MVHWCTEPCTBO 3[IPABOOXPAHEHVA PECITYBJIVIKV BEJIAPYCh

CEPTUOUKAT

COOTBETCTBMUs TIPOMBIIIJIEHHOI'O ITIPOU3BOJCTBA
JEKAPCTBEHHBIX CPEACTB TPEBOBAHUSM
HAVIEXKAIEN ITPOU3BOJACTBEHHOU ITIPAKTHKH

Ne 257/2024/GMP
Cpok neiictus ¢ 21 mapra 2024 r. no 20 mapra 2027 r.

Bbinan no wuTtoram mnpoBefeHWs HWHCTEKTHpoBaHHs ((dapMaleBTHYECKOH WHCTEKLMM) B
coorBeTcTBMM ¢ [lonoxkeHneM O mnopsiake M yCJIOBMSX HMHCMEKTUpOBaHMs (dapMaleBTHYECKON
WHCMEKLMH) MPOMBILLIIEHHOTO NPOU3BOJICTBA JIEKAPCTBEHHbIX CPEICTB HA COOTBETCTBHE
Haanexauied npoW3BOACTBEHHOH TNpPAKTHUKM, YTBEpP)KACHHBIM MOCTAHOBJIEHHEM
3apaBooxpanenus Pecny6auku benapyck ot 18 HosOps 2020 r. Ne 102.

MuHucTepcTBO 3apaBooxpanenus Pecnybnuku Benapych

(I'IOJ'IHOC W COKpaLI€HHOC HAUMEHOBAHHA YTIOJJTHOMOYECHHOIO opraHa)
NOATBEPIKAAET CleAyIoLIee:
npose/eHa (hapMalleBTHYECKash HHCIEKLIUs

COBMECTHOr0 00LIECTBA C OFpaHH‘ieHHOﬁ OTBETCTBCHHOCTBIO

(noJIHOE HAWMEHOBAHHUE MPOU3BOAUTEIS)

223141, Pecniy6nuka benapych, Munckas 06:1., p-H JIoroickwuii, ﬁcxgé:.‘l\l\;uucxaﬂ, a.2b
&

(anpec nMPoM3BOACTBEHHOM MIOIA]L

Ha OCHOBAHHWH: ’
npuka3 MuHnucTepcTBa 3apaBooxpaHeHus Pecry6iauku Be% T 2%8%‘kaanﬂ 2024 r. Ne 246 «O6
HH

OpraHu3alMi MHCIEKTUPOBAHHUSY.

Ha ocHoBaHMM CBeICHHWii, MOMYYEHHBIX MPH X@cnemuposaum, nocijeiHee U3
KOTOpbIX Obl0 mpoBeneHo ¢ 18 mapra 2024 r apTaC: 4 r., YCTaHOBJIEHO, YTO JAHHOE
(hapmalieBTHUECKOE TPOU3BOACTBO COOTBETCT \ - M Hapnexaiuei nmpoW3BOACTBEHHOMH
NPaKTUKH, SKBUBaIeHTHOM [IpuHumnam wu BpPOMNEICKOro coro3a Mo Halexallei

U1 MEOWLIMHCKOrO M BETePHUHApHOro

apmaueBTH4eckuX uHcnekuuii (PIC/S).

NPOW3BOACTBEHHONW IUIOLIAZAKM HA MOMEHT

nposesieHHs (hapMaLeBTHUecKoi nigéngkip ucTeueHun Gosiee 3 JIeT OT JaThl MOCAEAHEro AHS
NOCJIEIHEr0 WHCTIEKTUPOBaHUS @mcr @ aTbCsl JIOKYMEHTOM, CBHAETENBCTBYIOLIMM O cTaTyce
coorBercTBua. Cpok aedcTBUS™ cepTygiikata MoxkeT OBbITH COKpallleH TNpH  HCMOJb30BaHUH
COOTBETCTBYIOLLMX MPUH ynpa 1 PUCKaMU MPU HAJTUYUK COOTBETCTBYIOLIEH 3aMUCH B 110J1€
«OrpaHu4eHUst WK cH¥Te 3aMeTKM, Kacatouipecss 001acTH NMPUMEHEHHMs HacTOALIEro

cepTudukara. Q \
Ceprudu ﬂﬂa@}yi&cmmenbubm B Clly4ae TNpEJICTABJICHUS BCEX €ro JIUCTOB (Kak
OCHOBHBIX JI @ax u OJIHUTEJIBHBIX JINCTOB).

@ocn @inmmocn) HacTos1ero ceprudukata MOXKHO NMPOBEPUTH B Oa3e JaHHBIX
MunichgpcTBa  3apaBooxpaHeHus  PecnyGauku  Benapych, pacnonoxkeHHOH no - anpecy:
https:/mitfedrav. s8&by/ru/dlya-spetsialistov/lekarstvennaya-politika/inspektirovanie-na-sootvetstvie-
trebovaniyam-, .php (Peectp cepruduraros GMP).

pTUdUKAT He MNpeJCTaBieH B YKa3aHHOW 0a3ze JaHHBIX, clellyeT OOpaTuTbCs B
ynonHova\ HHbIA OpraH, ero BblAaBLUMH.
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MVHWCTEPCTBO 3JIPABOOXPAHEHVA PECITYBJIVIKM BEJIAPYCh

CEPTU®UKAT

Ne 257/2024/GMP

M JlexapcTBeHHBIE CPEACTBA /1 MEAULIMHCKOTO NPUMEHEHHS
[J JlekapcTBeHHBIe npenapatsl A/ KIMHAYECKHX HCC/E10BaHMIA (MCTIBITAHM)

Kon l HaumeHoBaHue

1. TPOU3BOJICTBEHHBIE OIIEPALIUU - IEKAPCTBEHHAS ITPOAYKLIUA

d CrepuibHas poayKUus

1.1.1. IpousBoarmas B aceNTHUECKUX YCIOBHUSX (ornepalu 06paboTKu s Clig
JIeKapCTBEHHBIX (hOpM):

1.1.1.4. Teepabie nekapcTBeHHbIE HOPMbI H UMILIAHTATI

1.1.3. Boinyckarouiuii KOHTPOJIb KayecTBa (BbIMYCK CEPHH)

[1pouas nexapcTBeHHas MPOAYKLMS WIK NPOU3BOACTBEHHAs AesTelN
1.4.1. IlpousBoacTeo:

1.4.1.3. Ilpouast npoayKLus: aHTHOMOTHKM G€Ta-J1aKTAMHOTO psi

1.4.3. Ilpouee: BbIMyCKalOLIWI KOHTPOJIb KaUueCTBa (Bbll‘lyCK
JIEKapCTBEHHBIX GOpM (JTMODUIU3ATBI) U HECTEPUITbHBIX Jie
TBEpAbIE)

VnakoBka

1.5.2. BropuuHas ynakoBka

KoHTposnb kauecTBa

1.6.1. MUKpOOHOIOrHYECKHE UCTIBITAHUS: C

1.6.2. Mukpo6uonoruyeck1e UCTbITaHH

1.6.3. Xumuueckue (puznueckue) uc

1.6.4. buonoruyeckue UCTIbITAHUS,/

OrpaHuquu SICHH \bﬂme 3aMETKH,
Kacaloumeca 0 Hml cepTudUKaTa: HeT.

Anppociok b.H.,
3aMeCTUTelb
MuHuctpa 311paBoo

% BO (€C/1M TaKOBOE
JI Q JIYKALLEro)
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