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MVHVCTEPCTBO 30PABOOXPAHEHVS PECITYBJIVIKM BEJIAPYCh

CEPTUO®OUKAT

COOTBETCTBUsI TIPOMBIIIJIEHHOI'O ITPONU3BO/ICTBA
JEKAPCTBEHHBIX CPEACTB TPEBOBAHUAM
HAJJIEXKAIDEN ITPOU3BOACTBEHHOU INTPAKTUKHU

Ne 0293/2025/GMP
Cpok neiictBus ¢ 6 utons 2025 r. no 5 urons 2027 r.

BblgaH no MTOraM mnpoBeeHHs MWHCIEKTUPOBaHUS ((apMalEBTHUECKONH WHCIEKUUH)) B
coorBeTcTBUM ¢ [lonoxkeHHeM o mnopsake M YCJIOBUSIX MHCIEKTHpoBaHUs ((hapMaleBTAYECKOM
HHCIEKLMU) MTPOMBILLIIEHHOTO MPOM3BOACTRA JIEKAPCTBEHHBIX CPEACTB Ha COOTBETCTBHE TPeBOBaHUAM
Hannexamel npou3BOACTBEHHONW NPAaKTHKH, YTBEPXKIEHHBIM [OCTAHOBJIEHHMEM MMHUCTEPCTRA
3apaBooxpaHenus Pecry6nnku benapychb ot 18 HosiGps 2020 1. Ne 102.

MunucTepcTBO 31paBooxpaHeHus Pecny6amku Benapych
(moHOE ¥ CoKpallleHHOE HAUMEHOBAHHS YIOJHOMOYEHHOrO OpraHa)

HO,Z(TBep)K,H,aeT Cneﬂyfou_lee:
nposejieHa (hapMalleBTHUECKAs MHCTISKLIHS \\Q
WO

O6L[leCTBa C OI’paHl/lquHOﬁ OTBETCTBCHHOCTHIO <<Py6I/IKOH»
(monHOe HaMEHOBAHHUE MPOU3BOAUTESS) "\\,\‘

Pecny6nuka benapyce, Burebekas o61., r. Butebek, ya Makcuma I og't&ro, 62b
(ampec NPOW3BOJCTBEHHOM MJIOIAAKK) (b: N

Ha OCHOBaHWHU: %

npuvkasa MuHucTepcTBa 3apaBooxpaHeHus Pecny6nuku|\benapych Q@' masg 2025 r. Ne 542
«O0 opraHM3aLMM MHCTIEKTHPOBAHUS» M MNpuKasa, MuHUCTEPCTBa aBooxpaHeHus PecnyGnuxu
benapych ot 14 mas 2025 r. Ne 581 «O6 opraHusauyy MHENEKTH us».

Ha ocHoBanuu cBeseHuii, nosy4yeHHbIX MpW NpoBese UHCTIEKTUPOBAHUS, TIOCNEqHEe U3
KOTOpbIX ObIIO mpoBeneHo ¢ 2 wroHa 2025.r. mo 6 u 025 r., ycTaHOBJIeHO, UTO JaHHOE
(apmanieBTHYECKOE NPOM3BOACTBO COOTBERCTBYET TpefoBanusm Hainexauiel npou3BoACTBEHHOM
NpaKkTUKH, 3KkBUBasieHTHOM [lpuHuunam, u PykoBoactBy Esporeiickoro coro3a no Hajyiexaluei
NPOU3BOJACTBEHHOW MNpAaKTUKE JIEKAPEeTBEHHbIX C TB [JI5 MEIULIMHCKOTO M BETEPHUHAPHOIrO
NpUMEHEHU U npuHLUKnaM CucTeMs cmpy;umtf@ a hapmauesTuieckux nucnekuui (PIC/S).

Hacroamuit ceprudukatorpaxaer C MpPOMU3BOACTBEHHOH TUIOLWIAJKA HA MOMEHT
nposeleHUs dhapMalieBTHUECKOH ucheKugg [0 UCTeUeHUH Ooniee 3 JieT OT JaThl MOCAEHErO AHS
NoCeJHEro MHCNEKTUPOBAHHS HE MOXKET)CUUTAThCH JOKYMEHTOM, CBHICTENILCTBYIOLMM O CTaTyce
coorBeTcTBHA. Cpok AEHCTBHA ¢ Tiidukata MoxeT GbITh COKpallleH MNpU  HCNONb30BaHHH
COOTBETCTBYIOLIMX TNPUHLIHIOB Y €HHs PUCKaMK MPU HAJIMYMM COOTBETCTBYIOLLEH 3aMHCH B MOJIE
«OrpaHuueHus wiIm noxcnme\ ble 3aMETKH, Kacaroliuecs o0JacTH NpPUMEHEHUs HACTOSIIEro
cepTudUKaTay. * ‘

Ceprudukar sasnse ?:9 ACUCTBUTENIBHBIM B CJlyyae MPEJACTAaBJIEHUS BCEX €ro JIMCTOB (Kak
OCHOBHBIX"JTUCTOB, TaK 4 OTOIHUTESbHBIX JIMCTOB).

AYTEHTHUHOCTB,(IOJJINHHOCTb) HACTOSLLEr0 CepPTH(UKATA MOKHO MPOBEPUTH B 0a3e JaHHBIX
MuHueTepcTBa aBooxpaHeHus PecnyOnuku  Benapych, pacnonoxkeHHOM 1o aapecy:
https://minzdraggov.by/ru/dlya-spetsialistov/lekarstvennaya-politika/inspektirovanie-na-sootvetstvie-
trebovaniyam-gmp.php ( Peectp cepruduraros GMP).

E@ cepTMUQMKAT He MNpEICTAaBIeH B YyKa3aHHOW Gase JAHHBIX, CJEAYeT OOpaTHTbCS B
ynom;l\szm YEHHBIH OpraH, ero BolAaBLIMI.
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CEPTUOUKAT

Ne 0293/2025/GMP

[/ JlekapcTBeHHbIE CPEACTBA ISl MEAULIMHCKOrO MPUMEHEHUS
[ JlekapcTBeHHbIe Npenaparhbl 11 KITMHAYECKUX UCC/1E10BaHMM (MCTIBITAHM)

Kog | HaunMeHoBaHue

1. IPOU3BOJICTBEHHBIE OTNEPALIMHM - IEKAPCTBEHHA S ITPOJYKLIKA
1.1 CrepunbHas npoayKuus
1.1.2. TlonBepraemast pUHHULIHON CTepUIH3aLUK (Onepald 06paboTKU VIS ClieayoUuX
JIEKapCTBEHHBIX (hOpM):
1.1.2.2. Kunkue nexapcteeHHbie HOpPMBI MaIoro oobema
1.1.3. Beinyckarouuii KOHTPOJb kauecTBa (BbIMYCK CEPUM)
IIpouas nekapcTBeHHast POAYKLMS MK NTPOU3BOJCTBEHHAS AESTeNbHOCTh &
1.4.3. Ilpouee: ’@v
XpaHeHHe MaTepualloB M  MNpoaykuuu — Burebckas  obmacts; T. l%\-re&x,
yi1. Makcuma l'opekoro, 42]1-3, 42]1-4 (2-ii srax, nom. 1-22, 3-i otax, I—VI’\ —4-30),
625; N
KOHTpONb KauecTBa — Burebckas obnacts, r. Butebck, yi. Makcuma T,Q;blcoro, 42 ]1-3,
42 1-4 (2-# sTax), 62-2;
BBIITYCKAIOLUWI KOHTPOJb KayecTBa (BBITYCK CEPUM) — Bme6c1<a®&nacn>, r. Bureock,
yJ1. Makcuma ['opbkoro, 625.
VYnakoska ;\QJ\
1.5.2. BropuuHas ynakoBka N

(4

KoHTposs kayecrsa . >
1.6.1. MukpoOHonoruyeckre HCIbITalus; CTepM{lpaz\)'ﬁ“b
1.6.2. Mukpo6uosnoruueckre UCTbiTaHus: MHK%@BHOFK‘JCCK'&[ YUCTOTA
1.6.3. Xumnueckue (pusndeckue) chblTapr(O
1.6.4. Buosioruueckue UCnbIralus ‘\\V-)
OrpaHuueus Win HOSeHUTeNbHbIE 3aMEeTKH,
Kacatolyecs obnacHINIpUMeHEHHs cepTuduKara:
CPOK JE€HCTBHA JaHHOTO cepTuduKara ¢ Qameﬂ 10 2 JIET C y4ETOM OLEHKH BHYTPEHHETO PHUCKa,
NPUCYLIEro MPOU3BOACTBEHHON TUIOLaAKe, U pUcKa, CBS3aHHOrO ¢ COOJIOAEHHEM TpCGO'BgI‘I;w‘;I
GMP (1m0 pe3ynbTaTaM MHCHEKTUPEBAHHS). —
Craposoiitos AT, \Q\ BEPoy
3aMeCTUTEIb
MuHHCTPaSIPaBOOX] HUst
Pecniy6nvxw’ Benapyen

(bamunns, COOCTBEHHDE M3, OTYECTBO (€CHM TaKOBOE
*
MMegTes), J0KHOCTD CIyXKaLIEro)
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