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3AKflTOIIEHUq I'Icurrrarenrnofi na6oparopau Mocxoscxofi ra6oparopuz KOHrpOn.,I
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AO "6ttt-tHo$apu"

Ceprltgmrar cooTneTcrnuq cepuld Ns {l/26

or 27.01.2A26 r.

oproBoe HahMeHoBaHfie PereeaK@ B (BaxqraHa nporr4B renarnra n, p_*rO,"",rr**

Baxqunagnrrpo$ffi
Oopnrta Bbrnycra cycneHsu'{ Ar]fi BHrrpl,lMbrlueqHoro BBeAeHfifl 20 rvrrr/rvrn 1

Ne1 0

1286 or
12.A1.2026 r.

Ao "EruHoSapr,lr;i, Iz4fr[-[-[a;K;, r. gd*orpaA-,n
Koucrpyxropa l-ycurona, g. 3, crp. 1, fluqeHenx HanporlsBo,qcrno flC Jl012_00102-77t00A10449, Ceprugrxar
G MP/E4EU/RU/02236-202s ; G M ptEAE 

U I RU I 02324-202s

["lepauvnan ynaKoBKa

AO "EranuoSapu,i,
l(oncrpyxropa l-ycuxoea, ,q. 3, crp. 1, IuqeHgyrff Ha
npon3BoACrBo IIC I1012_00102-77t00}rc445; Ceprugrxar
GMP/EAEU/RU/O2296-202b; GM p/EAEU/RU/0233 4-2025

BropruHan/norpe6lrrenucKaq ynaKoBKa

AO "6uxuoSapoa,i
KoHcrpyxropa l-ycuxona, g, 3, crp. l, flmqeHeun Hanpor4sBoACrBo IIC I1,C1Z-AC1OZ-7Zl0OO1044gi Ceprragr,r

AEU/RU/023 g4-2025

Burnycxamqnfr xoHrpons

A0 "6uHno$apna,', 1244
KoHcrpyrropa l-ycuxoaa, g, 3, crp. 1, flrqeHeux HanpousBoAcrgo flC I.l012-00.102-77n}0fi44g; Ceprn4rr,l<ai
G M P/EAE U/R.U/02236,2025; G [4 

p/EAE U/RU/ a,ji3 4-2025Haurueuoeanme ,{ a,qpec AepxarenR
perucTpar.{14oHHOrO yrqocToBepeH nrl

AO "6r,ruuoSapru,', 12446A, r. Mocxsa, r. 
-3eneuorpaA, 

yn
KoHcrpyxropa Fycuxoea,.q. 3, crp, 1
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rtsveNenuft A1.02.2022 r.)
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HamnaeHoeaHl4e no H,{

A,qpec npomssolcrBa
Agpec eunycKamtr1er0 K0Hrponn
OTIN
Horraep naprnulcepun
Konuqecrao /uacca, o0ueu/, eA,iloM

flara npouaaopcrea
Cpox roguocrn
Cepun AOC

Kourponu npoBeAeH no

A(6?0+621+622+4(610+611+612)-'l)-2 _ " _.

flfl-Nc (000539)-(Pf-RU)-020425 Pereeax@ B (Baxquua npol4n renarura B,
perora6rHaurHal ApoxxeBan Nupxan) cycneHgill ,qnn eli, BBeAeHHfr 20 uxr/rvln
EAC _

Ceprnsnfiar aHanfi3a Ns 1286
Pereaax@ B (Baxquxa npon4B renarura B, pexonOuuaHTHan Apoxo{eaar xrgran)

20 uxr/run, 1 Mn Ne10
12446O. r. r. 3 crp. 1

124460, r, Mocraa, r.3eneHorpaA, yll, KoHcrpyrropa fvcbxoBa A.3 crp. 1

0461 00045801 78
131225
9537 ynar
12.2025

Ne

n/n

HaIMeHoBaHue noKaiareflfi
Kaqefi Ba no HopMaThBHoMy

.oo(vMeHTv
Tpe6onaxne K Kaqec*rBy no HopMarnBHoMy AoxyMeHry Pesyrurar

1 Onltcanne

-otuoreHsaR cycneH3rr Oenoro unr Eenoro c cepuru
)TTeHKoM qaera 6eo BHAHMbtx nofiopoHHt4x
lrnoqeun[, paSAennou]an nocne orcrauBaHIR Ha
iecqaerayrrc np o3parl Hylo x aa dca.qoq uyro xuA Kocrb r.t

:cagox 6enoro unu 6enoro c cepbtM orreHKoM UBera,
rerro pecycneHAupyeurrft npI BorpnxIBaHilH.

-oMoreHHafl cycneH3r4n 6eroro qeera 6es arguuurx
locropoHHr4x B(noqeHuft , paoAenRouan nocne
)TcraliBaHr4fl na 6ecqnerxyro npospaqHyro
{aAoca4oqHyro xr4Axocrb 14 ocaAo( 6enoro qeera,
rer(o pecycneHAIpyeMbril np14 B6rpgxr,rBaHHfi

, I,lgeriruguxar4rar: 1, l4OA (no
paoAefi y <Cnequglrvecxan

SXIUgXOCTS>'l
lpenapar AonxeH coAepxorb HBsAg logreep4gena

l,l,qeuruQr,lxaqnnI 2.
SnerrpoSopea e

nont4a(pl4naMl4AHoM rene B
peAyqupyrou.$4x ycn0Bilix n pI

xpauJ0BaHHH pacTBopoM HhrpaT€
ceoe6Da

[onxua BbtfiBltflThci ocHooHafi nenoca MoHouepa c
uoneKyrlrpHoil Maccoii24*2 ffla u uoxer
lp14cyrcrs0BaTb Aonofl HlfrejrbHafl MeHge nHTeHcHBHaH
:onoca AhMepa c MonerynflpHoi Maccofi 45t2 ffia

Ilo4raepxqqena

4
Ce6 uuentaquoxnan

ycrofi,lraocru

)ycneusnn Baxq[Hbr, o6paayoqancx npr.r

3CrpfixHBaHhH, He AOnXHa paCCnaUBaTbCn A reqeHUe I
uIH.

)ycnexsran BaxuuHbr, o6paeyou.lancn npr
3fipfixnBaHun, He paccraraBaercfr B TeqeHue 5 MIH

flpoxo4lr uouru qepe3 14rny
JycneHsur AorxHa ceoOogno npoxoArrrb qepeg Hrfly
!e0840. )ycnenaun cno6ogno npoxoAr4r qepe3 Hray N90840.

[4gnnexaelaurft o6reu ie ueuee cyMMbr HoMuHaruNsrx o6teuoa
4CCIellOBaHHbtx Vnat(OBOR

)oorrercreyer
7 PH rr 6,4 Ao 7,4 1

B Mexaulrqecxue BKntoqeHilq lonxHbr coorBercrBoBarb
roe6osaxyqu )oorsercrnyor rpe6oaan nnu

o 06ulrafi 6enox le 6onee 25 Mxr/Mn 8 uxr/ru
10 Almtrrlu ntas rHApo(cl4a ),35-0,65 ur s 1 irn (sspqcnaR aosa) ),42 ur anwunu[r B 1 Mn
11 Crepuruxocru ''lpenapar 4onxen 6utru grepHnbHbtM loonapat creo'4neH
12 6arreptaanunure oHAoroxo4H bt .le 6onee 25 E9/nr vlenee 25 E3/un
13 fltrooreuNoerl' lpenapar aonxen 6sru anrporeNNurrr,r \Hanh3 Hg npoBotr[ncfl
14 Axonanunag roKc14qHocrb lpenapar Aonxen 6rru Hetoxcrqnurr,r lpenapar HeroKo4qeH

15
CneqrQrauecxaR aKrfi BHocrb:

'1, [4 n,t NyuoreH uaR aKrneiiocru**

)rnoulenue Aoobl hMMyHorenxori arrreuogrur
re$epenc-aaxquHbl nporno renarura B, gsreureaouleft
lutpaoorry aHrrrer y 500/0 Mblruef (Eflq6), x Eflss
/,lcnsrryeuoI BaKur,iHr,t aonxHo 6blTh >0.5

{nanrr ne npoBo4uncn

to Cnequ$rauect<aq aKrHaHocrb:
2.Coaeoxaxrae HBsAo

3o4epxaure HBsAg 4onxno 6btrb B npeAenax or 16
10 25 Mkr/Mrl 9,66 rurr/un

17 Ionxora cop6qr,rr
)o4epxarr.re HBsAg a na4ocagovuoil xutAt(ocl4
lpenapara AonxHo cocranflffrb ne 6olee 1 % or
rouugar;xoi Befl hrruHbt 20 rr,rxr/r',tn

),Q4 0h

1B nponoso4crooirHuri ural,l rvt
lpol4aBoAcrseHHbti uraMM Hansenula polymorpha

3KnM Y-2981 (Y-296 DL-Uph-HBs).
lponleogcrnexxsrri urannrt Hansenula polymorpha
lKnM Y-2981 (Y-296 DL-Uph-HBs).
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npo,qyKLlils: PereBa&@ B (8a(qxHa npoilB r6narfa B, pox0M6iHaBTBaq ApoMeBam xhAxan) cycneH3Hf An, sHyrpuMbruecHoro aBoAeBrn 20 M(rlMf, 1 Mn Nc10C6plr: 13142S

3arnoqenlre: Cooreercreyer rpe6ooanrRnr
fln-Ne (000s39)-(Pf-RU)-020425 Pereaax@ B (BaruilHa nporhB renarura B, pexoudr,rnaHrHar Apoxo(eBa, xfiAgan) cycn, A;fi B/M BBeAeHu, 20
ruxrlvn EAC.
* AnsrepxarnaHbtfi Mero,q
'*Ha npoumso4crBe ocytt1ecrBnflercn l{oHrponu xal44ori 1O-fi ceprar,t npenapara

19 Ynaxonxa

lo 1,0 lrn (1 eopocnan ,qosa) nnr 0,5 nn (1 .qerckan
qoaa) a aunyrur c l"lBerHbtM |(onbqoM painoMa rnH c
laernoft Toll(oi 14 xaceqxoft. Ha ananynax Moxer 6urrr
)AHo, ABa hnn rpfi UBerHbtx xonuLla nnn 6es
iononHhTenbHbtx rlBeTHblx Koneq.
1o 5 anrnyn nomeu1aor B KonrypHyro flqetnxoBylo
/naKoBKy [s nreH(u n0rHBr,tH[axfl opr4AHofi ,'lo 1 rann 2 xoxrypxure Rqefixosrre yna(o8t{r4 BMecre c
,tHsrpyxllneft no np[MeHeHilo noMeqaor B KaproHHy]o
raqKy.

lo 1,0 un (nopocnan goaa) r ar.lnynur c qBerHoft
:orl(of fi Haceqrof . Ha raxrgyrc aMnyny Haueexa
)aMoKJrenlqancfl gTr4KeTKa, n0 5 aMnyfl noMgqeHo
r (oHrypHyro ruefiroayo ynaxoarry fiJ nfleH(fi
ronHBrHInxnopuA Hoi4.

1o 2 roxrypxute s,{efixonure ynaKoar{u BMecre c
rrctpytrquefi no nprMeHeBno noMetUeHbr B

iaproHHylo naq(y.

20 Maprrapoera

Ha sruxerre aMnynbr y(asblearcT: roproeoe
HariMeHoBaHfie npenapaTa c npe,qynpe,qfiTeIbHoft
raapxupoexofi @, coxpaLqexnoe o6oaHaqeH r4e nyrr4
BBeAeH[R: <r/v>, goalrpoerry B Mfir/Mn, ooreDr e
M[nnnnnrpax h {on!4qecrBo goo a aunyne: <flln
B3pocnbtx.), ('l Aosa - 1,0 *rn> Iinu (Aa, Aeleft.D, (1
Aosa * 0,5 M"fl)i ,lororun Aepxarenfl PY, xorrlep cepnr,l,
Aary npor,r3BoAcrBa, Aary ricTeqeHufl cpo(a roAHofifi^
Ha xap"ronnofr naq(e c aMnynaMr yKa3btBa,or:
ToproBoe HauMeHoBaHne npenapaTa c
npeAynpeiqhreJlunoft uaprnpoarofi @, rpynnnpoaoqHoe
HaHMeHoBaHhe, Ha!{MenoBar{[e,qepxarenR PY, ero
nororun, fipaHy, rene$oH, aApec flHTepHer cat4ra,
nexapcrBeHHyro SopMy, .qo3fipoary a uxr/un, cocrae
(xauuexoranue u kolt4qecrBo gefi creyoqero
Ber4ecIBa, HarMeHoBaHuf, BcnoMoraTenbHbtx
aeqecre), o6reM e MunnrlJu4Tpax I xonuqecrBo Aog B

aMnyne: <flnr eapocnurx^), (1 ,qo3a - 1,0 ra.n> rlu
<,Qnn 4ereft.>, <1 Ao3a - 0,5 Mn>; Koln{.{ecrBo aMnyn B

/naKoBKe, cnoco6 nprueneNun, <flplrr.renRru no
'ia3HaqeHHto Bpaqa.>, <CrepuluHo.>, <Ilepe4
ynorpe6nenueu BsrpnxuBarb,), <Xpanrrr r
ieAocrynHoM gnn 4ereil Mefie.)r, <He neo4uru
rNyrplrsennol>, ycnoBnff xpaHeHhi, ycnoBHi ornycxa,
)er!{crpaquoHHuril uolaep, HoMep cepr4r4, B t(oropou
)rpaxeHa AaTa npoilsBoAcrBar AaTbt hgreqeHr4R cpoxa
'oAHofir4 (<[o.qox Ao.....D), urpmx-xog. lnr
3HyrpeHHero ucn0nb00BaHl,lq npoHSBoAhTereM Ha
iaq(e xaproHHoii xouruepvecrofr ynaxoBxr4 MoryT 6btrb
{aHeceHbr npon3BoACTBeHHble xoAbl, Ha Mecre
laHeceHhff HoMepa cepilr, B xoTopoM o'rpaxeHa AaTa
'rpol43BoAcrBa,,qaTbl r4cTeqeHfi fi cpo(a roAHoclt4
,(l-oAeH 4o...>), gononHurenbno Moryr HaHocrlTbcff
:peAsraa lt4enru $ nxaqu 14 Anr ct4creMbt MoH HTopuHra
lB!lXeH14' neKapcTBeHHblx npenapaToB Ann
denruHHCKoro nouMeHeHuc.

Ha orrxerxe aMnynbr y(agaHo: ToproBoe
HaHMeBosaHIe npenapara c npe.qynpeAnrenbHori
uapxuposxoff 6;, c0kpauleHHoe 0608HaqeHHe nyru
Bae,qeHhn: <ralrta>,4orltpooxa B MKr/Mn, o6reu a
Mr,{finuIuTpax il Kolll,rqecTBo,4os a amnyne <flnr
i3pocnbrx.>, (1 Aooa * 1,0 Mn); riororHn Aepxarenfl
py, HoMep cepr4u, Aara npo,4oeoAcrea, Aara
,creqeHr,rfl cpo(a roAHocrr4. Ha xaproxnofi nauxe c
rMnyJraMu yka3aHo: ToproBoe HahMeHoBaH[e
rpenapara c npeAynpeA!!renuuoff nrrapxupoaxofi @,
-pynnnpoBo,rHoe HailMeH0BaHIe, HailMeHoBaHre
qepxarenn PY, ero.nororrn, crpaha, tene$on,
ilqpec HHrepHer cafira, neraprraeHrar Sopua,
lo3r4poBka e urr/r'an, cocraa (nanuexoBaHMe r
(oruq€crBo 4efi creyrcqero Belqecrsa,
iahMeHoBaHIn BcnoMorarenbHurx aeulecre), o6ueu
3 Munflvrnurpax H xolriqecrBo goa e alanyre: <flnn
rgpocnHX.>, <1 4oea * 1,0 ur>; (onfiqecrBo aMnyn
r ynat<oBke, cnoco6 npuueneHfiR, (fpuMeHRrb no
ra3xaqeHHto Bpaqa.r, <Ctepnnuxo,>, <<flepeg

/noTpeo.nehl,leiM BcrpffxIBaTb.), (XpaH[Tb B

reAocrynlioM 4nn 4erefi Mecre.D, <He eaoguru
lnyrpuneHnol>, ycnoB[ff xpaHeHfifl , ycnoBun
)Tnycxa, perlrcrpaqhonHurfi irorr,rep, HoMep cepuil, B

(oTop0M orpaxeHa Aara nponSBo,qcTBa, AaTbr
,rcreqenrln cpora roAHocrrl (< fo6en Ao.,. .. ))),
.r.rrpl4x-KoA. l{aHeceHbr cp€AcrBa hAeHTHSU(aql4u

urt ct4cTeMbr MoHt4TopuHra ABhxeHHfi
1e(apcTB6HHbtx npenapaToB Arrfl MerqILl14HcKoro
1pIMeHeHilq.

a4 Xpaxerue
(paHrrb npr4 reMneparype or 2 4o I oC. He
lonycxaeTcfi 3aMopa)KrlBaHile.

(paHr4rb npil reMneparype or 2 Ao 8"C. He
l0nvcKaeTCg 3aMooaxnBeHHe.

un Cpor roAxocrr , roAa , roAa
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