
Bsrnucrca
r,r3 peecrpa pa3peue:r.ufi sa BBoA B rpaxAaHcrufi o6opor

rcax4ofi cepw lrnv KaxAofr tapruu [por{3BeAeHHoro
e Pocctrftcxofi @e4epa:J:atr IIJIH BBo3r{Moro e Poccrficrcyrc @e4epaquro

u rvr uyno6uoJro ttaq ecKo ro ne KapcTBe HHoro trpefl ap aTa
rro cocrorHr4rc Ha 14.10.2026 l3 q. 57 x4wu.
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Perucrpaqnouusrft HoMep pa3perreH uq P 006 -00 | | 0 -7 7 I 07 4 5 5 I 42.
[ara BbIAaqI,I pa3peueHy'fl 14.10.2026 .

rlolnoe r4 coKpaqeHHoe (npr,r naruuuu) uauwteHoBaHze 3aflBrTerr,
c orpaHflqessofi orBer "@oPT":

A4pec B flpeAenax Mecra HaxoxAeHVr,3arBvtrerq 390540. Poccflq, PqsaucKaq
KI4Ij :OTO KOMTIJIEKC

crp. 1A.
I4geruruQwKaIII4oHHbIfi uovrep HarrororrJrarenrulr{K a 3aflBrTerq 6234028965 .

ilara rocyAapcreeuHofi perllcrparlW:a urrr4 perr,rcrparl:ar4 r4MMyHo6uororuqecKoro
neKapcrBeHHoro rperapar a 20 .08 .2024 .

Perucrpaqnouusrfi HoMep unuyuo6nonoruqecKoro neKapcrBeHHoro
n[-]lb(00662o-Qf-Ru.

o6 u Barc

u un ryHo6 uoJrof LIq ecKof o neKapcTBe HH OrO

UTITIO3HAfl qETbIPEXBA"iIEHTHAfl HH

[perapara

rperapara
BAHHA'

paculeI]neHHafl.
MeN4yH apoAHo e HeIIareHTo BaH Hoe, ltn pr rpyn tr lrpo BorrHo e, vilyt xra M r.I qecKoe
HaI4MeHoBaHI{e muuyuo6uono rtlqecKoro neKapcrBeHHoro rrpelapara BaxUuua
Ars npo$[raxruKfi rpnuna lfiHaxrnsIapoeaHuas].
@opvra BbrrrycKa utrruyno6uonoruqecKoro neKapcrBeHHor-o tr
(c yrca:auaeM neKapcreeFrHofi Soptrsr, Ao3HpoBK14, Ba1iayil
e ynarcoere) M6IIIIEqH Hrlq 0.
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n poSurarru qecrcnx )zqpeNAeu uil
Houep cepr4r4 r4nv ilaprvr4 HMMyHo6uoloruqecKoro Jre
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o6uecrso c orpaHfl.reHHofi orsercrneuHocrrrc "(DOPT" (ooo "@opr"),
Poccut.
Hau nen o Baqlafl H crpaH br rrpo r,r3 BoAurerefi u unayno6 u oJro rr4 qec Kof o
JleKapcrBeHHoro rlpeflapara, ocyqecrBJrf,rorrlr4x craAr.{u [por{3BoAcrsa O6uec.rso

u.{eHHofi HHocrblo "

o6uecreo c orpauuqeuHofi oreercrseuHocrnro "@opr" (ooo "@opr")
nrldacosurrrc (e BI,IIIHYTO VTIAKO Poccu.f,:

ecTBo c I4qEHHOTI Hocrbro "@OPT" o "ooPT"
eufirc/ K V{{HAfl Poccafl.

O 6teu cepw vnv r.aprr4l4 14 MMyH 06 I4ororv.recKo no ne KapcrBeH Ho ro npe rapara
53984.

(roruvecrno ynaroeorc)

Cporc roAHocrpl (ro4en 4o) nunlyHo6uororuqecKoro neKapcrBeHHoro npeflapara
09.2021.

Pasperueuue BsIAaHo Ha ocHoBaHr4lr 3azurrcqeHlu
Zcn rrrarel suofi na6oparopun KpacHorpcKof o $urruata O f E y
"I,IMIISyAOCMII" P BHaA3O

(uauueuoeaur.re Se4epaasuoro rocyAapcrBeHHoro 6rcgxe.ruoro y.rpexAeHras)

or 13.10.2026 Ns 898nKa-05/26.
(aara) (uouep)

(ycu.neuuar xnalnQr.rqupoBaHHar 3neKTpoHHa, noA.Hcb yrtonHoMoqeHHoro Jra
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or l6 arrpeLwl}26 ro;w
Poccur, 390540. ps:aucrar o6r.,

Mynnquna,rrHrrii orpyr ps:aHcxNpi,

l. -Illryuoao. rep. SaplraueanrqecKoro
K()Il{11xeKCa ix<

lrACtroPT .t\ti 0 1 5 yKIII/26

P E3 yJl [,TAT bl AHAJI I,I3A

I-Ialrnreuo aaHrre rrpogyxrru r{

V;r urprrrctu KeaApH gax,{i, nt .p, nr,,r3r*
qerbrpex BaneHTHafl r.r H arff H B H pOBaH Hafl paculenrte HHaq,
pacrBop Anfl BHy r.pr.rM br[req Horo BBeAe H 14, 0, 5 rul/no:a.
ttrnpur{r,r a yrraxonxe Jt l0
r 50e26

Konrrqecrno eJIrrHr{u roro noii
53 984 ),rraKoBKH

f[pontrognrerrs QOO (OOPT>, PoccHx
Petucrpa qtroHHoe yAoc-roBeDenue JI n-"1\e(006626)-(pf-RU) or 20. 08.2024
Hcnnrrauun [poBeAeHLr rro nil-"r\b(006626)_Or-RU) or ra ns 2024.

HaH*reuosarrre
IIoKa3aI'e,Ifi

Tpe6oraxnn uoptraruarroii
AgKyilreHTarIHH PeT y"r ura'rur ucnuraltIu:i

OrrncaHue
EecqeerHan H-[H cflerKa xerroBara,
npo3pa.rHafi xr4jlKocTb, Bo3MO)t(Ho

Ha.lrHlue c;la6ofi 0fiaJlecqeH uHH

Bec uaerruax c"na6o clnarec ufl pyrouaq
x(HAKoCTb

Hgerrn$uxaqur

Ka:rqrrfr noATHn r{ THtr aHTHretra
AoJIxeH o6pa:onornarb qerKac Konbua
fipeur{n HTaUHH rrpH staH vonefr craH}r

co cncqu$uqecrorf ctraoporroii r
ar4po3HoM rejre

[-]oateepxrllae-rcc

llpo:pauuocls {oaxen Bbrnep}KuBarb cpaBHe[{He c
:ra.nouOt',t lll

BHrepxHsaer cpaBHeHHe c 3TuuroHoM
III

{aerHocls Hnrerrcusr;ocrb oKpacKu pacTBopa He
AonxHa 6urrs 6olee eraloHa y.

H H'reHcusnoc'r.b oKpacKx pacrBopa
MeHee 3Tiurona y:

MexauNqecxne
BKII,OqCHH'

H: 80 o6pa:uoa oro6pauHofi npo6sr ue
6o,ree 2 MoryT HMerb MexaHHqecKHe

BKJITOqEHH'

pH Or 7,0 Ao 7.6
-T-'7--
#ruls -'#;A;,r;,Xj

H:renerae f'r sr ir o6rd:n He rr.reuec HoNtnHalrbl{oro (0,5 u,r) (i ot r"rn5'"1-c1s yq1-

lierror He 6o,ree 360 ur<r/aora ,,r'ffi
Crepu;luuocrr, {olxen 6lrrs crepuneu Cr.rrrot'#ffi-
6arrepua.nuutre
3HAOTOKCHITbt He 6o;ree 100 E3/ao:a 0,06 E3lao':a
Auoualtuas
TOKCHqHOCTb l],o,rxeH 6urrs ueroxcrrqeu Fle'rorccnqnsr fi
CrreqNQuuecxan
6esonacnocrr

lle lolxeu coAepxat.h >xHBor.o Bnpyca
rl)H il ila

SeronaceH, ne coaepNHr r{HBoto
Blrpyca rpHrrna

Crp. I n:3

Houep cepuu
Aara npoIsBoAc'r.Ba
loAeH Ao 09.2A27

C oal lget ct'BYe'1.



Hanueronanne
[oKa3aTeJIg

Tpe6onannx uopmallrcnofi
AOKyMeHTaqr{rI

Perymraru ucnrmansfi

Cneqn$nuecxar
AKTHBHOCTb

I 4o'ra (0,5 rru) AoJrxHa coAepxarb
reMafulroTHHHH BnpyCOB rpHnna

noATHnoBAHrunosB:
A/(HINI ) - (l 5,0+2,0) mrr
A/(H3N2) - ( I 5,0i2,0) uxr

B(Victoria lineage) - ( I 5,Gi2,0) vxr
B/(Yarnagata lineage) - ( 15,0+2,0) MKr

A/(HlNl)-15,7 urcr
A/(H3N2) - 13,6 urrr

B/(Victoria lineage) - 14,6 rarr
B/(Yamagata lineage) - 13,5 r'lm

OxrorccuHol- [0 He 6onee i00 uxr/r*ln 205,0 r',rrr/un

flonucop6ar 80 He 6olee 500 urcr/rr,rn 378,0 r',rrcr/rr.rr

Oaa-nr6ynuH He 6o:ree I rrrrcr/ao:a 0,04 Mrr/aosa

HuuyHoreuuocrs* f{o,rxeu 6trru u rra,layxoreHeH HuuyHoreueH

PeaxroreHuocrt* ,{o.nxeu 6srs apeaxroreneu n.nn cla6o
peaKToreHeH Cna6o peaKTofeHeu

llpoN:aoAcrBeHH6le
UTAMMbI

{o;rxuu coorBercrBoBarb no
anrureuHoil crpyKType urraMMaNt
Bxpyca rpunna luna A (nogrunsr
A/(HlNl) u A/(H3N2)) r.r runa B

(.nuHnra Victoria lineage u Yamagata
lineage), peKorlteuAoBarurrr,lM BO3 Ha
rexyunfr ?nfiIeMHLIecxufi ce:ou Alr

Ceaeprroro nonyuapHlr

Coomercrsyer

Vnaxoarca

flo 0,5 rran (l aora) B ilnpuuax a3

c'rEKra c snasugofi ut.ltoil c 3a[tH'I.HblM
KOINAqKOM.

Ha xaxAufi unpnu HaK,'reHBarcT

3THKeTKH r.r: 6yuanu Hflrl rrJleHKH

caMoKilerqeficq. O61,en npeflapara B

rrrrrpH L(e, coorBercrByroulafi tA Aozr,r,
OTMeqeH pr,rcxofi /rr,rerrofr , HaueceHuofr

ua Kopnyc tunpHua, H,rn trerrofi,
Hanecerrrtofr ua rcpafi 3THKcrKH.

llo I urnpHlly a rconrypuoii rqcfrroeofi
yrraKoBKe, noxpurrofi $on srofi

€ur[oMHHHeBofr unn 6yrraaroii, nln
n,reuxofi no.nauepHofi.

flo l0 roHrypusrx xuefiroeurx
v[aKoBoK B naqKe 1r3 KapToHa BNtecTe c

JI HCTOIII.B KJIA N bI [IIEM.

tlo 0,5 vn (1 no:a) B lnnpxuax H3

c'r'eKJra c errarnxofi untofi c 3aulHTHbtM
KOJITIAI{KOM.

Ha xaN4stfi urnpuu HaKJreeHa

3T[KerKa H3 nJreHKH caMoxrexr(eficq.
O6rer'l npenapara B uflpHqe,

cooT8eTc'rByouluii Y, ,(ost t, oTMer{eH
pacroii, Hasecesnoft Ha Kopnyc

unpnua.
I-lo I unpnuy e rconrypnoi q.iefixosofi

vnaKoaKe, noxputrofi nleHrofi
nolunepHofi

flo l0 rcourypnux Rrefiroaux
ynaKoBoK B [aqKe r,r3 KapToHa BMeCTe C

Jl t{cToM- B rul aAbr uIen.

MaprHpoexa

[Iepouuuax ynaKozKa. I{a .:ruxerre
[xrrpHua yKa3btBator: coNpalueHHoe

TOproBoe HaHMeHOBaHHe flpenapara
(V.rrurpuxcs Kaa4pr.r), .[o3r{poBKy,

KorHqecrBo Ao3. rryrb ssereHran (alN,r),

HoMep cepnu ( url$poroe
o6o:naqexne), aary HcreqeHHfl cpoKa

roAHoc'ru: <fonen Io>. 3rure.rra
tlrnpulla Mo)Ker Surr'; c ntelrofi,

coorBe..crByrorqefi V. lozt t (0,25 run).
l-r.nu 6e: NrelKH.

Iepeuuffii
urnpffi*'lr

ropro{o1pa
(Yna'

KOIHqer

poE

TA

L
ru),

"tr:'ffiffi
tufipflua 6es Merrx.

Cooresrpteysr

x cpoKa
KETKA

C.m 2ql I



Hart]reuosaHue
IIOKA3ATCJIfl

Tpe6oraulln aopnarrrnxoli
AoKylrsHTAUrrI Pc:yn rr:arbr gcnbITaIIrI ti

MapxNpoaxa

BmoptuNan yna<olKa. Ha na.iKe
yKa36rBarcT;

-COxpaqdHuoe HaHrlreHo BarrHe

A€pxaTenfl perlrcTpauHoHHOrO
y/tocroBepeHurl n po nr ao.{Hrens (OOO
<{roPT>);
-ropHAH qecKnir aapec I aapec Mecra
rrpox3BoAcrna, releQou, $axc,
flororun OOO <<DOpT>;
-TOpfoBoe HaHMeHOBaHl,Ie npeflapaTa;
-rpynnHpoBoqHoe HaHMeHOBaHHe
IIpenapara;
-ncKapcreeHuyru (ioplry;
-NH$opvaquto o cocraBe;
-Ao3xporxy (0,5 r,.r,r/ao:a);
-KOIH'{eCTBO urnpHrIeB, coAepx(aulHx
no I Ao:e rarxgrrfi, B naqKe;
-HOMep cepHH;
-AaTy npoH3BO.{CTBa;

-AaTy r.rcTeqertHrr cpoKa ToAHOCTH:
<<foAeH Aol;
-cnoco6 nplrMeHeHr.tr: <Cnoco6
npprMeHeHHg ; ct\I. HIICTpyKUHTO no
MeAHqr.rHcKoMy npnMeHeurru (lrcrox-
rx.naarrru)>;
-ycJroBtrf oTnycKa;
-ycnoBH,I XpaHeHH{;
-rxTpHx-KoA;
-yKa3aH}{e 3nH.qeMHqecKoro ce3oHa,
AJrfl KOTOpOTo npeAHa3Har{eH
neKapcrBeHHarfi npenapar;
-n peAy[peAHTeJr bH Lre HaAnucH:
<<Crepuatno>, <<BarqnnHbre ruraM rlrbr
KynbT[Br{poBaHbr Ha KypHHblx
elr6puoHax>, <XpaHnrl r
HeAocry[Hor{ Arc .aereft Mecre>, <<He
co/IepxHr KoHcepBaHTa)).
Ha naury Morlr HaHocHTcc cpe4crBa
ugenrrQaraunH r.{ lrpo}t3BoAcrBeHuble
KOAbI"

Bmopuuuan yrrr*oo*i Ha nur*
yKa3aHO:

-Conpaq€uHoe Har{MsHoBaHfi e
AepxareJrfl perHcTpaqHoHHOrO
y,{,ocroBepeHN.r/ npoasao.(Hre;rrr (OOO
<<DOPT>);
-ropfinfiqecKwit alpecl alpec Mecra
npou3BoAcraa, rene$ou, $arc,
flororurr OOO <@OpTul
-ToproBoe HaHMeHOBaHr.re npenapa"ra;
-rpynnupoBoqHoe HaHMeHOBaHT{e
npenapara;
-JreKapcrBeHHax $opua;
-Nu$opuar1u, o cocraBe;
-Ao3HpoBKa (0,5 rr,rnlaosa);
-KOJ'rHqecTBO rrJnpHr{eB, coAepxal"(l{x
no I Aose xaxgstfi, B flaqKe;
-HOMep cepr,rH;
-AaTa [por.t3BoAcTBa;
-Aa'ra HcTeqelrH, cpoKa ro.qHocrH:
<foaeu Ao>;
-cnoco6 npuMeHeHHr: <Cnoco6
IIpfi MeHeHr.rs: cM. [rHcTpyKur,I]o no
MerHuHHcKoMy rlpaMeHexarc (,rncrox-
rx.naAuu.r)>;
-ycr.toBH' OTnycKa;
-ycJIoBHfl XpaHeHlu;
-rrrTpHx-KO,[;
-yKa3aHHe 3nHAeMHqecKoro ce3oHa,
AnJr KOTOporo npeAHa3HAqeH
JreKapcrBeHHuft npenapar;
-fipeAyflpeAHTeJrbHbre HannHcH :

<Crepu.nrHoit, <BaxuuHHbre urraMMbr
KynbTHBHpOBaHbr Ha KypHHbrx
sm6puoHaxr>, <<XpaHHrs a
HeAocrynHoM,q,qq Aerefi uecle>>, <<He
coAepxHT KOHCepBaHTa)).

Ha navxy HaHeceHbt cpeAcraa
u:leHrNSaxaqaa.

Yclorns xpaHeHHff IIpn reuneparype or ? .co g .C. He 3aMopax(HBarb

* Kourpo,rl.rpyrorcs [por.r3BoAr.rrel@
npou3BoACTBeHHOrO IIITalrIv{a

3ax;rroqe trrrc:

Crp. J r.r:3

Y,rr,rparc@ Kaaapn Baxqnua rpurrrro3ga.fi
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*:^!l"Irop Ans BHyrpHMbrrrreqHoro BBereHH, 0,5 un/aora,,
509?6 coorBercrBycr rpe6onanu.sM HA n[_J\c (006626) _(p

Ha,Ja,rrlrnx OKK /Tloraer C. A./ < 6t ___.,rr? _2026 r.


