Brinucka
M3 peeCTpa pa3pelieHuil Ha BBOJ B IPaXJIaHCKUiT 060pOT
Ka)KJIOU CepHU WIIM KaXKIOH NapTHH MPOM3BEIEHHOIO
B Poccuiickoii Mdenepauny win BBO3uMoro B Poccuiickyro e nepartiuio
MMMYHOOUOJIOTMYECKOr0 JIEKapCTBEHHOTO Mpernapara

no cocrostuuto Ha 14.10.2026 13 4. 57 mum.
(nata, Bpems)

Perucrpaunonnslit Homep paspemenus P006-00110-77/07455142.

Jara Bbiaun paspemenns 14.10.2026

[TonHoe u cokpareHHoe (MpKU HAJIMYMK) HAUMEHOBAHUE 3asiBUTEIIS

OO0111eCTBO ¢ OIrPaHUYEHHOM OTBETCTBEHHOCTHIO "OOPT": OO0 "®OPT".

Anpec B ipefenax Mecta HaxoxaeHus 3asputens 390540, Poccus, Psi3anckas
00J1acTh, M.0. PsizaHckwii, 1. SInTyHOBO, Tep. hapMalieBTHYecKOro KOMILJIEKCa,
crp. 1A.

M nenTuduranmoHHbli HOMEp HalOromIaTeNbIIMKa 3asBuTeis 6234028965 .

Hara rocy napcTBeHHOI perucTpayu uiv perucTparyuun UMMYHOOHOJIOrHYECKOT0
JIeKapcTBeHHOro npenaparta 20.08.2024.

PerucrpaunoHHblit HOMEp HMMYHOOHOJOIUYECKOTO JICKapCTBEHHOIO Mpernapara
JITT-No(006626)-(PI"-RU).

ToproBoe HanMeHOBaHKME HMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO npenapara
Yuetpukc® KBagpu Bakiwna rpunnossas YEThIPEXBAJICHTHASA MHAKTUBHUPOBAHHAS
pacuiejieHHas.

MexyHapoiHoe HemaTeHTOBAHHOE, MIIM IPYHIUPOBOYHOE, WITH XMMHUECKOE
HaMMEHOBaHNE UMMYHOOHOJIOIUYECKOrO JIEKapCTBEHHOTO NpenapaTa BakuuHa
T NpodUIAKTUKK TpUNNA [MHAKTUBUPOBAHHAs].

®opma BbIIlyCKa UMMYHOOHOIOTHYECKOTO JIEKAPCTBEHHOTO npenapara
(¢ yKazaHueM JIeKapCTBEHHOM (pOpPMBI, T03UPOBKH, BUIA YIAKOBKH, ¥ KOJII/I‘I@CTBa
B YIIaKOBKE) PACTBOP JUUIs BHYTPUMBIIIEYHOTO BBexeHus 0. ?MJI/I[O'” : \
0.5 ma (1 go3a) - mmpuie! (10 mT.) - MTAYKKU KAPTOHHBIE - IS
NpodUTAKTUYECKUX YUPEKTCHU I

150926.
HaunmeHnoBaHue u CTpaHa NpOU3BOJUTEIIS I/IMM}/H06I/IO.HOFI/ILICCKO
JICKaApCTBEHHOTO Mperapara, OCYHIECTBIIAOLIETO BBIl'IyCKaIOH.[I/Iﬁ KOHTPOJIb
Kadye€CTBa




2

OO1eCcTBO ¢ OrpaHMYeHHON 0TBETCTBEHHOCTRIO "POPT" (000 "OOPT"),
Poccus.

HanmeHnoBaHus U CTpaHbl NPOM3BOJUTENE UMMYHOOUOTOTHYECKOTO
JIEKapCTBEHHOIO Mpenapata, OCy IECTBIIAIOMIUX CTAIUH TPOU3BOACTBA OOLIeCTBO
C OrpaHUYCHHOU OTBETCTBEHHOCTEIO "POPT" (OO0 "®OPT") [[IpousBoauTesp
(rotoBoii JID)], Poccusi;

OO011eCcTBO ¢ OrpaHUUYEHHOM 0TBETCTBEHHOCTEIO "MOPT" (000 "®OPT")
[YnakoBmuk/dacoBumk (B mepBUYHYIO YIIAKOBKY)]. Poccus;

OO011ecTBO ¢ OrpaHUYEHHOI 0TBETCTBeHHOCTRIO "POPT" (000 "®OPT")
[YnakoBumk/dacoBiiuk (BropuyHas/TpeTuuHas yrnakoska)], Poccust.

OOBem cepuu WM MAPTHN HMMYHOOHOJIOTHYECKOTO JTeKaPCTBEHHOTO npenapara
53984.

(KOJIM4ECTBO YAKOBOK)

Cpox roHoCTH (FOAEH 10) MMMYHOOHOIOTHYECKOTO JIEKAPCTBEHHOTO MpernapaTa
09.2027.

PaspereHue BbIIaHO Ha OCHOBAHHMHU 3aKJIFOUYCHUS
Wcnbirarensroii nabopatopun Kpachosipckoro dpunuana ®I'BY
"MUMIIDYAOCMII" Poc3npaBHaizopa

(HauMeHOBaHHe (e/lepanbHOr0 roCy 1apCTBEHHOTO OIOKETHOTO yUpexKIeHHs )

ot 13.10.2026 Ne 898 1K 1-05/26.

(nara) (HOMep)

(ycunennas KBanmuMUHPOBAHHAS HEKTPOHHAS MOAMUChH YTOIHOMOYEHHOIO JIH SIIES CHYKOBI IO
Han30py B chepe 3ApaBoOOXpaHEHHUA )

JOKYMEHT ITOJINMNCAH
IIEKTPOHHOU MOITUCHIO

Ceprudurar OEFO3CEF1F4E72029AD243F0C2179A41
Branenen Iapxomenxo [Mmutpuii BeeBoaonopuy
Heticrsurenen ¢ 10.06.2026 no 03.09.2027

S J




POPT =

Jluuensns Ne J1012-00102-77/00010477

ot 16 anpenst 2026 roya

Poccus, 390540, Pssanckast 061.,
MyHuUMnIaTBHBIH OKpYT Pszanckuii,

A. SlntynoBo. tep. papmanesTHueckoro
KOMILIEKCa, CTp. 1K

IMACIIOPT Ne 015 YKIII/26

Haumenosanune npoayxuuu

Yaetpuxe® Kaapu Bakuuua rpunmosnas
HETRIPEXBAICHTHAS HHAKTHBMPOBAHHAS PaCIIeILICHHA,

PacTBOp UL BHYTPUMBILIEYHOTO BBeACHUA 0,5 Mi1/103a,
LIMPHIIE! B ynakoske Ne 10

Homep cepun 150926
JaTa npoussoacrea 09.2026
I"open no 09.2027

Kosnuuecrso exuuuni rorosoii
NPOJAYKUHH B CePHH

53 984 ynakosknu

IlponsBoaurens

000 «®OPT», Poccus

Perucrpaunonnoe ynocropepenue

JIII-Ne(006626)-(PT-RU) ot 20.08.2024

HcenbITaHUA NpoBeIeHbI Mo

HJT JITT-Ne(006626)-(PT-RU) ot 20.08.2024.

PE3YJIbTATBI AHAJIN3A
HaunmenoBaunue TpeGoBanus HopmaTusHoii ”
PesyjabTarel Henbiranmii
moKasareJist JOKYMEHTAIHH
BCCuBeTHaﬂ HJTH CJIerka KejitoBaras ~
becusetHas cnabo onanecumpyiowas
Ornucanue Npo3paYvHas KHJAKOCTb, BO3MOXKHO P,
Hanuuue cnaboit onanecueHumMn
Kaskaptit norun u Tvn autirena
J0JKeH 00pa3oBbIBaTh YCTKHE KOMbLia
Hnenrudukarms NPELMITHTALHH MPUH B3aUMOIECHCTBUH [Toxreepkaaercs
CO CrieUH(HUECKOI CHIBOPOTKOIT B
arapo3HoMm rejsne
Homken BbiepKUBATEL CPaBHEHHE C Beiaepxusaet cpasrenme ¢ stanonom
[TpozpaunocTs
stanorom 11 I
) ET— HUurencusrocTs okpacku pacTBopa He HurencusHocTs Okpackm pacTeopa
AoJDKHA ObITh Gostee sTanoHa Ys MeHee dTajsloHa Ys
H3 80 o6pasuos otobpanHoit npobhl He
Mexanuyeckue ox
Oosnee 2 MOryT HMETh MeXaHHYECKHE
BKJIIOUYEHHUS
BKJTHOUYCHUSA
pH Or 7,0 10 7,6
H3rnekaemblii 00béM He menee Homunanshoro (0,5 M)
benok He Sonee 360 mkr/no3a
CrepunbHoCTh Homxken ObiTh cTepunen
bakrepuanbHble
P He Gonee 100 E9/no3a 0,06 E9/no3a
SHAOTOKCHHBI
AHomaiibHas o
Jomken 6bITh HETOKCHUEH Hetokcuunetii
TOKCHYHOCTD
Crieumduyeckas He nomwken conepxars xusoro supyca Besonacen, He comepxut kuBoro
6e3onacHocTh rpunna BUpycCa rpurmmna

Crp. 1 us3




HanmenoBanue
noKaszareJid

TpeGoBanus HopmaTHBHOI
JAOKYMEHTaUHH

Pesyabrarsl nenbrranmii

Cneuudpuueckas
AKTUBHOCTL

| no3a (0,5 M) no/mkHa coaepkarhb
remMarriloTHHUH BUPYCOB PHUIMNa
noarunos A u tunos B:
A/(HINT) - (15,0+2,0) mkr
A/(H3N2) — (15,0£2,0) mkr
B/(Victoria lineage) — (15,042,0) mkr
B/(Yamagata lineage) — (15,0+2,0) mxr

A/(HINT1) -15,7 mkr
A/(H3N2) - 13,6 mkr
B/(Victoria lineage) — 14,6 mMkr
B/(Yamagata lineage) — 13,5 Mkr

OkTtokcuHon-10

PE€aKTOreHeH

He Sonee 300 mxr/mn 205,0 Mkr/mn
[Tonucop6bart 80 He Gonee 500 mkr/mn 378,0 MKr/mn
OBayibOyMHH He 6onee 1 mkr/noza 0,04 mkr/no3za
MmMmyHoreHHocTs* JlomxkeH ObITh UMMYHOTEHEH HUmMmyHorenen
R Jlomken ObITh apeakToreHeH wiu ciabo

Cnabo peakTtoreHen

[TpouszBoacTeeHHbBIE
LUTAMMBbI

JI0JoKHBI COOTBETCTBOBATD MO
AHTUIMEeHHOM CTPYKTYpe LUTaMMaM
BUpYca rpumnmna tuna A (MOATHIIbI
A/(HINT1) u A/(H3N2)) u tuna B

(muuum Victoria lineage 1 Yamagata

lineage), pexomenoantbiM BO3 Ha

TEKYLUHH MUAEMHUYECKUH CE30H s
Cepeproro nosyapus

Coorsercrayer

VnakoBka

[o 0,5 ma (1 no3a) 8 winpuuax uz
CTEKJ14 C BNASHHOMN MIJION C 3aLLUTHBIM
KOJMa4yKoM.

Ha kaxxaplit wnpuu HakieuBatoT
STUKETKH U3 OyMard Uiu rUIeHKu
camokiesuieiica. O0bem npenapara B
LUTIPULE, COOTBETCTBYIOLIMH Y4 1036,
OTMEYEH PUCKOH/METKOM, HAHECEHHOH
Ha KOpMycC LNpPHLA, HIIH METKOH,
HAHECEHHOH Ha KpaH dTHKETKH.

[To 1 wnpuuy B KOHTYpHOI AuciikoBOi
YNAKOBKE, MOKPLITOH honbroi
aJIIOMUHHEBOH MK Oymaroi, unu
[UIEHKOH MOJIMMEPHOM.

ITo 10 koHTYpHBIX siueliKoBbIX
YMaKOBOK B Mayke W3 KapTOHA BMECTE C

JIUCTOM-BKIA/IbILIIEM.

10 0,5 mn (1 no3a) B mnpuiax uz
CTEeKJIa C BIIASHHON UMIION C 3aLMTHBIM
KOJIMAa4KOM.

Ha kaxiplii lunpuy HaKjieeHa
STHKETKA U3 MJIeHKH CaMOKJIeSLIeHCs.
OGvem npenapara B winpuiie,
COOTBETCTBYIOLLHI Y2 03B, OTMEYEH
PHCKOM, HAHECEHHOH Ha KOpMyC
LUMpHLA.

[lo 1 wnpHuy B KOHTYpHO# A4eHKOBO#
YNaKOBKe, MOKPBITOMN IJIEHKOMH
MOJIMMEPHOM
[To 10 KOHTYpHBIX AYEHKOBBIX
YMaKOBOK B Ma4YKe U3 KaPTOHA BMECTE C

JIMCTOM-BKJ14AbILLEM.

Mapkuposka

llepeuynas ynakosxa. Ha stukerke
LIMPHLA YKa3bIBAIOT: COKPAILEHHOE
TOProBO€ HaHMEHOBaHHe MpenapaTa
(Yabrpuke® Ksagpu), 103MpoBky,
KOJIHYECTBO 1103, MYTh BBEAEHUS (B/M),
HOMep cepuu (urdposoe
0003HaYEHHE), NaTy UCTEYEHHMS CPOKa
rojaHocTu: «l"oeH no». ITukerka
LITPULA MOXKET ObITh C METKOM,
coorseTcTBYIOLIEH Y2 10361 (0,25 Mn),

wuiu 0e3 MEeTKHU.

oHivin chKa
rOAHOCTH: «Foj_‘rer‘{?‘ﬂW 9rmcen<a
winpuua 6e3 MeTkH.

Cootsercryer

Cm 2uz 3




HaumenoBanue Tpebosauust HOpMATHBHOIT

PesynbTarel uenbiranuii

«omen nox;

-cnocob npumenenus: «Crioco6
NIPUMEHEHHUS: CM. MHCTPYKLIHIO M0
MEAHUHHCKOMY IPUMEHEHHIO (JIMCTOK-
BKJIAABIL ),

-YCJIOBHS OTIYCKa;

-YCJIOBHS XpaHEHHUS;

~IUTPUX-KOJI;

-yKa3aHue 3MHAEMHYECKOro Ce30Ha,
JUIS KOTOPOro npeaHasHaueH
JlekapcTBeHHEIH npenapar;
-NpeAyNpeAUTENIbHBIE HAAMUCH:
«CTepuano», ((BaKLlHHHble mTaMMbI
KYJIbTUBUPOBAHBI Ha KYPHHbIX
amMOpHOHax», «XpaHHTb B
HEIOCTYMHOM 1is feTeit mecten, «He
COMICPIKUT KOHCEePBAHTAN.

Ha nauky moryT nanocures cpenctea
HIACHTH(UKALIMK H [IPOU3BOACTBEHHbIE
KOJIBI.

HoKaszare/g NOKYMEHTAIHH
Bmopuunas ynaxoexa. Ha nauke
Bmopuunas ynaxosxa. Ha nauke P %
YKa3aHo;
YKa3bIBakoT: 3
% -COKpaIIEHHOE HANMEHOBAHHUE
-COKpAILEHHOE HAUMEHOBAHHE
ACprKaTeNs PErHCTPALIHOHHOTO
JepKaTe/is PErHCTPalHOHHOIO
YAOCTOBEPEHHUS/ MPOU3BOUTENS (000
ynocrosepetus/ npoussoautens (000
«DOPT»);
«DOPT»); 5
. -IOpUAMYECKHi ajipec/ afpec MecTa
-lOpUAKYecKui aapec/ aapec mecTa
MPOU3BOACTBA, TeneoH, pake,
MPOH3BOACTBA, TenedoH, dakce, f0rotH 000 «DOPTy:
nororun OO0 «POPTy; ’
-TOProBo¢ HAaHMEHOBaHUe Mpenapara;
~TOProBO¢ HAMMEHOBAHMUE rNpenapara;
-TPYNNUPOBOYHOE HAUMEHOBAHHE
-FPYNNHPOBOYHOE HAUMEHOBAHHE
npenapara;
npenapara;
_ -liekapcTreHHas popma;
~JICKapCTBEHHY0 hopmy;
-HHMOpMaLHMs 0 cocTase;
-MH(pOpMaLHIO 0 cocTase;
-no3uposka (0,5 mi/no3a);
-A03upoBKy (0,5 Mi1/mo3a);
~KOJIMYECTBO LIMPULIEB, COASPIKALLHX
-KOJIMYECTBO IUMPHLIEB, COAEPIKALLHX 5
. no 1 nose kaxaslit, B nauke;
no | no3e kax/apli, B nauke;
-HOMEp CEpUM;
-HOMep cepuu;
-JlaTa [POM3BOACTBA;
-[aTy NPOU3BOICTRA;
-AaTa HCTEYEHHs CPOKA FOJHOCTH:
v -AaTy UCTE€YEHHSA CPOKA FOIHOCTH:
Mapkuposka «"onen now;

-cnoco6 npumeHenus: «Cnocob
MPUMEHEHHS: CM. HHCTPYKLIHIO 10
MEIHLIMHCKOMY NMPUMEHEHUIO (JTUCTOK-
BKJTA/IBILL )Y,

-YCJIOBHS OTIYCKa;

-YCIIOBHA XpaHEHHs;

-IUTPUX-KOJ;

-YKa3aHHe 3MUAEMHYECKOTO Ce30Ha,
A1 KOTOPOTO MpeaHa3HaYeH
JIeKapCTBEHHBIH Mpenapar;
-NpeaYNpPeAHTENbHbIE HAATTHCH:
«CrepunpHOY», «BakumHHbIE MTaMMb1
KYJIbTHBHPOBAHBI HA KYPUHBIX
aMOpHOHax», «XpaHuTh B
HEJIOCTYNHOM /Ui AeTeit Mecte», « He
COLEPAKHT KOHCEPBAHTAY.

Ha nauky nanecensi cpeacrsa
HIEHTU(DHUKALUH.

Cootserctayer

YcnoBus xpanenus

[pu Temneparype ot 2 10 8 °C. He 3aMOPaXKHBATh

Cpok rogHocTH

1 ron B OE

:“;;’ N )
* KoHTpomipyioTes npoussoaurenen. KonTponupyiores tpu nepsﬁ}éy{éﬁﬁn -pﬁ"'cMéH'f;g

ITPOU3BOACTBEHHOTO IIITAMMA

3aknouenne:

Ipenapar Yasrpuke® Kpagpu Bakmuna IPHIIIO3HAS

PACINETICHHAS, PACTBOp JUTA BHYTPHMBILIEYHOTO BBEIe

Ne 10, cepus 150926 cooterctyer TpeGosanisM HJ1JI
AN P )

™

a0

YeThIpEXBAJICHTHAS
aug 0,5 mu/moza)

— "
_/Motaes C.A./ « /77
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Hasassik OKK

Crp.3u33




