PABPEIIEHUE
Ha BBOJ B IpakJaHCcKuit 000poT B Poccuiickoit denepanmn CEPUH MJIM MapTHH

npousBefieHHoro B Poccuiickoi Menepalinyi win BBo3UMoro B Poccuiickyto ®enepanuio
MMMYHOOHOJIOTHYECKOT0 JIeKapCTBEHHOr0 Mpernapara
Ne P006-00110-77/00674275 ot 30.08.2023

Boigano OOecTtBy ¢ orpanudeHHoM orBercTBeHHOCTHIO "®OPT", Poccus, 390540,
Pazanckas obnactb, M. p-H Pda3aHckuil, cenbckoe mnocenenue Okckoe, A. SnTyHOBO,
Tep. papmaneBTuyeckoro komrekca, ctp. 1A, MHH: 6234028965.
(HaMMEHOBaHHE IOPUANYECKOTO JIHLA, opHanYeckui anpec, MHH)
®epepanbnag cixyx0a no Haazopy B cdepe 3IpaBOOXPAHEHHsS HA OCHOBAHHH
3akj04enus Kpacnospckoro gunuana @I'bY "MMLIDY AOCMIT" PocsznpaBHanzopa
(HanMeHOBaHMe eaepasibHOrO TOCY JaPCTBEHHOrO GHOKETHOTrO YUpex1enus)
ot 29.08.2023 Ne 1164JIKn-05/23 paspeimiaer BBOA B I'PaKAaHCKHI 000pOT
(nara) (Homep)
" B Poccuiickoii Peepanun HMMYHOGHOIOIHYECKOT0 JIEKAPCTBEHHOTO npenapara
COBUI'PMIIIT® BakiiHa rpunno3Has MHAaKTUBUPOBAHHASA CyObeIHHUIHAS

(TOoproBoe HauMeHOBaHUE)
-~ Bakuuna g npoduiakTHKM rpunna [MHaKTUBHPOBaHHaA |
s (MEXIIyHApOHOE HENaTeHTOBAHHOE HANMEHOBAH e I'PYNIMPOBOYHOE WM XHMHUECKOE)
pacTBOp i BHYTpUMBIIIeynoro Beefenus 0.5 mia (1 goza) - mmpuust (10 1wr.) -
[TQYKHU KAPTOHHBIE - U1 J1e4e0HO-TPOPUIAKTHIECKHX YUPEKAeHH
(popma BBIITyCKa C yKa3aHMeM JIEKapCTBEHHOH QOPMBI, T03UPOBKH, (DACOBKH M KOTMUYECTBO B YIIAKOBKE)
cepun 100723 , 00beM cepHH HJM nmapTuu 55421
(Homep cepuu) (KomMHecTBO YyNakoBOK)
rogen 1o 07.2024 ,
(CpOK FOAHOCTH)
npoussoacTea ObLiecTBa ¢ OrpaHUyeHHON oTBeTCTBeHHOCTRIO "MOPT" (OO0 "®OPT"),
Poccusd, 390540, Pssanckasa oOsacTb, Psa3zanckuii paiion, cenbckoe noceneHune Okckoe,

cTp. 13 (Bce cTaauu, BKIIIOYasi BBITYCKAIOHI KOHTPOJIb KA4eCTBa).
(HaMMeHOBaHHE M afipec NPOU3BOJMTENS C YKa3aHHEeM CTaaAuM [IPOU3BOACTEA)

Perncrpannonnoe ynocropepenne Ne JI[T-001836 or 13.09.2012.

JlepakaTenh pPerdCTPALHOHHOrO yaocToBepeHHsl AKIMOHepHOe ofbmectBo "Hayuno-
NPOM3BOJCTBEHHOE OOBbEAUMHEHHE 110 METHLIMHCKUM UMMYHOOUOJOTHYECKUM TpeliapaTam
"Muxporen" (AO "HIIO "Muxporen"), Poccus, 115088, r. Mocksa, yi. 1-a Jlybposckas
a. 15, crp. 2.
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>

(ranMeHoBaHHe, aipec)

3aMeCcTUTENb PYKOBOJAMTENS JI.B. Ilapxomenko

JIOKYMEIT NOJUTHCAIL
SIEKTPOHHOI TTOJTHCHIO

Ceprudixar 011742460CC31540D345E85BOSOTE4R2
Brazesen Hapxumenko Ivurpuii Beeroaonosny
Hedicreutenca ¢ 14,02.2023 no 09.05.2024
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Haumenosanune

Tpebopanus HopmaTusHOH

PC"S}'JI bTAThi HCTILITAHHMN

noKasareas JOKYMeHnTauuy
Jlomken coaepkaTh reMarroTHRIHBL

X Bupyca rpunmnma noarunos A (HIND u A{HINTY ~ 5.0 Mxr/0,5 Mmn
Cneundiyeckas ” ) . .
axmm;(icn,** A (H3N2) o1 4,0 10 6,0 Mkr/a03a 1 A/(H3N2) - 5.4 Mxr/0.5 Ma

FEMArTAIOTHHILHD! BUPYCA I'punna tuna B or B/ Vicioria) - 11,4 Mxr/0.5 M1
9.0 10 13,0 Mkr/a03a

bBakTepuaibHbIe . ,
BHﬂOTgKC““H He 6onee 100 E3/103a 0,48 ED/103a
P eAKTOreHHOCTE** * Honwen ObiTh apeakTOreHHbIM Win caabo

PEAKTOTCHHBIM

Cnalo peaxToreHeH

HMMyHoreHHOCTRY ¥ *

,TIO;’DKGH OuiTh HMMYHOIMCHHBIM

HMmynoreneH

OsanpOymun

He Gonee 0.1 MKr/Ma

0,02 Mrrimn

Cononumep 2-MeTiA-
S-BHHHANHPHAHHA H
N-BHHH-
OHPPORKAQHA
(axptosauT)

O10.8 no 1.2 Mr/ma

1,01 mriman

Terpanxenui-
“TPHMETHIAMMOHHA
Bporun {T/ITAB)

He donee 10 mkr/ma

Menee 2 MKIr/Ma

: !'Tdmmpﬁjm -30’?“

He Sonee 100 MxriMa

Meunee 100 Mxrimn

1 LponisoacTseHHsie
LITAMMBb

JLOA%HEL COOTBETCTROBATE O aHTHICHHO
CTPYKTYpe LITAMMaM BUPYCa I'PHIINA THIIA
A, noarunos (HINT), (H3N2) W tuna B,
pexoMeHaoBanuuiM BO3 ans Ceseproro
NOAYUWIapya

COOTRETCTRYIOT NO AHTHTEHHOT CTPYKTYPE
WITAMMaM BHPYCA (PHIHIA TUNA A,
noarunos (HINT), (H3N2) # tuna B,
pexomenaosantbiM BO3 ans CesepHoro
noayuapus

Ynakopsa

Mo 0,5Ma (1103a) B LINPHIL! OJHOKPATHOTO
IIPHUMEHEHHA CO CTANBHON Hinoll
3AUHTHBIM KoanaukoM {«Gerresheimer
Bunde GmbH». T'epmanus) uan «Becton
Dickinson France S.A.S.», ®panuus, uau
«SCHOTT Schweiz AG», Liselinapus, win
«Shandon Weigao Group Medical Polymer
Company Limited», Kura#).

Ha kawawpil npuu HakaeHBaoT 3THKETKY
camokaeromyocs (TY
Q53002/95402/95426/9572/9574-003-
83126164-2011, TV 9467-001-52766881-
201 1) WM aHAJOTIHOI0 KaYecTna il 13
MIEHKN caMOKiIeaLleficd W3 noaANNponiLIeHa
(TY 9571-001-52771899-2005 11au
AHATOMHYHOIO KayecTna).

Mo | wnpniy B KOHTYpHOIT A4eiixoBoil
yvnakoske (OCT 64-074-91) w3 rnrenky
noaussRAxaopuanofl (FOCT 25250-88
HIH aHAJIOIHYHOPO KauecTBa) il
nosaucTuponsroit (TY 10-02-02-789-214-95
WY aHATNOTHYHOTO KAuecTBa), NOKPLITOI
OyMarofl YnakoBoOuUHOM ¢ NOJHMEPHBIM
nokpbiTHeM uau dymarodt (FOCT 18510-
87), wan camornesweiica dymarofl, uan
Ovmarofi ¢ TepaonaxkoM, i poasroit
amomuxuesolt (TY 1811-002-45094918-97
HIN AHATIOFMYHOTO KQ4eCTBa), WK MICHKO
nouneproft (TY 2245-001-86886987-2009
HAYM AHATIOTHYHOTO Ka4eCTBa),

Mo 10 KoHTYPHBIX A4efiKOBbLIX YRAKOBOK
BMECTE € MHCTPYKILICH 1O NPHMEHCHITIO B
nayke 3 kaproHa (FOCT 33781-2016 uan
aHANOIMYHOID K’d‘iCCTBﬂ).

Mo 0.5 mn (1 a032) B wnpHus
OJHOKPATHOTO NPHMEHEHHA CO CTaTbHOI
MO0 Y 33LMTHBEIM KOJIauKoM. Brinvek B
upHuax (0e3 KOHCepnaHTa)

Ha kam it ITIpHL HAKICHBAIOT 3THRETKY
CaMOKJICHOLIYIOCH,

Fo | mnpnuy 8 XOATYPHOH #4eflKOBOJ
YRAKOBKE U3 IIIEHKH
NOJHBHEHIXAOPHAHO, NOKPLITON IIEHKOH
HOAHMEPHOT

Mo 10 koutypHoil suelikosoii ynakoBox
BMECTE C MHCTPYKLUMEH 110 HPUMEHEHIIO B

IAYKC H3 KapToHa.

CooTBeTCTBYCT.

Crp 2wz 3




Haumenosanie Tpebosanus HopmaTuBnoil Pesyabratel ucnwrrannii
NoKalarenq AOKYMCHTAHHH
1) Mepenunas voakosxa.
Ha sTHKeTKe Wnpuua yKaibiBaioT: 1} Hepspunas viakosxa,
COKPRLICEHHOE TOProBOe HaUMEeHOBaHHe Ha s1iretie wnpnua yxasano:
npenapara 6e3 npeaynpeanTeasHoii COKPAWCHHOE TOPrOBOE HANMEHOBAHUC
Mapkuposkn ¥ (COBHIPHIIT, npenapara 0e3 NPeaNTIPeANTE ALHON
KOJHYECTRO 103, 00BbeM npenapara B Mapruposki B (COBUTPHITIT.
MHAJHIANTPAN, HOMED CCPHI B BILIC ROINYLCTRO 103, 00BEM fIpenapara B
WPPOBOrO 0003HAUCHMS. 1aTY BHITVCKE, MHITUAHTPAN, HOMED CePiH B B
CPUK FOAHOCTH, Asd npenapara e3 undposoro o0o3uatenns, 1ary BhINVCKA,
HOHCCPBAHTA YVRKA3LIBAIOT «bes CPOK MOAHOCTH, <\'EL’3 X{)HCQIHSHH?U ,
KOHCCPBaHTAN, 2) Broputunas yiaxoBxa.
2) Bropuunas yiakoska. Ha naaxre co wnpuuamu vkazano:
Ha navke co wmphies/wnpuuasa COKPAIICHHOE HAUMEHOBAHWE OPraHf3aliii-
YRAZLIBAIOT. COKPALICHHOE HAMEHOBAHHE ACPRATEAS PETHCTPALIIOHHOT O
OPraHMIaLHH-aeDKATE vaocTosepenus {AQ «HITO «Mukporeu»).
PErHCTPAUNOHHOTO vaocToBepetus {AD FOPHAMMCCKII aapec, Teachon. TopapHbtil
«HINO «Muxkporen»)., iopuanueckiii atpec, 3HAK! COKPALUEHHOC HAUMEHOBAHIIC
TeneQon, TOBAPHLI 3HAK, COKPALUCHHOS npeanpuaTHa-nponssoantes (OO0
’ HAMMCHOBAHHE NPEIIPHATH - «POPT») opiamyecknii azpec, Teaedion.
npoussoaitens (000 «DOPT»), ctpany. aapec NPOIIRCICTBA. TOPTOBOE
. HHAEKS 1 44pec npoH3RoIcTsa, Tenedon: HAaHMEBOBAHIC NIpenapaTa ¢
M L S TOPrOBOE HAHMMCHOBAHIE NIpEnapata ¢ APEAYNPEANTeAbHOH MaPKHPORKOR &,
o MapRitpassa : NPeAYNPEANTEALHON Mapkuposkoil &, TPYIIHPOBOYHOE HAHMCHOBANIC,
1o - o TPYIITTHPOBOY HOE HAHMEHOBAHHE. AEKAPCTBENHYIO GOPMY. HOMED
A JCKAPCTREHHVIO HOPMY, HOMED CBHICTCALCTRA HA TOBAPHLLIT 3Haxk,
CBUACTENLCTRA HA TORAPHLI 3HaK, HHOOPMALINO 0 COCTABE, VKA3aHHE CCIOHA.
HHDOPMALINIO O COCTABE, VKA3AHIE CCIOHA, ZUIR ROTOPOTO NPEAHAZHAYEHE RAKILHHA,
A58 KOTOPOro HpeAHa3HAYCHA BAKLIHA, HOMED ceput 8 e uposoro
HOMER CePHU B BHAC LHPOROTD 0003HAYCHIS, JaTy BhUTYCKA, CPOK
0003HAYEHHA, 1aTY BHNYCKE, CPOK TOIHOCTH, KOIMYECTBO BHYTPEHHNX
FOAHOCTH, KOTHYECTBO BHYTPEHHHX YTIZKOBOK, 00BEM i KOAMUECTBO 103,
YNAKOBOK, 00BEM 11 KOHYECTBO 103, cnocod npumenenus (Cnocol npuvcHeHis
¢rocod ripuvenenis (Cnecod npuvenenisg - CM. MHCTPYKLHI0). YCa0BHS OT1IVeKD.
- oM. MHCTPYRIUNO), Ven0BHA oTrveka. VCAOBIA XPAHEHHA, HOMED
YCITOBHA XPAHCHNS, HOMep PETHCTPANHOHHOIC YAOCTOBEPEH IS, WITPHX-~
PEriCTPALIOHHONO YAOCTOBEPEHHS, WITPIX- KO CPCACTBO MACHTHUKALIM,
KGO, CPeACTBO nacHTHGHRA, NPEAVAPEANTEAbHAIC HAANHCH:
NPEAVAPCIANTEALHBIC HAATHCH! «CTepHanLHO», «Bakumuubie wrasmo
«CTepuabRoY, « BaximiHnsie WamMpl KYABTHBUPOBARb! HA KYPHHBIX IMOpHORAX s,
KYILTHBHPOBAHLI H& KYPHHLIX 3MEpronaxy, «lTepea npuMeHeHEM BCTPAXIBATL Y.
«Ilepen nprmeteHieM BCTPAXIBATLY, «XPpanHTe B HEAOCTYNHOM 175 AeTeli
«XPAHUKTL B HEAOCTYNHOM L4 AeTeil mecTen, «bes kolicepsantar,
secrten, «bes KOHCCPBAHTA». Cuo'x‘uc'rc‘rayc'r,
Yeaosus xpanenus Tpu Temnepatype o7 2 10 8§ °C. He 3AMODAKHBAT.
» Cpox roanocT I roa

*Kontpompyeres 8 nonypadpukate (CyObeamuuunoil MOHOBAKIIHHE) B pollecee [IPOX3BOICTRA
** Konrtpoaupyerces B nonydabpukare (cybbennyioi TPHBAKIHHC) BAKUMHBI 10 100aBICHHS
A{bHOBAHTY

***KoHTpompyioTes nepssle 3 CCPHH TIpenapara fnpH 3aMeHe IIPOU3BOACTBEHHOIO ITAMMA Ha
POH3BOICTBE ¢ MPEIOCTABICHUEM NPOTOKOI0B KOHTPOISt IIOCTAHOBKY Ha NTPON3IBOIACTBO.

3akmnouenue:

[penapar  COBWI'PUITIT®*  Bakiua FPHNNO3HAs  HHAKTHBMpOBaHHAA CcvVOLeIMHUUHAs, pacTROp s
BHYTpUMBiiLICHHOrO BaeacHns 0.5 ma/zosa. Ge3 komceppanTa. umphiel B ynakoske Ne 10, cepus 100723
cooTseTcTByeT Tpebonannam HIL JITT-001836-070722, Usnenere Nel ot 03.04.2023
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