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MVHMCTEPCTBO 3JIPABOOXPAHEHWMA PECITYBJIVKM BEJIAPYCh

CEPTHOUKAT

COOTBETCTBHUA IMTPOMBIINLIEHHOI'O ITPOU3BOICTBA
JIEKAPCTBEHHBIX CPEJCTB TPEBOBAHUSIM
HAJVIEXKAINEU ITPOAU3BOJACTBEHHOU TPAKTUKHA

Ne 0300/2025/GMP
Cpox neiicteus ¢ 11 aBrycra 2025 r. no 10 aBrycra 2028 r.

BbijaH 1o wWTOramM mNpOBEIEHMS HHCIEKTHPOBaHHs ((hapMaLEBTHUECKOH HHCIEKIMH) B
cooTeeTcTBHM ¢ [lonoskeHHeM O mnoOpsKe M YCIOBMAX MHCMEKTHpPOBaHMs (dapMalleBTHUECKO#
MHCIMEKLIWK) NPOMBILLIEHHOTO TPOU3BOCTBA JIEKAPCTBEHHBIX CPEACTB Ha COOTBETCTBHE TPeOOBAHMAM
Hannexawe#f npou3spoACTBEHHOH NpPaKTHKM, YTBEP/KISHHBIM MOCTAHOBIEHWEM MHMHHCTEpCTBa
3apasooxpanenns PecryOnuku benapyce ot 18 Hoabps 2020 r. Ne 102.

MuHucTepeTBO 3apaBooxpaHerns Pecniybnuiku Benapychs

(T[OJ'IHDC W COKpallleHHOS HAMMEHOBAHHKA YITOTHOMOYCHHOTO opraHa)
MOATBEP/KAAET Clienytollee:
npoBejeHa (JapMaLeBTHYECKAs MHCNIEKLIUS
pecnyONHKaHCKOro YHUTAPHOTO NMpou3BoAcTBeHHOro npeanpusaTus « BEJIMETIPEITIAPAThI»

(MonHOe HAMMEHOBAHHE NPOU3BOIHTENS)

Pecnybnuka Benapycs, r. Munck, yn. ®@abputmyca, 30 (ex Ne 2)

(agpec NPoOU3ROICTBEHHOMN MIOLLIAAKH)
Ha OCHOBAHHH:

npukasa MunKcTepeTBa 37paBooxpaHenus Pecny6nuku Benapyce ot 13 wrons 2025 r. Ne 700 «O6
OpraHM3al{y MHCMEKTHPOBAHHUMY.

Ha ocHosanuu cBeaeHMH, MONMYyYEHHBIX TNPH MPOBEJEHWH WHCTIEKTUPOBAHUS, MOCIEIHES W3
KOTOpBIX Ob1110 npoBeaieHo ¢ 4 aBrycra 2025 r. no 8 asrycra 2025 r., 11 aBrycra 2025 r., ycTaHOBJIEHO,
YTO JaHHOe (apMaleBTHUECKOE TIPOM3BOACTBO COOTBETCTBYeT TpeboBanusm Hamnexarieii
MPOM3BO/ICTBEHHOM MPaKTHUKK, SKBUBaNeHTHO#H [TpuHumnaM u PykosonctBy EBporneiickoro cowosa o
HaJeKaleH MPOM3BOACTBEHHOH NpaKTUKE JEeKAPCTBEHHBIX CPEACTB JUIS  MEIMIIMHCKOrO W
BETCPHHAPHOrO TNpPUMEHEHHA M npuHuMnaM CucTeMbl COTpyaHMYecTBA (dapMaleBTHYECKUX
uncnexuuii (PIC/S).

Hacrosawmii cepTudmkaT oTpakaeT CTaTyC TNPOM3BOACTBEHHOM TIUIOWIAKM HA MOMEHT
npoBefeHHs GapMaLleBTHUECKOH HHCTIEKLIMK W 1O MCTEYEHHH 00Jiee 3 JIET OT [JaThl NOC/IEIHEr0 JHS
MOCIEHEr0 MHCNEKTUPOBAHHS HE MOJKET CUMTATHCS JOKYMEHTOM, CBHIETENBCTBYIOUIMM O CTaTyce
cooreercTBHA. Cpok nedcTBus ceprudukata MoxkeT ObITb COKpalleH [pH  HMCHONb30BAHHH
COOTBETCTBYHOUIMX NPHHLMIIOB YIIPABIEHHS PUCKAMHU TIPH HAJIMYUH COOTBETCTBYIOLLEH 3aMucy B rione
«OrpaHuyeHHs WM TOSCHHUTENbHBIE 3aMETKH, KacalouiMecs o0nacTH TPUMEHEHHs HAaCTOSIIErO
ceprudUKaTar.

Ceprudpukar sipnsercs NeHCTBUTENbHBIM B Clydyae MPEACTABNEHMS BCEX €ro JIMCTOB (Kak
OCHOBHBIX JIMCTOB, TaK M AOMOJHUTE/bHBIX JIUCTOB).

AyTeHTHYHOCTb (MOTMHHOCTD) HACTOSALIEro cepTuduKaTa MOKHO NMPOBEPHTHL B 0asze QaHHBIX
MunncTtepeTsa  3apaBooxpaHeHHs —PecnyOnukum  Benapych,  pacrofioKeHHOH 10 ajpecy:
https://minzdrav.gov.by/ru/dlya-spetsialistov/lekarstvennaya-politika/farmatsevticheskiy-inspektorat-
ministerstva-zdravookhraneniva/index.php.

Ecin ceprudukar He npencTaBieH B yKasaHHOM 0asze HOaHHBIX, CleayeT OOpaTHTbCA B
YNOJHOMOYEHHbIH OpraH, ero BbIAaBILHIA.
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MWHVICTEPCTBO 3APABOOXPAHEHVIA PECITYBJIVIKV BEJIAPYCh

CEPTUDOHUKAT

Ne 0300/2025/GMP

] JlekapcTBeHHBIE CPEACTBA /TS MEAMIIMHCKOTO MPUMEHEHH
[1 JlekapcTBeHHbIE NpenapaThbl /i KITHHWYSCKUX UCCASA0BaHHH (MCnbITaHMH)

Kon |

HaumeHoBaHue

1. TPOU3BOACTBEHHLIE OTIEPALIMH - JTEKAPCTBEHHAX INPOAYKILIWA

14

CrepunbHas npoayKLus

1.1.1. IlpousBoaumast B acenTUHECKUX yCI0BUAX (onepaunu obpaboTku Al Clemyomux
JIEKapCTBEHHBIX hopm):

1.1.1.2. Y)Kunkue nekapcrenHbie hopmbl Manoro o6bema

1.1.1.3. Jlnocunuzate!

1.1.2. TMoasepraemas GuHUILHON cTepuin3auuy (onepatuu o6paboTky T CAEAYOIMX
NieKapcTBEHHBIX hopm):

1.1.2.2. XKunkue nekapcteeHHble hopMbl Maioro obbema

1.1.3. Beinyckarouuii KOHTpOJb KauecTBa (BbINYCK CEPUH)

buonoruyeckas JICKApCTBEHHAad NpoayKUHA

1.3.1. Buonoryyeckas JekapcTBEHHAs MPOIYKIMA:

1.3.1.2. UMmmyHoGHOMOrMYECKas MPOIYKLIUS

1.3.1.5. BuotexHonoruyeckas npoayKLus

1.3.1.6. Tlponykuus, BblAe/NeHHAs M3 XKMBOTHBIX MCTOYHWKOB MWJIM OpPraHoB (TKaHeH)
YesioBeKa

1.3.2. Boinyckaroiuii KoHTpos (cepTidukaius cepiu) (epeueHb BUAOB NPOAYKLHHK):

1.3.2.2. UmmyHOGHOTOrHYECKAS NPOAYKIINA

1.3.2.5. buotexHonoruyeckas NpoayKuus

1.3.2.6 IlponykumMs, BbieNeHHas W3 KUBOTHBIX MCTOYHMKOB WJIM OpraHoB (TKaHeil)
YenoBeKa

l'lpoqa.ﬁ JICKApCTBEHHAA NpOAYKIHA HIIH NPOU3SBOACTBCHHAA NCATCIbHOCTD

1.4.1. IIpou3BOACTRO:

1.4.1.3. Ilpoyas npoAyKLHsA: UMTOCTATHKH

1.4.3. Tlpouee:

XpaHeHHe MaTepUaioB ¥ MPOAYKLMH — I. MuHCK, betonnsiit npoesn, 7/1, 7/6-2, 7/6-4,
7/11, 7/12, yn. ®abpuumyea, 30, nep. @abpuuumyca, 3/6, yn. Masikosckoro, 1/6, 1/22;
KOHTpPO/b KayecTBa — r. MuHck, yn. @abpuunyca, 30, yi. Maskosckoro, 1/10;
BbIMYCKAIOLIMH KOHTPOJIb KAYECTBA (BRINYCK ceprK) — r. Munck, yn. @abpuumyca, 30.

VYnakoBka

1.5.2. BropuuHas ynakoeka

KoHTposnb kayecTsa

1.6.1. Mukpobuonoruyeckie UCIbITAHUA: CTEPHILHOCTD

1.6.2. Mukpo6uonoryyeckue UCNbITaHUA: MUKPOOHOIOrHYeCcKas YHCTOTa

1.6.3. Xumuueckue (hU3HUECKUE) UCTIBITAHUS

1.6.4, BHONOrH4YecKUe UCIbITAHUS

OFPaHH‘-IeHHH WJIH NMOACHHUTEJIbHLIC 3aMETKH,
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MMHMCTEPCTBO SILPAB'OOXPHPM PECITYBJIVIKM BEJAPYCh

ANRAARAIIUN

%

CEPTUOUKAT

Ne 0300/2025/GMP

Kacaroluecs o0IacTi npuMeHeHus ceprudukaTa;
nelcTBre cepTiduKaTa pacnpocTpaHIeTcs Ha:

JeHCTBHE IaHHOTO CepTH(MKATA PACTPOCTPaHASTCA Ha MPOU3BOACTRO JIEKAPCTBEHHBIX CPENCTB B
uexe Ne2: y4acTOK MO MPOM3BOACTBY MPOTHBOOMYXONEBLIX IPENapaToB (LUTOCTATHKH) BO
(IaKoHax; y4acTOK MPHIOTOBJECHHS W PO3/IMBA PAacTBOPOB MPOTHBOOMYXOJIEBLIX MPENapaTros B
aMmnynax W (rakoHax, yyacTOK YMaKOBKH MPOTHBOOMYXOJNEBbIX MPENapaToB B amiyjax u
chnakoHax;
1.1.1.2, 1.1.1.3, 1.4.1.3, 1.5.2 — yyacToK MO NPOW3BOACTBY MPOTHBOOIMYXOJIEBLIX MPENapaToB
(mToCTaTHKM) BO (hrakoHax;
1.1.1.2, 1.1.1.3, 1.1.2.2, 1.3.1.2, 1.3.1.5, 1.3.1.6, 1.5.2 — yu4acTOK npuromsneﬂuﬂu po3
pacTBOPOB MPOTHUBOOIMYXOJIEBBIX TIPENnaparoB B aMmynax H qma yi o KH
[POTUBOOIYXOJEBLIX MPENapaToB B aMIynax u (rakoHax.

Crapogotitos A.l".,

3aMECTHTEIb

MunncTpa 31paBoOXpaHeHHs

Pecrniybnuku bBenapycs
(pamunig, cobeTBEHHOE MM, OTYECTBRO (£C/H TAKOROE
HMMeeTCs), JOMKHOCTh CNYKALIET0)

3 nekabps 2025 r.

(nara noanucanus)
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