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CEPTUOUKAT

COOTBETCTBUSA ITPOMBIIIVIEHHOI'O ITPON3BOJACTBA
JEKAPCTBEHHBIX CPENCTB TPEBOBAHUSIM
HAVIEXKAIINEU ITPOU3BOACTBEHHOU ITPAKTUKHA

Ne 0289/2025/GMP
Cpok neiictus ¢ 29 utons 2025 r. mo 28 urons 2028 r.

BbilaH 1O WTOraM IPOBENEHHA WHCIEKTHPOBAHHs ((apMAaLleBTHUECKOH HWHCTICKIMH) B
coorBeTcTBMM C [lojloxkeHHeM O TMOpsOKe W YCJIOBUSAX HWHCHEeKTUpoBaHHs (dapm THUECKOMH
WHCMEKLHH) NPOMBILLIEHHOTO MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEICTB HA COOTBETCT OBaHUAM
Hapnexxamieii mpou3BOACTBEHHON IPAaKTHKH, YTBEPAKIAEHHBIM [OCTaHOBJICHHE cTepcTBa
3npaBooxpaneHus Pecny6nuku Benapycs ot 18 Hosi6ps 2020 r. Ne 102.

MHuHHCTEPCTBO 3apaBooxpaHeHus Pecnybnvku Benapych

(HOJIHO€ U COKpAlllCHHOC HAUMEHOBAHHUA YITOJIHOMOUYEHHOr0 opra )
MOIATBEPXKAACT ClieAyIolIee:
nposeieHa (hapMalieBTH4YeCKast HHCMEKLIHS QO
pecryGJIMKaHCKOTO YHHTAPHOTO MPOH3BOACTBEHHOrO NMPEeANPHITH ME}II&}HAPATH »

(T10/1HOE HAMEHOBAHKE TTPOU3BOLUTENS > \,\\\\“

Pecnybmika Benapych, Burebckas 061, belieHkouuckuii p-H, r.n. b OBHYH, @Tpomeneﬁ, 3 (uexNe 12)

(anpec MpOX3BOACTBEHHOH T

) (&V
Ha OCHOBaHHUHU:
npukasa MuHucTepcTBa 3apaBooxpaHenust Pecry6n -&ﬁpyc@ uronst 2025 r. Ne 789 «O6
OpraHU3aluK HHCTIEKTUPOBAHHUSD. % Q)
BE @u MHCTIIEKTUPOBaHUs, MOC/IEHee M3

NIPaKTUKK, dKBHBaleHTHOW IIpuHumn
MIPOU3BOJCTBEHHON [IPAaKTHKE JIEKapeIB

KO y EBponelickoro coroza mo Hajiexauen
IE JICTB JUI MEAMLIMHCKOTO M BETEPUHAPHOro

Ha ocHoBaHMU cBeaeHUii, MOTy4YeHHBI 0
KOTOpBIX ObLIO mpoBeneHo ¢ 28 wurons 202 &29 s 2025 r., yCTAaHOBJIEHO, YTO JAHHOE
dapmalieBTHUECKOE MPOU3BOJACTBO comse@ﬂ anuaM Hagnexarueidl mponsBoACTBEHHOM
u B
b

TBa (hapmaneBTHYeckuXx uHcnekuuii (PIC/S).
éraTyc NPOU3BOJCTBEHHON .IUIOIIAAKA Ha MOMEHT
npoBeaeHus dapMalleBTHUECKOH chekn@m ¥ 10 UcTedeHuH 6osiee 3 JieT OT JaThl MOCJIEAHEro IHs
NIOC/IEIHEr0 MHCTIEKTHPO, CUMTaThCs JOKYMEHTOM, CBUIETENILCTBYIOLUIMM O CTaTyce
COOTBETCTBHS. ‘ ¢dukata Moxer OBITB COKpalleH I[IpM HCIIOJIb30BaHUU
COOTBETCTBYIOLIMX APUH {gnem/m PUCKaMH [TPU HAJIMUWK COOTBETCTBYIOLLEH 3alMCH B M0JIE
«OrpaHuyeHus Qa) sic Hble 3aMETKH, Kacaroluecs 00JacTH NPUMEHEHUs] HacTOALIero

cepTuduKaray
Cep ABJSGTCS NECTBHTENIBHBIM B Cllyuae NPEACTABJICHHS BCEX €ro JIMCTOB (Kak

OCHO MCTOB, Taf\W JOMOJTHUTEBHBIX JIUCTOB).

TEHTHYHOCTH (MOUTMHHOCTD) HACTOSILEro CepTU(HKATa MOXKHO NPOBEPUTh B 6a3e JaHHBIX
Munucteperea{ sapaBooxpaHenus Pecny6nuku  Bemapych, pacmonoxeHHOM 1o - aapecy:
https://minzdfav.gov.by/ru/dlya-spetsialistov/lekarstvennaya-politika/inspektirovanie-na-sootvetstvie-
trebovani»&‘-gmp,php (Peectp cepruduraron GMP).

\% ceprudHKaT He MpeACTaBIeH B yKa3aHHOH 0a3e NaHHBIX, cielyeT oOpaTWTbCs B
yn@o OUEHHBIH OpraH, ero BbAaBIIM.
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MMHNCTEPCTBO SHPABOOXPAHEHVIH PECITYBJIVIKV BEJIAPYCb
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CEPTUDOUKAT

Ne 0289/2025/GMP

VYV

M JlekapcTBetHbie CPe/CTBa [Isl MEAMLIMHCKOrO PUMEHEHHs
[ JlekapcTBeHHbIe Mpenapars Ui KIHHAYECKUX UCCIIeN0BaHUH (MCTIbITaHUH)

Kon | HaumenoBanue
1. [TIPOU3BOJICTBEHHBIE OITEPAIINH - TEKAPCTBEHHAS ITPOJIYKIIMA
1.2 HecrtepunbHas nponykuus
1.2.1. HecrepunbHas mnpoaykuus (TeXHOJOrMYECKME OHEpaluMH Juld  TIOJy4eHHs
ClIe1yIOLIMX JIEKapPCTBEHHbIX Gopm):
1.2.1.1. Kancysiel B TBepaoii ob6osnouke
1.2.1.13. TabaeTku
1.2.2. Beimyckatouuii KOHTPOJIb kadecTBa (cepTU(HKaLHs CepUH)
[pouas nexkapcTBeHHAas NPOAYKLMS I NPOU3BOACTBEHHAS JEATEILHACT
1.4.1. IlpousBoacTBo:
1.4.1.3. IIpouas npoayKLHs: IUTOCTATUKH
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1.4.3. Ilpouee
XpaHEHHE MaTepUaJIOB U MPOAYKLMUH — r. MUHCK, beToHHBIN w n, 7/ K@% 7/6-4,
7/11, 7/12; nep. ®abpuumyca, 3/6;

KOHTpOJb KadecTBa — r. MuHck, yin. ®abpuumyca, 30; pugg&a 3/14;

yi. MasikoBckoro, 1;

BBIITYCKAIOLLMH KOHTPOJIb KayecTBa (cepThhuka HI/I) I/IHCK
yi1. @abpunuyca, 30; ya. Maskosckoro, 1

YnakoBka
1.5.1. IlepBuuHas ynakoBKa:
1.5.1.1. Kancybl B TBepaO# 0605101)€
1.5.1.13. TabaeTku k
1.5.2. BropuuHas ynakoBka
KoHTposis kayecTBa x
1.6.2. MHKpo6uonomqefﬁ4anngehﬂ' MUKpOOHOJIOrHUecKasi YUCTOTa
1.6.3. Xumnueckue I/I3MKI/IC){I&1BIT3HHH
quﬂmfﬁ:\mﬁ MIOSCHUTENIbHBIE 3aMETKH,
senacTH NPUMEHEeHHs cepTUdHUKara:

JeicTBre IlaHHOFO Ka OCTpaHseTCcs Ha MPOU3BOACTBO neKapCTBeH;.rLIQ CPENCTB B
uexe Ne 12, yqac TBy JIEKAPCTBEHHBIX NPENaparTos.
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CTpa 3)1paQo aHEHU
Pecny®nuxu apycr;

(d)amunuﬂ TBCHHOE UMS$l, OTUECTBO (€C/IH TAKOBOE
. @d eTcs), JOJDKHOCTD CIIyKalllero)
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