
PA3PEIIIEHI,IE
Ha BB0A B rpaxAaHcKllfi o6opot n Poccnficrofi (DeAepa:q;,zt:a cepvw t4rl4 rraprvpt

[pot{3BeAeHHoro n Poccuficrofi @e4epapu r,rJrr{ BBo3HMoro n Poccuficrcyro Oe4eparluro
unrvryllo6lroJrofraqecKoro JreKapcTBeHHoro [pe[apaTa

Ne P006-001 l0-7 7 I 0409249 5 or 27 .12.2025

BuAaHo AxquouepHoMy o6ulecrny "Er,rHuo$apu", poccu.a, 124460, r. Mocrna,
r.-3eJreHorpaA, yn. $oncmyrropa fycrxona, ,u. 3, crp. 1, I,IHH: 7735518627.

(uauuenonauue ropr,rAuqecKoro Jrr{qa, rcpr,rAr,rqecKr,r fi agpec, I4HH)
Oe4epa.rrbnar c;ryx6a ro HaA3opy B cQepe 3ApaBooxpaHeHr{fl Ha ocnoBaHr.rr
3aKJIlorreHllr I,Icnrttarelrsofi na6oparopuu MocxoecKoft na6oparopnra KoHTpoJrf,
KaqecTBa leKapc

(uauueuoaauue QegepanrHoro rocyAapcrBeHHoro 6rc4Neruoro yupeNge-Hrfl)
or 24.12.2025 }lb 24801K-11/25 pa3peuaer BBoA B rpaxAaHcnufi o6opor--Gr")-- 

-6".p) 
-

n Poccuficrcofi Oe4epaquu rlMMyno6no.noruqecKoro JreKapcrBeHHoro Ipetrapara
Peresax@ B (BarquHa uporus reuarnra B, perou6uuaursa.rr Apoxxenax Nra4xar,

(ropronoe uauveHonauue)

Baxqzua 4m npofrr4JraKTr4Kr4 Br4pycHoro renarara B
(uerx4yuapoAHoe He[areHToBaHHoe HalrMeHoBaHue (rpynnupoBorrHoe rp xr*rre"noe)

cycrIeH3I,Ifl rltfl, BHytpI,IMbIIleqHoro BBeAeHLr, 20 rraxr/un 0.5 rral - aMlyJrbr (10 rur.) -
HHbre - Anf, re.re6no-npofr uraru4rrecKr,rx NAeHufi

($opvaBI,InycKa(cyxa.lautlevIIeKapcTBeHHoi,rr!opulr,Ao3lIpoBKl4,$acou@
cepuu 120825 , o6reru cepuu rrJru raprrru 22993

(norraep cepuu)

roAeH Ao 08.2028
(xoluvecrno ylaxoaox)

(cporc ro4nocrra)

lpor.r3BoAcrBa ArqnouepHoro o6u{ecrBa "EzHuoSapu" (AO "EuuHoSapu"), poccr,rl,
1,24460, r. Mocxsa, r. 3erenorpaA, yn. KoHcrpyKropa fycrxona , A, 3, crp. I (nce cra4uu,
B Knroqa.f, nunycxaroulufi b KaqecTBa).

(uaaueuooaHue 14 aApec [pol,IsBoAr4rem (c yKa3aHr4eM cra1witt npousBoAcrBa)
Pe rucrp aquoHHoe yAocroBepeHrre Nb JIII-Ng(O00 5 3 9)- (PI-RU) or 0 1 .02.2022,
[epxareJlb per[IcrpallrloHnoro yAocroBepeHrrr Axqnonepuoe o6qecrso "Eusuo$apira"
(Ao "EunHo(papu"), Poccur, 124460, r. Mocxsa, r. 3ereHorpaA, yn. Koncrpy*rbpu
Iycrrona, A.3, crp. l.

3aruecrareJrb pyKoB o.{rrren,
Pocs4panHaAsopa m

('eprutfuxar 42D lB24AD82IJBDt I 3BDl263FE2(:CBC-89
B.ralereq Ilapxouexxo Alrrrrptrii Bceno.logonlrt

,{eiicrrureren c tJl .04.2025 no 01 .07.2026

[.B. IIapxoMeHKo



AO "EuHHoSapnr"

Geprlt$rtraT cooTneTcreulfl cepul,t Nq 1317/15

or 10 122A25r.

Hacronqt,tn,,| , noArBep)KAalo, qro npnBeAeHHaR eurr^ue mueopMar-{r,rfr flBflflercfi gocroaepuofi u roqHorl, 3racepuff npoAyKLU/tti npoHgBepeua (eKnlcqafl ynaKoBKy (nrapruponxy) r,r rourponu ra,recraa) ua aurueyrasaHHor,rnponoeo.qcreeHHoft nflouJaAxe (nnou1a4r<ax) B nonHoM coor*ur"r"r, " rpe6oeanrnu14 npa'finuagnexauleta npouseogcraeHHoti npaKTilKt4 Eapasltracxoro or(oHoM[4LrecKofo cooga u rpe6oaauuruuKoHTponfr KarlecrBa rleKapcrBeHHblx npenaparoB, a raKXe B coorBercrBt4r4 co cneqtaeNxaquRun,co'qepx(au{uMt4cfi B perucrpaLluoHHoM Aocbe crpaHbt-hMnoprepa t4fltl B &ocbe cneLlu$uxaquri HaneKapcrBeHHutfi npenapar B cfiyllae fleKapcraeHHbrx npenaparoB gfifl r(J,'r!1H!4!ecKrx uccneAoBaHrfr. 3anracrano npo!1380'qcTBy' yna(oB(e il aHan!{3y npoBepeHbl, rl ycraHoBfleHo r4x CooTBercTBHe rpe6oaau1anr,t flpaennHa.4neNaqeur npofi sBoAcrBeHHofi nparruxu.

a K peanu3aLlfir4

I 10.12.2025

Aara

I]A

Toproaoe HailMeHoBaHHe Perenax@ B (Barrqrllna nporr4B renarura B, pexou6taHaHrHaF
.qpox<x<eeax xuflraq) 

_
MHH/l-pynnrapoBovHoe HauMeHoBaH ue Barqnna ,4nl npo(:rnaKruKr4 B14pycHoro renarmra B

Qoprvra Bbtnycra cycneH3un Anq BHyrpuMbtu:eqHoro BBe4eHllfl 20 nitxr/run 0,S un
Ne10

Cepun llzoazs O6reru cepmu 22 993 ynal<

flara npouseopcroa (flara
asrnycxa) 0B.2A2s i*oger-r go 08.2028

Ceprra$uxar auanfioa Ns
1033 or
27.11.2A25 r. CrpaHa HaBHaqeHufi POCCI.4F

IpoHeeonurenu
AO "5r,rHHogapnir", 124460, r. Moo<etJ. G;;r-rorpag, yn:
Koncrpyrropa l*ycurona, 4. 3, crp. 1, flnqexlvrR Ha
npousBoACrBo IIC fl012-00,1 0Z_Z7l1AAjO44g., Ceprrasur<ar
GMP/EAEU/RU/02236-202S; G M p/EAE U/RU/0233 4-Zozs

flepan.lnan ynaKoBKa

AO "BuHHo$apu", 124460, r. ttrtocxs@
Koucrpyxropa l-ycuNoea, q.3, crp. 1, fluqeu:un Ha
npouBBoAcrBo JIC fl012-00102_T7l0OO10449; CepruSuxar
GM P/EAEU/RU102236-2025; GMp/EAEU/RU/0233 4-Z0Zs

Broprunan/norpe6urenscKaR yna KoBKa

A0 "EulrHo$apru", 124460, r. tt4ocxsa, r' g-re*rpag, yn
l(oucrpyxropa l-ycuxona, g. 3, crp, 1, luLlenarn lra
npo!l3BoACrBo IIC I012-00102-T7lA1ofiA$g; Ceprragraxar
GM P/EAE U/RU102236-202S; G Mp/EAEU/RU/0233 4_202s

Burnycxaroqra il roHrporu

A0 "EuHno6apu", 124460, r. Mo@
l{oncrpyr<ropa l-ycsxoea, g. 3, crp. 1, JIuqeHsrr Ha
npor3Bo4clBo IlC I012-00102-77lA0A1A44g; Ceprrsr,rr<ar
G M P/EAE U/RU I 02236-202S ; G M p/EA E U/R U/0 233 4-2025

HauMeHoeaHy{e I a.qpec Aepxarens
perHcTpaLluoH HOrO yAocToBepeHrff

A0 "6unno$apu", 124460, r. Mocxna, t.. 3*r**rpr& y*
["r3y',1:p, ry.r,,""r ]

Horuep PV u gara perilcrparlfit4 t4aH Aara
SAMeHbt

In-Ne(00053S)-(Pf-RU) or 01.02.2022 r. (4ara BHeceHnn
t,raraeHenufr A1 .A2.2022 r.)

Houep HopMarr/4BHoft goxyuenraqura
In-Ne(000539)-(Pr-RU)-020425 pereeaxO n leaxfirrLa ffirra
renar!4ra B, pexou6uHaHTHafl Apoxo(eBafi xrgran) cycn. AnF
n/rr,r aaegeHux 20 rurr/nu

63h&

YnonnonltoveHHoe nrUo
HET



6**ohorm\*-r "grouP

HaNrr,leHoeaHue no H,[

A.qpec npouseogcrBa
A,qpec nut nycratoulero KoHTponn

GTIN
Hori,tep naprura/cepun
l(onuqecrso /uacca, o6terra1, eA.u3M

flara npomeao4crea
Cpor roguocrr
Cepun AOC

Kourponu npoBeAeH no

CeprnSrxar aHaflM3a Ns 1033
PereeaK@ B (Baxqrua nport4B renarilra B, perom6ruaHrHan Apo)l(xeean Nugraa)

HOTO 20 rrrrr/rran, 0,5 rvrn Ng10

124460, r. MocxBa, r
124460, r. Mocxna, r

120825

08.2028
A(596+597+598+599) -2 

__

Tt4B renanl'ra B,

pexorra6,rHaHrnlrx nqpoxx<eeaq x{HAKan) cycn. Anfl B/iY.BBeAeHBs 20 MKr/Mn EAC -

0461 0004580055

08.2025

Ne

n/n

Haruenoeaulre no(a3arenfl
kaqecTBa no HopMaTuBHoMy Tpe6oaaHue ( KaqecrBy no HopMarhBHoMy Aor{yMeHry Pesyrsrar

1 Onucanure

'oMoreHHaR cycneHgLln 6enoro rnu 6enoro c ceputu
)TTe H Kot\,l qeera 6es BuAl4M t5tx nocropoHHt4x
)Kn oqeH!,! fr , pai.qenfl rcLuafr n ocre orcranBaH ufl Ha

iecqserHyn npoapa\.r"lyro BaAocaAoqHyo xtlAKocrb 14

:cagox 6enoro qeera, rerKo pecycneHAupyerastfi npn

-oMoreHHafl cycneH3,ifi beroro qeera 6es argnuutx
^locropoHHux sxnoqeHufr , pa3AennloLqaff nocfle
)TcraIBaHuR na 6ecqoerHyo npo3paqHyo
.raAocaAoqHyo )tu,qKocrb n ocaAo( 6enoro qaera,
ner(o pecycneH4upye nt utti npr Bcrpfi x ilBaH 14 11

2 14.qeurn$rxaqun

lpenapar AonxeH cogepNaru HBsAg 'loArBepl(4eHa

folNna BblsBnnTbc! ocHoBHaF nofloca MoHoMepa c
uonerynapnoft Maccah 24*2 KIa H Moxer
npncyrcTBoBaTb Aono,lHure,lbHaR MeHee HHT6HCl4BHafl

noroca A!,rMepa c MoreKyflf pHoft r,iraccoii 45*2 KAa

'IogreepxqleHa

3
CeA lr tuenra qrop saR

ycrofiureocra

)ycnensr,ln BaKqhHbr, o6paeyrculancn nplr
3CTpqXr,rBaHnu, He AonxHa paccnar4BaTbcF B teqeulte t
,thH.

)ycneH311, Ba,(uHHbr, o6pa:ynLqancn npu
lcrpFxhBaHHrl, He paccJl8fiBaetcfl e reqeHue 5 i.,lt'lH.

4 flpoxo4uuorrs qepe3 [rny )ycneneun AolrxHa ceo6oAno npoxoAl.lTb qepe3 urfly
)8-40.

3ycneHann cno6o4Ho npoxoAt4r uepes urny 0B-40.

c 14garexaeuuril o6r.eu
-le tuenee cyMMbt HoMuHarunutx oOtetutos

^ccfi 
e.[oBaHHblx vnaKoBoK

)ooreercrayer

6 pFl )r 6.4 ao 7.4

MexaHHqecxlie BUlDqeHrlfi lon,'(H br orcvrcrBoBarb JTCVTcBVtoT

8 OOuluil 6enox -le 6oree 25 rarr/utr 18.7 tr.rxr/un

o Altorrlrnus ruApoKg4A )r 0,1 B ao 0.32 rur e 0,5 run (aercxas aoea) ),27 Mr annMuHulR B 0,5 tvttt

10 Crepnruuoctu lpenapar trorxeH 6utru grepnlunutnt lpenapar crepuneH

1 5affieohafl bHbte gH,aorot(ct4Hbt -le 6onee 25 E3/un rlenee 25 E3/un
tz [lrporesHoctt loenapar aorxeH 6stru anHporeHHbtM \Ha"nH3 He fi poBoat4.ncR

4A AgonaanuHag roKcMqHocrb loenapar aofi xeH 6utrs Heto(cuqHutM lpefiapar HeroxcfiqeH

14
CnequSrqecraR aKruBHocrb:
1 .[4ur.,tyHorennaR aKrHBHocrb

JTHoueuue Ao3bt l,lMMyHoreHnoft arruaHocrm
re$epenc-aaxqrlHbr nporllB renarfira B, aslsutaaolqeii
:urpa6ol<y aHrhren y 50% uutruetl (EIso), ( EA<o

acnurrveuoil Baxu!1Hbr aoJrx(Ho 6brrb 20,5

qHan[3 He npoBoAt4llcfi

15
Cne qlt$rvecxafl a ffi 14BHocrb:

2.CoAep)KaHne HBsAq
lonepxauue HBsAg AoaxHo 6stru e npe4enax or 16

to 25 rvrxr/un
8,93 ruxr/ur

16 ilonno'ra cop6qlln
)opepxau lre ltBsAg B na,qoca4ov noft xt4A Kocrl4

rpenapara AoflxHo cocraBfifiTb ne 6onee 1 % or
roursansHori Befl r4q14Hbt 20 trrxr/r,,tn

),03%

17 npo!4sBoAcrBetiHbtfr urraMM
SKnM Y-2981 (Y-296 DL-Uph-HBs). 3KnM Y-2981 $-296 DL-Uph-HBs)

18 Vnaxosxa

-'1o 
1,0 un ('1 sapocnan gosa) urr 0,5 un (1 Aerckan

losa) a annyrur B aMnynbr tlll-1-1 mnu lLll-1-2,

,3 crekna napxu HC-3 unn I

otacca, c qBerHbrM l{ojrblloM pa3noMa I4n!1

rnrrxorl u uaceqxofi. Ha

,5 mn (1 AeTCXafi 4OSa) A arvrnylut c qneruoti
, Ha xa4qym aMnyny HaKfleel{a

oruKerka. l1o 5 ananyn noMeu"leHo
yna(OBxy til3 nIeHKta

qBa finrl Tpn LlBerHbrx (onuua finr 6es
qonOnHl4TeIbHblX qBeTHL,lX KOneU.

rO
t)

Ha xax<,qyo aMnyny HaKner4Bator
nncqefi, ltnn 6yuarr oruxetoquofi

r yna(oB([ BMecTe c
to noMeuleHbl BvPt

\AP

orpaBxqa 1 ff3 ffi
;f"""_:)y



rn 6yMarr,l r.,lMnoprHof unh caMo(neouuecfl

5 aunyn noMeqalor B r(oHrypHyto fiqefiKoBylo
il3 nneH(r norhB14Hl/lnxropr4AHoff unu

t hn14 2 KoHrypr"rbre Bqefr(oBble yna[oBKh BMecre c
fr no npfiMeHeHuo noMeLllaor B KaproHHy

13 (apToHa MapK[ xpoM-3p3aq l4ril xpoMoBblt't

oTfi KerKe aMnynbl yKa3aHoi roproBoe
e npenapara c npeAynpe/lhTenbHol)i
@, coxpaulenrioe 0603Haqelihe nyril

[n; <a/nr>, Ao3r4poBxa e uxr/un, o6teu a

[nnuflr{Tpax n KotfiqecrBo Ao3 B at',{nyne (!nr
>>, <1 p,ola - 0,5 urn>; rororrn lepxarenn PY
cepuilr AaTa npo[3BoAcTBa, Aara ucTeqeHilff

toAHocTl/r.
xapToHHoff naq[e c aMnynaMrl y(a3aHo:

hMeHoBaHile npenapaTa c npeAynpeA[TenbHol'1
@, rpynnlrpoaovHoe Har{[teHoBaHI,te,

aHMeHoBaHne Aep)Karenu PY, ero nororun,
aHa, refle$orl, aApec nHTepHer caffTa,

xan cf oprrra, Ao3rrpoBKa B MKr/Mfl,

oBaHhe !1 (oJIt4!tecrBo AehcrBylotqero
, HaIMeH0BaHrfl BcnoMorarei]bHblx

), o6uem B MLtnnnrlhrpax u KonnqecrBo A03
aMnyne: <!nR ,qe-refi.>, (1 Ao3a * 0,5 utrt>;

cfirqecrBo aMnyn B ynaxoBxe, cnocoO nprueHeultR
flpulrennrs no Ha3HaqeHhD Bpaqa.r,
CrepilnbHo.D, (nepe.q ynorpe6lenuer,t

aru.>, <XpaHlltb B HeAocrynHoM Aflt
ti Mecre.), <rHe enoguru enyrpreeHHol>,

xpaHesht, ycnoBt4f, ornyc(a, HoMep cep1414,

KOrOpOr\ir oTpaxeHa AaTa npotl3BoAorBa 1 Aarbl
cpo(a ro,AHocrr4,((roAeH 40.....)), Aara

urpr4x-(oA. HaHeceHbr cpeAcrBa
t4ch[Kaql,lfi Ans c[creMbl N,loHnrophHra

ne(apclBeriHbrx npenapaToB AnB

nph reMneparype or 2 Ao B"C. He

9T!1(eTKe aturnyj]bl yr(a3brBaroTl ToproBoe
r[,leHOBaHne npenapaTa c npe4ynpegtrrenuHOil

@, corpaqeunoe 0603HaqeHHe nyr!1

fl: (B/M>, AO3r4pOBr(y B MKr/M.n, O6LeM B

ax ,r r(olnqecrBo Ao3 B aMnyne: (flan
), (1 Ao3a - 1,0 nn> unr (Efin Ae-refi,)), ('1

- 0,5 rirn>; lororfin Aepxarenfi Py, HoMep cephh,
npoHSBoAcrBa, AaTy [creqeHt4, cpoKa r0A Hocrl4.

KaproHHofi naqKe c aMnyJlaMI yxagblBalor:
HahMeHoBaHt4e npenapaTa c

, HauMeHoBaH[e Aepxarenfi PY, ero

, crpaHy, rene$oH, aAllec hHrepHer cafira,

Qopr,rry, gosnpoBKy B Mxr/Mn, cocraB
Hafl MeHoBaHue u xojll4qecrBo Aefr crBytoqero

HAHMEHOBAHL,Ifi BCNOMOTATEIbHbIX

, o6i,eu B Mt4rnt,lllhrpax 14 KonrllecrBo Ao3 B

<[nn nepocnutx.>, (1 Ao3a - 1,0 nn> urtt
Aereil.), (1 .qosa * 0,5 ttrn>; KonhqecrBo aMnyrl

xe, cnoco6 npIlMeHeHf4n, <flpuNenRru no
3Haqenro Bpaqa,>, <CrepursHo.>>, <llepeg

Bcrpfi xuearb.), <XpaHutu e
Anfi Aereil Mecre.), (He BBoAr4Tb

HyrpIBeHHo!), ycloBHF xpaHeHtaff , ycn0BVlR ornycxa,
ceplIr4, B (oTOpOM OrpA)KeHa AaTa

lpor.,l3BoAcrBa, Aa rbl ucTeqeH tlfr cpoKa roAHocrrl,
(foAeH Ao...,,)), gary esrnycxa, rurpux-xoA. ,[nR

hcnofl b3oBah!,1fr npouSBoAnTeneM Ha

xaprounofi xontntepuecxoil yna(oBKlil tttoryr 6utrs
npongBoAcrBeHHbre xoAbt. Ha uecte
Holrepa cepr1t4, B r(oropoM oTpax(eHa Aara

3BO,qCTBa,,qaTbr l4cTeqeH Hs cpol(a roA Hocrt4

<l-o4en 4o... >), AonorHhrenbno MoryT HaHocl4Tbcff
uge HrlrSlr raqu il AJm cl,,rcreMbl MoH t4T0pliH ra

Hrfl fl e(apcTBeHHbrx npenapaToB AJlR

npu reMneparype or 2 Ao 8 oc. He

3axnoqenue: CoorBercrByer rpe6ooaHltnn
nn-Ne (000539)-(Pf-RU)-020425 Pereaax@ B (Baxqnna nporrB renarfira
runr/un EAC
' l-loxagarenu fl Brfrercr afl brepHarhBHblM noKasarero "6axrepualunrte
"uAnanng npoBoAhrcn Ha (ax(Aoh 10-h cepru.

B, pexoru6rnanrHafl Apo)Kxetsar Nvrpxan) cycn. AnR alr.,t eaegeunR 20

gr.tAoroxcu n ut".

l(apaynoaa O.A

CTpaHhL{a 2 tr3 2


