Beinucka
U3 peecTpa paspelleHril Ha BBOJ B IpakJaHCKHii 000poT
KayKJ0M CEprM MM KaXKJI0¥ MapTHH MPOU3BEJEHHOTO
B Poccuiickoii ®enepauuu umy BBo3uMoro B Poccuiickyro denepariuio
MMMYHOOHOIOrHYECKOro JISKapCTBEHHOTO penapara

o coctostamio Ha 21.09.2026 09 4. 25 mum.
(nata, Bpems)

Peructpaunonnsiii Homep pasperienust P006-00110-77/06955847.
Jarta Beinaun paspemerns 21.09.2026

ITosiHoe U cokpalieHHoe (MPU HAJIMYMK ) HAUMEHOBAHHE 3asIBUTEIS
OO011ecTBO ¢ OrpaHMYEHHON OTBETCTBEHHOCTHIO "®OPT": 000 "®OPT".

AJipec B ipezienax MecTa HaxoxaeHus 3asasutens 390540, Poccust, Psizanckast
00J1aCTh, M.0. Pi3aHcKuil, 1. SITTYHOBO, Tep. (apMalleBTHUECKOr0 KOMILIEKCA,
crp. 1A.

MneHTudukalmoHHbI HOMEp HAJIOroIIaTe bIIMKa 3asBUTeNs 6234028965,
Jlata rocy1apcTBeHHOM perucTpalny Wik perucTpaLiu UMMYHOOHOIOTHYECKOTO
JICKapCTBEHHOT O npenapara 15.10.2024.

PerucrpaiuonHnslii HOMep UMMYHOOHOIIOIHYECKOTO JIEKAPCTBEHHOTO npernapara
JITI-Ne(007255)-(PI"’-RU).

ToproBoe HanMeHOBaHHE UMMYHOOHOIOTHYECKOTO JIEKAPCTBEHHOTO npenapara
COBUI'PUIIIT® BakuuHa rpuino3Has MHAKTHBHPOBAHHAS CYOBEIMHUYHAS.
MextyHapoiHOe HemaTeHTOBAHHOE, WJIH TPYIIUPOBOYHOE, WITH XUMUYECKOE
HaMMEHOBAaHNE MMMYHOOHOJIOTHYECKOr0 JISKAPCTBEHHOTO MpenapaTa BakuuHa
U1 1poMIIAKTUKH TPUIIA [MHAKTUBUPOBAHHAS |.

®opma BeIIlyCKa UMMYHOOHOIOTHYECKOTO JIEKAPCTBEHHOTO npenapaTa

(¢ ykazaHueM JieKapcTBEHHOI (OpPMbI, JO3UPOBKH, BUJIA yIia 3 "quecma
B YIIaKOBKE) PACTBOP Ul BHYTPUMBIIIEYHOTO BBeaeHUs ()4 ijfff(lpn\qsa)
mnpunkl (10 mT.) - MaYKH KAPTOHHBIE - JUTS JIe4eOHO- Hp'(ﬁﬁ(\é‘ll‘gfﬂﬁé K
YUPEKJIEHUI. ~ i)
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KayecTBa OOIIECTBO ¢ OrPAHUYECHHON OTBETCTBEHHOCTHIO "DOPT"

(000 "®OPT"), Poccusl.
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HanmMeHoBaHuUA U CTpaHbl HpOHf}BOI[I’ITGHCﬁ I’IMM}’HOﬁI/IOHOFI/I‘{CCKOFO
JIEKapCTBEHHOIO Mpenapara, OCyIECTBIIAIIUX CTAAUU TPOU3BOICTBA
OO11ecTBO ¢ OrpaHUYEeHHOM 0TBETCTBEHHOCTEIO "MOPT" (000 "®OPT")
[IIpousBoautens (roropoii JID)], Poccusi;

OO011eCTBO ¢ OrpaHUYCHHON OTBETCTBEHHOCTHIO "MOPT" (000 "®OPT")
[YnakoBimuk/dacoBiuk (B nepBuyHyio ynakoBky)], Poccust:

OO11eCcTBO ¢ OrpaHUYEHHOI OTBETCTBEHHOCTEIO "POPT" (000 "®OPT")
[Ynakosuwk/dacoBumk (BropuuHas/TpeTudHas ymakoska)l, Poccus.

OObeM cepuu Uil MAPTUKM UMMYHOOHOJIOTHYECKOT0 JIEKAPCTBEHHOTO TIpenapara
32872.

(KOJTMYECTBO yMaKOBOK)

CpoK roHOCTH (rO/IEH 10) KMMYHOOHOIOrHYECKOT0 JIEKAPCTBEHHOTO MpenapaTa
08.2027.

Paspelienue BbIIaHO Ha OCHOBAHHMHU 3aKJIFOYEHUs
HcnerratensHoit naboparopun Kpachosipckoro ¢punuana ®I'BY
"UMIIDYAOCMIT" Poc3npaBHaazopa

(HanmeHOBaHuUe (eaepanbHOro rocyAapCTBEHHOTO OH0KETHOTO YUPEsk ICHHUS )

ot 18.09.2026 Ne 824 JIK1-05/26.
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WIEKTPOHHOM OJITHUCHIO
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Branenen Iapxomenko Imutpuii Beesoaozosuu
Heticrurenen ¢ 10.06.2026 110 03.09.2027




POPT=

Junensus Ne JI012-00102-77/00010477

MynunnnansHeit okpyr Pasanckuit,
1. SIntyHOBO, TEp. hapMaileBTHYECKOTO

ot 16 anpens 2026 roga
Poccus, 390540, Pasanckas o6,

KOMILIEKCa, CTp. 1K

IACIIOPT Ne 012-CBIII/26

Haunmenosanue NPOAYKIHH

COBHTI'PHUIII® BakunHa rpuimno3sas HHaKTHBHPOBAHHAS
cyObeuHHYIHAS, PACTBOP JUIS BHYTPHUMBIIIEYHOTO BBEICHHS
0,5 mn/mo3a, 6e3 KOHCepBaHTa, NIIPUIE! B yiiakoBke Ne 10

Homep cepuu 120826
JlaTa npousBoacTBa 08.2026
Togen mo 08.2027
KosmgecTBo equuuil rorosoii 33872 yuagoses

NPOAYKIHH B CEPUH

IlpousBoaures

000 «DOPT», Poccus

PerucTpanuoHHoe yA0CTOBEpeH e

JITI-Ne(007255)-(PL-RU)

ot 15.10.2024

HenbiTanus HNPOBEACHBI MO

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

PE3YJIBTATBI AHAJIU3A
HaumenoBaunne TpedoBanus HOpMATHBHOI -
PesyabTaTel uenerranmii
oKa3aTeJs JAOKYMEHTAUUH

BecuperHas wiu crierka xxenrosaras

Onucanne npo3payHas uiu ciaGo becusetHas npospaynas xuIKOCTE
ONAJIECLMPYIOLLAS KUKOCTh
Kaxncaptit moatvn u tamn anturena
JOJKEH HEHTPaTU30BaTECH

[MopnuHHOCTH FOMONOTHYHOM CBIBOPOTKOH. THTp ¢
[emarmmoTiH|H BUpyca K&)KA0H reTepoNoruuHoi [Moareeprxmaercs
rpurnmna* ChIBOPOTKOM JOMKEH OBITh HHKE

TUTPa C FOMONOIHYHOH ChIBOPOTKOM

HE MeHee, uem B 4 pasa
IMoanuunocTs
Cononumep 2-metun-5-
BUHMJINUPUANHA W N-BUHHII-
MHPPONKAOHA (aIBIORAHT)
- 3BEHbS 2-METHII-5- O6pasosanue xentoro
BHHUINHPUIHHA TBOPOXKHCTOrO 0CAIKa ITonTeepknaetes
- 3B€HbA N-BHHMII- O6pazoBaHue KpacHO-KOPHUHEBOTO
MHPPOIKIOHA ocasika IToareepsxaaercs
— Homsken BbIIEP/KHBATE CpaBHEHHE ¢ | Bbiaepiupaet opiit {CHIG CBEATTOHOM
stanorom 11
. He nomien npessimiats cTenens He npes

LiBeTHocTh

OKPAaCKH 3TaJIOHA CPaBHEHUS Ys

MexaHHuecKue BKITFOUYSHUS

Bunumeie Mexauuueckie
BKJIFOUCHUS IOMAKHBI
COOTBETCTBOBATL TPeGOBAHUAM

Naomart
Immunobiological
) .
BETCY <
Joint 8toe
Compay

pH 0r7,0107,6
Benmox** He 6onee 120 mxr/mn 106 Mkr/mi
HUzsnekaeMblit 06BbEM He meHee HomuuansHoro (0,5 M) CooTBetcTByeT

CrepuiibHOCTD

Honiken 6bITH CTepUABHBIM

CrepunbHbiit

Crp. 1uz 4



HaumenoBanue

Tpetosanus HOpMATHBHOH

PesyabraTe! uenbiranuii

MOKAa3aTeIst JOKYMEHTAlHU
baktepuanbHbie
P He Gonee 100 ED/nosa 0,06 E9/nosa
9H/IOTOKCHHBI
AHOMaJIbHAST TOKCHYHOCTD JomxkeH OBITE HETOKCHYHBIM HeTtoxcuunbrii

Crnieundudeckast
6e30MacHOCTh

He nomken coaepxars >KUBOro
BHUpYCa IpHIIa

be3onacen, He CONEPIKUT JKUBOTO
BHMpyca Ipumna

Crnewuduyeckas
aKTUBHOCTH**

JomieH coepkathb
remMarrjiioTHHHHBL BUPYyCa PHIINa
noatunos A (HIN1) u
A (H3N2) ot 4,0 no 6,0 mxr/mosa u
reMarriioTUHUH BUpYCa FPHIIA
tuna B ot 9,0 no 13,0 mMkr/no3a

A/(HINT1) 5,8 mr/0,5 mn
A/(H3N2) — 5,8 Mkr/0,5 mn
B/(Victoria) — 11,4 mkr/0,5 mi

Cononumep 2-meTuin-5-

BUHWINMpUAHHA U N- Ot 0,8 no 1,2 mr/mn 1,1 mr/Mn

BUHWINHPPONHIOHA

HMmMmyHorenHoctp*** JomxkeH 6bITb UMMYHOIEHHBIM HMmMyHoreHeH
i OJKeH ObITh apeaKTOrEHHBIM HIIH

Peaktorennocts*** A = A Cnabo peakToreHeH

cnado peaKTOreHHbIM
OpansOymun He Gonee 0,1 Mxr/mn 0,02 Mxr/mn
Tetpageuuntpu

METUIaMMOHHMS BpoMug
(TOTAB)

He 6onee 10 mxr/mn

Memnee 2 Mir/mi

[MTonucopbar -80**

He 6onee 100 Mxr/mi

Menee 100 mxr/mn

IIpouszpoacTBeHHBIE
LITAMMBI

JlO/KHBI COOTBETCTBOBATE [10
aHTUIEHHOH CTPYKType LiTaMMaM
BUpYCa MpHUMNMNa THNA A, MMOJTHUIIOB

(HINT1), (H3N2) u tvna B,
pekoMengosanHeiM BO3 Ha
TEKYIUMHA 3MUIEMHUYECKUM CE30H 11s
CepepHoro nonyuiapws

CootBeTcTBYeT

VnakoBka

ITo 0,5mn (1103a) BAKUWHEI B
LUMPHLBI OJHOKPATHOrO
MPUMEHEHHSI C PUCKOW/METKOM Ha
Kopnyce (COOTBETCTRYIOLIEH Y5
J103bl), CO CTANBHOM U0 U
3aLLMTHBIM KOJINAYKOM.

Ha xaskaplii unpuu HakjIeuBaoT
ITHKETKY CAaMOKJIEALIYIOCS WM
ITUKETKY U3 IUIEHKH
CaMOKJIESALIENCs U3 MONMITPOIHIIEHA.
[To 1 wnpuLy B KOHTYpHOM
AYESHKOBOU YyNaKOBKE U3 IUICHKH
MOTMBUHHIIXJIIOPUAHON HUITH
HONMUCTUPOIBHOM, TIOKPBITOH
6yMaroii ynakoBo4Ho# ¢
[IOJIMMEPHBIM MOKPBITHEM HITH
Oymaroii, unu camokseseiics
Oymaroi, umm 6ymaroii ¢
TEPMONIAKOM, WU GONBrou
allFOMUHUEBOM, WK TUICHKOM
nonuMepHoi. [To 10 koHTYpHBIX
AYEHKOBBIX YTIAKOBOK C JIHCTOM-
BKJIQJIbIIEM B MAYKE KaPTOHHOH.

ITo 0,5 mn (1 no3a) BakiuHEL B
LITPHLIBI OOHOKPATHOTO MPUMEHEHHSI
C PHCKOW/METKOM Ha KOpITyce
(cooTtBetcTByIOLIEH Y4 1036I), CO
CTabHON ULTION U 3aLIMTHBIM
KonnaykoM. Beimyck B wnpuuax (6e3
KOHuepBaH'la)

P Of

Ha kaxxgpiii u,thpwa
3THKETKA U3 rmgmg
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[To 10 KOHTYPHBIX TUESHKOBBIX
YMaKOBOK BMECTE C JIMCTOM-
BKJIAJBILIEM B INayKe KapTOHHOﬁ

CootpeTcTBYET
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HaumeHoBaHue TpeboBanusa HOpMaTHBHOI N
Pei!lebTaTbl HCIIbITAHHHU
MoKasareJis JOKYMEHTaluu

1) Ilepsuunan ynaxosxa. _

Ha sTHKeTKe UIpHIa yKa3eIBAKOT: 1) Ilepsuunas ynarosxa.
COKpalIEHHOE TOProBoe Ha sTuxerke mmpuia ykasaHo:

HauMEeHOBaHHUe Ipemnapara 6e3 COKpAII[EHHOE TOProBoe
npeXynpeauTe/IbHON MapKUpoBky ® | HaWMEeHOBaHUe npenapara 6e3
(COBUI'PUIIIT), komu4ecTBO NpeIynpefUTeIbHOR MapKHUPOBKH ®
JIEKAPCTBEHHOTO Nperapara B (COBUI'PUIIII), konu4ecTBO
wrnpuie (06seM B MUUTHIIUTPAX - JIEKapCTBEHHOTO IIpernapara B
0,5 mn, konuyecTBo 103 - | H03a), mnpuie (06seM B MULTHIHTPaX - 0,5
IyTh BBEICHHS (B/M), HOMEpP CEPHH B | MJI, KOJIHYECTBO 03 - 1 103a), myTsh
BHJIe TMPPOBOro 0003HAYESHHS, JaTy | BBEACHHS (B/M), HOMEpP CEPUH B BHIE
HCTEYSHHUS CPOK TOAHOCTH. uucpoBoro ob03HAUEHHS, JaTa
Jis npenapata 6e3 koHCepBaHTa HCTEUYESHHUS CPOK FOJHOCTH.
yka3piBaroT «BE3 IpemynpenurensHas Haamuce: «BE3
KOHCEPBAHTA». KOHCEPBAHTAW.

2) Bmopuunas ynarkoska. 2) Bmopuunas ynarkosxa.
Ha nauke kopoOKH yKa3bIRAIOT: Ha nauxe kopobku ykasaHo:

- TOProBOE HAaUMEHOBAHHUE -TOProBO¢ HAaHMEHOBAHHUE Iperapara
npenapara ¢ npeaynpeauTeabHOH C MpeAYTIPEAUTENEHONH MAPKUPOBKOM
Mapkuposkoit ® (COBUI PUIIIT® ® (COBUI'PUIII® Bakiuna
Bakiyna rpunmnossas TPHIIIO3HAS HHAKTUBHPOBAHHASL
HHAaKTHBUPOBAHHAS cyOBeIUHHYHAL);
cyObenuHUYHAs); - ofwenpuHsTOe (rPYyIIHPOBOYHOE)
- o6menpuHATOe (rPyMIIMPOBOYHOE) | HauMeHoBaHue (BakiiHa L
HauMmeHoBaHue (Baxiyna ms NpodUIaKTUKH IPHILIA
npoduIaKTHKH rpUmma [uHakTHBHpOBaHHAsN]);
[vHakTUBHpOBaHHAs)); - COKpaIlleHHOE HaUMEHOBaHHE

MapxupoBka

- COKpallleHHO® HaMMEeHOBaHHE
JiepsKaTeNs perucTpaHoOHHOTO
yaoctoBepenus (AO «HITIO
«MHKpOTeH») U €ro TOBapHBIH 3HaK;
- COKpalleHHOe HAaUMEHOBAHHE
NPOM3BOJMTEITS JIEKAPCTBEHHOTO
npenapata OO0 «DOPTy;

- ajpec U Tened)oH nepiKaTess
PErHCTPALMOHHOTO YAOCTOBEPEHHST,
- afpec H TenedOH MPOU3BOTUTENS;
- IEKapCTBEHHYIO (hopMy (pacTBop
JULA BHYTPUMBIIISYHOTO BBE/ICHHS);
- KOJIMYECTBO JISKAPCTBEHHOTO
Ipenapara B ynakoBke: 10 mmpures
o 0,5 mi (1 mo3a);

- uH(OpMAaIHIO O cocTaBe
JIEKapCTBEHHOTO penapara;

- HOMep CepHH B BHUAE LUPPOBOro
0003HaYEHHUS;

- AaTy NPOHU3BOJCTRA;

- laTy UCTEYEHHS CPOKa TOTHOCTH;

- YCIIOBUS XpaHeHUs «XPaHUTh MPU
TeMmepatype ot 2 1o 8 °Cy», «He
3aMOpasKUBATEY;

- YCJIOBUS OTITYCKa;

JepiKaTeNs periHCTpallHOHHOTO
ynoctoBepenus (AO «HIIO
«MHUKpOreH») ¥ ero TOBapHEIA 3HAK; -
COKpAIIeHHOE HAWMEHOBAHHE
[POM3BOJUTEILS JISKaPCTBEHHOTO
npernapata OO0 «@OPTy;

- azipec U TeneoH AepiKaTelis
PETHCTPAIIHOHHOTO YOCTOBEPEHHS;

- ajipec U TeNe)OH IIPOU3BOLHUTEILS;

- nexapcTBeHHas opMa (pacTBOp s
BHYTPHMBILIEYHOIO BBE/ICHH);

- KOJTHYECTBO JICKapCTBEHHOTO
npenapara B ynakoske: 10 mmpuues
no 0,5 mi (1 moza);

- HH(OpMaLHs O COCTaBe

JIeKapCTBEHHOI O np%gapg
- HOMep ceppm BEURE
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HaumenoBanHe
oKazareis

Tpebosanua nopMaTUBHOK
JROKYMEHTAIHH

PesyanTaTe! nensrranuit

- IpeIyTIpeAUTENbHBIC HA/IITHCH:
«Ctepunsnoy, « BakunHHbIE
IOTAMMBI KyJbTHBHPOBAHEI Ha
KypuHbIX 3MOpHoHax», «[lepen
IIPUMCHEHHUEM BCTPSIXHBATHY,
«XpaHUTH B HEOCTYTIHOM JUTS
aeteit mecten, «He cogepxut
KOHCEPBAHTa;

- YKa3aHHe Ce30Ha, UL KOTOPOro
npeJHa3HavYeHa BaKI[HHa;

- INTPUX-KOJ;

- cnocol nprmernenus (Crocod
OPUMEHEHUS: CM. MHCTPYKIIMIO 10
MEIHIMHCKOMY IPUMEHEHHIO
(JIMCTOK-BKJTAABII));

- CPEICTBO HACHTHU(HKALIIH.

- IpeXyNpeaUTeNbHBIE HalIIHCH:

«CrepuibHO», «BaKIMHHbIE IITAMMEI

KYTBTHBHPOBAHB! Ha KYPHHBIX

smOpuoHaxy, «[lepex npumeHeHueM

BCTPSIXUBATEY», «XPAHUTE B

HEJOCTYITHOM [UIA eTei MecTte», «He

COAEPKUT KOHCePBAHTAY,

- yKa3zaHHEe Ce30Ha, JUI KOTOPOro

npeaHa3HavyeHa BaKIMHA,;

- IITPHX-KOT;

- cnoco6 npumenenus (Crioco6

OPUMEHEHHUS: CM. HHCTPYKIIHIO IO

MEJULIHHCKOMY MTPUMEHEHHIO

(JTHCTOK-BKUTAMBII));

- CPelCTBO MACHTHHKALIUH.
CooTBeTCTRYET

YcnoBus XpaHeHAs

IIpu Temmeparype ot 2 1o 8 °C. He 3amopaxuBarts.

Cpoxk rogHocTH

1 rog

* KoHTpo eTCA B IO abpukare (cyObeqUHIYHON MOHOBAKIMHE) B IIPOIECCE IPOMU3BOJICTRA
HTPOJHDY! JIy(aop y p p

** Kontpomupyercs B nonydabpukare (cyObeAHHHYHON TPHBAKIMHE) BAKIUHEI 10 N00aBICHHA
TPOIHpPY Ty@aodp Tp

aIbIOBAHTA

*** KoHTpomdpyloTcs neppele 3 CepHM IpelapaTa [pH 3aMeHe IPOM3BOJACTBEHHOrO INTaMMa Ha

MpOU3BOACTBE C IIPEIOCTABIICHUEM IPOTOKOJIOB KOHTPOJIA IIOCTAHOBKY Ha IPOM3BOICTBO.

3akiroueHue:;

ITpenapar COBUTPUIIIT® Bakumna rpunmosHas HHAKTHBHPOBAHHAS CYObeIMHUYHASA, pacTBOp s
BHy'rpuMHmcqnoro BeezeHusa 0,5 MJI/)103a Oe3 KOHCCpBaHTa mmpunel B ymakoBke Ne 10, cepus

otaeB C.A./ « /A » 22 2026 1.
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