PA3SPEINEHUE
Ha BBOJI B rpak/iaHckuit 060opoT B Poccuifckoit Ddepepaniuu cepun wiv mapTHi
npousseaeHHoro B Poccuiickolt Penepanuy uim BBosuMoro B Poceuiickyro ®epepariuio
MMMYHOOGHOIOTUIECKOTO IEKAPCTBEHHOrO IIpenapara
Ne P006-00110-77/03401117 ot 16.10.2025

Boigano AxumonepHomy ofmectBy "HaydHO-NpOM3BOICTBEHHOE OOBEUHEHHE IIO
MEIMIMHCKIM MMMyHOOHONOrHYeckuM rpenaparam "Mukporen"”, Pocous, 115088,
I'. Mocksa, yn. 1-9 Jly6posckas, i. 15, ctp. 2, MTHH: 7722422237,
(HanMeHOBaHHMe IOPHINYECKOro LA, Iopraudeckuit anpec, IHH)
DepepanabHast cayxba no Haazopy B cdepe 3APABOOXPAHEHHS] HA OCHOBAHWH
sarovennst  Hcneitatenshoif  naGoparopuu  Kpacwosipeckoro  ¢ummana  OIBY
"MMIIDYAOCMIT" PocanpaBHagzopa
(HauMeHOBanKE (eNepaTBHOrO FOCY JAPCTBEHHOTO GIOKETHOrO YUpexeHus)

or 15.10.2025 Ne 490JIK-05/25 pa3spemaer BBoA B rpasJaHCKHil obopot
(nara) (HoMep)

B Poccnitckoit ®eepatnn uMMYHOGHOJI0rHYECKOT0 JIEKAPCTBEHHOT0 PenapaTa
OuueBup® BakiyHa Kiemesoro sHuehaTuTa KyIsTypansHas OUnIeHHas

KOHLEHTPUPOBAHHAs MHAKTUBUPOBaHas cOpOUpOBaHHas!
(ToproBoe HaMMEHOBaHUE) 4

Baxuuna 4y npopUIaKTHKE KIIENeBOro SHIe(haniTa
) (MC)K)l)’HapOlIHOC HEMareHTOBaHHOE HAUMEHOBAaHUE (rpynnnponoqﬁoe HIn XHMH‘!GCKOC)
CYCIICH3UA UIs BHYTpUMBIeyHoTro BBenenus 0.5 mi (1 goza) - ammysst (10 mr.) -
TIaYKH KapPTOHHBIE - 15l JIeYeOHO-NPO(QUITAKTHIECKUX YUPEKIeHM
(hopma BbIMycKa (¢ yKasaHHeM JekapeTBeHHOH OPMBI, 103HPOBKH, (aCOBKM) H KONHYECTRO B yraKoBKe)

cepun  T040625 ,  00beM cepum wiu naptud 10355 s
(Homep cepuu) (xonMYecTBO YHaKoBOK)

rogen no 06.2027

(cpox rognocTH)
Npou3BOACTBA AKUnoHepHOro obmectsa "HayuHo-Ipou3BoCTBEHHOE 00BEIUMHERHE T10
MEIUIMHCKAM ~ UMMYHOOHOJNOTHYECKAM — mperapatam  "Mukporen"” (AO  "HIIO
"Muxkporen"), Poccus, 634040, Tomckas o61acTs, r. TOMCK, ya1. VlBanosckoro, 1. 8 (Bce
CTaH, BKJIFOYasl BEITYCKAIOLIMI KOHTPOJIb KaYecTRa). "

- (HaHMEHOBaHKE 1 afiPeC POH3BOANTENS (C YKa3aHHEM CTamuil NPOM3BOLCTBA)
Perncrpauuonnoe ynocrosepenne Ne JIII-No(002804)-(PT-RU) ot 19.07.2023.
Mlep:xaTe/ib PerucTPAMOHHOrO YAOCTOBEpEeHHsl AKIMOHEPHOE OBLIECTBO "Hayyno-
IPOU3BOJCTBEHHOE 00BEAMHEHNE 10 MEIUIIMHCKAM UMMYHOGHONOTHYECKHM [IPeNapaTam
"Muxporen" (AO "HITO "Muxporen"), Poccus, 115088, r. Mocksa, yi. 1-a Iy6poBckas,
a. 15, cp. 2. ‘

(nanMeHoBaHMe, anpec)

5 -

' 3amecTuTeNs PyKOBOLUTENS :
Pocaapasaanzopa & ﬁé% JIOKYMEHT TIOZIHCAH
v ﬁ%«ﬁj' e

IEKTPOHHOM [TOAMTHUCLIO

Cepraduxar 42D1B24AD82BBD113BD1263FE2CCBC89
Bragenen IMapxosteio Masrpuit Beenonoxoniny
Jefiernnrencn ¢ 07.04.2025 wo 01.07.2026




AKIHOHEPHOE 00IIECTRBO

«Hayquo-npomaozxcmeﬂﬂoe 00 bEIMHEHME TTO MCIUINHCKHUM PIMM}’HOGPIOJTOI‘H‘[GCKHM npenaparaM

«Muxporem»

A)lpec MeCTa OCYNICCTBIICHUS JIMNEH3MPYEMOT'0 BUNA ACITCIILHOCTH!
- 634040, Tomexan obnacte, r. Tomck, yi. Flsanosckoro, 8

HACIIOPT N 303 om 06.08.2025 2.

OrueBup® Baxiuua kiemesoro suedanuTa KyJsTypagbHas OYHIICHEAS KOHIEHTPHPOBAHHAT
HHAKTUBHpPOBaHHast cOpOHUpOBaHHAS

Bakuusa s npogrirakTaky KieleBoro suuedanura
CYCIICH3HS [UISl BHY TPUMBIIIEYHOTO BBEIEHUSA, 1 032
Perucrpanuonnoe ynocrosepenue JITI-No(002804)-(P1™-RU)

Howmep cepun T040625
KomiuecTso, e, n3MepeHus

10355 _ ynakoBsku

3

Jara npousnonctsa 06 23
Topen mo 06 27

Wenpitanns nposepensr o HIT JITT-Ne(002804)-(PI-RU)-060824

NokazaTenn Tpebopanus no HJ JITT-Ne(002804)-(PT-RU)-060824 Pe3ynbrarThl KOHTpONS
: OMO: e 0 yeema
0 [omorenuas cycnewavs Genoro weera T ompRaiaR cenensin 6c”a€ f
NHcaHue Ge3 nocmopoRHIX GrRIOUEH T
(€3 MOCTOPOHRNX BKIIOYCHHI
Coomaememgyem
. bleaem cneyughuseckutl UMMyHumen K ay
HoymKHa REI3RIBATE CIEMU(HUECKHE HMMYHHTET K BUPYCY Berseind n’ neyudh 4 ey
IT AR - ’ . rieuesozo snyepanuma (K3) npu wasynuzayuu
ONITHHHOCTE knewesoro suuedanuta (KO) npu nMmy uesauun Mewei .
; Monaeld sunun Balb/e
vy Balb/c ,
Coomeememayem
Bpems “yCnen3un, 06pa3YIOasCs NP GCIMPAXUBAHIY,
P Cycneysnst, o6pasylowmascs npH BCTPAXUBAHIH, Cy S e 3 &
CEMUMEHTALKOHHON 25 HOVIHHS DA NEATLCH B TEERHE S MU He pacciayeaemcs @ mevenue 3 Mit
YCTOHUHBOCTH P Coomaememayenn
Cycnensus, oBpasyiouancs npu. GCHpRxugani,
[TpoxonumocTs Cycrienaus, o6pasylomasncs npy BCTPAXHBAHUY, HOMHKHA Y oopazy y “ P P .
yepes urny cBOOOUHO MPOXOMMTE B LINpHL Yepes Uity 0,8x40 aaofiodiia npazodunt a winpy wepes uany 08540
POROT P P o Coomgememeyenm
7.7
I8 Or 74 no !
P Aa078 Coomeemcmayen
MmO RN He Menee HOMHHaNBHOTO 0 aun
obkem Caomaememeyem
CrepunbHoCTb K1a GuTh CTY )7} it
P A Gurts STopHIEHO Coomeermcmayem
BakTepuannuwie Menee 25 EQ/mn
DakTep He Gonee 25 ED/mn . -
IHAOTOKCHHB Coomeememeyem
SRR JlomxHa GrITh HETOKCHYHON Hemaseeunean
TOKCUUHOCTE ? Coomaemcmayem

Creunduvecias
AKTHBHOCTL

Homxna 6uTh cnieundmveckn akrnsua, MU ss nomkna
6eITh B npesienax ot 0,001 po 0,017 Ma

Chretjuchuvecku armuena.
MH 50 0,016 mn
Coomeenmcmeyem

Conepxanne
HHAKTHBUPOBARHOTO
anturena supyca K3

O 0,6 no 3,0 Mxr/nosa

1,56 mx2/d03a
Coomeememayem

IMonnora copbuun

Or 80 1o 100% na copbenTe AOMUHUS THAPOKCHAE

99,25 %
Ha copbenme anoMuHus 2udpoxcide

AHTHL
Hrena Coomeemcmeyem
Conepxanue 0,34 M2 6 003¢
QTOMHHKSI 070,30 20 0,50 ur'» ose Coomaenicnicyem
24 M2 @ doze
Caxaposa 07120 710 30 M1 B jto3e ¢

Coomeemcmayem

nOCTOpOHHHe mpHMecH.

Kanamuuid
cynudham

JloipkeH oTCyTCTROBATL

Omcymemeyem
Coomeememayem

dopmanndeaud

He 6onee 10 Mxr/uosza.

Menice 10 mrkz/do3a
Coomeemcmesyem




JIACIIOPT Ne

303 _om_06.08.2025 e. __ OnueBup®

MokazaTenu

TpeSosauus no HJL JITI-Ne(002804)-(PT-RU)-060824

PesynbTaThl KOHTPONS

Vnakoska

ﬂcpmmmx YIAKOBKA ~— aMyJibl BMCCTHMOCTBIO w2
MJT U3 erexna |-ro THAPONHUTHYMECKOrO Kmacca,

[To | mo3e (0,5 M) B amMnyne.

MapKHPOBKY Ha BMITYJILI HAHOCAT BLICTPO
JaKperomencs kpackol (YEpHHITAME) WIK HA aMITy Bl
HaKJEHBAIOT CAMOKJIESILYIOCH STHKETKY.

BropuuHas ynakonka — avka KapToHHas,

1. Mo 10 ammyn & mauke KapToHHOM ¢ MHCTPYKUMEH 10
NPHMEHEHIIO (JIHCTKOM-BKNANBILIEM) H ckapuduKkaTopom
amnyIeHEIM, [Ipi ynakoBke aMnys, UMEIOLIHX KOJLLIO
H3NOMa WK TOYKY [UBT BCKPRITUS, ckapu(ukaTop
aMITyJIbHBIH HC BKIAJBIBAIOT, ;

2.-Tlo § aMnyn B KacceTHOM KOHTYpHOU ynakoBke H3
KaproHa. 1o 2 KacceTHble KOHTYPHBIE YNAKOBKH B TaYKe
KAPTOHHOM € MACTPYKUHEH N0 NPUMEHERHIO (JIHCTKOM-
BIJALBIILEM), ’

[epBiHan ynaKosKa — aMiyner emecmiumocmvio 1
M U3 cmerna |-20 2UOPONUMUNECKO20 KAALCA,

o 1 dose (0,5 mn) ¢ ammyne.

Mapxuposka ia aMnyna: Ha amMnynbl HaKieena
CaMORNEMUAICH IMUKEMKA,

Bmopuwzau YNaKoGKa ~ NAYKa Kapmounas.

ITo 5 amnyn 6 kaccemuoti KOHMYPHOTI YNaKogKe U3
kapmoua. ITo 2 kaccemHole KORMYPHbIE YNAKOBKY 6
RAyKe KAPMONNHOU ¢ UHCHPYKYUEH HO NPUMENENUI0
(nucmxoM-GrAAdbINEM).

Amnynor umetom mMoyKy QI CKpeImus,
CRAPUMUKAMOp aMnynblblil 1e GHIOJICEN.

Coomaememeyem

MapkupoBka

[leperunas ynakoska.

Ha amnyne ykaswsalor: cokpaumennoe Toprosoe (Ges
mapkuponkn ®) Hanmenonanue npenapara (QHLIEBHP),
nosuponky (I JIO3A), xonndecTBo npemapara B’ aMmyne
(0,5 MJT), nyTs BBenenus (B/M), nomep cepun (Gyksenno-
uHdponoe ofo3naeHne), ATy HCTEUEHHNS CPOKa TOXHOCTH
(FOJEH H0...). . .

Ha 3TuKeTKe aMnysibl YKasbiBaloT: COKPAleHHOE TOPronoe
(¢ Mapkupopkol  ®)  mammcwosanwe  mpemapara
(OntieBup®), nosuponky (I 1038), KONHYECTBO npenapara
B amnyne (0,5 mx), myTh BBeneHHs (R/M), HOMED CCpHH
(Gyxsenno-undporoe obosnauenne), ATy UcTeHeHUA
CpOKa PORHOCTH (roeH 1o, .. ).

Bropuunas ynaxonka,

Ha mauke ykaswiealoT: Topropoe (¢ Mapkuposxoit *)
naumeHosanve - npemapata  (OuucBup®  Baxnuna
Kieuienoro  sHUehankTa  KyNbTypanelas —O4HLIeHHAs
KOHUEHTPHPORAHNAY WHAKTHBUPOBAHHAS COpOHPOBAHHAN),
rpynnuposouHoe  nawMmeHoBawwe  (Bakumwa  juia
IPOQMITAKTAKH  KITeIEBoro sHuedanura), CoKpalenHtoe
HaUMCHORARUE TCPATENA PETHCTPALHORHOTO
YIOCTOBEPCHUA/TIPOHIBOLUTENS JIeKaPCTBEHHOTO
npenapara (AQ «HITO «Mukporen») u ero ToBapHLIA
3HaK, agpec W TeneioR NepIaTeNs PETUCTPAUMOHHOTO
YHOCTOBEPCHHSA/TIPOHIBOIHTEINN JIeKApPCTBEHHOMO
npenapatd, COKPALIEHHRH anpec TpousnojcTsa (CTpana,
ropon), JiekapcrBeHHylo  QopMy  (cycneHsHa s
BHYTPMMbILEIHOTO  BRefenns), aosuposky (1 - moaa),
KOJNMMECTRO NeKapeTBEeHHOro npenapara B ynakoske (10
ammyn mo 1 pgose (0,5 mn)), undopMamo o cocrTase

| snexapcrsenroro  npenapata  (Cocras), Homep cepHH

(6yxBenHO-IHdpoBoe 0603HANEHNCE), HATY NPOUIBOACTDA,
naty wcredeHus cpoka roanoctu (Fopen no...), ycrobus
xpadenus (Xpanutb npir Temueparype ot 2 no 8 °C. He

3aMOPAKUBATE), YCTOBWA OTNYCKA, UPELYNPEAHTENLHAIE
Hapnuen: «XpaHHTh B HEJOCTYMHOM ANa IETeR MecTey,
«Crepwiston,” «Awrurena x BHY-1, BHY-2, nupycy
rertariTa C ¥ MOBEPXHOCTHEL AWTHTEH BUpyca renaTuta B
He oGuapyxenny, «llTepell DPHMEHEHHCM BCTPAXHYTDY,
WTPHX-KOX, crocot npumencina («Crioco6 npyveHenis:
CM. VHCTPYKUNIO 10 MEAHLUHCKOMY NPHMEHEHWIO
(JIMCTOK-BKJIANBILL))N, CPENCTBO HACHTA(QHKAUHK, HoMep
CBHAETENLCTRBA HA TORAPHLIH 3naK,

Iepoyynan ynakopxa,

Ha oaTukeTke aMIynst  YKasaHo:  Cokpaujentoe
mopaogoe (¢ mapkupodkoli )  naumenoganue
npenapama  (DuyeBup®), dosuposka (1 do3za),
ronunecmao npenapama @ amnyae (0,5 mn), nyms
saedenun (e/r), nomep cepuu (1040625 ), dama
ucmeyemns cpoka 200H0CmU (200eu
do 0627 ).

Bropuynas ynakoska,

Ha nauke ykasaHo: miopzosoe (¢ MApKuposkoil ®)
noumenosanue npenapama  (duyeBup®  Baxyuna
KNeReaoz0 aNYehanuma Kynsmypeiuias, Ouuyet ot
KOHYEHMPUPOGAHH st UHAKMUGUPOBAHH AR,
copbuposannas),  2PYRNUPOBONHOE  HAUMEHOBAINE
(Barkyuna R npoghunakmuiku Kiewesnzo
antepanuma), cokpatyennoe HAUMEHOGUNUE
Oepaicamens PeUCTPAYUOHHO20
YOOLMOBEPEHUA/NPONIGOOUMENR.  NEKADCMBEHN020
npenapama  (AQ" «HIIO  «Mukpozeny) u €20
nosapivill 3nak, aopec u meneghon depocameis
PRUCMPAYUOHROZ0 YOOCImaGepeHua/npoyIgodumens
NEKaPCMBENNoz0 npenapama, Cokpauenitsii adpec
npousaodcmea  (cmpang, 20pod), NeXAPCMEEHHW!
Qopma  (cycriensus.  ONR. GUYIPWMbILIENHOZO
ggedenun), Oosuposxa (1 do3a), xonuyecmso
nexapemaeniozo npenapama @ ynaxoeie (10 amnyn
no 1 dose (0,5 mn)), unhopmanua o cocmage
nexapcmaennozo  npenapama  (Cocmae),  Homep

cepun __T040625 . , Qama npousgodcmaa
06 25, dama ucmenenws cpoka 200H0cHY

(Foden 0o ___06 27 ), yenoaw: xpanenus (Xpanums
npu memnepamype oni 2 do 8 C. He
3aMopavcleans), yenosusi omnycka,
npedynpedumensivie - naonucu:  «Xpanume 6
nedocmyniion Ons Oemeti mecmen, «Cmepunbion,
«Aumumena xk BHY-1, BHY-2, aupycy zenamuma C
U nogepxHocmeIil aimuzen supyca 2enamuma B He
obrapyacensy, «lleped HpUAMENEeNUEM
aCmpaxnymuy,  Wmpux-ko0d, €nocob  npuMeHeHus
(«Cnocob  npumenenua: cm,  uHCMPyKywo  no
MEOUNUHCKOMY hpumeneno  (TUcmoK-Graadbiis))n,
cpedemao udenmuura, HOMEp caudemenscined
Hd MOGAPHBIT IHAK,

Coomeememayem




UACLIUT LW U3 0m_U0.U¥. 2U2) 2. ‘JHneBup®

oxazavenu TpeGosanms mo HA JITI-Ne(002804)-(PT-RU)-060824 PesynnraTst KoHTpons
:Szﬂcnopmp oA TpanenopTrporats npy remneparype o 2 no 8 °C. e samopaxupars,
Xpauenne XpaunTs npu remnepatype ot 2 1o 8 °C. He 3AMOPANCHBAT,
Jara Beinycka: 18.06.2025 r.,
Cpox rofHocTH 2 rona Tonen no 30.06.2027 r,
Coomaememeyem

SAKJIOYEHHUE: Jlexapersenusiit npenapar DuneBup® cycrensus

BHYTPUMEBIIEYHOIO BBSACHHSI

1 jo3a cepuu T040625 coomeememsyem mpeboganusm HJT JITT-Ne(002804)-(PT" -RU)-060824.

"
Crapuuii MukpoGuonor OBTK(OKK) Anuxuna HH, /"%‘/ - i
(Monxnocry) (®H0) (Monmiss) 7 SN
e

1

Hauamuuk OBTK(OKK)  Erodeposa ..

(Homxkuocts) (®HO) Cy}

Hara peyraun nacmopra « 06 » 08 2025 .
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