Beinucka
U3 PEECTPa pa3pelleHu i Ha BBOJ B IPaXJITaHCKUIl 060pOT
Ka)KJION CepHH WIIN KaXKI0H MapTHH IPOM3BEIEHHOTO
B Poccuiickoit denepannn mwin BBo3umoro B Poccuiickyio Deneparinto
MMMYHOOHOJIOTHYECKOT0 JIEKapCTBEHHOTO MpenapaTa

1o coctostHuro Ha 14.10.2026 14 4. 13 MuH.
(nara, Bpemst)

Perucrpaunonnslii Homep paspemenus P006-00110-77/07455708.

Hara Beitaun paspemenus 14.10.2026 .

[TosHoe 1 cokpaleHHOe (P HAIMYKMHN) HAMMEHOBAHKE 3asBUTEIs

OO1IEeCTBO ¢ OrpaHUYEHHOI OTBETCTBEHHOCTEIO "POPT": 000 "®OPT".

AJlpec B mpeesiax MecTa HaXOKICHHS 3asiBUTEIIS 390540, Poccus, Pa3anckas
00J1aCTh, M.0. Pa3anckuii, 1. SInTyHOBO, Tep. hapMaLeBTHYECKOrO KOMITEKCA.,
crp. 1A.

WnentuukamoHHbIil HOMEp HAJIOrOMIATENbIUKA 3asgBUTENs 6234028965 .
Jlata rocy1apcTBeHHOMN perucTpalu Wik perucTpalii HMMYHOOHOIOIHYECKOro
JiekapcTBeHHOro npemnapara 20.08.2024.

Perucrpaiuonuplii HoMep HMMYHOOHOIIOTHYECKOTO IEKAPCTBEHHOTO nperapara
JII1-Ne(006626)-(PI"-RU).

Toprosoe HauMeHOBaHNE HMMYHOOHOJIOTMYECKOTO JIEKAPCTBEHHOTO npemnapara
Yabrpukc® Kpajpn Bakiyua rpunmo3Has yeTbipexBaneHTHAS MHAKTUBHPOBAHHAS
pacuierieHHasl.

MesxtyHapoIHOE HeNaTeHTOBAHHOE, UJTH IPYIIUPOBOYHOE, WIH XHMHUYECKOE
HaMMEHOBAHUE UMMYHOOHOJIOTHYECKOr0 ISKApCTBEHHOTO Mpenapata Bakimna
U1 IPOGUIAKTUKY TPUIINA [MHAKTUBUPOBAHHAsL].

dopma BbIITycKa KMMYHOOHONOIHYECKOro JIEKAPCTBEHHOTO Mperapara

(¢ ykazaHHeM JIeKapCTBEHHOIT OPMBI, IO3UPOBKH, BH/A YIIAKOBKU M KOTHYCCTBA
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NPOPHUIAKTUIYCCKHUX VYPEKICHHIA.
Homep cepum uu mapTun mMMyHOOGHOIOTHUYECKOTO JIeKap!
160926.

HaunmenoBanue u cTpaHa nponu3BoaUTEN S UMMYHOGHOJIOT
JIEKapCTBEHHOTO MpenapaTa, OCyIECTBIISIOMIETO BbITYCKAO
KauecTBa
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OOIIECTBO ¢ OrpaHNYEHHOM OTBETCTBEHHOCTRIO "POPT" (000 "OOPT"),
Poccus.

HaumeHoBaHuA 1 CTpaHBI NPOU3BOAKTENEN KMMYHOOUOIOTHYECKOrO
JIEKApCTBEHHOTO Mpernapara, OCyECTBIAIOMIUX CTa U MPor3BoicTBa OOIIecTBO
C OrpaHMYEHHOU OTBETCTBEHHOCTHIO "DOPT" (OO0 "®OPT") [[Ipou3BoauTeNhb
(rotoBoii JID)], Poccusi;

OOI11eCTBO ¢ OrpaHUYECHHO# OTBETCTBEHHOCTHIO "®OPT" (000 "OOPT")
[Ynakosmuk/bacoBuuk (B nepsrynyio ynakoBky)], Poccus:

OO0wIeCTBO ¢ OrpaHUYEHHON OTBETCTBEHHOCTHIO "DOPT" (000 "OOPT")
[YnakoBunk/dhacoBimuk (BTOpHUHAs/ TPETHYHAS ynakoBka)], Poccus.

OOBem cepur WM MapTHH HMMYHOGHOIOTHYECKOTO JIeKApCTBEHHOIO npenapara
53742.

(KOJTMYECTBO YMAaKOBOK)

CpoK roHOCTH (rofIeH J10) MMMYHOOHOIOTMYECKOTO JIGKApCTBEHHOTO npernapara
09.2027.

Paspemnenue BbIIaHO HA OCHOBAHMU 3aKJTIOUYCHUS
Hcnerraresnsroii naboparopun Kpachospekoro dumnana ®IBY
"MUMIDYAOCMIT" PocsnpaBHanzopa

(HanmeHOBaHUe (eaepanbHOro rocy1apCTBEHHOTO OO KETHOTO YUpPEKICHHS)

ot 13.10.2026 Ne 900/1K1-05/26.

(nara) (Homep)
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JOKYMEHT TIOTINCAH
DJIEKTPOHHOMU TMOAITHUCHIO

Ceprudurar 0EFO3CEF1F4E72029AD243F0C2179A41
Branenen [apxomenxo Jyutpuii Beesoaozosny
Hetersurenen ¢ 10.06.2026 o 03.09.2027




POPT=

Juuensus Ne J1012-00102-77/00010477
ot 16 anpens 2026 rozna

Poccus, 390540, Pasanckas o0,
MynuunnaneHeii okpyr Pasanckuii,

I SlrryHoBo, Tep. apMaueBTHUECKOro
KOMIUIEKCa, cTp. 1K

ITACITIOPT Ne 016 YKIII/26

HaumenoBanne npoxykuun

Yastpukce® Ksaapu Bakinna TPHIIIO3HAS
YCTHIPEXBAICHTHAS HHAKTHBHMPOBAHHAs PacCHICTICHHAS,
PacTBOp Uil BHYTPHUMBbILUEYHOT 0 BBeAeHus 0.5 Mu/no3a.
WIIPHILLL B yriakoBke No 10

Homep cepun 160926
/laTta npousBoacrea 09.2026
Iogen o 09.2027

KoanyecTBo eaqunun rorosoii
NPOJAYKUHH B CEPHH

53 742 ynakoBku

IlpousBoaures

000 «DOPT», Poccus

Perncrpauuomme YAOCTOBEpEHHC

JIT1-Ne(006626)-(PT"-RU) ot 20.08.2024

HcenbiTanus HPOBE/IE€HbI 110

HJTJIT1-Ne(006626)-(PT-RU) ot 20.08.2024.

PE3YJIbTATHI AHAJIM3A

HaumenoBanue

TpeboBauus vopmaTusHoii

Pe3yabTaTel HenbIrTanmii

[oKaszarTeJig AOKYMECHTAHH
becuBeTHas wiu ciierka skentosaras
becusetnas cnabo onanecumpyrouas
Onucanue npo3paydHas AKHAKOCTh, BOIMOKHO Sy ¢
HajiHuue c1aboil onanecueHuHH
Kak/1btit noATHn u TMN aHTHreHa
J0JbKeH 00pa30BbIBATL YCTKHE KOJIbLA
Hnentudukaums NPEeUMIUTALMH NTPH B3aUMO/IEHCTBHH [TonTBepxaaercs
€O cneundUUecKoii ChIBOPOTKOI B
arapo3HoOM rejie
JlonskeH BblAEpHKHBATH CpaBHEHHUE C Boiaepxusaer cpastenue ¢ atanoHom
[Tpospaunocts
JranoHom 11 I
Disersmets HuTeHcHBHOCTSL OKpacku pacTBOpa He HuTeHcHBHOCTD OKpacku pacTBopa

J0/KHA ObITh Gonee yTanona Ys

MeHee sTanona Ys

Mexanuueckue

H3 80 obpasuos otobpannoii npobu He

Gosiee 2 MOTYT HMETh MEXaHHYECKHE CootBetcrayer
BKJIFOUEHHS
BKITHOHCHHSA
pH 017,010 7,6 7.4

W3snekaembiit 00bEM

He menee Homunansnoro (0,5 ma)

Cootsercrayer

benok

He Goniee 360 mkr/noza

CrepHibHOCTD

Jlonmxen GpiTh cTepunen

;fluuuuoubuuu
\l.\ HII““U,IHI nheengg

bakrepuanbHbie

ROMUa g,

He Gonee 100 ED/no3a 0,03 2/ nosaNutionay
IHAOTOKCHHBI Mmunohiolgeie
AHoMmanbHas om
Homken ObITh HETOKCHYEH Hero :
TOKCHYHOCThH
Cneunduueckas He nomxen conepxats skuBOro Bupyca besonacen, He coep:

HeszonacHocThb

rpumnna

sy
BUpYCa rpunita

Cmp. 1u33




HaunmenoBanue
noKa3are/s

TpeboBanus nopmaTusHoii
JAOKYMEHTAUHH

PesyiabraTel uenbiTanmii

Creunduueckas
AKTHBHOCTb

I no3a (0,5 ma) nomxua coneprars
FeMArrilOTHHHH BUPYCOB IpHITNa
NOJATHIIOB A ¥ THIOB B:
A/(HINT) = (15,0+2.0) mxr
/(H3N2) - (15,0+2.0) mkr
B/(Victoria lineage) — (15,0+2.0) mkr
B/(Yamagata lineage) — (1 5,0£2.0) mkr

A/(HINT) —15,8 mkr
A/(H3N2) - 15,7 mkr
B/(Victoria lineage) — 15,9 mkr
B/(Yamagata lineage) — 14,2 mkr

OxrokcuHon-10

He Gonee 300 mkr/ma

200,0 mkr/ma

[TonucopGar 80

He 6onee 500 Mr/mn

484.,0 Mxr/mn

OsanbOymun

He Oonee 1 mkr/nosa

0,05 mkr/no3a

HmmyHorennocTs*

ﬂOJ'l)KCH ObITh UM MVYHOI'CHCH

Mmmynorenen

PeaktorenHocts*

Jomxen GbiTh apeakToreHeH win cabo
peakTorexen

Cnabo peakrorenen

IMpouzrosacreenubie
LITAMMbI

JIOMAKHBI COOTBETCTBOBATD 110
AHTHUICHHOH CTPYKTYpe TaMmam
BUPYCA IPHITA THNA A (MOATHIIbI
A/(HINT) u A/(H3N2)) u Tuna B

(mHum Victoria lineage u Yamagata

lineage), pekomennoBanubim BO3 na

TEKYLIHH STHAEMHUYECKHIT Ce30H s
CesepHoro nonyiapus

Cootsercrayer

VYnakogka

[0 0,5 ma (1 n03a) B winpuuax 13
CTEKJI1A C BMNAAHHON HITIOH C 3aLUHTHBIM
KOJIMa4yKoM.

Ha kaxabii wnpuy Hakneusaior
ITHKETKH U3 OYMATH HITH TUIGHKH
camornesiercs. O6bem npenapara B
LAPHLE, COOTBETCTBYIOWMIA Y2 103bI,
OTMEYEH PHCKOH/METKOM, HAHECeHHOH

Ha KOPIyC WNPHLA, UITH METKOM,
HAHECEHHOH Ha KpaM ITHKETKH.
[lo 1 wnpuuy B koHTYpHOIT AueiikoBoii
YHNAKOBKE, MOKPLITOH hostbroi
AMIOMHUHHEBON UK Oymaroi, wiu
MJICHKOH [MOTHMEPHOA.
[To 10 kOHTYpHBIX suelikoBbIX
YNAaKOBOK B [@4Ke U3 KaPTOHA BMECTE C
JIMCTOM-BKJI1A/1bILLIEM.

[To 0,5 ma (1 103a) B winpuuax 13
CTEKJIa C BNAsSHHON MIII0H C 3aLHTHBIM
KOJIMa4uKoM.

Ha kaxapiit winpuu Hakneena
STHKETKA M3 TUIEHKH caMOKJleseHcs.
O6wem npenapara B wimpwue,
COOTBETCTBYIOUIHI /2 103b1, OTMEUEH
PHCKOH, HAHECEHHOMN Ha KOpMyc
LWnpHLLa.

o I wnpuiy B KoHTYpHOIT s4eiikoBoii

YNAKOBKe, MOKPLITOH MIEHKOM
NOJIMMEPHOH

[To 10 KOHTYpHBIX sueliKOBBIX

YNEKOBOK B MayKe U3 KapTOHA BMECTE ¢

JIHCTOM-BKJIAJbILIEM.

Cooteercrayer

Mapkuposka

llepeuunan ynaxosxa. Ha strkerke
LUIIPHLA YKA3BIBAIOT: COKpAILEHHOE
TOProBOe HAMMEHOBAHWE Nperiapara
(Yavrpukc® Ksaapu), 103uposky,
KOJIHYECTBO /103, MyThb BBeAeHUS (B/M),
HoMep cepuu (LHppoBoe
0003HaueHHE), 1aTy HCTEUEHHS CPOKa
roauoctH: «l'oaen no». DTuketka
LUMPHLA MOXKET ObITh C METKOH,
cooTseTcTBYIOWEN 2 103bl (0,25 ma),

win 0e3 MeTKH.

lepeuunas ynaxoerka. Ha ytvkerke
LUMPHLA YKA3aHO! COKpaLEHHOe
TOProBOE HAMMEHOBAHME lIpenapara
(Yabrpuke® Ksaapu), no3uposka,
KOJIHYECTBO 103, MYThk BBEACHUS (B/M),
HOMEp CepHH (_m
0003HaueHHe), naTadc

HPOBOE:

HOXO /D QTR
2ot Y1000, 101 pengg
93 MCTRM g,
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Haumenosanne Tpebosaunsi HopmaTHBHOI .
o Pesyabrarel Henbiranmii
NoKazare/s JAORYMCHTAIHH
Bmopuunas ynaxoera. Ha nauke
Bmopuunas ynakoexa. Ha nauke
| yKa3aHo:
YKa3bIBafOT: ’ .
i -COKpaLEHHOE HAMMEHOBAHHE
-COKpaLUEHHOE HAMMECHOBAHHE
AepiKartens perucTpalMoOHHOrO
JIEPIKATENS PErUCTPALIHOHHOIO .
yaocrosepenus/ npoussoaurens (OO0
yaoctosepenus/ npoussoaurens (000 | - ;
* «DOPT»);
«DOPT»); o ,
" / -IOPHIAMHECKHH aapec/ ajgpec mecta
-IOPHAMYECKHIT aapec/ aapec MecTa
Npou3BoACTBa, Tenedo, dakc,
MpOoM3BOACTBA, TenedoH, dakc, noroTHn 000 «DOPTy:
¢ 3
aorotuint OO0 «DOPTy;
-TOProBOEC HAMMEHOBAHHE fIpenapara;
-TOProBO€ HAWMCHOBAHHE Mpenapara;
-FPYTNIHPOBOUHOE HAHMEHOBAHHE
-rPYNIHPOBOYHOE HAUMEHOBaHHE
rpenapara;
npenapara;
-nekapeTseHHas Gopma;
-/leKapcTBeHHYy0 hopmy;
-HHpOpMALIUS O COCTaBE;
-HHPOPMALIMIO O COCTABE;
_ -nosuposka (0,5 mi/no3a);
-n103upoBky (0,5 ma/nosa);
-KOJIHYECTBO LINPHLEB, COEPIKALIMX
-KOJIHYECTBO LWIMPHLIER, COMEPIKAIIINX _ _ i ;
. : no 1 103e Kaxblit, B nauke;
no | no3e Kawm/biid, B nauke;
-HOMEp CepuH;
-HOMEp CepHH;
-/1aTa Mpou3BOACTBA;
-J1aTy MPOM3BOACTBA;
-/laTa HCTEYEHHS CPOKA TOAHOCTH:
1Ty HCTEYEHUS CPOKA FOAHOCTH:
Mapkuposka ; «lonen nox;

«lonen no»;

-cnoco® npumenenus: «Crniocod
APHMEHEHHS: CM. HHCTPYKLMIO 110
MEHUMHCKOMY MPUMEHEHHIO (JTHCTOK-
BKNAAbIL }»;

-YCIIOBHS OTIIYCKa;

-YCNOBHS XPaHEHHS;

-WITPUX-KOJL;

-YKa3aHHe 3MHAEMHYECKOr0 Ce30Ha,
UL KOTOPOro npejHa3HaueH
JIeKapCTBEHHbIIT npenapar;
~MPEYNPEAUTENbHBIE HAAMHUCH!
«CrepuiibHO», « BaKLHHHBIC WUTAMMBI
KYJbTHUBHPOBAaHBI Ha KYPHHBIX
amOpronaxy, «XpaHuTs B
HE/IOCTYIHOM JUls jeTeid mectey, «He
COIAEPKHT KOHCEPBAHTAY.

Ha nauky moryT Hanocurcs cpeacrea
HIACHTH(HKALIMH H TPOU3BOACTBEHHBIC
KOJIbL.

-cnocod npumenenns: «Crnocod
[IPHMEHEHHA: CM. HHCTPYKLIHIO MO
METMLIMHCKOMY MPUMEHEHHIO (THCTOK-
BKJIQAbILL )%,

-YC/IOBHS OTIYCKa;

~YCJOBHUS XPaHCHUS,

~LWITPUX-KO;

-YKa3aHHE SMHAEMHYECKOrO Ce30Ha,
U1 KOTOPOT'O MpeAHasHaueH
JIEKapCTBEHHBII Npenapar;
-MPeAYTPEAHTENbHBIC HAAMUCH:
«Crepunbioy, «BakuMHHBIE [ITAMMbI
KYTbTHBHPOBAHbI HA KYPHHBIX
MOpuoHax», «XpaHuTh B
HE0CTYNHOM JUls ieTel mectey, «He
COAEPKHUT KOHCEPBaHTaY.

Ha nauky naHecens! cpesicTa
HICHTH(HKALIMHA.

Cootsetcrayer

Ycnosust XpaHeHus

[Tpu Temnepatype or 2 10 8 °C. He samopaskusars

CpoK roaHocTH

1 ron

* Konrponnpyiores npoussomutesiem. Kontponupyiores tpu MEPBBLIX CEPHH NPH CMEHE
MPOK3BOACTBEHHOIO LITAMMA
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