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Aaru rocyAapcreeHuofi perplcrpallr4vt t4rrLr perr4crparlr.{H [rMMyHo6aororuqecKoro
neKapcrBeHHoro rpenapara 15.10.2024.
Perucrpaquosuslfi HoMep uuvryuo6proJrorflqecKoro neKapcrBeHHoro npe[apara
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Mex4ynapoAHoe HerlareHToBaHHoe, r,rJrlr rpy[[HpoBoqHo e, vrLr xr4Mr4qecKoe
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Hau tre no Ba*r4fl 14 crpaH 6I npolr3 BoArarel efi u ruuyuo6 u oJrorr4rrecKoro
neKapcrBeHHofo [penapara, ocyqecrBnrroI]II{X craI.vv [por,r3BoAcrBa
o6urecreo c orpau[.reuHofi oreercrseuHocruo "@oPT" (ooo "@opr")
lflporzseolurem (rorosofi JI@)]. Poccrs:

14qEHHOI4 Hocrbro "OOPT" "ooPT"
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O 6teu cepw vnu ilaprr4l4 [r MMyHo 6raororu.recKo fo ne KapcrBeHHo ro [peflapara
23747.

(roluvecrno ynarconor)

Cpox roAHocrll (ro4eu 4o) Iautvryso6vororr4qecKoro neKapcrBeHHoro npe[apara
08.2027.
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npLl3paqHa{ rln cla6o
ofianecuHpy]o[las xHAKocTb

Eecueeruax npo3paqHa{ xnAKocrb

lloAlusuocrs
l-euarmroruHfi H Br{pyca
rpnnna*

Kaxaufi noATHrt H THrr aHTHr-eHa

Ao.rtxeH Nefirpa.rrn:oearrc.R
roMonoru.ruofi crtaopornoE. Tr,rrp c

naxlo fi rerepo-noru.rHofi
cstnoporxofi Ao.ruren 6urrr unxre

THTpa c roMo-irorur{Hoii crrsoporrofi
r"re Menee, qeM e 4 pa:a

I-logrrep;x4aercx

floAluusocrs
Conolurraep 2-rraerlu-5 -
BHHHnnHpHAaHa N N-sEHr.lr-
rrupponHAoHa (a4'r,roeaHr)
- sBeHbs 2-rueral-5-
BHHHJTIIHpHAHHa

- 3BeHr,q N-nuHu,r-
rIHpponHAoHa

O6pa:onauae xeJrrofo
TBOpO;,IiLTCTOTO OCa/{Ka

06pa:osaHue KpacHo-KopHr{HeBoro
ocaAKa

lloAraepxnaercx

iloAtseDx-qaercs

flpo':pauHocrs lonxeH BbrAepxuBarb cpaBHeHHe c
r-ralostru III

Brqepxuaaer cpaBHeHr,re c srruloHeM
III

I{eerHocrr He Ao.'tNen [peBbruarb crener-rb
orpacKq 3Taiorra cparneuur Y5

He npeauuraer crefieHb oKpacKr4
3TaJroHa cpangg.uua Y5

MexanaqecrcHe BKrroqeHHlt
Bansuue MexaHHqecrcue

BKJITOqeHH, AOItX(Hbt
coorBercrBosars rpeSoeaHH rM ffi

pH Or 7,0 Ao 7,6 e'Fiffi;1r
Eenorc** He 6o-nee 120 rrlxr/rrtn /,Si
tr'l:ereraerurrfi o6leivr He ,r,regee HolrprHarbuoro (0,5 :r,rn) W
CrepunuHocr; ,{o.nxeu 6rrrs crepul r uu rvr Crepnlruurfi

Crp- I ur {



HannaenogaHae

TIOKA3ATCJIg

TpebonaHun uoprxarunuofi

AOKyMeHTaTIHH
Pery"rtnrar6l Hcn'lraH Hfi

Barrepaarrrrrle
9I{AOTOKCl4Hbt

He 6o.qee 100 E3/arr:a 0,03 E3/aora

Attouar rnax roKcHr{Hocrb fionxeH 6lrrr Hetoxcnr{Hb, rvl Heroncuqntrft

Cnerlu$lrvecrar
6e:onacHocru

He Aorrxes coAep;,(arb xHBor-o
BfipYCa rpafina

Be:onaceu, He coAepxuT xaBoro
BI4pyCa rp14nna

Cneqn$nuecnar
aKtHBH,fCTb**

flo.rureu coAepr{arb
reMafrurroTHHHHbr BHpyCa fpunna

norrnrroB A (HlNl) u
A (H3N2) or 4,0 4o 6,0 urr/Ao:a u

reMaffJrroTHHr{H BHpyCa rpHnla
rnna B or 9,0 go 13,0 rrlxr/4osa

A{HlNl) - 5,1 urcr/0,5 ur
A(I{3N2) - 4,9 rurcr/0,5 un

B/(Victoria) - 10,2 rurr/O,5 un

Cono.uu nrep 2-ueru-n-5 -
BHHHInHpHAUHa pl N-
BHHI{JInHppO.qHAOHa

Or 0,8 go 1,2 ur/rur 1,0 ur/run

Hrr,tnayHoreHHocrb* * *
,{o.iurcen 6srs N u ruyHoteHebt M HrnrrvryuoreHen

PearcrorenHocrb'r {' !r .{o-nxeH 6rrrt apearroteHHbrM r,t tH

cra6o pearroreHHblM CnaSo pearcTol eHeH

Oeanr6ynaNH He 6o-nee 0, 1 urr/n,tn 0,013 rvrxr/nrn

Te-rpagerlurrpn
MerHJraMMoHna 6poua4
(rArAB)

l-{e 6o.nee 10 urr/vrn MeHee 2 uxr/ul

flonncop6ar -80** He 6o-'ree 100 runr/rrryr Menee 100 rurrcr/rr,rn

fIporrso4crBeHHEre
UITAMMbI

,{oruxHu coorBercrBoBarb no
aHrnreunoil crpyKrype [rraMMaM
BHpyca rpurrna runa A, [oATH[oB

(l-11N1), (H3N2) u rnna B,
peKoMeHAoBaHHr,tM BO3 sa

rercyuufi 3flHAeMnqecrcufi ce:ou Arrs
Cerepnoro tro-uytuap]rrr

Coorrerctayer

Ynaxoarca

flo 0,5u1(l.qo:a) BaKr{HHbt B

uJnpHrlbr oAHoKpaTHoro
npHMerreHHJr c pxcrcofi/uerxoE Ha

Kopryce (coornercmyrcrqefi %

Aorrr), co cra.nsnofi umoil r,r

3aIlllTHLIM I(OIIIaqKOM.
Ha raxAufi utrpuu r,raKrenBafiJT

3THNeTKy CaMOKJIeqT{yrcC,l HJII4

3TnKelKy H3 meHK!{
carrouefl u^(e[cx ue nofl HnponuneHa.

flo I runpaqy e rcourypnofi
x.refi xoaofi yrIaKoBKe r43 rtre.HKI,I

ro.trr,rBHHliJlx;roplr4uoI aln
nonacrnporsuoft, noxpsrrofi

6yrularoil ynaronorHofi c
nonHMepHbrM noKpblTHeru IIjIH
6yuarofi , HJr H ca MoK;recuel(cfl

6yuaroft, H.nu 6yuaroft c
TcpMo,tar0r\,1, r-na (ro-nrroft

€LlroMt{HHeBofi, Hra rueHrofi
no.nnrvrepnofi. I]o l0 KOHTypHbrx

RqefiKttarrx ynaxoBoK c JrHcroM-
B(naAbtrueM B flar{Ke rcaptonHof.

llo 0,5 rua ( i ao:a) BaKrlltHbr B
unpHrlbr oAHoKpaTHOf o npH MeHeHHfi

c pau<ofiluerKoil Ha Kopflyce
(coo'reercrsyrculeil % 4o:u), co
crarlHoft nmoft r 3ar{HTHbrM

Ko.,-rnaqKoM. Bsrnycx r urnpuqax (6e:
rcorcepoan'ra)

Ha rcarrgsrfi rurrpHr"( HaKJreeHa

ynaKoBoK Br\{ecTe c rHcToM-
Br(naAbrrrreM B naqKe rcap'roHHofi

Coo'raercrnyer

\ U'E
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'trurir ttoritlo'ror ttqccxlc
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Tpe6onanur uopmarunxoft
Pery.nrraru Hcutrraurlfi

1 ) lTepa uuu an rma KlB Ka.

Ha grurerxe unprrua yKa3LlBaror:

coKparqelrHoe ToproBoe
HaHMeHoBaHr,re npenapara 6es

npe,qmpeAnTenrnofi rtaprurpoaxr.i t8r

(COBHIPIAID, K0l'IHtIecrBo

,IeKapcrBeHHoro npenapara B

rxfipnue (o6rcu B Mr4irnr{JruTpax -
0,5 trllr, KoJraqecrBo 4o: - I go:a),
nyr6 BBe,qer{HJr (s/u), xorraep cepxu B

arge r{HQpoBoro o6osHar{eunrr, Aa'ry
UCTCIIEHH.f, CPOK TOAHOCTH.

,{4x npenapara 6es roHcepearra
yrasrmarcr <<EE3

KOHCEPBAHTA).
2) BmopuuuaflynaKosKa.
Ha naqxe xopo6rur yKiurrBaror:
- ToproBoe HaI,IMeH0BaHI,Ie

npeilapara c rpeAlmpeAurenrnofi
Map KlrpoBKoft rD (COBI'II PHl{fl{}
Baxr{rana rpumo3Has
HHZIKTHBHpOBaHHa.TT

cy6re4rulNunar);
- o6ulenpunxroe (rpyrmuponounoe)
HanMenoBarue (Barqmra ans
npoSrutarcrxKu rpunna
IaHarrranponauHax]);
- coKpalqeHHoe HaHMeHoBaIIHe

,{epxaTentr perHcTpaquo HHoro
yrocroBepeHux (AO (HfIO
<<Muxporeu>) a ero roaapnsrft snax;
- coKparrleHHoe HaHMeHoBaHEe

npo HsBoAHTerc reKapcTBeHHoro
npenapara O0O <OOPT>;
- aApec u rcleQon Aepxarenrr
perHcTpar{H0HHoro yAocToBepeHH{;
- agpec nrcne$ou npoH3BoAHTenr;
- rreKapcrBeHrryro $opr'ry (pac'raop

AJrf, BlryrpnMbrureqHoro sregeuux);
- KOTIFTeCTBO neKapCTBeHHOrO

npenapara B )[raKoBr(e: 10 runpuqen
no 0,5 u.n (l gosa);
- uu$oprtraurro o cocraBe
JreKapcTBeHHoro npenapaTa;
- HoMep cepnh B BHAe uuSponoro
o6o:na.reHux;
- Aary npoH3BoAcTBa;
- AaTy r,rcTeqeHHjr cpoKa roAHocTH;
- ycJIoBLrfl xpaHeHrx{ <<Xpaurars npn
reMneparype o"r 2 Ao 8 oC>, <He
3aMOpa)&rBaTE));

- ycnoBr{_f, oTrrycKa;

I lfepeuuuanynaKoaKa.
Ha srnnerxe umpfirla yKa3aHo:

coKpalqeHHoe ToproBoe
Ha[r\,reH0BaHHe npenapara 6er
rtpe4rnpeArreluroft uaprnponxu @

(COBHIPI4IIII), xonNuecrao
neKapcTBeHHoro [penapaTa B

rrrnpur{e (o6rerr,r B MlrJuruul,rrpax - 0,5
MJI, I(orrnqecrBo Acr3 - 1 .qo:a), rryrt
BBeAeHEfl (r/u), uouep cepwu B BHAe

WQpoeoro o6osnaueru.u, 4a'ra
HCTeqeHH' CpOK TOAHOCTH.

flpe45rupegrfleJlrHzu{ Ha,(mlcr: <<EE3

KOHCEPBAHTA>.
2) Bmopuuuca ynaK06 K.t.

Ha naqxe xopo6xN yKa3aHo:

-ToproBoe HauMeHoBaHHe flpeflapaTa
c Epe.{yrpeArre.rrruoft tuaprcNpomofi
r8t (COBH|PI,IIIIIo B arry.rHa
rpunno3H{ul r.rHaKTHBHpoBilHH:Ifl

cy6regmrr.ruae);
- o6qenpnrrroe (rpyrmr.rpoeo.nroe)
HaHMeHoBaHHe (Baxqrna gnr
npo$nnarrnxr{ rpnffra
Innaxrurnporaunax]);
- coKpauleHHoe HaI,IMeHoBaI{I{e

Aep){eTens perHcTparIHoHHoro
yaocroBepeHar (AO (Hf[O
<Mrarporem>) u ero roaapnrrfi 3HaK; -
coKparqeHHoe HaHMeHoBaHHe

rIpoH3BOAHTerur JreKapCTBeHrrOro

npenapara OOO <<@OPT>;

- aApec ra rele$ou Aepxarerlfi
perHcrparlHoHHoro yAocToBepeHHJr;

- aApec u rcle$ou npou3BoAr{Tentr;
- JreKapcrBeunar Qopnaa (pacrrop gm
Br{yrpaMLruegHoro snegeHax);
- KOJIHqe,CTBO IeKapCTBeHHOTO

flperapara B )maKoBKe: 10 runpnuer
no 0,5 Mr (1 qoga);

- unSoprraauNx o cocraBe
JIeKapcTBeHHOTO npe[apaTa;
- HoMep cepur{ B BH.qe wrSpororo
o6o:Ha.renru;
- AaTa rIpoH3BOACTBa;

- AaTa HCTelreHH{ cpoKa ro.(HocTu;
- yciroBH.f, xpary$ssdk{(dtrtrHlrrb npH

iuunur.''u'u\ry#:\t
r,"il"',i'liii"i["gi'.ot /i

ComPrn11l / r' t
iiir:'.{totr /S
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HanmeHonauue
NOKA3ATEJIfl

Tpe6onannx uopmarunnofi
,qor(yMeHrarIuH

Perynrtartr ucnrrrasnfr

- IPEAJTNPEATTTEJIEHbIE HAAIIHCH:

<<Crepnnsnon, <<Barcqauuure

rrrTaMMbr KyirbTHBrrpoBaHbI Ha

Kypr.rHLrx srt6paouaxr>, <<flepe4

npHMeHeHHeM BCTp{Xr.rBaTL)),

<<Xpaurrr B HeAocryrrHoM Aru
qerefr uecrer), (He coAepxr.rr
KOHCepBaHTa));

- yKa3aHHe ce3oHa, Anfl KoToporo
lp e.4Ha3 HaqeHa B aKrIHHa;

- rtrTpr.rx-KoA;

- cnoco6 npr{MeHeHx.fl (Cnoco6
rrpr4MeHeHHfi: cM. aHcTpyKIIr{}O nO

MeAHr{HHCKOMy [pI,rMeHeHr.[O
(luc'ror-rua4ruu));
- cpeAcrBo a.{enrradurauuu.

- IlpeAynpeAHreJrb Hbre HaArrHcH :

<<Crepruru,r>, <BaruryrHulle uITaMMbI

KynbTr{Br.rpoBaHbr Ha KypHHErx

ru6puonaxl, <<Ilepe4 npHMeHeHHeM
Bcrpf,xaBarb>1, <<Xpanrrr r
EeAocr)mHou Als Aerefi lrecrei>, <<He

coAepxr{T KoHcepBaHTil);
- yr@3aHHe ce3oHa, Ans KOTOpOTO

[peAHa3HarreHa BaKuHHa;

- rnTprx-(oA;
- cnoco6 rpHMeHeHHf, (Cnoco6
nplrMeHeHlr{: cM. HHcTpyKrIHrO UO

MeAHTIHHCK0My rrpHMeHeHHrO

(aacror-nx.n aarrru )) ;
- cpeAcrBo agerrrxS NxaqNra.

Cooreercrsyer
Ycnoau.s xpaHeur.rt IIpaT er*.rreparype or 2 Ao 8 'C. He 3aMopaxuBarb.

Cpor< rogrocu.r I toA

t Kontpo.rrupyercs B norryfla6prKare (cy6reaunnurofi rraonoeaxrrane) B rrpoqecce rpoHSBoAcrBa** KonrpoJll{pyerc{ a nonyQa6prrae (cyOreaunuunofi rprnarqlrue) BaKrlr.rubr Ao Ao6asregrf,
AABIOBAIITA
*** KonrpoJlapylorcf, trepBble 3 cepnu [pefiapara fiplr 3aMeue rrpori3Bo.(crBeuuoro mraMMa Ha
npor{3Bo,qcTBe c npeAocTaBJIerrI(eM IIpoToKonoB KoHTpoJu rrocrarroBKr{ Ha [porBBoAcrBo.

3arc.nroqeRne:
flpenapar COBUfPI4f[f@ Baxrlnua rprrrno3ua;r r{HaKTHBT{poBaHHrur cy6reguun.ruax,
BrryrpHMblltrerlHoro BBeAeHI.{fl 0,5 rur/go:a, 6es KoHcepBaHTa, rtrnpr{qbr B yrra6oBKe .

pacrBop Ant
Ne 10, cepa'a
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