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COOTBETCTBMSA MPOV3BOLACTBA JIEKAPCTBEHHbIX CPEACTB
TPEBOBAHMAM NPABUNT HAONEXXALLEW NPOM3BOACTBEHHOM NMPAKTUKW
EBPA3NIACKOIO 3KOHOMMYECKOIO COIO3A

Ne GMP/EAEU/BY/00496-2026

Cpoxk nefictens ¢ 10 pespans 2026 r. no 9 despans 2028 r. k :

Beizan no uroram npoeneHus (apMalEBTHUECKON MHCIEKUMH B COOTBETCTBHH C ﬂpaannam#
MpoBeleHNHS (hapMaLIEBTHUECKUX HHCMEKUWH, yTBepAkneHHbIMH Peuenvem Copera EBpasuchon
IKOHOMUUECKOH KOMUCeHH oT 3 Hosbpsa 2016 r. Ne 83. b
MunvcTepeTso 3apaBooxpanenus PecnyGiuku Benapych

(MOTHOS W COKPAITICHHOC HAWMCHORIHHA MiOIHOMOYEHHOI O opra'ﬁa)
MOATBEPIKAAET ClEAYIOLIEE: '
nposesieHa JapMaleBTHUECKas MHCTIEKLINS

pea,nyonnxaﬁcxoro YHHTapHOI'O Mpou3BoAcTBEHHOTO npenpusatus « BEJIMEJIIPEITAPATBI»
(NonHOe HAHMEHOZANNE IPOHIROINTCIIS)

Pecnyfauxa Benapycs, BureGekas o6, belneHkosHuckui p-H, r.0. betienkosnun, yi. Crpouteneid, 3 (uex Ne 12) -
(a1pec NPONIRGICTECHHOH NAOUIATKH)

HA OCHOBAHHM: 5
Mprkasa MuniictepeTsa 3apasooxpanetns PecnyGanku benapycs ot 2 nekadps 2025 r. Ne 1468 «O6

OPraHM3aLIMKu HHCNEKTHPORAHHAY, '
Ha ocHoeanuu cBeneHmii, nonyueHHsIx npu nposeaeHnu MHCTIEKTHPOBAHHS, [I0CEHEE H3 KOTOPBIX
: Obii0 npoeeneHo co 2 despans 2026 r. no 10 despans 2026 r.. YCTAHOBJIEHO, 4TO JaHHO
; i BapMALEBTHYECKOE  IPOM3BOACTBO  COOTBETCTBYET  TpeGOBAHMAM [lpapun  Haanexauel-

: TPOH3BOACTBEHHON NpakTHky EBpasniickoro s3kOHOMHHECKOT0 COH03a, IKBHBANEHTHBIX [IpUHLIMNaM 1

§ =3 Pyrosoncrsy Eeponeiickoro corosa no Hamiexaliel NpoM3BOACTBEHHON npakTHKe NeKapCeTBEHHBIX
4 -3 CPEACTB 214 MEMLIMHCKOrO 1 BETEPUHAPHOTO NPHMEHCHMS U NPUHLIMNAM CHCTeMbI COTPYIHUUECTBA

= dapmaileBTHYECKUX HHCTIekuui (PIC/S).

s = HacToswmii cepTudukar oTpakaer cTaTyc NMpOM3BOACTBEHHON MIOLWIAAKH HA MOMEHT nposenel-ma,
2

GapMaUeBTHIECKOH HHCTIEKIIMH W [0 MCTeueHHH Go/ee 3 JIeT OT AaThl NMOCHEAHEro THI Noc/ienHer o
=g MHCMEKTUPOBAHMS HE MOKET CYMTATBLCA IOKYMEHTOM, CBMACTENBCTRYIOLIMM O CTATYCE COOTBETCTBHA.
B~ Cpox nelicTeus cepTudukata MokeT ObiTs cokpalieH MpH  HUCMONL30BAHUN coomeTCTBy}oLumq:.
! NPHHLMIMOB YMPaBNEHWS PHCKAMW TIPH HaIW4HH COOTBETCTBYIOILEH 3anucH o6 3ToM B ncme % o
=Y it «OrpaHuyYeHHs WM TIOACHUTENIbHbIE 3AMETEH. KacaiollMecs OBNacTH MPUMEHEH S HaCTomueru'-" & 3
: cepTrukaray.
CepThdukar ABNACTCS ACHCTBUTENBHBIM B CI3H3¢ NPEICTABIEHHS BCEX €10 JTUCTOB (KaK OCHOBHBIX:
JUCTOB, TaK W 1ONOJIHUTENBHBIX JIHCTOB). |
} : AYTEHTHYHOCTb (MOAJIMHHOCTE) HacTOSIero cepTHdHUKATA MOKHO npoeepute B Oaze ﬂaHHux‘
Mnnncmpuea 3,upasooxpaﬁeuua Pecmn:nnm Be.'iap\(:b. PacrosioKeHHO| o anpex,yl—
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Ecnn ceancanaT He NpeACTaBIcH (8 JE=sasli Oase 1aHAHBIX, c.ne,uyeT obpaturecs B
YMONHOMOYEHHBIH OPraH, ero Bbi1asiisil. %
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Ne GMP/EAEU/BY/00496- 20’76

M| .HE!(apCTBt:HHbIe CPEACTBA AN MEJULIMHCKOTO NPUMEHEHHS % -
Vv ﬂeKapLTBEHHbIe npenapaTbl U1 KTMHWUYECKUX MCCNEJ0BaHHH (HCI‘IbI’EaHHH)

Ko,1| LRy . HawmenosaHue

: L ﬂPOi’IS‘BOHCTBEHHbIE OI'IEPALII/II/I HEKAPCTBEHHAH I'[POI[Y KLHA

1.1

CTepuiibHas NpoayKiIHs

1.1.1 Tlpouseoanmas B aCENTUUECKHX VCIOBHAX (OMepaliiu oﬁpaﬁeﬂm 715 CEAYHOLINX
JIEKapCTBEHHbLIX (hopm):

1.1.1.3. Jlnotpunuszarsl

1.1.3. Boinyckaroumit KOHTPOITb KauecTsa (BBIMYCK CEpHM)

1.3 |buonoruyeckas JekapcTBEHHAs MPOAYKLIMSA
3.1. bronoruyeckas iekapcTBeHHas NPOAYKLIHA:
1.3.1.6. TTponykuus, BrIAETEHHAs U3 JKHBOTHBIX HCTOYHMKOB MIIM OPraHoB (TKaHeH) yeloBeka
1.3.2. BhinycKalowmii KoHTpoib (ceprudukariis CEPHM) (ITEPEYEHb BHAOB NPOAYKLMH):
1.3.2.6 Tlponykums. BbLIETEHHAS U3 KUBOTHBIX MCTOYHMKOR WM OPraHoB (TKaHeil) uenoseka
1.4 [[Ipoyas nekapcTeeHHas NPOAYKLNAS MIH l'lpOP{SBO,IlCTBEHHaH JIesATe/IbHOCTh
1.4.3. [1pouee: ;
XpaHeHWe — MarTepuatoB W - npoaykuuu: Butefekas  06n.,  Bermenkosuuckuii p-H.
r.n. Bewenkosuun, yii. Crpoutenedi, 3: r. Munck. Betonusiit npoesn. 7/1, 7/6-2, 7/6-4. 7/11.
7/12: nep. ®aGpunmyca, 3/6; yn. Gabpuumyca, 30: yi. Maskosckoro, 176, 1/20, 1/22;
KOHTponb KauecTBa: ButebGckas o0n., Belwenkosuuckuit p-i.  r.n.  Bewenkosmuu,
VL Cmourenenj T. Mpzm.fc VL <I)a6pnuuyua 30; mep. ®abpuumyea. 3/14: ya. MaskoBekoro,
I, 1/10; =S ‘
BLIMYCKAKMIMA KOHTPOIb KadecTsa (cep’rurbuKaum cepnn) r. MHHCI\ va. @abpuumyca. 30:
yi. Masikoeekoro, |.
1.6 Kompnnb Ka4yecTsa

1.6.1. MUKpPOGHOIOrHUECKHE HCTILITAHNA: CTEPUITBHOCTD

1.6.2. MHKpOGHONOrHUECKHE HCTBITAHMS: MUKPOBHONOTHYECKas YHCTOTA

1.0.3. Xumnueckue {(pusnueckne) uCTbITaHus -

1.6.4. buonoruyeckue UCHbITAHUA

OrpaHHyeHHA WK NOACHUTENBHbIE 3AMETKH,
Kacatoumecs ofiiacTi puMeHerns cepThduKara:

ACHCTBHE JaHHO! O cepTudmrkaTa pacnpoOCTPAHALTCS Ha MPOM3BOACTBO NEKAPCTBEHHBIX CPEJICTR B
uexe Ne 12 (v4acToOK 1Mo NpOM3BOACTBY IIEI\ap(.TBeHHbl\ [PEnapaTos).

Cpok feiicTBIS TaHHOIO cepTHdHKAaTa COKpAILeH 10 2 JIET C y4eTOM OLEHKH BHYTPEHHel 0 pHeka.
NPUCYLIEro NPOW3BOACTBEHHOM MIlOWAAKE, U pHCKa. CBA3AHHOIO ¢ COOMHOACHHC TpeGosaHuii

GMP (no pe3y/ibTaTaM HHCMIEKTHPOBAHHS). /

CraporoiiTor AT,
3AMECTHTEID

MHuHHCTpa 31paBOOXpaHEH S
Pecnybnuku benapyces

(DO n0mkHOCTS)

8 wrons 2026 1.
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