MUHUCTEPCTBO 3[IPABOOXPAHEHWSA PECITY BJIIKV BEJIAPYChb

CEPTHOHKAT

COOTBETCTBMUsI MIPOMBIIIJIEHHOI'O ITPOU3BOJACTBA
JEKAPCTBEHHBIX CPEJICTB TPEBOBAHMSIM
HAJIEXKAIEXA ITPON3BOACTBEHHOU IMTPAKTUKH

Ne 0298/2025/GMP
Cpoxk aeiictus ¢ 24 vrons 2025 r. no 23 urons 2027 r.

BbinaH no wuroram mnpoBeAeHHUS HHCMEKTUPOBaHWS ((papMaleBTHYECKOH HWHCMEKUMH) B
coorseTcTBUM ¢ [lonokeHHeM O MOpSAKE KW YCIOBHSX HHCMEKTHPOBaHUS ((hapMaLeBTHYECKOH
MHCIEKLIMK) MPOMBILIIEHHOTO NMPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB Ha COOTBETCTBUE TPeOOBaHUAM
Haanexainedh npou3BOACTBEHHON MPAaKTHKW, YTBEPXKACHHbIM MOCTaHOBIEHHMEM MuHHCTEpPCTBA
3apaBooxpaHeHus Pecry6nuku benapyce ot 18 Hos6ps 2020 r. Ne 102.

MuHucTepcTBo 3apaBooxpanenus Pecnybnuku benapych

(HOJIHOC N COKpallCHHOC HaMMCHOBaHMﬂ YNOJIHOMOYEHHOI O opraHa)
NOATBEPXKAALT cliefytoliee:
npoBeneHa (papMaleBTHYECKAS HHCMIEKLIMA
o0u1ecTBa ¢ OrpaHUYEHHON OTBETCTBEHHOCThIO « bBuoMMMYyHHUTH»

(MoJIHOE HAMMEHOBAHUE NPOU3BOANTENS )

Pecny6auka benapychk, r. MuHck, yn. Masikosckoro, a. 1/22

(anpec NpOU3BOACTBEHHOM MJIOILAAKH)
Ha OCHOBAaHMUMU:
npuka3a MunuctepcTsa 3apasooxpanenus Pecniy6nukn Benapyce ot 13 nrons 2025 r. Ne 700 «O6
OpraHM3alMy UHCTIEKTUPOBaHMS.

Ha ocHOBaHMM CBefeHMH, MOJyYEHHbIX MPU NPOBEAEHUHM HWHCMEKTUPOBAHMSA, MNOC/EIHEE U3
KoTopbiX Obi0 mposeaeHo ¢ 21 uronsa 2025 r. mo 24 wons 2025 r., yCTaHOBJIEHO, YTO JIaHHOE
¢apMaLeBTHUECKOE MPOM3BOACTBO COOTBETCTBYET TpeGoBaHusM Hamnexauiei rnpousBoacTBEHHOM
npakTUkW, “kBuBasieHTHOW [lpuHuunam u PykosoactBy EBponeiickoro coroza no Hajiexalueu
NPOW3BOACTBEHHONW TMpPAaKTUKE JIEKAPCTBEHHBIX CPEACTB A MEAMLMHCKOrO M BETEPUHAPHOro
npumeHeHus v npuHumnam Cucrembl coTpyaHuuecTsa dhapmauetudeckux uaenekuuit (P1IC/S).

Hacrosimii  ceprudmkar oTpaxaer cTaTyc MNPOU3BOACTBEHHOW [JIOWIAZAKM HAa MOMEHT
nposeneHust papMaLeBTUUECKON MHCNEKLUMKU U N0 ucTedeHun bonee 3 feT OT AaThl NOCAEHErO JHs
Noc/ieIHero HHCMEKTUPOBAHUS HE MOXKET CHWUTATbCS NOKYMEHTOM, CBUIETE/LCTBYIOUWIUM O CTaTyce
coorBeTcTBusi. Cpok JeHcTBus cepTMdukaTa MOKeT ObITb COKpalleH TNpU  WCIMOJb30BaHUH
COOTBETCTBYIOLIMX NMPUHLMIIOB YNPaBAE€HUS PUCKaMU NPU HAJIMUMH COOTBETCTBYIOLLEN 3aNIMCH B 10JIE
«OrpaHuueHus WM MOSCHHUTENbHbIE 3aMETKH, Kacaroluecs o0nacTv MPUMEHEHHUs HACTOSLIEro
cepTudUKaTay.

Ceprudmkar sBisieTcss NEWCTBUTEbHBIM B Cily4yae MpPEJCTaBlIeHHs BCEX €ro JMCTOB (Kak
OCHOBHBIX JINCTOB, TaK W JIOMOJHUTENIbHBIX JIMCTOB).

AyTeHTHYHOCTDb (MOATMHHOCTB) HACTOSLIEr0 cepTH(UKAaTa MOXKHO MPOBEPUTHL B 6a3e JaHHbIX
MunucTepcersa 3apaBooxpaHeHus Pecny6nuku benapyce, pacnosoxeHHOH Mo aapecy:
hittps://minzdrav.gov.by/ru/dlya-spetsialistov/lekarstvennaya-politika/farmatsevticheskiyv-inspektorat-
ministerstva-zdravookhraneniya/index.php.

Ecnu ceprudukar He mpeacraBieH B yka3aHHOM 0a3ze JaHHBIX, crlefyeT oOpaTUThCA B
il YNONHOMOYEHHbIH OpraH, ero Bbl1aBUIUH. ! |
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MWHWCTEPCTBO SIIPABOOXPAHEHMH PECITY BJIIKV BEJIAPYCb

CEPTHOUKAT

Ne 0298/2025/GMP

[/ JlexapcTBeHHbIe cpeacTBa As MEAULIMHCKOTO NPUMEHEHHS
[/ JlekapcTBeHHbIe NpenapaThl A1 KIMHUYECKUX MCCIe0BaHMI (MCTIbITAHN)

Kon l HaumeHoBaHue
1. [TPOU3BOJACTBEHHBIE OIMEPALIUHU - IEKAPCTBEHHAS ITPOYKLMS

1.1 /| CTepunbHas npoayKums
I.1.1. [pon3BoaumMas B acenTHUECKHX YCIOBUSX (onepaunn o6paboTku as clieayoLnX
JIEKAPCTBEHHBIX GOpM):
1.1.1.2. )Knaxue nekapcrerHble GopMbl Manoro o6bemMa
1.1.1.3. JInounuzarsl
1.1.3. Boinyckaromuiit KOHTposb KauecTBa (BbIMYCK CepHH)
buosiornueckas nekapcTBeHHas npoayKuus
1.3.1. bronoruueckas jiekapcTBeHHas POAYKLIMS:
1.3.1.2. UMmyHobHONOrHYECKas NPOAYKLMS
1.3.1.8. Ipouass  Guonoruyeckas nekapcTBeHHas MPOAYKUMA: (DapMalieBTHUYECKHE
CyOCTaHUMH, MPOMEXYTOUYHbIC NpPOAYKThI CyGCTaHUMI ¢ HU3KOH GHOHArpy3KOi,
KOHLEHTPUPOBAHHbIE MOJIYNPOAYKTbI, 6aHKH KJIETOK, 6aHKH BUPYCOB
1.3.2. Beimyckarouiii KOHTposib (cepTudukauus cepun) (nepeyeHs BUAOB NPOAYKLHHN):
1.3.2.2. UMmMyHOGHONOrMYECKas POAYKLMS
1.3.2.5. buotexHonoruyeckas npoayKuUus
155 VYnakoBka
1.5.2. Bropuunas ynakoska

3. MPOU3BOJCTBEHHBIE OIEPALIUU - DAPMALIEBTUYECKUE CYBCTAHLIUU
®apmauesTrHueckas cyOcTaHums (cyGCcTaHLMK): KaHAKHHYMa6
33 IlponsBoacTeo ¢apmaneBTHUYECKMX CYOCTAHUMI € MCMOAB30BaHWEM GHOJNIOrMYECKUX
NpoLeccoB
3.3.1. ®epmenTauus
3.3.2. Tlpou3BOACTBO € UCMONB30BAHUEM KJIETOUHBIX KY/bTYp: NepeBUBaEMAas KJIETOUHAs
Junns CHO (kneTku su4HUKA KHTaWCKOro XOMA4Ka)
3.3.3. Boinenenue (ouncTka): riyGUHHAs W OCBeTAsIOWAs GUALTpaLus, AnaduiIbTpaLus,
xpomaTtorpadus

3. MIPOU3BOJICTBEHHBIE OIEPALIMH - <I>APMAU,EBTI/1‘{ECKI/IE CYBCTAHLUHWH
(Dapmauesmqecxaﬂ cybcraHuus (cybcTaHuuun): napatymymad
33 [IponssoacTBo apmaLieBTHUECKHX CYOCTaHLMI € WCMONB30OBAHUEM GHOJIOrUUYECKUX
NpoLeccoB
3.3.1. ®epmeHTalus
3.3.2. Tpou3BOAICTBO C UCTONB30BAHHEM KJIETOUHBIX KYJIbTYp: NEpEeBUBAaEMas KIETOYHAS
JuHust CHO (kNeTKH IMYHMKA KUTAHCKOro XoMsiuKa)
3.3.3. Boizenenue (ouncrka): rinyOUHHAs W OCBETAsIOMAd GUIbTpalus, nuatbmmpaum
xpomatorpadus
3. MIPOU3BOACTBEHHDIE OTNEPALIUU - PAPMALIEBTUYECKHE CYBCTAHLIMH
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MVHWCTEPCTBO SIIPABOOXPAHEHVIH PECITYBJIIKWM BEJIAPYCh

CEPTUDOUKAT

Ne 0298/2025/GMP

dapmavieBTrHuecKas cybcTanums (Cy6cTaHLmMK): IMULIM3YMa6
33 IMpou3BOACTBO (apmaLeBTUHECKUX CYOCTaHUMI ¢ HCMONB30BAHHEM GHONOrUYECKHX
NpOoLIECCOB
3.3.1. ®epmenraums
3.3.2. IlpoM3BOACTBO C MCMONB30BAHMEM KJIETOUHBIX KYJILTYP: MEpeBUBaEMast KJI€TOUHas
aubns CHO (kneTku sM4HMKA KHTaHCKOro XOMSUKa)
3.3.3. Boinenenue (ouncTka): riyGUHHAs W OCBET/IOWIAs (pUIIbTpaLIUs, nua(bunmpauuﬂ.
xpomarorpagus

3. [MIPOM3BOACTBEHHBIE OIEPALIUH - DAPMALIEBTUYECKHUE CYBCTAHLLMI/I
®apmaueBTrueckas cyocTaHums (cybcTaHunm): laHaaenymab
3.3 ITpousBoncTeo dapmaueBTHeckux cyOCTaHUME C MCMOb30BAHWEM GHOIOTMYECKHX
NpOLIECCOB
3.3.1. ®epmeHTauus |
3.3.2. Ilpon3BOACTBO C UCNOB30BAHUEM KIIETOUHBIX KYJIbTYp: NepeBHBaeMasi KJIeTouHas
avnug CHO (kneTku sM4HMKa KMTaWCKOro XOMsYKa)
3.3.3. Boinenenue (ouncTka): ryOHHHas W ocBeTistowas GpuiabTpauns, anaduibTpaums.
xpomarorpadus

3. IIPOU3BOICTBEHHBIE OIEPALIUU - PAPMAUEBTUYECKUE CYBCTAHLIUK
®dapmauesTnyeckas  cybetaHuus  (Cy6CTaHUMM):  KOHLEHTPMPOBAHHBIE  MOYMPOLYKThI,
coliepxalue aaeHoBUpYyCcHble yacTuupl Ad26, Ad5, Ad19
3.3 [TpousBoacTBo (apmMaLEeBTHUECKUX CYOCTAaHLMIA C WCHOJb30BAHWEM OHOJIOrHYECKHX
NpoLIECCOB
3.3.1. MepmeHTaLys
3.3.2. [Ipon3BOACTBO C HCMOJIB30BAHUEM KJIETOUHBIX KYJILTYP: :
nepesuBaemMas knerounas quHus HEK 293 (knetku 3MOproHanbHbIX MOYEUHbIX TKAHEH
yesnoBeka),
peKOMOMHAHTHbIE aleHOBUpYCHbIe YacThlibl rAd26-S-CoV2, coaepikalliie B CBOEM /
‘cocTaBe reH riukonporeunHa S supyca SARS-CoV-2;
pexoMOMHaHTHBIE aieHOBUpYCHble YacThubl rAd5-S-CoV2, coaepxaluue B CBOEM
cocTaBe reH raukonporenta S supyca SARS-CoV-2; \
peKoMOMHAHTHBIE aJIeHOBUPYCHbIE YaCTHLIbI 26 CEpOTHNA, COAEPIKALLHUE B CBOEM COCTABE
red ravkonporerHa S supyca SARS-CoV-2 cy6nunun XBB Bapuanta « OMHKpOHY;
YacTHLbl PEKOMOMHAHTHOrO aJeHOBMpYyca, COJepXKallhe reH TreKCOHa aJleHOBHpYyca
yenoseka 19 ceporuna (ren Hex Ad19).
3.3.3. Beiaenenue (ouncTka): rayGMHHas U ocBeT/siiolas GpuibTpauus, anadunbrpaims,
xpomarorpadus | ,

OrpaHHueHHs WK NOSCHUTENILHBIE 3AMETKH,
KacatoLmecs 061acTH NPUMEHEHUs cepTHUKaTA:

NeNCTBUE cepT(dUKaTa pacnpoCTPaHIETCs Ha OCYILECTBIEHHE MPOU3BOACTBEHHBIX OMepauuii B
CIeayOUIMX MOMELIEHUX MO aapecy r. MuHck, yi. MasikoBckoro, A. 1/22: 1 stax: nom. Ne 11, 14,
17-38, 46-58, 60, 63-67, 69-73, 75-77; 2 arax: nom. Ne 66-87, 89, 91-122; 3 stax: nom. Ne 79-82,
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CEPTUOUKAT

Ne 0298/2025/GMP

85-104; 4 yrax: nom. Ne 52-67; 5 arax: nom. Ne 53-60, 63-71,73-97. |
Cpok aeiicTBus HacTosiero ceptudukaTa COKpalleH 10 2 JIET ¢ y4eTOM OLICHKH TPEHHero
pycKa, MPUCYILEro NPOW3BOACTBEHHOW IUIOWIAAKE, W PHCKA, CBA3aHHOTO C CODMIOACHHEM
TpeGosanuii GMP (no pesynbratam nucnemnponanuﬂ))ﬁ
CraposoiitoB A.T".,
3aMeCcTUTEb
MuHHUCTpa 31paBOOXPAHEHHS

Pecny6siuku benapych
((pamunus, cOOCTBEHHOE HMSL, OTHECTBO (€CIH TaKAB
MMEETCA), 0MKHOCTh €Iy KALIET0)

28 Hos0ps 2025 r.

(nara noanucaHus)






