AANNAAANNAAASDNAAMMM AN AMMNSASANN MM Aohohedebedededehabeh b A A behe bbbl

e 0 oo T 1 2 818 A AAANANMAANNAAMANAANA A A S AN N DAL
U

MMHUCTEPCTBO SI[PABOOXPAHEHV[H PECITYBJIVIKM BEJIAPYCb

M AMAMAAANAMARANANIANDDANAN LS

CEPTUOUKAT

COOTBETCTBUS MTPOMBIIIIJIEHHOI'O ITPOU3BOJACTBA
JEKAPCTBEHHBIX CPEICTB TPEBOBAHMAM
HAUVIEXKAINEU MPOU3BOJACTBEHHOU INPAKTUKH

Ne 250/2024/GMP

Cpox nedicteus ¢ 09.02.2024 no 08.02.2027 Q
Bbigan Mo uWTOoraM MpoOBEJEHHS WHCIEKTHpOBaHWA ((apMalleBTHYECKOH KLWH) B
cooTBeTcTBMU C [lonokeHHEM O MOpPSAKE U YCJIOBHSX I/IHC]‘[CKTI/IpOBaHI/Iﬂ alleBT, KOH
WHCIEKIMK ) MPOMBILIJIEHHOTO MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB Ha C He Tpe HUAM
Hamnexxaiieii npou3sBOACTBEHHONW TPAKTHUKH, YTBEPIKACHHBIM IOCTAHOBICHUEM g\ub epcTBa
3apaBooxpaneHus Pecniy6nvku benapycs ot 18 noa6ps 2020 r. Ne 102.
! MHHHCTEPCTBO 31paBOOXPaHeHHS Pecny6nuku benapychb nozmse;@ﬂ“ cneg}&\&
1 npoBeaeHa gapmalieBTHYeCKas HHCTIEKLMS
YHUTApPHOrO YacTHOTO IMPOU3BOJACTBEHHO-KOMMEPYECKOrQ npm@@ «OPXHUJEA»
(HOHHOG HAMMEHOBAHUEC MPOU3BOIUTEC
211030, Pecnybnuka benapych, Burebckas 06n., Oplian -H, T. O,&la yn. 5. Konaca, x. 78
(aapec NpOM3BOACTBEHHOM JIOLLL 1/1
Ha OCHOBaHMH TprKa3a MUHHCTEpPCTBA 31PaBOOXPaHEH %napyCL ot 05.02.2024
Ne 163 «O6 opraHu3allii HHCTIEKTUPOBAHUSY.
Ha ocHOBaHMH CBEJEHMI, MOTYyYEHHBIX Bene@u MHCNIEKTUPOBAHUs, TOC/IENHEe H3
- KOTOpbIX Obl10 poseaeHo ¢ 07.02.2024 no 09 , YC BJIEHO, UTO JaHHOE (hapMalleBTHUYECKOE
MPOU3BOJICTBO  COOTBETCTBYeT  TpeOOB aliel  MPOM3BOJCTBEHHOH  INPAKTHKH,
| skBUBasIeHTHOM [IpuHuunam u Pykosonc oneii 0 COK03a MO HaJUIeKAIel NPOU3BOACTBEHHOM
NPaKTHKE JIEKAPCTBEHHBIX CPEACTB [, eauu W BETEPUHAPHOrO NPHUMEHEHUS U MPHHLMIIAM
' CucteMsbl COTpyAHMUeCTBa (hapma CKUX’ exuuii (PIC/S).
Hacrosunuii ceptudukar ot xrlponmaoz[m"seHHoﬁ TUTOLIAAKY Ha MOMEHT NPOBEEHHs
1 papmaLeBTHUECKON MHCTIEKUUU U)I0 ncre@gin Gonee 3 JIET OT AaThl MOCJIENHEro JHs MOCEAHErO
| UHCMIEKTUPOBAHUS HE MOXKET CUWTAaThCA HOKYMEHTOM, CBUAETENBCTBYIOLUIUM O CTaTyCe COOTBETCTBHUS.
Cpok pneiicTBus cept a MO ObITh COKpAllleH MpH HCIMOJIb30BAHMM COOTBETCTBYIOLIMX
IPUHLIMIIOB ynpaBne HaJIMYKK COOTBETCTBYIOLIEH 3anucH B nojie «OrpaHuyeHus Win
MOSICHUTENbHbIE 3 K Ka uecx 00J1aCTH TIPUMEHEHHS HACTOSILIEro cepTHdUKaTay.
Ceprud eI/ICTBHTe.IH;HbIM B Cllyyae TMpPEJICTABICHHSI BCEX €ro JIMCTOB (Kak
OCHOBHB[X aK v l'[OIIHI/ITeJ]bHBIX JIUCTOB).
HOCTI) JJIMHHOCTb) HACTOAIIETO CEPTU(HUKATA MOXKHO NPOBEPUTH B 0aze NaHHBIX
MuHu pCTBa aBooxpaHenuss PecnyGiuku  Benmapych,  pacnonoXeHHOHM mo  aapecy:
https://mizdravsgov.by/ru/dlya-spetsialistov/lekarstvennaya-politika/inspektirovanie-na-sootvetstvie-
trebovamvam&n\ﬁ) php (Peectp ceprudukatos GMP).
Ecn emeanaT He TpPEJACTaBjeH B YyKasaHHOM 0a3e HaHHBIX, ClelyeT oOpaTuThes B
ynonHQQs«aQeHHbm OpraH, ero BblJaBLUHH.
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Ne 250/2024/GMP

M JlekapcTBeHHbIe CPENCTBA AJIS MEAULIMHCKOTO NPUMEHEHHUS!
[ JlekapcTBeHHbIe MpenapaThl [Ais KIMHAYECKMX UCCeI0BaHUH (MCTbITaHHUH)
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Kon | Haumenosauue
1. TPOM3BOJACTBEHHBIE OINEPALIMU - JJEKAPCTBEHHAA IMPOAYKLIMA
1.2 HectepunbHas npoaykuus
1.2.1. HecrepunpHas npoaykuusi (TeXHOJOTMYECKHE ONepaluu Jjist I10J1
ClleTyIOLIMX JIeKapCTBEHHBIX opm):
1.2.1.7. MenuumHcKue rasbl
1.2.2. Beinmyckaromuii KOHTPOJIb KauecTBa (CepTUhHKALIUS CEPHH)
VYnakoBka
1.5.1. IlepBuuHas ynaxkoBka:
1.5.1.7. MenuuuHcKue rasbl
Kontpons kauectsa
1.6.3. Xumuyeckue (HU3HUecKUe) HCTIBITAHUS
OrpaHuueHHUs WK NOSICHUTENbHBIE 32
Kacarolyecs 00J1acTH MPUMEHEHHUS cep

CraposoiitoB A.l',,

3aMECTUTECIIb

MuHucTpa 31paBooxpaHeHusl

Pecny6nvku Benapyce
(D.1.0., ROHKHOCTS)
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(nara noAnvcaHusi, 1. MEC.ITIT)
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