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MVHWCTEPCTBO SIIPABOOXPAEHVIH PECITYBJIVIKV BEJIAPYCh

CEPTHOHUKAT

COOTBETCTBHS IIPOMBIILIEHHOT'O ITPOU3BOICTBA
JIEKAPCTBEHHBIX CPEJCTB TPEBOBAHUSIM
HAJUIEXKAIEA DPOM3BOACTBEHHOM MPAKTHUKY (GMP)

Ne 151/2020/GMP

BbI/IaH 110 UTOTaM MPOBEACHHUS MHCIIEKTUPOBAHUS B COOTBETCTBUM ¢ [lososkeHHeM 0 nopsiake u
YCJIOBUSIX WHCTIEKTUPOBAHUS IPOMBILNIEHHOIO TNPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB Ha
cooTBeTcTBME TpeboBanusaM Hagexalneidl NpoM3BOACTBEHHOM MpPAKTUKH, yTBEPXKIECHHBIM
NocTaHOBJIeHHEM MuHucTepeTBa 3apaBooxpaHeHus Pecniybmuku benapyce ot 18 Hos6ps 2020
r. Ne 102.

MunuctepcTBo 31paBooxpaHeHust Pecrybinku benapych NoATBEpXIaET ClieayIoLee:
TIPOBEIEHO MHCTIEKTUPOBaHHUE

Pecnybnunkanckoro YHHTApHO NPOH3BOACTBEHHOI 0 NpeAnpUsTUS
«BEJIMEIIIPEIIAPATBI», yuacrok NPOM3BO/JCTBA  JKHAKHX  CTEPHJbHBIX
JIEKAPCTBEHHBIX CPEACTB BO (iakoHax mexa Ne 5

(HaUMEHOBaHUE MPOU3BOAUTEIIS, npomBoszBeHﬁoﬁ(Lxx) m101aaKku(oK))
r. Munck, yi. Masikosekoro, 1, 1/1, nep. ®a6puunyca, 3/6, Berounslii npoesn, 7/1, 7/6,
7/11,7/12, Pecny6iuka Benapyce; Tea. +375(17) 228 10 12;
e-mail: medic@belmedpreparaty.com

(MecTo(a) HaXOXKACHUS, TeIe(OH, anpeC SAEKTPOHHOM TOYTHI)
Ha OCHOBAaHUMH:

npukasa Munucrepcra 31paBooxpanenus Pecny6iuxu Benapycen ot 06.07.2020 Ne 695
«O npoBeeHHH HHCIIEKTHPOBAHHUS»

Ha ocHOBaHMM CBeNEHHH, MOJY4YEHHBIX NMPU NPOBEJEHWM MHCIEKTHMPOBAHMS, TIOCIEAHEE M3
KOTOphIX OblT0 mnpoBefeHo ¢ 28 mo 31 wrons 2020 r., yCTaHOBIEHO, YTO JAaHHbIH
MPOU3BOJMTENIb  JIEKAPCTBEHHBIX CPEACTB  COOTBETCTBYeT TpeboBaHusaMm Hanexameit
NPOMU3BOJCTBEHHOM MPaKTUKH.

Hacrosiuumii cepruduxat oTpaxaer cTaTyc MPOU3BOACTBEHHOM(BIX) MIOMAAKH(OK) HA MOMEHT
NPOBEICHUSI UHCIICKTUPOBAHKS W MO UCTEYEHUHU 3 JIET OT AATHl MOCJEAHEro JHS IOCJEIHErO
MHCNEKTUPOBaHHUs HE NOJDKEH MPUHMMATBCS B KaueCTBE JOKYMEHTA, CBUAETENLCTBYIOLIETO O
cratyce coorsercTBus. [lpu onpemenenuu cpoka, Ha KOTOpBIM BbIgaeTcs CepTU(UKAT,
YUYHUTBIBAIOTCS MPHHLUMIBI YMPaBJIEHUWS PUCKAMU B COOTBETCTBUHM C JOKYMEHTAMH CHUCTEMBI
Ka4ecTBa (DPapMMHCIIEKTOpAaTa M OTPAXAIOTCs B Toje «OrpaHUYEHUs WM TMOACHUTENbHbIE
3aMETKH, Kacarolidecss 00NacTW INPUMEHEHHMs HacToswero ceprudukaray. Ceprudurar
SABJISIETCSl NEMCTBUTELHBIM B Clly4ae MpeICTaBICHUs] KaK OCHOBHBIX, TAK M JONOJHUTEIbHBIX
JIUCTOB.

AYTEHTHYHOCTh  (MOJJIMHHOCT)  HACTOSILLIErO0  CepTHGHKATa MOXHO MNPOBEPUTH  HA
odunmansHOM caiite MuHKCTepCTBa 31paBooxpaHenus PecnyGauku Benapych B rno6ansHoi
KoMIIbroTepHOW cetn Mutepuer: http://minzdrav.gov.by/ru/dlya-spetsialistov/lekarstvennaya-
politika/index.php
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M JlexapcTBeHHBIE IIpeNapaThI 11 MEIMITHHCKOTO IPUMEHEHHS
0 ®apmaneBTuyeckue cyOCTaHIIH
[ BeTepuHapHBIe JieKapCTBEHHBIE TPENapaThL

O Jleka

PCTBEHHBIE NIPEIapaThl JJIsl KIMHUYECKUX UCCIIEOBAHUM (MCIIBITAHMIH)

Kon

HaumenoBanue

HanmenoBanue BHIa NPOH3BOJCTBA, JEKAPCTBEHHOI (hopMBI

ITpoMbImIeHHOE NPOH3BOJCTBO CTEPHIILHBIX JIEKAPCTBEHHBIX CPEICTR H (HJIH)
bapmaneBTHYECKHX CyOCTAHIMIL M NX ONITOBAS peaaH3anus

1.1

JIeKap(!TBeHHbIe q)OprI, IIPOM3BOAUMBIC B ACCNITHIECCKHX YCJIOBHUAX

1.1.1

AKunkne nexapcTBennbie GopMbl

1.1.1.4

KaIUIU IJ1a3HbIe (Ha3aJIbHbIE)

ELLT

pacTBopsI Majioro oosema (100 mir unu mMenee)

1.3

Beinyckaommii KOHTPoJIb

3

IIpoMbinLIeHHOE NPON3BOACTBO GHOIOrHYECKHX (B TOM YHCIE
HMMYHOJIOTHY€CKHX) JI€KAPCTBEHHBIX CpPefcTB U (MiH) (hapMaleBTHYECKHX
cyOcTanmuii

3.1

CrepunibHble JleKapcTBeHHbIE (POPMEI

3.1.1

Kuaxue nexaperBeHnbie popMbl GHOTOTHYECKHX (B TOM HHCIIe
HMMYHOJIOTHYECKHX) JIEKAPCTBEHHBIX CPENACTB

3 LKLY

pacTBOpBI Masioro oovema (100 M1 uiu MeHee)

3.1.1.8

CYCIIEH3UHU

3.3

Brimy ckarommii KonTposn

9

IIpoMbImIIeHHOE IPOM3BOACTBO JEKAPCTBEHHDBIX CPEACTB B 4aCTH (PACOBKH U
(1) ynakoBKH JIEKaAPCTBEHHBIX CPEACTB M (HIH) apMameBTHIECKUX
cyOCTaHIMIA U NX ONITOBAs peau3anus

BTOPUYHAS yIAKOBKA JIEKAPCTBEHHBIX (HOpM

Briny ckarommii KoHTpOIL

KonTpoap kauecrsa

MI/IKpO6I/IOJ'IOI‘I/I‘{eCKHe HCIIBITaHUA: CTCPUIIBHOCTH

MI/IKpO6I/IOHOFI/I‘IeCKI/IC HUCIBITAaHUA: MI/IKp06I/IOJ'IOI‘I/I‘ICCKaSI YuCTOTAa
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~ MUHVCTEPCTBO 3/PABOOXPAHEHVA PECITYEJVKY BEJIAPYCh
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] CEPTH®HKAT
o Ne 151/2020/GMP

1113 XHMHUYECKHUE (U3NIeCKHe) UCTILITAHUS

o 1114 OUOJOTHYECKHE HCIIBITAHHS

| | OrpaHuYeHus Wi NOSCHUTEIbHBIE 3aMETKH, KACAIOIIHECT 00TacTH IPUMEHEHHS
| == cepTu(HKaTa: HET

- | 3amecturens MunucTpa —
['1aBHBIN TOCY 1apCTBEHHBIH :
i A A.A. Tapacenko
CaHUTApHBIA Bpad Z ;
Pecrry6nuxu Benapycs

Jlata BHECeHHSs H3MEHEHUI
22 ¢eBpans 2021 r.
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