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fiara BbIAaqr4 pa3perxeH us 25 .08.2026
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lar a rocyAap crs eH H ofi p e rl4 crp arl Ltv t4tt4 p e rr4 crparl 14 r4 14 M MyH o 6 z or oru q e cKoro
neKapcrBeHHoro npenapar a 20 .08 .2024
Perucrpaquouuufi HoMep urrauyHo6rrorort4rrecKoro neKapcrBeHHoro flperrapara
Iil-Ns f-RU
Topronoe HauMeHoB aHlae uurrayHo6zororr4rrecKoro neKapcrBeHHoro npenapara
Ym:rpu xc@ KeaApz B axuz Ha rpu n nogHa.fl q erHpexeaneurH aq z uaxrunfl poran Haq
paculenneHHa_s

MeN4yHapoAHoe HeIIareHToBaHHoe, r4nl4 r-pynnr4poBorrHo e, Lrilv xr4MrrrrecKoe

I,j.ilAI(TII NA II,IHAKTI4BI,I df
@opua BbrnycKa rauuyuo614oJrorr4qecKoto neKapcrBeHHoro_ apaTa
(c yxa:auueM neKapcreeHHofi $oprr,trr, Ao3t4poBKr4, I4 KOJII4qECTBA
n ynaxonxe) eqHofo BBe, .5 vl
I ao:a) - urrror4 0 urr.) - rarrKu

JIAKTI4IICCKI4X EHIdI4

Horra ep cepuv vnv ilaprvr4 r4 MMyH o6ra ol oruq ecxo
080726
Hau nr eu oBaH lre v c'rp aHa npou 3 BoA ur e nr ra u uyu o6u
n eKap crBeHH oro rrpeflapara, ocyurecrBn*o nlero BbrnycKarorqu fi KoHTpoJrb
KaqecrBa o6rqecreo c orpaHz.IeHHofr orsercrpeuHocrrrc "@opT"

penapara

llolsoe Ir coKpaueHHoe (npu na-rruuuu) uauxreHoBaHr4e 3aflBrTeilfl O6rrlecreo

A4pec B npeAenax Mecra HaxoxAeH:afl,3alBLrrens 390540. Poccu.s. PssaHcxas

HaHMeHoB aHVe uuvtyHo6zororl4rlecKoro neKapcrBeHHoro npenapara BaxUvsa

"ooPT"). P



H au u e u o BaHVfl r4 crp aH br rrp 0 r43 BoAra rer e fr u ur lryn o 6 u 0n 0 rr4 q e c K 0 r0
n eKap cTBe HH oro npen apaTa, o cy uIecTBn, roulprx cr aAVu npor.r3BoAcrea 06 u ecrso
c orpaHr4qeuuofi orBercrBeHHocrbro "OOPT" "ooPT") [fI

Ynax K (B NCDBI,Iq naxosxv)]. Poccrr-fl

(rorosofi JI@)]. Pocclr.fl
O6urecreo c orpaHraqeHHofi ornercrseHHocrrlo "@QPT" (OOO "OOPT)

CCTBO C O|PAHI4IIEH 'crBeHHocrblo " ooo "ooPT"

O6reu cepvh vrfir \aprLrI,I I4MMyHo6uororu.recKoro neKapcrBeHHoro npenapara
s1808

Cpox roAHocrr4

(xoruuec'rno ynaxorox)

(ro4eH 4o) ra narvryH o 6zolorur{ ecKoro n eKap crBeHHoro npenapara

AKOBKA

07.202

Pa:peu eru4 e BbrAaH o Ha ocHo BaHuv 3aKJr ror{ eH r4,
I4cuurarelruofi la6oparopzu KpacHorpcKoro Qulnala (D|EV
"I,IMU3YAOCMII " Poc3ApaBHaA3opa

(HalalreuotaHrae SeaepalrHoro rocyAapcrBeHHot-o 6roANerHoro yupexqqeHur)

or 24.08.2026 Is 703nKa-05/26.
(aara; (Hovep)

(yc rzr eu ua.r xnan uSu urzpoBaH Haff 3nexrpoH Ha, noAn HcL,

uaAgopy n cQepe 3ApaBooxpaH

,r "'.-#,.. IOKYMEIIT flOAnllCAlt
i+T*i ?uEKTpoHHoir noArurc urrt

\:4.il,:.
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B;ra,1ere1 Ilapxolreuxo /{urrrpnli BceRoJrouoBrrtr

f{e*unxrere H c 10.06.2026 to 03.09.2027
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L"/_:tl;jlil"t,i*\s\nl ,_. "\ariinir-l3

* )-;-ll----{t
dIOCKBAK



goPT%- JIuqeHsHr Ns I0 1 2-00 I 02-7 7 rcA?l 047 7

or 15 anpe.ru 2A26rcxa
Poccu-a, 390540, Pr:aucrax o6l.,

Mynuiluna-nurrrfi orpyr Pasaucxnfi ,
g. -f,nryuoao, rep. tpapr',aaqenruqecroro

KOMflJreKCa, CTp. 1N

[ACtroPT ]t] 008 yKtu/26

HaunaeHoraH ue npoAyxrluu

Y.nrrpNxc'E' Kna.qpu Bax{una rpunno3Has
.{eTbIpexBaIeHTHarr E HaKTr.rBHpOBaHHarI pacqeIIJIeHHiUI,
pacrBop AJUr BuyrpraMLrrneqsoro BBeAeHH, 0,5 un/go:a,
irrrpnqbr B )maKoBKe Ns l0

Ifo:vrep cepnlr 080726
Aara npou3BoAcrBa 47.2026
IogeH 4o 47.2027
Konnqecrso eArrH Hrr rorosoil
IrpoAyKllun B cepHH

51 808 ynaxoeox

flpoulroAurens OOO (OOPT>>, Poccux
PeracrpaquoHrroe ylocroBep€rrue n[-]ls(006626)-(Pr-RU) or 20.08.2024
IlcnrrraHufl npoBeAeHbr rro H,.q n[-]le(006626)-(Pf-RU) or 2A.08.2024.

PE3YJIbTATbI AHAJII43A
Hanrrrenopanue

IIOKA3ATEJIfl
Tpe6onannr nopuarunnofi

AOKYMeHTaUII!
Pesyrrraru ucnuraHufi

Onncasue
EecugerHar HnE cJrerxa xeJrroBara,
npo3paqHar xHAKocTb, Bo3MOXHO

HzutHqae cla6ofi onanecrleHunx

Eecqeer"ra.E xnAxocrb co cna6ofi
onalecuesuuefi

I,lgeHrn$nxauar

Ka;xgrrfi noATHn lr rran aHTr4reHa

AorxeH o6pa:oesl narb qerKue Ko.rrbqa
nperrunHTauHH rtpH sgal4h4oAeficrgnri

co cnequ$uqecroft crmoporrofi r
arapo3HoM rejle

flogrsepx4aercr

flpospauHocrl .{onxeH BbrAepxuBarb cpaBHeHHe c
sraroHoru III

Bugepxuraer cpaBHeHHe c 3Ta:rorroM
III

I-{rernocra I{HreHcueHocrb oKpacKH pacrBopa He

Aorr)I(Ha 6tnr 6o-tee gra-nosa Ys
HHreHcNaHocrb oKpacKH pacrBopa

MeHee eralosa Ys

MexaHlrqecrHe
BKJIIOqEHH'

H: 80 o6pa:uor oro6paHnsrx npo6rr He
6oree 2 Moryr HMerb MexaHuqecKlie

BXIITOqEHIi'
Coorrercrnyer

:{tffiOx
pH Or 7,0 Ao 7,6

Hssrexaelauil o6t€rra He ueuee HoMtrHrurbHoro (0,5 un) bi,_ "##,:r$Bh,*
Berox He 6o"nee 360 rr,rxr/go:a

xla\o\ lia

CrepnrlHocru .{o.nxen 6srrr creprlea
Eaxrepualsurre
3H,AOTOKCHHbI

He 6onee I00 E3/ao:a &ffi9ra*a
AgoualtHa.g
TOKCHTIHOCTb ,{o-rxeu 6rrs HeroxcuqeH LIerorcuqHrrfi

CnerlHQHuecrar
6e:onacHocrr

He Ao-qxen co.qepxarb xl,rBor-o Bupyca
rpfinna

Ee:onaceH, He coAepxHT xl,tBoro
B!{pyca rpHnna

Crp. I ut 3

ffi;,



HaHMeHosaHue

TIOKA3ATEJIg

Tpebonan ua nop*rarumrofr

AOr(yMeHTauHH
Perynrraru ucnsrrauufi

Cnequ$nuecxar
AKTUBHOCTb

I go:a (0,5 run).aonxHa conepxarb
reMarrurroTHHllH BHpyCOB rpr4nna

[oArHloBAHrunosB:
A/(HINl) - (15,0+l,Q; yxr
A/(H3N2) * (15,82,0) urcr

B/(Victoria lineage) - ( 15,0*2,0) urr
B/(Yarnagata lineage) - (15,0+2,9; yo-

A/(HINl)-15,5 uxr
AJ(H3N2) - 16,2 uxr

B/(Victoria lineage) - 14,7 urr
B/(Yamagata lirreage) * 15,2 uxr

Oxrorqauctn-l0 He 6olee 300 uxr/u.rr 106,0 rurr/rran

llo-lucop6ar 80 He 6olee 500 rumr/un 279,0 v,rcrlun

Oaalr6yunH He 6olee 1 ruxr/aosa 0,057 rrrxr/ao':a

HurravuoresHocrr,* .{olxen 6urr, H u rr.ryHor€HeH I,lvuyHoreHeH

PeaxroreHxoclux lonxeH 6urr apearroreHeH u"nu cla6o
peaKTor-eHeH Cla6o peaKToreHeH

flpou:no4crBeHHbre
TUTAMMbI

flo.nxHrr cLrorBercrBoBarb no
asrureHH ofi crpyKr-ype turaMMaM
BHpyca rpunna runa A (nogrnnrr
A/(HINl) u A/(H3N2)) N nana B

(ruuuu Victoria lineage u Yamagata
Iineage), peKoMeHAoBaHHbrM BO3 na
rcxyuurfi snH.qeMHqecnHfi ce:ou AJrx

Cerepxol'o no;ryruaput

Coorrercrnyer

Vnaxorxa

flo 0,5 r,an (1 go:a) B rrnpurlax H3

crexJra c anarHuofi ar.nrtfr c 3a[lHTrJbrM
KOTTAqKOM.

Ha xaxgsrfi runpuu HaKJreHBalor

3TsKerKH u: 6yuaru HJIH rrJreHKH

caMox;reru1eficr. O6'rem npeftapara B

unpuue, coorBercrByrourufi t/, Aozst,
orMeqeH pucn,ril./nnerxofi , HaneceHuofi

Ha Kop[yc unpnqa, HJru ueTxofi,
Haxeceunofi ua xpafi grHKerKH.

llo I urnpraqy a xourypnofi xqefixosofi
ynaKoBKe, noxpsroft $o.nsrofi

arrcMHHHeBofi ulu 6yuarofi, tlrlu
nleunofi nolrnlepHofi.

IIo 10 KoHTypHbrx sqefixosrlx
ynaKoBoK B rraqxe H3 KapToHa BMeCTe C

JIIrCTOM-BKJra,4blrUeM.

llo 0,5 urn (1 gosa) B rrnpHrlax H3

cTerura c snarHHofi r.lruofi c 3aulHTHbrM
KOJITAqKOM.

Ha xax.{ufi uflpr4rl HaK.rreeHa

araKerKa H3 rrJIeHKr{ cauoxneruleficx.
O6reu npenapara B rxnpHqe,

coorBercrBynuuff % Aossr, orMerteH
pucxofi, naueceus,:fi Ha Kopnyc

unpHua.
IIo 1 u.rnpnuy n xourypuoil rqefixDsofi

ynaKoBxe, uoxpurofi n.neuxofi
noruMepHofi

IIo I 0 KoH'rypHbrx .sqefircossrx
ynaKoBoK B naqKe il3 KaproHa BMecre c

IndcToM-BruIaAbllxeM.

Cooree'Tc"rsyer

MaprHpoaxa

Ilepe uuudn ynilKa*Kd. Ha grurexe
unpHUa yKa3brBaror: coxparqdnHoe
ToproBoe HauMeHoBaHHe npe[apaTa
(Vr rrpu rc'8' Kaagpu), Ao3HpoBKy,

Ko-rrHqecrBo .&o3, rD/Tb rne4eHar (e/ru),
HoMep cepna (uu$posoe

o6r::lrasenue), Aary HcreqeHhs cpora
roAHocrr;t: <<l-oles gou. Srnxexa
txnpt4]Ia MLlxeT 6urs c uerxoil,

coorBercrByrcuefi % Aosu (0,25 rra.rr),

HrH 6es MerKH.

Ilepeuuuan yraKoBKc
unpnua yxazano;1fi

ToproBoe uar*"ffi:
(Vrrrpuxc'8' Wgb;

KolHqecrBo ao$dl"rs

_ HoMepcqEF (il
Ooo3Har{eHue), 4ffi ur

roAHocrH: <l-oBgg\
u[p]rqa

{KETKE
iieh, -tIFh

Hrrq/lrl}glIaPg'rtf,a

)i4pg-'piii1x'".1r\
itqe4gi{t&1e/ru},
I{ppoiihi*, -13
#rirtqurli,'tiio/*,.

$#p
Coorsercreyer



HauuenonaHue
IIOKA3ATEJIfl

Tpe6ouaHuR nopuarunHofi

NOKYMEHTAIIUII
Perynrrarbr Hcrrbrranr{fi

Maprcnposxa

Bmopuvucta ynaKoBKtt. Ha naqre
yKa3btBalor:
-coxpaul€HHoe HaHMeHoBaHHe

AepxaTen, perHcTpauHrJHHoro
yAocroBepeHrx/ nponlroAnTeJrs (OOO
<ooPT>);
-lopuAHr{ecKrafi aapeci a,qpec Mecra
nponsBo.qcrea, releQoH, Sarc,
rrororsn OOO <OOPT>;
-TOproBOe HaHMeHoBaHHe npenapaTa;
-rpynnnpoBoqHoe HaHMeHOBaHHe

npenapaTa;
-JlexapcrBeHnpo $opuy;
-nH$opuaualo o cocraBe;
-.{o3rrpoBKy (0,5 ulho:a);
-KOJTHqeCTBO lxnpHUeB, Co/qepxarlHx
no I Aore xaxgui, B naqKe;
-HOMep CepHlr;
-AaTy npoH3BoAcTBa;

-AaTy HCTeqeHHrr cpoKa roAHocTH:
<<fo4eN go>;
-cnoco6 rrpHMeHeHHr: <Cnoco6
npHMeHeHr4r: cM. HHcTpyKulrro no
MeAHql.rHcKoMy npr{M eHeruro (nncror-
nxraguru)>;
-ycJroBr.rfl oTrrycKa;
-ycJroBH' XpaHeHHr;
-urTplrx-KoA;
-yI(a3aHHe 3[HAeMHr{eCKOrO Ce3OHa,

LJrs KOTOpOI.O npeAHa3HaqeH
neKapcrBeHHsrfi npenapar;
-[pe,{ynpeAHTeJrbHbre HaAIIHCH :

<CrepNlrHo >, <rBarulnuubre utraM Mbt
KyJrbTI.rBHpoBaHLr Ha KypHHbrx
erra6puorax>, <XpaHnTb a
HeAocrynHou A-irg Aerefr Mecre>, <<He

coAepxr,rT KoHcepBaHTa)).

Ha na.rxy Moryr HanocHTcrr cpeAcrBa
N4euruSurauHu H npoH3BoAcrBeHHbre
KOAbr.

Bru opuu r wa ynaKantia. Ha naqxe
yKa3aHo:

-coxparqeunoe HaHMeHoBaHHe

AepxaTeju perrcTpaquoHHoro
yAocroBepeHu r/ nponseoAureJrl (OOO
<r@OPT>);
-ropr,rAnqecKuit agpecl aApec Mecra
npoH3BoACTna, rele$oH, $axc,
rlororun OOO <OOPT>;
-TOproBoe HaHMeHOBaHr4e npenapaTa;
-Ipya nupoBorl Hoe HaEMeHoBaHHe
npenapara;
-neKapcrBer{uaa $oprva;
-nuQopr'laura, o cocraBs;
-Ao3Hpc,BKa (0,5 rra.r/Ao:a);
-KOnHrlecTBo rxnpl4qeB, coAepxau[x
no I Ao:e xax,qslfr, B naqKe;
-HoMep cepHH;

-AaTa npoH3BoAcTBa;
-AaTa HCTeqeHH' CpOKa rOAHOcTl,t:

<foAeu Ao>;
-cnoco6 rrprMeHeHHr: <<Cnoco6
npHMeHeHHr: cM. HHCTpyKUHIO nO

MeAHTIHT-rcKoMy npHMeHerraro (lrcrox-
nxra4srru)>;
-ycJroBufl oTnycKa;
-ycnoBHr xpaHeHHr;
-rxTpHx-Ko.u,;

-yKa3aHHe 3nHAeMHqeCKOrO Ce3OHa,

AJl' KOTOpOTO npeAHasHaqeH
JreKapcrBeHHufi npenapar;
-rrpeAynpeAHTeJlbHbre HaAnHcH :

<Crepn"nrHo>>, <BaxgNnubte urraM M bl
KynETHBHpOBaHbT Ha KypHHblx
eu6proHan>, <rXpaHnrr, a

HegocrynHo[4 Aac Aerefi uecrelr, <He
coAepxltT xoHcepBaHTa).
Ha nauxy HaHeceul,r cpeAcrBa
ugeHrn$axaquu.

-.nrgqo*C o orBercrByer

YcroeH-r xpaHeHut

Cpox ro4uocru &i6ri:ruffi* Kourponupyrorcq npor43BoAr{reJreM. K onrporrr
IrpoH3BO.qCTBeHHOrO IITTaMM a

3ar.rrro'reHse:
llpenap4p_{rr ncGt Ksa4ps Barqusa rpunno3Hrui ;$ffi

Lr npH cMeHe

a, IiHaKTABI{pOBaHHa'I{CT poBa
AJrg BHyrpuMbunet{Horo BBe,qeHns 0,5 Mrhosa, rrrrrpuubr B ynaKoBKe

Byer rpe6oBaurnM FI! JIII-No (006626) -(P|-RU) or 20.08.2024

/Tloraen C.A./ o .U"___ @' 2026 r.

Crp. 3 rr:3


