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EBPA3SMINCKWIA 3KOHOMWYECKWI COKO3
MWHWUCTEPCTBO 3[1PABOOXPAHEHA PECNTYBJIMKW BENNAPYCb

COOTBETCTBUs MPON3BOACTBA NIEKAPCTBEHHbIX CP
TPEBOBAHUAM MPABUJT HAOJNEXXALLEW NPON3BOACTBEHH
EBPA3UNIACKOIrO SKOHOMWYECKOIO COIO

Ne GMP/EAEU/BY/00451-2025

"Cpok neiictus ¢ 24 utons 2025 r. no 23 uions 20

4.8 (v \
Bbigan no wuroram mnpoBeaeHus ¢apMaleBTHYECKOW HHCMEKLHMU OTBe,@TBnn ¢ [lIpaBunamu
npoeefieHUs (apMalLeBTHUECKHX HWHCMEKLMH, yTBep)KAeHHbIMU P C@I’COBGTa EBpazuiickoit
3KOHOMHUECKOH kKoMUccuu oT 3 Hos16ps 2016 r. Ne §3. >

2

N

MHHHKCTEPCTBO 3paBooxpaHeHus Pecnyonuku benapych P
HorQlopraia)

(HOHHOC U COKpallieHHOC HAUMEHOBAHNA YTIOJH
MOATBEPIKIAET ClleytolLee:
npoBeseHa apmMaleBTHUECKast MHCMEKLMS

(o)
o0lLecTBa ¢ OrpaHHYeHHON OTBETCTBE 10:«BHoUMMyHUTHY
(NMoOAHOE HAMMEHOBAHKE s

Pecnybnuka benapycs, r. Muxc afKoBckoro, 1. 1/22
(aapec npoU3BOAC NoMaIKH)

Ha OCHOBaHMH: Qf;}— .
npukaza MUHHCTEpPCTBA 3paBOOXpPaHEHHs benapych ot 13 utons 2025 r. Ne 700 «O6
OpraHu3aLly UHCTIEKTHPOBaHUSY.
Ha ocHoBaHWM cBeneHHid, MOJY4EHHBIX NP WM MHCTIEKTUPOBaHUS, MOCIEHEE U3 KOTOPBIX
6110 npoBeaeHo ¢ 21 urong 2025 r. no 24 ZO%SF., YCTaHOBJIEHO, UTO AaHHOE (hapMaLleBTHYECKOe
NPOU3BOJICTBO COOTBETCTBYET TpeOOB BWJ HaJulexalleil NpOW3BOACTBEHHOH NPAKTHKH
EBpazuiickoro sKOHOMHYECKOT0 COH03a, Bgiﬁﬂblx [MpuHuunam u PykoBoactBy EBponeiickoro
COI03a Mo Haanexatel npon%onc@iy PaKTHKe NEKApPCTBEHHBIX CPEACTB JUIsl MEAMULIMHCKOTO H
BETEPUHAPHOrO TMPUMEHEHUs q@am Cucrembl coTpyaHuuecTBa (hapMaLieBTUUECKHX
uHcnekumii (PIC/S). Qﬁx
HacTosimii ceprudukar orpaxaeT craryc NpOW3BOJACTBEHHOH MJIOLIAAKM Ha MOMEHT TPOBEAEHUS
(dapmaueBTHHECKOH MHCIIE no-kcreueHuu Oonee 3 neT OT JaThl MOCAEIHETrO JHS MOCHEIAHEro
MHCIMEKTHPOBaHHS HE MO TaTbCsl JOKYMEHTOM, CBU/IETENBCTBYIOLIMM O CTaTyce COOTBETCTBUS.
Cpok nelicTBus cepm&ma OKeT ObITh COKpallleH NpH HCMOJIb30BaHHUHU COOTBETCTBYIOLIMX
NIPUHLIMIIOB  yripaBlieHUs HC\I@\MI/I MpY HaJM4YMK COOTBETCTBYIOLIEH 3amicH 00 3TOM B 1oje
«OrpaHuueHns ui UTeTIbHbIE 3aMETKH, Kacaiolecs o0NacTH MPHMEHEHHs HACTOSLIEro
cepTudHKaTay. ,@@
Ceprudukar s negeTBmeanbIM B Cllyuae NpeAcTaBjeHHs BCEX €ro JIMCTOB (KaK OCHOBHBIX
JIMCTOB, TaK OMHUTEABHBIX JINCTOR).
no@mnocm) HacTosulero ceprTudukata MOXHO TMpPOBEPUTh B 0Oa3ze JaHHBIX
3apaBooxpaHenuss  PecryOnuku  benmapych,  pacnonoxeHHOW 1o ajpecy:
https://minzdrs f.gg\s"b“v/ru/diya-spetsialistov/ lekarstvennaya-politika/farmatsevticheskiy-inspektorat-
ministerstva-zdravookhraneniya/index.php (Peectp ceprudukaros GMP EADC).
Ecnu cepmtkﬁka"r He TpeiCTaBlieH B YyKas i 0aze paHHbIX, cnenyeT oOpaTUThes B
ynonHomoqgﬁ%blﬁ opraH, ero BblaBLIMH
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1.3.1. Buonoruueckas jiekapcTBEHHAs NPOAYKLIHs

g’AL[EBTI/II{ECKI/IE CYBCTAHL[I/II/I
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1.1.1.2. 2Kunkue nekapcreeHHble HOpMBI MajIoro oobeMa
1.3.1.2. ImmyHoGuonoruueckas npoayKLus

1.3.1.5. BroTexHonorHueckas ,upoﬂyigt;nyi ‘
Cy6CTaHLll/ll/l,‘HpQM‘éXyTQilH_LIé ﬁb(ﬁ)ﬂymm cybcTaHm
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3. IPOU3BOJICTBEHHBIE OIEPAL

1.3 [Bronoruueckas nekapcTBeHHas MPOAyKLUHUs
DapmanesTrHeckas cybcTaHLms (CyOcTaHL
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1.5 |Vnakoska
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3.3.2. [Ipou3BOACTBO C HCIOJIB30BAHMEM KIIETOUHBIX KYNbTYD: |
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3.3.3. Boinenenue (ounctka): riiyOHHHAs U OCBET/IsOLIAd QUNBLTPALIUS, nuadipihwﬁéu
xpomarorpadus e
3. TPOU3BOJICTBEHHBIE OITEPALIUU — (I)APMALLEBTI/I‘-IECKI/I‘E’CYE'CT
DapmauesTHUecKas cybcTaHums (CyGCTaHLMM): JlaHaaeTyMat \ 7/
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3.3 [[IponssoacTBo hapMaLeBTHYECKUX CYGCTaHLMMA ¢ MCTIONB30BAHHEM 6HOJ'IOFI§I€CKHX
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3. TIPOU3BOJICTBEHHBIE OTEPALIUU — @APM%LJ,EBT&??IECKI/IE CYBCTAHILIMH
DapmaneBTHUECKas CyOCcTaHLMs (CyOCTaHUMH): KOH
a/IEHOBUPYCHBIE YaCTULIbI Ad26, AdS, Ad19 A
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3.3.2. [Ipon3BoACTBO € HCNOJBL30BAHNUEM KIIETGUHBIX KYJbTYp:

nepeBUBacMas KJIeTOYHAs JIMHUA H@I%Z%;\ TETKH 3MOPUOHAILHBIX TTOYEUHbIX TKAHEH
uesioBeKa); R = 4 Q/QS\ : SRS

PEeKOMOMHAHTHbIE a1eHOBUPYCHBIE YacTHLIBI rAd264S-CoV2,.'conep»caluue B CBOEM COCTaBe
I€H IVIMKONpoTerHa S BupycaQARSé@oV-Q; s , <
peKOMOHHAHTHbIE aaeHQBnp¥CHble,$@aCTnubl' rAd5-S-CoV2, coneprkaliie B CBOEM COCTABe
reH rinkonpotenta S pipyca SARS-CoV-2; ;

pPeKOMOHHaHTHbIE aﬂeﬂogupy@ile yaCTHLIbI 26 CEpOTHIA, COAEPIKALIHME B CBOEM COCTABE IeH
TJIMKOIpPOTEHHA S,é’ﬁpy.ca' S@‘\RS-COV-Z cy6nunnn XBB Bapuanta « OMUKpOHY;

4acTHLIbI peKOMGP!_H_'?HTHgﬁ? aJlcHOBHMpYCa, coziepKallue reH reKCoHa alecHoBUpyca

uesioBeka 19 cepgﬁfnnaéﬁﬂ Hex Ad19).

3.3.3. Boigenenie (gﬁHCTKa)I riyOuHHas W ocBemisiollas GuibTpauus, AWadUIbTPaLHs,
xpomaforpadii
N % \@ OrpaHH4eHHs UK NOSCHHUTESBHbIE 3aMETKH,

5 @ Kacarolyecs 061acTu NpUMeHeHus cepTudHKara:

ZelicTBue cepTU@HKATA PACIPOCTPAHSETCS HA OCYIIECTBIEHHE MPOM3BOACTBEHHBIX ONEpaLuii B
CNEYIOLUX Q@w‘emeﬂmxﬁo aapecy r. Munck, yi1. Masikosckoro, a. 1/22: 1 staxc: oM. Ne 11, 14,
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cepridHKaTa COKpalleH 10 2 JeT

C YYETOM OLIEHKH BHYTPEHHEro

ALIEro

HcTBUSA HACTO

~

Cpblg zie
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pHCKa, MpPHMCYLIEro MPOU3BOACTBEHHOM IJIoLIA/IKe,

TpeGoBanuit GMP (no

CBSI3aHHOTO ~ C - CO

U pHUCKa,

e

).

pe3ynbTaTaM HHCTIEKTHPOBaHH

(D.U.0., 10JKHOCTS)

28 Hos0ps 2025 r.
(nara noanucaHus, 11.MEC.ITIT)

Crapogoiito A.l'.,
3aMeCTHUTeNb

MuHucTpa 31paBooXpaHeHHs
Pecny6niuku Benapych
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