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EBPA3SUINCKWIA SKOHOMWYECKUIA COKO3
MWUHWUCTEPCTBO 3JPABOOXPAHEHUSA PECNYBJIMKWU BEJIAPYCb

TPEBOBAHUSAM MPABWIT HAZJIEXKALLIE/ MPO3BOACTBEHH
EBPA3MINCKOro 3SKOHOMWYECKOTIO COIO S
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Cpox aeiictus ¢ 24 nrons 2025 r. no 23 urons 2 r AQO

BelnaH 1o urtoraM nposefeHHs (apMaleBTHUYECKOH WHCMEKLUMH B, COOTBeTePBuM ¢ IlpaBuiamu
npoeeeHns (GapMaleBTHUECKUX WHCTEKLMH, yTBEP)KAECHHBIMU P
9KOHOMMYECKO#H KoMuccuH oT 3 HosIopst 2016 r. Ne 83.

MumnuctepcTBo 3apaBooxpaHenus Pecnybnnku benapych -
(nonﬂoe Y COKpALICHHOC HAHMEHOBAHUSA YNOJHO

MOATBEPKAACT C/ICAYIOLICE:
npoBeaeHa d)apmaues'ruqecxaﬂ HHCIICKUHUA

O6LL1€CTBO C orpaHuquHoﬁ OTBETCTBEC
(roiHOE HAaMMEHOBaHUE

Pecny6nuka benapycsk, r. MuHck, yi. MaskoBckoro
60, 63-67, 69-73, 75-77; 2 stax: nom. Ne 66-87, 89
noM. Ne 52-67; 5 stax: _@

(anpec NpoU3BO

Ha OCHOBAHUM:

npukasa MUHHCTEPCTBA 3ApaBOOXPAHEHUS

OpraHu3aliy UHCTIEKTHPOBAHHUS».

Ha ocHoBaHWM CBeIEHHIi, MOTYUYEHHBIX €HUHM WHCMEKTUPOBAHHS, MOCIIENAHEE U3 KOTOPBIX

Ob110 npoeeneHo ¢ 21 nons 2025 r. n st 2025 1., yCTaHOBIIEHO, YTO JaHHOE (hapMaLeBTUYECKOE

MPOU3BOJICTBO COOTBETCTBYET Tpe <FpaBun Haanexaleil NpoM3BOJACTBEHHON TMPAKTHKH

EBpa3zuiickoro 3kOHOMHUYECKOTO COKO3a. KB@meHTHblx [TpuHuunam u PyxoBoactsy Espornedickoro

COI03a M0 HajJexauled Mpou3BofCT HHo@npaKTuKe JIEKapCTBEHHBIX CPEACTB Ul MEAMLIMHCKOTO M

BETEPHHAPHOrO0 MPUMEHEHUs utfiiinaM  CHCTeMbl  COTpyAHHMuYecTBa  (apMaLeBTHUECKUX

uncnexuuii (PIC/S). AQ’Q :

Hacroswwmii ceprudukar v@ eT@TaTyc MPOU3BOJCTBEHHOH MIIOIIAJKH HAa MOMEHT MPOBECHHUs

bapmavieBTHYECKON MHW&C Ho ucTeueHun Gomee 3 MET OT JAaThl MOCEAHErO [HS TOCTEAHErO
Ke

%
‘-l@ TbCA JOKYMEHTOM, CBUAETE/NLCTBYIOLLIUM O CTAaTyCC COOTBCTCTBUA.

MHCNEKTHPOBaHUS He
Cpox [neicTBus cep@arg;oMomeT ObITh COKpallleH TNPU HCNONb30BAHUM COOTBETCTBYHOLUMX
MPUHLMIIOB  yrpa A p@xamn NPYU HAJIWYMK COOTBETCTBYIOLUEH 3amucu 00 3TOM B 10JiE
«OrpaHHueHHUs um)ﬂ@r TeJIbHbIE 3aMETKH, Kacatoluecs 007acTH MPUMEHEHHS HACTOSLIEro
cepTu(uKaTan 2
Ceptudu cgﬁeﬁcmmenbﬂblm B Cjly4ae NpeACTaBIeHHUs BCEX €ro JMCTOB (KaK OCHOBHBIX
JIUCTOB, JOTIOSTHUTEIBHBIX JINCTOB).
AyTeHTHYH (Q'b;mnﬂﬂocn) HACTOALIEro cepTUdUKaTa MOXKHO MNPOBEPHTHL B 0ase JaHHBIX
MunucTepcTBa ﬁnpaaooxpaﬂeﬂua Pecnybnukn  benapych, pacnonioxkeHHOW no  ajapecy:
https:/minzdrassgov.by/ru/dlya-spetsialistov/lekarstvennaya-politika/inspektirovanie-na-sootvetstyie-
trebovaniyamzgmp.php (Peectp cepm(bnxéﬁ)ﬁ GMPE AC)
Ecnn cep@l}mxa’r HE TNpeAcCTaBlieH i;’ | yKa3aHHOU ¢ a3e  JIAHHBIX, CleayeT obpaTtuTbes B
ynonﬂo\@em{uf/’l OpraH, ero BblIaBLIKMA.
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Ne GMP/EAEU/BY/00451-2025

nepesuBaemMas wietoynas JuHug CHO (kneTku suyHMKa KHTaHCKOro XOMsIUKa)

3.3.3. BoluesieHue (ouncTka): riiyGuHHas W ocBeTistolas GuibTpauus, AvaguibTpauus,
xpomarorpadus

3. TPOU3BOJACTBEHHBIE OIMEPALIMA — PAPMALHEBTUYECKHUE CYBCTAHLIMH
DapmatieBTHueckas cyocTaHuus (CyOcTaHLMK): IMHLIU3YyMab

3.3 |[IpousBoacTBo hapMaLleBTHUECKUX CYOCTAHLMH € HCITONb30BaHHEM OHONMOrHMYECKUX
NPOLIECCOB

3.3.1. @epmeHTanus

3.3.2. TIpon3BOACTBO C UCIOIBb30BAHHEM KIIETOUYHBIX KYJIbTYP:
nepesnBaeMas kinerounas auHug CHO (kiaeTku SuuHyKa KUTalickoro XoMaUuKa)

Y
3.3.3. Beinenenue (ouncrka): ryOuHHAsS U OCBeTNIsIOLIAs pUITbTPaLIMs ﬂuadmnbygﬁum,

xpomarorpadus X
3. TIPOM3BOJCTBEHHBIE OTIEPALIMH — DAPMALIEBTUYECKHE CYB%&QAHLII/II/I
DapmalesTHyeckas cyocTaHLms (CyOcTaHLMK): laHaaeaymal kS

3.3 |[IpousBoacTBo (hapMalieBTHUECKHX CyOCTaHUMI ¢ MCNOJIb30BAHHEM 6uongo’1:fqec1<ux
NPOLECCOB 2

3.3.1. depmeHTauus k o‘)&
S

3.3.2. Ilpou3BOACTBO C UCTIOBb30BAHHEM KJIETOUYHBIX KYJIbEYP:
nepepuBaemas knetounas JuHus CHO (kneTku suuHMKa KHTAHCKATO XOMsIUKa)

3.3.3. Boienenue (ounctka): riiyGHHHAs U OCBETIIAIOLLAs (bnn@bauuﬂ, nuaduiabTpaums,
Xxpomarorpagus N

3. TTIPOU3BOJACTBEHHbLIE OIEPALIUMA — (DAPMAU,EBT[H?‘{ECKI/IE CYBCTAHLIMM
MdapmaneBTrueckas cyocTaHUus (CyOCTaHLIMK): KOHueHTpupOB@{ble NoJNYyNPOAYKTHI, COAep Katme
afieHoBUpYyCHbIe yacTulbl Ad26, AdS, Ad19 &

O

3.3 |[TponszBoacTBO (hapMaLeBTHUECKHUX CYOCTaHMUMHE uiéénbsosaﬂnem 610NOrHUYECKUX
MPOLIECCOB 53

3.3.1. ®epmenTauus s

3.3.2. [IpoM3BOACTBO ¢ UCTIOJIL30BAHMEM meTc{&Hblx KYJIbTYP:
nepesuBaeMas kiietouHas auHus HEK 293 Q@eTKM 3MOPUOHAJILHBIX TIOYEUYHBIX TKaHEH
4enoBeKa); é\\‘
peKOMOHHAHTHBIE aleHOBUPY CHbIEHACTHItb! rAd26-S-CoV2, cosieprKalliie B CBOEM COCTABE
reH [JIMKonpotenHa S Bupyca SARS-@%Q;
pPEKOMOHMHAHTHbIE a/IEeHOBUPYCHbIE ‘&ﬂgﬂ/lubl rAd5-S-CoV2, coneprkalliie B CBOEM COCTaBe
reH MIIMKONpoTenHa S BUpyca SAI%S-COV—Z;
peKOMOHHAHTHBIE aJEHOBUPYCHEIR YacTHLbI 26 CepoTHNa, COACPIKALIHE B CBOEM COCTaBE MeH
FJIMKOIpOTEHHA S BHpYCa SARS-CoV-2 cy6nunuu XBB Bapuanta «OMHKPOH»;
YaCTHLIbI peK0M6uHaHTHoro@eHosupyca, coeprKallie reH reKCoHa aieHoOBUpyca
qenoBeka 19 ceporiina (re;;{Hex Ad19).
3.3.3. Boiaenenue (Oq%@ﬁ(a): rnyOuHHas M ocBemnstowas (GpuabTpaums, AvapuIbTpaLus,
xpomarorpadivis K
\Qf)rpaﬂuqeum WM MOSCHUTESIbHBIE 3aMETKH,

\Kacaromuecs 061acTH NpUMeHeHus cepTuduKara:
CPOK JIeHCTBUSA HACTOsIIEro cepTuduKara COKpalleH A0 2 JIeT C yYeTOM OLEHKH BHYTPEHHErO PUCKa,
NpUCyLLETO npomBog‘ETBeHHoﬁ nJoulaake, U pucka, CBI3aHHoro ¢ cobroaeHueM Tpedosanuit GMP
(10 pesysbTaTaM MHENEKTHPOBAHMS ).
1.2.2., 1.4.3. — n3meHeHns B cepTUHUKAT BHECEHDI 10 PE3YJIbTATAM HHCIIEKTHPOBAHHS, POBEAEHHOTO
B Tepuos ¢ ,ﬁ‘ utoHs 2026 r. mo 23 wmions 2026 r. Ha OCHOBaHWM MpuKaza MHHUCTEPCTBA
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3apaBooxpaHeHus Pecnybnuku  benapycu ot

COOTBETCTBHUAN.
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CraposoiitoB A.l".,
3aMeCcTHTeNb

MHHHCTpa 3ApaBOOXpaHEHU

PecnyOnuku benapych

(d.M.0., nomKHOCTD)

6 vrons 2026 r.
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