CEPTHOUKAT

COOTBETCTBUS NPOMBIIIJIEHHOI'O ITPOU3BOICTBA
JEKAPCTBEHHBIX CPEJICTB TPEBOBAHUSIM
HAJUTEXXALLEN TPOU3BOJACTBEHHOM INPAKTUKH (GMP)

Ne 219/2022/GMP ‘-

' BBLITAH 10 UTOram TIPOBEJIEHUs] MHCIEKTUPOBAHHUS B COOTBETCTBHH ¢ llonokenuem o
TOPAZIKE H yCIOBUSAX HHCIEKTHPOBAHMS IIPOMBILIUIEHHOTO TIPOM3BOJICTBA JIEKAPCTBEHHBIX
licpefcTB Ha coorBercTBUE TpeboBanusM Hamnexarmeit IIPOM3BOACTBEHHON TNPAKTHKH,
| YTBEPXKICHHBIM  ITOCTAHOBICHHEM MHMHHMCTEpPCTBA  31paBOOXpaHeHus Pecry6imku
benapycs ot 18 nHosi6pst 2020 r. Ne 102.
MuHKCTEPCTBO 3APaBOOXPAHEHHUS] Pecmy0Gniku benapych moaTBepkaaeT clieyoniee:
NPOBEIEHO HMHCICKTHPOBAHKE
- peciyO/IMKaHCKOTO YHHTapHOTO MPOM3BOACTBEHHOTO IPEANpUsTHs «Benveanpenapars
(HaumMeHOBAHHE MPOU3BOANTENS, IPOM3BOACTREHHOM(BIX) THIOIALKH(OK))
220007, r. Minck, yi. @abpunmyca. 30; 220006, r. Munck, yii. Maskosckoro, 1, 1/1, 1/10;
11 220036, r. Munck, berounstii npoesn, 7/1, 7/6-2, 7/6-4, 7/11. 7/12. Pecny6iuka Benapych:
| ren. +375(17)2783312; e-mail: medic@belmedpreparaty.com

MecTo(a) HaxoxACHHs, TeNedOH, AIPec IEKTPOHHOH NOUTHI)

| KOTOPBIX ObUIO TIpoBedeHo ¢ 12 mo 16 cenrsGps 2022 r., yCTAHOBIEHO, YTO J[AHHBIN
nponsnoamenb TIEKapCTBEHHBIX CPEJICTB COOTBETCTBYeT TpebopanusM Hamnexauei

nponsaoncmeunon IPaKTHKH.
Hacmaumu cepruduKaT OTpaXkaeT CTAaTyc MPOM3BOJCTBEHHOM(BIX) MIOIMAAKH(0OK) Ha
MOMEHT TIPOBEICHAS HHCIIEKTHPOBAHKS | 110 MCTEYEHHMH 3 JIeT OT JATHI IOCIEHEro IHs
| [IOCJIC/IHEIO0  MHCICKTHPOBAHUS HE JODKEH IIPUHHMATBCS B KauyecTBE JOKYMEHTa,
 CBUIICTEIBCTBYIOMIETO O CTaTyce COOTBeTCTBUsA. [Ipu ompeseneHMr cpoka, Ha KOTOpBIN
| BBLIAETCS! CepTU(UKAT, YIHTHIBAIOTCS IPUHITAITE] YIIPABICHHS PHCKAMH B COOTBETCTBHH C
| IOKYMCHTaMH  CHCTeMBI KadecTBa (DapMHUHCIEKTOpara U OTPaXalTcs B I0Je
| «OrpaHuveHVs WM TOACHUTEIBHBIC 3aMETKH, KaCAIOMMECS OONACTH PUMEHEHHs
Hacrosero  cepruduraran. Ceprudukar sBisIeTCs AeHCTBUTENBHBIM B - ClTydae
 TIPE/ICTaBJICHUS KAK OCHOBHBIX, TAK H JOMOIHUTENBHBIX JTHCTOB.
AYTBHTH‘IHOCTB (TOJUIMHHOCTB) HACTOAIIEr0 CEPTU(UKATA MOXKHO MPOBEPUTH HA
O(l)H[IHaﬂI)HOM caiite MunucrepctBa 3jpaBooxpaneHus PecrnyGimku Benapych B
§ rnobanbHol KOMIBIOTEPHOH ceTn MHTEpHET.
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MMHUCTEPCTBO SI[PABOOXPAHEHVIH PECITYBJIMKW BEJIAPYCb

CEPTUOUKAT
Ne 219/2022/GMP

[ JlexapcTBeHHBIE NPENAPATHI IS MEUITHHCKOTO MPHMEHEHHUS]

[] dapmanesTuueckue cybcTaHIuM

L] BerepuHapHble JieKapCTBEHHEIE MIPENapaThl

] JlekapcTBeHHBIE NpenapaTh A1s KITMHHYECKUX HCCIe0Banmil (MCIbITaHui)

Kox

| Haunmenosanune

HaumenoBaHue BH/IA IPOM3BOACTBA, JeKAPCTBEHHO# dopMbl

IIpoMbImaennoe NPOH3BOACTBO CTEPHJIBHBIX JIEKADCTBEHHBIX CPeICTB U
(mym) papmaneBTHUECKHX CYOCTAHIHI M MX ONITOBAN PeAJTH3AMS

JlekapcrBeHHbIe (pOPMBI, IPOU3BOANMBIE B ACENTHYECKHX YCJTOBHAX

Kunjaxkue jJekapcrBeHHbIe (GopMBbI

pacTBOphl Maoro o6sema (100 My uu MeHee)

Brinmyckaommii KOHTPoJIb

IIpoMbImIeHHOE NPOU3BOACTBO OHOIOTHYECKHX (B TOM YHC/IE
HMMYHOJIOTHYE€CKHMX) JIeKapCTBeHHBIX cpelcTB H (1K) papManeBTHYECKHX
cyOCTAHIMI 1 X ONITOBAs peaH3anusg

3.1

CrepuibHbie JieKapcTBeHHbIE OPMBI

3:1:1

Kunkue exapcTBeHHbIE GOPMBI GHOJOrHYECKHX (B TOM YHCIe
HMMYHOJIOTHYECKHX) JIEKAPCTBEHHBIX CPE/ICTB

3.1.1.7

pacTBOpEl Masioro oosema (100 My uiau MeHee)

11

KonTpoas kauecTsa

11.1

MHKpOﬁHOJIOI’PI"—'IECKHe HCIIBITAHUA: CTEPHIIBHOCTH

11.2

MHKDOGHOJIOFH‘-IGCKHB HCIIBITAHHA: MHKpOﬁI'IOJIOI‘I/I'-IECKa}I HUCTOTa

11.3

XUMHYeCKHE ((hHU3NIECKHE) HCTTBITAHUS

114

OHONIOTHYECKHE HCIIBITAHUS

Orpannyedus MM TIOSCHHTENBHBIE 3aMETKH, Kacaioluecs o0JacTH IpHMEHEHHs
ceprudrkara:
|| HeiicTue jganHOrO cepTH(HKaTa PaclpoCTPaHIETcs Ha MPOMBINLIEHHOE Hp0H3BOJICTBO

|| IeKapCTBEHHBIX IPEIAPATOB B IPEAHANOIHEHHBIX MpHIax (1ex Ne 5).
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‘3amectutens MuHUCTpa
3)1paBO0XpaHeHPI$I

PﬂCl’l’}fﬁﬂPlKH BellapyCB 1 ) A : H.B_qepeﬂHquHKo

| Tlata nozmmcanus
11 HOs1Opst 2022 r.

m.w“! I

T

ESSSLILIY

=

s

FF

ST

£

SRRV

AEEEmms e







