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IIb P006-00110-77 10397 0839 or 12.12.202s

BrrAaHo ArquonepHoMy o6qecrny "EuuuoQapu", Poccu.a, 124460, Mocrna,
r. 3eleuorpaA, yl. KoucrplzKropa fycsxona, [.3, crp. 1, LI]IH: 7735518627 .

(HalrlreuonaHr,re ropuAr4rrecKoro Jrr4ua, ropnAu\ecxuil aApec, I4HH)
OegepanbHaq c.rryx6a ro HaA3opy B cQepe 3ApaBooxpaHeHr{fl Ha ocHoBaHrrtr
3aKrrorreHI,Ifl l4cnrrtarelrHofi na6opa:ropuu Mocxoecxofi na6oparopuu KoHrpoJu
xaqecrna rexap crseHHnx cp eAcrs @fEY "I'IMII3YAOCMrI " Po cgApasFraAsopa

(uaunaeuonanue Se4epanbHoro rocyAapcrBeHHoro 6rogxeruoro yupexgeHraa)

or 11.12.2025 }tb 24384K-11/25 pa3peruaer BBoA B rpaxAaHcrcufi o6opor
(4ara) (uouep)

s Poccnficrcofi (Degepaqldld uMMyuo6uororuqecKoro JreKapcrBeHHoro trperrapara
Perenax@ B (Baxqraua n B re[arr,ITa B, pexoru6v*tautruas ApoxxeBa.fl xl{,{Kafl

(roproaoe Hanueuoeaur.re)

BaxquHa 4m upoSrrJraKTr4Kr4 Br.rpycHoro reuarura B
(uex4yuapoAHoe HetrareHroBaHHoe Ha]4MeHoBaHrae (rpynnrapoBoqHoe uru xuur.ruecxoe)

cycneH3rrfl [Irr BHyrpl4MbrurerrHoro BBeAeHrr.f, 20 narrinan 0,5 n,tn - aMnynbr (10 rur.) -
[ar{KI4 KaproHHbre - lrfl re.re6Ho-upo$ulaxrnqecKr.rx )r,rp eNAeHprfi

(Qopua Bbrtlycxa (c yra:aHueru JreKapcrBeHHofi $opusl, Ao3rlpoBKH, rpaconxa) n xolraveCino u lrnaroexe;ceprr 130925 , o6reu cepuu r{Jrlr [aprlrr,r 20283
(Horr,rep cepuu)

roAeH Ao 09.2028
(xoluuecrao ynaxonox)

(cpox roguocrra)

rlpolr3BoAcrna ArquoHepHoro o6qecrBa "BuHHorfapna" (AO "ErzHuo$apur"), Poccll-a,
124460, r. Mocrna, r. 3ereuorpaA, yr. KoucrpyKropa fycrxona, [. 3, c'rp. 1 (nce cra4au,
BKrrorraf, BbrrrycKaroqufi xo r xa.Iecrna).

(uallnaeuonalrue u arpec flpor43BoAr4Telr (c yxa:aur.reu craAuii npon:no4crna)
PerucrpaqrloHHoe yAocroBepeHrre }tb JtrI-Ilb(000539)-(P|-RU) or 01 .02,2022.
flepxareJrb perlrcrpalluoHHoro yAocroBepeHr{fl AxqzouepHoe o6qecrBo "EHHuoSapu"
(Ao "EuHnoSapu"), Poccua, 124460, r. Mocnsa, r. 3eJreHorpaA, yr. KoHc"py*ropu
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ffi*ohorrn\,/ 'grouP

HanMefroeaHfie no Hfl

Agpec nporsoo4crBa
Agpec eurnycKaFculero KoHrponfl
GTIN
Hor',rep naprnu/cepu r,r

Kon t,lqecrBo /rr,racca, o6i.eu/, eA.r13M

fiara npolrsnogcrea
Cpor< roguocrlt
Cepun A@C

l(oHrpons npoBegeH no

Ceprra$mrar aHanusa I{s 1A24
PereeaK@ B (Barquua nport4B rena'I'hra B, perom6rauaHl'Hafl Apo)l(x(eaan l<r,tgxan)

cvcneHsrl AnR BHyrprMblutequoro BBeAeHufi 20 rrltrr/un, 0,5 un Ng10

124460, r, Mocrea, r. 3enerrorpaA, yn. KoHcrpyxropa [-ycurosa A 3 crp. 1

124{60, r. Mocr<s.a, r. SeneHorpaA, yn. Koncrpyxropa l-ycuKoaa A. 3_crp. 1 _
ug1qqg$eq9lq_
1 30925
20283 ynar
09.2025
09.2028
A (600+601+602)-1

pgIgfy6'4H a HrHaF Fpox(@gIII :Q"-UI{t',l1 EAC

Ne

n/n

HarMeHogaHhe noKaoareJl,
Ka!recTtsa n0 HopMaTIBt-toMy

IlOI(VMCHTV
Tpe6oeaHne ( KaqecrBy no HopMarIBHoMy AolryMeHry Pesynurar

1 Onucanne

-oMoTeHHafl cycneH3[4H 6enoro lrnu 6eloro c ceputt,t
)fieu(oM qeera 6e: BilAt4Mblx nocropoHHt x
:xn roqeu ni, pag,qerf, oulaf nocne orcrafi Ba H !1fl Ha

5ecqaerHyro np03paq Hylo HaoocaAoq Hylo )K!r,q Kocrb r,1

:ca4ox 6enoro LlBera, rer[o pecycneHAr,lpyeuurfi npr
3CTpflXt{Sa H 1414

-oMoteHHsti cycneH3[n 6enoro uee-ra 6e: augllrrlstx
locropoH Hux sxntoqeu lrir, pa3Ae.nfl D u.lafl nocae
)TcrauBaHrlfr na 6ecqeeruyo npo3paqHyto
laAocaAoqHyro )KnAl{ocrb 14 ocaAo( 6enoro qeera,
rer(o pecycneHA rlpye r,r blri np!r Bcrpfl xnBaH hu

2
lzlAenr ndrnxaqrn

-lpenapar 
AonxeH copepx<aru H[3sAg loArBepx(AeHa

loflxHa BbrflBnfiTbcfl ocHoBHafl nonoca [roHoMepa c
,aonexynnpHor Maccoh24i2 t<.[a r uoNer
rp14cwcTBoBaTb,qonorHilTenbHa, MeHee fi HTeHcuBHaq
'roroca .&n[reDa c MoreKvnrpHofr l,raccofi 45]2 (tra

loArBepx(Jtrerra

CeAumeu-raunonn an
ycroivtraocru

)ycneusrn BaxulrHbt, o6pasyrculancn npu
rcrprxuBanur, He AonxHa paccnauBaTbcfi B TeqeH[e g lycneHsfifl BaKuIHbr, o6parynqancr npr

icrpixrlBaHrr, He paccnauBaercn g rgqeuuc 5 trlug.

4 fl poxogurorocrs qepeg r,rty )ycneutnn AoflxHa cao6o4no npoxoAr4Tb \.{epeo ilrny
l8-40. )ycneuaun cao6o4no npoxoA!1T uepee urry 08-40.

5 lzl:erexaerrsrfr o6ueM
le venee cyrr,lMbr t"roMrlFIanbHbrx o6returoe
4CC"rle,[OBaHHL,tX Vna(OBOK

.joorBeTCTByer

6 nH )'t 6.4 ao 7.4 1

7 MexaHurtecxl,te BKrtoqeHun lonNsur orcvrcrBoBarb TCVTCBVIOT

I O6u&rr.i 6enox -le 6onee 25 urr/un I uxr/nn
s AntoMrH,,tn rrAp0Kct4A f,r 0, 1B ao 0,32 r*r e 0,5 Mr (aercxas Aosa) ),25 Mr anroM14HIrfi B 0,5 Mn

10 Creprlunocru lpenapar AorxeH 6orru creprrrnurvr loenaoar creorneH
11 balireDIa.n bH bte ohlroroKct4 H bt -ie 6onee 25 E9/ur vlenee 25 E3/mn
12 l-lnporeuHocrs penapar aonxeH 6urru annporeuuunrt \Han!,3 He npoBotrfincF
IJ Anoutan sHaR ToKct4qHocrL, lpenapar aoaxeH 6urru serorcurqnutur lpenapar HeroKcLtqeH

14
Cneqr$uuecrar aKTrlBHocrb:

1 .[4ut,tyxOrenuafl aK.rulesoc'ru-*

)rsorueHre Ao3br rrMMyHorenHoff axruenoctr,r
lecpepeHc-oaxqunbr npol4B renarhra B, eursureaoqeil
rurpa6orry aHrrlren y 50% r,rr,rLreii (E[5s), x E[ss
rcnurrvelaoft Ba(uL4Hbr ro-nxr.ro 6srru )0,5

\Harh3 He npoBoAhrc,

15
CnequrQnvecxaq aKTIBHocrb:

2.CoaeoNaHne HBsAo
)oqepx<axne HBsAg gonN<no 6urru e npeAenax oT 16
ro 25 uxr/un 8,49 ruxr/urr

lcr l-loruora cop6q[Ll
)o4epxauue l-lBsAg B naAoca&oqnofr xhAKocrl4
'rpenapara Aon)i(Ho coc-raefifiTb He 6onee 1 % or
.lOtttuNanunoi BerrqnHbr 20 uXr/t',tn

1,05 %

17 fl poneeogcreeH H ur r.i r.ura n,t nir
lpouseo4creeunurfi rlramu Hansenula polymorpha
3KnM Y-2981 (Y-296 DL-Uph-HBs).

lponsaoAcrseH n srft r"u'rarrr u l-lanse nu la polymorpha
3KnM Y-298'1 (Y-2s6 DL-Uph-l-lBs).

18 Ynaxogxa

lo 1,0 r,an (1 sapocnan Aosa) unn 0,5 un (1 AercKaF
losa) B aMnyrbr B aMnyfibr tllll-1 nnu [.Ufl-2,
4s crev.ra maprn HC-3 rln I rrAponurhqec(oro
(racca, c qBeTHblM KorbqoM pa3roMa rnu c qaerttoil

-lo 0,5 un (1 gercxaa Aoaa) B aMnyabr c qaernot)i

roqroft r Haceqxofr. Ha aunylax uolrer 6utru ogHo,
I,Ba unu rpr{ uBerHbrx xoluqa nnr 6el
t,ononHill enbHL,tx qBeTHbtx Koneq.
-la ka)(qylo aMny.ny Ha(ne[Baror ortaKer(y ue 6yuarur
rrcqefi, r,1lu 6vnaru sruretoqHoft.

CTpaHrqa 1 H3 2 " lrl
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xr4Axarl) cycn. AnF B/M BBeAeHUF 20

4nil oyManr HMnoprHoff [.n], caMol{Ileoqrecr
)ThKCTKfi-

1o 5 aNnyr noMeularcr B KoHrypllylo sqeffxosyro
/na(oBKy u3 n.neHNu non[4Br4Hu:]x.nophAHoti hfl M

rMnoprHafr.
lo 1 uru 2 xonrypHsre R,]efi(oeure ynaKoBxri BMecTe c
,tHcrpyxqneil no np[MeHeHno noMeqarcr B (aproHnylc
laq(y h3 (aproHa Map(u xpol\,{-3psau h}]14 xpoMoBbtr,l
4fl14 r,4MnOpTHOrO,

19 Mapxuposra

{a grt4Ker(e aMnynbr y(a3btBaor: ToproBoe
raIMeH0BaHr{e npenapaTa c npegynpe4urensHori
vr apxriponxor4 (0, coxpaqeH u oe o6osHaqeH r4e nyrta
3BeAeHnR: (B/M)), A03t4poBl{y B MKt/Mn, o6ueM a
\rt1]Illiln[TpaX [1 (OnnqeCTBO gO: e aunyle: <,(ln
r3pocnbtx.), (1 Aooa - 1,0 rr,lr> nnr <[nR Aerefr.), (1

losa - 0,5 Mfl>; rororhn Aepxarent PV, tonrep cepuu,
14ry npofiSBorqcTBa, iqaTy HcTeqeHnfl cpo(a roAFtocTl4.
-la rapronHofi nallKe c aMnynaMtl yKa3brBaor:
roproBoe HauMeHoBaHr4e npenapaTa c
rpe.qynpeAurenbHofr MapKHpoBr<ori @, rpynnllpoBoqHoe
-{a}4MeHoBaHre, Ha14MeHoBaHile 4ep>xareln PY, ero
nororrn, crpaHy, rene$oH, aApec nHrepHer caira,
ne(apcrBeHHylo Qopnay, goouponry a rrlxr/nan, cocraa
iuan r,leuoea n re !4 Kol r4qecrBo 4eiicrey ro Lqero
3eulecrBa, Ha I MeHoBa H r.tfi BcnoMoraTe.n bHblx
3eulecra), o6uetur e Mu.nrnnr4Tpax r [onr4qecrBo Ao3 B

aft4nyne: <flnn eepoclurx.>, <1 goaa * 1,0 Mn) nnu
<flnn ,qereff.r>, (1 A03a * 0,5 [.4n]; KoJlHqecrBo aMnyfl B
ynaKoBKe, cnocoE npmiuenennR, <llpnureHnrs no
HagHaqeH[o Bpaqa.>, <Ctepulsno.r>, (TlepeA
ynorpe6renlrerr,l BcrpnxrBarb,>, <Xpanuru a
HeAocrynHoM 4nn gerefi Mecre,)), <He eeo4r,rrs
auyrpuoenno!>, ycJtoB!1R xpaHeutll, ycloBHfl ornyct(a,
HOMep cep!1!4, B KOrOpOt\4 Orpal<eHa AaTa
n po,rSBoAcrBa, A arbt t,lcreqeH hr cpo(a toA H ocnl,
(<l-ogen Ao...,.))), Eary Bbtnyc(a, urprax-xog. flnn
BHyrpeHHero hcnonb3oBaHhR npor,t38oArTeIeM Ha
naqKe kaprotlHofi xorr,rruepuecxofi ynaxoexlt rrloryr 6slru
HaHeceHbr npoll3BoAcrBeHHbte KoAbt. Ha raecre
HaHeceHrlff Hor\,4epa cept1k1, B t{oTopoM oTpa)KeHa AaTa
n poh3BoAcrBa, A aTbt rlcTeqer{ rfl cpo Ka roA }tocTt.l
((ToAeH 9o... >), 4ononnt,trerbHo Moryr HaHoct4Tbcl
cpegcrBa ll4eHrucp n xaqru AnR cilcreMbt MoH riropt4 Hra
4Br4xeH[r r]exapcTBeHHL,rx npenapaToB Anf,
[.4eauul4 l.tcKoto nn14MeHeHUlfi .

-la srnxetxe aMnynbt y(a3aHo: ToproBoe
.iaHMeH0BaHhe npenapara c npe4ynpe,qrrelunofi
\,tap(upoBXof @, coxpaqeHHoe o6otHaueune nyrr
3BeAeHMn: <e/nr>, goaltpoexa e Mxr/[In, o6uenl e
\.,thltflnfluTpax ,1 l{oJ-lt4qecTBo goe e aunyte <r,Qnn

lerefr.>, (1 Ao3a - 0,5 nttl>; nororun gepNareln PY,
roMep cepnyl, Aara npou3BoAcTBa, AaTa l,lcleqeHu8
lpoKa roAHocl4.
la raproHuori naqKe c aMnyrairll y(a3aHot roproBoe
rat,tlreHoBaHHe npenapaTa c npeAynpeAuTenbHofr
uapxlrpoexoft @, rpynnnpoeo,-rHoe HahMeHoBaH he,
{ar4MeHoBaHhe .ilepxarenm PY, ero lororur,
rrpaHa, rene$oH, aApec uHrepner cailra,
ne(apcrBeHHafi cpopua, Ao3t4poBKa s irrr/r\nn, cocraa
inaniueuoaanre I xo.nHqecrBo 4efi creynulero
BeulecTBa, HaIl t eHOBaHrfl BCnOMOTaTerlbHb'X
aeulecra), o6ueM e turL{nnt,tn[Tpax r Ko]1hqegrBo.qo3
B aMnyre: <!rn gereil.>, (1 Ao3a .. 0,5 un>;
(onnqecrBo aMnyn B yflaKoBKe. cnocob npullcnerrulR.
<[lputr,rerinru no Ha3HaqeH14t0 Bpaqa.),
<Crepnruuo,>, <[1epe4 ynorpe6nenreu
BCrpFXrBarb,>, <Xpanuru B HeAocrynHoN.t AJtff
qereil laecre.>, <He aao4rru eny.r'pusenrto!>,
ycnoBhg xpaHeHr4ff, ycnoBL.lfl oTnycKa, HoMep ceph14,
B KOTOpOM OTpaXeHa AaTa npOrl3BOACTBa, AATbt
[creqenhF cpoKa roAHocrlt ((ToAeH 90,....>), gara
Bbrnycxa, u.rphx-KoA. HaHecenur cpeAcrra
ugenrlrclrnxaLlnu AnR c[creMbt MoHnropt4Hra

4BhxeHfi fl ne(apcTBeHHbtx npsnaparoB Afl H

MeAUqqHCXOTO nplnMeHeH[fi .

)n XpaHeHre
(paHnrs npr reMneparype or 2 go I oC. He
l0nvcIaercff 3a Mopa)1(,1BaH he.

(pannru npil reMneparype or 2 go 8'C, He
lOnycKaeTcR 3aMopaxIBaHfi e.

21 Cpox roguocru liopa 3 ro4a

w)Crpastrqa 2 h3 2

t(apaynooa 0.A,



Toproeoe HaMMeHoBaHue Pereeax@ B (BaxqraHa npornB renaruTa B, pexorvr6urraHrHari

Apolfl(eBarr iru,qran)

MHH/l-pyn nupoBovHoe HaHMeHoBaH 14e Barquua gnn npo$rraKruKt4 Bt4pycHoro rena.rilra B

Qopnra BHnycKa cycneH3tas Arlx BHyrpl/MbtluelHoTo BBeAeHUH 20 rurr/un 0,S run
Ns1 0

Cepr,rn lt so0zs O6reu cepvrr,r 20 283 ynax

flara npononopcrsa ([ara
oarnycr<a) 09.2025 l*ogeH go 09.2028

Ceprr$uxar auanfiga Ns
1024 or
11.11.2025 r

CrpaHa Ha3HaqeH14F POCCNfl

llpousaopurenu

AO "6vruuocpapu", 124460, r. MocrBa, r. 3eneuorpag, yfl.
l(oHcrpyxropa l-ycuxoea, g. 3, crp. 1, Jlmileneun Ha
npo,43BoACrBo JIC I1012-00102-77t00010449, Ceplasrrar
GMP/EAEU/RU/02236-2025 ; GM P/EAE U/RU/0233  -ZoZs

Ilepnuvuan ynaKoBKa

AO "5r,rHnocpapru", 124460, r. Mclcxsa, r. 3eneHorpaA, yn
KoHcrpyNropa l-ycurona, g. 3, crp l, Iurqenaurr Ha
npofisBoACrBo JIC I1012-00102-77/00010449; Ceprusnrar
GM P/EAE U/RU102236-2025; GM P/EAE U/RU/0233 4-2A25

BropuvHan/norpeOuren uct(afl ynaKoBKa

AO "BulrHocpaprvr'', 124460, r. MocKsa, r. 3eneuorpag, yn.
Koucrpyrropa l-ycuxoaa, 6. 3, crp 1, flr,rqeHeun Ha
npouBBoAcrBo flC ,.l012-001 O?-77 fiA01A44g., Ceprusraxar
G M P/EAE U/RU/02236-2025; G M P/EAEU/RU/0233 4 -ZA2S

Bunycxamultau xourporo

AO "EuHHo$apnr", 124460, r. MocKsa, r. 3enenorpap, yr.l.
Koncrpyrropa l-ycuxoaa, g, 3, crp. 'l , JluqeHrr,rn Ha
npoilsBo.qcrBo JIC I1012-00102-77100010449, CeprrzrSr.rr<ar
GMP/EAEU/RU/02236-2025; GMP/EAEU/RU/0233 4.ZAZ5

l-larnaeHoaaHHe Ll aApec p,epxarenn
per!,rcrpaL{r oH Horo yfl ocToBepeH Nfi

AO "6tzruuo$apu", 124460, t. MocKBa, r, 3enenorpafl, yn.
l(oncrpyxropa l*ycuxoea, 6. 3, crp. 1

Houep PY r,r gara perrcrpaqfiil ilr.u,l Aara
3aMeHbt

fll-l-Ns(000539)-(Pf-RU) or 01.02.2A22 r, (6ara BHeceHr4n
usueHeuuft 01 .02.2022 r.\

Honrep HopMaruBHori gor<ynenraquu
In-Ne(000539)-(Pf-RU)-0204,25 Pereear(D B (Bar<quHa npol4B
Tenarrlra B, pexom6uHaHlHar ApoxoKeaan >xugrar) cycn. flJrl
r/n eeegeunn 20 rvrr/un

AO "5muHo&apru"

Geprlt$urar coornsrcrnnn cepfiH Ns 1?5S/?S

or 24.11.7-025 r.

HacroRLtltziu fl noATBep)KAao, qro npl4BeAeHHafi autue un$opMauut frBreercfl qocrouepHofr H rorlt-tofi. 3ta
cepilfl npogyKuHk npoH3BegeHa (nt<nmqaR ynaKoBKy (ruapr<utponry) u xonrponu ravecrua) ua nurueyraeauxori
nporleo.qcreeuuofr nfioLllaAKe (nnoLqagr<ax) B noflHoM coorgercrgr4l4 c rpeooeaHurnriar flpanrn
HagneNarqeti npouleaogcreeHHoti npaKTfiKt4 Enpaamricroro gKoHoMr,lLrect(oro com3a lt rpe6oaanrrur
KOHTpOTIR KaLlecrBa jleKapcrBeHHblx npenapa'roB, a raK)Ke B COOTBerCTBt4yl CO CneLtru$uraqNnn/lu,
co.qeplKaU-l!1MfiCq B perilCTpalliloHlroM AOCbe CrpaHbr-uMnoprepa Vnv B flOCbe cneqra$rar<aqr,ri Ha
reKapcrBeHHuttl npenapar B cnyqae net(apcrBeHHbtx npenaparoB Anfr KflfiHilqecK,4x Hurl. 3anucu
flo npoil3BoACTBy, ynAKOBKe Lt aHafiMSy npoBepeHbl, t4 ycTaHOB.neHo klx
nagnexaulefi npo!43BoAcrBeH uoi npaxrrr<ur.
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