Beinucka
M3 pEecTpa pa3peleHuit Ha BBOJ B IPaKAaHCKUI 060pOT
Ka)K/IOW CepHH MIIM KaXKIOH MapTHH [POM3BEIEHHOTO
B Poccniickoit ®enepaiun win BBo3umMoro B Poccuiickyio Denepanuro
MMMYHOOHOJIOTMYECKOro JISKAPCTBEHHOI'O Mpenapara

o cocrostuuio Ha 21.09.2026 10 y. 01 mun.
(nata, Bpems)

Peructpauuonnslii Homep paspemenus P006-00110-77/06951986.

Hara Boigaun paspemenus 21.09.2026

[Tosnoe u cokpareHHoe (P HAIMYKMK) HAUMEHOBAHHUE 3asiBUTEJIS

OO011eCcTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "POPT": 000 "dOPT".

AJipec B nipesienax MecTa HaxoxaeHus 3asputens 390540, Poccus, Pssanckast
00J1acTh, M.0. Pasanckuii, a. SlnTyHoBo, Tep. hapMaleBTHYECKOro KoMILIeKca,
crp. 1A.

MentudukanoHHBIi HOMEp HANOrOMIaTeNbIIMKA 3asBUTENS 6234028965 .
Jlata rocy1apcTBeHHOl perucTpaluu Win perucTparniu UMMYHOOUOTOTHYECKOTrO
JIeKapCTBEHHOTO Mnpemnapara 15.10.2024.

Perucrpaunonnsiii Homep HIMMYHOOHOIOTHYECKOTO IEKAPCTBEHHOTO npenapara
JITI-Ne(007255)-(PI’-RU).

ToproBoe HauMeHOBaHHE HMMYHOGHOIOIUYECKOTO JIEKAPCTBEHHOTO npenapara
COBUI'PUIIII® BakiuHa rpUIno3Has MHAKTHBUPOBAHHAS CYObeTMHUYHAS.
MexyHaponHoe HenaTeHTOBaHHOE, WM IPYIITHUPOBOYHOE, WM XUMHYECKOE
HAaMMEHOBAHUE HMMYHOOUOJIOTMYECKOTO JIEKapCTBEHHOTO NpenapaTa Bakimna
Tt NpOQUIAKTUKY TPUIINA [MHAKTUBUPOBAHHAs].

®opma BblIycKa HIMMYHOOHOIOTHYECKOTO JIEKAPCTBEHHOTO npernapara

(¢ ykasaHueM JIeKapCTBEHHOI (OPMBI, JO3UPOBKH, BU/IA YIAKOBKH U Ki
B YIIAKOBKE) PACTBOP JUlid BHYTPUMBIIIEYHOro BBeeHus 0.5 v (703
mpuipel (10 10T.) - MAYKK KAPTOHHEIE - JUIS JIeYeOHO-po by
VUPEIKJICHUN. 3
Homep cepuu mim napTun MMMy HOGHOJIOTHYECKOTO JIEKapCT A HC :\
100826.

KadecTBa OOIIECTBO ¢ OrPaHUUYEHHON OTBETCTBEHHOCTHIO "DOPT"
(000 "®OPT"), Poccus.




2

HaumeHoBaHUs 1 CTPAHbI IPOU3BOAUTENCH KMMYHOOHOIOTHYECKOrO
JIEKapCTBEHHOT'O MpernapaTa, OCyEeCTBIAIINX CTAIMU TPOU3BOJICTBA
OO111ecTBO ¢ OrpaHUYEHHO# 0TBETCTBEHHOCTEIO "MOPT" (000 "®OPT")
[[IpousBoautens (rorosoii JIM)], Poccus;

OO0111ecTBO ¢ OrpaHUYEHHOM 0TBETCTBEHHOCTHIO "POPT" (000 "®OPT")
[Ynakosiuk/hacoBiirk (B nepBrHuHyr0 ynakoBky)], Poccus:

OO0W1eCTBO ¢ OrpaHUYeHHO# 0TBETCTBEHHOCTEIO "DOPT" (000 "®OPT")
[Ynakosumk/hacoBuimk (BropuuHas/TpeTHyHas ynakoska)], Poccus.

OObeM cepun WM MapTHH UMMYHOOHOIOTHYECKOTO JIEKAPCTBEHHOTO MperapaTa
27244,

(KOJIMYECTBO yMaKOBOK)

Cpok rogHoCTH (rofIeH J10) UMMYHOOHOTOIHIECKOro JIEKAPCTBEHHOTO Mpernapara
08.2027.

Paspenienue BbIITaHO Ha OCHOBAHUH 3aKJIFOUEHHS
WcneirarensHoii nadbopatopun Kpachosipckoro dpunuana ®I'BY
"MMIIDYAOCMII" Poc3npaBHanzopa

(HanMeHOBaHUe (enepabHOrO roCyIapCTBEHHOTO OIOIKETHOTO YUPEHKICHHMS)

ot 18.09.2026 Ne 805 1K n-05/26.

(nara) (Homep)

O ‘\‘\'.‘J'{\
7 PULULENRARES
2 PETRTLL

2, )G g
(ycuneHHas KBanudMUHPOBAHHAS 3IEKTPOHHAS MOAMUCH YIOIHOMOYEHHOTO JIULA DenepaifbHOH ciyxObl mo
Ha/130py B chepe 3ApaBOOXpaHEHHs )

JIOKYMEHT TIONNINCAH
SJIEKTPOHHOU OJITUCHIO

Ceprudurar OEFO3CEF1F4E72029AD243F0C2179A41
Buranenen ITapxomenxo mutpuii BeeBoaoaosuy
Hedicrsurenen ¢ 10.06.2026 1o 03.09.2027

;




POPT =

Junensug N JI012-00102-77/00010477

MynuuunansHeri okpyr Pszanckuii,
1. SlntynoBo, Tep. GapManeBTHIECKOro

ot 16 anmpens 2026 roza
Poccust, 390540, Ps3anckas o611.,

KOMILJIEKCa, CTP. 1k

ITACITIOPT Ne 010-CBIII/26

HaunmeHoBaHHEe NPOAYKUHH

0,5 mii/o3a, He3 koHceps

COBMI'PHUIII® Bakiuna rpunmosHas HHAKTHBHPOBaHHAs
cyObenrnuyHas, pacTBOP [UIst BHY TPEMBIIIEYHOTO BBEACHHS

aHTa, MNPULEL B ynakoske Ne 10

Homep cepuu 100826
JlaTa npousBoacTBa 08.2026
I'open o 08.2027

Kosn4yecTBo eqMHUI TOTOBOI

NPOAYKUMH B CepHH

27 244 ynakoBku

IIpousBomurenn

000 «®OPT», Poccus

PerucrpanmoHsoe yarocroBepenue

JITT-Ne(007255)-(PL-RU)

ot 15.10.2024

HcnpiTanus npoBenensl no

HJT JITT-Ne(007255)~(PT"-RU) ot 06.03.2026

PE3YJIBTATBI AHAJIU3A
HaunmenoBanue Tpe6oBanns HopMaTHBHOIT "
PesyabTaThl HenbITaAHMIT
HoKa3aTeJs JTOKYMEHTAUUH
Becupernast ninu cnerka sxentopatas
Onucanue npo3pavHas Wit cyiado BecupeTHast npospaunas xKugKOCTD

onajeCUUpyIoas >KUAKOCTh

[MognuHHOCTE

Kakaplit moaTum v tvm anTUreHa
JOJKEH HEHTPATU30BATHCS
FOMOJTOTHYHOMN CHIBOPOTKOH. Tutp ¢

[emMarmIoTHHUH BHpyCa KaK0H reTeponornyHoi [ToaTeepiknaercs
rpunna* CBIBOPOTKOM NOKEH ObITh HUKE

TUTPa C FOMOJIOTHYHOM CBIBOPOTKOM

He MeHee, 4eM B 4 pasa
[ToutnHHOCTE
Cononumep 2-metun-5-
BHHUNUPHIANHA U N-BHHHII-
OHPPOSIHIAOHA (aBEOBAHT)
- 3BEHBS 2-METHII-5- O6pazosanue JKenaToro
BUHWINMPUIUHA TBOPOKHCTOrO 0OCaAKa [MonTBep:knaerca
- 3B€Hbs] N-BHHUJI- OBpa3zopanue KpacHO-KOPUUHEROTO
HPPOIMAOHA ocajika [Toateepxaaercs
Mposnabors Homxken BbiiepskuBaTh cpasHenue ¢ | Boigepiubaet CPaBHEHHE C 3TAIOHOM
stanonom I11 A;ﬁﬂ’f! om
He nonskeH npeseiuats crenexs CTen

LiBeTHOCTH

OKPACKH 5TajlOHA CpaBHEHUs Ys

W

Mexanuueckue BKJTFOYECHH

BHHHMBIC MEXaHUYECKUe
BKJIFOUCHHS NONACHBI
COOTBECTCTBOBATE TpéﬁOBaHHﬂM

eh\\\wm \

M\\\ \‘“"

pH

Or7,0m07,6

Benox**

He 6onee 120 mrr/mn

UzsnexaeMblii 06bEM

He menee nomunansHoro (0,5 mn)

CootBercrByer

CrepuabHOCTD

HomzeH ObITh CTEPHTEHBIM

CrepunbHbIi

Cip. 1uz 4



HanmeHoBanue

TpebdoBanust HopmMaTHBHOM

PesyabraTel nenbrranuii

norasarejas JOKYMCHTAIHH

HaJlbHbL
Bagrep 4 He Gonee 100 ED/nosa 0,06 ED/noza
SHAOTOKCHUHBI

AHOMAaNIbHAS TOKCHYHOCTH

JomkeH 6bITh HETOKCHYHBIM

HeTtokcuunstid

Creuuduteckas
e30MacHoCTh

He momixeH comepikars >kHBOro
BHpYCa rpurina

besonaceH, He COIEPKHUT KUBOTO
BUpYCa rpUIIna

Cneuuduueckas
aKTUBHOCTH**

HonxeH conepxath
reMarrjiroTHHHHBI BUpYyCca FPHIINa
noxrunoB A (HIN1) u
A (H3N2) ot 4,0 10 6,0 mxr/no3a u
reMarrilOTHHHH BUpYCa MPUITNA
tuna B ot 9,0 no 13,0 mxr/nosa

A/(HINT) - 5,1 mxr/0,5 mn
A/(H3N2) — 4,9 mkr/0,5 mn
B/(Victoria) — 10,2 mxr/0,5 mn

Cononumep 2-meTu-5-

BHHHJITMpHAMHA U N- O1 0,8 no 1,2 mr/mn 1,0 mr/mn
BHHWJINHPPOIHUIOHA
HUMMyHOTEHHOCTR* ** QKeH OBITh HMMYHOT€HHBEIM UmmyHoreHen
y y Y
" OMKEH ObITh apeaKTOreHHBIM WIIH
Peaktorennocrp*** A P Cnabo peaktoreHeH
ci1abo peaKTOreHHbIM
OBanpbymuH He 6onee 0,1 mMxr/mn 0,024 mxr/mn
TetpaneuunTpu

METHUJIAaMMOHUSA 6pOMPI}_I

(TATAB)

He 6onee 10 mxr/mn

Memnee 2 Mkr/mn

[Monucop6ar -80**

He 6onee 100 mkr/mn

Menee 100 mxr/mn

[TpouseoncTeeHHbIe
LLITAMMBI

JIOIKHBI COOTBETCTBOBATE 110
aHTUIEHHOM CTPYKType LITaMmMaMm
BHpYyCa IpHIINA THUTIA A, MTOJTUIIOB

(HINI), (H3N2) v tuna B,
pekomennoBaHHeIM BO3 Ha
TEKYLUMH SMHASMUYECKUH CE30H JUTA
CeBepHOro noayuapus

CootercTBYET

Vmakoska

ITo 0,5mu1 (1n032a) BakUMHBL B
WITPHLBL OHOKPATHOI'O
OPUMEHEHUS C PUCKOW/METKON Ha
KopITyce (COOTBETCTBYHOLIEH Y5
[103bI), CO CTaNbHOMW UTNOW K
3aLMTHBIM KOMMAYKOM.

Ha kaskabli IINPHI HAKIEUBAKOT
9THKETKY CaMOKIISSLIYIOCS HITH
ITHKETKY U3 IUICHKH
CaMOKJIEsIILeHCs U3 ITONUIPOITHIIEHA.
[To 1 wnpuLy B KOHTYpPHOM
ST4EHKOROH yMaKOBKe M3 [UIEHKH
MIONIMBUHHIXJIOPUIHOHN HiTH
MONMHUCTUPOIBHOM, MOKPBITOM
Symaroii ynakoBo4HO#M ¢
[ONIMMEPHBIM MOKPBITUEM HJTH
bymaroit, unu camoxeseics
Oymaroit, unu 6ymaroii ¢
TepMonaKkoM, Wid Goneroi
AJIFOMHUHUEBOH, UITH [UIEHKOH
nmonumepHoi. [To 10 koHTYpHBIX
S4EHKOBBIX YIAKOBOK C JINCTOM-
BKJIaIbILIEM B MaYKe KAPTOHHOM.

ITo 0,5 ma (1 no3a) BaKUMHEI B
LUMPHLBI OAHOKPATHOrO MPHMEHEHHS
C pHCKOW/MeTKOM Ha KopIiyce
(coorBeTcTRYIONIEH Y4 103BI), €O
CTabHOH HUIJIOH W 3aIHTHBIM
KonnaykoM. Beinyck B wimpuiax (6e3
KOHCEpBaHTa)

Ha xax/bIi Wnpui HakneeHa
STUKETKA U3 [IEHKU CaMOKIIesLIeics

CootBeTcTBYET

Crp.2u3 4




HanmenoBanue TpeboBanus HOpMATHBHOM p "
€3y/bTAThl HCIBITAHUH
[OKAa3aTeJis JOKYMEHTalHHU

1) Ilepsuunas ynarkoska.
Ha sTukeTke mmpHiia yKa3blBAIOT: 1) Ilepsuunan ynaxoexa.
COKpAIIEHHOE TOPTOBOE Ha sTukeTke mwpuua ykasaHo:
HaWMEHOBaHHMe Mpenapara 6e3 COKPAIIIEHHOE TOPrOBOE
HpeaynpeanTebHOM MapKUpoBKY ® | HauMeHOBaHHUe mpenapara 6e3
(COBUI'PUIIIT), konu4ecTBO [IPeAyNpeIUTEIBHOH MapKUPOBKU ®
JIEKapCTBEHHOTO IIpenapara B (COBUI'PHUIIII), komu4ecTBO
umnpuue (06peM B MULTWINTPAX - JIEKapCTBEHHOTO IIpernapara B
0,5 mu1, konmuuecTBO 103 - 1 1032), wnpuie (06beM B MITUTHIHTPaX - 0,5
ITyTh BBENCHUS (B/M), HOMEp CEPHH B | MII, KOJIMYECTBO 103 - 1 1103a), MyTh
BUIE UM(ppoBoro ob6o3Ha4YeHu, 1aTy | BReIeHHUA (B/M), HOMED CEDHM B BHJIE
UCTEYEHHS CPOK FOJHOCTH. ¢ poBoro obo3HAYESHHUS, HaTa
Jlna npenapata 6e3 koHCEpBaHTa HCTEYEHHUS CPOK FOHOCTH.
ykazbiBaroT «BE3 IIpenynpenurensHas Hagnucs: «BE3
KOHCEPBAHTA». KOHCEPBAHTA».
2) Bmopuunas ynarosxa. 2) Bmopuunas ynaxkoska.
Ha nauke kopoOku yKa3blBaioT: Ha mauke kopo6ku ykazaHo:
- TOProBOe HAUMEHOBAHUE -TOProBo€ HaMMEHOBaHHME TIperapara
npernaparta ¢ npeaynpeIHTeIbHON C MpeAyTpeaUTeTbHOU MapKUPOBKOH
mapkupokoii ® (COBUT'PUIIIT® ® (COBHI PUIII® Bakuuna
BakuuHa rpunmosHas TPUNIO3HAs HHAKTHBHPOBAHHAS
HHAKTHBUPOBAHHAA cyOpeqMHUYHAS );
cyObenMHHYHAN); - o61enpUHATOe (TPYIIIHPOBOYHOE)
- obmenpuHATOE (rPYNNUPOBOYHOE) | HaumeHoBaHMe (BakiuHa s
HaumeHoBaHue (Bakiuna s NpoGIAKTHKH TPHUIINa
NpoQHIIAKTHKH [PUIITIA [uHaxTHBUpOBaHHAL));

MapkaposKa [unakTHBHpORaHHAS]); - COKpal€HHOEe HAUMEHOBAHHE

- COKpaIlleHHO® HAUMEHOBaHHE
LIEPIKaTENs PETUCTPALMOHHOTO
yroctoBepeHus (AO «HIIO
«Muxkpores») 1 ero TOBapHEIH 3HaK;
- COKpalleHHOE HAMMEHOBaHHE
[IPOM3BOAMTENS JIGKAPCTBEHHOIO
npenapara OO0 «DOPTy;

- afpec Y TeaedoH nepKaTelis
PErHCTPALMOHHOIO YAOCTOBSPEHHS;
- afpec U TenedoH MPOU3BONUTE]IS;
- IeKapCTBEHHYIO hopMy (pacTBop
JUTS BHYTPMMBILIEYHOTO BBEACHH);
- KOJIMYECTBO JIEKAPCTBEHHOIO
npernapata B ynakoeke: 10 mmpuies
o 0,5 mn (1 nosa);

- HH(OPMALIMIO O COCTaBe
JIEKAPCTBEHHOTO [perapara;

- HOMED CepHH B BHAE HGPOBOTO
0003HaYEHUS;

- IaTy TIPOM3BOJICTBA;

- IaTy UCTEYEHHUS CPOKA FOMHOCTH;

- YCJIOBHS XpaHSHHS «XPaHUTh NIpU
TeMIepatype ot 2 1o 8 °C», «He
3aMOpasKHBATDY;

- YCJIOBHS OTITYCKa;

JlepsKaTeNs PEruCTPallMOHHOTO
yroctoBepernus (AO «HITO
«MuKpores») 1 ero TOBapHBIH 3HAK; -
COKpallleHHOE HAUMEHOBaHUE
MPOM3BOHTEIS JIEKAPCTBEHHOI O
npenapata OO0 «DOPTy;

- afpec U TenedoH nepKaTens
PEruCTPaMOHHOTO YAOCTOBEPEHHS;

- anpec U Tene(oH MpOU3BOIUTEIS;

- iekapcTBeHHas Gopma (pacTBop mwist
BHYTPHMBIILEYHOTO BBE/IEHH);

- KOJIMYECTBO JIEKAPCTBEHHOIO
npenapara B ynakoske: 10 mmpuies
o 0,5 mn (1 mosa);

- uH(OpMAIH O coCTaBe
JIEKapPCTBEHHOIO Mperapara;

- HOMED CEpHH B Bpw;e umpposoro
obo3HaueHHS; i3
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HaumenoBanue
MOKa3aTess

TpeGoBanust HOpMaTHBHOK
JIOKYMEHTAIHH

Pesyabtarsl HenbITanui

- OpeRyTIpeAUTENBHBIE HAIITUCH:
«CrepunpHo», « BakuHHbIE
[ITaMMBI KyJIbTHBUPOBAHEI HA
KypHHBIX 3MOpHOHax», «Ilepen
MPUMEHCHHUEM BCTPAXHUBATHY,
«XpaHUTH B HEAOCTYITHOM IS
neteit Mecten, «He cogepxur
KOHCEPBAHTa»;

- YKa3aHHe Ce30Ha, JUIS KOTOpOoro
NpeHa3HauYeHa BaKIHHA;

- INTPHX-KOL;

- ciocob npumenenus (Crioco6
HOPHMEHEHHS: CM. HHCTPYKIIHIO 110
MEIULMHCKOMY TIPUMEHESHHIO
(MHCTOK-BKITA/IBINT));

- CPEACTBO HACHTH(HKALIHH.

- IpeAyNPEANTEIIbHbIE HAIITHCH:

«CrepuibHOY, « BaKIHHHBIE [ITAMMEL

KyJIbTHBHPOBAHbl Ha KypHHBIX

aM6puoHax», «[lepen npuMeHeHHeM

BCTPAXHUBATEY», KXPAHHUTH B

HEJOCTYMHOM UL JeTel MecTe», «He

COIEPKUT KOHCEPBAHTAY,;

- YKa3aHHe CE30Ha, U1 KOTOPOro

NpeIHa3Ha4eHa BAKIHMHA;

- IITPHUX-KO[;

- croco6 npuMereHus (Crioco6

NPUMEHEHMSA: CM. HHCTPYKLIHIO 110

MEIULMHCKOMY NPHMEHEHHIO

(yrucToK-BKIA AR ));

- CPEACTBO UAEHTHHKALIH.
CootsetcTByeT

VenoBus xpaneHus

IIpu Temnepatype ot 2 o 8 °C. He 3amopausars.

Cpok rogHocTH

1 rox

* Kortpomipyeres B nonypabpukare (CyObe IMHUIHON MOHOBAKIMHE) B IIPOLECCe IPOM3BOACTBA

** Kontpompyercs B nonmydabpukare (CyObeIMHHYHON TpPHBAaKIMHE) BAKIMHBI 10 N0GABICHUS

agbOBaHTa

#** KOHTpOMMpyOTCS IepBBIe 3 CepMH Ipenapata U 3aMeHe MPOHM3BOJCTBEHHOTO IITaMMa Ha

ITPOU3BOACTBE € NIPEAOCTABICHUEM IPOTOKOJIOB KOHTPOJIA MIOCTAHOBKKU HAa NPOU3BOJACTBO.

3akiroyenue:

IIpenapar COBUI'PUIIIT® Bakiuea rpummossas HHaKTUBUPOBAHHAS CYyOBEIMHUYHAS, PACTBOP IS
BHYTPUMBIIEYHOro BBefieHns 0,5 mi/posa, Ges koHceppaHTa, mMpHIE! B ymakoke Ne 10, cepms

100826 0 & T TpeboBanmsam HJT JITT-Ne (007255) - (PT-RU) ot 06.03.2026.
oL TTTIREGN A »
Haﬂ/amsmgc OKKG— Motaes CA./ « 7 » __ A7 2026 .
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