
PA3PEIIIEHI4E
Ha BBoA B rpaxAaHcKl{fi o6opor n Poccuficr<ofi @eAepaq;au ceprr4 vtnvilaprlrvr

npol{3BeAeHHoro e Poccrftcxofi @eAepaqlau r4Jrr4 BBo3r,rMoro s Poccuftcxyro @e4epaquro
uruuyuo 6uoJrorlrr{ecKoro neKapcrBeHHoro rrp euapara

Ne P006-00110-77105025915 or 12.05 .2026

Bsrgauo
r.3ereHo

Ar<qraoHepHoMy o6qecrny "EHuuoQapu", Poccu-a, 124460, r. Mocxna,

40226 , o6reu cepuu r{Jrr.r [aprr.ru 25345 )

r. Ko cbKoBa, 4. 3, crp. 1, LIIIH: 7735518627.

@egepa.rrbHafl c.nyx6a ro HaA3opy B cQepe 3ApaBooxpaHeHufl Ha ocHoBaHr.ru
3aKJIrcqeHrrfl [Icnslrarerruofi na6oparopura Mocxoscrofi la6oparopurz KoHrponrr
xa.re crs a rexapcrseHHsrx cp eAcre @TBY "I4MII3YAO CM[I" Po csApasu aAg opa

(nauueuonaHrae Se4epalbHoro rocyAapcrBeHHoro 6rcgxeruoro y.rpexgenux)
or 08.05.2026 J\& 6484K-11/26 pa3peuaer BBoA B rpaxAaucrufi o6opor

(aara; (uouep)

s Poccuficrcofi (Degepaquu lrMMyHo6raoaorrrqecKoro JreKapcrBeHHoro npe[apara
Pereear@ B (Baru[Ha [porr4B reflarr{Ta B, pexou6r4HaHTHaf, ApoxxeBa.s NuAraq)

(ropronoe Haurr.reuonault e)

Jaxquua 4na npo$r4JraKTr.rKr4 Br4pycHoro renarura B
(ueN4ynapoAHoe HeIIareHToBaHHoe HalrMeHoBaHue (rpynnrapoBor{Hoe ulu xulru.recroe)

cycneH3ufl, [tfl BHyrpI4MbIUerrHoro BBeAeHr4, 20 rraxr/rr,u 0.5 vu - aMlynbr (10 urr.) -
IIaTIKII KaproHHbre - Anf, re.{e6uo-npo$ulaxu4rlecKl,Ix },.rpexAegzfi

($opua

cepulr
BLInycKa (c yxa:aHuenr JleKapcrBeHHoff Qopuu, Ao3lrpoBKrl, Qacoaxx) r4 KoJr[r{ecrBo n ynaronre)

(uouep cepun)

roAeH Ao 02.2029
(xo:ruuecrao ynaronor)

(cpor ro4nocru)
rlporr3BoAcrBa Axquouepuoro o6ulecrBa "EuuHo$apu" (AO "EuuuoSapM"), Poccn-r,
124460, r. Mocxsa, r. 3ereuorpaA, yn. KoucrpyKropa lycrr<ona, [.3, crp. 1 (nce cra4raz,
rxmo.Iag sunycxaroql4ft xourpom xa.{ecrsa).

(uaulteuonaHl4e LI aApec [pol43BoAr.rrem (c yxa:awuerrt cragwitt npouseogcrna)
Perucrpaul{oHHoe yAocroBepeHr,re J\& m-J\b(000539)-(PI-RU) or 01 .02.2022.
{epxareJlb perucrpaIrI{oHHoro yAocroBepeHuq Axquouepuoe o6qecrBo "Er4HuoSapu"
(Ao "EnuuoQapn"), Pocor.a, 124460, r. Mocxea, r. 3ereuorpa4, yn. Koncrpyxropa
fycrxoea, A.3, crp. 1.

3 anecrnrenb pyKoB oAr.rren.rr

Pocs4panHaA3opa [.B. IIapxoMeHKo

(uaunreuoaaHue rcpr.rAr.rqecKoro Jrr.{qa, rcprrAr.t.{ecxufi alpec, l4HH)
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Toproaoe Ha!,rMeHoBaHile
Pereear@ B (Barqrna nporr4B renaryrra B, pexou6rxaHrHan
ApoxxeBaf, xugxan)

MHH/l-pynnupoBoqHoe HauMeHoBaHue BaxquHa gnn npoQnnaKTurKt4 Bt4pycHoro renarura B

Oopua Bbrnycra
cycneHsulff Ofln BHyrphMbrueqHoro BBeAeHLIR 20 urr/rran 0,5 rvrn

Ns1 0

Ceprn l+ozza O6teu cepnu 25 345 ynax

,Qara nponsaopcrua (,Qara

aurnycra)
02.2026 l-oqen go 02.2029

CepruQuxar aHanuga Ne
185 or
13.04.2026 r

C'rpaua HasHayeH[4n POCC14E

ll poursro,qurenu

AO "SunHoSapu", 124460, r. Mocxea, r, 3enenorpa,4, yn.
Koncrpyrropa l-ycuxoea, g. 3, crp. 1, Jlnqenans Ha npoyt3Bo.qcrBo
nC I01 2-001 A2-77 l0AA1A449; Ceprra$mxar
GMP/EAEU/RWA2236-2025; GMP/EAEU lK:U 102334-2025

[lepeuuuan ynaKoBKa

AO "6nnHogapM", 124460, r. Mocxea, r. 3eneHorpag, yn.
Koncrpyrropa l-ycuroaa, g. 3, crp. 1, Ililqehrrhq Ha npor43BoAcrBo
fl C rl0 1 2-00 1 02-77 10001 A449; Ceprragrarar
GMP/EAEU/RUa2236-2025; GM P/EAEU/RU/02s34-2025

Broprunan/norpe6urenscKafl ynaKoBKa

AO "6nnno$apn", 124460, r. Mocxea, r. 3enenorpanq, yn.
KoHcrpyrropa l-ycsxosa, g. 3, crp. 1, fluqensun Ha npor43Bo.qcrBo
IIC Jl0 1 2-00 1 02-7 7 I OO0 1 0449; Ceprragrar<ar
G MP/EAEU/RU I 02236-2A25: GMP/EAEU/RU/02334-2025

Bunycxaoqura roHrponu

AO "Snnuo$apu", 124460, r. Mocxea, r.3eneuorpag, yn.
Koxcrpyrropa l-ycuNoea, g. 3, crp. 1, fiuqen:mn Ha npousBoflcrBo
.flC Il0 1 2-00 1 02-77 l1l01 0449; Ceplagraxar
G MP/EAEU/RU I 02236-2A25; cMP/EAEU/RU/02334-2025

Haunaeuoaanue h aApec Aepxare.nfl
perucrpaLluoH Horo y,qocroBe peH un

AO "FunHoSapu", 124460, r. Mocrea, r. 3enenorpag, yn.
KoHcrpyrropa l-ycuxoaa, g. 3, crp. 1

Horraep PY n gara per[crpaquu Vnv Aara
SAMCHbI

fl l-'l- Ne(000 5 39)-( P f-RU) or A I .Q2.2022 r. (gara BHece H r4r

fi sr,reHeHr'tff il .42.2A22 r.)

Houep nopuaruanoff |qoKyMeHTaLluLl

fl n-Ne(000539)-(Pf-RU)-020425 Pereaar<@ B (BaxrlraHa npol4B
renarrra B, pexoru6uHaHrHa* Apoxo(eBan xugran) cycn. gnn e/u
BBeAeHrs 20 ruxr/un

AO "St,rHHo$apm"

Ceprn$uxar coorrercralrn cepr,ru Ne 287126

or 08.05.2026 r

Hacront4lttr,t F noATBepXAarc, qro nprBe.qeHHafi aurue NnQopMaLlHf, RBnfiercs .qocroBepuofr u roqnorl. Ora
cepHff npoAyKl.lt4r nporl3Be4ena (rxnrcria8 ynaKoBKy (rullapxrpoaxy) n xoHrpons xavecrea) ua asrueyxasanuofi
npofi3BoAcrBexHofi nnoulapre (nnoqagxax) a nonHoM coorBercrBr4u c rpe6oeanrRnvt [lpaeun nagnexauleft
npohsBoAcrBeunofi nparrraxn EepasurfrcKoro aKonoMr4qecKoro cop3a h rpe6oaaHrrlau KoHTponfl KaqecrBa
neKapcrBeHHblx npenaparoB, a raKxe B coorBercrBl4t4 co cneqra$raxaqranllar,r, co.qepxauJ[Mr4cfl B
peru4cTpalluoHHoM Aocbe CrpaHbl-t/tMnopTepa Hnu B Aocbe cneqrSuxaqrri ua nexapcrseHHurri npenapar B
cnyqae neKapcrBeHHbtx npenaparoB A.nR KnflHHqecKHx rlccneAoBaHilrl. 3anrcu no npou3BoflcrBy, ynaKoBKe H
aHanhsy npoBepeHbl, H ycraHoBneHo t1x coorBercrBr4e rpe6oaanrrm npaeun na.qnexau.lera
nponoBo.qcrBeHnorl npaxrmxN.
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HanueHoaaxue no HA

Agpec nponsno.qcrBa
A4pec eurnycKarDqero KoHrponn

GTIN
Horiaep naprnn/cepuu
Konuqecrso luacca, o6uerr,rl, eA.[3M

Iara npougeo,qcraa
Cpox rognocrm
Cepun AOC

Koxrponu nposeAeH no

Ceprx$nxar aHanil3a Ns 185
Peresax@ B (Barqnxa nporrB renarura B, pexor'il6rHaHTHar.qpoxxeean x[AxaR)
cvcneH3r4s anfr BHyrpnMbruJeqHoro BBeaeHuR 20 tlxr/rr,tn, 0,5 Mn Nq10
124460, r. r. 3eneHor aA.3 1

124460, r. r, aa"3 1

0461 0004580055
44226
25345 ynar * _
a2.2026

A(641 +642+644+645)-2
fln-Ne (000539)-(Pf-RU)-020425 Pereear<@ B (Baxquxa npol,tB renarura B,
pexor'r6uHaHrHaff aooll(x€Bas xuaran) cvcn. [nfi ahi eseIeHHR 20 ruxr/un EAC

'n,
,n,

Ng
nln

HaurraeHoeax he no(agarenR
(aqecTBa no HopMaruaHoMy

I
Tpe6oaaxue t< xaqefiBy no HopMarilBHoMy,qoKymeury Peaynsrar

1 Onucaxue

-oMorelxafl cycneH3lr, Eenoro unn 6enoro c cepuM
)TTeH(oM qeera 6es BuAuMbrx nocropoHHt x
:xn ovexuft , paglentoulan noclle orcrauBaH [fl Ha
iecqBerHyro npo3paqHylo HaAocaAoqHyo xr,|AKosrb fi
rcaAox 6enoro qBera, nerxo pecycneHAnpyerasrfi npu
sCrpRXl,rBaHUH

'oMoreHxaq cycneH3fiR Oenoro qee-ra 5es etAr,lturutx

rogropoHHltx axnto.{eH!4[, pa3Aenfr ou{an noffie
)TcraHBaHnr Ha oecqBerHylo npo3paqHylo
ragocaAoqHyo xr4Ar(ocrb u oca4or 6enoro qBera,
lerro pecycneH4upyeuufi npu BGrpsxHBaHfi ,r

2 lrlgeHrn$rxaqun

lpenapar AoJrxeH coAepxarb HBsAg lo,qrsepx44ena

lonxHa BbtrBJlflTbcfi ocHogHafl nonoca MofioMepa c
r,ronerynnpuofi Maccoh24*2 4[a u noxer
lpticyrcrBoEalb AOno,]itr{TenbHan MeHee uHTeHcl4BHaf,

ronoca &r4Mepa c MoneKynrpHoft ruaccoi 45t2 Kqa

loArBep)i(AeHa

3
Cea ruexraunonnaR

ycroftvraocru

)ycnexrnn Bat<qnHbr, o6pasyrcularcn npu
,crpExr4BaHutr, He aorxHa pecdtauBarbcn B TeqeHre {
il14H.

Oycnensrn BaKLl14Hbr, o6palyoqaaca npu
3crprxuBaHuu, He paccflallBaercr e teqexue 5 tullrx

4 l-lpoxo4nuoctu qepes [rny SycneHsun AonxHa cBo6oAHo npoxoAr,rrb qepe3 urny
)8-40. lycneH3nB cro6o4xo npoxoAl,lr vepeo urny 08-40.

5 rlgBneKaeMbrfi o6LeM
le uexee cyMMbr HoMuHanuHurx o6teMos
{ccne.aoBeHHbtx vnakoBol(

5,4

6 pH )r 6,4 no 7,4 7,2
7 MexaxH,.tecrue BKfi }oqeHrlfr IonxNut orcyrcrBoBaTb SrcyrcrayDr
I O6uqufi 6enox {e 6oree 25 Mt<rlun 16 raxr/un
o ArroruuHrn rilapoKc[a )r 0.18 ao 0,32 Mr e 0.5 un (aercxaq aosa) J.27 ur anouunug a 0,5 irn
10 Crepunuxocru loenapar {orxeg 6utru crepungxtttrr 'loenapar crepxneH
11 6arrepuanuxute gHAoro(c!,rHbt "{e 6onee 25 ESlur \rleHee 25 E3/mn
12 llt{ooreNHocrs' lpenapar AonNex 6urru anNporexnun \xanng xe npoBoar4rlcn
13 AHoMan bHaF ToKcr.rr'iHocrb loenaoar ao,lxeH 6btrb HeroKcuqHbrM 'lpenapar Hero(cr4qeH

14
Cner.lu$ravecxaR arruBHocrbl

'I 
. 14unayuorenxan amnBHogrb*'

Srxouexure Aosbr !4MMyHoreHxofi arruaHocru
ceQepeuc-aaxqrrHU nporr,rB renarura B, ausueaoqefi
lurpa6orry axrurefl y 50% raururefi (Effro), ( EA",
acnuryenofi BaxuriHbr AonxHo 6urrs >0,5

\Hanu3 He npoBoAfincs

tc Cnequ$uuecrcafl aKrHBr.iogrb:
2.CoAepxaHue HBsAq

Sogepxaxue HBsAg AonxHo 6urru a npegenax or 16
lo 25 uxr/un 7.01 rurrlr,tn

16 flonnora cop6qrlr
)ogepxan re H BsAg e Ha.q ocaA oq Ho il xr,,lA r(ocrr,r
lpenapara AonxHo cocraBnirb xe 6oree 1 7o or
ronr,tuan uNofi Benrlrr!,tHbt 20 la xrlran

),02 Yo

ilpor,rsaogcraernurft nrauu
'lpouseo4creennuri u:rauu Hansenula polymorpha
3KnM Y-2981 (Y-296 DL-Uph-HBs).

lponoao4craennuil urarau Hansenula polymorpha
3KnM Y-2S81 ff-296 DL-Uph-HEd-.*

18 Ynaroexa

-lo 1,0 rvrn (1 eepocran 4oea) nnr no 0,5 ua (1 4ercxar
loea) a aunynb, [Un-1 unr l"llll-2, ]r3 srexfia MapKr
{C-3 unn I rugponurravec(oro Kracca, c qBerHbt[
(oJlbr.lou pa3noMa unn c qaerNofi roqxofi H uaceqrofi
la aunynax noxer 6tnr oAHo, ABa talru rpr,,t qeerHbt)
(orrbqa flnfi 6ea .qonon HnrenbHbrx uBerHbtx (oneq,
-la ra44yro aMnyny HameuBalor oruKerxy r,ls 6yraan
iuc,.{efi, vnw 6yuarn otuxetoquofi, tAna Eylaan
{MnopTHofi nnI caM0KneRuluecff oTr4(eTKh.

Uo 0,5 nn (1 4ercxar
ro.{xoli 14 naceqroi. H
SaMOKreflU{arcR

r(oHrypHyro
'tonuBltH14
'1o 2 roxrypnue
aNcrpyxr.luefi no n
(aproHHyD naqKy.

CrpaHilqa t h3 2 W



npo,Ayxtl{F; pareBa(@ g (BaKqhha nporhB renarHts B, peroffoHBatfxas ApoffieBaR x6A(4fl) cycfieH3ufl Ant aHyrfJBMbtuscHoro aaeAeBafr 20 M(r/$n, 0,5 Mn l&10

CeFtrs:40226

3axnoqex ue: Cooreercrryet rpe6oaanunu
nn-Ne (000539)-(Pf-RU)-020425 Pereea,(@ B (Baxr{raua nporHB renarl,rrs B, pexouonraxrHaF ApoxoKeBan xrAKat) cycn. Ane s/u eee4exua 20

urriun EAC
* Floxasarenu,BflRerca anbrepHarrBHbtM noKagareno "6arrepnanuuute onAoroxcuru".
**AHan[3 npoBo,qurcn.Ha (axAord. 1o-fi cepilu.

1o 5 aunyn noueqaor B t(oHrypfiyto f,t.teffxoByx

i ng{oBKy }43 nneH(n nQruBr4Hrr,lxrlopllAHoil hm

iMnopTHaf.
'lo 1 urr 2 xoNrypnure Rqefixoebre ynaKoa(4 BMecre c
4HgrpyxLluefi no npuMeHeHt,]o noMeu.laoT B KaproHHylo

raqKy n3 [aproHa Mapxr4 xpoM-op3aq ]rnr4 xpotvtosutfi
1nu xMnopTHoro.

1g Mapxupoexa

"ia oruKerKe aMnynbr y(a3HBaor: ToproBo(
lauMeHoBaH!!e npenapara c npeAynpeAt/lTer]bHoi
i{ap(r4poBroft @, corpau.teHxoe o6oSHaLleHve nyft
rBeAeHuq: (B/M), Ao3r,lpoBrry B MKr/Mn, 06teM E

uunrnnlrpax u ronuqecrBo 4os r aunyne: <<flll
,spocnbrx.), (1 Ao3a - .1,0 Mfi> unu <flnR gerefi.D, (1

losa - 0,5 Mn>; nororun Aepxareffi Py, HoMep cepuu
] (o"ropoM orpaxeHa Aara npouSBoAcrBa, Aar)
rbrnycxa, Aaprffie\rerug cpoKa roAHocrr4 ((foAel
10... )).
{a xaprouxofi naqke c aMnyfiaMu yxa3breaor:
roproBoe HauMeHoBaHne npenapaTa c
lpeAynpeAurefl uxofi rrllaprupoaroi @, rpynnrpoBot{Hoe
{a}rMeHoBaHfl e, Ha[,rMeHoBaH He 4epxarenr PY, ero
'rororr4n, crpaNy, reneQoH, aApec unrepner caftra,
rexapcrBeHHyo $opuy, gosnpoary e uxr/un, cocrae
:HauMeHoBaHre n KonrqecrBo Aeficrayloqero
!eulecrBa, HaHMeHoBaHut BcnoMorarenbHblx
:eulecra), o6teM a Murnunltrpax x (ortrllecrtso Ao3 B

lMnyne: <,[nn sapocntrx.>, (1 Ao3a - 1,0 un> unu
rfinn gerefi.>, (1 Ao3a - 0,5 Mn]; xo'luqscrBo aMnyrl E

r/naxoBKe, cnoco6 npr,,tmexenun, <<[Iprmexnrs no
.ra3HaqeHMrc Bpaqa.), <<Ctepunuxo.>, <nepeA
lnorpe6nenr,reu BcrprxhEarb.), <Xpaxrru e
{eAocryn}ioM Ann Aerefi Mecre.}, <He aaoguru
3HyrpnBeHHo!D, ycJroBHf; xpaHeHur, ycnoBIrt ornycKa,
rnp[x-r(oA, HoMep cepilH, B r(oTopoM orpaxeHa AaTa
lpoi,r38oAsrBa, Aary Bblnyc(a, AaTy ilcTeqeHfis cpoKa
'oAHocrl4 (<fo4en 4o.....D). flin rxyrpennero
,cnottbSoBaHufi npo[38o4]rreneM Ha naqKe KaproHHoB
<oruuepvecxofi ynaKoBr(r4 uoryr 6sru HaHeceHbt
'rpon3Bo,qcrBeHHbte KoAbr^ Ha uecre HaHeceH!|g
{oMepa cepr,[,r, B K0T0p0M oTpaxeHa Aara
lpot 3BoAcrBa neKapfiEeHHofo npenapara, AaTbl
3unycKa, Aarbr HcreqeHl,rs cpo(a ro4Hocrtl ((foAeH
xo... >), AononnurerbHo Moryr HaHoclirbcn cpeacrga
,tgenruQura qru An, cficreMbt MoH!,,troptlHra ABtaxexlt,
ne(apcTBeHHbrx npenapaToB A,ln MeAlfl.ll,rHcKoto
lDilMENEH'I'.

-la 9T!4xer(e aMnyJlbt y(asaHo: Toproso€
{auMeHoBaHlre npenapara c npeAynpe,q[TenbHoi
raapxnpoarofi @, corpaulexnoe o6osxa.lelre nyru
ree,qeHur: <aiu>, 4olttpoBrry B M(r/Mr, oBterl e

$rnrlnnrlrpax u Korr4qegTBo Ao3 B aMnyne: (nJlr
lereil.), (1 .qo3a - 0,5 un>; roror[n gepxarern PY
roMep cepHu, B r(oTopoM oTpaxeHa AaTa
lpoI4SBOACrBa, Aary tsblnycxa, Aary ttsreqeHllt
:po(a rogHofit4 (<l-o4en 9o...*).
'la xaproxirofi naqxe c aMnynaMu y(a3aHo: toproBoe
JanMeHoBaHile npenapara c npeAynpeAr{reJrbHoa
uapxrpoaroff @, rpynnrpooo,rHoe HeIMeHoBaHrle,

{a[MeHoBaH]re Aepxaren, Py, ero noroTun, crpaHy,
renesoH, aApec HHrepHer cafira, neKapcrBeHHylo

Sopruy, Aosr4porry a uxr/ltn, corraa (uauueuoaanre
( Konuqecrao gefi crsyou{ero BeulecrBa,
.{arMeHoFaHHfi BcnoMorarefi bHutx eeu{ecta), o6teu
3 llnnflrurr4Tpax r Kon[qecTBo Ao3 8 aMnyne: (Int
33pocnHx.>, (1 Aosa - 1,0 un> urr <,{nn gereff.>,
r'l gosa * 0,5 Mfi); r(ofluqecrBo aMnyrl B yna(oBxe,

:noco6 npuuexennn, <<flpuuenrrb no Ha3HaqeH[o
3paqa.>, <CrepunuNo.>, <l-lepeg ynorpe6nenreu
3crpexuBarb.>>, <<Xpaxuru B HeAocrynHoM Anfl
leTefi Mefie.>, <He BEoArrrb BHfrprBeHHo!D,

/croBr4i xpaHeHhfl , ycnoB[R oTnyc(a, urpux'xoA,
roMep cep!4r4, B KOTopOM oTpaxeHa AaTa
'rpor43BoAcTBa, .qary BU nyc(a, Aary HcreqeHun
:poxa roAHogru (( foAeH 40...,.)). lnn sxyrpexxero
,cnoIb3oBaHufl npoHStsoAt4reneM Ha naqxe
(aproHHofi rouuepvecxofr ynaKoB$, HaHeceHbr

lpor43tsoAgrBeHHbre (oAbl. Ha tvtegre HaHeceHlln

roMepa ceprlr4, B xoTopoM orpaxeHa AaTa
lpo!,rsBoAcrBa re(apcrBeHHoro npenapara, AaTbl
3blnyc(a, rqaTH ucreqeHhi cpoKa ronHocTM (<[o8ex
1o... )),,qononHurenbHo HaHeceHu cpeAcrga
a.qenru$urcaquu Anfl cIcreMbl MoH!,lropuHra

1Bl4xeHUx neXapcrBeHHblx npenaparoB Anff
ue.q nqH HcKoro n pu MeHeH us.

20 XpaxeNue
(paxrru npt,t Teuneparype or 2 4o I oC. He
l0nvc(aeTcfi 3aMooaxrBaH Ie.

(paxraru np,r reMneparype or 2 Ao 8'C. He
ronvckaeTcn 3aMooaxuBaHue.

21 Cpox ro4nocrr ] roaa 3 ro4a

oY2rs1
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CrpaHHqa 2 x3 2

,[ara aurnycxa: 13.04.2026

HaqanuNlrx OKK


