Beinucka
M3 PEECTpa paspelieHuid Ha BBOJ B IPAXKAAHCKHU 000poT
Ka)XJIOW CEPUHU UM Ka) 0¥ MapTUU MPOU3BEJECHHOTO
B Poccniickoit Menepanuu uan BBosumoro B Poccuiickyro ®enepannio
MMMYHOOHOJIOrMYECKOro JTeKapCTBEHHOTO Mpernapara

o coctosiHuio Ha 14.09.2026 09 4. 22 mun.
(nara, Bpemsi)

Perucrpaunonnslii Homep paspemrenust P006-00110-77/06812855.

Jara Bbigaun paspermenus 14.09.2026

[TosHoe M cokpaleHHoe (P HATMYHK) HAUMEHOBaHUe 3asgBUTeIsT OBIIECTBO

C OrpaHUYEHHON OTBETCTBEHHOCTEIO "DOPT": OO0 "®OPT".

AJipec B mpezieniax MecTa HaxokaeHus 3asputelis 390540, Poccus, Psasanckas
00nacThb, M.o. Psazanckuii, 1. SInTyHOBO, Tep. hapMaleBTHYECKOro KOMILJIEKCa,
crp. 1A.

W neHTudukannoHHbI#I HOMEp HaJlororJiatesbluka 3asaButesist 6234028965.
Jlata rocynapcTBeHHOl perncTpaluy Wik perucTpaiunl UMMYHOOHOIOMHYECKOTO
JIeKapcTBEHHOr o npemnapara 15.10.2024.

PerucrparinoHHbplii HOMEp UMMYHOGHOIOTHYECKOTO JIEKAPCTBEHHOTO npemnapara
JITT-Ne(007255)-(PI'-RU).

Toprosoe HanMeHOBaHHE UMMYHOOHOIOTHYECKOTO JTEKAPCTBEHHOTO npenapara
COBUI'PUIIIIT® BakiiHa rpUIINO3HAsS MHAKTHBUPOBAHHAS CYOBEIMHUYHAS.
MexayHapoaHoe HenmaTeHTOBaHHOE, HITH TPYIIIIHPOBOYHOE, HIIH XHMUYECKOE
HaMMEHOBaHHE HMMYHOOMOJIOrHYECKOT0 JIEKapCTBEHHOTO Mpenapara Bakimna
LUt NpOMIIAKTUKY CPUIIIA [MHAKTUBUPOBAHHAS |.

dopma BbIycKa MIMMYHOOHOIOTHIECKOr0 JIEKAPCTBEHHOTO Mperapara

(¢ yKasaHueM JIEKapCTBEHHOM (OPMBI, TO3UPOBKH, BIA ;'é‘f’&ﬁ U KOJINYeCTBa
B YITAKOBKE) PACTBOP JUI BHYTPHUMBIIIEYHOrO BBeﬂeﬁwﬁ)”ﬁ Mn\( L i’}ma) LI PULLBI
(10 1wIT.) - mayk¥ KapTOHHBIE- JUIS JIeYeOHO-TTPOd aKTI/'IlfééK}/rx w{p@meﬁnn

Howmep cepun unu naptun ©uMMyHOOHOJIOMHYECKO nempWBeHHotognpenapaTa
080826. S CN

JICKapCTBEHHOIO Ipenapara, OCyIeCTBIISIOIErO BBIH i @ﬂ‘wﬁomponb
KayecTBa OOIIECTBO ¢ OrPAHUYEHHOM OTBETCTBEHHOCTHIO "D OPT"
(000 "®OPT"), Poccus.




HanmeHoBaHuUsA U CTpaHbl IPOU3BOAUTENEH HMMYHOOUOIOTHYECKOTO
JIEKapCTBEHHOIO MpenapaTa, OCyIECTBISIOUIMX CTaiK TPou3BocTBa OOIIecTBO
C OrpaHUYEHHOU OTBETCTBEHHOCTHIO "DOPT" (OO0 "®OPT") [[Ipou3BOIUTENE
(roroBoii JID)], Poccus;

OO11ecTBO ¢ OrpaHUYEHHOI 0TBETCTBEHHOCTEIO "®OPT" (000 "®OPT")
[YnakoBmuk/dacoBiuk (B mepBUYHYIO yrIakoBKy)], Poccus:

OO0111eCcTBO ¢ OrpaHUYEHHO# 0TBETCTBEHHOCTEIO "®OPT" (000 "®OPT")
[YnakoBuwmk/dacoBiiuk (BTopuyHas/TpeTuuHas ynakoska)l, Pocenus .

OObeM cepuu WM MAPTHH HMMYHOOHOJIOrMYECKOT0 JIEKAPCTBEHHOTO Mpenapara
31356.

(KOJIMYECTBO yIMAaKOBOK)

Cpok rogHocTH (rOIeH 10) UMMYHOGHOIOIHYECKOr0 JIEKAPCTBEHHOTO MpenapaTa
08.2027.

Paspenienue BbIIAHO HA OCHOBAHUU 3aKJIIOUEHUS
HcneitarensHoil naboparopuu Kpachosipckoro dpunuana GI'BY
"UMIIDYAOCMII" Poc3npaBHamzopa

(HanmeHoBaHue BeepaibHOro rocy 1apCTBEHHOTO OHO/IKETHONO YUPEHKICHHS )

ot 11.09.2026 Ne 798 1K11-05/26.
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JOKYMEHT IMOJIIIUCAH
JIEKTPOHHO ITOJITUCHIO

Cepruduxar 0OEFO3CEF1F4E72029AD243F0C2179A41
Brazenen Iapxomenko Jmurpuii BeeBoaoxosuy
Jewiersurenen ¢ 10.06.2026 o 03.09.2027




Jlunensus Ne JI012-00102-77/00010477

- ot 16 ampesns 2026 roma
R Poccust, 390540, Psizanckas o011,
EFTAETL MyuununansHeli OKpyT Psasanckuit,

1. SntyHoBo, Tep. GapManeBTHIECKOro
KOMILIEKca, cTp. 1K

IMTACIIOPT Ne 008-CBI111/26

COBHI'PHIIII® Bakuuua rpunmosHas HHAKTHBYPOBAHHAS

HanmeHnoBaHue mp oy Kuuu cyOBeIMHHYHAS, PACTBOP [UISL BHY TPHMBIIIEYHOTO BBEIECHHS
0,5 Mn/n03a, 6e3 KoHCEepBaHTa, INIPHIILE B yrakoske No 10

Homep cepuu 080826

Jarta npousBojcTBa 08.2026

Tonen no 08.2027

Koau4gecTBo eIUHHII TOTOBO

51 356 ynakoBox
NPOIYKUHH B CEPHH

IIpousBouTesib 000 «DPOPT», Poccus
Perucrpauunonsoe ynocrosepenne | JIII-No(007255)-(PI'-RU) ot 15.10.2024
UcenpiTanusi mpoBeaeHsbl Mo HJT JITT-Ne(007255)-(PT-RU) ot 06.03.2026
PE3YJIbTATBI AHAJIN3A
HaumenoBanue TpeboBanua HOpMATHBHOI .
PesyabTaTh! HenbrTaHuid
noKazarteJisi JOKYMEHTAIUH
BeclLBeTHas WM crierka skeirosaras

Onucanue npo3pavHas uiau cnabo BecliBeTHAs Ipo3padHas KUAKOCTh

ONaNeCUMpPYIOLIas JKHIKOCTh

KaykapIi MOATHI ¥ TUN aHTUI€Ha
JIOM/KEH HEHTPATU30BaThCS

[TonnuHHOCTE rOMOJIOTHYHOH ChIBOPOTKOH. Tutp ¢
['emarrmoTHHUH BUpyca Ka)XXJJOM reTeponoruyHoOMI [ToaTsepxnaeTes
rpunmna* CBIBOPOTKOH 10MKeH ObITH HHKE

TUTPA C FOMOIOIMYHOM CHIBOPOTKO#
HE MEHee, 4eM B 4 paza

[ToanuHHOCTH

Cononumep 2-meTun-5-
BUHMJINMUpPUAMHA U N-BUHHUI-
MUPPONUIOHA (AABIOBAHT)

- 3BeHBS 2-METHII-5- O6pazoBaHue KeNTOro
BUHHWJIIMPHHHA TBOPOZKUCTOrO OCajKa [Moxreep:xaaercs
- 3B€Hbs1 N-BUHUJI- ObpazoBaHue KpacHO-KOPHUYHEBOTO
OUPpPOIUIOHA ocaaka [onTepxkaaercs
OIKEH BBIASP/KMBATh CPABHEHUE C | BbImep/KMBaeT CpaBHEHHE C ITATIOHOM
[TpospausocTh A ik P AcE p HLEG
stanoHowm 11 55 N
— ot
He pomkeH npessillaTs CTENEHb He npesp  CTCIEHB CKH
LiseTHOCTH QUL RrAANE A -
OKPaCKH dTaJloHa CpaBHEHHS Ys T, 1%& 'OPEBHEHHSL X5 @
BuauMble MEXaHHUUYECKUE y © o[ '\""”“”“" “\ =
«Natj =¥
MexaHuueckue BKIOUYCHHS BKJIFOUCHHUS JOTKHBI ommﬁﬂm / =
COOTBETCTBOBATH TPeGORAHUIM Bo ,("’i”g'”\» )
T OTOCR (%)
pH Ot 7,0 10 7,6 Y?a% F.gpany
3 %}7 L/( K B
benox** He 6onee 120 Mxr/mu 86
H3enekaemblii 06bEM He meHee nHomunansHoro (0,5 mn) CooTteeTcTRyET
CrepunsHOCTD JonxeH 6bITh CTEPUITBHBIM CrepunbHbIi

Crp. Luz 4



HaumeHoBanue

TpedoBanus HOpMATHBHOH

PesyanTaTel ucnsiranuii

nokKasareJjs JOKYMEHTAIHHU
bakrepHansHble
p He 6omnee 100 ED/no3a 0,24 ED/no3a
3HIOTOKCHHBI
AHoMaJTbHas TOKCHYHOCTE JlomkeH OBITh HETOKCHYHBIM Herokcuynpii

Crieruduueckas He momxkeH conepikarh »XHBOro Be3omnaceH, He COEPIKUT HKUBOTO
6e30MacHOCTh BHpYycCa IpuIa BHpYCa IPHITIA
JonxeH conep:kartsb
reMarrIOTHHUHBI BUpYCa IpUIINa B
Crneunduaeckas mogruroB A (HIN1) u ZEE;E% B ;"g x:gg’g it
aKTUBHOCTH** A (H3N2) ot 4,0 mo 6,0 Mxr/no3a u ? - B

reMarrIIOTHHHH BHPYCa TPHITIA
tuna B ot 9,0 1o 13,0 mxr/mnoza

B/(Victoria) — 10,9 Mkr/0,5 mi

Conomumep 2-MeTHI-5-

BUHWINUPHUAWHA U N- Ot 0,8 mo 1,2 mr/mn 1,1 Mr/mn

BUHMWINHPPOIHAOHA

HmMyHOreHHOCTR * ** JlomxeH 6BITh HMMYHOTSHHBIM HmMmyHoreHnex
OJDKEH OBITh apeaKTOreHHBIM HITH

PeakTorenHoctp*** A P Cnabo peakToreHeH

cnabo peaKTOreHHbIM
Opans0yMHH He 6onee 0,1 mxr/mn 0,02 Mxr/mn
Terpagenuntpu

MeTHIaMMOHUS OpoMuUNT

(TATAB)

He 6onee 10 Mxr/mn

MeHee 2 MKI/MII

[Tomucopbar -80**

He 6onee 100 Mxr/mi

Menee 100 Mxr/mn

ITpousBoacTBEHHEBIE
HITaMMbl

JoIKHBI COOTBETCTBOBATH 110
aHTUIeHHOM CTPYKTYpe LUTaMMaM
BHpyCa IpUIIIa TUIa A, MOATHIIOB

(HIN1), (H3N2) u tumna B,
pexoMeHnoBaHHsIM BO3 Ha
TEKYLIHH SMUAEMUYECKUH CE30H VI
CeBepHOro monymapus

CooTBeTcTBYeT

YnakoBka

ITo 0,5mi (1103a) BAKIMHEI B
LIMPULBI OHOKPATHOTO
MIPUMEHEHHS C PUCKOH/METKOH Ha
KOpITyce (COOTBETCTBYIOLIEH Y4
JIO3BI), CO CTAJIbHOM UIIIOH U
3aLIUTHBIM KOJIMAaYKOM.
Ha xax/1e1if INPHULL HAKITEUBAIOT
STHUKETKY CAMOKJIESIITYIOCKHITL
VoA
OTHKETKY M3 [UICHEMO /1y,
< . iy
caMokJiesiedics U3 Monypemuieiiay
] \\\-.»\l"” My,
ITo 1 mnpuuy B KOKE Oy
AYEHKOBOH yIaKOBKE{H3 nn&’im)/m.;
TOJTHBHHHITXJIOPHIHOH mm,',’,"'l\)i'n

(V)
)
Dy,
m

©
Jars

[OJIMMEPHBIM TTOKPBITHEM
OyMaroi, uny camokesencs
GymMarof, uinu 6ymaroi ¢
TEPMOJIAKOM, UITH (PONBroi
ATIOMUHHUEBOH, WU [UTEHKOH
nonumepHoi. ITo 10 KOHTypHBIX
SYESHKOBBIX YTIAKOBOK C JIMCTOM-

« \:I“,““ -

.11

]

brd

BKJIaJbIICM B IMAYKE KapTOHHOﬁ.

1Qicy) if

ITo 0,5 mi (1 no3a) BaKIHHBL B
IITIPHLB] OHOKPATHOTO NPUMEHEHUS
C PUCKOH/METKOH Ha KOpITyce
(cooTBeTCTBYIOLIEH Y2 1038BI), CO
CTANBHOH HIVIOHN U 3aIUTHBIM
KoJina4koM. Beimyck B mmpurax (6e3

KOHCEpBAaHTA)

e 3

1, A KQRIBIH WNPUL HakeeHa
THK U3 IUIEHKH CaMOKIIes e HTst

3 MOMUITPOITHIIEHA.

¥
/ o'l WINPHLL B KOHTYPHO
KOBOU YIIAKOBKE K3 MJIEHKU
TABUHU/IXJIOPMHOM, TIOKPBITOM

TUIEHKOH IOTMMEPHOHN

ITo 10 KOHTYpPHBIX TYEHKOBBIX
YIaKOBOK BMECTE C JIMCTOM-
BKJIJIBIIIEM B [TAYKE KaPTOHHOM

CooTBeTCTBYET

Crp.2u34




HaumenoBanue TpeGoBanus HOpMATHBHOH Pessimnsnt wengeanit
moKaszarejs JOKYMEHTalHH

1) Ilepsuunan ynakoska.
Ha 3TuKeTKe INpHIa YKa3bIBAOT: 1) Hepsuunas ynaxosxa.
COKpalleHHOE TOProBoe Ha stukerke mmpuna ykasaso:
HaWMEHOBaHUe Ipernapara 6e3 COKpalEHHOE TOProBoe
MpeayNpeAHTEIbHOR MapkupoBku ® | HaUMeHOBaHMe Npenapata Ge3
(COBUI'PUIIIT), konu4ecTBO NPEAYNPEAUTENILHON MaPKUPOBKH ®
JIEKapCTBEHHOIO MpeNnapaTa b (COBMI'PHIIIT), konuyecTBO
mnpuue (06beM B MIUTHIIATPAEX - JIEKapCTBEHHOT O IIperapaTa B
0,5 mu1, KomHYecTBO 1103 - 1 103a), mrnpuue (06beM B MIITHIIHTPaX - 0,5
MyTb BBEACHHS (B/M), HOMED CEPHH B | MJI, KONHYECTBO 1103 - 1 103a), IIyTh
BHJIe LH(POBOro 0003HaUeHHS, JaTy | BBeJeHUs (B/M), HOMEp CEpHH B BHJIE
HCTEUESHHUS CPOK FOAHOCTH. urpoBoro 06o3HaYeH S, faTa
s npenapara Ge3 koHcepBaHTa HCTEYEHHUA CPOK FOIHOCTH.
ykaspieaoT «BE3 IlpenynpenutensHas Hagmuce: «BE3
KOHCEPBAHTA. KOHCEPBAHTAV.
2) Bmopuunas ynaxoexa. 2) Bmopuunas ynaxoska.
Ha mauke kopoGKkH yka3bIBAOT: Ha nauke kopo6ku ykasaHo:

- TOPrOBOS HAUMEHOBAHHUE ~TOProBO€ HAHMEHOBAHHe IIperapara
fipernapara ¢ npeaynpeIuTeIbHOH C NPeAYINPEAUTEIIEHOH MapKHPOBKOMR
mapkupoBkoii ® (COBUIPUIIIT® ® (COBUI'PUIIII® Bakiuna
Baxmuua rpumnmosHas TPHIIIIO3HAS HHAKTHBUPOBAHHAS
HHaKTHBUPOBaHHAH cyObeTUHHNYHAS),

CyOBeqHHUYHASN); - obmenpuHiTOe (rPYHITMPOBOYHOE)

- obwenpursTOe (rPyNNUPOBOYHOE) | HauMeHOBaHHe (BakuuHa uis

HavMeHoBaHue (Bakiuna s npodWIaKTHKH TPUIIa

NpoQHIAKTHKY TPHITITA [MHakTHBHpOBaHHAs]);

[vHaKTHBHpOBaHHAL]); - COKpallleHHOE HAMMEHOBaHUe
Mapxuposka

- COKpAIllEHHOE HAUMEHOBAHHE
NEPIKATEINS PETHCTPALIMOHHOIO
yrocrosepeHus (AO «HITO
«MuKporeH») H ero ToBapHeIi 3HaK;
- COKpAIlEHHOE HAUMEHOBAHHE
MIPOU3BOAMTEIS TEKAPCTBEHHOIO
npenapara OO0 «DOPTy;

- ajipec ¥ TenedoH AepKares
PETHCTPAIHOHHOTO YAOCTOBEPEHHUS;
- aJipec U TefleOH MPOU3BOAUTEI;
- JIeKapCTBEHHYIO (hopMy (pacTBop
AJIsL BHYTPHMEIIIEYHOTO BBE/ICHHS);
- KOJIMYECTBO JIEKAPCTBEHHOTO
npernapara B yraxkoske: 10 mmpuies
o 0,5 mn (1 mo3a);

- MHQOPMALIMIO O COCTaBe
JIEKAPCTBEHHOTO ITpenapara;

- HOMEP CEpHH B BHIE LIKPPOBOrO
obo3HaueHus;

- [IaTy NIPOU3BOJICTRA,;

- 1IaTy HCTEYEHHS CPOKA FOHOCTH,

- YCIIOBHA XpaHeHUs «XPaHUTb TIpU
TemIepatype ot 2 1o 8 °C», «He
3aMOPaKUBATEY;

- YCIIOBHSI OTILYCKA;

JEPIKATENA PETHCTPAlIMOHHOIO
yaoctosepenus (AO «HITO
«MHKpOreH») H ero ToBapHEIH 3HAK; -
COKpaIlleHHOEe HAUMEHOBaHHE
NIPOH3BOAMTEIA JIEKAPCTBEHHOIO
npenapata OO0 «DOPTy;

- azipec  TeneOH AepIKaTeris
PEerHCTPALIHOHHOTO YAOCTOBEPEHHMS;

- a[ipec U TeNe(POH IPOU3BOIHTEIIA,

- JISKapcTBeHHad Gpopma (pacTBop Jis
BHYTPHUMBILICYHOTO BBEIEHHSA);

- KOJTMYECTBO JIEKAPCTBEHHOTO
nperapara B ynakoske: 10 nimpuues
o 0,5 mit (1 mo3a);

- UHPOPMALHS O COCTaBe
JIEKapCTBEHHOTO Mperapara;

- HOM®Sp CepuH B BUAE UHPOBOro
o6o3HaueHus;

- laTa IIPOM3BOACTBAS, [, . &

- NaTa UCTeUCHH \‘ pxa rox g?ffﬁ,

& O

a4
- yCroBUS XpafgHns «Xp ”ﬁ,g"ru {lﬁ%{
TEMIIEPATY| r%ggﬂ'°Cw» «Ha\
h 1t
3aMOPAKUHATEN; [ 104

'l)luh;n,t_“

- YCIIOBHS O; mycxa Compygy;,
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HaumeHoBanue
noKa3zaTeJast

TpelGosanns HOpMATHBHOK
JOKYMEHTaIHH

Pe3ynnTaTel HCNBITAHMI

- OpeyTpeANTEIbHbIE HAIITHCH!
«CtepunbHOY, «BakiHMHHbIE
[ITAMMEI KyJIbTHBHPOBAHbI Ha
KypHHBIX 3MOpHOHax», «Ilepern
MPHMEHEHHEM BCTPSAXUBATEY,
«XpaHUTP B HEOCTYITHOM AJIS
neteit mecten, «He comepxur
KOHCEPBAHTa;

- yKa3zaHue Ce30Ha, AJIsl KOTOPOro
[pefHa3HaYeHa BaKLHHA;

- MITPUX-KOJI;

- cioco6 npumenenus (Crocod
TIPUMEHEHHS: CM. HHCTPYKLMIO IO
MEIULIMHCKOMY IPHMEHEHHIO
(JTHCTOK-BKIIAABIIN));

- CPEACTBO UACHTU(HUKALIHH.

- IpeAyTNpeIUTENbHbIE Ha/ITHCH:

«CrepunbHo», «BakuuHHbBIE IITAMMBI

KYJTbTHBHPOBAHBI Ha KYPHUHBIX

ambpuonax», «[lepen npumeHeHHEM

BCTPAXHUBATHY, X PAaHUTE B

HEIOCTYITHOM U1 ieTed mMecTe», «He

COJIEPIKUT KOHCEPBAHTAaY;

- YKa3aHHE CE30HA, IJI1 KOTOPOro

npefHa3sHa4YeHa BAKIIMHA,

- LITPUX-KOL;

- crioco6 npuMenenus (Criocob

NIPAMEHEHHS: CM. HHCTPYKLIHIO TI0

MEAULIHHCKOMY ITPHMEHEHHIO

(MHCTOK-BKJIAMBIIN));

- CPEACTBO MASHTH(HKALIHH.
CooTReTCTBYET

YcnoBus XxpaHeHHUS

ITpu Temneparype ot 2 no 8 °C. He 3amopaxuBats.

Cpox roZHOCTH

1 rox

* Kontpormpyercs B nonydabpuxare (cyObeJMHHIHOM MOHOBAKIIMHE) B IIpoOIecce MPOU3BOACTBA

** Konrtpomupyercs B nonydabpukare (cyObeAMHHYIHOM TpHBAKUMHE) BAaKIMHBI 10 NoOaBlIeHHS

aJBIOBAHTA

**% KoHTpONUpYIOTCSL MEpBBIE 3 CepHM Ipenapara IPH 3aMeHe MPOU3BOJCTBEHHOTO INTaMMa Ha

IIPOU3BOACTBE C IIPEAOCTABIEHNCM IIPOTOKOJIOB KOHTPOJIAA NOCTAHOBKH Ha IIPOU3BOJACTRBO.

3akJ/o4YeHue:

IIpenapar COBUI'PUIIIT® Bakuuna rpummosHas MHAKTHBUPOBAHHAS CyOBETMHHYHAS, PACTBOD IS
BHYTPHMBIIIEYHOTO BBE/ICHHS 0,5 mMn/mo3a, Ge3 KoHcepBaHTa, IIpHIE! B ymakoBke Ne 10, cepwus

OSOSZ%OOTB(%TCT@ET tpebosanwsiM HJI JITI-Ne (007255) - (PT'-RU) ot 06.03.2026.
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