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CEPTHOUKAT

COOTBETCTBHS NIPOMBIIIJIEHHOI'O IIPOU3BOACTBA
JEKAPCTBEHHBIX CPEJACTB TPEFOBAHUSIM
HAUTEXKAIIEN ITPON3BOACTBEHHOM [TPAKTHKH (GMP)

Ne 165/2021/GMP

BBIIAH 110 MTOram MpPOBEACHHUsI MHCTIEKTUPOBAHMS B COOTBETCTBUH ¢ I10I0MKEHUEM O NopsAKe U
YCJIOBUAX HMHCIIEKTUPOBAHUS MPOMBIIUICHHOTO MPOU3BOACTBA JIEKapCTBEHHLIX CPEACTB Ha
COOTBETCTBHE TpeOoBanuaM Hamexaiell npousBoacTBeHHOMN NPaKTHKH, YTBEPXKAECHHEIM
NOCTaHOB/IEHHEM MHHUCTEPCTBA 31paBOOXPAHEHN S PecryGnnku Benapyce ot 18 HosiGps 2020

T. Ne 102.

MunucTepeTBo 3apaBooxpanenus Pecry6uku benapycek noarsepxxaaer cienyromee:
NPOBEAEHO HHCIEKTUPOBAHHUE

PecnyGankanckoro YHUTapHO NPOU3BOCTBEHHOIO NpeAnpUATHS

«bEJIMENITPEITAPATBI», npoussoacrso JIEKAPCTBEHHBIX CPEeACTB B Gopme TablieToK
U KancyJ (uex Ne 4) '

(HanmeHOBaHWe NpoU3BOAMTENS, MPOM3BO/ICTBEHHOM(BIX) MIOMIAAKK(0K))
r. Munck, nep. ®abpunuyca, 3, 3/6, yn. ®abpuunyca, 30, BeToHnbIii npoesn, 7/6, 7/11,
7/12, Pecniy6sinka Benapyce; Ted. +375(17)2281012; e-mail: medic@belmedpreparaty.com

(MecTo(a) HaxoxaeHHus, TeNe(OH, apec NEKTPOHHOM N0YTHI)

Ha OCHOBaHUMU:
| npuka3a MunucrepeTBa 3apaBooxpanenust Pecny6inkn Benapyes ot 30.12.2020 Ne 1414

«O npoBeleHMH HHCHEKTHPOBAHHS; npukasa MuHHCTepCTBA 31paBOOXpaHEHHS]
Pecny6iinkn Beaapyesr ot 21.01.2021 Ne 56 «O6 H3MEeHeHHH npuka3a MuHucTepeTBa
3apaBooxpanenusi Pecnybmmkn Benapyces ot 30.12.2020 r. Ne 1414y

(yxasath ocHOBaHue)

Ha ocnoBanun ceenenuii, momyuennpix NpU MPOBEACHUM WHCNEKTUPOBAHMS, MOCNEAHEE U3
KOTOPbIX OBLIO TMpoBeneHO ¢ 26 no 28 aHBapst 2021 r., ycTaHOBNEHO, YTO AAHHBIH
TPOU3BONIUTENE  ICKAPCTBEHHBIX ~ CPEACTB  COOTBETCTBYET TpeboBaHusmM  Hapnexaueit
TPOM3BOJICTBEHHOM MPAKTHKH.

Hacrosmmit ceprudpukar OTPAXKACT CTATyC NMPOU3BOACTBEHHOM(BIX) MIOWIANAKM(OK) HA MOMEHT
MPOBENICHUA MHCIICKTUPOBAHMSI M 110 MCTEYEHUH 3 JIET OT ATl MOCIEHErO JIHS TIOCJIEHEro
MHCTICKTUPOBAHUS HE JOJDKEH NMPHHUMATHhCS B KAYECTRE NOKYMEHTa, CBUAETEIBCTBYIOIETO O
cratyce coorsetctsus. Ilpu ompenenenwu cpoka, Ha KOTOpbIH BblIaeTcs ceprudukar,
YYUTBIBAIOTCS NPUHLMIIBL YIIPABACHUS PUCKAMH B COOTBETCTBHU C JIOKYMEHTAMH CHCTEMBI
KauecTBa (APMUHCIIEKTOPATa M OTPaXaloTcs B Molie «OrpaHMyYeHHs] WM MOSCHUTEbHBIE
3aMETKM, KacatolMecss OONaCTH MPUMEHEHHsI HACTOSILIEro ceprudukaray. Ceprudukar

SIBJISICTCS] I€HCTBUTENILHBIM B Clly4ae MpeaCTaBICHUST Kak OCHOBHBIX, TaK U HOIOJHUTEJbHBIX
JIUCTOB.
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MMUHVICTEPCTBO SJIPABOOXPHV[H PECITYBJIVIKV BEJIAPYCb

CEPTUOUKAT
Ne 165/2021/GMP

M JlexapcTBeHHbIE IIPETIAPATHI ISl MEIMITHECKOTO IPUMEHEHHS

[0 ®apmanestuueckue cybcTanmy

L1 BerepunapHble JieKapCTBEHHEIE TIPENapaThl

0 JlexapcTBeHHbIe Npenaparsl A1 KTHHIYECKIX HCCIeI0BAHMI (MCTIBITaHMIA)

Kox HaumenoBanue

HanmenoBanue Buia Npou3BoJCTBA, JIEKAPCTBEHHOH (hopMbI

IpombImIIeHHOE NPOM3BOACTBO HECTEPHIBLHBIX JIEKAPCTBEHHBIX CPEACTB U
(nim) papmaneBTHIECKHX CyOCTAHIMIA M MX ONITOBAS peaTH3ALMUS

Teepaple nexapcTBennpie (OpMBI 115t IpHEMa BHYTPh
KaIICy JIbI :

TabJIETKH

TaOJIETKH, TOKPBITHIE 0O0JIOUKOM

Beimyckarommuii KOHTpPoJIL

ITpombImIeHHOE IPOU3BOACTBO GHOJOTHYECKUX (B TOM YHCIIE
HMMYHOJIOTHY€CKHX) JIEKAPCTBEHHBIX cpeacTs H (1ian) papManeBTHIECKHX
cyOcTaHUMIi M UX ONITOBAs PeaM3anus

Teepasbie exapcTBennbIe HOpPMbI

KaTICyJIbl

TaOJIETKH, TOKPBITHIE 000IOUKOM

Beimy ckaromuii KOHTpPoJIbL

HpOMBIlHJ’leHHOC IPONU3BOJACTBO JEKAPCTBCHHBIX CPEACTB U3 JIEKAPCTBCHHOI' 0
PAaCTHTEJBHOIO ChIPbA M UX OIITOBAaS peaju3anus

JIeKapCTBeHHbIe (l)OprI N3 JJEKAPCTBEHHOI'0 PACTHTEJHbHOI'0 ChIPbs

KarcyJibl

Beiyckaromuii KOHTpoJIb

IIpomblnIIeHHOE IPOU3BOACTBO JICKAPCTBEHHDIX CPEICTB B 4ACTH (PACOBKH H
(ni1i) ymaKoBKH JIeKaPCTBEHHBIX CPENCTB U (WIH) papMaLeBTHYECKHX
cyOcTaHUMIi M UX ONITOBAs peaIu3anus

BTOpHYHAs yIIAKOBKA JIEKAPCTBEHHBIX (POpM

Q)aCOBKa H IICpBUYHAA YIIAKOBKA HECTCPHUIILHBIX JIEKapCTBECHHBIX CI)OpM

Jlucr2 u3 3

0000454




| MVIHVICTEPCTBO 3/IPABOOXPAHEHVA PECITYBIIVIK BEJIAPYCb

CEPTUDOUKAT
Ne 165/2021/GMP

9.9 Boimyckaromuii kouTpo.is

11 Konrtpoas kauecra

1.2 MHKPOOHOJIOTHYECKHE HCIIBITAHKS: MUKPOOHOJIOTHYECKAS YHCTOTA

11.3 XUMHYCCKHE (PU3HIECKHE) UCTIBITAHHUS

OrpaHuYeHus WITH [OSCHUTETBHEIE 3aMETKH, KACAONIHECS 0OACTH IPUMEHEHUS
cepruduKaTa: HeT

3amectutens Munucrpa — [ aBHbIiL
roCy 1apCTBEHHBIN CaHUTAPHBIN BPAY =~ 35 4, A.A. TapaceHko
Pecmy6imuku Benapych i ’ '

Jlara noanucanms
14 mas 2021 r.

Jner 3 w3 3
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