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EBPASVNCKNI SKOHOMWYECKWIA COKO3
MWUHUCTEPCTBO 3[IPABOOXPAHEHWUS PECITYBNIMKW BEJIAPYCb

CEFR T v

COOTBETCTBUSA NPON3BOACTBA JIEKAPCTBEHHbIX CPEACTB
TPEBOBAHUAM MPABUNT HAAJNTEXXALLEW NPOU3BOACTBEHHOM MPAKTUKN
EBPA3MICKOIO 3KOHOMMWYECKOIO COKO3A

No GMP/EAEU/BY/00451-2025

Cpoxk aevictus ¢ 24 nons 2025 r. no 23 urona 2027 r.

Bbigan 1o urtoram npoBejeHust (apMalieBTHUECKON HMHCMEeKUMH B cooTBeTcTBMM ¢ [lpaBuiamu
npoBefieHus (hapMaleBTHUECKUX WHCTEKUMi, yTBepxkieHHsIMH Peumennem Cosera EBpasuiickoi
KOHOMMUECKOH koMHcCHH OT 3 HOsOps 2016 r. Ne 83.
MuHucTepcTBO 3apaBooxpaHenus Pecniybnuku benapych

(HOHHOC U COKpALIEHHOEC HAMMECHOBAHHS YTITOJHOMOYECHHOI'O oprana)
NOATBEPIKAAET cllefylolliee:
nposejeHa (papMaLeBTHUECKAs HHCTIEKLUS

00111ecTBO C OrpaHU4EHHON OTBETCTBEHHOCTbIO «BroMMMyHMTHY
(110J1HOE€ HAMMEHOBAHWE NPONU3BOUTEIS)

Pecny6nuka Benapycs, r. MuHck, yi. Masikosckoro, a. 1/22 (1 staxc: nom. Ne 11, 14, 17-38, 46-58,
60, 63-67, 69-73, 75-77; 2 stax: nom. Ne 66-87, 89, 91-122; 3 staxc: nom. Ne 79-82, 85-104; 4 srax:
noM. Ne 52-67; 5 stax: nom. Ne 53-60, 63-71,73-97)

(aapec NPOM3BOACTBEHHOM NIIOIIA/IKH)
Ha OCHOBaHMU:
npukasa MunucrepcTsa 3apaBooxpaHenus PecriyGnvku Benapych ot 13 mions 2025 r. Ne 700 «O6
OpraHu3alKi UHCTIEKTHPOBaHHUAY.
Ha ocHoBaHMM CBEEHHA, MONYUYEHHBIX NPU NPOBEJEHHUH MHCNEKTUPOBAHMSA, MOCIEAHEE U3 KOTOPbIX
6b110 nposeaeHo ¢ 21 nions 2025 r. no 24 urons 2025 r., yCTaHOBAEHO, YTO JaHHOE (apMaLEBTHIECKOE
MPOU3BOACTBO COOTBETCTBYeT TpeboBaHuam [lpaBun Hapiexalueil NpoW3BOACTBEHHON MNPaKTUKH
EBpasuiickoro skoHOMHUecKoro coro3a, s3kBuBaieHTHbIX [TpuHuunam u Pykosoactsy Esponeiickoro
COM03a MO HaAJexkallel MPOW3BOACTBEHHON NpPaKTHKe JE€KAPCTBEHHBIX CPEACTB /151 MEAHLMHCKOTO H
BETEPUHAPHOTO TNpUMEHEHWst © npuHuunam CucTeMbl COTPYJHMUYECTBA (apMaLEBTHYECKHX
uncnekuuii (PIC/S).
Hacroswmii cepruduxar orpaxaer cratyc NpoM3BOACTBEHHOW MIOILAAKKH HA MOMEHT NPOBEACHHMS
(dapmaLieBTHYECKONH MHCTIEKLMU W MO UCTeUeHWH Gonee 3 fieT OT JaThl MOC/IEAHEro AHs MOCAEAHErO
MHCNEKTUPOBAHUS HE MOXKET CUMTAThCS JOKYMEHTOM, CBUETENILCTBYIOLLMM O CTAaTyCe COOTBETCTBHUS.
Cpok neicTBus cepTHdHKaTa MOXKET ObITh COKpalleH TMPH HMCNOJIb30BAHWM COOTBETCTBYHOLUMX
MPHUHLMIIOB YNpaBieHUs PUCKAMM TpPU HAJIMYWM COOTBETCTBYIOLIEH 3amuch 006 »TOM B rnoje
«OrpaHHYeHHUsT WM TOSCHUTENbHbIE 3aMETKHM, Kacatoluuecss o0/lacTW MPUMEHEHUsSl HACTOSILIEro
cepTudukaran.
Ceprudmkar sBnsiercs IeHCTBUTENbHBIM B ClTydae MPEACTaBICHHUS BCEX €ro JMCTOB (KaK OCHOBHbIX
JIUCTOB, TaK M JOTIOJIHUTENbHBIX JTUCTOB).
AyTeHTHYHOCTb (MOMIMHHOCTD) HACTOSALIEro ceprudHKaTa MOXHO NpoBepuTh B 0asze JaHHbIX
Munucrepcrsa  3apaBooxpanenus  PecriyGauku  Benapych, — pacnonoxkenHod  mo  ajpecy:
l)l‘i‘;r-"/’x!\m/druv gov.by/ru/dlya-spetsialistoy/lekarstvénnaya-politika/inspek irovanic-na-sootyelstvie-
trebovaniyvam-gmp.php (Peectp cepTuduKaToB GMP EK?C)
Ecan  ceptudukar He npeacraBneH B yKasaHHOW 5ase JaHHbIX, CliefyeT o0paTUTbCs B
YNONHOMOUEHHBIH opraH, ero Bbiasmmit, "
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Ne GMP/EAEU/BY/00451-2025

%} .HCKapCTBeHHble cpeacrtsa Ilﬂﬂ MeIIPII.lMHCKOFO NPUMEHCHHUS
%} ﬂeKapCTBeHHble npenapaTbl s KJ]HHPI‘{GCKPIX WUCcCeNO0BaHUM (HCHblTaHl/lH)

Ko;l I v - HaumeHoBaHue
I FIPOI/I3BOJICTBEHHI)IE OHEPALII/II/I HEKAPCTBEHHAH HPO}IYKLLI/ISI
1.1 |CrepunbHas NpoayKUUS

1.1.1 IlponzBoaumas B acenTH4ecKUX ycnosmx (onepauuu 06pabOTKH A1 ClieAYyIOLLNX
1ekapCcTBEHHBIX Gopm):

1.1.1.2. XKuaxue nexapcrBeHHble GOpMbI Masioro oobeMa

1.1.1.3. JInounuzarsl

1.1.3. Beinyckatoiiunii KOHTPoAb kayecTsa (BbIMyCK CEpUH)

HecrepunbHas npoaykuus

1.2.2. BeinyckaroLuii KOHTPOJIb KayecTBa (cemebuKauuﬂ CepHUK)

Hpoqaﬂ JICKaApPCTBEHHAs ﬂpO}lyKuMﬁ HJIN npOH3BOlICTBCHHa$I ACATEJIBHOCTb

1.4.3. Tlpouee: v :

BbITTYCKAIOWHWIA KOHTPOJIb (cemebMKaunﬂ cepnu) L MHHCK, yi. Maskosckoro, a. 1/22
(5 1ax: mom. Ne 57),

XpaHEHHE MATEePUAOB U MPOAYKUWH: T'. MUHCK, yJ1. Maskosckoro, A. 1/22 (1 srax:

nom. Ne 38, 52, 54; 2 stax: noM. Ne 66, 92, 117; 4 3Tax: nom. No 59, 62; 5 stax: nom. Ne 86).

buonoruueckas HeKapCTBeHHaﬂ ﬂpOIIyKI_UAH

1.3.1. Bronoruyeckas jiekapcTBeHHas nponyKuuﬂ

1312, I/Immyuoﬁnonomqecxaﬂ NpoAyKLus

1.3.1.5. BuoTexHonornyeckas NPOAY KL

1.3.1.8. Tlpouas Guonoruyeckas nekapcTBeHHas NPOAYKLUMA: papMaLeBTHHECKHE
cyOcTaHLMM, MPOMEKYTOUHBIE MPOAYKThI CyOCTaHLMI ¢ HU3KOH GUOHArPY3KOi,
KOHLICHTPHPOBAHHBIE MOy NPOAYKThI, GaHkH KIETOK, GaHKH BUPYCOB

1.3.2. Bbmycxaromun KOHTPOJIb (cepTrduKaums cepun) (nepequb BUOB nponykunn)

1.3.2.2. UmmyHOBHOOrMuECKas NPOaY KLU

1.3.2.5. buorexHonoruueckas nponykuml

1.5 [YnakoBka

1.5.2. Bropu4Has ynakoska -

3. TPOU3BOJICTBEHHbBIE OHEPAU,I/II/I (DAPMAU;EBTI/Il{ECKHE CYBCTAHLIUU
DapmalieBTHUeCKas cyGeTanums (cyOCTaHIMK): KaHAKMHYMA6

3.3 |[Ipou3BoacTBO (hapMalieBTUUECKHX CyOCTAHLMIA C MCIIO/1b30BaHHEM BHOJIOrHUECKNX
NpoueccoB ' :
3.3.1. ®epmenrauus

3.3.2. Ilpou3BoACTBO € MCIMOJb30OBAHWEM KJIETOUHBIX Ky/bTYp: MNEpeBUBaemas KJeTouHas
nuuusg CHO (kneTku sMYHKUKa KUTARCKOro XoMsauka)
3.3.3. Beigenenue (ouuctka): riayOMHHas U ocBeTstolas (uiabTpauus, AuapuabTpaLus,
xpomarorpadus
3. [MPOU3BOACTBEHHBLIE OINEPALIMH — PAPMALEEBTUYECKHUE CYBCTAHLIMA
(DapmaueBTrueckas cydcraduus (cybcTaHuum): napatymymad
3.3 [[IpousBoacTBO (hapmalieBTHYECKUX CYOCTaHLIMIA C UCTONIB30BaHUEM OHOOrMYECKUX
NPOLIECCOB : g

3.3.1. ®epmenTaums

3.3.2. [IpoM3BOACTBO € UCTIONB30BAHUEM KJIETOUHBIX KYJIBTYP:
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nepeBnBaemaﬂ iierounas muaus CHO (kneTku aMunuka KHTalfCKOro XoMsuKa)
3.3.3. Boigenenue (oqncma) my6uHHan W OCBETJIAOLLAS (bnanpauuﬂ nuadmmmpauua
xpomarorpadus
3. [IPOU3BOJICTBEHHBIE OINEPALIUU - (DAPMAL],EBTI/I‘-IECKI/IE CYECTAHLLI/]M
DapmalieBTHUECKas CyOCTanums (cybcTaniyim): SMUUM3yMal

3.3 |[Ipou3BoACTBO hapMaleBTHUECKHX cyGCTaHuHM C HCTIONB30BaHNEM GHONOTHUYECKHX
NpoLIeCCOB

3.3.1. ®epmeHTaLs

3.3.2. [Ipon3BOACTBO C MCIOB30BAHUEM KJIETOUHBIX KYJIBTYP:
riepeBruBaemMas kiaerouHas JimHus CHO (kneTku sudH1Ka KUTaHCKOro XOMsA4Ka)

3.3.3. Boigenienve (ouncTka): riyOMHHas v ocBeT/siowas GuiabTpaums, AnaduiabTpanms,
xpomMarorpadus
3. MPOU3BOJICTBEHHBIE OIEPALIMU — DPAPMALEBTUYECKHUE CYBCTAHLIMH
DapmatierTuUeckas cyOcTanLms (Cy6eTaHLuK): naHaaenymab

3.3 |[lpousBoacTeo d)apmauesmqecxnx cyGCTaHuuu C MCMO/b30BAHHEM OHONIOrHYECKUX
NpOLECCOB

3.3.1. ®epmenTrauus

3.3.2. Ilpou3BoacTBO € ucnonbzoBaHueM ‘KNETOUYHbIX Kyanyp
nepesuBaemas Kietodnas auHus CHO (kneTku sinuHuKa KUTalickoro XomMsuKa)
3.3.3. Boigenetue (oqucma) myGMHHau ¥ ocBeTIAIOasn donnbrpaum nua(imnbrpaum
xpomarorpapus
3. FIPOI/BBO}ICTBEHHbIE OHEPALLMM (DAPMALIEBTM‘{ECKI/IE CYBCTAHLLI/H/I
dapmatieptTrueckas cybcranuus (cyOCcTaHLMM): KOHLEHTPUPOBAHHBIE MOJTYTPOAYKTbI, COAepIKall1e
asieHoBUpYCHbIe YacTrubl Ad26, AdS, Ad19
3.3 |[TpousBoacTBO (bapmauenmqecxux Cy6CTaHLlHld C UCNONb30BAHUEM 6uonor14qecxux
MPOLIECCOB : ~

3.3.1. (DepmeHTéunﬂ

3.3.2. [IpOM3BOACTBO C UCMIONB30BAHHEM KIETOUHBIX KYIbTYp:

nepesrBacMas KJIETOUHas JIMHUA HEK 293 (KneTKu 3M6pMOHaﬂbelX nO‘{eHHle TKaHei
4esloBeKa); . % : : :
pEeKOMOHHAHTHBIE anenoaupycuble YaCTHUbI rAd26 S COV2 coaep)xamne B CBOEM COCTaBE
reH ravkonporenHa S supyca SARS-CoV- 3

peKOMOWHAHTHbIE aJeHOBUPYCHBIE YaCTHLIbI rAdS S COV2 conepmamne B CBOEM COCTaBe
red ravkonporenta S supyca SARS-CoV-2; :

PEKOMOMHAHTHBIE aIEHOBUPYCHBIE YaCTHLIbI 26 CepoTHIa, COfepIKalliie B CBOEM COCTaBe reH
rnukonpotenHa S Bupyca SARS-CoV-2 cybnunnu XBB Bapuanta « OMUKpOH»;

4aCTHLbl PEKOMOWHAHTHOrO alEHOBUPYCA, COAEPIKALLME MEH IEKCOHA aJIEHOBUpYca
uenoseka 19 ceporuna (red Hex Ad19).

3.3.3. Bbigenenue (oumctka): raybuHHas W ocserTnsiowas (uiabTpauus, AuaduiibTpaums,
xpomarorpadus

OrpaHUYeHHUS UM MOSICHUTENbHbIE 3aMETKH,
Kacatolimecs obnactTi npuMeHeHus ceprudukara:
CPOK JEHCTBHSA HACTOSALIErO CEPTU(HUKATA COKPALLEH 10 2 JIET C YUETOM OLEHKH BHYTPEHHETO PUCKa,
MPUCYILErO NMPOU3BOACTBEHHOM IUIOLWIANKE, U pHcKa, CBA3AHHOTO C co6moaenueM Tpebosanuii GMP
(no pe3ynbTaTaM WHCHEKTHPOBAHMS).
1.2.2., 1.4.3. — u3meHeHns B cepTudHKaT BHECEHDbI NO pe'3yanaTaM»McheanpOBaHna. [POBEJEHHOIO
B nepuoa ¢ 22 wmions 2026 r. no 23 wmions 2026 r. Ha ocHoBaHMM npukasa MuHuCTEpCTBA

Ng 0000752
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