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MVHNCTEPCTBO SI[PABOOXPAI%HMH PECITYBJIVIKV BEJIAPYCb

CEPTUO®UKAT

COOTBETCTBUSI ITPOMBIIIJIEHHOI'O ITPOU3BOACTBA
JEKAPCTBEHHBIX CPEACTB TPEBOBAHMAM
HAJUIEXKAIITEU TPOU3BOJCTBEHHOU ITPAKTHKH

Ne 0287/2025/GMP
Cpox neiictus ¢ 4 anpenst 2025 r. no 3 anpens 2028 r.

BbigaH no wuToram mnpoBeJeHMs HWHCNEKTHUpoBaHHS ((hapMalEeBTHUECKOW HWHCMEKLMH) B
COOTBeTCTBHU ¢ [lonoXkeHHEM O TMOpAAKe M YCIOBHSX HWHCNEKTUpPOBaHMS ((PapMaLgBTHUYECKOM
MHCIEKLIMH ) POMBILLIEHHOrO NPOM3BOACTBA JIEKAPCTBEHHBIX CPEACTB HA COOTBETCTBHE @ DOBAHUAM
Hapnexxaieid npou3BOACTBEHHON NpakTHKM, YTBEPXKACHHBbIM MocTaHOBIeHHeM(NMHUEHCTEPCTRA
3apaBooxpaneHus Pecny6nuku Benapych ot 18 HosOps 2020 r. Ne 102.

MuHHcTepeTBO 3apaBooxpaHenus Pecnybnuku benapych
(HOJIHOC U COKpall€HHOC HAMMEHOBAHUA YITOJTHOMOUYCHHOI0 Opra

NOATBEPIKIACT CleayoLee: Q:\“
npoBezieHa apmalieBTHYeCKas MHCIEKLUS X 6
ofuiecTBa ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO (<H”%OTCCT»(X\\

(I'IOJ'IHOC HauMEHOBAHUEC npomsoamenﬂ

X
Pecniy6auka benapycs, r. 'poaHo, yn/% A, 2(\\\

(aapec npoM3BOACTBEHHOM 110

Ha OCHOBaHUU:
npukaza MuHHcTepCTBa 3apaBooxpaHeHus PecnyGnuky ycs &@\3 mapta 2025 r. Ne 265 «O6
OpraHu3alMK HHCTIEKTUPOBAHHUSY.

Ha ocHoBaHMU CBEIEHUH, MOTYyUeHHBIXAIE % WHCIIEKTHPOBAHUs, MOC/IEAHEEe U3
KOTOpBIX Obl1O mpoBeneHo ¢ 1 anpens 2025 anlgg\l 2025 r., YCTaHOBJIEHO, YTO JAHHOE
dapmaLieBTHUECKOe MPOU3BOACTBO COOTBE seQoratusM Hannexaruell mpou3BOACTBEHHOM
NPaKTUKH, 3KBHBAJIEHTHOH Hpm{unn EBponeiickoro coroza Mo Haajexaueh
NpPOU3BOJACTBEHHONW NpaKTHKe neKa CTB JAJi1 MEIWLMHCKOrO ¥ BETEPUHAPHOro
ITPUMEHEHHUS U MPUHLIMIIAM CHCTeM ' a hapmauesTnueckux uncnekimii (PIC/S).

Hacrosiumii  ceprudukar ] ‘ePdTyC MPOM3BOJCTBEHHOM TUIOWAJAKH HA MOMEHT
npoBeaeHus (apMaLeBTHYEC 1@(% Mo MCTeueHUH Gojiee 3 JIeT OT JaThl MOCJEAHEro AHs
NOCJIEIHETO MHCMEKTHPOBaHU MO YUTAThCS JOKYMEHTOM, CBUIETE/ILCTBYIOIUM O CTaTyce
cootsercTBHa. Cpok TBUS c, ¢ukata MokeT OBbITb COKpallleH NPy  HWCIMOJb30BaHUH

COOTBeTCTBy}OMT@“ IleHl/lH pUCKaMHU NpH HAJTUIHH COOTBCTCTBy}OLHeﬁ 3ariyMcH B M0JIC

SRR

«OrpaHuueHus 1e 3aMeTKH, Kacaroliyecs o0JacTU TNPHUMEHEHHS! HACTOSILLEero
cepTudukaray
Cepm ar sBJIA }& JIeHCTBUTENIbHBIM B Cllyyae MNpEACTaBJIeHHs BCEX €ro JIMCTOB (Kak
OCHOB CTOB, Ta @aononumenbublx JINCTOB).
4HOOTR O,HJIHHHOCTb) HACTOSLIEro0 cepTUdUKAaTa MOXKHO MPOBEPUTb B Oaze NaHHBIX
Munuc paBOOXpaHeHHﬂ Pecnybnuku  bBenapyce, pacnonoxeHHOH 1o  ajpecy:
hitps: //mmzch,a ov by/ru/dlya-spetsialistov/lekarstvennaya-politika/inspektirovanie-na-sootvetstvie-
trebovanlv@gmp php (Peectp ceptudukaros GMP).
cepTuc]mKaT He TpeACTaBjieH B yka3aHHOW Oas3e JaHHBIX, clegyeT o0paTuTbCci B
yno%o, OUEHHBIH OpraH, ero BbIIaBUINIA.
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MMHNCTEPCTBO SHPABOOXPAI;IEHI/IH PECITYBJIVIKN BEJIAPYCh

CEPTUOUKAT

Ne 0287/2025/GMP

R R

[ JlekapcTBeHHbIE CPEACTBA IS MEAMLIMHCKONO NPUMEHEHHS
[ JlexapcTBeHHblE Mpenaparsl A1 KIMHAYECKUX HCCIIEA0BAHMIM (MCTIBITaAHMI)

Kog | HaumeHoBaHue

1. MTPOU3BOJACTBEHHBIE OIEPAIIMU - IEKAPCTBEHHAS ITPOAVKLIMA
1.2 HecrepunbHas npoayKuusi
1.2.1. HecrepunbHas mnpoaykuus (T€XHOJOrMYECKHE OMEpauud yis 110
CJIEAYIOLUHX JIEKAPCTBEHHbIX HOpM):
1.2.1.15. Tlpouas HecTepwibHas MNPOAYKLMSA: LEIbHOE ChIPbE, H3MEb

NOpOLIKH, cOOpBI
1.2.2. Beinyckaroiuii KOHTpOJib KayecTBa (cepTUdUKaLMs CEPUU) N
Ilpouas jiekapcTBeHHas MPOAYKLIUS WK MPOU3BOACTBEHHAS LleHTeﬂbHOL
1.4.1. Tlpon3BoacTao:;

1.4.1.1. PacTuTenpHas npoayKuus

1.4.3. Ipouee: XpaHeHHe FOTOBOM MPOLYKUMH 10 ajpecy: P

VYrnakoBka
1.5.1. TlepBuyHas ynakoBka:
1.5.1.15. Tlpoyass  HecTepwsbHas  JIEKAPCTBE
M3MEJIYEHHOE ChIPbe, MOPOUIKH, COOPBI
1.5.2. BropuuHas ynakoBka
Kontpons kavecTra &
1.6.3. Xumuueckue (pusnueckue) HeTb
Orpanuuenus WCHI/I ;
Kacaroluuecst 0@ @ HUs cepTUQUKaTa: A

1.2.2, 1.5.2, 1.6.3 pacnpocrpaHser A Ha HECTEPUIIbHYIO NPOAYKLMIO (TA0NeTKHY,
KarcyJibl TBEPBIE). fad -y

CrapogotiitoB A.T., o/

3aMECTHUTENb ,C_}Q

MunucTpa 31paBo@Xp us *rb'

Pecny6sinku beaapy \d.\

,.0THECTBO (ECJIM TAKOBOE
JTyKalluero)
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