
PA3PEIIIEHIIE
Ha BBoA B rpuDKAaHcKr4ir o6opor n Poccptficxoft Oe4epa\w cepau vnv7;1aprr4vr

[poH3BeAeHHoro r Poccuficr<ofi Oe4epaqnra r,rJrn BBo3r,rMoro s Poccuficryro @e4epaquro
nrrarrayHo6r{ororuqecKoro neKapcrBeHHoro rrpenapara

Ns P006-001 l0-7 7 I 027 63951 or 28.07 .2025

BuAano O6ulecrny c orpaHrlrrenuofi orBercrBeHHocrbro "OOPT", Poccl.rx, 3gO54O,
Psgancrcaq o6racu, M. p-H prsancrufi, c.rr. oxcroe, A. -f,nryuono,
rep. Oapruraqenrz.r:cKoro xoMnreKca, cTp. 1A, HHH: 623402g965.

(nauuenonarue rcpuAr,rqecKoro Jrr.rrl4 ropuAr,rqecxr,rf aapffi
oe4epa.rrbHafl cnyxOa ro HaA3opy B cQepe 3ApaBooxpaHeHuq Ha ocHoBaHr{rr
3aKJrlorreHlrfl I4cnutarelrnofi na6oparopulE KpacHorpcKoro $w:raata OIEy
"I,IMII3YAOQMfI" PocgApasnaAgopa

(nar,rueuonanue Qe.qepanrHoro rocyAapcrBeHHoro 6roAx
or 25.07.2025 J\b 3814ft-05/25 pa3peraer BBoA B rpalr(qancrcufi o6opor--G"r") --- Go^ p) -

s Poccufictcoft <Degeplquu rrMMyuo6no.normecKoro JrercapcrBeHHoro nperapara
coBl{f P@Hnrro3Ha, r4HaKrr.rBr.rpoBaHHa, cy6reAzu r1ll1afl

(ropronoe uauuenonauze)
B arqkr Ha Ans upo Ounarrurn rpunua [HHarru nupo saHHafl ]

GoAHoeHenaTeHToBaHHoeHaI.IMeHoBaHI4e(rpynnuporoqHoeI.IJIpIxt,tl,tlluecroe)
pacrBop An, Brrytpl{MblulerlHoro BBeAeHHq 0.5 vrn (1 Aosa) - rurpurlbr (10 rur.) -

Hbre - 4rr leue6n l4t4
(r[oprua Bbrrrycxa (c yxasauueu Jrer(apcrBeHHo

ceprrr 040625 , o6reu cepun rrJru rraprr{u 52639
(Horvrep cepura)

roAeH Ao 06.2026
(rornuecrno ynaxonox)

(cpor ro4Hocru)
npoH3BoAcrBa O6ulectna c orpaHr,rqesuofi orBercrBeHHocrbro "OOPT" (OOO "OOpT"),
Poccrtx, 39054a, PqsaHcxafl o6racm, M. p-H psgancrufi, c.u. orcroe, 4. _f,iryHoro,
rep. SaprraalleBTl'I.IecKoro KoM[JIeKca, crp. lN (nce cra11k1 BKrrorrafl nrrrrycxarotqufi
roHrpom Ka.recrsa).

(HauueuoaarrileuaApec[poI{3BoAHTem(cyKa3aHHeMc

PerucrpallHoHHoe yAocroBepeHue IIb JtrI-Ilb(007255)-(P|-RU) or 15.10.2024.
flepxtareJlb perrrcrparllroHHoro yAocroBepeHua ArquoHepHoe o6rqecrno "Ha1.,111o-
lpoE3BoAcrBeHHoe o6re4aneHple ilo MeAr{qprHcKr4M HMMyuo6uoloruqecKraM npenaparaM
"MuxporeH" (Ao "Hro "Muxporeu"), poccuq, 1 I 50 8g, r. Mocxn d, yr. l -a [y6pou.**,
A. 15

(nauueuonau l.re, a4pec)

3auecrurenb pyKoBoAprreJu{
Pocs4panHaA3opa
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.aoKyMeIrTauHr{
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SHAOTO!(CHl"tbl
He 6o.tee 100 E31"zo:a 0.12 E}/ao:a

A rtotrlan r,gag r0KcHqt.tocrb flomieu Srtrl, HeroNcnrr HbrM HerorcuqHuii

CneqnSnxecxax
6e:t:nacaclcr;

FIe [o.lrxeu co{epxarb xHBoro
lllip\,ca rpHIIna

Ee3onaceu, He coAepxnT xrrB0ro
BHpYCA rpHnna

CneqaQa'recxax
afTltnHOCtt xi

flo",rxclr cojieplr(*Tr]
re\ra r,:rtoTHHHHLt Bt{pyca rpt{nna

no/rrnnor A (ltlNl) n
A (ll3N2) o'r 4,0 ro 6,0 Mxr/.qom H
rella I'fj lK]rTIrl IHl.tbt sHpyCa rpH n rla
rurra B or: 9,0 4o 13,0 uxr/gora

A(HlNl ) * 4.8 urr/0,5 nr*
A(H3N3) * 4.6 nxr/0.5 ;un

B/(Victoria; - 10,8 rrlrrl0,5 rr.rr

Cono.ir llvep 2-uenr.q-5 -
Bnl{HJrnrJp}l8usa u N-
Bl.tH l{rn 1{ppoJt H.qO H A

Ot 0.8 go 1,2 urlnrr 1,0 nr/wr

l.,lmuynoreuuocrE* * *
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cra6o peaxroreHH [,r:\.f
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.{o.,urnst c00Tnercrson&i'tr fi $
a H'rHreH Hi)r"r cTpvKT\,pe ulTil,\tMaN,

RHpyca rprrfina trrna A, no-lTrno*
{l'l lr'r- Ii" (lllN2) n rr.na B.
pexoMeHjrnnarfi*,rr{ I}03 xa

rer<1,uufi ?fl Hjter{Hrrecxuil ce:ng flnt
Cenepuoro ilojlvtuaplrrl

Coorncrcrnyer

Ynarconna

ITo 0,5iul ( l,lto:la) $anIHHL,l B

urnpl{uLr oA}roKpar}torct
np!.tnrenenl.r, c pltcxoii/t.lerrccii sa

Kopfi )'cc (coorncrcrRYrouteri %
,1o:f,t), cO cTarthHOI"l Nr'..rtlii u

SAilllITtl bl nrl HOI nAqKO[t.
X"{a naxAlr li ruffpuu Htr]ijler4naroT
3TH Ket'K\r cA,iloline.a iltylocfi ti.q},

?'I'l-iKeTK\r 
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n.1eHK!.1
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g.reiixonofi yiraKosKe Fl:] n.ret{rtr.r

noJruBrn t r{Jr x;ropllgxofr rr;ru
rroil l.tc11.r poJt auoii. rroxpr.r.rr.li

6.r,r.ra roii l.naxoao,*rol:i c
IO":l lt t{cpH ht H noHpbrTr.re}f }nfl ,I
61,uaroii, 1,"1 H cauou;tefl alcfi cst

6yuarclfi. r-nx 6y:r.rarori c
Tept{o,IaxilM, l.mlr $o,rrroir

&rnalt HltI4eBo il, tt.rl lt j-t.tl{il.t Ko !"t

no.rnluepuoii. Ilo I 0 Koutvpl{Llx
nr{efr Hogr,tx yfl&l(oBoK t -trgcrorlr*
BNJtaJ|blUlervl R,IAqKe XaprotluOii.

IIo 0,5:w'l (l poaa) BaKrtul,rr,r B

urnpHrlr,r olltoNpal'Hl.)t o
npHtrefrc]tH, c prlcxofilue'rxofi ua

xopn).ce (coomrcrnyrorrlefi %
/qo3br), c0 cralbHofi nraoli lt

3ittlllr'r-Hl5li!{ xoflfiaqKoj\,t, Bntnycx n
urtri]]tft ax {6es xoxcepra rra}

I-la lialr<al,r i"l tIJ1.1pt1*( ]rax-rrfl e]tn
l,ltHIieTKA !t3 lllle.Hlrt4 Canto tL.Ie{ulet"it,
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Tpe6onanrn nopmarunnofi

I ) Ilepauuu cn yfi flKosta.
Ha erruerrre urrpuua yratbtnalol
poKpaudeHlroe ToproBQe
Har{Menora Hue npenapa'ra 6es
npe.qmpellitenrHofi mapxupotru r0r

(COBHI-PHrI|D, KolnrresrBo
neKapcTBeHHoro npenapaTa B

nrnpnue (o6rerur B MHJUtHJlr4rpax -

0,5 ul, Koruqer3Tgo A,ra - 1 gola),
nyrr BBeAeHux (vltu), H(lMep cepr{H B

rr.rge qa$posoro o60:Har{eHurl Aary
HoTeqeHirg cpoK roAHocTH,

,{rix npenapara 6ee KoHcepBaHTa
yxassrxarcr <<EE3

KOHCEPBAHTA),
2) Bmopuvr ran ynaKas*a.
Ha naqre xopodrtr.r yrasbtBalor:
- ToproBoe HaHMeHoBallHe

nperapara c npe.qynperrl'reJr*rofi
Maprr-rpoBrofi S) (COBHI-Pl4fIil'a'
Baxqusa rpunrlosuarr
HI.IAKTHBHpOBaHHa-{

cy6reganraunar);
- o6qenpnnxroe (rpynnupoeouHoe)
Har{MeHoBaHue (Barqrana 4nr
npo$n.narraKn rpuflna
[unaxrNrupoaaunax]);
- co(pa[IeHH'Je Har.r MeHQBaHHe

Aep,{{aTen'{ perHcTparlHoHHOrO
yaocroBepeHux (AO (HnO
<<Maxporenil) N ero roraprslfi :Hax;
- coKpaIIIeHHoe HaHMeHoBaHHe
npoHsBo.q,uTe.{s rreKapcTBeHHOro

npenapara OOO <OOPT>;
- aApec u rene$on ,{ep)fiare,"irf;
perr{cTpaur4oHHot-o yAocToBepeHrrri;
- aApec n rene$ou [poH3BoAHTerr;
- neraporBeHHyro $opr',ty (pacrrop
Arl-s Bnyrp[Mbrurer{Horo nnegeHua);
- korr.{qecTBo neKapcTBeHHoro
npeilapara B )maKoBKe: l0 rirnpnqen
no 0,5 un (l 4o:a);
- HH$opuauuro o cocraBe
neKapcTBer{Horo ilpefl apaTa;
- HoMep cepl,rH B Br.lA€ uu$poBolll
o6o:uaueHax;
-.qary [p0H3Bo.qcTBa;
- AaTy ucTeqeHHfl cll0Ka roAH0cTH;
- ycnoBus xpaHerrr{Jr <XpaHam npa
reMneparype or 2 ro 8 oClr, 

{<He
3a l\{opri}i('}lEarE};
- yc.noBl,tfl ornycxa;

1 ) Ilepauwan ynaao6K{t.

Ha oruxerxe unpHqa yxa3aHo:
cofipalrleHHoe ToproBoe
Hafi MeHoBalrue npenapara 6e:
npegynpeAure.ruroft uaprurporxu,Br
(COBHfPHAf[), roruruecroo
rreKapcTBeHHOrO fiperlapara B

lrnpurre (o6:,elr B MI,rJItrHnHl'pax -
0r5 rntJt, Korl,It{6crBo pos - I gosa),
nyrl BBe,qeHut (r/.rvr), HoMep cepulr B

nptle luopogoro o6ogHarreHHs, Aara
rirsTeqeHHf cpoK roAHoc'rH.
Ilpe4ynpegurerruas saAnracr: <EE3
KOHCEIBAHTA).
2) Bntopuvttae ynaKalKd.
Ha naqre ropodxr.r yKa3aHo:

-Tif,proBoe nal{MeHoEal{:{e npenapaTa
c npeAynpeAnrelruoft ,llapxnponxofi
CI (COBII|PHIIII& B arurNna
rlJHnno3Hafl HHaKrrrBHpOBaHHa,

cy6regr.rHuuuaa);
- o6ulenpuHrlce (rpynnuponouuoe)
HaHMeHoBaHlre (Barryrua "ux
npo$wraxrraru rpunna
[uuaxr:lan rponaHHax]);
- c0xpauleHHoe HaHMeHOBaHIte

Aep)KaTeiu pBrrrcTpar{H0Hr{oro
yAocroBepeHm (AO (ItrIO
<<Muttporeu>) u ero rorapurrfi zuar;
- coKpa[deHHoe r{aHMeHoBaHHe

np0H3BoAHTenir neKapcTBeHHOro

npenapara OO0 <cDOPT>;
- aApec u reneSou AepxareJn
perHcrpaqH0HHor"o y,4ocroBepeHH, ;
- aApec nT ele,$ou npoH3BoAHreJrr;
- reKapcrBsnuax $opma (pacreop
,{JL Bl{yrp}rMr,r uequoro ane4enrax);
- KOnHrlecTBo n€RapcTBeHHoro
npenapara B ynaxoBxe: 10 u-rnpaqer
no 0,5 un (1 4o:a);
- au$opr'laqas o cocraBe
JreKapcTBeHHorO ilpenapaTa;
- HoMep cepan B BH.qe qu$poaoro
o6o:uaueHux;
- AaTA npoI{3BQ,4gTBa;

- Aara EcTeqeHu, cpoKa roAH0cTH;
* ycnoBln ;l#tffiiI-ffiqnflsHrb npr{
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Harpreuonanue
IIOK83ATEJIff

Tpe6orauur uopuarllnnofi
AOr(yMeHTarIas

Pelynnrarnt ncnnrtannfi

r npeAynpeAuTerrbHbre HaAIIHct r :

<<Crepuntuou, <<BarqnxHi,te
IUTaMM6I KynbTr.rBHpogaHbr r{a
(yp,1H6rx ona6puouax>1, <flepeg
npHMeHeHHeM Bctpf,xi{BarL},
<<XpaHn"rs B HeAocrJmHoM Anf,
.qerefi Mesre)), (Hs cLlAeprc{T
KoHAepBaHTa));

- yKa3aHHe ce3QHa, AnrI K0Toporo
npe.qHa3HaqeHa BaKr{HHA;
* []TpHX-K0.4;
- cnoco6 npaMeuetrrr.q (Cnocn6
npHMeHeHHfl: cM. r.lHcrpyKuHro tlo
I\.IeAHLIHHCK0My II pHMeHe}il&o
(lncrox-nxlaauru));
- cpe,qcrBo ugerrr.lr$axauuu,

- npeAynpeAsTenbHLre HaAnr,tsu:
<<CrepulrHoa, <BarquHHue
uJTaMMbr KyJrhTHBItpOSAHSr Ha
Kypr,rHbrx srnr6puonax>>, <<flepeg
rIpHMeHeHHeM BCTpfl xHBaTb),
*Xpauarr B HeAocTynHoM iqnf
gereft uecrelo <He coAepxnr
KQHCepBaHTa>);

- yKasaHl.re ce3oHa, AJt.[ KOTOpOTO

npeAHaSHar{eHa BaKqHHa;
- lxrprrx-Ko.q;
* enoco6 rprlMeHeur.tf, (Cuoco6
npHMeHeHHx: cM. r,rHcl'pyKqHlo no
MeAHT {AHCKOMy npHrv{eHeHHrO
(nrc'ror-artlaanur)) ;
- cpeAcrBo rgeNru$nrcaqrul,

Coorre,cmyer
Ycrosz, xpaHeHH, flpu reureparype or 2 Ao 8 oC. He 3aMopax{r{BarL.

Cpor roguocru 1 roA

* Kotltporuapyero.s r no:iySaopllKare (ey6se,qr.iHll.rHofi rvrouoraxquue) B llpoqecce [porr3BoAcrBa+* Kourponupyercs n nony$a6pu(are (cy6:segunn.ruofi rpaaunir*") Baxur{Hhr go go6anrenrzx
a,qTrIOBaHTa
**+ Itourpoff{py}orc.q trepBrle 3 cepuie [perlapara rrpu 3aMege lpou3BollcrgeHgoro ruraMMa Ea
npou3BoAcrBe c npe,qocTaBrleHr,IeM riporor(onoB KoHTpons [ocraHoBKr{ Ha npo!{3BO.qCTBO.

3ax.rroqenset
flpeuapar CoBI4rPI4IIlIe Barqulra rpulmo3narr linaxrrmrapoBa611al1 cy6ce.urggqgar, pacrBop ,qnx
BHyrpl'iMbmrerrHor0 BBe,{eHrrfi 0,5 ur/Ao:a, 6es KoHcepBaHTa, mnpuqsl B }rrraKoBre Nir 10, cepus

rpe6onarrnxr,r l{fl IIf-I-}le 9A7255) - (P|-RU) or l.5.10.2024.
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