
Brrnacxa
rr3 peecrpa pa3peueuwir rua BBoA B rpaxAaHcrcafi o6opor

rcaxAofi cepvLr r4Jrr4 KaxAofi naprvw [por{3BeAeHHoro
s Poccuficrofi @eAepa\vu r.rJrr4 BBo3r{Moro e Poccvftcrcyro (De4epaquro

u na nayuo6 uoJro rtl qecKof o ne KapcrBeHHo to npe[ apara
rro cocrorHrlo Ha 14.09.2026 09 ,1. 22 MuLt.

(4ara, npenax)

Perucrpaquosusr fi HoMep pa3pemeH ws P 00 6 -00 | I 0 -7 7 I 068 l2B5 5 .

lara BbIAaqu pa3perreH vfl 14.09.2026 .

Iloluoe u coKpalqeHHoe (upu uanuvna) uaaHreHoBaHrre 3aflBrTerrfl O6utecreo
c orpauv.reuuofi oreercrneHuocrsro "@OPT": OOO "OOpT".
A4pec B rlpeAenax Mecra HaxoxAeH:afl 3aflBLtrerq 390540. Poccux, Ps:aucxax

Na.o. Pqgaucrcv qecKofo KoM
crp. 1A.
I4geHru$vKaIII4oHHrIfi nonaep HaJrororrJrarensrrlr{K a saflBr4Tem 6234028965.
lata rocyAapcrnessofi perl4crpaulrra Lrrw perr.rcrpaqprrr HMMyHo6uororuqecKoro
neKapcrBeHHoro rrperapara 15 .10.2024.
Perucrpaqzousslfi HoMep urtruyuo6rroJrorr{qecKoro neKapcrBeHHoro npefiapara
nrl-]\b(0072 s s )-(Pf -Ru.
Topronoe HaI4MeHoB atr4e zuuyuo6noJrorHqecKoro neKapcrBeHHoro trperapara
C OB tr{ PITIIIII@ B aruuHa rprn nos Haq HH arrn e rpoeaHH aq cv6 Te AulvrtHafl .
MeN4yuapoAHoe HerlareHToBaHHoe, I4nrl r-pytrrrr{poBor{Ho e, LrilLt xI4Mr{qecKoe
HaHMeHoB a[Ir1.e uuuyHo6uoJlorl4qecKofo JreKapcrBeHHofo flpeflapara BarUusa
Ars npo6uraxruxr rpunna [HHaKrneuposaHuaq].
@opva B6rrrycKa r.rurryuo6uoJroruqecKoro JreKapcrBeHHoFo rrpenapara
(c yrcasaHxeM neKapcreeHHofr $opnasr, Ao3r4poBKr4, I4 KOJII,IqCCTBA
n ynarcoerce) IIIEqHO|O BBE

IIKU KA

Ho rra e p cepkrLt vnr4 ilapr Lu4 14 M My H o 6 u o I o ru q e c x
080826.
HaH N{eu o e aHlz'e v crpaHa rrporr3 BoA hr e rrfl H M MyH
neKapcTBeHHoto [pe[apaTa, ocyuecTBnqroulefo Bbrrr oHTponb

penapara

KaqecTBa

'Y|,ffi,, ,HI",.,0xl1.\toiA

ecTBo c H.reHHoii PT''
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HaH vre uo e aHnfl. H crpaH br flpor4s BoAarere fi u uruyno6floro rr4 qec Koro
neKapcrBeHHoro [peflapara, ocyqecrBJrflrorrlr4x crap.t4r4 rrpor{3BoAcrra O6uecreo
c orD&HltqeHHofi oreercreeHHocmro " @OPT" (OOO "@OPT") [IpoussoArarerr
(rorosofi II@)], Poccus:
06ulecrgo c orpaHra.reHHofi oreercrseHHocrsrc "@oPT" (ooo "(Dopr")
lYnaxoeuurc/dacosrurr (n nepsuqH]rro ]rnaKoexy)]. Poccux,

Ia.IeFIHofi orBercrBeH src "@OPT" PT''

O6rena cepvkt vnv ilaprprl4 l4MMyHo6zorora.recKoro neKapcrBeHHoro [penapara
5t3s6.

( r<olr.rvecreo y nar<oeorc)

Cporc foAHocrl{ (ro4en 4o) avruyso6prororr{qecKoro neKapcrBeHHoro [penapara
08.2027.

Pa:peureur{ e B brAaHo Ha oc Ho Ba:e.prr4 3aKJr Io qe Hr4,
lIcnsrrarersuoft la6oparopua KpacHoqpcKoro $unuana @fBy
"I4MU3yAOCM|I"

(uaulteuoeauue $e4epaasHoro rocyrapcrBeHHono 6oaxersoro yvpexaeuar)

or 11.09.2026 Ns 798nKa-05/26.
(aara) (nouep)

(yclueuua-a rcsa.nraQrlqrlpoBaHHa, 3neKTpoHHafl troAnr{cr, yrtonHoMoqeHHoro
HaA3opy e crlepe :4paeooxpaneuur)

,,,'I.,, /[()KYMEIITn()Tlll4CAIIiiiTlj, )lEKTpoHH(rriuoAnrrcsr_r
j:r-j,

(-'eprNrlrNxar 0EF03CEFlF4E72029ADl43F0(:2 I 79A4 I

B-ralereu Ilapxolrenno [unrpar-t Bcegolor]osr.r

.Ileiigrsnle-rex c 10.06.2026 no 0j.09.1017
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$OPTfu-
Jlureuurx Ns I0 1 2-00 I 02-77/000 rc47 7

or 16 anpenx2026 roxa
Poccux, 390540, Px:aucrax o6n.,

Myu r.rqanaaruuli orpp Prsaucxxfi ,

4. Xl'ryuoeo, Tep. $apr,rauearfiqecKoro
KoMnreKca. c'rp. 1x<

TTACIOPT Nb OOS.CBII'126

HaumenonaH He fipogyKtlfi r{

COBI{f PUfIfI€' Baxuur"ra rparno3Ha.a rzuaKrr-rBrpoBaHHa,
cySr,eguH urrua"s, pacrBop An.f, BHyrpHM brrneqH o ro BBeAeH H s
0,5 udgo:a, 6e: xoucepBauTa, mflpHrlbr s yflarosKe J,{9 I0

Houen ceDr{H 080826

flara npou3BoAcrBa 08.2026
foxeu ao 08.2027
Koruqecreo eAHHnq roronofi
nrlotryKr.IHH B cepnH

51 356 ynaxonox

flrroHlsoaNrem OOO (OOPT>>, Poccua
PerlrcrDauuoH Hoe yrocro BerreHHe nII-Ne(00725s)-Pf-RU) or 15.r0.2A24
trIcnuraHufl rrrroBefieubl rro H,4 In-Ns(007255)-(Pf-RU) or 06.03.2026

PE3 YJIbTATbI AHAJII,I3A
HaH,venoeaHHe

IIOKA3ATEJI'I
Tpe6onaHHn Hopnrarumrofi

AOKyN{eHTaUuU
Pesy.nsrarsr ncnr,lranufi

Onncaune
EecuaerHax HJIH crerKa xe.nroBararr

npo3paqr{atr nll.l c.na6o

orraJlecuHpyroulafl )I(HAKocTb

BecquerHar npo3paqHafl xprAKocrb

[IoallrHHocrr
feuarmroraHHH BHpyc.a

rpnnna*

Ka;xgufr noATHn Lt rnrr aHTHteHa

AonxeH Hefirpa-nuaoaarscx
roMo.rrorlrr{Hofi ctraoporxofi. Tarp c

raxAofi rerepo.rorxqH0ii
cunopomoft Ao-rrxeH 6srr; HnNe

THTpa c roMorrorHqHoft clraoporxoii
He MeHee, veu o 4 pa:a

flograep;xjaercr

[oA.nusuocrs
Conon artlep 2-r'retal -5 -
BHHHJTIHpHA]rHa r,t N-eHHar-
rlr pporuAoHa (agrrcaaHr)
- 3BeHbg 2-uenu-5-
BHHIdIn}{pHAHHA

- 3BeHb, N-saHIaa-
TIHI]DO.IT'tAOHA

06pa:oeaHae xe.Jrroro
TBOpO;,I(HCTOTO OCAAKa

O6pa:oeanrae KpacHo-KopHqHe Boro
ocaAKa

flo4reepx<4aercr

floAreepxaae-rcr

flpo:pa.ruocrr ,{o-nxeu BbrlepxuBarr, cpaBHeHne c
aralOuOrrl III

Bur4epxuaaer cpaBHeHHe c 3T€uroHoNr

[-{rerrocrl He 4onNen npeBbrlxa"rb creneHr>

oKpacKH 3TaroHa cparHelrnr Ys
H e n D e e dlasf cre nd*.axhc x a

;,#M, -##ilil'dii#Y.\

MexaHa.recxHe BKJlrorteHHf,

B lrAu rr.r are MexaHHqecKue
BK-[rOqeHH.q AO.rr)KH bt

cooTBercrBoaars tpe6oraHn rnvl

I
o/ Nr)\,ilillil,rr \"_r

il6"*,hlMet^, )r-
io-\ ,.1,111"{l'1"}' /?l

)

pH Or 7,0 Ao 7,6

Eeaor** He 6o-nee i20 urcr/un #T#r;*e"
I4spirexaeN{ sr ft oSrdru He ltenee HoMHHzulbH(:rro (0,5 run) Cooreercreyer

Crepn,rrHocru .(o.rxeH 6rrrr crepalsrruu Crepu-nuusrfi

Crp. I u:4
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Halrmeuonanne
TtOKA3ATEJIfl

Tpe6onannu HopmaurnHoii

AOI(YMEHTAI{HH
Peryn;tarrt ucnurasrafi

Eaxrepualrnsre
3FIIOTOKCTTHbI

He 6onee 100 E3hoga 0,24E3lz'oza

Auoual*ra{ ToKcgqHocrb ,{onxen 6rtrs HeroKcr.rIHbIM Heroxcnqunrfi

Cnequ$uuecirar
6esonacuocrr

He Aonxes coAepxarb xr4Boro
BEDVCA I-DHtIflA

Ee3r:naceH, He coAeptru{T x(HBoro

BHpyca rpHnna

Cnequ$Nvecra.r
ar<rHgHocrr**

.{olxen co.(eplrarb
reMarflrroTHHr.rHbr BHpyca rpsnna

ro;1rnnoB A (HlNl) n
A GI3NZ) or 4,0 Ao 6,0 nxr/ao:a u

TeMaTIIIToTLIHI.IH Bapyca lp!{Ilna
rnna B or 9,0 Ao 13,0 l'tr/Ao:a

A/(HlNl) -4,9 urr/0,5 un
A/(H3N2) - 5,3 nrxr/0,5 ru.n

B/(Victoria) - 10,9 um/0,5 lor

Conorunrep 2-uerut-5-
BHHHJrnHpH,quua u N-
BT{HHJINHPPO.rIHJIOHA

O'r 0,8 go 1,2 ur/ul I 1 rrrr/rr,sr

H,vnryuoreHHocrb** * .{orxeH 6srrs alruy'uoreHHslM I,It',rrwyHoreHeH

Pearcroreugocrb* * * ,{onx<eH 6rnl apeaxroreuHbrM HJrH

cra6o peax'roreHHErM Cla6o peaKToreueH

Oaa.ns6yrnruu He 6onee 0,1 urr/u.rr 0,02 nxr/u.n

Terpaaewurrpn
M erHJraMMoHux 6porrang

ff.trtAE)
He 6oree 10 uxr/n-rr Meuee 2 uxrlux

llonacop6ar -80** He 6o-nee 100 rvrrr/rrln Meuee 100 rr.rxrlr"rr

flpouseoAcrseHulre
IIITAMMbI

,{onxcnu coorBercrBoBarb rlo
arrruresnoft crpyK'rype rrrraM MaM

Bupyca rpafina runa A, norrnnoB
(HlNl), (H3N2) N runa B,
peKoMeHnoBaHHsrM BO3 ua

rercyqaft 3flH,qeMr,rqecxufi ce:oH gm
CeseDxoro norryIrIapr,{rr

Coornercrryer

Ynaxosxa

flo 0,5un (laosa) BaKrIHHbr B

r[npHu6r oAHoKpaTHoro
flpaMer.reHnr c pacrofi/uemofi ua

Kopr)-ce (coorr ercra yn qeit %

4osu), co cramxofi amofi r,r

3aIIIHTHbTM KOiInaqKOM.

Ha rax.qrfi rufiparl HarcrrexBamr...--.
3rH KerKy 

"" " 
o *r"rnryrogffif-i

3THKerKy wz muffi. .'/.ti.,,,,.

ca Mo Krrerure itc s uz 
" 
rnffi"liilteii, "ll,

flo I runpnrqi s roffiHb):jl'"'
q.{efi rcoso il ynaxo erceffi \niehy1,: i,' 

:,1,;,

ttoJrH BHHlLrTXJrOpnaffi A-n W i,,1,"" (, !'
non Hcrxpon r Hofi , nofu r$il,,r1,,'ni

6yr'raro fi yuano uo rrftfu-)';;
rorlHMepHbIM noKpbIrHeM 14iffir
6yr'raroft , Hru{ caMoK;regrueft cg

6yuarofi, u.nu 6yuarofi c
TepMorraKoM, N"nn Qonrrofi

aJIloMHH rleBo il., ttstw mesrofi
uoruuepuoft. flo 10 KoHTypubrx
aqefircoertx ynaxoBoK c JrllcroM-
BKJIaAbrueM B naql(e rapronnclfi.

flo 0,5 r'a.n (1 4osa) BaKrlxrrbr B

Infip!{rlbr oAHoKpaTHoro upHMeHeHH.{

c pl.rcxofuluerrcofi Ha noprryce
(coo'reercrnyrou{eft % 4oru), co
ctalruofi umoft H 3arIII{rHbrM

KoJl[aqKoM. Bunycx n urnpnuax (6es
xoHcepnarma)

\o
\1

Il'ilAil fi ruupNq H:rx;reeHa

a3 rrrreHxlt cauox.ne.s rle fi cs
rroJIHnponHJreHa.

urnpHr{y B Ko[rrypHoH

)maKoBKe H3 IJIeHKH
opl.uHofi, norprrrofi

ruesroft no.ruuepuofi

IIo 10 r,tonrypHrrx s.reftxosrrx
)maKoBoK BMecre c JlllcroM-

BKJraAbrureM B rraqre xapronuoft

Cooraercrsver

Crp. 2 a:4
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llauuenonanue
uoKa3aTeJrg

Tpe6onanan Hopuarunnoft
trOKFMEHTAUHU

Pe:y.nrratrr ucurrrannfi

Mapraponxa

I ) Ilepe uuuaa ynal06 Ka.

Ha srurerKe rrrnpril{a )rra3brBaror:
coKpzrrleHHoe ToproBoe
HaHMeHoBaHHe npenapara 6es
rpeAyflpeAnrenrsofi uapxaponrur r8r

(COBI4fPI,ilm), Kor aqecrB o
JreKapcTBeHHoro [IpeflapaTa B

unpHrle (o6rcrr.r B MHnnHnHTpax -
0,5 rur, KonlrqecrBo aos - I gota),
ryr6 BBeAeHun (a/u), HoMep cepHH B

raae qa$posoro o6osnaqeHus, Aary
HCTeqeHH"f, CpOK TOAHOCTU.

lnx upenapara 6et KoHcepBaHTa
yxa:rmaror <BE3
KOHCEPBAHTA).
2) Bmopuuua.fl ynaKosKa.
Ha na.me ropo6rcu )aKa3brBaror:
- ToproBoe HaHMeHoBaHHe
rpenapara c npe4ynpe.qHrentHofi
MapKHpoBKoft (8' (COBHfPHilne
Barcqnua rpnrrno3Hiur
HHaKTHBHpOBaHHa",T

cy6re.{nxu.ruax);
- o6ulenpunrroe (rpynnrpo novuoe)
HaHMeHoBaHue @axqr,rra grrr
npoQmarcrura rpnr[a
Iauarru-e aposarrllar] );
- coKpaIrIeHHOe HaHMeHOBaHHe

Aepxare.ru perHcTparlHoHHoro
yAocroBepeHux (AO (H[IO
<<Mnxporeu>) u ero rorapurrfi suar;
- coxpaqeHHoe HaHMeHOBaT{He

IIpOH3BO.Ur,ITeJIf JreKapcTBeHHOrO

npenapara OOO <@OPT>;
- aA,pec n reneSoH Aepr{€renrr
pErHcTparIHoHHOrO yAOcToBepeHHJU
- alpec lr releQou [poH3BoAHTer.q;
- neKapcrBeHHyo Qopr,ry (pacmop
.qJUr BuyrpHMbrrueqHoro aregenaa);
- KOJII'rIIeCTBO JIeKapCTBeHI{OrO

npenapara B ynaKoBi(e: 10 urnpnqer
no 0,5 un (1 go:a);
- unQoprrrauuro o cocraBe
neKapcTBeHHoro npeflapaTa;
- HoMep cepulr B BHIe ua$poaoro
o6ornaueuax;
- AaTy rrpoH3BoAcrBa;
- AATy HCTeIIeHIUI Cp'JKa TOAHOCTT,I;

- ycnoBr.rlr xpaHeHr.{Jr <Xpaunrs npu
reMneparype or 2 Ao 8 oC>, <<He

3AMOp0KHBaT6));

- ycnoBHjr oTnycKa;

I l) Ilepeuuuan ynaKonKa.

i Ha srarerxe LurrpHrla yxa3aHo:

I coKparrteHHoe ToproBoe
I

I HaHNteHoBauue npenapara 6es

I npeaynpegn'relsHofi rrrapru.rpoaxu G,

| (COBHfPIilf|. KorrHqecrBo
I

I neKapsrBeHHofo npeflapaTa B

I 
unpnue (o6nerra B Mr,r.nnunlrrpax - 0,5
MJr, KoJrHqecTBo Ao3 - I 4o:a), nyre
BBeAeHrrfi (a/u), Houep cepHa B BH.(e
qNSposoro o6o:uareuax, 4ara
r,rcTeqeHlu cpoK roAHocTr{.
llpegynpegrmenlHarr Ha.qrrucr: <EE3
KOHCEPBAHTA).
2) BmopuuuasyndKoeKa.
Ha naqxe nr:po6rn )rKa3aHo:
-TOpf oBoe HaHMeHOBaHr,re npeflapaTa
c npeAyfipe.qx-renrnofi uaprupomofi.
,0r (COB PIIPHfIfI@ Barqraaa
rpHn[o3H€Ur HHarcrHBHpoBaHHrUI

cy6regnar.*rax);
- o6 qenpunaroe (rpynnapoaovHoe)
HaHMeHoBaHHe (BaxqnHa Artr
npo$rurarrrxu rpxflna
Iuxarrasuponanuax]);
- coKparr{eHHoe HaHMeHOBaHEe

AepxareJui perHcTpardHoHHoro
yAocroBepenvr (AO (H[IO
<<Mumporen>) n ero rooapHufi 3HaK; -
coKpauleHHoe HaHMeHOBaHHe

npoH3BoAHTeJrf, 
'IeKapcTBeHHOrOrperapara OOO <@OPT>;

- aApec u releSou AepxareJrf,
pefHsrparlHoHHoro yAocroBepeHr.rrr;
- aApec n re-rreSou npoa3BoAlrreJrx;
- neKapcrBeuHax Sopr"ra (pacraop A.nx
BrrytpHMblurer{Horo rregern,tx);
- KOJII4qeCTBO ne(apcTBeHHOrO
flpeflapara B yrraxoBKe: l0 urnpnuea
no 0,5 tr.n (1 aosa);
- NHQopuaq[u o cocraBe
lIeKapcTBeHHOrO [pe[apaTa;
- HoMep cepuu B BHre (N$poeoro
o6o:Harrenar;

.4aTa rryo
- n.ara

,'.'-;-':",;;1",',',r,',',,,|,* ,}:crn,pioiij""' #

C'rp. 3 ue 4



lfaumenonanxe
NOKA3ATEJIfl

Tpe6onanna nopmarnnnoit
AOI(YMCTITAqHT.I

Pery.nrrarrt ucnrrraHufi

- npeAmpeAHTeJIBHbIe HaA[I{cH:
<<Creprurrnoll, <BaxqaHusle
ruTaM MEI KynbTI,IBr,{pOBaH6I Ha

K)?HHLTK su6puouax>, <<Ilepeg
npHMeHeHHeM BCTptrXr,IBaTb ),
<<XpaHlrrr B He,qocr).nHoM,qn
gereft rrecre>, <He eo,qepxxr
KOHCepBaHTaU

- yKa3aHr,{e ce3oHa, Anf, KoToporo
npeAHailHarreHa BaKr{r,rHa;

- rrrTpHx-KoA;
- cuoco6 rrpxMeHeHr.r{ (Cnoco6
npHMeHeHr,r{: cM. HHcTpyK{Hro rro

MeAruInHcKoMy npH MeHeHHTO

(xucrox-nx.naallrl));
- cDe.rlcrBo naenurdnrauau.

- rrpeAynpeAHTerrbHbre Ha.q[HcH :

<<Creptmrxoll, <BaruqaHurre rrraN{Mbl
KyJIbTHBHpOBa H6I Ha I\TpHHbIx
su6pxouax>, <flepeA npHMeHeHHeM

Bcrpf,xuBars>r, <<Xpanurs r
He,qocrynHou Anx Aerefi uecren, <<He

coAepxi4T KoHcep BaHT&);

- yKa3aHfle ce3oHa, An, KoToporo
npeAHa3HaqeHa BaKTIHHa;

- urprx-KoA;
- cnoc06 [pHMeHeHHrr (Cnoco6
rrpHMeHeHr.u: cM. HHcTpyKqHro no
Me.4lrqlrHcKoMy npHMeHeHHlo
(rNcrorc-ax.naarrru)) ;

- cpeAcrBo ugeHruQaraqna.
Cooraercrsyer

Ycnosu-s xpauerrlrrr llpn reureparype or 2 Eo 8 'C. He 3aMopaxrmarb.

Cpor roguocru 1 roA

* Kourporupyercr a uorry$a6pnKare (cy6reamrs.nroft uouonaxqune) B rpouecce [por43BoAcrBa
** Kourpolrr{pyerc, e norry@a6pr{Kare (cy6re4unrunofi rpraearryrue) Barfi{lrHbr Ao Ao6aBnenr{rr
AABIOBAHTA
*** KonrpoJirrpyrorctr flepBbre 3 cepnn [pelapara rrpu 3aMene rrpox3BoAcrBenuoro rrrral{Ma Ha

npor{3BoAcTBe c [peAocTaBreHr.reM [poToKoJIoB KorrrpoJr.f, nocTaHoBKrr Ha [poH3BoAcTBo.

3axnro.renue:
fipenapat COBI4IPI,ilII@ Barutprsa rpr.rrno3rarr rarrarrr.rBnpoBaxna, cy6reguuu.nrax, pacTBop AJDr

Ns 10, cepEsro BBeAeHHs 0,5 ur/gosa, 6e: KoHcepBalrra, rtrrrpurlbr B ynaxoBl(e
OtOt)U'+*ep9r..PFi rpe6otawwxu HI nII-Ile (007255) - (P|-RU) ot 06.03.2026.

H'i#iy,,e '6fu" 
{K"raeg c.A. t o /2, oS 2a26 r.
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