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CEPTHOUKAT

COOTBETCTBMSI IPOMBIIIJIEHHOI'O IPOU3BOJACTBA
JIEKAPCTBEHHBIX CPEJCTB TPEBOBAHHUSIM
HAJUIEKAIIEN MPOU3BOJACTBEHHOI NPAKTUKH (GMP)

Ne 159/2021/GMP

BHIJAH [0 HTOTaM IIPOBEICHUS HHCIIEKTHPOBAaHWS B cOOTBeTcTBHM ¢ Ilosoxenumem o
HOPSIIKE M YCIOBUSX HWHCIIEKTHPOBAHUS NPOMBIIUIEHHOIO IIPOM3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB Ha COOTBETCTBHE TpeOoBaHUsIM Hamnexameld NPOU3BOACTBEHHON IIPAKTHKH,
yTBEPKICHHBIM ITIOCTAaHOBJICHHEM MUHHCTEpCTBa 3apaBooxpaHenus Peciiy6iuku benapycs
ot 18 Hos0pst 2020 r. Ne 102.

MuHHCTEPCTBO 3ApaBooxpaHenus PecmyOnuku benapych NOATBEPKIAAET CIEAYIOLIEE:
MPOBEIEHO HHCTIEKTUPOBAHUE

OTKpBITOro akuuoHepHoro oGuiectea «HecBukcKkuii 3aBOA MeJHIHHCKUX NpPeNapaToBy,
YYACTOK MO YNAKOBHIBAHHIO GajIK-NPOAYKTA (exa MeIMIUHCKHX NpenapaToB U Jpyroi
NPOAYKIHH)

(HauMeHOBaHWe MPOU3BOAUTES, IPOU3BOCTBEHHOM(bIX) MIOLIAAKHU(OK),
222603, n. Annba, ya. 3asoackas, 1, 1/6, 1/8, HecBmxckuii p-H, MuHckas 00/1acTh,
tes1. (01770) 62061, e-mail: priem@nzmp.net

MecCTo(a) HaXOXKAeHuUs, TeNedOH, anpec NeKTPOHHON MOYTHI)
Ha OCHOBAHHH.

npuxaza MunucrepcTsa 3apaBooxpanenusi Pecny6nuku Beaapyces or 30.12.2020 Ne 1414
«O npoBeJleHNH HHCIIEKTHPOBAHUSD.

(yka3aTs OCHOBaHUE)
Ha ocHoBaHuM CBelIeHMH, MOJTyYCHHBIX NPHU MPOBEAECHUM WHCIEKTUPOBAHMS, IMOCJIEAHEE U3
KOTOpbIX OblIO0 mpoBeseHo ¢ 13 mo 15 suBaps 2021 r., yCTaHOBJIEHO, YTO JaHHBIH
TPOU3BOAMTEND JIEKAPCTBEHHBIX CPENCTB COOTBETCTBYeT TpeboBanusM Hagnexameit
NPOW3BOJCTBEHHOM MPaKTHKHU.
HacTrosuii cepTudukar OTpaxkaeT CTaTyc MPOU3BOACTBEHHON(BIX) MIOIAAKU(OK) HA MOMEHT
NPOBEJCHUSI MHCNIEKTUPOBAHUS U MO UCTEYEHHHM 3 JIeT OT AAThl MOCIEAHEro AHs MOCJIEIHErO
WUHCIIEKTHPOBaHUS HE JIOJDKeH MPUHUMATHCS B KAa4eCTBE JOKYMEHTa, CBUIETENbCTBYIOLIErO O
craTyce cooTBeTcTBMA. [Ipu ompeneneHWM cpoka, Ha KOTOpBIM BblJaeTcs cepTUdUKar,
YUHTHIBAIOTCS MPUHLMUNBI yHPaBJieHHS PUCKAMH B COOTBETCTBHMM C JOKYMEHTAMM CHCTEMEL
KayecTBa (pApMUHCIIEKTOPATAa U OTpakaloTcs B Tone «OrpaHAYeHMsl MM TMOSCHUTEIbHBIE
3aMeTKM, Kacarouidecs O0O0NacTH MNpPUMEHEeHUs HacTosimero cepTudukata». CepTuduxar
SBJSETCS NeHCTBUTENBHBIM B Cllyyae MpeACTaBICHUS] KaK OCHOBHBIX, TAK M JOMOJHHMTEIBHBIX
JIUCTOB.
AYTEHTHYHOCTh  (NMOJUIMHHOCTB) HACTOALIETO0  CepTU(UKATA MOXKHO TPOBEPHUTH Ha
obuMansHoM calite MuHHCTEpCTBa 3apaBooxpaHeHus: PecnyOiuku benapych B riobaibHOH
KOMNBIOTEpHOH ceTu MHTEepHeT.
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* MMHVICTEPCTBO 3IPABOOXPAHEHA PECITYBJIVIKV BEJAPYCh

\chhohohohhehodshedoh:

CEPTHOUKAT
Ne 159/2021/GMP

M JlekapcTBeHHBIE MpemapaThl IJisk MEIUIIHCKOr0 IIPHMEHEHUS

O ®apmarieBTHYECKYE CYyOCTAHITAN

O BerepuHapHBIe JIEKapCTBEHHBIE [IPENaparhl

-0 JlexapCTBEHHBIE MpenapaThl I KIMHIYECKUX MCCIeIOBAHUN (MCIBITAHUH)

i

L

delehcdchsletobeholhaedobohdapoohold

Koz HaumeHoBaHue

HaumeHnoBaHnmne Buia NPOH3BOJCTBA, JIEKAPCTBEHHOM (hopmbl

IIpombinLIeHHOE MPOU3BOICTBO JEKAPCTBEHHbBIX CPEICTB B YacTH (paACOBKH H
(M1M) YIAKOBKH JIEKAPCTBEHHBIX cpeacTB U (1) apManeBTHIECKHUX
CyOCTaHIIUI ¥ MX ONITOBAsl peaTu3anus

9.1 BTOPUYHAsS YIIaKOBKA JIEKAPCTBEHHBIX POPM

9.9 Brinyckaromuii KOHTPOJIb
11 KonTpoap kauecrBa

111 MHKPOOHOIOTHIECKUE UCTIBITAHMS: CTEPUIIBHOCTD

foholotoledelalohiodehabobolalelelobbaletotalohotolel

11.2  |MHEKpOOHONOTHYECKUE UCIIBITAHUS . MUKPOOHOIOIHYECKast YUCTOTa

5 3% XUMUYeckue ((pu3ndecKre) UCIBITaHus

114 OMOJIOTMYECKHE UCITBITAHUS

OrpaHUYCHUS WK MOSICHUTEFHBIE 3aMETKH, Kacarolyecs 00JIacTH IPUMEHEHHUS
cepruduKara: HeT.

3amecturtens MusuCTpa —
['maBHEBIN rocyqapcTBEHHBII
CaHUTAPHBIN Bpad

Pecny6nuku bBenapyce - X A.A. Tapacenko

Jlata moamucanus
23.02.2021
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