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opfoBoe HarMeHoBaHUe PereeaK@ B (BaxqraHa nport4B renarhra B, pexou6uHaHTHan
flpoxxeBaR xfi.qKar)

MH H/l-pynnrapoBoqHoe HaNMeHoBaHue Baxqnua gnn npo$unaKTr4Kyr BllpycHoro renarura B

Oopua tsbtnycra cycneH3flfl Anfl BHyrpt4MbnueqHoro BBe,qeHt,l, 20 rr,txr/nltn 1 Mn NQ10

cepun lsozzo 06reu cepru 11 445 ynax
,[ara npouseogcrna (flara
eunycra) 02.2026 l-o,qes .qo 02.2029

Cepru$rxar aHanuga Ne
'148 or
26.03.2026 r Crpaua HasHaqeHnfl POCC14R

flpouseognrens
AO "SraHHogapru", 124460, r. fuocxeiJ *;"r*pre y*
l(o,ncrpyxropa l-ycuxoea, g. 3, crp. 1, fluqenaran Ha npoH3BoACrBonC n012-00'102-77fiAA1A449; Ceprur$raxar
G M P/EAE UIRU/02236-202S; G M p/EAE U/RU/02 3 3 4-202 s

Flepauunar ynaKoBKa

AO "Eut-tt-roSaprr,t", 124460, r. MocKaa, r. 3eneHorpa6, yn
Koncrpyxropa l-ycuxoaa, g. 3, crp. 1, Iluqensran Ha npousBogcrBoflC fl012-00102 -ZZ t00010449; Ceprngraxar
GMP/EAEU/RU/02236-2025; GMpiEAEU/RU/0233 4-2025

Bropuv naslnorpe6uren ucKafr ynaKoBKa

AO "6nHuoQaprra", 12446A, r, Mocxaa, r.. S*ne"orpaA, EKoncrpyrropa l-ycrNoaa, g. 3, crp. 1, Jlrqeusnn Ha npoh3Bo,qcrBo,lC Jl012-00102-77fi0Afi449; Ceprmsrarar
G MP/EAEU/RU/02230-202S; GMp/EAEU/RU10233 4-2 02 S

Burnycramqnfi xonrpons

AU "br,,tHHo$apM", 124460, r. Mocrsa, .. geneHorpaE, \1r.,.
Ko_Hcrpyxropa l-ycuxona, g. 3, crp. 1, flnqeusrn Ha npor3Bo.qcrBoflC 1012-001A2-7Tt00010449; Ceprr6r*r,
GMP/EAEU/RU/02236-202S: GM p/EAF r t/R I Vo?i? L2 n2 q

Ha I rraeHoeaHre I aApec .qepxarer]n
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HauiaexoeaHue no H,[

AApec npou3BoAcrBa
Agpec eurnycKatou{ero KoHrponn
GTIN
Homep naprunlcepuu
Konhqecreo /raacca, o6reu/, eA.r3M.
flara npousao4crea
Cpox rogxocrr,r
Cepmn AOC

Konrponu npoBegeH no

, r. 3eneHorpaa, vn 3 crp. 1

124460, r. Mocxea, r.3enexorpaA, vn. Koxcrpvrropa l-vcuroga A. 3 crp. 1 ..
046100045801 78
60226
13777 ynax
02.2026
02.2025

GeprnSmKar aHarru3a Ne 157
Pereeax@ B (Baxrlnna npol4B renarrra B, pexou6uxaHrHaF Apo)toxeaan xngxan)

us 20 rurr/un, 1 Mn Ns10

pexou6uxarrHafi Apo)o(eBan xra4xan) cycneHslrn gnn eha BBeAeHt4f, 20 rrlxr/un
EAC

124460. r.

A(641 +642+644+645)-1
fln-Ne (000539)-(P[-RU)-020425 Pereeax@ B (Baxqraxa npol4B renarrra B,

Ns

nln

Hauuexoaanue no(a3arern
KaqecrBa no HopMaTltBHoMy

.AOKVMEHTV

Tpe6oeaxre ( KaqecrBy no HopMar[BHoMy AolryMeHry Peeynurar

1 Onrcasue

-oMoreHHan cycneH3nn 6enoro unn 6eloro c ccperu
)TTeHxoM qeera 6er BltAr4Mbtx nocropoHHnx
:xnpqexri, pa3Aefl ntou{an nocne orcrauBaH!4n Ha
5ecqeerxyo npoopaqHyo Ha?qocaAoqHyo xt!.q(ocrb u
>ca4ox 6enoro ulr Oenoro c cepHM orreHxoM qBera,
rerKo pecycneHAIpyeMHtr np14 Bgrpqxr,tBaH14H.

loraorenxan cycneH3nfi 6enoro qaera 6es eugurrirutx
rogropoHHr,rx eKnloqeH!4fi , pa3AefltDular nocfl e
)TcrahBaHus xa 6ecqsernyo np03paqHyK)
{a,qocaAoqHyp xnAKocrb 14 ocaAoK oenoro qeeta,
rerxo pecycneH4npyeuurfi npn BcrprxuBaHHh

z
l44exrnSr.*aqun: 1. hOA (no
pa34eny <Cnequgnvecran

aKtHBHogrb>)

'lpenapar 4onxen cogepxars HBsAg lo4reepx4ena

J

Hgexrr$uxaqnn: 2.
SnerrpoSopea s

non!raKpHnaMuAHOM rene B

peAyL$4pyrot414x ycn0BIix npM
oKpauuBaHl!t1 pacrBopoM HrfTpaTE

ceoe6oa

Qonxxa BurBnrrbcn ocHoBHaR nonoca MoHoMepa c
uoneKynrpHof Maacoi24t2 qfla n rvroxer
lpncyrcTBoBaTb rqononHrrelbHar ueHee IHreHcuBHaA
ronoca AuMepa c MoneKynnpHofi Maccofi 4SxZ KAa

loAraepr(AeHa

4 Ce4lt uenraquotxaa
ycrofivuaocru

lycneH3[n Ba(qr4Hbr, o6pasyoqarcn npu
3grprxuBaHru, He Aonxna paccnalrBarbcs g reqexgre t
rrtilH.

)ycnetsna BaKquHbrr o6paryro14arcn npn
rcrpflx[BaHhr, He paccnalBaercn g leqexue 5 urx.

5 Bpoxo4 nmocru qepes !4rny
lycneH3un AorxHa cao6o4xo npoxo4nrb qepeg lrrny
{e0840. )ycnexeur cao6o4xo npoxo.q[r qepea nrny Ne0840.

6 Haeneraeuuri o6teut le ttenee cyMMbt HoMtiHaluxutx o6reuog
,rccfl eAoBaHHbtx ynaKoBoK 5,5

7 pH )r 6,4 go 7 ,4 7,0

8 Mexaxuqecxtae BKntoqeHt,lg lonxxur coorBercrBoBarb
rpq6oeaxunu )ooraercrayor rpe6osanmu

I 06qr.lfi 6enox {e 6onee 25 uxrlun d Imn
10 Anrcuuxrn rlapoxcr,lr ),35-0,65 ur e 1 Mn (aaoocnaq aoea)
11 Crepurnsnoctu lpenapar Aonxex 6urrb qrepnnbHblM lpenapar creptaneH
1 6arrepnanrxute sHAoroKcr,tHbt {e 6onee 25 E3/un /lexee 25 E9/un
13 Flltporexnoctu penapar Aonxex 6sru anuporeHHblM \Han[3 He nooBonuncn
14 AHoManbHar roKchrHocrb Ipenapar aonxeH 6srru Herorcuqxurrrr lpenapaT HeToKchqeH

1E Cneqn$r,tvecxaR aKTuBHocrb:
1 . 14MMyHoreHHas arrlreHocru*"

JTHotleHue A03bl 14MMyHoreHHotr aKruBHoqru
:eQepexc-aarqr4 Hbt nporr4B renarr4Ta B, euousaoqefi
rurpa6orry aHrnren y 50% n,ruruefi (E.Quo), r E.Q56
lcnurryeuoi BakquHbt AonxHo 6urru >0.5

\Hanh3 He npoBoAHnct

16
CneqnQrvecxas aKTltBHocrb:

2.CoAepxaxue HBsAo
)o4epxaxne HBsAg 4onxxo 6srru a npegenax or.l6
lo 25 uxr/nan 18,05 MKr/Mn

17 flonxora cop6qrr,t
;oAepxaH[e HBsAg e HaAocaAoqHofi xr4AKocrl4
rpenapara AonxHo cocraBrnTb xe 6onee 1 % or
{oMHHanbHofi BenuqlHbt 20 MXr/M,

),033 %

18 f'lpousao4craexH bti unaM M
lpon:so4crsexxsrI u-natrlu Hansenula polymoifha
3KnM Y-2981 (Y-296 DL-Uph-HBs).

lporseogcreexxuril urraur,l Hansenula polymorpha
3KnM Y-2981 ff-296 DL-Uoh-HBs).

19 Ynaxogra

[lo 1,0 un (1 sapocran 4osa) ranr,l 0,5 run (1 Aercraq 
-

qoaa) e aunynul c LlBerHbtM KonbqoM pa3noMa Hn[ c
LIBeTHOfi rOqXOi 14 naceqroi, Ha arr,rnynax rloxer 6srru
cAHo, ABa vnurpu qBerHbtx roauqa unu 6es
4OnOnHUTeJIbHbtx qBeTHbtx KoIeq.
1o 5 aunyn noMeu.lapr B t(oHrypHyto rqetrxoBylo
/nakoBrry t,t3 nneHKr4 nonnsrnunxnopu4xo&.
lo 1 nnu 2 xoxrypxsre sqefixoeure ynaKoBKl,t BMecre c
,txcrpyxquefi no npltMeHeHrto noueu.lalor B KaproHHylo
laqKy.

Io 1,0 rr.rn (espocnar
oqxofi u xaceqrofi. t
tauo-"r-^r", 

"raxoHrypHyro ,reVtfr{
onrarrunxnopuflxb
lo 2 roxrypxue {f&
Hcrpyrqr4ei no rlfiry
aproH Hy ro n a'{Ky.\(eJ,\

o
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flpo4yxqrn: PorsBar@ B (Baxqrua nporHB rsnarfla B, pe(oMouHalBaF apoH8Bae xxAxas) cycneH3hr anc BHyrpsMbtuecHoro BBe,qeHxF 20 MKr/Mn, ,l Mn l&1ocBptrs: 60226

3axnrc,{ex Ie: Cooreercreyer rpe6oBaHuFM
fln-Ne (000539)-(Pr-Ru!020425 Peregax@ B (Baxquna nporuB renarr4ra B, pexouollxaHrHafl Apo)oeBan xn4ran) cycn. Ann e/u aae4eriur 20uxr/ru EAC.
* ArsrepxaruaHHfi MeroA
'*Ha npouseogcrBe ocyulecrBnrerc' xorrponu ra4goi 10-* cepr,nra npenapara

20 Mapxupoexa

lHa 
sruxerxe aMnyJrbr yxasbrBaor: ToproBoe

lHaHMeHoBaH[e npenapara c npeAynpeAr4refl bHof

luapxnpoaxofi @, coxpaqexxoe o6osxavexue nyrur

lBBeAeH!48: 
<a/u>,4osupoary e uxr/mn, o6reu a

JMnnnlrnr4Tpax I xoflHqecrBo 4os a aunyne: <flnn
lBopocflbtx.), (1 Ao3a - 1,0 un> unu <Ann gerefi.>, <1

[aoaa - 0,5 MnD; nororrn Aepxarenn PY, xouep ceprau,

Fary npou3BoAcrBa, Aary ugreqeHhF cpoKa ro.qHocrr4.

lHa xapronxofr naq(e c aMnyraM[ yxasbrBa]or:

froprosoe HaHMeHoBaHlte npenapara c

lnpeAynpeAurenuxofi uapxupoaroil @, rpynnupoBoqHoe

lHaHMeHoBaHue, Ha14MeHoBaHhe 4epxarern py, ero
lororun, qrpaHy, rene$oH, aApec rnrepxer cafira,
IeKapcrBeHHyo $oprr,ly, 4osrapoery e uxr/ran, cocras
(xanuexoeaxue 14 trofltrqecrBo geficreyrcqero
Beu{ecrBa, Ha}rMeHoBaH14f, BCnOMOraTenbHbtx
BeulecrB), o6teu g Mtanrlrnlrpax ,t (onuqecrBo Ao3 B
aMnyne: <<r{nr espocnsrx.>, <1 4oaa - ,1,0 un> nnr r

<,Qnn 4erei.>, <1 gosa - 0,5 un>; KonuqecrBo aMnyn Bl
ynaKoBxe, cnoco6 npuueNexnn, <flpuraextrs no I

Ha3HaqeH!4to Bpaqa.)), <Crepunsxo.>, <IlepeA I

ynorpebnelreu BcrprxhBarb.D, <d(panrars e I

HeAocrynHoM gnn 4ereu Mecre.>, <He seo4raru I

anyrplraexnol>, ycnoBnn xpaHeHIF, ycnoBnfi ornycxa, I
oerhcrpaquoHHsrfi xouep, HoMep cepuh, B KoropoM 

I

lTpaxeHa lqaTa npolt3BoAcTBa, AaTbt ucreqeH[g cpoxa I-oAHocrH(<l-o4enAo..,..D),unprax-xo4.,Qnn 
I

lHyrpeHHerolrcnonb3oBaHuff npor43BoAr4TeneMHa I

la'{xe xaproHHoil xounrepuecrof yna(oBxr4 ruoryr 6srru lr

raHeceHbt npolt3BoAcrBeHHbte xoAbt. Ha Mecre l,
raHeceHlrr HoMepa cepr.tu, B (oTopoM orpaxexa 4ara I
rpohsBoAcTsa, AaTH tacTeqeHn, cpoKa foaHocTu l'r

<l-oAet Ao...>), AonorHt.tTenbHo Moryr HaHocnrbcn l,
:peAcrBa r4exrnQuraqtta iqnn chcreMbr rr,loHnropranra 

I

lBhxeHufi nexapcrBeHHbrx npenaparoB Anfi I

,eA^.1[HqKOrO npltMeHeHhn. I

oThreT(e aMnynu yKa3aHo: ToproBoe
aHue npenapara c npeAynpeArrrenbHoil

lruaprr,tpoaxoi @, coxpi r4exxoe o6osxauenre nyn.l

lase4exllr: <siu>, gosupoeka B MKr/Mn, o6ueM g

lMuflnnnfiTpax u Kolt4'{ecrBo 4os e aunyne <<,Qln

lBgpocnbtx,D, 
(1 Ao3a - 1,0 un>; nororun Aepxarenn

lPY, xouep cepu[, Aara npor43BoAcrBa, Aara
l[creqeHufi cpo(a roAHocrll. Ha xaproxxofi navxe c

FMnynaMh 
yKa3aH0: roproBoe HaHMeHOBaHhe

lnpenapara c npeAynpeAlrrenuxofi uapxupoaxofr @,

lrpynnrpoeovxoe HauMeHoBaHue, HanMeHosaHue

fAepxarenn PY, ero nororun, crpaHa, reneeox,
lanpec IHrepHer cafira, nexapcrBeHHar $opua,
iqo3npoBxa e uxr/mn, cocras (xanueroBaHre h
(or14'iecrBo Aefi crBytoulero Beu{ecrBa,
HauMeHoBaHhr BcnoMorarenbHurx aeqecre), o6reu
B MunnhnrTpax I KonuqecrBo Aoa B aMnyre; (.qnn
B3pocnux.>, (1 Ao3a - 1,0 un>; KonuqecrBo aMnyn
B ynaKoBKer cnoco6 npunenennR, <fipnnennru no
Ha3HaqeHllo Bpaua.), <Crepunsxo.>, (nepeA
ynorpe6nenuen BcrprxnBarb.D, <Xpaxnrs a
HeAocrynHoM 4nn 4erefi Mecre.>, <<He saoguru I

aHyrpueenxo!>>,ycloBr4nxpaHeHr,tfi,ycJloBnn 
I

oTnyc(a, perucrpaq!1oHHulfi xouep, xouep cepr,ru, a I

KOTOpOM OTpaxeHa AaTa npolt3BoAcTBa, AaTH I

/creqeHr4r cpoxa roAHocrn (<Fo4ex Ao.....D), I

rlrpHx-KoA. HaHeceHbl cpeAcTBa u4exrr,t6raxaqur,l 
I

lnr c!4creMbr MoHr4Topr4Hra ABhxeHufi 
I

rexapcrBeHHbrxnpenaparoB.qnn ue4nqrNcxoro I'lpl,rMeHeH,r. 
I

I

I

I

21 Xpaxexr,te
(paHurb npli reMneparype or 2 4o g oC. He
lonyc(aeTcF 3aMOpaxHBaHIe.

KpaHhrb np.4 reMneparype or 2 4o 8.C. He
qonyc(aeTcr 3aMopax[BaHHe.

cpox roAHosrra 13 roAa 3 ro.qa

r$
CrpaH qa2w2


