
PA3PEIUEHI{E
Ha BB0A B fpaxAaHcKl,Ifi o6opor n Poccuficrcofi Oe4epa;q;a:a cepvt4 r4nv \aprtttr

rIpoH3BeAeHHoro s Pocc[ftcxofi Oe4epa\Lrur r,rJrr{ BBo3r,rMoro n Poccuffcrcyro @egeparluro
urr,rrr,ryuo6uoJrorr.rqecKoro neKapcrBeHHoro flpe[apara

Ns P006-001 l0-7 7 1047 89601 or 09.04.2026

Bsrgauo AxquoHepHoMy o6ulecrry "EraHuoQapu", pocclrx, 124460, r. Mocxna,
r. 3eleuorpaA, yr. Koucrpyxropa fycmona, A.3, crp. 1, IIFIH: 7735518627.

(uauuenonauue loppr.qurrecKoro Jrr{qa, ropuAr,rqecKr,rft a4pec, HHH)
(Degepa.rrbHas c"rryx6a ro HaA3opy B cQepe 3ApaBooxpaHeHufl Ha ocHoBaHr{r.r
3aKJrK)qeHI{q I4cuutatenrnofi na6oparopuz MocroBcxofi la6oparopuu KoHrpolr.rr
xa.Iecrsa reKapcrseHHrrx cpe.{crn @IEY "pIMIISVAOCMII" PocgApaBH aAsopa

(uauueuosanrae QegepanlHoro rocyAapcrBeHHoro 6rcgNerHoro yupexgeuux)
or 08.04.2026 . Nb l24[J(.-lll26 pa3perraer BBoA B rpaxAaucrcufi o6opor

G"r") - G"".p)
B Poccuficrcofi (Degepaqu[ IrMMyno6uo"rroruqecKoro JreKapcrBeHHoro rpeuapara

Peresar@ B (BarqruIa nporun reuqT4Ta B, pexou6uruasrsas,4po*N."u, Nraaras)
(rop'roroe nauueuonanue)

Baxqzna A{rr upo$ranaKTr,rKr{ Br{pycHoro reuarura B
(uex4ynapoAHoe He[areHToBaHHoe HaHMeHoBaHr,re (rpynnupoBoqHoe uru xuuuuecxoe)

cycrleH3l4fl, llrfl BHyrpHMbIrIerIHoro BBeAeHra.fl 20 vrxr/rrrn 0.5 rral - aM[ynbr (10 ulr.) -
rarIKI4 KaproHHble - AJrf [e.{e6Ho- LI JIAKTI4IIECKI4X EHIdM

($oprraa BLInycKa (c yrasaHl,reu JleKapcrBeHHoft rpopuu, Ao3r{poBKr,r, $aconrcn) r4 KoJrlrqecrBo e ynanouxe)
cepuu 10126 , o6reu cepuu HJrrr [aprr.ru 24600

(uouep cepun)

roAeH Ao 07.2029
(nolnuecrno ynaronor)

(cpor ro4uocru)
rlporr3BoAcrBa Ar<quoHepnoro o6qecrBa "Euuuo$aprvr" (AO "EunHo$apu"), Poccu.a,
724460, r. MocKsa, r.3erenorpaA, yn. KoHcrpyKropafycmona, A.3, crp. 1 (nce cra4uu,
BKrroqa.f, BbrnycKaroqufi x xa.recrsa).

(Haraueuoaaulre H aApec npor,r3BoAurenx (c yrasauueu cra4uft npousno4crna)
Perucrpaqr{oHHoe yAocroBepeHue Nb JtrI-J\le(000539)-(pf-RU) or 01 ,02.2022.
.{epxareJlb perllcrpalllroHHoro yAocroBepeHufl ArquouepHoe o6qecrBo "EuHuo$apu"
(Ao "Euuuo$apu"), Poccux, 124460, r. Mocxsa, r. 3ereHorpaA, yr. Koucrpy*ropu
Iycrrona, A.3, crp. 1.

(uauneuorauue, a4pec)

3 anaecrwreJrb pyKoB oAr{TeJrr
Pocs4panHaA3opa
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AOI(Y}vIEI-IT IOAII4CAH
DJTEKTI oHHoft no4uracrx;

CeprHtfurar 42D lBl4AD828BD I I 3BDt263[E2CCBC89
B.lagelerl Ilapxoneuxo .{llrrprrfi BceBoJro,IoBrrrr

f{eiimrnrereu c 07 .04.2025 no 01.07 ,2e26





foprosoe HanMeHoBaHhe
Pereaax(D B (BarquHa nporytB renarfira B, pexon6raHaHrHafl
,qpox$(eBaf, irugxan)

MHH/t-pynnupoBoqHoe HaIMeHoBaH Me Baxquna .qnx npo$mnaKTHt(rl BupycHoro renarura B

Oopnla BbtnycKa
cycneH3[r Aflff BHyrprlMbtu]eqHoro BBeAeHtafr 20 urr/rran 0,5 n,tn

Ne'10

Cepvrn lt ot zo O6reru cepuu 24 600 ynar

flara npouono.qcraa ([ara
rutnycxa) 01.2026 l-open 4o 01.2029

Cepru$urar aHanilea Ns
34 or
17.02.2026 r.

CrpaHa HasHaqeHHf, POCCT/R

[lpot,tanogurenu

A0 "5unnofrapl,r", 124460, r. Mocxpa, r. 3enenorpaq, yn.
l(oncrpynropa l-ycurona, 6. 3, crp. 1, flHLleHsus Ha

npoH3Bo.qcrBo flC I1012-00102-771A0MA449; Ceprugraxar
GMP/EAEU/RU/02236-2025; GM P/EAEU/RU/0233 4-2025

l-leparvnax ynaKoBKa

AO "Eut-tHo$apu", 124460, r. Mocrea, r. 3eneHorpap,, yn.
I{oucrpyrropa l-ycsxoaa, 4. 3, crp. 1, Iluqenerx Ha

npor43BoACrBo IIC n012-00102-77|AA010449; Ceprra$uxar
GMP/EAEU/RU/02236-2025; G MP/EAEUIRU/0233 4-202s

Bropuv nax/norpe6urenucKar ynaKoBKa

AO "Sr,tHuo$aprra", 124460, r, MocKsa, r. 3enenorpaA, yr.
l(oncrpyrropa l*ycuxosa, g. 3, crp. 1, Irqensnn Ha
npou3BoACrBo flC I1012-00102-77/00010449; Cepl,rSut<ar
GM P/EAEU/RU/O2236-2025; GMP/EAEU/RU10233 4 -2025

Butnycxarculnfi r<oHrponu

AO "5nnno$apna", 12446A, r. Mocrea, r. 3enenorpall, yn.
Koucrpyrropa l-ycuroaa, .q. 3, crp. 1, IluqeueuR Ha

npor4sroflcrBo IIC Jl012-00102-7710001A449; Ceprul$rarar
G M P/HAEU/RU/02236-2025; GM P/EAEUlRUlO233 4-20?s

Halr rrlteHoaan ue M a.qpec Aep)Karenfr
permcTpauMoH Horo y&ocToBepeH t4R

AO "EmnHo$:apn", 124460, r. Mocrna, r. 3enenorpa4, yn.
l(oHcrpyr<ropa l-ycuxora, 6. 3, crp. 1

Honltep PY u Aara perucrpaqhri taflu Aara
3aMeHbt

fin-Ns(000539)-(Pf-RU) or 01.02.2022 r. (para BHeceHiln
nsireneHr4fi 01,02.2022 r.)

Horrrep HopMary{BHofr gorylaenraqru
fin-Ne(000539)-(Pf-RU)-020425 Pereear@ B (Baxquua npon4r
renarr4Ta B, pexona6rnaHTHafl ApoxxeBas xrgxan) cycn. .qnff
alm anegeHmn 20 uxr/nan

AO "6uHuo$apru"

Cepru$uxar coorBercrn,{R cepflkl Np 1g8/?6

or 02,04.2026 r,

Hacront4uru fl noArgep>K4ao, qro npilBerqeHHas Bbrue un$opuaqur qBflrrercff gocrosepHofr u roqHora. Ora
cepffi npoAyKql4fi npohsBeAeHa (ernnL{afi ynaKoBr(y (rraaprupoery) u ronrponu xauecraa) Ha euruleyxa:aHuoil
npoh3BoAcrBenuofi nfioUaAKe (nnoulagxax) B nonHoM coorBercrgr4H c rpe6oeaHaRrrru l-lpaeran
uagneNaulefr nponenogcrneHuofi npaKTuKr4 Eepaomficroro aKoHoM14qecKoro cooBa u rpe6onauu*tur
KoHTpon, KaqecrBa neKapcrBeHHbtx npenaparoB, a ratoKe B coorBercrBfl14 co cnequ(:14xaqnnl1am,
coAepxaulHMucn B perucrpaLlnoHHoM A,ocbe crpaHbt-uMnoprepa Anv B .qocbe cneqracprxarlufr Ha
neKapcrBeHHuft npenapar B cfiyllae re(apcrBeHHbrx npenaparoB Anfi t$l14Ht4rlgct(rlx rlccneAoeaHtafi. 3anucu
no npovlsBoAcrBy, ynaKoBKe r aHanusy npoBepeHH, t4 ycraHoBneHo ux coorBercrBue rpe6onaurRu llpaern
uaAneNaqei npou3Bo,qcrBeuuofi nparcruxN.
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VnonuorrlloqeHxoe nnqo Eerrepes BnaAncnas EereHseehq I
o140

flpogyrqun paspeueHa K p





(*t"ohsrm
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Ceprn$nrar aHarrnga Ne 34
HauuesogaHre no H[ Pereeax@ B (Barrlrana nporrlB renarilra B, pexov6uHaHrHan Apoxxeeas xu,qrar)

cycneHsiln,qnfl gHyrpvlMbruJeqHoro BBeAeHt,rg 20 narr/r'an, 0,5 Mn Nc10
Agpec npoxseoAcrBa 124460, r. Mocxna, l. 3enexorIq8.J& Konclpyr.ropa l-ychr<osa A. 3 qJp, 1 _**_-_
Agpec nrtnycKaruu{ero KoHrponn 1241Q0, r. lVocxea, r..3eneHorpaR, yn. KoHcrpyKrgpa l*ycurge"? A. 3 crp. 1 

_

GT|N 04610004580055

24600 ynax. _
01.2026

In-Nc (000539)-(Pf-RU)-020425 PereeaK@ B (Baxquua nport4B renatura B,
pexoM6mHa.H,rHar ,qpoxxeaFn xr,qras) cycn. gng s/M sseAexfis 20 M"Kr/yn EAQ,.

Hontep napruu/ceprn
Konfiqectso iuacca, o6uena/, eA.u3M.

flara nponseogcraa
Cpor roguocru
Cepna A0C

Kourporu npoBe,qeH no

10126

Ne

n/n

Hanuenoranue no(agarerm
KarlecrBa no HopMaIilBHoMy

]IOXVMEHYV
Tpe6oeaNre x KaqecrBy no HopMaruBHoMy AoKyMeHry Peeyrurar

1 Onrcanre

-oMoreHHaR cycneHolrr Oenoro nnlt 6enoro c cepunt
)fieHKoM qoera 6ea BrAfiMbrx nocropoHHlrx
lxno.reH lrfi , pao,qenfi rcu.{a, nocJre orcra uBaH ilfi Ha

5ecqaernyro npoopaqHylo HaAoca,qoqMyo xr4At(ofib t4

rcaAox 6enoro qBera, Jlert<o pecycneHAnpyeusril npn

-oMoreHHaR cycneHsllff denoro qaera 6ea suAr4[,tutx

tocropoHH Hx BKfl oqeH ufi , pa3Aerlr lou{an nocrte
)rctahBaHilR Ha Oecqeernyo npospaqHyto
Ja.qocaAo\.rHyro xt4grocrb t4 ocaAox benoro ugera,
rerxo pecycneH4upyettrtft npu BcrpRxuBaHM14

2
!4AenrrSuxaqun

lpenapar AonxeH cogepxaru HBsAg loArsepxqeHa

lonxxa sunennrbcfl ocnogHafr nolroca MoHomepa c
vloneKyfinpHofi Maccoh24*2 rAa H Moxer
lpficyrcraoBarb AononH}lrejrbHaR MeHee uHTeHcl4BHafl
loroca "oHMeDa c MofleKvjrnDHori uaccoft 45*2 rdla

lo,qrBepx((eHa

3
CeA uuenraqronNaR

ycrofiuurocru

)ycnenlun BaKLlr4Hbr, o6pasyoqancr npr
3fiprxuaaHhn, HeAonxHa pacclrar4aaTbcfi a reqexlte {
ltll.tH.

)ycner.rrran BakqrlHbr, o6parynqancn npr
rcrpFxhBaH[fi, He paccnal4Baerc, B reqeHt'te 5 MIH.

4 f'lpoxo4 uruorru r{epe3 [rny )ycneNeun AonxHa cao6o4no npoxoAt4Tb qepes nrrly
)8-40.

)ycneHsna ceo6o4no npoxoAHr iiepeo uuy 08-40.

( 14ssneKaerriutfi o6bett
'{e uenee cyMMb, HoMt,tHanuuurx o6ueMos
4CcneroBeHHBIX Vnal{OBOI{

i,5

b rH )r 6,4 ao 7,4 1

7 Mexanuqecxue BKJrloqeHnfl lonxnur orcyrcrBoBgrb Jrcvrcrsvnr
B 06uufi 6enox "le 6onee 25 uxr/un I nxr/ran
o Anrcu u x r,rs ra,tA por(cl4A )r 0.18 no 0.32 Mr B 0.5 Mn (aercKaff rooa) ),24 ur anoir,trxfir B 0,5 Mr

10 Crepnnsxocrr "lpenapar AonxeH 6urs creprrnuHuru loenaoat grepLrfleH
14 6arrepuanunute oH.u.oror{o4Hbr "le 6onee 25 E3/tun Vleuee 25 E3/un
12 flnporexxocru lenapar aoxxeH 6urru anrporeuuurtr,r \Hart43 He npoBoAhncfl
1a Anoltaanuxat roKcftrtHogrb "lpenapar aoaxeH 6urrl xeroxcuqHuru lpenapar HeroKct{qeH

14
C ne qr $mv ecxar a Krr{ B Ho6f b :

1 . 14rr,r uyNoreu naR arru BHocrb**

)rnouerre 4oobr hMMyHorenHei arrrgHocrn
)e+epeHc-BaxqilHbr nportaa renarrra B, euBur aaoulefi
lrrpa6orxy aHrr.irer y 50% trturuefi (EAso), ( EAso
rcnbrryeMoli BaKu[Bht nor]xHo 6brrb :0,5

{Hanl4s He npoBo,qHnct

15
Cnequ$nvecraR aKTlrBHocrbt

2,Coaeoxanue HBsAo
)o4epxarre HBsAg 4onxNo 6urru e npegenax or 16
lo 25 tuxr/nn

'1,74 trrxr/nn

ID flonNora cop6qrr
)oAepxail !4e H BsAg e H a.q ocaAoqH ofi xrrrA Kocr 14

lpenapara AonxHo cocraB.nffTb Ne 6onee 1 % or
{(}Mil}.{, nLHofi nonuuuHht ?0 narr/un

),031o

[-lpouseo4creeuHbt ff u]TaMM
lporeao4craenHbrft urrauu Hansenula polymorpha
lKnM Y'2981 (Y-296 DL-Uph-HBs).

lporaBoAcrBeHHbr 14 rurgrfl({-isBse0l'qe-nQlymorpha
lKnM y-2981 (y-29efr{a-Y6hdJm.,* a e : .

1B Ynaxosxa

lo 1,0 run (1 aspocnan Aosa) unu 0,5 Mfi (1 Aerc(an
lora) e aunyrur B aMnynbr lllll-1 unr l.lJll-2,
,3 creKna laapru HC-3 rnu I rngponlrrMqec(oro
fiacca, c qBerHbrM KonbqoM pa3noMa nlu c qsernoff
roqroft u naceqxoff. Ha annynax noxer 6urru ogxo,
IBa L1l14 Tp!,'t l"lBeTHblx Kolbqa hl'r[ 6e3
lOnOnHnTenbHbrx rlBeTHbtx l(oneq.
{a xa44yto aMnyny Hatlrtelrnaur orti(erKy ul 6ylrarn
ilcqefi, unu 6yr"larn gtrrerr:qnoi,

"ro 0,s Mn u o"''{/d*&?{"urnyn-rXfr&iuor
rorixofi h Haceu,flf lflraxlqyo aMnyfly n'(sieexa
:avnv nen r r race{l erurAlra-; f]o S rMnv n nr}roeiltexo
3 KOHrypHylO R( il&dpdlfifti,ilH ;Ji

;ilffiil;;litipH
aHcrpyxqr,rera no nlfqi
(aproHHyro naqxy. \\

CrpaHHua 1 u3 2
\i*u lrul-,





3arcnrcqeNret Cooteercrnyer rpe60BaHrnM
In-Ne (000539)-(Pf-RU)-020425 Pereaa(@ B (Bar(quHa nporuB renarhra B, pekoMOHHaHrHaH Apo)KxeBan xn4xaR) cycn. AJIR B/M EBeAeHuf, 20
r'axr/un EAC
* lloragaren u RBnfi ercfi anbrepuarr4EH br M noKa garefl o "6arrepuanunue an4otoxcu Hul'.
**AHafiila npoBoAulcn Ha tta4oft 10-i cepnu,

,Qara eurnycrca: 1

Haqanunux OKK

rnr 6yuarr nrranoprxoff unn caMoxnelou.Uecr
}TUKC?Kfi,

ilo 5 aunyr noMeularcr B (onrypHyro flqef(oayro
/naKoBKy il3 nneHKu nol14Br4Huaxnopul{Hofr finI
,tMnopTHaR.
IIo 1 urn 2 xourypuue flqerlxogbre ynaxopr(H BMecre c
dHcrpyKqileil no npuMeHeHrlo noMeqaloT B KapToHHylo
raqKy Hg xaproHa Mapxh xpoM-op3aLl Hn!i xpolaoestil
,J]14 UMnOpTH0rO.

19 Map(ilpoBxa

:la grrrerxe aMnynbt y(agbtBaor: ToproBoe
ra|tMeHoBaHile npenapara c npeAynpeAilTenbHoil
!lapKUpoB(ofi 0, coxpaulenxoe 0603Ha\ieHue nrr[
3BeAeHr4Rr <rn/tvt>, goruporxy r rvrxr/r,at, o6r"eM s
\4l4nnr4n[Tpax r Kon[liecrBo Ao3 B aMnyne: (EnR

3opocnbrx.), <1 Aora * 1,0 rrrn> hnu (Aflr Aerei.), (1
qoga - 0,5 MnD; Jloror,4n Aepx(arenfr PY, nouep ceprn,
4ary npon3BoAcrBa, Aary hcTeveBl4i cpoKa ro,qHocrr,r.
'la xaproxxofi naq(e c aMnynaMu y(a3brBarcT:
roproBoe HanF,,leHOBaHIe npenApaTa c
npe&ynpeAlrrenunoft uapxuposxofi @, rpynnupoEoqHoe
{aIMeHoBaHile, HaIMeHoBaH!{e Aepxarern PY, ero
nororfin, crpariy, reneSoH, aApec l4HrepHer cafrra,
neKapcl-BeHHyto $oprray, gosupoary a uxr/ur, coctar
lnarr*re HoaaHne n xor rqecrBo,qefi c"rByoulero
3eulecrBa, HauMeHOBaHua BcnoMoraTefl bHblx
ser{ecrB), o6reM F Ml,rflnfintarpax h xoflt,lqecroo Ao3 B

aMnyfler (,qnfr B3pocfibrx,>, (1 .qo3a - 1,0 un> unu
<[nn 4ereff.>, (1 Ao3a * 0,5 un>, Korrr4qecrBo aMnyn B

y'na(oBKe, cnoco6 npuraenen lrn, <l-lpu ueHxru no
HagHaqeHnto Bpa\ta,), <CrepnnuHo.>, (nepeA
ynorpe6nexreu BgrpRXHBarb">, <Xpanrru a
HeAOCTnHOM gnn 4erefi Mefie.), <<He aaoguru
BHyrpfi BeHHO!>, yoj]oBrirfi XpaHeHllfi , ycnoBun ornycxa,
[oMep cepuH, B troTopoM oTpaxeHa Aara
npoil3BoAcrsa,,qaTbr Mqreq()H rrf, cpoKa ro,qHocrl4,
(<l-o4ex Ao....,)),,qary Bbrnycxa, u:rpnx-xo4.,$n
BHrrpeHHero ucn0nb3oBaHilf, npoh3BoAhTeneM Ha

naqKe KaproHHofr t<ourraepuecxoil ynaronxu MoryT 6blrb
HaHeceHklr npoh3BoAcTBeHHbre (oAbl. Ha uecre
HaHeceHuR HoMepa cepuH, B l{oropoM orpaxeHa AaTa
n pol,38oA fi Ba, .q aTbr r4cTeq e H !,1 fi cpo(a roA HocTl,l

((ToAeH,qo... >), Ao nonHMTerbHo Morfr HaHoct4Tbcff
cpe,qcf Ba uAenruSuxaLln H AIF cr4creMbr rltoH tlTopIHra
4B[XeHlrs ne(apcrBeHHbrx npenaparoB AnF
MenutIt Hn{oro nnuMeueHl,c

"'la grurerxe aMnynbr yKa3aHo: T0pro80e
lar{ MeHoBaH ne npenapara c npegynpegrlren uuofi

']lap(ilpoBKori 
6), coxpaueunoe 0603HaqeHMe nyrt,l

,BeAeHr4q: (B/M), Ao3t4poBxa e [rxr/i,tn, o6],eM B

illtnnurHTpax 14 r(ofluqecrBo Ao3 B aMnyJle (rqnn

1erefi.)), (1 AoSa * 0,5 rrtl>; nororun 4epxarenn PY,
{oMep ceprln, AaTa npou3BoAcrBa,,qara rcreqeHHn
)poxa roAHocfl4.
{a raprounoil naq(e c aMnyraMu y(aoaHo: Toprosoe
raHMeHoBaHHe npenapara c npeAynpe,ql4TenbHofi
uaprrpoaxoil @, rpynnnpoBo.rH0e HaltMeHoBaH[e,
{a!,tMeHoBaHne Aepxareflff PY, ero norornn,
:rpaua, rene$oH, aApec uHrepHer caftTa,
rexapffseuHaF SopMa, go3t4poaxa n [trrlMn, cootas
'Ha14MeHoBaHhe u xonuqecrBo Aeft glBylouero
3etllecrBa, Ha4MeHoBaHus BcnoMorarefi bHblx

leqerra), o6teM e M[nnr4lttrpax il (ofifir]ecrBo A03
3 aMnyne: <Anr,qerefi.>, <1 4osa * 0,5 t,ln>;
(orr4qecrBo aMnyfl B yna(oBl(o, cnocoo npuMeHeHtlr,
r[lplrruenntu no HaiHaqeHht) Bpaqa.),
rCrepunux0.>, <fi epe,q ynorpeOneHreM
3crpfxr4aarb.), <Xpatnru B HeAocrynHoM Anfl
Xerefi Mecre,>, (He B6oAt rb nnyrpuaexno!>,
/cnoBhff xpaHeH[n, y6r'loBl/l8 oTnyc(a, HoMep cep14rl,

, xoTopoM oTpaxeHa AaTa npouSBoAcTBa, AaTbl
icreqeHr4ff cpoKa ro,qHofil4 (<[oAen 40,,...>), Aara
rbrnycKa, turpr,rx-KoA. HaHeceHbt cpeAcrBa
ageuru$uxaqun Arfl cl4creMbl MoHrlropuHra

1BIXeHIR neKapfiBeHHblx npenaparoB,qfl fi
i.,teAIqlr HcKoro npIMeHeB[fl .

20 XpaHerne
(paHraru npu reMneparype or 2 go B oC. He
1 dnvckaoTcc nrnronrvunrHue

(pannru npil reuneparype or 2,qo B'C. He
lonvcxaeTci 3aMopaxhEaH!le,

21 Cpor roAnoctu 1 ro4a J TOAA

"fiflpttoH"

w.
Crpanuqa 2 N: 2




