPUJIOKEHMUE Ne 5
K [IpaBunam npoBeneHus
(hapmManeBTHYECKUX HHCIEKINI
(bopma)

O IIPOBEICHUY HHCIIEKTHPOBAHUA

(HaMeHOBaHME MHCTIIEKTUPYIOIIEH OpraHu3aIumn)



(HanMeHoBaHME (papMaIleBTUIECKOTO MHCTIEKTOPATA)

(anpec, HOMep TenedoHa, aapec IASKTPOHHON MOUTHI, aJIpec caiTa B MHPOPMAIIUOHHO-
TEeJIEKOMMYHUKAIIMOHHOU ceTu "MHTepHeT")

[IpoBeneHO MHCIIEKTUPOBAHKUE OPraHU3aLMU ITIPOU3BOJACTBA U KOHTPOJIS KaUueCTBa
JIEKapCTBEHHBIX CPEACTB HAa COOTBETCTBUE TpeOoBanusaM [lpaBun Hagexamen
MPOU3BOJCTBEHHOMN
MpakTUKHA EBpa3uiickoro JKOHOMHYECKOTO COI03a, YTBEPKIeHHBIX Pemennem Cosera
EBpazuiickoil 3xoHOMHUUYECcKOil KomHuccuu OT 3 HOosA0pst 2016 r. Ne 77:

(HaMMEHOBaHUE UHCIIEKTUPYEMOTO CYyObEKTa)

(FopuIUYECKH aIpec HHCTIEKTUPYEMOT0 CyObeKTa)
OcHoBaHue (HY>KHOE TIOTYEPKHYTh):

3asBJICHUE HA MPOBEJAcHUE hapMarleBTUICCKON HHCTIEKIIUH (1aTa, HOMED)
pelIeHre yIoJTHOMOYSHHOTO opraHa (J1ata, HOMep, HAMMEHOBAaHUE YIIOJTHOMOYEHHOTO
opraHa)

dopma mnpoBeneHUs (HyXHOE MOMYEPKHYTh): C BBIE3JOM Ha IUIOMIAAKY, C
WCTOJIb30BAHUEM

CPCACTB AUCTAHIIHMOHHOI'O BBaHMOﬂeﬁCTBHﬂ

Yacrts 1
1. O6mue nonoxenus

1. HanmeHOBaHNE HHCIIEKTHPYEMOTO
cyOBeKTa

2. Anpec (agpeca) wMecTa
HAXOXKJCHUS HHCICKTHPYEMOM
MIPOU3BOJICTBCHHON TIIOIIAKU

3. Homep u naTta BBIIaYM JOKyMEHTa
, BBIJAHHOTO YIOJHOMOYCHHBIM
opranoM  (YMOJHOMOYEHHOH

opraHH3anuei) CTpaHBbI
MIPOU3BOJCTBA  JIEKAPCTBEHHBIX
CPE/CTB,

O COOTBETCTBHU IIPOM3BOACTBA (
MIPOM3BOJICTBEHHON  IUTOINAIKH)
TpeOOBaHMAM TPaBHI HAJIC)KAILEH



MIPOU3BOJICTBEHHOW  MpPaKTHKH,
NpPUMCHSAEMBIX B  CTpaHe
TIPOM3BOICTBA (TIPY HATUINH)

4. Bce BuABl CSITCIBHOCTH
MHCIEKTHPYEMOT0 CYyOBheKTa

Hpoqaﬂ NpOU3BOJACTBCHHAA
JACATCIBbHOCTD

5. Bux (Tum) nexapCTBEHHOH
MnpoaAyKIOUHU, B OTHOIICHWH
MPOM3BOCTBA KOTOPOH MPOBEIECHO
WHCIIEKTUPOBAHUE

6. Jlata (mepmox mpoOBEACHHS)
HWHCHEKTHPOBAHUS

7. NHCcnieKIMOHHas rpynmna

8. Homep wuHcnexkTupoBaHHUs B
COOTBETCTBUH

c CHUCTEMOU KadyecTBa
(hapManeBTHIECKOTO HHCIIEKTOpATa
(pm HATTIIW)

2. BrogHas uHpopManms

MPOU3BOJCTBO (papMaIleBTHUCCKUX
cyOcTaHIuit

MPOM3BOJCTBO  JIGKAPCTBEHHBIX
IperapaToB

MIPOMEXKYTOUHAS TPOYKIIHS
HepacacoBaHHAS TPOAYKITUSL
(bacoBka (ynakoBKa IepBUYHAas)
YIaKOBKa BTOPHYHAS

BBO3 (MMITIOPT)

MIPOM3BO/ICTBO IT0 KOHTPAKTY

KOHTPOJIb KaueCTBa JIEKAPCTBEHHBIX
CpEeICTB

BBIMYCKAIOIINN KOHTPOJIb KauecTBa (
cepTUUKAIIS CEPUN)

HpI/I 3al10JIHCHUN yKa3aTI) Haan/IMep,
crepun3aiys (papMareBTHYCCKUX
cyOCTaHIUN, BCIOMOTATEIBHBIX
BEIIIECTB, TOTOBOM MPOYKIUH
CTEepUIIbHAA NPOAYKIUA
HECTEePHJIbHASI TPOAYKITUS
Ouojornyeckas JICKapCTBEHHAs
MPOIYKIUS

pacTuTeabHast MPOLYKIIHS
FOMEOIATHYECKas MPOIYKIIUS
mpoyasi MpoIyKIIHs

_ (yka3aTb)

BEAYLIUN UHCIIEKTOP

HUHCIICKTOPbI

AKCTIEPTHI (€CIU IPUMEHNUMO)

B CIIy4ae IpOBEICHISI COBMECTHON MHCTIEKIINH TIPH 3aII0THEHUH YKa3aTh K
KaKoMy yTMOJHOMOYEHHOMY OpraHy (OpraHU3alliy) rocyJaapcTBa — djeHa
EBpazuiickoro 3kKOHOMUYECKOTO COI03a OHU OTHOCSTCS

1. Kpatkoe ommcanne WHCIIEKTHPYEMOTO CyOBeKTa

MIPOM3BOJICTBEHHOM TIOMIATKH

2. Nara (mepuo) mpeabIIyero HHCIeKTHPOBAHUS ¥



BEIYIIUNA HHCIIEKTOP

3. HMHcnekuuoHHas Trpynna, IPOBOJUBIIAs HHCIICKTOPBI

MpeaplIyIIee NTHCIEKTUPOBAaHNE 9KCIEPTHI (€CIi MPUMEHUMO)
YIOJHOMOYEHHBIN OpraH (OpraHu3alivsi) rocy1apcTBa —
yieHa EBpa3uiickoro 5JkoHOMU4eCKOTo COor03a

4. OCHOBHBIC N3MEHEHHS, IPOU3OIIEAIINE CO BpEMEHU

o Ipu 3a110JIHCHUUN YKa3aThb GMP-KpI/ITI/I‘IHLIG HU3MCHCHHA
MpEeAbIAYIIEH HHCIICKIIUN

IIPY 3ar0JHEHUH YKa3aTh NPOBOAMIACH JIM MHCIIEKIINS
MIPOU3BOJCTBA  KOHKPETHOTO  JIEKAPCTBEHHOTO
Tpenapara Wid JIEKapCTBEHHBIX (OpM

5. llenb 1 001aCTh MHCIICKIIMH

MEPEUYUCTUTD MHCTICKTUPYCEMBIC 30HbI B COOTBECTCTBUU C

6. HCTIEKTHpYEeMBIC 30HBI .
NpOrpaMMOI MHCIIEKIINT

7. IlepcoHam WHCIEKTHPYEMOTOo CyOBEKTa,

. ka3ate ®@. 1. O. u 10mKHOCTH IEpcoHana
YYacTBYIOIINH B IPOBEICHNH WHCIIEKTUPOBAHUS y P

8. I[OKyMeHTI)I, MPEACTABJICHHBIC HWHCHECKTUPYCEMbIM
CY6'1)€KTOM A0 INPOBECACHUA NMHCIICKTUPOBAHUA

* B ciyyae HEOTHOKPATHOTO MPOoBeACHUS (hapMalleBTHUECKINX MHCTICKIIUNA B OTHOIIICHUHT
JAHHOTO MHCHEKTHUPYEMOTO CyOBEKTa YKa3bIBAIOTCS JaThl BCEX MPEIbIIYLIUX
MHCIIEKTUPOBAHUI

3. HaGmroneHns 1 pe3yIbTaThl HHCICKTHPOBAHUS

1. dapmareBTHUECKAs CUCTEMa KadecTBa (yIpaBICHUE
Ka4ecTBOM IUIsI aKTHBHOW (hapMareBTHUECKOU
CyOCTaHITIH)

2. Ilepconan

3. ITomemmenus u 000pyI0BaHNE
4. loxymeHTalus

5. IIpousBoncTeo

6. KoHnTposs kauecTBa

7. JlesTenbHOCTh, HepeaaBaeMasi il BBITOITHEHUS
JIpyTOMY JTUITY (ayTCOPCHHT)

8. IlpereH3uun, nepeKThl KayeCTBa U OT3BIBEI
MPOIYKIIUU

9. CaMOMHCIIEKIIUSA

10. Peanu3anus ¥ TpaHCIOPTUPOBAHUE MPOAYKIIUI

11. Onenka nocee (Mactep-(aiina) MpoN3BOACTBEHHOMN
TUTOLIA KN

3alloJHsIeTCsT TpU  HaJMYMW 3ampoca JKCHepra,
OCYIIECTBIIAIONIETO OIEHKY PETUCTPALMOHHOTO J10Che
12. Bonpockl, pacCMOTpPEHHBIC B OTHOIICHUH OLEHKH JIEKAPCTBEHHOTO TpernapaTa, B COOTBETCTBHH C [IpaBmi
3asABIICHUS] Ha PETHCTPAMIO JICKAPCTBEHHOTO  aMH PETHCTPAIlMH W SKCIEPTU3Bl JIEKapCTBEHHBIX
mpernapara CPeACTB I MEIHWIIMHCKOTO TNPHUMEHEHHS,
yTBep)kaeHHbIMU Pemennem CoBera EBpasmiickoii
SKOHOMHUYECKOM KOMHCCHH OT 3 HOs10ps1 2016 1. Ne 78



13. Wnble Bonpocs [Ipu 3anonHeHnH yKa3bIBarOTCs, HAPUMEP, UMEIOIINE
3Hauenne an1 GMP nnaHupyemsle koMmaHuei
W3MEHEHHsI, O KOTOPBIX OHa yXXe paHee COooOIIuIa

14. OToOpaHHbIe 00pa3IbI
yKa3aTh HOMEp aKTa 0Toopa
(ecnu IpUMEHNMO)

4. IlepedeHDP HECOOTBETCTBHH

[IyHskT IIpaBun

Haaaexamiei [TonpoOHOE omucaHue
. Knaccupukamnus
Ne /it IIPOU3BOJICTBEHHOU BBISIBIIEHHOT O
. HECOOTBETCTBHS
MpakTUKU EBpa3suiCKOTO HECOOTBETCTBUS
9KOHOMHYECKOTO COK03a
1 2 3 4
*
Kputnueckoe
kk
Cy1iecTBeHHOE
ksksk
IIpouee

* HecooTBeTCTBHS, KOTOPBIE BBI3BIBAIOT WJIM MPUBOMAIT K CYLIECTBEHHOMY PHUCKY
MIPOU3BOJICTBA JICKAPCTBEHHOTO CPEJCTBA, OMMACHOTO TSI 3I0POBBS U )KM3HU YEIIOBEKA.

** HecooTBeTCTBUS, KOTOPHIE HE MOTYT KIacCCU(PHUIIMPOBATHCS KaK KPUTHYECKHUE, HO:

MPUBEJIM K TPOU3BOJICTBY WJIM MOTYT MPHBECTH K MPOHM3BOJICTBY JICKAPCTBEHHOTO
CpeACTBa, HE COOTBETCTBYIOIIETO JOKYMEHTaM PETHCTPAIMOHHOTO JI0Che JTaHHOTO
JICKapCTBEHHOTO TIpernapara;

YKa3bIBaIOT HA CyHIECTBEHHOE OTKJIIOHEHUE OT [IpaBuin Hamiexxamen npon3BoACTBEHHOM
npakTuku EBpazuiickoro 3KOHOMHUYECKOTO CO03a;

YKa3bIBaIOT Ha CYIIECTBEHHOE OTKJIOHEHHWE OT TpeOOBaHWN HWHBIX aKTOB B cepe
oOpalleH s JIEKapCTBEHHBIX CPEJICTB;

YKa3bIBaIOT HAa HECITOCOOHOCTh MHCIIEKTUPYEMOTO CYOBhEKTa OCYIIECTBISITh CEPUIHHBIN
BBIITYCK JICKAPCTBEHHBIX IMPEMapaToB OJHOPOJHOTO KauyecTBAa WM HECHOCOOHOCTh
YIIOJTHOMOYEHHOTO JIMIIAa WHCIIEKTUPYEMOTO CYOBEKTa BBITIOJHATH CBOM JIOJDKHOCTHBIC
00513aHHOCTH;

KOMOMHAIMSI HECOOTBETCTBHM, HU OJHO M3 KOTOPBIX caMo Mo cebe He sBiIseTcs
CYIIIECTBEHHBIM, HO KOTOPBIC B COBOKYITHOCTH TPEICTABIISAIOT CYIIIECTBEHHOE HECOOTBETCTBUE
U JTIOJDKHBI OOBSICHATHCA (hapMaleBTUUECKUMHU UHCIIEKTOPAMU U (PUKCUPOBATHCS B KAUECTBE
TaKOBOTO.

*#* HecooTBETCTBUSI, KOTOPBIE HE MOTYT KJIaCCU(UIIMPOBATHCS KAK KPUTHUUECKUE HIIU
CYIIECTBCHHBIC, HO YKa3bIBaIOT HAa OTKJIOHEHWE OT TpeOoBaHmi [lpaBun Hammexamien
MIPOU3BOJACTBEHHON MPAKTUKHA EBPa3HHCKOTO 3KOHOMHUUYECKOTO COH03a.

5. 3akmourTeIFHOE COBEIIAHUE U OLICHKA OTBETa IIPOH3BOAHUTECIIA



KOMMCHTapI/II/I HpeHCTaBI/ITeHeﬁ HHCHECKTUPYCMOT'O
Cy6’B€KTa B X0A€ 3aK/IIFOYUTCIIBHOI'O COBCIIAHUA

OreHka OTBETa HHCIEKTHPYEMOTO CYOBEKTa I10
BBISIBIICHHBIM HECOOTBETCTBUSAM, MIPECTABICHHOTO

B X0€ 3aKJIIOYUTCIIBHOT'O COBCIIAHUA

I[OKyMeHTBI, nepeaaHHbIC I/IHCHCKHI/IOHHOﬁ rpymmie B
XO04€ 3aKIIIOYUTECIIBHOTO COBCIIAHUA

yKa3aTh HOMEp M JaTy IPOTOKOJA HCCIIEJOBaHUSI

PesynpTaTel oTOOpa 06pa3nos
Y pa obpasn 00pa3ios

6. Pe3yiibTaThl HHCIIEKTHPOBAHUA ¥ PEKOMEHAITAN

B pesynbTare npoBeeHNs] MHCIEKTUPOBAHNUS BBISABIEHBI HECOOTBETCTBUS TPEOOBAHUSAM
IIpaBui HamIEe)Kame NPOU3BOACTBEHHON IPAKTUKN EBpa3niiCKOro 3KOHOMHUYECKOIO COK03a,
KOTOpBIE U3JI0KEHBI U KJIacCUPUIMPOBaHbl B yacTu I oTuera.

Bcero: , U3 HUX:
KPUTHYECKHX <*> — ;
CYIIECTBEHHBIX <**> — ;

npoumnx <***>_

Ha MOMCHT IMPOBCACHUA HHCIICKTUPOBAHUMA

N MPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB
PesynbraThl (hapMarieBTUIECKO HHCIICKITHN

(HauMeHOBaHNE OpraHN3alN)

COOTBETCTBYET (HE COOTBETCTBYET) (HY>XHOE

MOoI4YepKHYTh) TpeOoBaHmsAM IlpaBun Hamexamei
NpPOU3BOJCTBEHHON  mnpakTuku  EBpasuiickoro

9KOHOMHUYECKOTO COI03a

Pexomenmamun
Otuer (dacts I) 0 mpoBeIeHNN UHCIEKTUPOBAHUS COCTABJIEH U MOIUCAH:
NucnexkuronHas rpyira

®. U. O. ITonmnuce
Benyuuii nuacnexrop
WHcnexTopsl
DKCHepTHI (€CIM MPUMEHUMO)
" " 20 T
OTYET

O IPOBCACHNH HHCIICKTHPOBAHHUSA

(HaMMEHOBaHWE OPraHU3aIUN)

(HamMeHoBaHUE (papMarleBTUIECKOTO MHCIIEKTOPATA)



(ampec, HoMep TenedoHa, aapec AMEKTPOHHOM TOUTHI, apec caiTa B
UH(OPMAIIMOHHO-TEIEKOMMYHHUKAIMOHHOM ceTu "MHTepHer")
WNHcnekTupoBaHue OpraHr3aiy NpOU3BOJICTBA U KOHTPOJIS KAUeCTBA JIEKAPCTBEHHBIX
CPEICTB Ha COOTBETCTBUE TpeOoBaHUAM [IpaBun Hajuiexkalield Npou3BOACTBEHHON MPAaKTUKH
EBpa3suiickoro 3K0HOMHUYECKOT0 COr03a:

(HAaMMEHOBAHUE UHCIIEKTUPYEMOTO CyObEKTa)

(FOpUIUYECKHM aipec UHCTIEKTUPYEMOT'O CYOhEeKTa)
OcHoBaHue (Hy>KHOE OTYEPKHYTh):

3asBJICHUE Ha MPOBeJeHUE apMarleBTUIECKON HHCTIEKIIUHU (AaTa, HOMED)

pelieHue ynoJHOMOYEHHOr0 opraHa (Jata, HoMep, HAMMEHOBaHUE YIOJIHOMOYEHHOTO
opraHa)

Yacrs 1T
1. O6mue nonoxeHus

1. HanmeHnoBaHMe MHCIEKTUPYEMOTO CyOBEeKTa

2. Anpec (ampeca) MecTa HaxXOXICHHS
WHCIIEKTUPYEMOU NMPOU3BOJICTBEHHOM IIOMIAAKU

3. Ilepmox mpoBeneHHs OIEHKH IJIaHa
KOPPEKTUPYIONNX U MPEILyNPEKNAI0MNX IeHCTBUH 1
OTHYETa O €r0 BBIOJIHEHUH

BE/IyIMH HMHCIIEKTOP
MHCIIEKTOPBI

D m— SKCHEPTHI (ecIu MPUMEHNMO) )
B Ciy4ae IMPOBEACHHUS COBMECTHON HWHCIIEKIUH IPU
3all0JIHEHUH yKa3aTh K KaKOMY YIIOJIHOMOYEHHOMY
oprany (opraHusanuu) rocyjgapcrBa — 4dJieHa
EBpa3zuiickoro 3KOHOMHYECKOTO COI03a OHH OTHOCSITCS
5. Homep nHCTIEKTHPOBaHUS
B COOTBETCTBHUH
C cHcTeMOd KadecTBa (papMaleBTUUECKOTO
WHCIIEKTOpaTa (MPH HAJTUIHH)

7. OneHka I1aHa KOPPEKTUPYIOMAX U MpeAyNpeXJalomuX JSHCTBHN B 0TIeTa O €r0 BRIIOTHCHAN

Csenenns o0
yCTpaHCHUU



HyHKT npaBuil HepequL KJ'IaCCI/l(bI/IKaLI OHGHKa I1aHa HCECOOTBCTCTBHU OI_[eHKa

HAMICKAMCH  gpigpnennpix B 4 KOpPEKTHPYIO 4 yCTpaHCHHA
Ne /i NPOU3BOACTBE  pocoorBercrBr HECOOTBETCTBM 1M X n (kpaTkoe HECOOTBETCTBU
HHOH i s ( mpenympexia conepikaHUE g
MPaKTUKHA KpHUTHYECKOE, IO MIHX MCpONpusITHs,
CYIIECTBEHHOE JAEHCTBUH MOATBEPK A0
, Ipoyee) mue
JIOKYMEHTBI)
1 2 3 4 5 6 7

8. 3axmrouenue

B pesynbTare npoBeACHHON OLEHKH IJIaHA KOPPEKTUPYIOMMX U MPEAYTPEkKIAIOIINX
JEUCTBUA M OTYETA O €T0 BBIIOJHEHUM MPEIACTABISICTCS BO3MOXXHOW KOPPEKTUPOBKA
KJIacCU(UKAIMU U KOJIMYECTBA BBISIBIIEHHBIX HECOOTBETCTBUM.

Knaccupukanus
Homep HECOOTBETCTBHUS ( Knaccuduxanus
Ne /it HECOOTBETCTBUS COIVIACHO KPHUTHUYECKOE, HECOOTBETCTBHS
OTYeTy CYIIECTBEHHOE, NIPOY€ee) B ¢ U3MEHEHHBIM CTATyCOM
OTYETE
1 2 3 4
CTaTyC HECOOTBETCTBUS
1 Ne 1*
HE U3MEHEH*
CTaTyC HECOOTBETCTBUS
¢ "cymecTBeHHOTO"
2 Nes Y \
H3MEHEH Ha
HECYIIeCTBEHHOE"
3 No 6 YCTPaHEHO

* B naHHOU popMe TabJIMLIbl IPUBEACH MPUMED 3aIIOJHEHMS CTOIO0LOB 2 U 4.

BCCTO W3 HUX:

KPUTHYECKHUX <*> — ;
PesynbraTs! onieHKH -
CYIIECTBEHHBIX <**> — ;

npounx <HF**>

HpOH?,BOI[CTBO JICKapCTBCHHLIX CPEACTB

(HauMeHOBaHHUE OpraHU3aIUH)

3aKioucHue COOTBETCTBYeT (HE COOTBETCTBYET) (HYXHOE
NOJYepKHYTh) TpeOoBanusMm [IpaBun Haiexamen
MPOU3BOACTBEHHON  mpakTuku  EBpasuiickoro
SKOHOMHUYECKOT0 COI03a

Otuer (yacts 1) 0 mpoBeACHHOM MHCTIEKTUPOBAHUH COCTABIIEH U MOJIITMCAH:
HNHcnekimonHas rpyrmna

@. . 0. Tloamnuck Jlara
Benymuii uacniekTop
MNucnekropsl
DKcnepThl (ecnm

MIPUMEHUMO)



IMMPUJIOKEHHUE Ne 6
k [IpaBunam npoBeaeHHs
(hapmManeBTHIECKNX MHCIEKINI

OOPMA
6anka cepTrduKaTa COOTBETCTBUA IPOU3BOICTBA TPEOOBAHUAM
IIpaBun HagIEeXKAMEeH MPOA3BOACTBEHHOM MPAKTUKA
EBpasmiickoro 5KOHOMHIECKOI'0 COI03a

EBPA3UVCKUN DKOHOMNYECKHN COIO3

(HauMeHOBaHUE YIOJHOMOYEHHOTO OpraHa)

CEPTUOUKAT

COOTBETCTBUMA [TPOU3BOACTBA JIEKAPCTBEHHBIX CPEJICTB
TPEBOBAHUAM ITPABUJT HAJIJIEXAILEM ITPOM3BOJICTBEHHOM ITPAKTUKH
EBPA3UICKOT'O S KOHOMMNYECKOI'O COIO3A
Ne GMP/EAEU/BY/000XX-20XX
(yueTHbIil HOMED cepTuduUKaTa)
Cpok aeicTBus ¢ o

Brigan o uroram nposeaeHus hapMaleBTHIECKOW HHCIISKITMH B COOTBETCTBHH C
[IpaBriiamu mipoBenieHUs (papMarieBTUUECKUX WHCTICKIMKN, yTBEPXKIACHHBIMU PermeHnem
Cosera

EBpa3uiickoil 53KOHOMUYECKOW KOMUCCUN
ot 3 HosiOpst 2016 . Ne 83

(MoJHOE U COKpAIIeHHOE HAMMEHOBAHUS YIIOJITHOMOYEHHOTI'O OpraHa)

MOATBEPKAAET CHEAYIOIIEE:
npoBeieHa (hapMalieBTUIecKasi HHCTICKIUS

(MoJIHOE HAMMEHOBAHKE POU3BOIUTEIS)

aZpec MPOU3BOACTBEHHON IJIOMIAJKH)
HA OCHOBaHMH (yKa3aTh OJTHO U3 CJIEIYIOIIETO):



3asBieHUs Ne Ha rosryyeHue paspenieHus (JIMLEH3MN) Ha OCYIIECTBICHUE 1EATEIbHOCTH
1o
IIPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJCTB;

IU1aHa MpoBeJeHus (hapMaleBTUYECKUX MHCIIEKIIMM, KaK JAepKaTeis pa3peiieHus
(JIMLIeH3UM) HAa MPOU3BOCTBO JIEKAPCTBEHHBIX CPEACTB Ne ;

3asBieHUs No Ha pETUCTpAlUIO JICKAPCTBCHHBIX CPCACTB,

(MHOE OCHOBaHUE)
Ha ocHoBaHnuu cBeeHMI, TOJTYYCHHBIX MPU MIPOBEACHUN WHCIICKTUPOBAHMSI, TIOCIIETHEE
u3
KOTOPBIX OBLIO TIPOBEICHO ,
(mara, mepuon)
YCTAHOBJIEHO, YTO JaHHOE (papMarieBTUUECKOE MPOU3BOACTBO COOTBETCTBYET
TpeOOBaHUSIM

[IpaBui1 Haexkamen MPON3BOICTBEHHON NPAaKTUKN EBPa3suiicKOro 3KOHOMHUYECKOTO COK03A.
Hacrosmuii ceprudukat orpaxaeT cratyc mporu3BOJACTBEHHOMN IJIOMIAIKA HA MOMEHT
npoBefeHusT (papMaleBTUUYECKOM HMHCIEKIMH M IO HCTeUeHUH Oosiee 3 JIET OT JaThl

IIOCJIEAHETO THSA
NOCJIEAHETO MHCIIEKTUPOBAHUS HE MOXKET CYUTATHCS JOKYMEHTOM, CBUIETEIbCTBYIOIIUM O
craryce
cootBeTcTBUs. CpOK JIelcTBUS cepTU(dUKaTa MOKET ObITh COKPAIICH MPU UCIIOJIb30BAHUHU
COOTBETCTBYIOIIMX MPUHLMIOB YNPABICHUS PUCKAMU NpPU HAJIUYUU COOTBETCTBYIOILEH
3aIuCH B
nosie "OrpaHuyeHust WK MOSCHUTEIbHbIE 3aMETKH, Kacaroliuecs: 00JacTH NPUMEHEHHUS
HacTosmIero ceprudukara'.

CepTtudukar sBisieTcsi IeUCTBUTENIbHBIM B CIIy4yae IMPeICTABIEHUS BCEX €ro JUCTOB (KaK
OCHOBHBIX JIUCTOB, TaK U JONOJHUTEIbHBIX JINLCTOB).

AyTEHTUYHOCTH (IOJTMHHOCTH) HACTOSIETO CEPTU(PUKATa MOKHO MTPOBEPUTH B Oaze
JTAHHBIX

(HaMMEHOBAaHUE YNOJIHOMOYEHHOTO OpPraHa)
Ecnu ceptudukat He peACTaBleH B YKa3aHHOM 0a3e JaHHBIX, CIEyeT OOpaTUTHCS B
YIIOJJHOMOYEHHBIN OpPraH, €ro BBIJABIINN.

(yueTHblil HOMEp OJaHKa)
(IOTIOTHUTENHBIH JTUCT)



.HCKapCTBCHHBIe CpeacTBa Ajid MCAUIIUHCKOTO MPUMCHCHUSA

.HeKapCTBeHHBIe npenaparsbl AJId KIIMHUYCCKUX I/ICCHGZ[OBaHI/Iﬁ (HCHLITaHHﬁ)

Kon

1. IPOW3BO/ICTBEHHEIE OITEPAITHI —
JIEKAPCTBEHHA S [TPOYKLIAS

1.1

1.2

HanmenoBanune

CrepuiibHast IPOAYKIMS

1.1.1 TIIpousBomuMas B aCENTHYECKHX YCIOBHIX (
omepaiuu o0paboTKH IS CIASAYIONINX JIEKaPCTBEHHBIX

hopwm):
1.1.1.1. Kunkue nexapcTBeHHBIE (HOPMBI OOIBIIOTO
o0bema

1.1.1.2. XXunkue nekapcTBCHHbIC (GOPMBI MayoOro
o0bema

1.1.1.3. JInopunmzatsr

1.1.1.4. Tsepnble nekapcTBeHHbIE (OPMBI H
HMILTaHTAThI

1.1.1.5.Msarkue nexapcTBEHHBIE (HOPMBI

1.1.1.6. Tlpouas mnpomykius, NpOU3BOAMMAs B
ACENTHYECKUX YCIOBHAX (Yxa3zatp)

1.1.2. TlomBepraemass (QUHHIIHOW CTepUIM3alnd (
omepaiuu 00paboOTK! I CIEAYIOMUX JIEKAPCTBEHHBIX
dopm):
1.1.2.1. Kunkue nexkapcTBeHHBIE (HOPMBI OOIBIIOTO
o0bema

1.1.2.2. XXunkue nekapcTBCHHbIC (GOPMBI MaJoOro
o0bema

1.1.2.3. Tsepasle nexapcTBeHHbIE (OPMBI U
UMIUIQHTATHI

1.1.2.4. Msirkue neKkapcTBEHHbIE (POPMBI

1.1.2.5. TIpoyast mpomykuus, moaBepraeMasi (PHHUIIHON
CTEpUITN3aIUU (yxa3zath)

1.1.3. Beimyckatomuii KOHTpOJb KauecTBa (BBIMYCK
cepun)

HectepmipHas npoaykuus

1.2.1. HecrepunbHas NmpoayKUust (TEXHOJIOTHYECKHUE
OTIepaIy JUTS TIOTyYCHNUS CIESAYIOMNX JIEKaPCTBEHHBIX

thopm):

1.2.1.1. Kamncysibl B TBep10i 000I0UKE

1.2.1.2. Karicymsl B MATKO# 0001109Ke

1.2.1.3. XKeBaTtesbHbIe JIeKapCTBEHHbIE (POPMBI
1.2.1.4. IMnperHupoBaHHbIE JIEKapCTBEHHBIE (YOPMEI

1.2.1.5. Xwungkue nexapcTBeHHBbIE (HOPMBI IS
HApPY>KHOI'0 IPUMEHEHUS

1.2.1.6. Xunkue nexkapcTBeHHBIe (opMbl aus
BHYTPEHHETO IPUMEHEHHS



1.3

1.4

1.2.1.7. MegunuHcKHe ras3sl

1.2.1.8. IIpoune TBepabIe ITeKapCTBEHHBIE (HOPMBI
1.2.1.9. Tlpenapatbl, HaXOASIIKECS MO/ JAaBICHUEM
1.2.1.10. PagnoHyKHIHBIE TEHEPATOPHI

1.2.1.11. Msrkue jekapcTBeHHbIE GOPMBI

1.2.1.12. Ceun (Cynmo3uTopun)

1.2.1.13. Tabnerku

1.2.1.14. TpancaepManbHbIe IIACTHIPU

1.2.1.15. IIpovas HecTepuIbHAS POLYKITUSL
_ (ykazaTh)

1.2.2. Bmimyckaromwuii KOHTpOJIb KadecTBa  (
CepTUDUKAIHS CEPUH)

Bbronoruueckas 1ekapcTBeHHAast IPOAYKIUSL

1.3.1. buonorudeckas JekapcTBEHHas MPOAYKIUS:
1.3.1.1. [IpoayKThl KPOBH

1.3.1.2. IMMyHOOHOIOTHYECKast TPOAYKIIHS

1.3.1.3. IIpogykuust Ha OCHOBE COMATHYECKHUX KIIETOK (
MMpOAYKIUA IJId TEPAITMU COMAaTUYCCKUMU KHeTKaMI/I)

1.3.1.4. T'enoTepaneBTudecKas IpOLyKIHs
1.3.1.5. buoTtexHonOrHYEeCKast MPOLYKITUSL

1.3.1.6. Ilpoaykuus, BblAeNE€HHAs W3 >XUBOTHBIX
HWCTOYHHUKOB WIIH OPTraHoB (TKaHEi ) yeIoBeka

1.3.1.7. TxaHenHxeHepHass MPOAYKIUSA (TMPOAYKIUS
TKaHEBOH MHXKEHEPUH)

1.3.1.8. Ilpouas Owuonoruyeckas JeKapCTBEHHas
TIPOAYKITUS (ykasatp)

1.3.2. Beinmyckaromuii KOHTpOIb (CepTUUKALNS CEPUH)
(mepeueHb BUJIOB MIPOAYKIIUH):

1.3.2.1. [IpotyKThl KpOBU
1.3.2.2. UMMyHOOHOJIOTHYECKAs] TIPOAYKIIHS

1.3.2.3. Ipoagykuus Ha OCHOBE COMAaTHIECKHUX KIIETOK (
MPOAYKIHS IS TEPAITUH COMATHIECKAMU KIETKAMH )

1.3.2.4. 'eHoTepaneBTHYECKAs TPOAYKIHUS
1.3.2.5. buorexHonoruueckas mpoIyKuus

1.3.2.6 Tlpoaykmus, BbIIEIEHHAsS W3 XUBOTHBIX
HCTOYHUKOB MJIM OPraHOB (TKaHEe) yeroBeka

1.3.2.7. TkaHenHXkeHepHas MPOAYKIUA (TIPOXYKIHS
TKaHEBOW MHIKECHEPHH)

1.3.2.8. Tlpouas Ouojormueckas JeKapCTBEHHAas
TIPOYKIINS (Yxa3zatp)

IIpouass  nexkapcTBEHHass  NPOAYKIHUA  HIH
MPOU3BOJICTBEHHAS IEATEIBHOCTD

1.4.1. IIpousBoxcTBO:

1.4.1.1. PactutensHas IpOLyKITHS



1.4.1.2. TomeonaTuueckasi NpogyKIUs

1.4.1.3. TIlpoyas mpogyKIus (
yKa3aTh)

1.4.2. Crepwm3zanus hapManeBTHYECKUX CyOCTaHIHH,
BCIIOMOTaTEeNIbHBIX BELIECTB, TOTOBOM MPOIYKIINH:

1.4.2.1. ®unprparus

1.4.2.2. CyxoxapoBasi CTepHIN3aLUs

1.4.2.3. Crepunu3ariust mapom

1.4.2.4. XuMunyeckasi CTEpUIM3AIIIS

1.4.2.5. Crepunu3aliys raMMa-H3IIy9eHIEeM
1.4.2.6. Ctepunn3zaiiys 3J1€KTPOHHBIM H3ITy4YeHHEM

1.4.3. Ilpouee (ykazats)

1.5 YnakoBka
1.5.1. IlepBuuHas ymakoBKa:
1.5.1.1. Karcynel B TBep10it 000104Ke
1.5.1.2. Karicybl B MsIrkoi 060s10uKe
1.5.1.3. XKeBaTenpHble IeKapCTBEHHBIE (DOPMBI
1.5.1.4. MmiperHupoBaHHbIE JIEKapCTBEHHBIE (HOPMBI

1.5.1.5. Xwupkwe nexkapcTBeHHbIE (OPMBI 1A
Hapy»KHOTO PUMEHEHUS

1.5.1.6. Xwunxue JekapcTBeHHbIE (QOPMBI IS
BHYTPEHHETO NPUMEHEHHS

1.5.1.7. MenuumHCKHE Ta3bl

1.5.1.8. IIpoune TBeppIe TeKapcTBEHHBIE (POPMBI
1.5.1.9. IIpemapatel, HaXOIAMIHAECS IO/ aBICHHEM
1.5.1.10. PaguoHyKIHIHBIE T€HEPATOPHI

1.5.1.11. Msirkue nexkapcTBEHHBIE POPMEI

1.5.1.12. CBeun (Cymnmo3uTopun)

1.5.1.13. Tabnerku

1.5.1.14. TpancaepManbHbIE TUIACTHIPH

1.5.1.15. TIlpouas HecTepunbHas JeKapCTBEHHas
TIPOAYKITUS (ykasatp)

1.5.2. BropuyHas ymnakoBka

1.6 KonTpons xauectBa
1.6.1. MukpoOuonorndecKkue  MCIBITAHUA:
CTepPHIIBHOCTh
1.6.2. Mukpobuosoruieckue UCIIbITaHUA:

MHUKPOOHOIOTHIECKAasT YHCTOTA
1.6.3. Xumuueckue (pusnueckue) UCIbITAHUS
1.6.4. buonorndeckue UCIBITAHUS

B oTHOmIEHNN Mr00BIX OrPaHHMUYCHNH UM MOSCHEHUH, OTHOCSIIMXCS K JAHHBIM IIPOU3BOJCTBEHHBIM OTNIEPAIUAM (
3a HCKJIIOYEHHEM CJIydyaeB, KOIJa IOSICHEHHE SBISETCA OOIMMM KOMMEHTapueM K IpoleccaM Ha
MIPOM3BOJCTBEHHOM O0BEKTE), TJe Obl HU NMPHUMEHSUIUCh ITH OTPAaHMYCHHS MU IMOSCHEHHS, HEOOXOIMMO
BKJIFOYaTh OTCHUIKY K COOTBETCTBYIOIIEMY HOMEpY IyHKTa cepridukata GMP.



2. IMIIOPT JIEKAPCTBEHHOM ITPOJIYKLIIA

2.1

2.2

23

3. IIPOU3BOJICTBEHHBIE OITEPAITAN —
OAPMAIEBTUYECKUE CYBCTAHITUN

®dapmarieBTHUECKast CyOCTaHIHs (CyOCTaHITHH):

3.1

KonTponpe kauecTBa UMIOPTHUPYEMOI JE€KapCTBEHHOM
TIPOLYKINHI

2.1.1. MuxkpoOnosoruaeckue WCTIBITAHUS
CTEpPHIIBHOCTh
2.1.2. Mukpobuonornyeckue HCTBITAHUSA:

MHKpPOOHOIOTHYECKast YACTOTA

2.1.3. Xumunueckue (pusnueckue) NCIbITaHUS
2.1.4. buonorudyeckue UCTIBITAHUS

Ceprudukaiys cepuy UIMIOPTUPYEMOU JIeKapCTBEHHON
IPOAYKIIUH

2.2.1 CrepunbHas IpOIyKIIHS:

2.2.1.1. IlpousBoaumasi B aCENTHUECKUX YCIOBUAX
2.2.1.2. TlogBepraemasi UHUTITHON CTEPIITA3AIIUN
2.2.2. HectepunbHas IpoayKIUs

2.2.3. buonorudeckas JeKapCTBEHHAs! IPOLYKIIHS:
2.2.3.1. IIpoxyKTHI KpOBH

2.2.3.2. UMMyHOOHOJIOTHYECKAs TIPOAYKIIMS

2.2.3.3. Ilpoaykuus Ha OCHOBE COMATHIECKHUX KIETOK (
TPOYKIUS ISl TEPAIMY COMATHUECKUMH KIECTKAMH)

2.2.3.4. T'enoTepaneBTUYeCKas MPOAYKIHSL
2.2.3.5. BuoTexHOIOTHYECKas MPOIYKINS

2.2.3.6. Tlponykuwmsi, BblIAEJI€HHAs W3 KUBOTHBIX
HCTOYHHUKOB WIIH OPTraHOB (TKaHEl ) 4yeIoBeka

2.2.3.7. TxanewHxeHepHass NPOAYKIUSA (IPOXYKIHS
TKaHEBOW WH)KCHEPHUH )

2.2.3.8. Tlpouas Ouonormueckas JeKapCTBEHHas
TIPOAYKITUS (ykasars)

[Ipogas gesTenbHOCTh IO UMIIOPTY (BBO3Y)
2.3.1. Ilnomanxka ¢pusuueckoro ummopra (BBo3a)

2.3.2. VMmpmopt TpPOMEXYTOYHOW TPOAYKIIHH,
MoJIBepraroleics ganpHeiein oopadoTke

2.3.3. IIpouee (yxazaTp)

IIpousBoAcTBO (apManeBTHIECKUX CYOCTaHIIUHA
METOJIOM XUMHUYECKOTO0 CHHTE3a

3.1.1. IIpou3BOACTBO MNPOMEXKYTOUHBIX MPOAYKTOB
(hapMareBTHIECKON CyOCTaHINH

3.1.2. IIpousBoacTBO HEOUMIEHHOU
(hapMareBTHYCCKON CYOCTaHIIH

3.1.3. Coneobpa3oBaHue (0UNCTKA): YKa3aTh (HaIpuMep
: IEPEKPUCTATITH3AITHS )
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3.6

3.1.4. IIpouee (yxazatp)

[IpousBoacTBO (apmareBTHIECKUX CyOcTaHIUN
METOAAaMHU BBIACIICHUA U3 MIPUPOAHBIX UICTOYHHUKOB

3.2.1. Beigenenue apManeBTHUCCKUX CYyOCTaHIIUN W3
HCTOYHHUKOB PACTUTEIHHOTO MTPOUCXOKICHUS

3.2.2. Beigenenue ¢GapMareBTHUECKUX CyOCTaHITUI U3
HUCTOYHHKOB JKUBOTHOTO MIPOUCXOMKICHUS

3.2.3. Brigenenne ¢apManeBTHUSCKUX CyOCTaHIUHN W3
OpraHoB (TKaHE) JeIoBeKa

3.2.4. Boigencnue apMaleBTHUECKUX CYOCTaHITUHN W3
HCTOYHHKOB MHHEPAIHLHOTO IIPOUCXOKICHHS

3.2.5. Moaudukaius BeIISICHHOH (hapMarieBTHYECKON
cybcraniuu (yKa3bIBaeTCs NCTOYHUK M3 MMyHKTOB 3.2.1
-3.24)

3.2.6. Oumctka BBIJCICHHON (apMaleBTHICCKOM
cyOcTaHIUN (YKa3bIBaeTCs NCTOYHHUK M3 IMyHKTOB 3.2.1
-3.2.4)

3.2.7. IIpouee (yxazatp)

[IpousBoncTBO (papManeBTHUECKUX CYOCTaHIHUA C
UCIIONB30BaHUEM OMOJIOTHYECKHUX MPOIIECCOB

3.3.1. ®epmenTanus

3.3.2. TIpou3BOACTBO C WCHOIB30BAHHEM KIETOUHBIX
KYJIBTYP (yxazate  THO
WCIIOJIb3YEeMBIX KJIETOK) (TI0J] yKa3aHUeM THUIla KIETOK
MOHUMAETCS WX THIIOBas CHEHU(DUYHOCTD, JIMHHS,
IITaMM | [Ipovee)

3.3.3. Beirenenue (04ncTKA)
3.3.4. Momudukanms
3.3.5. [Ipouee (yka3ats)

[Tpou3BoACTBO CTEPHIBHBIX  (apMaleBTHUECKUX
cyocranmuii (pasmenst 3.1, 3.2, 3.3 HOMKHBI OBITH
3aII0JIHEHEI, T/Ie IPUMEHHIMO)

3.4.1. ®apmaneBTHYECKHE CyOCTaHITUH, POU3BOANMEIC
B ACCIITUYCCKHUX yCJ'[OBI/IﬂX

3.4.2. ®apmarieBTHUECKHE CyOCTaHIIMH, ITOJIBEPTracMble
(UHMIIHON cTepUIN3anuu

3aBepiuaromue cTaguu MIPOU3BOJICTBA
(hapMaIeBTHUCCKUX CYOCTaHITHI

3.5.1. Cragun usmaeckoir 00padbOTKH
(Yka3aTp, HampuMmep: CyIIKa, W3MeJbyYeHUe,
MIPOCEerBaHNUE))

3.5.2. [lepBuuHasl ymakoBKa
3.5.3. BropuuHas ymakoBka

3.5.4. Tlpouee (yxazaTp s
onepauuii,

HC OIMMCAaHHBIX BI)IIHC)

Kontpons xauectBa



3.6.1. duznueckue (XMMUYECKHE) UCTIBITAHUS

3.6.2. MukpoOHOJIOTHYECKHE WCIBITAHUA (BKIIOYas
UCTIBITAaHHE Ha CTEPUIIBHOCTB)

3.6.3. MuxpoOuojorndeckue MCIbITaHus (MUCKIIOYast
HCIIBITAHUE HA CTEPHIEHOCTD)

3.6.4. buonornueckue UCIBITAHUS

4. TIPOYHE OITEPAIINN — PAPMAITEBTUYECKHWE CYBCTAHITN

(yxazaTp)

OFpaHI/I‘{CHI/ISI NI TIOACHUTCIIbHBIC 3aMCTKU,

Kacaromuecs: 006JacTi IpUMEeHEHUs cepTudukara:

(®. U. O., 10IKHOCTB) (ToamIHCH)

(mata mommucaHus, I.MEC.ITIT)
M.IIL.

(yuerHblii HOMep OJiaHKa)

KommenTapuu, mpuBeieHHbIE B CKOOKAaX MO TEKCTy cepTU(UKATA, HE OTPaKalTCsS B
cepTuduKare u HOCIT UHPOPMALIMOHHBIN XapakTep."

© 2012. PI'II na ITXB «MHCTHTYT 3aKOHOIaTENbCTBA M NTPaBOBOM nHMpopMaluu Pecnyonuku Kazaxcran»
Munucrepcra roctunmn Pecnyonmku Kazaxcran



