
PA3PEIUEHI,IE
Ha BBoA B rpaxAaHcKufi o6opor s Poccuffcrofi @eAepapLr cepvtr utv ruaprvrtr

npon3BeAenHoro s Poccuficrcofi @eAepapkr r,rJrr{ BBo3r{Moro n Poccuftcryro @egepallurc
uuuyuo6uoloruqecKoro JreKapcrBeuHoro [peflapara

Ns P006-0 0t L0-7 7 I 04092168 or 27 .t2.2025

BuAauo AxqraonepHoMy o6qecruy "Eunuo$apu", Poccur, 124460, r. Mocxna,
r. 3erenorpal, yn. Koncrpyrropa lycrxona, A. 3, crp. 1, I4IIH: 7735518627.

(HauueHoaaHr,re rcpuAnrrecKo ro JrHrIa, rcprrAu.recrs4fi a4pec, I4HH)

@egepa.nbHaq c.nyx6a rro HaA3opy B cQepe 3ApaBooxpaHeH[Ifl Ha ocHoBaH[II,I
3aKJrrorreHrrfl I4cuuraremHofi na6oparopuu MocxoscKofi na6oparopzra KoHTponfl

ra.recrsa reKapcrseHunx cpeAcm @IEY "I4MIISYAOCMII" Po csAp asHaAsopa
(HauueuoaaHrne QegepanrHoro rocyAapcrBeHHoro 6roAxeruoro yvpeN4euraa)

or 24,122025 N 2643[K-lll25 pa3peluaer BBoA B rpaxAancxufi o6opor
(aara) (uovrep)

s Poccuficrcofi @e4epaquu rrMMyHo6uo.nornqecKoro JreKapcrBeHHoro rrpenapara
Peresax@ B (BaxqHHa nporrlB rerrarlrra B, pexou6vHaHT*afl..qpoxxeBa.fi xtu4rax)

(roproeoe uauueuonanue)

Baxquua 4rx npo$urraKTr4Kr{ BupyoHoro renarura B
(n,teN4yuapoAHoe HerrareHroBaHHoe HauMeHoBaHwe (rpynnupoBor{Hoe l.rnu xuutluecxoe)

cycneH3r4fl rtfl. BHyrprrMbrrueqHoro BBeAeHr4r 20 prxrhrn 1 uu - aMnynbl (10 rur,) -

larrKr.r Kapro H Hbre - An, re.re6 H o - np odr anaxtplq ecKax yupext4eH u fi
(r[opnaa BrrnycKa (c yxa:aHlrev nexapcrBeuHofi t]opnrr, Ao3HpoBK[r, rlacoexu) i,r xoiluqecrBo n ynaxonxe)

cepuu 81025 , o6revr cepuu v[rv \aprlzrz 10294
(uouep cepun)

roAeH Ao 10.2028
(xoluuecrno ylaxonor<)

(cpox ro4nocru)

npor.r3BoAcrna AxqrroHepHoro o6qecrBa "ErHHo$aprlr" (AO "Euuuo$apu"), Poccul,
124460, r. Mocxsa, r. 3ereuorpaA, yn. KoHcrpyKropa fycrxona, il,. 3, crp. 1 (nce craguu,
sxmoqaq errrycKaroulprfi xourpom xa.recrsa).

(uarrueuoraHr4e H aApec rporr3BoArlrenx (c yxasauneu cra4uii npousno4crna)

PerucrparruoHHoe yAocroBepeHr{e Nb IfI-Ns(00053 9)-(PI-RU) or 0 1 .02.2022,

f epxareJrb p errrcrp arlrr o HH oro yAo cro BepeHr,rq AxqnoHepHoe o OrqecrBo "EuHHo $ apu "
(AO "Enuuo$apM"), Pocca.[, 124460, r. MocrBa, r. 3ereHorpaA, y,r. KoHcrpyKropa

3auecrurenb pyKoBoAr4Tenfl

Pocs4panHaA3opa ffm
C'eprurlrNxin 42D I B24AD828BD I I 3BD I 263FEZCCBC'89

Bra,ueleq Ilapxorrerrxo .{lrrrrprrii BceBoioAor!}Irr

/{ciicrrureren c O7 .04.2025 ta 01 .07 .2(126

[.8. IIapxoMeHKo



Topronoe HauMeHoBaHHe
Peresax@ B (BaxquHa nporrle renarura B, pexour6nnaHrHaR

Apo)KxeBaF >nagrar)

MHHIt-pynnurponovHoe Hafi MeHoBaHfie BarqmHa .qnr npo$unaKThKu Br4pycHoro renalura B

0opua Bbtnycxa cycneH3ilfl gfifl BHrrpflMbtueqHoro BBe&eHilfr 20 rurrlnttn '1 un
Ne1 0

Cepr,rn la t OzS O6uen,l cepr,tu 10 294 ynar

,[ara npomsno.qcraa (,[ara
aunycxa) 10.2025 l-o&eH .qo 10.2028

Ceprr,l$rr<ar aHanHra Ns
1142 or
28.11.2025 r

CrpaHa Ha3HaqeHilff POCC14F

[-lpolaseogurenu

AO "EuuHoSapna'', 124460, r. Mocxsa, r. 3erexorpaA, yn.
KoNcrpyrropa fycur<ona, g. 3, crp. 1, InlleHsun Ha
npousBo4crBo IIC I012-00102-7710A010449; Ceprugr,rxar
GMP/EAEU/RU/02236-2025; GMP/EAEU/RU/0233 4-2025

[lepeuuuan ynaKoBKa

AO "6nriHo$apnr", 12446Q, r. Mocxsa, r. 3eneHorpaA, yll.
Koncrpyrropa l-ycuxora, g, 3, crp. 1, flfiqeneux Ha
npor4sBoflcrBo JIC Il0'12-00102-77100010449', Ceprragr,rrar
GMP/EAEU/RU/02236-2025; G MP/EAEU/RU/0233 4-2025

Bropuv narlnorpe6urenucKaH ynaKoBKa

AO "EnuHoSapw", 124460, r. Mocxaa, r. 3eneuorpa4, yfl.
KoHcrpyrropa l-ycurcoea, g. 3, crp, 1, InueH:yrn Ha
npoh3aoAcrBo IIC Jl012-00102-77100010449, Ceprrastarar
GM P/EAE U/RU/02236-2025; GMP/EAEU/RU10233 4-202s

Burnycramqufr roHrponu

AO "6uuuoQapn", 12446A, r. MocKea, r, 3eneuorpag, yfi.
l(oncrpyrropa l-ycaxosa, g. 3, crp, 1, IuqeHsun Ha
npor3BoACrBo IIC Jl0'12-00102-77|AAA\A449', Ceprusuxar
GM P/EAEU/RU/02236-2025; G M P/EAEU/RU/0233 4-2025

Haun,tenonaHne H a.qpec Aeplxarenff
perHcrpaqHoH Horo yAocroBepeH hR

AO "Er,rHHo$apu", 124460, r. Mocxsa, r. 3eneuorpa&, yn,
KoHcrpyrropa l-ycuroaa,4. 3, crp. 1

Hourep PY u gara perilcrpallflr4 llnu Aara
3aMeHbr

fll-l-Ne(000539)-(Pf-RU) or 01 .02.2022 r. (gara BHeceHr4R
usueneumfr 01 .02.2022 r.)

HoHlt ep HopMaruBHora nqoxyueHraqm ur

fl n-Ne(000539)-(Pf-RU)-020425 Pereaarr@ B (Bar<qilHa nporuB
renarhra B, pexou6uHaHTHafr ApolKxeBafl xugran) cycn. gnn
a/n,t eaegenun 20 urr/un

AO "6rHuo$apru"

Cepru$uxaT cooTnercrul{fl ceprau Ns 1300/25

or 08.'12.2025 r.

Hacront4um q no.qrBepxAarc, qro flprlBe"qeHHafl aurure un$opMaquff fiBnflercn gocroaepnor,r r,l roqHori. Ora
cepiln npo8yKL{l4fi npotlSBe4ena (arcnmqafl ynaKoBKy (nltaprr,rposry) u xonrponr rauecrea) ua aurueyr<a:aHnori
nponeeonqcreennoil nnoula&Ke (nnoulagr<ax) B nonHoM coorBercrB1414 c rpeOoeanunuu llpaeun
uagnexaulefi nporsao,qcraeHHofr npaKTHKt4 Enpaer,tracroro SKoHoMHrrecKoro corc3a r rpe6oaauutn,tu
KOHTpOnfl KaqecrBa neKapcrBeHHblx npenaparoB, a raK)r(e B coorBercrBurl co cneqr,l$ur<aqHRrur,
co&ep)Kaul,lMl4cfr B perucrpaql4oHHoM Aocbe crpaHbl-uMnoprepa nnv B,qocbe cnequ$raraqrft Ha
fieKapcrBeHHutd npenapar B cflyqae neKapcrBeHHbrx npenaparoB Alrn KnrrHHqecKylx ylccre,qogaHun. Sanmcur
no npousBoflcrBy, ynaKoBKe u aHaflH3y npoBepeHbt, vl ycraHoBfleHo MX COorBerCTBue rpe6oaauuRn/l l"lparun
Ha4neNaulett npon3BogcrBenuofr nparrurur. /-_;f,"":=S--aa":i!,:)*\

,.,$s04
YnonnonaoqeHHoe flrLlo

pa3peueHa K peanH3aLlut4



Binriophsrrn
L_,/ group

Hanrvrenonanvte no HI

A.qpec nponeBoACrBa
AApec aurnyc(arcu{ero KoHrponF

GTIN
Honrep napruu/cepnu
KonHqecrao /ri,racca, o6uerrl/, eA.u3M

Aara npohoBoAcrea
Cpox roAHocrn
Ceprn ASC

KoHrponu npoBeAeH no

+604+605+606) -2

Ceprx$nxar aHafiu3a Ns 1142
peresaxb B (Baxqrxa nporyB re;rarilra B, perou6l,rxaHrHan Apom(esan xilgxas)
cvcneHgrq Ann sHvlpu[,1Hu]eqHgro seeAeH,uq 20 M[{Mn,.1 Mn Nr19

F4400, r [4qc"$qa, r. 3eneHor]pan, yn. KoH-qrqvr<rqpq !Jcux"oeq g,]gU.t*-.-'.----""*
T24q60, r. lt4pcxsr, i. SaneHorpaa, vn' KoHcrpvKrop.a l-vcuxoe.aa'A*qrp.l***.-_*
046'10004580178 .- - ^
B1 025
14294 ynar,
10.2025
10.2028

Jln+1, (000539):(Pr-Ra):020425 Pereeax@ B (Baxqrara npor'lg renartrra B'

perOrr46UnanrHan .&pOXOKeBas xUAraR) CyCneH3uH Ann u/L! BBeAeHnfl 20 tvtxr/un

EAC

Ns

n/n

HaIMeHoBaHne noKagarerlfl
RaqecTBa no HopMaTuBHoMy

AOKVMCHTV

Tpe6osanlae K KaqecaBy no HopMarHBHoMy iqoryMeHry Peoynsrar

I Onucanue

-oMoreHHafr cycneHal4ff oenoro rnu oenoro c ceputtr,t

)TreHKoM ueera 6es BHAHML,tx nocropoHHlrx
rxnpqesnil, pa3AenfrDrlan nocfle orcrafiBaH[fi Ha
jecqeerFiyro np03paqHyo HaAocaAoqHyrc x!l,qKocrb !l
:caAox 6eroro nnu 6enoro c cepL,tM orreHxoM urera'
'rerxo oecvcneHAIpveMbtfr nph scrpff xhBaHfi 14.

-oMoreHHafr cycnens[ff 6enoro qpera 6es elr,quuulx

rocropoHHnx sxroqenrfr , pa3Aenfl Dula,4 nocJle

)TfiailBaHhR xa 6ecqaerryo npo3paqHylo
iaAocaAoqHyo xHAXocrb 14 ocaAoK 6enoro qaera,

1er(o pecycneH4upyenartil nph BglprxHBaHHH

2

l44eHrr$nKaqrn: '1 . 1,10A (no
paa.qeJty <CnequSuuecraR

qmununmnn)
lpenapar AofixeH coAepxarb HBsAg

-loAraepx{AeHa

3

lzlAeNrnSnraqrr: 2,
Snerrpo$oper r

noflMa(phraMnAHoM rene B

peAyqnpyrculrlx ycIloB11fl x npil
o(paruIBaHMfi pacrBopoM HllTpaT€

ceoeODa

[onxna Bbtf,BfllTbcfl ocHogHaF nofloca MoHoMepa c

vonerynflpHoft Macaoh24*2 qqa u Moxer
npHcyrcrsoBaTb 4on0rlHuTenbHag MeHee uHTeHcHBHaff

roaoca ,&hMepa c Mo;1eKynffpHofi ruaccofi 45*2 t<,{a

logrnepxqera

4
CeAN urentaqno HHaR

ycrofruuaocrl

)ycnenslrn BaxlltrHbl, o6paeyoLr1afi cfl npH

sCIpRXlilBaHlu, He AOnXHa paccnanBaTboff B TeqeHUe i
,l14 H.

)ycnensua BaxqhFibt, o6paoyuulancr npu

rcrpflxfiBaHfi11, He paccnahBaercff B TeqeHue 5 MHH

[1poxo4rruocru qepe3 urfly
)ycnenaux Aonx(Ha cBo6o,qHo npoxoAl4rb qepe3 urfly
{e0840.

)ycneHorn cao6oguo npoxoAHr qepes t4rfly Ne0840,

o 14senerae,uut fi o6uer\,1
"'le menee cyMMbt HoM[Hanuuutx o6r,eMoe
A CCflENOBAHHbIX VNAKOBOK

)ooraercrnyer

7 oH )r 6,4 ao 7,4 t;? :
B MexaHhqecxIe BKroqeH[fr ]onxHut coorBercrBoBarb

rpe6osaHnRil,t
)oorrercreyor rpe6ouanuln

o O6urufi 6enox le 6onee 25 uxr/un 20 ruxr/un

10 AnouuHun ruapo(cHA ),35-0,65 rr,lr_a '1 mn (espocnar-Ag!il- ),47 ur
11 Crepuruuocru 'loenapat rorxe g 6utru crepnnbHblM

12 6arrepralunute SHAoroKc14Hbt -1e 6onee 25 H3/wn MeHee 25 E3/run

fl,rporexHocrr*
-loxasarerb rBraercfl anbrepHartaBHblM no(a3arenn
'Sarreplran gNule oxaoroxcrgut"

\nanrg xe npoaoAuficfi

14 AHoManbHaR T0KcuqH0crb loenaoat HeroKcfiqeH

15
Cnoqu$nuecxafl aKrnBHocrb

1 . 14M MyHoreHHaR aKTuBHocrb'

)tuou:enue A03bl x MMyHorexNofr arrueHocrl4
ceQepenc-ra xqr,lsbt nport4B renarrlra B, sul guleamuefr

:urpa6otry arrhrer y 50% rraurruefi (EAso), x E[so
,cnbrrveMoft BaKHuHbl aonHHo 6blrb :0,5

\HanH3 He npoaolrlrlcn

16
CneqilSh.iecrar anIBHocrb:

2,Coaepxanne HBsAg
)o4epxanne HBsAg 4onxno 6uttu e npegenax or 16

to 25 ruxr/run
7,34 uxrlun

17 l*lornora cop6qur
loAepxaHre HBsAg n NaAocaAoqxofi xuA(ocrt,
rpenapara AonxHo cocraBrttrb ue 6oree 1 % or
rotr,rttgaluuofi BeJrfi qilHbt 20 l,txr/mn

,08 %

1B npo!.rgBoAcrBeH n utii ura la u
lpoil3Bo,qcrseH H bl f ujra M M Hanse n ula polymorpha
3KnM Y-2981 (Y-296 DL-UPh-HBs).

HS8OAC'rseHHsti lt]TaMM Hansenula polymorpna

lM Y"2981 (Y-296 DL-UPtt-HB!), 

--

Crpasxua 1 ffi

)enaDaT creonreH



Sautoqenne: Cooreetcrnyer rpe6oranntu
In-Ne (000539)-(Pr-RU)-020425 PereBaK@ B (Bar<qrlua npor!4e renarrra B, pexonrEuuaHrHaF Apo)lor(eBan Nr,1nqxaR) cycn. A;fi a/r,,r eae4ennn 20
urr/un EAC.
* floxaeareru HBnrercF anbrepHarilBHbrM noxaaareno "6amepnanuHure sugororcnnar,'.**AHa;rns npoBoAHrc, la Karlqoi 1O-fr cepnur.

Aara BL,rnycKa:

Haqansnux

10 Ynaxoera

'lo 1,0 Mr (1 espocnan Aoaa) unl4 0,S nln (1 neicxaq--
loaa) B aMnynbr c qBerHbrM KonbqoM pa3noMa nnfi c
JaerHofi roqrofi lt saceqxoi,i. Ha aunynax MoNer 6srg
)AHO, ABa 

't.n!1 
rpl,1 qBeTHbrx xoruqa unr 6es

lOnOIlHITefl bHbtx qBeTHbrx Koneq.
lo 5 aMnyn noMeqaor B KoHTypHyro nvefirooyro
/na KoBt(y H3 nneH Ktt nolt fi Bt4 H t4rrxJlopr,r4 noii,
lo 1 unn 2 ronrypHule sqerixoaure ynaxoexh BMecre c
aucrlryxquefi no npuMeHeHr4o noMetqaor B KapronHyto
tqqry.

lo 1,0 tr,u (napocnan 4osa) s arrrnynur c qseruofr
roqxoi r.l saceqrofi. Ha taxl4yto aMnyny HaMeeHa
laMoKfiefiu-lancfl orr(erKa. l-lo S amnyn noMeuleHo
l KoHrypHyro aqeiKoByto ynaxoBhy n3 nneH(h
'r on hBh HInxnopuA flofr.
'1o 2 r<onrypnsre lqel,lKoBbte yfla(oBKt4 BMecre c
,hcrpyKquefi no np[MeHeHnlo no[4eu]eHbt B
(aproHl-rylo naqKy,

20 Mapxrpoara

-la ernrerxe aMny'nbt yKasbleator: roproBoe
lahMeHoBaHne npenapaTa c npegynpe4rreluHofi
irapxupoeroft @, coxpaqeHHoe o6o3HalieHute nyTl4
lBeAeHnfl: <a/n>, goatrpoexy a urr/un, o6beM B
\rHnnt nrlTpax u KollhqecTBo goa e aunyle: <.(nn
3spoc.rlbtx,), (1 *qo3a - 1,0 ul> ulu <!rr 4erefi.>, <,1

qosa - 0,5 Mn>; nororiln rqepxarerff py, Honep ceprn,
qaTy npoiloBoAcT8a, AaTy hCTeLleH!4R CpOKa rOlqHOCn4.
la rapronnori naq(e c aMnyraMil yxasbtBarcT:
roproBoe HahMeHoBaHhe npenapaTa c
rpeAynpeAnrenunoii urapxupoaxofr @, rpynnrapoBoqHoe
lauMeHoBaH'1e, HaHMeHoBaHhe 4epxarenr pV, ero
rrorol4n, crpauy, rene(:ou, aApec nHTepHer cafTa,
neKapcrBeHHyto $opnay, 4osrapoaxy r uxrh,rn, cocraa
ixarllenoeaHue H Ko.tlr4qecrBo 4eft creyoqero
3euecTBa, HanMelioBaHhfl BcnoMoraTer bHbrx
leu"lecra), o6beM B MUlJtfihnurpax h KoJt[qecrBo Ao3 B

eirnyre: <[nn espocnsrx.>, <1 flosa - 1,0 nrl> rnr
<Eflq Aerefr.D, (1 .qooa * 0,5 rr,rn>; KoflHqecrBo aMnyn B

/naKoBKe, cnoco6 np!,tMeHenna, <f'lpumennru no
ra3HaqeHt,to Bpaqa.>, <Crepnnuxo.>, <llepeg
/noTpeofieHr4eM BCTpRXhBaTb.), <XpaHuru e
reAocrynHoM 4nn rqerefi Megre.)), <He eao4nrs
3HyrpuBeHHol), ycfl oBhfr xpaHeH14B, ycnoBIR ornycKa,
lerrcrpaqroHHurfr Hor*ep, HoMep cepfih, B r(oropoM
)TpaxeHa AaTa npot43Bo4fiBa, AaTbl hcTeqeHufi cpoKa
-ogHocn4 (<[ogen A0.,...>), Lurpux-r<o4. flnn
3HyrpeHHero ncnonb3oBaHhfl npouSBoA[TeneM Ha
raqKe (aproHHoft nounaepuecxoft ynaroaxur rr,loryr 6urru
laHeceH bl nporil3BoAcTBeH H bte (oA bl. Ha laecre
{aHeceHilfl HoMepa cepHh, B (oTopoM oTpaxeHa AaTa
lpol43BOACTBa, AaTbr t4CTeqeH hfl cpoxa roAHocTr4

l(To,qeH Ao... )), Aofl onHrlTerbHo Moryr HaHocurbcfl
:peAcrBa ,lAeHTI$l,,1 (aql414 A"nF ci,lcTeMbr MoH HTopI Hra
4BrXeHhfi re(apcTBeHHblx npenapaToB Anff
MeAUUI4HCKOTO npnMeHeHUn.

{a srurrerxe aMnynbl y(a3aHo: ToproBoe
1at4 MeH0BaH r,re npena para c npeAynpe4ilTenb Hoi,l
uapxrpoaxofi @, coxpaulennoe 0600Ha!.leHue nyrrl
3BeAeH!{fl1 <e/r"t>,4osupooxa e nrxr/ur, o6r.etur e
ll,iflnhnnTpax u (ofi,iqecrBo 4os n al,lnyre <[nx
33pocnbrx.), (1 Aoga - 1,0 nan>; lotor[n Aep)Karen,)Y, nonaep cepur, Aara npo[3aoAcrBa,,qara
rcreveHrlf, cpoKa ro4rocrt4. Ha xaprotruofi naqxe c
eMnynaMI yl{a3aHo: ToproBoe HahMeHoBaHIe
Ipenapara c npe/lynpe4hrerunoil napxrpoBKoft @,
'pynnrpoBoqHoe HauMeBoBaHne, HauMeHoBaHqo
lepxarerr PY, ero rororun, crpaHa, TereSoH,
rApec hHrepHer carira, nerapcraennan $opua,
lo3r,4poBKa e t xT/i,tr, cocrae (HanuenoBaHue rl
(o.rlrqecrBo gefi c-reyrcqero BeulecrBa,
ranMeHoBaHilr BcnoMorarenbHulx aeqecle), o6retr
3 Mt4ltnnnrpax h Koflhqecrso Ao3 B aMnyfle: (Anfl
i3pocrlbrx,>, (1 Ao3a - 1,0 urn>; xonhqecrBo aMnyrl
3 ynaxoBKej cnocoo np[MeHenrn, <flpnMeulru no
iagHa\.teHnn Bpalla.), nCrepnnuno.>, <flepeg
ynorpe6nenneu BcTpfixHBarb.), <Xpauuru o
reAocrynHoM gnl gerefi Mefie.>, <<He eoo/lt4Tb
rHyrpnBeHHo!>, ycnoB!4n xpaHeH!4R, ycnoBrlB
)rnycKa, perusrpalluoHHbtfi HoMep, HoMep ceprll,t, B

{oTopoM oTpaI(eHa AaTa npor3BoAcTBa, .4aTbt
/lcrelreHL1R cpoxa to,qHocru ((foAeH Ao..... )),
.lrrptlx-r(oA. HaueceHst cpelcrBa t,tgeHrHSIxaqhu
lr]fi cl4cTeMbr MoHHTOpilHrS ABt4x(eHhfl
nexapcTBeHHbrx npenaparoB Ann MeAnqIHcKoro
rphMeHeHll8.

Xpaneure x.paHhn nph reMneparype or 2 rqo B oC. He
qonycKaeTcfl 3aMopaxhBaHIe.

(paunru nph reMneparype or 2 4o B'C. He
qonycKaeTCfl SaMOpaxilBaHre.

Cpox rognocrn , roaa i roAa

I r-"pi

CrpaHuqa 2

o.A.


