PA3SPEIIEHUE
Ha BBOJ B IPaXIaHCKul 060poT B Pocculickoit Memepariiy cepuu WK NapTUy
npousBeieHHoro B Poccuiickoit Menepalyii UK BBO3UMMOTO B Poceuitckyio @enepariiio

MMMYHOOHOIOrHYECKOTr0 JIeKapCTBEHHOTO NperapaTa
Ne P006-00110-77/02678056 ot 17.07.2025

Beipano AxumoneproMy o6mectBy "Hay4HO-IPOHM3BOICTBEHHOE OOBEIMHEHNE II0
MEJIMIMHCKAM HMMYHOOHOJIOrNYecKuM Iipenapatam "Mukporen”, Poccus, 115088,
r. Mocksa, yi. 1-1 Jly6poBckas, a. 15, crp. 2, UHH: 7722422237,
(HarMeHOBaHHME JOPHINYECKOro NLa, puandecknit agpec, HH)
@epepanbuas cayxba mo Hagzopy B cdepe 3ApaBOOXPAHEHHS] HA OCHOBAHMH
sakirovennst -~ HenwitarensHodt  naGoparopum  KpacHospekoro  ¢mmmana PI'BY
"MMLIDYAOCMIT" PocanpasHaazopa
(HanMeHOBaHne (efepanbHOro rocy JapCTBEHHOTO BI0KETHOTO yUpPesKISHMS)
ot _15.07.2025 Ne 264JK-05/25 pa3spemaer BBOJ B rpaaaHcKkuii 060poT
(naTa) (somep)

B Poceniickoit ®@enepaumn MMMYHOGHOIOIHYECKOI0 JIEKAPCTBEHHOr0 Npenapara
OnueBup® Heo perckuii (BakinHa KIIeImeBoro SHLedanUTa KyNbTypalbHast OUHIIEeHHAS
KOHLEHTPUPOBAHHAA NHAKTUBUPOBAaHHAs cCOpONpOBaHHAs)

(ToproBoe HaUMEHOBAHHUE)
Bakiuna 11 mpo(GHIakTHKY KIIEIEBOro sHiedanura
(Me)l(,ll)’HaPO).IHOG HETIaTeHTOBAHHOE HAMMEHOBAHUE (prHHHpOBO‘IHOC U XHMH‘{GCKOC)
CyCneHs3us IJist BHyTpuMelueyHoro seeaenus 0.25 mi (1 gosa) - ammyisr (10 mr.) -
aYKK KAPTOHHBIE - JIS IeYeOHO-TIPOGMIIAKTUIECKHUX YIPEsKAeHU N
(dopma Beimycka (¢ yKasanueM JIeKapcTBEHHON GopMbl, N03MPOBKH, (HACOBKH) U KOJIMYECTBO B YIAKOBKE)

cepuu T1010325 ., oGbem cepuu wau maprun 5068 3
(Homep cepun) (KONTMYECTBO YNAKOBOK)

rogen no 03.2027 y
(cpox rogHocTH)
npoussoicTBa AKIMOHepHOro obmectsa "HayuHo-Ipou3BoACTBEHHOE 00BEJUHEHNE 10
MEIMUMHCKAM  HMMyHOOMONOrMueckuM  Inpemapatam  "Mukporen" (AO  "HIIO
"Muxporen"), Poccus, 634040, Tomckast oGnacts, r. Tomck, yi1. VIBaHOBCKOTO, 1. 8
(Bce cTanuu, BKIIIOYas BEIYCKAIOLIMN KOHTPOJIL KAYecTBa).

(HaUMEHOBaHHME U alipec IPOU3BOANTENS (C yKasaHHEeM CTaAui NPOU3BOICTBA)
Perncrpaunonnoe ynocroepenne Ne JITI-Ne(001361)-(PT-RU) ot 31.10.2022.
Jlep:kaTe/ib perncTPaUMOHHOrO yaocToBepeHusi AKIMOHepHOe obmecTBo "Hayuwo-
NPOU3BOICTBEHHOE 00bEIUHEHHE 110 MEAULMHCKUM HMMYHOGHONOTHYECKUM TPENapaTaM
"Mukporen" (AO "HITO "Muxporen"), Poceust, 115088, r. Mocksa, yi1. 1-s1 Jly6poBckas,
I. 135, crp. 2. '

(HanMeHOBaHMeE, afpec)

3aMeCTUTEN: PYKOBOANUTEIIS
PocsnpasHanzopa

JOKYMEHT ITOANHUCAH
DJIEKTPOHHOM IIOAITHCLIO

Cepruduiar 42D1B24AD82BBD113BD1263FE2CCBC89
Bragenen Hap Jnnerpurit Beeno, T
Hedtcruurenen ¢ 07.04.2025 no 01,07,2026




«Hayqﬂompomnoz(cmeﬂﬁoc 00BLeHHEHHE 110 MCIUIMHCKAM HMMy

. Homep cepun T1010325
Konuuecrno, ex, u3Mepenus 5 068 YMaKOBOK

Axnmoneproe obecTso

«Mrixporemy

HOBUONOTHYECKIM Npenapatam

AllpBC Mecra OCYIUCCTBIICHUS] JINIEH3UPYEMOTO BHIA NeATCNBEHOCTH,

634040, Tomcxkas obnacts, r. Tomek, yi. Hranosckoro, 8

TTACIIOPT Ne 140 om 14,05.2025 .

OmmeBup® Heo petexuit (Baxnuna knemesoro sHIeanmTa KynbTy panbHas QUHIEHHAN
KOHICHTPHPOBAHIAs HHAKTHBUPOBAHHAS COPOUpPOBaHHAs)
Baxuuna mist npodmnarcrin kiemesoro sHuedamura
CYCIICH3HA UL BHY TPUMBIIICYHOTO BBeAeHHs, 1 mo3a
Perucrpanmonnoe yrocrosepenue JIIT-Ne(001361 )-(PT-RU)

[@IBIT&HHSI IPOBeaeHs! 10 HJIT JIH-NQ(OOI361)-(PF—RU)- 160824

Hara nponseoncrea 03 2
Tomen mo 03 27

CEMHMEHTALMOHHON
yerolusocTH

Cyeriensus, obpasyrowmascs NPH BCTPAXMBATIHH, He
HOJDKHE PAaCcCIanBATLCA B TEUCHUE 3 MUK

Tpebosauns no
Mokasarenu PeaynuraTer wowrpons
<l HJ{JITE-}e(001361)-(PT-RU)-160824 i p
: Tomoazennan cyeriensun 6enoeo yaema
Onucanne ; gg:r%m;:f:;zz;f:::f&emm Ll Ges nocmoponuite: exniovenuii
P Coomaemcmeyem
. uuseckuil wmynumen x au)

HomkHa Briasipats crietnGuieckut uMMyHuTeT K f”bibz;a;'g ::;Z ¢’(£]’:ma (X3) niﬁl LAMPHYES a:i:fzfy
IMommrunocTs BHPYCY Kilewenoro snuedamira (KD) npH Mum'eﬁ auriiu Balb/e

HMMYHHIAUHH MBHUed Tuann Balb/c Coomaemcmayem
Bpems

Cyenensus, obpasyojancs npu aempaxueanuy,
He pacenauaaemes 6 mevenue 3 muy
Coomeememayem

O 80 1o 100 % Ha copGenTe amoMumms THIPOKCHiE

Cycnenans, obpasyrowancs npu BCTPAXHBAHWN, Cycnenaun, obpasyiomanca npu ecmpaxueaniy,
Hpoxonmmacts Yepes : 5 : . 0.8v40
uriry RoiiHa cBoBoa0 NpoxomuTh B UInpHI Yepes uriy ©80600H0 npoxodum @ wnpuy tepes uzny 0,8x:
0,8x40 Coomeemcmayem
7.7
PH Or7,4.107,8 Coomeememayenm
0,25 mn
Hssnexaemsiii of ce !
ekaeMblit oGbeM | He MeHce HoMAWANEHOrO Coomaemenigyem
Cmepunsnan
TCPWIBHOCTE 0, "
CrepwibHocT Homxua GriTs cTepunbHO Coomaememayen
Bakrepuansusie Menee 25 ES/un
IMIOTOKCHHBI He Goree 25 ES/ur Coomaememayem
AHOMaNLHAS Hemoxcuuna
TOKCHYHOCTS Aomica Gums ReToKCHuHol Coomeentcmayem
; Cneyughuvuecku axmusna.
Creunduyeckan HomxHa Geith CeUnHIECKH aKTHDHa, MH (50 momiHa MHI500,016 41
B ¢ ,
AKTHBHOCTh GuITh B npenenax or 0,001 50 0,017 M Coomaememayem
S}?::f:xﬁ:)z:;mnmro 070,3 1o 1,5 Mkr/no3a ) 043 mre/oosa
. 2 = R oomaenmcniayem
AHTHreHd Brpyca KD - Coomaemenay
99,62 %
Tonnora cop6rmn e

Ha copbenme anomunua eudpoxcude
AHTHICHA

Coomeememeyem
Conepxanne 0.17 M2 6 do3e
ANOMHHUA O10,15 10 0,25 Mr b nose Coomaememeyem

12 M2 6 doze
axa
Caxaposa Ot 10 no 15 Mr b nose Coomaemenisyem
[ocToponnne npumec:
Kanamuyuna ' Omcymemayem
cynvgham Aomicen oreyrerponaty Coomeerncmayem
i . Menee 5 mrx2/do3d

dopmansdeayd He Gonee 5 mxr/nosa | p

Coomeemcmayem




ITACITOPT Ne 140 _om_14.05.2025 _ DrueBup® Heo nercitt

TpeGonamis o

KONWMECTBO NpenapaTa B aMmyine, NyTh BBEjeHHA,
Homep cepru (Gyknenno-unposoe * ofoanavenne),
BATY HCTEUEHUA CPOKa TOMHOCTH,

Ha omukerxe ammynst ykaseimator: COKpaliennoe
Toprosoe (¢ mapkuposkodt  ®)  waumMenopanme
Tpenapara, AOIMPOBKY, KOMMYECTHO Npenapara B
amiyne, IyTb BBEJACHUS, HOMEp Cepul (GyKBeMio-
dporoe  oBosnauenue), JaTy HOTEYEHMA CpoKa
FOIHOCTH,

2) Bropunas yrnakonka.

Ha navke yxasumaior: TOproBoe (¢ MapKHposiol ®)

HAHUMEHOBAHHE npenapara, TPYNIHPOBOYHOC
HaUMCHOBaHHe, coxpalue_nHoe HANMCHOBAHHE
Aepxarens PErHCTPALHOHHOIO y,llOCTOBCpQHHﬂ/

TIPOH3BOIUTENS JICKAPCTHEHHORO MpenapaTa W ero
TOBAPHUI  3HAK, a;pec W TeNeion  mepakatens
PCTHCTPALIHORHOIO - YIOCTOREPCHUA/NPOUIBORUTENN
JICKADCTBCHHOTO  NpEenapaTa, COKPAaWEHHBIA ~ afipec
Npou3nonctea  (cTpawa, ropon), JIEKAPCTREHHYIO
¢opmy, NO3HPOBKY, KOJNMYECTBO  JICKAPCTBEHHOrO
npenapara B ymakonke, HH(l)OpMaIIPHO Q cocranse
TICKAPCTBEHHOTO NPEnapara, HOMEp cepuH (GyKperHHo-
undponoe ofoznauenc), AaTy NPOW3BONCTBA, HaTy
MCTEHCHHA  CpoKa TOAHOCTH, YCJOBHS XpaHCHwWS,
YCIIOBHA  OTITYCKA, NPEXYNPESUTEABHEIE  HAXMHCH:
«XpaHHTL B HEIOCTYMIOM in  xercl Mecren,
«Crepuntioy, «Anturena k BHY-1, BUY-2, supycy
renatita C M MOBEPXHOCTHBIN  AHTHreH Bupyca
rematira B He onapyxensy, «lepen NpUMeHEeHHEM
BCTPAXHYTBY, «Jlng netelt B Bospacte or 3 mo 17 ner
(BKmOMNTENBHOY, WTPUX-KOA, CHOCOD NIPUMEHEHHA
(«Cnocob TPHMEHEHHL:  CM.  MHCTPYKLMIO  TIo
MEJULIHHCKOMY TIDHMEHEHHUIO  (THCTOK-BIITAALUI))Y,
CPEACTBO HWACHTHOMKAIMH, HOMED CBUETENHCTBA Ha
TOBapHeI® 3HaK,

Hoxazaenu HIUJI-N(001361)-(PT-RU)-160824 PesynuraTsr KORTpONSA
IIponsBoncTaennbe ) 0 cmoernl  wm oy Knewegozo
mgammrlii WTAMMES Hpousoncructilt  wurramy Rgyes.  RISIGHGRD gﬁ;euqufmozmz ((?0.’5)‘»1.‘ e i e
RO sHuedannTa. «205» Aernoxrnponad B Tocynapernennolt e nrtoron St S Tr—

P KOJUIEKUHH BUPYCOB nonpaspenenis GIBY «HULIM | LLmamm omn xonmpona ~ supynexmie
(recr-urramMmnr) um. O, Tamanen» Muna Apasa Pocoun - Hitcturyte | SUPYCA Knewjeaozo anedharuma «Abcemmaposn.
Bupyconoruy um. LW, Muanosckoron (Ne aenorenTa )
IKB-553) u =& Cocynapersennolt  konnexmm | Coomeememayer
BO3BynuTenelt mupycnmix wnexut, PHKKETCHO30B
®EYH T'HL[ BE «Bekropy (winenTapuEit Homep
V-171). ;
Iitamm [is KoHTpons — BUPYJICHTHBIH TeCT-1TaMM
BHpyca  kiemenoro  suuedannra «AGceTraposy
Renonuposan b ocymapetsenuol  kommexupH
Bo3ByanTenelt  BupycHLX undexunli, pukkercrozon
®BYH THI[ BB «Bekrop» (nHBenTapHEIt HOMep
V-172),
Vnaxopka Tlepoudnas ynakonka - aMynsl BMecTHMOCTLIO | MIT | AMAYJEL BMCCTUMOCTEIO 1 M M3 CTeKia  1-ro
M3 creta 1-10 rUIpONHTHYECKOTO Ki1aces, THAPOTUTHYECKOrO KNacca,
ITo I nose (0,25 m) B ammnye, Mo 1 noge (0,25 mi) B ammyne,
Mapxuposky Ha aMITy e HanoeaT | MapkupoBka WA aMNYNax: Ha  ammmel waxneena
GricTposakperuitomelicn kpackoit (uepumnamu) wny CaMOKNERUJARCA INUKEMKA,
Ha aMITyJTb! HAKTEHBAIOT CAMOKIIERILYIOCH ITHKETKY, i
Bropuusas ynakonka — nauxa KapTOHHay. Bmopuunas ynaxoexa — nauka Kapmonnas,
1. TTo 10 ammyn o rauke kaproHHoH,
2. Io 5 amnyn B KacceTiol KOHTYPHOR ynakonke w3 | [lo 5-ammyn & xaccemuoir xonmypHoti ynaxoaxe uz
kaprona, [lo 2 kaccernnie KOHTYpPHbIC YNakoBKH B | kapmona, [To 2 xaccemnuwme KONMYPHYIEe ynakoerxu @
NAYKE KAPTOHHON, NayKe kapmowKot,
B mawky  rmamumaior JUCTOX-BKIANLIN U | B nauxy encoicen nucmox-axnadvi. Amnyner umerom
CkapudukaTop amMmynsHLIA, Mpu ynakonke ammyn, MONKY OnR 6CKpoImus, capugdukaniop aMnyrenuIil ve
WMCIOUMX KONBLO W3NIOMA U TOMKY: ISt BCKHITHA, | anooicen,
CKapH(UKATOP aMITYNILHET He BKITAALIBAIOT.
C'aonmemcmeyem
Mapkupopka 1) Tlepouunan ynakosxa. [leppryunan ynakobka,
Ha amnyne yxasbibaior: cokpamensoe Toprosoe (Ges | Ha oTHKeTKe aMmymsl  yxasaHo; cokpaiyeniiioe
Mapkuposky ¥) HauMenosaHue npenapara, AO3NPOBKY, | mopzosoe (¢ mapkupoexoii  ®)  naumenoaanue

npenapama  (SnyeBup® Heo demciui), dosuposka
(1 003a), xonuvecmao npenapama e amnyne (0,25 ma),
nymo egedenns (e/m), nomep cepun ( 11010325 ), dama

ucmevenus cpoka 20010CMU (coden
do 03 27).

BropuyHan yrakonka,

Ha mayke ykasano:

mopzogoe (¢ mapxupoekot %) waumencaanue
npgnapamm epynnupogonoe Hawmcenogane,
COKpawenrae Haumenoganue 6ep.wcamww
peaucmpayuonozo  ydocmoGepenus/npouseodmens

JICKAPCINBEHHOZ0 Npenapama u e20 mosapHuili suax,
adpec u meneghon Oepacamens. peaucmpayiuontozo
Yoocmosepenu/npouseodumens NERAPCMBEHHO20
fipenapama,  cokpaujennuii - adpec  npoussodcmeq
(empana, 20p0d), nexapemeennan hopma, dosupoexa,
feonuecmeo nexapemaennoeo rpenapama @ ynaxosxe,
ihopmarus 0 cocmase nekapemeennozo npenapama,
tomep cepuu (. 71010325 ), dama
npousdodcmaeq____03 25 dama ucmevenun cpoxa
2odnacmu (T'oden 0o ___03 27 ), yenoeus xpanetus,
ycnogus  omnycka,  npedynpedumenvivie  nadnucu:
«Xpanume 8 nedocmynnom Ons demeii Mecmen,
«Cmepunvroy, «Anumumena i BHY-1, BHY2, qupycy
eenamuma C u nogepxnocmnersi anmuzen supyca
2enamuma B ne obuapyacens v, «lleped npumenenuen
aempaxrymos, «ns demeii ¢ gozpacme om 3 do 17
nem (exniovumensiio)»; wmpux-x00, cnocob
npumenenun («Cnocob npusencnus: cm. unempyryuio
N0 MCOUNHCKOMY npuMenenuio (rucmox-axnadsiuy))»,
cpedemeo uoeHmudurayuy, HOMED cerdemenscmea Na
MOGAPHOI IHAK,

Coomsememayem




HACIIOPT Ne 140 _om_14.05.2025  OuueBup® Heo aercimit

. TpeGosanusn no
IMokazaTenn HJIL JU-Ne(001361)-(PT-RU)-160824 Pe3ynbTaThl KOHTpPOIA
YCIoBHs XpaHeHus Xpauuts npu Temnepatype ot 2 40 8 °C, He 3amopaxusarh.
Jara seimycka; 19.03.2025 T,
Cpox roanocTi 2 roxa Comen 10 31.03.2027 r.
‘ Coomaememeyem

SAKJIIOYEHHME: Jlexapersennsit  npemapar  OuneBup®  Heo  jerckwit  cycrmensus s
BHYTPUMBIIIEYHOTO BBEGHHUS, | 7033 CepHu T1010325 coomeemcmeyem mpebosanusm
HopMaTHBHOM foxymentauuu T JITI-Ne(001361)-(PI"-RU)-160824,

Crapumit Muxpobuonor OBTK(OKK) _ Anmxuna H.H. W

. (Ronxnocts) (PHO) (Tloymucy)

Havanpauk OBTK(OKK) _Erodepona L.®. &
Ulomatinets) (®HO) (ﬁtwmcu( / M 7] K PO r EH
Ao%0

OBTK (OKK)

JHara seinaun nacmopra « 14 » 05 2025,




