qacnYEny,
CERAPYC,

EBPASVINCKUIA SKOHOMWYECKIWIA COIO3
MWHWUCTEPCTBO 3[1PABOOXPAHEHUSA PECIYBNNKW BEJTAPYCb

COOTBETCTBUSA NMPOU3BOLACTBA JIEKAPCTBEHHbIX CPEACTB
TPEBOBAHUAM MPABVIT HALJNEXKALLEA NPO3BOLACTBEHHOW NPAKTUKIA
EBPA3UNINCKOIO 9KOHOMMWYECKOTIO COIO3A

Ne GMP/EAEU/BY/00434-2025
Cpok neiictaus ¢ 15 mas 2025 r. no 14 Hosi6pst 2026 T.

Bbliad 1o uroram npoBeneHUs (GapMaLEBTHUECKON HHCIEKUMH B COOT,
NpoBesieHUs (apMaLleBTHUECKUX WHCIMEKLMH, yTBepXKAeHHbIMU Peluenu
9KOHOMHYECKOH KoMuccuu oT 3 HosiOps 2016 r. Ne §3.

(HOJ’IHOC M COKpAaLICHHOC HAUMCHOBAHUS YIIOJITHOMOYEH

MunKcTepcTBO 31paBooxpanenus Pecnybauku Benapych %'
a)

NOATBEPXKIAET CleayIoLIee:
npoBezieHa apMalieBTH4YECKas HHCTIEKLIUS
OTKPBITOrO aKLIUOHEPHOT O 06U.leCTBa « pr.ba&w»

(MOMHOE HAMMEHOBAHKE MPO

yn. CoBeTckasi, 11

Jm)
Pecny6nvika benapycs, BureGckas 06i1., Bm*e6§ %chm c/c, n. omxa,

(anpec nponsB
Ha OCHOBaAaHHH!

nprkaza MHHHCTEpCTBA 3ApaBOOXPaHEHUs apycs or 13 MapTa 2025 r. Ne 265 «O06
OpraHM3allK UHCTIEKTUPOBAHHUSY.
Ha ocHoBaHuu cBeneHui, noay4eHHb poB n HHCHGKTPIpOBaHI/Iﬂ HOCJIEIHEE U3 KOTOPBIX
Obu10 MpoBeeHo ¢ 12 Mas 2025 I. aﬂ 2 ., YCTAHOBJIEHO, YTO JJaHHOE (papMalieBTHUECKOe
NPOU3BOJCTBO COOTBETCTBYET aBHJI HaJniexalledl NpOU3BOACTBEHHON TPAKTUKH
EBpa3uiickoro 3kOHOMHYECKO CHTHI:IX [Mpunuunam u PykosoactBy EBponeiickoro
COI032 M0 Haajiexauleld nMpous TBe npaKTuKe JIEKaPCTBEHHBIX CPEACTB U1 MEAULIMHCKOrO U
BETEPUHAPHOrO IPHUME, unnaM CucremMbl  COTpyaHHYECTBA (papMaLEeBTHUECKUX
uncnekuuii (PIC/S). %
Hacrosmuii cepr CTaTyC MPOMW3BOACTBEHHOH IUIOLAJKH HAa MOMEHT NpPOBEAEHHUS
bapmaueBTHYE M 0 UcTeueHuu Oonee 3 JieT OT JaThl MOCJAEIHEro AHS MOCaeJHero
I/IHCl’leKTHpOBa 51 JHe MO YUTaThCA JOKYMEHTOM, CBUAETENBCTBYIOLIMM O CTATYCE COOTBETCTBHUA.
@ cepr&akma MOXKET OBITb COKpAllleH TNpHU HCMOJb30BAaHWU COOTBETCTBYIOLMX
npn paBJig! pUCKaMM TpH HAJMYHM COOTBETCTBYIOLIEH 3amucd 00 3TOM B mole
«Orpan f& MOSICHUTENIbHBIE 3aMETKH, Kacarolpecs o0JacTH NPUMEHEHHMs HacTOSLIero
cemebmcaTw
Cepruduxk QBmxeTc;l JEeUCTBUTEbHBIM B Clly4yae MPEeICTaBlIeHHUs BCEX €ro JUCTOB (KaK OCHOBHBIX
JIMCTOB 14 JIOTIONIHUTENBHbIX JIMCTOB).
Ayte )ﬁ HOCTh (MOAJIMHHOCTB) HACTOSILIEro cepThdUKaTa MOXHO MNPOBEPUTb B 0asze JaHHBIX
TepcTBa  3ApaBooxpaHeHus PecrmyOnuku  Benapych, pacmoniokeHHOH 1O ajpecy:
ht 95 //mm7diav gov, by/ru/dlya-qpetsml1stov/lekarqtvennaya politika/inspektirovanie-na-sootvetstvie-

Ecnn cepTud)uKaT He npencmsneﬂk ‘KHB HHOM 0a3e JaHHBIX, ClelyeT oOpaTuTbCa B
YTOJIHOMOY€EHHbIH OpPraH, ero BblAaBLIMH. '
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Ne GMP/EAEU/BY/00434-2025

[ JlekapcTBeHHbIE CPENCTBA TS MEAHLIMHCKOrO MIPUMEHEHHS
[1] JlekapcTBeHHbIE TpeNapaThl U1 KIMHAYECKMX HCCIeI0BAHHH (MCTIBITAHMIA)

Kon | : HaunmeHoBanue

1. TPOU3BOJICTBEHHBIE OITEPALIMH — JIEKAPCTBEHHASI [IPOTYKLIM
1.3 |Buonoruueckas nexapcTBeHHAs MPOAYKLHS

1.3.1. buonoruueckas jsekapcTBeHHAs MPOLYKLIMS:

1.3.1.2. ImmyHOGHONOrHYECKas POAYKLIHMs

1.3.1.3. Iponykiys Ha OCHOBE COMATHYECKUX KJIETOK (TIPOAYKLIHS ISt TEPAIUU
COMATHYECKHUMHU KJIETKAMH)

1.3.2. Beinmyckatouii koHTposts (cepTudukauus cepun) (TepeyeHb BUAOB MPOAYKIH
1.3.2.2. UmmyHo6Hnonornueckas npoayKuus

IIpouas JiekapcTBEHHAas MPOJYKLKS WK MPOU3BOCTBEHHAS IEITENBLHOCTD
1.4.3. Ilpouee:

XpaHEeHHe MaTepUaJoB U MpoayKLUMH — BureGekas 06:1., Butebekwuii p-H
A. Homxa, yn. Coerckas, 1. 26A/48, 26A/5 (1-i1 aTax, nom. 137-140);

KOHTpOJIb KauecTBa — BurebGckas o61., Burebekuii p-H, MasosnoBckuii ¢/c, .
yn. Coeerckas, 1. 26A/40;

BBIMYCKAIOLIMI KOHTPOJIb KauecTsa (cepTrudukaiys cepun) — Bu
Masonosckuii c/c, o. Jlomxka, yn. Coerckas, a. 26A (2-i Ty

3. [IPOM3BOJCTBEHHBIE OITEPALIMU — ®APMALIE KI/IE, BCTAHLIMH

@apmanesTHyeckas  cybcTaHUMa  (CyOcTaHLMM): OYMLIEHHBIN | JBUPYCHEIM  KOHLEHTpar i
MPOM3BOACTBA JieKapcTBeHHOro mnpenapata «benKos ‘%fl\%(bn UiS poUIaKTHKK
“CoV-2,

KOPOHaBUPYCHOH  MH(EKLMH, BbI3BIBAEMOW  BHP, SA LEeJIbHOBUPUOHHAS

MHAKTUBHPOBaHHAs QO
g
3.3 [[IpousBoxcTBO hapMaLeBTUUECKHX CYOCTa, cno;gfs?BaHHeM OUONIOrH4ecKux
NpoLIeCCOB *

O
3.3.1. ®epmenranus (S \\\v
HeM

3.3.2. TlpousBoncTeo ¢ HCHOHBQ KJ@;‘{HBIX KyJIbTYp: JiuHus Kjietok Vero E6;
MCTOYHHMK NoyueHus — Poccuij Jmem'@ KyJbTYp KiieTok HayuHo-ucenenoBaTeibckoro
UHCTUTYTa BHPYCOJIOTHH '@I g’g&scxoro PAMH, r. MockBa; npoucxoxxnaeHue —f
apukaHckas 3efeHas map a, noy’ﬁ&, Ki10H Vero 76; Mopdosiorus — snurenononoOHas

3aBepuLiatoliye CTajg omsonc'@(bapMaueBTuqecmx cy6cTaHLMi

0GpaBoTKH: OCBeTIIEHME BUpPYCCOIEPKALIEH KyJIBTYpalbHON
alMs), KOHLEHTPUPOBaHUEe BUPYCHOTO MaTepuasa,
a EPBUYHOrO0 KOHLEHTpaTa

AR
ARG

HasT yna@?ﬁa

ge: ace@ﬁxecxoe HarnoJIHEHHUe B cTepuibHble nakeTbl Flexboy Bags

o

%
&

X

¢ A4

usg‘l@kne (XMMHYECKHe) UCTILITAaHU

3.6.3. M@‘(’)&Sylonomqecme UCTIBITaHUs (MCKJIIOYAast HCTIbITAHUE HA CTEPUIILHOCTD)
—

\\ OrpaHH4eHHs WM MOSCHUTENBHbIE 3aMETKH,

2 Kacaroluecs o01acTu npuMeHeHus cepTudHKara:

ael T@% JaHHOTO cepTU(UKATa PaCIIPOCTPAHAETCS. HA MPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB B
Lexe MO BbINYCKY MEIULMHCKMX BaKUWH: YYacTOK TNPUTOTOBJICHHS TMHTATENbHBIX Cpel U
OydepHbIX pacTBOPOB, Y4aCTOK MOJYUEHHS KYJIbTyphl KJIETOK W BUPYCHOTO MaTepualia, y4acTOK
N0JTy4€HMs1 OYULIIEHHOTO BUPYCHOTO KOHLIEHTpATa,
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Ne GMP/EAEU/BY/00434-2025

ACTIPOCTPaHAETCS Ha MPOM3BOACTBO JIeKapCTBEHHBIX TPENapaToB JUis
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~

NPOU3BOACTBEHHOHN Cpepl

o ceprudukata cokpaileH 10 1,5 roga ¢ y4eToM OLIEHKM BHYTPEHHEro

CpPOK NeHCTBUS [AaHHOT:

COOJII0IEHUEM

A

¥

pHCKa, MPHCYIIEro MPOM3BOACTBEHHOM IUIOMIANKE, U PHCKA, CBA3AHHOrO ¢

~

3 t‘,.v

).

BaHWA

TpeboBanuiit GMP (1o pesynbTaTaMm HHCIEKTHPO

Anppocrok b.H.,
3aMECTUTEIb

MuHMCTpa 31paBOOXPaHEHHS

Pecny6nuku benapycs

(®.1.0., 10MKHOCTD)

9 cenrsn6ps 2025 r.
(mara noAnucaHus, JA.MEC.ITIT)
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