XS

MVHWCTEPCTBO SILPABOOXPHVIH PECITYBJIVIKV BEJIAPYCb

CEPTH®MKAT

COOTBETCTBUSI TPOMBIUIJIEHHOT O ITIPOU3BOICTBA
JEKAPCTBEHHBIX CPEJICTB TPEFOBAHUSIM
HAUTEKAIEX TPOU3BOACTBEHHOM MPAKTHUKY (GMP)

Ne 200/2021/GMP

BBIAH II0 UTOraM IIPOBENCHHUS MHCIEKTHPOBAHHS B COOTBETCTBHU C [lOOXKEHHEM O
TIOPAZIKE U yCIOBUAX MHCIEKTHPOBAHHUS MPOMBIIIICHHOIO ITPOM3BOICTBA JTEKAPCTBEHHBIX
CPEeACTB HAa COOTBETCTBHME TpeboBaHusM Hanmexamrell IpPOH3BOACTBEHHOH IPAKTHKH,
YTBEPKICHHBIM NIOCTaHOBIICHIHEM MuHucTepeTBa 3apaBooxpanerus PecyGuku bemapych
ot 18 Hos6ps 2020 . Ne 102.

Munncrepetso 3apaBooxpanenus Pecry6muxu benapycs MOATBEPKAAET CeAyIolIee:
IPOBEJEHO HHCIICKTUPOBAHHE

OTkpeITOre akuuoHepHoro obmecrsa «HecBuKeKuil 3aB0 MeTHIHHCKHX npenapaTroB»

(HAMMEHOBAaHUE NPOU3BOMNTENS, IPOU3BOJICTBEHHOM(BIX) MIOWAAKA(OK),
222603, n. Ann6a, ya. 3aBoackas, 1, 1/6, 1/8, 1/12, HecBuskekuii p-H, MuHckas 06aacTb,
Te1. (01770) 62061, e-mail: priem@nzmp.net

MECTO(a) HaxoxkIeH s, TenedoH, aJlpeC NIEKTPOHHOM TIOUTEI)
Ha OCHOBAaHUU:

npukasa MuHHCTepcTBa 31paBooxpanenus Pecny6ankn Benapycs Ne 1120 ot 16.09.2021
«O npoBe/leHHH HHCIEKTHPOBAHUS.

(yxa3arb OCHOBaHue)
Ha ocHoBanwu cBeleHMit, MonyuyeHHBIX MpH MPOBEACHHM WHCTIEKTHPOBAHUs, MOCJEIHEE M3
KOTOPBIX OBUIO mpoBefieHO ¢ 25 mo 28 okTabps 2021 T., yCTAHOBIEHO, YTO JAHHEL
NIPOHU3BOUTE/Ib  JICKAPCTBEHHBIX  CPEACTB  COOTBETCTBYeT TpebGoBanuaM Hamnexarmei
NPOU3BOJCTBEHHOH MPAKTHKH.
Hactosmwii ceprudukar otpaxaer craryc NPOU3BOACTBEHHOM(BIX) IUIOMAAKH(OK) HA MOMEHT
TPOBEACHHS WHCICKTHPOBAHMS U MO UCTCYEHUH 3 JIET OT HATHl MOCJIEIHEro AHS MOCIEIHErO
MHCNICKTUPOBAHMS HE NOJDKEH MPUHUMATHCS B Ka4eCTBE JOKYMEHTA, CBUAETENBCTBYIOLIETO O
craryce cooreeTcTBus. Ilpu onpeneneHun cpoka, Ha KOTOPHIH BBIIAETCS cepTuduKar,
YUUTHIBAIOTCS MPUHLMIbGI YIIPaBICHHUSI PUCKAMU B COOTBETCTBUM C JOKYMEHTAMH CHCTEMBI
KauecTBa (hapMHHCIEKTOpaTa M OTpaXkaroTes B moje «OrpaHHYeHHs] WM TOSCHHTENBHBIC
3aMETKH, Kacalollkecs 00JacTH NPUMEHEHHs HACTOSIIErO CepTH(hUKATAY. Ceprudukar
SBJIACTCA JIEHCTBUTE/IBHBIM B CITydae IPEACTABICHHS KaK OCHOBHBIX, TAK M JOMOTHUTEIBHBIX
JHCTOB.
AYTEHTHYHOCTb  (MIOMIMHHOCTE)  HACTOSIIETO  CePTHHMKATA  MOXKHO NpPOBEPUTH  Ha
oduumansHOM caiite MunucTepcTBa 31paBooxpaHeHus Pecry6mmku benapyce B rnobansHoit
KOMITbIOTepHO# cetn MHTepHeT.

Jucrlu?2




CEPTUOUKAT
Ne 200/2021/GMP

b JlekapcTBeHHBIE IpenapaTh! i MEIUITUHCKOTO IPUMEHEHHS
[J dapmanesruueckue cy6cTaHmm
[] BerepunapHsIe ieKapcTBEHHEIE TPENapaTH!

0] JlexapcTBEHHBIE MpenapaTh! IS KITHHUYECKAX HCCIeT0BAHMI (ucrmbITaHuUit)

Kon HaumenoBanue

HaumeHoBaHue BUIA IPOM3BOCTBA, JIEKAPCTBEHHOIT (hOPMBI

IpomblmieHHOE MPOH3BOICTBO CTEPHIbHBIX JIEKAPCTBEHHBIX cpeacTs H (HWJIn)
¢apmaneBTHYECKHX cyGCTaHIMIT M HX ONITOBAs peaaH3aANHsA

1.2 JlekapcTBeHHbIe GOpMBI, TOABepraeMble GUHHNIHON CTEPHIN3ALMH

1.2.1 |2Kuaxue exapcrBennsie GpopMbl

1202 ;»)KI/II[KOCTI/I 60Jb1I0TO obbema (boree 100 -MJI)

1.2.1.3 |xunxoctu Maoro o6bsema (100 Mt uitu MeHee)
1.3 Beinmyckarommii KoHTpoIbL

11 KonTpoJb kauecTBa

11.1 MUKPOOHOJIOTHYECKHIE HCIIBITAHNUS: CTEPUIBHOCTB

kL2 MUKPOOHOJIOTHYECKHE HCIIBITAHNS: MUKPOOHOIOTHYECKas YHCTOTA

113 XHMHYECKHE (PU3NUECKIE) UCIIBITAHUS

11.4 OHOJIOTHYECKUE UCTIBITAHUS

OrpaHuYeHNs M TOSCHUTETbHBIC 3aMETKH, KACAOTINECs 06/IaCTH IPUMEHEHUS
cepTHuKara: JeHCTBUE TAHHOTO CepTH(HKATA PACIPOCTPAHASTCS Ha IPOU3BOJICTEO
JICKAPCTBEHHBIX CPEJICTB Ha yYaCTKe MO MIPOM3BOACTBY HH(Y3HOHHBIX PACTBOPOB B
KOHTCHHEPaX MOIUMEPHbIX B BUJIE CTEPHIIBHBIX KHUIKHX JIEKAPCTBEHHBIX (OPM.

3amectuTens MunucTpa —

['maBHBI rocynapcTBeHHEIH

CaHUTAPHBIA Bpa4 s R

Pecy6muku Benapycs ; : PN A.A. TapaceHKo

Jara noanvcanus
20.12.2021




