
Bunucra
u3 peecrpa pasperuele^ufi sa BBoA B fpaxAaHcrcufi o6opor

raxAofi cepw anr4 KaxA ofi naprvu [porr3BeAeH Horo
s Poccrficxofi (De4epatil4vI4JII4 BBo3rMoro e Poccrficrcyro Oe4epaqrro

u ruuyuo6rloJro ruq ecKoro neKapcrBe HHoto fipenapara
rro cocroflHr,rro Ha 21.09.2026 09 .r. 25 vug.

,r"r"*r-r,

Perucrpaquoussrfi HoMep pa3peureHw P006-001 l0-77 106955847 .

Aara BbIAaqr pa3perleH vfl 21.09.2026 .

lloluoe lt coKparqeHHoe (npu uanrauuu) uannaeHoBaHrae 3aflBr"reilr
o6ruecreo c orpauu.{eHHofi orsercrseHHocrrro "@oPT": ooo "@opr".
A4pec B rlpeAenax Mecra HaxoxAeHr4fl 3aflBltrerq 390540, Poccus, PqgaHcxaq

JIaCTb. l,r.o. PqsaHcrufi HOBO. TE qecKoro KoM
crp. 1A.
VISeuru$uKaIII4oHHsIfi uouep HaJrororrJrarenbrrlr{K a 3aflBr4Tem 6234028965 .

Ea.na rocyAapcreeuHofi peH,IcrpaqLrv r4tlr perr4crparlr4r,r [rMMyHo6uoloruqecKoro
neKapcrBeHHoro rrpenapara 15.10.2024.
Perucrpaquousrtil HoMep Ituruyuo6uorortzqecKoro neKapcrBeHHoro flpeflapara
n[-J\s(007 25 s)-(Pl-RU).
Toproeoe HaI4MeHoBaHzre uurrayuo6uonorr4qecKoro neKapcrBeHHoro flpe[apara
C OB I4f PI,I|I[I@ B aKq u u a rp r n u os H aq ra H aKra s u p o e aH H aq cv6 T e Ar4Ht4qlafl .
MeNgyH apoAHoe HerlareHTo BaH H oe, un rl rpy[[ r{po Bor{ Ho e, r4Irzt xH Mp1 rrecKoe

HaHMeHoB aHr4e unruyno6uonorllqecKoro neKapcrBeHHoro rrpelapara Baxuuna
Arx npo0uraxrrKn rpunna laHarrrerpoeaHuas].
@ op rraa B bI rlyc Ka Ia tr vryn o 6 14 oJI o rr4 qe c Koro n e Kap crBe H H o ro rrp e n ap ara
(c yr<a:anueM neKapcreeHHofi Sopusr, Ao3r{poBKu, B:aAa aqecTBa
n ynaxonrce) HOIO B Huq 0,

urnozusr (1 - IAqKI,I KADTOHH reqe6Ho-n
v.rpeNAeHfifi.
Horrep cepvv unv rraprLtr,r rrMMyHo6uoloruqecKoro Jre

t20826.
Hata Nae uos aHhe 14 crpaHa rrpo rr3 BoAr4TeJrfl u rr,r uyuo6 zoJro rr{
neKapcrBeHHolo rlpeflapara, ocyqecrBnrroqero BbrnycKarou1uil KoHTponr)
KaqecrBa o6urec:reo c orpaHra.rerruofi oreercreeHHocrsro "@opr"
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fYnaroeuuK/dacoeuurc (e nepsr.rHvro yuar<oexy)], Poccus:

Hau ue n o BaHLrfl r,r crp aH bI IIp 0 I43 BoAr4Ten e fr [I M My H 0 6 I,r 0r0 f I,r q e c K0 t0
n e KapcrBe HH ofo rrp enapara, o cyuecrBnfl rc rrrr4x cr aAW IIpo r43 B0ACTBa

o6urecrso c orpaHraqeHuoft oreercrseuHocrrrc "@oPT" (ooo "(Dopr")
[Ipou:eoArrers (rorosofi IIO)1. Poccflx:

c orpaHr4rlensofi HHocrbro "OOPT"

o6uecreo c orpaHx.IeHuoft oreercrseHHocmrc "@oPT" (OOO "OOPT")
f Ynarcosuux/d acoeuux (sropuqHaq/rperr.r Haq vnaroerca) 1, Poccus.

O6terr,r cepw r4nv ilaprLrl4 l{MMyHo6uororuqecKolo neKapcrBeHHoro flpeilapara
32872.

(rolnvec'reo ynarosor)

Cpox roAHocrl{ (rogen 4o) urrarrryso6uororuqecKoro neKapcrBeHHoro [perapara
08.2027.

Pa:perueHlre B bIAaHo Ha ocHo BaHuv 3aKJto qe Hr4,
I,Ic uurarel rsofi la6 oparop u n KpacHofl pcKo ro S unu ana @f BV
"I4MU3yAOCM|I" Poc3ApaBHaA3opa

( uaanaeuo eaHLre tle4epa-mno no rocyAapcrBeHHoro 6rcgxetnoro yvpexae uur)

or 18.09.2026 Ns 824ilKl-05126.
(aara) (nonep)

(ycraneuuar rcoanr.r$r.runpoBaHHa, 3JreKTpoHHafl [oA,r.rcb ynoJrHoMoqeHHoro Jr

AOKYMEIIT NOTruICAI{
?JTEKTPOHHOI-r noAIIr{cbK)

Ceprn$uxar 0EF03CEFl F4E72029AD243F0C21 79A4 I
Bra,aeaeq flaprorrerro,{rrrrpHr-r BceBo.{ogoa[y

f{eiicLnxrc:reu c 10.06.2026 no 03.09.1027
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(p0PT Jluuersrr Nq I0 I 2-00 102-71 I 00}fi471
or l6 anpenx 2026rorc

Poccux, 390540, Px:aucxaa o6-r.,
Mynuqauaruurirl oxpyr PmaHcruft,

x. fllryxono, rep. Sapr'laqenruqecroro
KoMnJreKca, crp. 1n<

IIACIOPT .Nb 012-CBIITI26

Hau*reHosaHlre npoAyKrIH[r
COBHfPI,I[In'i' Banqnua rpunro3Harr r.rHaKTHBr.rpoBaHHafl
cy 5te gunuqtr af, ! pacrBo p An, BHyrpH Mbrurer{Ho ro BBeAeH r,r,
0,5 unho:a, 6e3 roucepBaHTa, rxtrpuubr s ynarorxe ]lb l0

Horuep cellHlr 120826
flara upoa3BoAcrBa 08.2026
IoAen Ao 08.2027
Kofl lrqecrso eAlrHHu rorosoii
lpoltyKulrH B cerlHr{ 32 872 ynaxoaxr

f[pou:rognre.nr OOO ((DOPT>, Poccaa
Pern crpaqlro HHo e yAocloBep eH rre nn-Ne(00725 5)-(P|-RU) or t s.t 0.2024
llcnr,rraHnfl npoBe.qeHbr no HA nn-Ne(007255)-Pr-RU) ar 06.03.2026

PE3YJIbTAT LI AHAJIII3A
HaultetroeaHHe

noKa3areJrs
Tpe6onaHr{fl HopMa'rureHoii

.(oKyilfeHTarIfi[r Pery.nsrarnr ucnrrranlrit

Onncaaue
Becqeetuax HJIH cJlerKa xerroBararl

npo3paqHar nln cla6o
Onafl ecUHpy Hf U{af, )l(HAKLrcTb

Eecuse'rHas n po3paqrratr x(HAxocrb

floArauxocru
I-enaarurrornrraH Bnpyca
rpanna+

Kaxlsrfi noATHn H THrr aHTHreHa

AorI]KeH uefirpalu:osaTtcr
rLlMo-[ofHrtHoft cnreoporxofi . Tnrp c

xaxAofi rerepo.roruv Ho fi
cr,rsoporrofi AonxeH 6rrru uuxe

'rnTpa c roMo.qor-HqHofi curopomofi
He MeHee, qeM e 4 para

florreep;KAaercx

flograuuocrl
Cononuuep 2-ueru-5-
BHHaJTTTHpHAHHa ra N-sulrur,
nHpponHAoHa (agr,roaaHr)
- 3BeHbrI 2-;ueral-S-
BHHT4JITIHPHAHHA

- 3BeHbrr N-sllHrr-
IIappojln/XOHa

O6pas,rsanre )r{elrroro
TBOpO)KHCTOT.O OCaIKa

06pa:oeanae KpacHo-KopHqHeBor-o

OGAAKA

Ilo4raepx4aerc.r

flogrnep;<gaerce
IIpo:pavuocrr ,(onxeu BbrAepxHBarb cpaBHeHHe c

sra-nonorrl III
Bsr,qepxuaaffiffiK;;

I-{eerHocls He AonNeu rrpeBbrlxarb creneHb
or(pacKl,t 3Tnnorya cpaeHeHax Y5

Merasnqecrue BKrtoqeHfl c
Batrun nte MexaHHqesKr.ie

BKn ro qeHl,t,l Ao.rtxHbl
coorBercrBoaaru rpe6onaH urr r\,1 W"trffi:i'-ffl

pH Or 7,0 no 7,6 xqhd#
Ee-nor** lle 6o-{ee 120 r"rxr/run I06 urr/v.r-r

HssreKaeMsrfr o6t€nr He uesee HoN{HHaJrbHoro (0,5 rvr;r) Cooraercreyet

Crepu.rrrnocrt .{olxteu 6;rm crepnlsHsrv CrepuasHlrft

Crp. I rn 4



HaHiueHosaHue
TIOKA3ATCJIfl

Tpe6onaHun uopmarunnoii
AOKYlreHTaqr{H

Perynuraru ucnumaHufi

Earcrepualrnlre
3H.qOTOKCHHLT

He 6oree 100 E3/ao:a 0,06 E3/ao':a

Auot*la,r ugag roKcH.iHocrb .{olxeu 6srrr seroxcHqHbrr\,{ Heror.clt.{Hxrfi

Cneqn$uvecran
6e:onacHo,;ru

He nonxeu coAepxarb xnBoro
Br{pYca rpr{nila

Ee3onaceu, He cogepxHT xuBoro
BHpyca rpHrrra

Cnequ$uvecxar
aKIHBHoc-ts**

flo.nxeH coAep;r\arb
reMarmrcTHr{HHbt BHpyoa rpH[r]a

noArr{noB A (HlN l) a
A (H3N2) or 4,0 go 6,0 urr/4o:a u

reMarurloTHHHH BHpyCa rpH[rra
rnna B o'r 9,0 4o 13,0 vxr/4o:a

A(HINl) 5,8 urcr/0,5 un
A/(H3N2) - 5,8 urr/0,5 ur

B/(Victoria) - I 1,4 urr/0,5 un

Cono.nuuep 2-uerr,u-5-
BHHunnHpHAnlra r N-
BLrHHnnHppoJlHAQHa

Or 0,8 4o 1,2 ur/u.rr 1.1 ur/u-rr

Hurrlyuoreusocrb* * *
.{o-nNcea 6rtrt alr myuoteHHbt M [lurrlyaoreHeH

Pearcroreusocrb:k i x {om'reu 6srrs apearrorenHr,lM HrH
cna6o pearroreHHbrM Cna6o peaKTor-eHeH

Oaalr6yunn He 6onee 0, I uxr/ul 0,02 ,ltnr/un

Terpa6eqa.nrpn
IvteTHJraM MOHnr 6pOrurr,tg

(TATAE)
He 6onee l0 rorxr/na-n Mesee 2 urr/u.rr

flo,racop6ar -80** He 6o.qee 100 rr,rnrlrrr-n Mexee 100 uxr/rrur

flpon:no4crBeHHbre
lI,,IAIVlMT,I

.(olxHrr coorBeTcrBoBars rro
anrrressr:il c'lpyrcrype uraMMaM
Bnpyca rpnnna rxna A, noATHrroB

(HlNl), (H3N2) n rnna B,
peKCrMeHAoBaHHbrM BO3 Ha

rexyqNFi anBAeM H qecxraft cesoH 4,rr
CesepHoro fionyuapHrr

Coornercreyer

YnaKcrgra

I1o 0,5rvrn (lao:a) Bar(r-tnHbl B

unpaqbr oAHoKpaTHofo
rrpHMeHeHHfl c pncrcoil./uerKrlI Ha

Kop nyce (cooraercrn y rouJeia Vz

a,::rr), co cranr,sofi arnofi n
3A[IHTHbI M KOIIIAq KOM.

Ha xaxguft urnpuq HaK;rer4Baror

3THKeTKy CaMOKJTe' Ulyrocfl HJIH

3THKeIKy H3 rrJreHKH

caMoKIerIule[r.:fl H3 nor.r !rnpon!{.rreHa.
flolrrnpaqyexoHrypuofr

xqeilKosofi ynaKoBKe r,l3 [JreHKa
rroJrLrBHH HJrx;ropugHofi n n n

[onfi crnponr,Hofi , noxprrroft
6yrvrarofi ynanoso.rHofi c

nonl4MepHbt M [oKpbrTr{eM HJIH

6yuaroft, HrH caMoKJlexnleficn
6yuarofi, ala 6yuarofi c

TepMolaKoM, Nru Sonrrofi
iurroMaHtaeBoil, tuttt ulexxoft

no.nauepHoii. flo l0 KorrrypHbrx
xqeftKossrx y[aKoBoK c lrHcroM-
BKraAL,rlueM B fiaqKe xapronuoft.

IIo 0,5 un (l 4ora) BaKuHHbr B

ujnpHubr oAHoKpaTr{oro npHMeHeHr,tf,

c plrcrofi/rue,rxofi Ha Kopryce
(cooreercrryroulefi % 4o:sr), co
crarssofi uruofi u 3arqr4THbrM

KorrraqKoM. Bsrnycrc a urnpr,rqax (6e:
roucepranra)*,-

-oi
Ha rcaxasrfi u4{

3rHKerKa H3 rrEr{sl{
ns nor$apo

It;
no t runp&bra

rqeilxoeofr yriQ1l}
nonnauuulx-nopfi4

nleHxoft non

,'li,f-Yss'tt"gq
MS$leauBuq6l
reHEI'Yl------\i
.l{itir'nrrl . l:
*rrutrltirrlrtgttrt /o
;iflunrnbY l;
'ttii,;UlL7gqflflP6qgry

llo I0 rcourypHsrx ruefirconrrx
yrraKoBoK BMecTe C JIHoT0M-

BKnaAbruleM B naqKe raprouHofr

Cooreercrayer

C'rp.2 nt 1



IlaruenonaHue
IIOKA3ATEJIfi

Tpe6orauuR nopnnarnruofi
AOKyMeHTarIr.rH

Perynrrarur ucnurannfi

Mapxrpoaxa

I ) Ilepauuuan yndKosKa.
Ha sryrxerxe urnpHrla yKa3brBanr:
c0Kpal{eHHoe ToproBoe
Har{MeHoBaHHe npenapara 6e:
flpeIrynpeAl{re.nrHofi uaprurpoaxr,r t8r

(COBI{IP[[!, KorlqqecrBo
JreKapcTBeHHoro npenapaTa B

Illnptule (o6teu B MHJIJIHJIHTpaX -
0,5 u.n, KoJruqecrBo Aos - I Aosa),
rq/T6 BBeAeHrur (n/rvr), aor',tep ceprfii B

nnge qn$posoro o6osHaqeuxf,, Aary
HCTeqeHHn CpOK TOAHOCTH.

.I[rx npenapara 6ee KoHcepBaHTa
yrasrtaaor <EE3
KOHCEPBAHTA)).
2) BmopuuucnynaKolKa.
Ha naqre xopo6ru yxa3brBaror:
- Topr0Boe HaHMeHoBaHHe

[pe[apara c flpe.q/upeAurenrHofi
MapKr,rpoB Ko [ {8, (COBHIPHIIII@
Barrg.rHa rpunflo3Ha,
HHaKITrBr.rpOBaHHaf

cy6regru*rqHa.r);
- o6ulenpuaxroe (rpynmaporo.troe)
HaaMeHoBaHue (Barry.lua 4lx
npo$unarrxKn rpurrfia

[uxarr:raapoeauuax] );
- coKpau{eHHoe HaHMeHoBaHHe

AepxaTer.f, perHcTpar{HoHrroro
yAocroBepeHax (AO (H[IO
t<Murporex>) u ero ronapruft snax;
- coKparrleHHoe HaHMeHoBaHHe

npor,r3BoAr,rTens ner€pcTBeHHoro
npenapara OOO <@OPT>;
- aApec n renerlox Aepxarons
perl{cTpar{HoHHoro yAocToBepeHHs;
- aApec u rele$ou [poa3BoAr.rrenr;
- neKapcrBeHuyro $opuy (pactrop
An-{ BirFrp}rMbrlrreqHoro aeegeHNx);
- KOJILITIeCTBO IIeKapCTBeHHOf O

rrpenapara B yraKoBre: i0 mnpnuen
uo 0,5 M-r (1 go:a);
- ranSopr,raqaro o coeraBe
JIeKapaTBeHHoro npe[a paTa;

- HoMep cepHu B B[r.(e w@poaoro
o6osHaveaux;
- AaTy rrpoa3BoAcTBa;
- Aa.ry ucTer{eHr.u cpoKa ro,qHocTH;

- ycJroBlul xpaHeHr.rrr <Xpanrrrr npa
TeMneparype or 2 Ao 8 "C>, <<He

3aMOpanu{BaTb);
- ycJroBr,r-s oTnycKa;

I ) ITepa uuuan ynaKon*a.
Ha srm(erKe rrrrrpurla yKa3aHo:
coKparrleHHoe ToproBoe
HittaN{eHoBaHHe npeuapara 6es
npegynpeArrenruo ft map rNporxu @
(COBHIPIilI|, KorruqecrBo
JreKapcTBeHHoro flperrapaTa B

mnpnrle (o6reu B Mr{;rJraJr}rrpax - 0,5
MJr, KorrrqecrBo.qo3 - 1 gora), nyrr
BBeAeHHn (e/r*l), Hor'.rep cepru{ B BHIe
qrQpoeoro o6o:nauenur, gara
HCTeqeHIrtt CpOK |OAHOCTH.

flpegJmpegrrerrbH{ur Haflnucr: <<EE3

KOHCEPBAI{TA).
2) Bmopuvuca WaKo6Ka.
Ha na.rre ropo6ra )rKa3aHo:
-ToproBoe HaHMeHoBaHHe npoflapaTa
c rrpeAyrrpeAu:relrsofi raapxr.rporrcofi
@' (COB I4IPHIIfI@ B aru+ura
rpHImo3HaJI HHaKTI{BrlpOBar{HIUr

cy6regl+ruunax);
- o6qenpNnxroe (rpynnr.rporo.rnoe)
HalrMeHoBaHHe (Barrrnna gn{
npoSrnarrrxa rpuflra
[nHarmanporauHar]);
- co(parr{eHHoe HaHMeHoBaHHe

AepxaTenx perHcTparyroHHoro
ylocroBepeHux (AO d{IIO
tuMr.rxporero) u ero roaapuuft 3HaK; -
coKpaqeHH0e HaHMeHoBaHlre

npor,r3BoArreJur neKapcTBeHHoro
npenapara OOO <@OPT>;
- aApec x rele$ou AeprxareJrtr
perr4cTparlHoHHoro yAocToBepeHar;
- aApec u rene$ou [poH3BoAHTeff;
- re(apcrBeaHax $opua (pacrrop 4rx
BrryrpxMbrrneqHoro saegeHnf,);
- KOiIXrrecTBO neKapcTBeHHoro
[penapara B )maKoBKe: l0 urnpaqer
no 0,5 r',r-r (1 gora);
- NuQopruaqr.rr o cocraBe
ne(apcTBeHHoro
- HoMep cepHH

o6o:uaqenxxi
- Aara flpo
- AaTa
- ycnoBpu

- yanoBrur

i'*:llll;ll;tll*\!
IfE---=-\t
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HanlrenosaHue
NOKA3ATEJIfl

Tpe6onannn nopruarunnofi

AOKYMEHTAqHII
Perymraru ucnuranufi

- [peAy[peALITeJ]bHBIe Ha,qIIHcH:

<Creprmrao>i, <<BaKqnuurre
rrrTaMMbl kTnLTr{BHpo BaH6r Ha

KypHHbx eu6pnoHax>, <<flepeg
IIpI{MeHeHEeM BCTpf,XHBaTb},

<Xpaurrs B HeAocryrrHoM Anrr

Aerefi Mecrel>, <<He coAepxc{r
KOHCepBaHTD);

- yKa3aHae ce3oHa, .4ru KoToporo
npeAHa3HaqeHa BaKuHHa;
- rxTprrx-KoA;
- cnoco6 [pr{MeHeHH, (Cnoco6
IIpHMeHeHufl: cM. HHCTpyKTIH]O nO

Me.qHIIHHCKOMy npHMeHeHlrlO
(lactor-axlaarnr));
- cDercrBo uaenrrdxxauur.r.

- rpeAJmpeA?rTerrBHbre HaAnHcpr :

<CrepmsHo>, <<Baxquuulre rr-rraMMEr

KyJrLTr{B trpoBaHbr Ha KypHHbrX

eu6puoHax>, <llepeg npHMeHeHHeM

Bcrp{xrlBarb>, <<XpaHu.rr n

HeAOCTJaIil{Otrl fll.s AErefi MeCtei.i, <tHe

coAepxHT KoHcepBaHraD;

- yKa3aHrre c€oHa" .qn.rl KoToporo
npeAHa3HaqeHa BaKr{HHa;

- rtrTpr,rx-KoA;

- cnoco6 rpHMeHeHHf, (Cnoco6
[p[MeHeHHr: cM. r{HcTpyKqmo no
MeAr{r{HHCKOMy np H MeHeHH}O

(lncror-ex-naarrul)) ;

- cpeAcrBo n4errru$araqur.
Cootnetctayer

Ycfiosr,lfi xpalreua r flpx renaueparype or 2 Ao 8 oC. He 3aMopaxr{Barb.

Cpox ro,4nocna I roA

BH

* Konrpormpyerc.fi n norrySa6pl{Kare (cy6reg[Hu.rnoft vouonargane) B rrpoqecce [pon3BoAcrBa
+* KourpoJllrpyercs n norryQa6prlxare (cy6regrna:raoft TpnBarqr.rne) BaKqHHLT go go6annenNx
aABloBaHTa
t'f'r KolrrpoirllpyrcTcs [epBEIe 3 cepuu Epeuapara rrpu 3aMerre fiporr3Bo,[crBeruoro rrrraMMa r{a
lpoI.I3BOACTBe C rIpeAOeraBrIeHI{eM rrpoToKonoB KoHTpoJUr [ocTaHoBru,I Ha rrpOr{3BOACTBO.

3aruroqenne:
flpeuapa'r COBI4IPArIII@ Baxquna rpurro3Ha, HHa(THBr{poBaHHarr cy6reganrar{Ha-f,, pasTBop Atrf

Ns 10, cepurBBeAeHrIr 0,5 rran/Aosa, 6es Kor{cepBanTa, [mp[rrrr B y[aKoBKe
1 'rpe6onanu.au HI nn-Ns (007255) - ef-RU) or 06.03.2026.

C.A. i o./g , 3E 2026 r.

Crp. 4 aa 4


