MWHUCTEPCTBO NMPOMbILUIIEHHOCTU U TOPIOBIM POCCUUCKOWN ®EOEPALIUU
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AHanu3s Knw4yeBbiX TEeHAEHUUU NO pe3yrnbraTtam
WHCMEKTUPOBaHUA NPOBY3BOANTENEN
NileKapCTBEHHbIX CpeacTB 017 rop



(X OB MHCTUTYTE

denepanbHoe OrooKeTHoe yupexaeHue «l'ocygapcTBEHHbIN NHCTUTYT
NeKapCTBEHHbLIX CpeacTB U Hagnexawmx npaktuk» (PbBY «'UJIC n HIl») asnsetcs
noaBeaOMCTBEHHOW yuypexaeHune MuHucTepcTBa MNPOMbILLSIEHHOCTU U TOProBMv
Poccunckon deaepauyumn.

C 2014 rogpa OobY «WIC wn HI» akkpeoutoBaHO B KadeCTBE 3KCMEPTHOW
opraHusauuu, npuBnekaemMom K nUUEH3UOHHOMY KOHTPOS dhapmMaueBTUYeCKmUx
npeanpuaTuin B coctase komuccun MmHnpomTtopra Poccun.

C 2015 roga ®BY «['WJC n HIM» ynonHoMo4eHO Ha NpoBeAEHUE NHCNEKTUPOBaHUSA
NPON3BOAUTENEN JIEKAPCTBEHHbIX CPeACTB Ans MeOUUMHCKOro NPUMEHEHUS,
NPOM3BOACTBO KOTOPbLIX OCYLUeCTBdeTca 3a npegenamun Poccunckon depepauun,
Ha cooTBeTcTBME TpeboBaHusMm npasun GMP B uensx Bblgadu 3akfoYeHUU O
COOTBETCTBUN MPOU3BOAUTENSA JIEKAPCTBEHHbIX CPEeACTB TpeboBaHUAM npaBun
Haanexawen nponsBoACTBEHHON NpakTukmM (npukas MunnpomTtopra Poccun nb 21
aekabpa 2015 . Ne 4184).

Bosrnaensetr UHctutyt Bnagucnae Hukonaesuy LllecTtakoB
e —



MNCCUA, BWOEHWE N CTPATEITMMECKHNE LIEJIN
[OCYOAPCTBEHHOIO MHCTUTYTA JIEKAPCTBEHHbBIX CPELOCTB
N HAOJTEXXALWWMX TTPAKTUK

MUCCUA BUOEHUE CTPATETrMYECKHUE LEINN
» BHeopeHve Hagnexawmx * BbITb BEQYLWIVM MHCTUTYTOM » ObecneyeHne COOTBETCTBMS
NPaKkTUK n popmrpoBaHme CUCTEMBbI rOCy4apCTBEHHOIO Npon3BOACTBa
npogeccmoHanbHOM CUCTEMbI perynmpoBaHnsa KadecTsa B nekapcTBEHHbIX CPEeaACTB
LEeHHOCTEN y cneumanmcToB B doapmaneBTNYECKOUn 1 TpeboBaHMAM Hagnexawiemn
doapmaLeBTUYECKoUn 1 MeAULIMHCKOM OoTpacnax NPOM3BOACTBEHHOM MPaKTUKN
MeOUVLIMHCKOM OTpacnsax (GMP)

» dopmMmnpoBaHmne OoTpacneBon
CUCTEMbI MOBbILLEHNSA
KBanudvkaumm un
nepenoaroToBKM NepcoHana
doapmMmaLeBTUYECKNX U
MeOULNHCKMX NMPON3BOACTB.

« Cogencrame noBbILLEHUIO
KOHKYPEHTOCNOCOBHOCTU U
OTe4YeCTBEHHOM
dbapmaueBTUYECKON U
MeAULIMHCKOWN
NPOMBbILLNEHHOCTH



POCCUNCKNN GMP-MHCIMEKTOPAT

OBECIEYEHNE KOHTPOJIA 3A COOTBETCBUEM NPOU3BOLOCTBA
NEKAPCTBEHHbLIX CPEOCTB TPEBEOBAHUNAM GMP

OPTAHU3AUNA U TTPOBEOEHUWE MHCIMEKTUPOBAHUA
MHOCTPAHHbLIX MPON3BOAUTENEN NEKAPCTBEHHbLIX CPEACTB
HA COOTBETCBWE TPEEOBAHUNAM MNMPABWUIT GMP

. MHcnekTupoBaHne nNpon3BoACcTBa JIEKAPCTBEHHbIX CPEACTB.

. [MogroTtoBka NpeanoXeHnm No CoBEPLUEHCTBOBAHUID CUCTEMbI FOCYAapCTBEHHOIO
perynmpoBaHnsa obpalleHunst nekapCTBEHHbIX CPEACTB.

. YyacTue B nporpammMax oby4eHusi 1 NoBbILLEHUS KBanudukaumm cneunanmncToB
dhapmaueBTUYeCKNX n megmumuHckmx nponssoacts Poccuu, ctpad EASC, BRICS.

. YyacTtne B coBMecTHoM paboTte ¢ nHcnektopamm ctpaH EASC n mexayHapogHbIMn

opraHn3aunAamMm B pamMkKax CBOEWN KOMMETEHLMN.
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CX;) Poccuinckuin MHcneKkTopaT B Lmdpax
(2016-2018 ron)

CBepeHmAa Ha 12.02.2018 r. 2016 . 2017 r. 2018 . Bcero
Bcero nogaHo 3asABOK B 620 792 35 1447
MuHnpomrtopr PP
MpoBeaeHO MHcNeKuui 188 521 51 760
BblaaHO 3aKNl04EeHUM 90 403 27 520
OTKa3aHo B Bblgaue 39 111 7 157

MnaH Ha 2018 ropa;:
- 600 MHCNEeKUNM MHOCTPAHHbIX MPOU3BOAUTENEN
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CTtaTncTumka BbIsIBIIEHHbIX HECOOTBETCTBU
no rmaeam npasun GMP
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OCHOBHbIe BbISIBIeHHbIe HECOOTBETCTBUSA, KOTOpPbIe
MOryT OKa3aTb BNMsiHUE Ha KayecTBO
neKapcTBeHHbIX NpenapaTtoB U, KaK creacTBue, Ha
XN3Hb U 300pPOBbLE NaLueHTa:

&9

B chepe npoueayp Bbinycka NPoAYyKLUM YNOTHOMOUYEHHbIM IULOM:

- Omcymcmeue 00a14#H020 83aumooelicmsus U npocaexusaemocmu
8 obMeHe uHgpopmayueli Mexcoy YnoaHoMoYeHHbIMU AUUAMU
Pa3/AUYHbIX MPOU3B00CMBEHHbIX M/10WA00K, 8 MOM cay4ae, Koeoa
YKA30HHbIEe MaA0Wa0Ku COBMEeCmMHO y4acmeyrom 8 rpou3soocmaee
J1C;

- HeHaOnexcawee 3aKperisieHue rnosaHoMoYul mexcoy
YyNO/THOMOYEHHbLIMU AUUAMU 8 COOMBEMCMBYoWUX Co2naueHUaX
1o Kayecmay.



OCHOBHbIe BbISIBIeHHbIe HECOOTBETCTBUSA, KOTOpPbIe
MOryT OKa3aTb BNMsiHUE Ha KayecTBO
neKapcTBeHHbIX NpenapaTtoB U, KaK creacTBue, Ha
XN3Hb U 300pPOBbLE NaLueHTa:

CxD

nHN

B 06nacTtu mep no npeAoTBpaLLEeHUI0 NePEKPECTHON KOHTAMUHALUM:

- HesbinosnHeHue mpebosaHUl K MOKCUKO/02UYecKoU OUeHKe npu
nposedeHUU 8aaAUOAUUU OYUCMKU 0bopyO0BAHUA, @ MAK@(e
Heucrnosb308aHUe 8cex 3HaHUli 0 caolicmeax rnpou3soo0uMbIX
geuwjecme (Harpumep - pacmeopumocms, a02e3U8HOCMb);

- [lpu nposedeHuUU 8aAUGAUUU OYUCMKU OUEHUBAOMCA He 8ce
eouHuybl 0bopydoBaHUA, 300elicmMBOBAHHbIE 8 MEXHO02UYECKOM
npouecce;

- [locne BHeOpeHUA 8 Cywecmasyrouwyto npou3soo0CcmeeHHYH CXemy C
UCrosb308aHUEM coBMeWEHHO20 0bopyOoB8aHUA HOBbIX MPOOYKMO8
He rpou3soo0uUMCca OUEeHKA UxX 8/UAHUA HA 8aaAU0UPOBAHHbIU cmamyc

nﬁoqedw OYUCMKU.



OCHOBHbIe BbISIBIeHHbIe HECOOTBETCTBUSA, KOTOpPbIe
MOryT OKa3aTb BNMsiHUE Ha KayecTBO
neKapcTBeHHbIX NpenapaTtoB U, KaK creacTBue, Ha
XN3Hb U 300pPOBbLE NaLueHTa:

CxD

nHN

B 06nacTu npoueayp KOHTPO/A KauecTBa roTOBO NPOAYKLUUK:

- OcywecmeneHue s8obinycka /IC no pesysnsmamam KOHMpo-s
HepacgacosaHHOU/HeyrnakosaHHoU («b6ank») npodyKyuu 8 mex
C/AYYanx, Ko2oa npoueccol nepsuyHol u/unu emopu4yHoU YyrnaKosKu
MO2ym 0Ka3ame He2amusHoe 8/UsfHUE Ha MoKasamesnu Ka4yecmea
20moeol npooyKuuu;,

- Ombop apxusHbIX/KOHMPOsbHbLIX 06pPA3U08 8 KoAUYECcmee,
Heodocmamo4yHOM 0/18 0/IHO20 0BYKPAMHO20 KOHMPO/A 8
coomsemcmeuu ¢ mpebo8aHUAMU pe2ucmpayuoHHO20 00Cbe;

- OcywiecmeneHue nocsedyroue20 usyvyeHus cmabussHocmu
20MOo8bIX 1eKAPCMBEHHbIX MPenapamos € Ucrnosnb308aHUEM
HeynakosaHHoU («6asK») npodyKuuu.



OCHOBHbIe BbISIBIeHHbIe HECOOTBETCTBUSA, KOTOpPbIe
MOryT OKa3aTb BNMsiHUE Ha KayecTBO
neKapcTBeHHbIX NpenapaTtoB U, KaK creacTBue, Ha
XN3Hb U 300pPOBbLE NaLueHTa:

CxD

nHN

B obnactn obecneueHmnsa ctTepunbHOCTH:

- Omcymcmeue usu cywecmeeHHble OMKs1IOHeHUA 8 cucmeme
HeripepblB6HO20 MOHUMOPUHZ2A Yacmuy 8 30HAX Ks4acca Yyucmomeol

A/B;

- HecobntoodeHue mpebosaHul rnpasus K rposedeHuro sanuoayuu
acenmuy4yecKoz2o HanosHeHuUA (uzsecmHyoz2o Kak «media fill test»);

- HecobnodeHue mpebosaHul npasus K pa3oesneHuro
Mpou3800CMBEHHbIX 30H 10 KAACCAM YUCMOmMbl Mpu 8bIMOSHEHUU
ornepayuli No acenmu4yecKkomy HAMosHEeHUH.



OCHOBHbIe BbISIBIeHHbIe HECOOTBETCTBUSA, KOTOpPbIe
MOryT OKa3aTb BNMsiHUE Ha KayecTBO
neKapcTBeHHbIX NpenapaTtoB U, KaK creacTBue, Ha
XN3Hb U 300pPOBbLE NaLueHTa:

CxD

nHN

HecootBeTtcTBMA TpeboBaHMAM perucTpaLuoOHHOro A0Cbe:

- OcywiecmeneHue omoesnbHbix cmaouli npou3soocmaea /i€ Ha
MPOU3800CMBEHHbIX MAOWAOKAX, HE YKA3AHHbLIX 8 cOCMase
pe2ucmpayuoHHo20 00Cbe;

- Ucnonb3osaHue memooOuK KOHMpPOAa Ka4yecmea, He
coomeemcmayrouux mpebosaHUAM pe2ucmpayuoHH020 00Cbe;

- BbInyck nekapcmaeeHHbIx cpedcmas 8 peasnu3ayuro Ha meppumopuro
P® 6e3 nposedeHUA MosaHO20 CrieKmpa ucrnbeimaHul, YKa3aHHbIX 8
HOPMamMuB8HOU OOKyMeHMayuu Ha 1eKapcmeeHHoe cpedcmao.



MWHUCTEPCTBO MPOMBbIWNEHHOCTW 1 TOPIrOB POCCUNCKOW ®ELEPALINA

TUNC
e n HIM

MockBa, JlaBpoB nepeynok, 4om 6
TenedoH: +7 (495) 676-43-60, dPakc: +7 (495) 911-31-93
E-mail: info@gilsinp.ru
TenedoH ona KOHCYAbTALWUIM MO BONPOCAaM MHCNEKTUPOBAHUA
MHOCTPAHHbIX NPOMN3BOAMUTENEN NERBRCTBEHHbIX CPEACTB:
+7 (495) 911-39-64
+7 (495) 676-43-60 (po6. 120)

Mpadumk paboTul: nH*AI ¢ 9.00 o 18.00




