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EBPASUNCKMIA SKOHOMMUYECKUIA COIO3
MWHWUCTEPCTBO 3[IPABOOXPAHEHUS PECITYB/INKW BENTAPYCb

CEF Vv

COOTBETCTBUA HPOVIBBOJ],CTBAVIIEKAPCTBEHHbIX CPEACTB
TPEBOBAHUAM NPABUT HALNEXALLIEEU MPOU3BOACTBEHHOM NMPAKTUKW
EBPA3UIACKOIO 3KOHOMWYECKOIO COKO3A

Ne GMP/EAEU/BY/00451-2025

Cpok neticteus ¢ 24 wons 2025 r. no 23 mrons 2027 r.

Beiran no urtoram nposesenus QapmaueBTHUECKONH MHCMEKUMH B COOTBETCTBMM C INpaBunamu
npoBeAcHUs (apMaLEBTHUECKUX HMHCNEKUWH, yTBepkaeHHbIMM Pewennem Cosera EBpa3uiickoii
SKOHOMHUUECKOH KOMUCCHU OT 3 HOsOpst 2016 r. Ne 83.
MunucrepeTBo 3apaBooxpaHenns Pecny6nuku Benapych
(I'IOJIHOC ¥ COKpaUICHHOC HAWMEHOBAHUS YTOJHOMOYEHHOIO oprana)
NMOATBEPXKAAET CJeYIOLLEE:
nposezeHa apMaleBTHYECKAS WHCTEKLIMS
00L1eCcTBa ¢ OrpaHMYEeHHOM OTBETCTBEHHOCTbIO «BHOMMMYHHTIY
(MonHOE HAUMEHOBAHHE NPOU3BOAUTESST)
Pecny6auka Benapyce, r. Munck, yn. Maskosckoro, . 1/22
(anpec npou3BoACTBEHHOMN MOLIA/LKH)

Ha OCHOBaHMHU:
npukasa Munucrepctsa 3npaBooxpaHenus PecnyGnuku Benapych ot 13 uions 2025 r. Ne 700 «O6
OpraHu3alMu UHCNIEKTUPOBAHUSIY.

Ha ocHoBaHuM cBenieHMii, NONYUEHHBIX NPH NPOBEAEHUM HHCTIEKTUPOBAHMUS, NOCIEHEE U3 KOTOPbIX
6bi10 nposeseHo ¢ 21 utonst 2025 r. no 24 wrons 2025 r., yCTAHOBJIEHO, YTO AAHHOE (apmalieBTHUYECKOE
NMPOU3BOJICTBO COOTBETCTBYET TpeGoBanuam [lpaBun Hajnexalieil MPOM3BOACTBEHHON NPAKTHKH
Espasuiickoro skoHomuueckoro cotosa, skeuBaneHTHbIX [Tpunumnam u PykoBoacTey Esponeiickoro
COK03a MO HaANekALUeH NPOU3BOACTBEHHOH NMPAKTHKE JIEKAPCTBEHHBIX CPEACTB A MEAMLIUHCKOTO M
BETEPHUHAPHOrO MNpUMEHEHWs W npuHumMnam CucTeMbl COTpyJHMYECTBa (papMaLIEBTHUECKHMX
uncnekuuii (PIC/S). '

Hacrosiumii ceptudukar orpakaer craTyc NpOM3BOACTBEHHON MIIOWAAKM HA MOMEHT NpoBeAeHUs!
(papmaueBTHUECKOH MHCMIEKLIMM M N0 UCTeueHuH Goslee 3 NeT OT AaThl MOCAEAHEro AHS TOCTEIHEr0
MHCNEKTHPOBAHUS HE MOJKET CHHTATHCS JIOKYMEHTOM, CBMAETENBCTBYIOLIMM O CTaTyCe COOTBETCTBUS.
Cpok neiicteust ceprdukata MoxeT GbiTb COKpAalIEH MPH MCHOb30BAHHH COOTBETCTBYHOLMX
NPUHLIMMIOB YNpaBJE€HHS PUCKAMM TIPU HAJMYMK COOTBETCTBYIOLIEH 3anucu 06 3TOM B TMoje
«OrpaHn4eHns MM MOACHMTE/bHbIE 3aMETKHM, KacalOUMeCs O0NacTH NPUMEHEHHs HACTOSLIERO
cepTudHKaTa.

Cepruduxar sBnsercs neHCTBUTEbHBIM B Cllydae NPE/CTABNEHHS BCEX €r0 JIMCTOB (KaK OCHOBHbIX
JIUCTOB, TaK U JIONOJHUTEbHBIX JTMCTOB).

AYTEHTUYHOCTb  (MOJUTMHHOCTb) HACTOSLIETrO CEPTU(UKATA MOXKHO MPOBEPUTh B Gase JAHHBIX
Munncrepcra  3apaBooxpaHenuss  Pecniy6nuku  Benapych,  pacronokeHHOW o ajpecy:
hitps//minzdray gov.by/ru/dlya-spetsialistov/lekarstven naya-politika/farmatsevticheshiy-inspektorat-
ministerstva-zdravookhraneniya/index.php (Peectp eepruduxaros GMP EADC).

Ecnu  ceprudukar He npeacraBnen B yKasa OW Gase paHHBIX, cielayeT obpaTuThcs B
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Ne GMP/EAEU/BY/00451-2025

M .HeKapCT BEHHbIE cpencma A MEAWLMHCKOro ﬂpl/lMeHeHlflﬂ
%] ﬂeKapCTBeHHble npenapaTbl Hﬂﬂ KJIMHHUYECKHUX Uccne0BaHu i (HCl’lblTaHHPI)

Kon ] 5 Z _ HaumenoBanue
1. HPOI/IBBO}ICTBEHHHE OHEPALLI/H/I HEKAPCTBEHHAﬂ HPOI[YKLLH}I

1.1 |CrepunbHas npouy}(uml

1.1.1 INpou3Boaumas B acenTHUECKUX ycnosuﬂx (onepauuu 06pabOTKH AJS CNEeAYIOLINX
J1eKapCTBEHHBIX (hOpPM):

1.1.1.2. 2XKunkue nexapcreeHHbie GpopMbl Masioro o6bema

1.1.1.3. JInodpunuzarsl

1.1.3. Beinyckarowuii KOHTpob kauecTsa (BbINYCK CEpUHN)

buonoruueckas JICKaApCTBEHHAas NMpoayKuus

1.3.1. bruonoruyeckas nekapcTBeHHast MPOAYKLHS:

1.3.1.2. UmmyHoOHONOrMYecKas nponyxuym

1.3.1.5. buorexHosornyeckas nponyxuuﬂ

1.3.1.8. [Ipouas 6uonomqec1<aﬂ JIEeKapCTBEHHas MPOAYKIIHS: d)apmaueBanecxue
CyGCTaHLMK, IPOMEXYTOUHBIE MPOAYKThI CyGCTAHIMA ¢ HU3KOH _6nonarpy3xou,
KOHUECHTPHPOBAHHbIE MO NPOAYKTbI, GaHKH KIETOK, GaHKM BUPYCOB

1.3.2. anycxaroumu KQHTpOHb (cepruduraums cepmi) (nepeqeﬂb BU/I0B NPOAYKLHH):

1:3:2:2; I/leyHOGHonoruqecxax MPOyKLHS

J3:2.5: Bnmexnonoruqecxaﬂ npo,uyxuml

'VnakoBka

k52 BTopﬂqHaﬂ yIaKoBKa

3. MIPOU3BOJICTBEHHBIE OINEPALIUM — CDAPMALLEBTHLIECKME CYBCTAHLIMH
DapmauesTrueckas cybctaHLus (CyOcTaHumm): KaHaKHHymaG

33 Tlpomnoncmo (bapMalleBTH”(eCKPlX cy6c1‘auuvm C-UCMNOJIb30BAHUEM 6uoﬂomqecmx
MpoLeccoB 2

3.3.1. ®epmenTauus

3.3.2. [NpousBoacteo ¢ ucnonmosauuem KJIETOUHBIX Kym,Typ nepeBHBaeMasi KjieTOYHasi
nunus CHO (kneTku SMuHMKa KHTaHCKOro xomnqxa)

3.3.3. Belgenenne (ounctka): riyGuHHas M ocBeTAsiomias (GuabTpauus, auaduabTpaLus,
xpomarorpadus :

. TPOU3BOJICTBEHHBIE OIEPALIUU — ®PAPMALIEBTUYECKUE CYBCTAHLIMU
@apmanesTHyeckas cy6cTaHuus (cyberaHuum): napatymyma6

3.3 |[poussoacTso apmMaLeBTHUECKUX CYOCTaHLMIA ¢ HCTIONB30BAHMEM GHONOMMUECKHX
MpoLeccoB

3.3.1. ®epmenTauus

3.3.2. TIpou3BOACTBO C MCIOAB30BAHNEM KJIETOUHBIX KYJIbTYP:
nepesupaemas kierouHas nuHus CHO (kieTku sinuHKrKa KUTaHCKOro XoMsiuKka)

3.3.3. Boiaenenue (quCTKa) rinyOuHHas U OCBET/sIOLIas (bymm‘pauuﬂ auaduabTpaLms,
xpomatorpaus -
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Ne GMP/EAEU/BY/00451-2025
3. HPOHBBOJICTBEHHHE OTEPALIMHU — (DAPMAHEBTI/NECKI/IE CYBCTAHILI/II/I
DapmauesTHyeckas cybcTaHums (CyGcTaHuUmMK): SMULK3YMab

3.3 ([Ipou3BoacTBO d)apmaueamqecxux cy60TaHuvm C UCNONBb30BaHHEM 6M0nornqec1(nx
MpOoLIeCCOB’

3:3.1- (DepmeHTaumx :

3.3.2. [Ipon3BOACTBO C MUCMOJL30BAHUEM K.ﬂeTO‘lelX KyJIbTYP:
nepesupaemas kierounas nuiua CHO (kneTku snyuHKKa KUTaNCKOro XOMsuKa)

3.3.3. Boigenenue (ouncTka): ray6uHHas ¥ ocBeTasIomas Gpuibrpanus, avaduneTpaums,
xpomarorpadus

3. [IPOU3BOJICTBEHHBIE OMNEPALIMH — PAPMALIEBTUYECKHE CYBCTAHLIMH
DapmaliesTHUECKas cyOcTaHums (CyGcTaHLmMm): naHazenymab

3.3 |[Ipou3BoacTBO hapMalieBTUUECKUX CyOCTaHLUMH C MCMOJIb30BAHHEM OHOJOrMUYECKHX
NpoLeccoB =

3.3.1. depmeHTaLUs

3.3.2. [IponsBoacTeo ¢ MCMOJIb30BaHHEM Kne’rOllelx Kym;Typ
nepesuBaemas kierounas nuuus CHO (knetku suuHuka KHTAHCKOTO XOMsUKa)

3.3.3. Boigenenue (quCTKa) riy6uHHas W OCBETAAIOLIAS (bvmpraum{ avadunbTpanus,
xpomaTorpadus

3. HPOHBBO}ICTBEHHBIE OHEPAU,I/II/I (DAPMALlEBTI/I‘{ECKI/IE CYBCTAHLIMH
dapmalieBTHUECKAS cyGCTaHuvm (cyGcraHumm): KOH[lGHTpPlpOBaHHble nonynponyrm;t coJieprKaLL e
afeHoBUpYCHbie uacThllbl Ad26, Ad5, Ad19

3.3 |[Tpou3BoacTBO (bapmaueBTuqecmx cyOcTaHLmi € ucnonbsosaHMeM 6uonomqecxux
MpoLeccoB

3.3.1. ®epmeHTaLius

3.3.2. TIpOM3BOJCTBO C HCTIOJIb30BAHUEM KIETOUHBIX KYJIbTYP:

nepeBMBaeMas KieTouHas NIUHKSA HEK 293 ( KJIETKH 3M6pu0Haanb|x MOUYEUHBIX TKAHEH
yesioBeKa);

peKOMOWHAHTHbIE auenonupycnme yactuupl rAd26-S-CoV2, conepmaume B CBOEM COCTaBe
reH raukonporenna S Bupyca SARS- CoV 2;

peKOMOMHAHTHBIC alCHOBUPYCHbIE yacruupl rAd5-S-CoV2, cofleprkanine B CBOEM COCTaBe
reH rJMKONpoTerHa S Bupyca SARS-CoV-2;

peKOMOMHAHTHbIE 8lCHOBUPYCHBIE HaCTHLbI 26 CepoTHNa, COAEPXKALLME B CBOEM COCTABE FeH
raukonpotenHa S supyca SARS-CoV-2 cy6annun XBB BapnanTa «OMHKpOHY;

yacTULbl peKOMOMHAHTHOTO aICHOBUPYCa, COAEPIKALLHE FeH reKCoHa alcHOBHpYyca
uenopeka 19 ceporuna (red Hex Ad19).

3.3.3. Boigenenue (ouncTka): rmyOuHHAas W ocBer/siowias (uibTpauus, JauaduIbTpaLus,
xpomarorpadus

OrpaHHu€eHus WK NOACHUTENIbHbBIE 3aMETKH,
Kacaiolipecs 061acTH NpUMEHeHUs cepThduKara:
nelicTare cepTuduKaTa pacnpocTpaHAETCs Ha OCYLIECTBIICHHE HpOHSBOD,CTBeHHle onepatuii B

CeyoLIMX NOMELICHHUSX 110 alpecy T Mutck, yii. Masikosckoro, . 1/22: 1 stask: iom. Ne 11, 14
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o )eGMPIEABUBY/004SI2025 T = 5o
17-38, 46-58, 60, 63-67, 69-73, 75-77; 2 omanc riow. Ne 66-87, 89, 91-122; 3 omax: riow. Ne 79-82,
85-104; 4 staxc: nom. Ne 52-67; 5 stanc: nom. Ne 53-60, 63-71,73-97.

Cpok feficTBHs HACTOSLLEro CepTU(UKATA COKPALUEH 10 2 JIET ¢ YYETOM OLEHKH BHY
pHCKa, MPUCYLIEro NPOM3BOACTBEHHOM MJIOIA/KE, W PHUCKA, CBS3aHHOrO ¢ CcoBln
TpeGosanuit GMP (1o pesy.bTaTaM HHCTIEKTHPOBAHMS). SR e

Craposoiitos A.l",, ‘

3aMeCTHTENb

MuHuCcTpa 31paBOOXPaHEHHS

Pecny6ninku benapychb
(®.H.0., 10JDKHOCTL)

28 Hos0ps 2025 r.

(nara noanMcanus, JUIL.MEC.ITTT)
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