
Bmnacra
r,r3 peecrpa pa3petueluui.t rua BBoA B rpaxAaHcrcufi o6opor

rcaN4ofi cepr4r4 Hnr4 KaxA oit tapruu npo rr3BeAeH Horo
n Poccuficrcofi @eAepar\ur4 rrJru BBo3r{Moro s Poccuficxyro (De4eparlr4ro

ra vr ivryn o 6 u oJr o tr4 q ec Ko to ae Kap cT B e H H O f O rrp en ap aTa
ro cocroqHr,rro Ha 21.09.2026 lO \. 0l Mwn.

(4ara, sperr.rr)

Aara BbIAaqu pa3perrreH vrfl 21.09.2026 .

llolsoe H coxparuegHoe (upu na-rruuuu) tauweHoBaHr4e 3aflBrrreJrfl
o6urecreo c orpaHuqeuHofi ornerc'rneHuocrsro "<Dopr": ooo "@opr".
AApec B llpeAenax Mecra HaxoxAeHr4fl 3arBzrrenr 390540. Poccuq, PxsaHcras
o6n PxsaHcxaff HOBO. TE EBTT{IIECKOfO
crp. 1A.
I4geuru$uKaIII4oHHbIfi noruep HaJrororrlrarenrrrrr{K a 3aflBlTerr:- 6234028965.
Aara tocyAapcreeHuofi perl4crpallr4v vnv perr.rcrpaur4r,r [rMMyHo6aororuqecKoro
neKapcrBeHHofo rperapara 15.10.2024.
Perurcrpaquouustfi HoMep zuuryHo6rroJrorvqecroro JreKapcrBeHHoro npefiapara
n[-Nb(0072 s 5 )-(Pf -RU).
Topronoe HaI4MeHoBaHIze 14MMyuo6zororurqecKoro neKapcrBeHHoro [pelapara
C OB I4f PI,IIIII@ B aKu r u a rp fl n n o g H ax r H aKru e rp o e au u a-t cv6b eA rr H r q H a, .

MeN4yu apoAHoe HerlareHTo BaH Hoe, r4JI 14 rpy[ tt apo Bo q Ho e, t4rt4 xrr Mu qecKoe
HaI4MeHoBaHHe Iauuyuo6roJlorlzqecKoro JleKapcrBeHHoro flpeilapara BarUnua
Arx npo6ltrax'ruxu rpunua lI,tHarcrueIaposaHHaql.
@opua BbrrrycKa uuuyHo6raoJrort,tqecKoro neKapcrBeHHoro [penapara
(c yxasanneM neKapcrseHHoft $opusr, Ao3rzpoBK 14, BVLay[aKoBKx r.r.K{
n yuarconrce) 14MbIIIIEq eeeaeHr.{q 0.5

10 ur. - naqKl4 e6no-n
y.IpexleHzfi.
Ho rr,r ep cepw v\r4 ilaprvzr u Hl rvry u o6 u o Jro rr4 q ec Ko ro Jre Ka
100826.
HaH N,re H o e aHWe v crp aH a rrpo r4 3 B o A r4T e rfl a u r'ry H o 6 ao Jro rr,r q e c
neKapcrBeHHolo flpelapaTa, ocyHecTBnflIoulero BblrlycKaroqufi r
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(OOO "@OPT"). Poccuq.
T{qCHH "ooPT"
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Hauuenon aHVfl r{ crpaHbr rrp0r43BoAnrerefr nunyno6nonorfl qecrofo
neKapcrBeH H of o rrpe [apara, o cy qecrBJrfl ro rq ux craAH 14 IIpo r43BoAcrBa
o6qecrso c orpaHra.reHHoii orse:rcreeHHocrrro "@oPT" (ooo "(Dopr")
[Iporassoaurers (roroeoft II@)]. Poccnx:
O6ulecrso c orpaur4qeHuofi oreercrseuuocrrrc "@OPT" (OOO "@OPT')
Ynarco IIK ( B TIEDBI4qH Poccrq:

o6ulecreo c ofpaHr,rqeHuoft oreercrseuuoc'rrrc "@opr" (ooo "(Dopr")
Vna zKldacoeuur qH srca)]. Poccns.

O 6 te rvr c epL{t4 14[tv ilaprr4l,I I,I M MyH o 6 z oro rl,r.r ecKo ro n e Kap crB eH H o r o np e tr ap ara
27244.

(rcolavec.reo ynarosorc)

Cpor roAHocru (ro4en 4o) I,ruuyno6uororvqecKoro neKapcrBeHHoro [pelapara
08.2027.

Pa:peru e Hr4 e BbrAaHo Ha ocHo r,aH:'z^u 3aKJI roqeH lrfl
I,Ic u srrarel r uofi I a6oparop u r.r KpacHorpcKo ro Sun u ana @f EV
"I4MI_I3yAOCM|I" P

(uaaueuoeaHr're QeaepansHoro rocyaapcrBeHHoro 6rc4xe'ruoro yvpeNgenr.rx)

or 18.09.2026 JS 805nKa-05/26.
(aam) (uorrrep)

(ycureHuar xea.nlrQr.rqzpoBaHHafl 3neKTpoHHa, noAtrr,rc6 yrronHoMoqeHHoro nnua

AOKYME}IT TIO/{IIHCAH
)rrEKTpoHHofi nognlrctrc

Cepru$nnar 0EF03CEF I F4E72029AD24lFOC2 I 79A,1 I
Bra.le-req Ilaprorrenxo {xxrpuii BceBoJoloBHc

f{eiicranereH c 10.06.2026 rro 03.09.2017

uaA3opy e c$epe :ApaaooxpaueHna)
6ryN6sr no



(poPT Jluqeugr,rs Nq J10 I 2-00 l0?-7 7 I A00fi47 7
or 16 anpenq2026 rola

Poccufi, 390540, Pmancxar o6.u.,
Myur.rqxnalturfi oxpyr Pxlaucrcaft ,

g. .flnryuoeo, Tep. QapuauearaqecKoro
KoN(IIfleKca, crp. lx<

IIACIIOPT ]{} 010-CBtrx26

HaunrenonaHrre [poAyKuH rr

COBI,If PHIIf['i' Barr{uHa rpartro3Ha;r r4HaKTr{Br4poBaHHa,
cy 6te gwu nrrH afl , pacrBop An B Hyrppr\,I lrrrrer{Horo BBeAeH Hq
0,5 udAo:a, 6e: norycepBarrra, rxflpr{rrbr B ynar(oBxe.l!b l0

Horvrep cepulr I 00826

flara npor3BoAcrBa 48.2026
foAer Ao 08.2A27
Korlr qecrro eAnHr{rr rorosoir
IrpotryRrlHrr B cepHr.r

27 244 ynaxoorcu

IlponrnogNre.ur OOO (OOPT>r, PoccNx
PerncrpaqtroH fi oe yAocroBeIleH He nll-"hlb(O0725s)-Gr-RU) or I 5. r0.2024
I,Icnrrrannff npoBeAerrbr rro HA nn-.Ils(00725s)-(Pr-Ru) ar 06.03 -2026

PE3YJIbTATbI AIIAJI'I3A
HarailteuosaHne

rIoKa3aTerq
Tpe6oaaHna xopruarunHoii

AOKYMCHTAUHIT
Pe:y;rsrarrt ncuuraH u ii

OnucaHae
Eecqseruax r,rJrn cJrerKa )KeJIToBara,

fipo3paqHafl nnn cla6o
o flaJlecuHpyroqaq xHAKc'rCTb

EecuserHax rtpo3par{Haq xuAKocrb

lloAnlrrrsocrr
I.enaarmrcruHaH BHpyca
rpanna*

KaNgrril rroATHn H THtr aHTHreHa

AoaxeH Hefirpann:orarscr
roMo.rroraqnoil clrBLlporrofi . Tnrp c

xaNcrlofi rerepo-norNu Ho ft
crrnoporrof ao.rrxeH 6urrs saare

THTpa c ror,rofl ornr{Hofi crrcoporrofr
Hg MeHee, verra a 4 pa:a

floqrrepx<gaercx

floanpttrnocrr
Cono.u n uep 2-;uera.n-5-
BHHr,rlrnHpHAaHa u N-eHHHr-
rapponHAoHa (aarrcaaHr)
- 3BBHbq 2-uerul-5-
BHHt4jrrrHpHAHHa

- 3BeHbrl N-nuHal-
nI,tpponHAoHa

O6pa:ooaurae xeJrroro
TBOp0XHCToTO OCaAKa

O6pa:onaune Kpac Ho-Kopr.tqHeBoro
ocaAKa

floArsepx,qaerca

flo4raepxgaercr
flpo:pa.rHocrr, {o-nxen Bbr4epxuBarb cpaBHeHHe c

sralouou Ill
Bstgepxunaer cpaBHeHHe c 3T€uroHoM' ,ffi5N

I-{aerHocrs He Ao.[xeH npeBbtuarb cre[er^rr,
oKpqcKH 3r;lrroHa cparnexnx y5 '"T:ffi

MexaHaqecrcHe BKrtor{eHHf
BnAaltsle MexaHrlqecKHe

BKJI IOI{CH T,Ifl AOjII(HbI
coorBercrBoearr rpe6oaaHH, M #'*,,#,ffi

\{
l5lo,*
/<r
/oi

pH Or' 7,0 ao 7,6 W
Ee:ror** He 6o"[ee 120 r'lxr/u.t srW
H:srexaer.rsrft oStdnr I-le treriee HoMHHaJrbHoro (0,5 ,r,r-u) Cooroercreyer

Crepulr,nocrs {o.rrxen 6srlu crepulsuer l.r Crepn:trHorE

Crp. I u:l 4



HannreHonaHlre

NOKA3ATEJI'I

Tpefonannn nopmaruanofi
AOKYMCHTAIIIIII

Perynsrarsr ncuurasnfi

6arrepua-nsusre
3HAOTOKCHHbT

He 6onee 100 E3/ao:a 0,06 E3/ao:a

AHorira,r r,Haq roKcHqHocrl {cr.nx.eH 6urtu gerorcuqHr,rrvr HeroxcnqxnI

Cneqn$uvecrcar
6eeonacHocls

He [o,rDxeH coAefrxiarb xt{Boro
Bltovca fDHnna

Eetonacerr, He coAep,,(ttr >tcuBoro

Bl.rpyca rpHI]rla

Cneur.tQurecrat
aKr'tagHoct:rx*

.{orxeu co.qepxarb
reMa rmrorHHr4Hbr BHpyca fpHIIna

roArxnoB A (H1Nl) u
A (H3N2) or 4,0 go 6,0 uxr/Ao:a u

reruarmrcTuHHH BHpyCa tpHrrna
runa B or 9,0 go 13,0 umho:a

A{HlNl) - 5,1 urrr/0,5 urr
A/(H3N2) - 4,9 uxr/0,5 rran

B/(Victoria) - 10,2 raxr/0,5 u.rr

ConorNuep 2-uera.n-5-
BlrHl,rJr[Hp]rAnHa u N-
B lt H 14[ IIHpl]O-rt HAO Ha

Or 0,8 Ao 1,2 ur/un 1,0 ur/rra.n

Hrr,rnyuoreHHocrb** * [o-nxeH 6strs N rnr rrayHorenHbrM HrurrlyHoreHen

PeaxroreHgocTb{' )B * ,(o-rlxeH 6nrrs apearroreHHbtM HJrH

cra6o pearroreHHblM C-rra6o peaKTor-eHeH

Oeanr6yr'aaH He 6olee 0,I rrarr/rur 0,024 ur<r/un

Terpa4erlunrpra
M€THJraMMoHua 6poruug
(TATAE)

He 6oree l0 rilrcr/vr.n Mesee 2 nrr/mn

flonncop6ar -80** He 6o-ree 100 r'arr/un MeHee 100 r',rrcr/tr.rr

flpou:eogcrBeHlr6re
UJTAMMEI

{olxusr coorBerclBoBarb rro
aHr"u reHHofr crpyxlype [rraMMaM
Blrpyca rpfirr[a rrna A, noATr,rnoB

(HlNl), (H3N2) r rlrna B,
peKrlMeHAoBaHHbrM BO3 Ha

reryulr,rfi 3rrHAeM uriecxrfr c*o s .q-n g

CeeepHoro nonyuapnr

Coorre'rcreyer

Ynarostea

flo 0,5u1 (lao:a) BaKuHHbr B

rxrrpHr{6r oAHoKpaTHoro
rrpilMeHeHHlr c pncrcofi/urem,:fi ua

Kopflyce (coorsercrnywwefi Yz

gosrr), co cra.nruoft nrlofi n
3AI.III,ITHbIM KOJI IAqKOM.

Ha raxqsrfi unpHrl HaKlreaBalor
STHKeTKy CaM OKJIeSI.IIyTOCTI HJr H

3TI.{NerKy H3 TUeHKH

caMoK;rerue ilcs ut nonH[ponHneua.
flo l urnpnuyaxoHrypuoft

s.{efixoeofi y[aKoBKe H3 frfleHKlr
lroJr HB HHHnxJropr.rgHoft a-rn

rronucTrpo:r rHofi , norpurroft
6yrvrarofi ynanonovHofi c

llo-rlHMepH6r i\.r noKpbrrHetu IrnH
6yr'aar'ofi , lr;r H caMoK;Ieqqefi cq

6yvarofi, nlu 6ynraroft c
TepMo,rraKoM, aln $o.nsro[

,uttoMn HHeB afr , vulu nlteNr<ofi
nonNuepHoft. fto l0 KoHTypHbrx
rqefircoastr ylraroBcrK c JrHcroM-
BKrraAbrrrreM B naqKe raprouuofi.

llo 0,5 un (l ao:a) BaKr+{Hbr B

unpHqbr oAHoKpaTHoro npHMeHeHxt
c plrcxofi/uernofi sa Kopnyce

(coolaercrnyioulefi % go:lr), co
cransHofi umofl a 3arun'rHbrM

KoJr[aqKoM. Bsrnycr s runpraqax (6e:
XrfucepAauTa)

Ha naxr11rrfi unpuq Har{reeHa
3THKerKa u3 rureHKr4 carroxlegrqeilcr

H3 TIOITH

flo I
gqeH

Ilo.rtH D H l{

flo 10 r<o

ynaKoBr)K
BzuIaAblulervr B naqKe naprOHuOfr

Cooraercrryer

1;

4-l

Crp- 2 u:4



Haunenonanue
IIoKa3aTeJIs

Tpe6oaaHnr nopuarrnxofi
TOKYMEI{TAIIUH

Pery.nrraru ucurmanxft

Mapxuponxa

1 ) Ilepeuuuaa ynaKoeKa.
Ha srurerre lurrprua ]rre]brBaror:
coKpaqeHHoe ToproBoe
HarMeHoBaHne npenapara 6e:
[peAJmpeAl.rrelrsoft uapruaponrut t8t

(COBI{I PI4IIID, Korr}FrecrBo
neKapcTBeHHoro npeilapaTa B

urnpu{e (o6rertr B r{HrL[r,rJMTpax -
0,5 tnut, KoruqecrBo xog - 1 gosa),
nyrB BBe,qeHnx (a/u), HoMep cepxr{ B

BHAe r{H$ponoro o6oguaqeuu{, Aary
HoTeqeHlur cpoK FoAHocTH.

.{4r npenapara 6es KoncepBarrra
y<a*maror <EE3
KOHCEPBAHTA).
2) Bmopuunra. ynaKos Ka.

Ha naqtce rcopo6rur yKa3brBaior:
- ToproBoe HaHMeHoBaHI{e

npe[apaTa c npeAynpe,(urenrxofi
MapKHpoBKofi @ (COBHIPHIII@
BarqaHa rpunno3xas
HHaKTI{BHpOBaHHrUr

cy6te.qranuvuax);
- o6qenpr*rnoe (rpynnnpoeo.*roe)
HaHMeHoBaHHe @arama 4lx
npoQanaxrrxu rpHrma

[nHarrnnuporaxuar]);
- coKpar.qeHHoe HaraMeHoBaHHe

AepxaTenx perucTpaqqoHHoro
yAocroBepeHux (AO (H[IO
,t<Muxporeu>) a ero roaapnuft snax;
- coKpalrleHHoe HaHMeHOBTTHHe

npo H3Bo,qrren rI neKapcTBeHHoro
npenapara OOO <<DOPT>;
- aApec N re-re$ou AepxareJrx
perHcrpar{HoHHoro yAocToBepeHr{.fi ;
- agpec n rele$oH rpoH3BoAr{re[r;
- rreKaperBeHryo Sopuy (pacraop
Ans BrryrpnMbrrrror{Horo roe.qeuar);
- K0JII{qeCTBO neKapCTBeHHOrO

Epenapara B yraKoBre: 10 mnpmlee
no 0,5 ur (1 gosa);
- nHQopuaqaro o cocraBe
neKapcTBeHHoro npenapaTa;
- HoMep cepxn B Btue ua@poeoro
o6o:uaveuNx;
- AaTy rIpoH3BoAcTBa;
- AaTy acTerleHHs cpoKa roAHocTH;
- ycnoBlu xpaHenr.{rr <<Xpaurrrr npn
reMrreparype or 2 Ao 8 oC>, <<FIe

3aMOparKHBATb);

- ycnoBH, oTrrycKa;

I ) Ilepeuvuaa yfiaKoBna.

Ha srlff(eri(e utrpuua yKa3ano:
coKparrlBHHoe ToproBoe
HaHMeHoBaHrce npenapara 6es
npe4alpeAr,r:relr uoft rrrapxapos rul @
(COBHI P!ilf|, KorrrlrecrBo
neKapcTBeHHoro flpenapaTa B

rxrrpnrle (o6rcrra B MaJrJrrfir,rrpax - 0,5
MJr, Ko:rr{qecrBo Ao3 - 1 goaa), nyrs
BBeAeHr{, (n/u), uonrep cepur.r B BHAe

ruaQpoaoro o6o:Haueulu, qara
HCTeqeHTL CpOK TOAHOCTH.

flpe.qyflpegHTqrrbHar nagrmcr: <<EE3

KOHCEPBAHTA).
2) BmopuatatynaKo*xa.
Ha naqrce xopo6nu yxa3aHo:
-T0proBoe HaHMeHoBaHHe [pe[apaTa
c npe4mpeArrensnofi uaprulpoarofi
G, (COBmPHfIfl@ Baxqaua
rpHnllo3Hrur HHaKTEBHpOBaHHat
cy6 ne4Nnra*rax);
- o6ruenpmrsroe (rpynnr.rpono.raoe)
HErlrMeHoBaHue (B axqr,rna 4nx
npo$u.narrxxN rpnffra
I r.rna mr,lsnponanHax] );
- coKpal[eHHoe HaHMeHOBaHr,re

AepxaTeff perxcTpaqfi oHHoro
yrocroBepeaur (AO (I{[IO
<<MNrporeml) u ero ronapnrd 3HaK; -
COKpaI{eHHoe HaI,tMeHOBaHLIe

rrpoH3BoAHTen.fl JreKapcTBeHHoro

npenapara OOO <OOPT>;
- aApec u releSou AepxareJr.f;
perHcTparlHoHr{oro yAocroBepeHrar;
- aApec r re.rre$ou flpon3BoiqHTenx;
- reKapcrBeHHax $oprvra (pacmop 4nx
BlryrpHMbrrrreqHoro naegeuru) ;
- KOIHIIeIJTBO neKapcTBeHHoro
[penapara B )maKoBKe: l0 mnpuuea
no 0,5 Mr (1 .qora);
- nu$oprtaaqux o cocraBe
neKapcTBeHHoro npenapaTa;
- HoMep cepnn B BHAe unSpoaoro
o6o:naveunx;
- Aara
-,uara HcTe
- ycnoBrur
TE

- ycJroBHrr :)::"'illl'tip
{4nt-

la
/ o,i

/^?"4
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Ilanuenonauue
IIoKa3aTenff

Tpe6onarun uopmarunuoft

AOKYMeHTaqHH
Pesy.rrrraru ncnrruanufi

- npe4mpeAlrTeJrbr{Bre Ha,qnHcu :

<Crepmrnoi>, <Banu,nnulle
rrrTaMMbI KyJrETr{BHpOBaHbr Ha
Kypr.rnLrx su6prouan>, <<flepeg
IIp PTMeHeHHeM BCTpnXHBaTb),

<Xparra'rr B HeAocryrruoM AJu
4erefi uecren, <<He coAepxuT
KOHCepBanTai);

- yKa3alrHe ce3oHa, AJI,I KOTOpOTO

[peAHa3HaqeHa BaKqr{Ha;

- u:rprx-KoA;
- cnoco6 npHMeHeHHrr (Cnoco6
rrpHMeHeHr.{.s: cM. HHCTpyKTIH}0 llo
MeAHr.&ItCKoMy np H M eHeHr.fio
(lactor-ruapnuu));
- cpeAcrBo ugemxfr nxaqur.

. IPC.qYNPEAHTCJIEHEIE HAANHCH:

<<Crepu.nsno>t, <<BaKquuHbre uITaMMbr

KynbTHBHpoBaHbl Ha KypHHbrx
su6puorax>, <flepeg npHMeHeHHeM
Bcrp{xxBars>, <XpaHlrrr n

HeAocr;mHou A.[s Aerefi uecret, <<He

coAep)finT KoHcepBar{T0};
- yKa3aHHe ce3oHa, AJI.' K'f,TOpOrO

npeAHailHaqeHa BaKr$.{Ha;

'rtrTpr{x-Ko.q;
- cnoco6 npHMeHeHH, (Cnoco6
IIpHMeHeHH_f, : CM. r.tHcTpyKrlHro no
MEAHTIHHCKOMY IIPHMCHCHHK)

(lucron-rxlaAbrrrr)) ;

- cpe.{crBo u4exruSrraqrur.
Cooreercrryer

Ycrosus xpaueHru flpn rcuneparype or 2 go 8'C. He 3aMopalrr.rBarb.

Cporc rognoctlr i 'o.q

t Kontporutpyercfi r uorry{a6pl{Kare (cydre4,rHuwrofi uouoeaxqr,rue) B npoqecce rpo}t3Bo4crBa** Kourpolmpyercf, e nonySa6pal(are (cy6reguHuvnoft rpnrarcqune) Barrlrrgbr Ao Aooasreua,
aAbloBaHTa
*** KorrpoJlllp,'Ioret [epBLIe 3 cepnu rrpenapara [pr{ 3aMene [polnBo.qcrBeuHoro rrrraMMa Ha
lpol{3BoAcTBe C [peAocTaBJIeHHeM ITpOTOKOTTOB (Or{TpOnr [ocraHoBKr{ Ha rrpor.r3BoAcTBo.

3arnroqenue:
Ilpenapar COBI4|PI4IIP Barquna rpurmo3Ha-s r.rnarTr,rBrrpoBaHga.s cyOsegunuwrax,
BHyrtr)IrMr-rrnerlHoro BBeAeHI{{ 0,5 u;:r/Aosa, 6el KoHcepBaHTa, trmp]rrlbr B yrraxoBKe ,

pacTBop .(Jrs
)l! 10, cepnr

100826 rpe6o HA nn-Ilb (0072ss) - (P|-RU) or 06.03.2a26.

C.A.I n_y'l o 23 2026 r.

Crp- 4 us 4
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