PA3BPEHIEHUE
Ha BBOJ B rpaxiaHCKuit 060poT B Poceuiickolt depeparyu cepuu MM IapTHy
npoussenieHHoro B Poceniickolt @enepanuy Wi BBO3UMOro B Poccuifckyio Denepanuio
MMMYHOOHOJIOTHYECKOT0 JIEKapCTBEHHOrO Iperapara
Ne P006-00110-77/02345657 ot 22.05.2025

Buigano AxumoneproMy o6mectsy "HayuHO-IPOH3BOICTBEHHOE OOBEAMHEHHE 0
MEIUIMHCKUM MMMyHOOHONOrnYeckuM npenaparaM "Mukporen”, Poccus, 115088,
r. Mocksa, yn. 1-g JTy6posckas, a. 15, crp. 2, MHH: 7722422237,
(HauMEHOBAHNME IOPHUANIECKOTO JINLE, FOPUAUIECKUH] agpec, UIHH) ,
Dejxepanbuas caysba mo Hamzopy B cdepe 31paBOOXPAHEHNs] HA OCHOBAHHUM
sakmovennst  McnerratensHolt  nmaGopatopun  Kpachospekoro  dumana  OIBY
"MIMITOY AOCMII" Pocsapasranzopa
(HanmeHOBaHHe (eIepaIbHOrO FoCY IAPCTBEHHOTO GKOKETHOr0 yUpexaeHus)
or 20.05.2025 Ne 175[IK-05/25 paspewmaer BBOA B rpaxcaaHcKuii 0GopoT
(mara) (nomep)

B Poccniickoii ®eepanun MMMYHOGHOI0THYECKOT0 JIEKAPCTBEHHOT0 npenaparta

BOnueBup® Heo petckuit (Bakiuua Kiemesoro sHIe(haNNTa KYIbTypalbHas OYHIeHHas

KOHIEHTPUPOBAHHAS MHAKTHBHPOBAHHAs copGUpoBaHHas)
(ToproBoe HaUMeHOBaHYE)

Baxuuna 1y1s IpoQuIIakTHKY KIIEneBoro SHIedanuTa
(MexIyHapoAHOE HEMATEHTOBAHHOE HAUMEHOBaHHE (IPyIIHPOBOYHOE UK XUMHUYECKOE)
CYCIEH3US JUIsl BHYTPUMEIIIeYHOro BBenenus 0.25 mi (1 noza) - ammysist (10 wit.) -
' MaYKK KaPTOHHBIC - V15t JICYEOHO-NPOQUIaKTHUSCKUX YIPEekK ASHNM
(opma BrInycka (C yKasaHHeM JieKapCTBEHHOH (opMEI, 1031POBKH, HACOBKH) M KOIHYECTBO B YNIAKOBKE)

cepun _T1140125 , o6wbem cepnu wiam naprun 5093 "
(HoMep cepun) (KONIMYECTBO YIIAKOBOK)

roged no 01,2027 ,

(cpox rogroCTH)
Npou3BoJCTBA AKUMOHEpHOro obmectsa "HayuHo-MpoU3BOACTBEHHOE 0OBEUHERNE 10
MEIIMIMHCKUM ~ HMMyHOOHONOruyeckuM  mpemapatam  "Muxporen” (AO  "HIIO
"Muxporen"), Poccnsi, 634040, Tomckas o6nacts, T. Tomcxk, yn. VBanoBckoro, na. 8
(Bce cTaguu, BKIIIOYas BBIYCKAIOIIMI KOHTPONIb KA4eCTBa).

(HauMeHOBaHUe W aZpec IPOU3BOAUTENS (C YKa3aHUeM cTagui NPON3BOLCTBA)
Perucrpaunonnoe yrocroseperne Ne JITI-Ne(001361)-(PT-RU) ot 31.10.2022.
Heprxarenb perHcTPalHOHHOIO YIOCTOBEpeHHs! Akuponeproe obmectBo "Hayumno-
IPOU3BOJCTBEHHOE OGhEMHEHHE IO MEIMIMHCKAM MMMYHOGHOJIOTHYECKUM IIpellapaTaMm
"Muxporer" (AO "HITO "Muxporen"), Poccus, 115088, r. Mocksa, yi. 1-2 dy6poBckas,
a. 15, cTp. 2.

(nanMeHoOBaHHe, afpec)

3aMecTUTeIb PYKOBOAUTENS
PocsnpasHanzopa

JOKYMEHT ITOAITNCAH
DIEKTPOHHOH IOAMIUCHIO

Braaenen Iapxomerrco Tvurparit Beenostoxoniry
Heiicrnnrenen ¢ 07.04.2025 wo 01.07.2026




AKIHOHEPHOE OVLIECTBO
«Hay4Ho-npon3BozicTReHHOE 00BEMHEHME N0 MEAHLMHCKUM MMMYHOGHOIOTHHECKAM IIpenapaTam

«MuKporeny

AJpec MecTa OCYIECTBICHHUS JIMICH3HPYEMOTO BHJIA JEATEIBHOCTH:
634040, Tomexas oGnacte, . ToMmck, yi. Misanosekoro, 8

Howmep cepnn 11140125
Konuuectso, en. uamepenns 5 093  ynakopox

HIACITIOPT Mo 85 om 24,03.2025 2.

+ OmneBup® Heo nerckuit (Bakuuea WiemeBoro sumedanmTa KyIbTypalbHas OUdIieHHas
KOHIIEHTPUPOBAHHASL HHAKTHBKPOBAHHAS COPOUpOBanHas)
Baxnmna must mpodriIakTHI KIIEImeBoro sHmehanmTa
CYCITeH3USL /IS BHY TPHMBIIICYHOrO BBEAeHU, 1 mo3a
Perucrpanmonnoe ynocropepenne JIIT-Ne(001361)-(PI-RU)

Hara npoussoactea O 2
Tlonen no 01 27

Wcnwrranus nposexess mo HIT JITT-Ne(001361)-(PT-RU)-160824

TpeGobauus no
Hoxazarenn ; PeayneTaTe! KOHTpONS
HJI JIN-Ne(001361)-(PT-RU)-160824 ¥ P
Tomozennan cyenensun 6enozo yeema
Comorensx : A
Onucanue ngc*;mowafnx ;ﬁxx"%moro p e bes nocmoponnux 8Kk eRul
P Coomsemcmeyem
HomKHa BLI3KIBATE CIELMPHIECKNH HMMYHUTET K Buiswieasin aneyudniecicyl uvyruien 1 supycy
TommmuoeTs, BUpYCY Kneteoro snuedara (K3) nph KINeUjee020 smle(l);zll/uma (K3) npu ummynusanuu
' : mouuedl nunuy Balb/c
HMMyHU3a1 BILIC
MYHH3AIHY MBICH THHuN Balb/c Coomaemcmayem
Bpemst : Cyengnsus, 0bpasylowanca npu 6cmpaxueanuy,
CeNUMEHTAIHOHHON ncg';:::;m:éc‘f& a;;g; gg;a:i’;:?:u:c; IL H::BaHH"’ he He paccnausaemes ¢ meyenue 3 Mun
YCTOWYHBOCTH P

Coomeem cmeyem

[poxonumMocTs yepes
HIITYy

Cycnenans, 06pasyroLAics NPH BCTPAXHBAHIH,
ROMKHA cBOGOAHO MPOXOANTE B IINPHIL Yepes Uray
0,8x40

Cycnensus, 06pasyIouaaca npu GCMpaxueanuy,
c60600H0 npoxodum @ wnpuy wepea uzny 0,8x40
Coomeenicmayem

TOKCWYHOCTD

Jlomkna 6LITL HETOKCUYHON

7,7
pH Or7dae T Coomaencinagyem
0,25 mn
Hspnexacmenii o6beM | He Menee HOMHHAIBHOTO Coomeememeyem
. Cmepunvran
CTepHBIoOCTD Homina GLITL CTEPHITLIOR Coomeememayem
BaxTepHanbble He Gonce 25 EO/MM Menee 25 EQmn
SHIOTOKCHHEI Coomeememayem
AHOManoHas Hemoxcuuna

Coomaemcmayem

Crienpdumeckas

Homuna 6uiTL cnewmdrmeckn akriana, MU s nomkHa

Creyuguyecku axmuena.
MHs50 0,009 mn

Ot 80 1o 100 % Ha copGenTe AmOMUHNA THAPOKCHAC

aKTHBHOCTE 661 B ipenenax or 0,001 xo 0,017 mn Coomaemcmayem

Copepxanue 0,64 mrz/dosa
wHakTUBHpoBannoro | Ot 0,3 no 1,5 Mkr/mosa Coomeememesyem

aHTHUreHa BUpyca KO

TTonuora cop6uuu o

Ha copbeitne amoMutus euopoxcude

AHTHECHA Coomeememayem
Conepixanuc 0,16 M2 6 003c
ATIOMHHUS Or 0,15 20 0,25 mr & noze Coomaemcmeyem

12 m2 @ 0o3ze
Caxaposa Or 10 ro 15 Mr B goze

Coomaemcmeayem

[ToCTOPOHHNE NPHMECH:

Kanamuyuna Omeymemeayem
A oJKe|
cynegpam Honscen oveyromaobars Coomeemcmeyem
Menee 5 mx2/dosa
dopmansdezud He Gonee 5 Mkr/no3a )

Coomeemcmgyem




HACHOF T N 8D

om_24.U3,.412)  IHIEBHP™ HEo AeTCKUM

THoxasarenu

TpeGoranust no
HJLJIT-Ne(001361)-(PY-RU)-160824

PesysbTaTsl KOWTpOSSt

I'Ipomnonc‘mcmme
(I TAMMBT M UITAMME
s KOHTpOﬂH
(TecT-ITAMMLIL)

[IpoM3BONCTBCHHEIN  WITAMM  BHpYCA  KJIEL(EBOrO
sunedanuta «205» meronuposan v TocyxapcraeHHol
KOJNEKIHM BUpycoB noapasaelenms OIBY « HULDM
um, H.d, Famamen» Mumppasa Poccun - WaeratyTe
Bupycoornd wM. JILW. Heawosckoro» (Ne menoncHTa
TKB-553) u B Docymapcrremnod  koyuleKuuu
Bo3byureneit BHpYCHEIX HubEeKUM, PHKKSTCHOIOB
<1DB§’H THIT BB «Bextop» (WHBenTaphuit nomep V-
71).
LlTamm oI KOHTPONA — BUPYJEHTHEI! TecT-IUTaMM
BHpYca  KJCIeDOro suuedanuta  «AGceTraposn
HenonuposaH B T'ocyjapcTReHHON  KoJneKUwH
B030yAuTENCH BUPYCHEIX MHGEeKUuuH, pHKKETCHOIOB
OEVH I'HLI BB «Bekropy (uBentapurili nomep V-
172).

Hpouzeodcmeenuiil
anyeanuma «205x.
LLImamm Ons KOHMPONA — GUPYNEHMHBIN MEC-Uimarm
aupyca Kreiea0zo suyjehanuma «Abcemmapoay,

wmamMm  eupyca  Knewjeaozo

Coomeencmeyem

" JICKAPCTBEHHOXO npenapara,

KONHYECTBO TIpEnapaTa B aMImyne, TyTh BBEXEHS,
HoMep cepun  (BykpenHo-umdponoe ofo3nHaueHuc),
JATY UCTEUEHHS CPOKA TOXHOCTH,

Ha orukeTke aMmynmol yKajslBaloT: COKpalleHHOE
TOprosoe (¢ MapkHpobko ®)  HauMenobaHMe
npenapaTa, IOO3HPOBKY, KONHYCCTBO DNpenapara B
aMmnyne, NyTh BBEACHUT, HOMep cepuu (GykpenHo-
uxdpopoe 0603HAYCHME), AATY HCTEHENMT CPOKA

TOIHOCTH,

2) BropuyHan ynaxonka. )

Ha nayke ykaspinaior: Topronoc (¢ Mapiuponkoi ©)
HaHMCHOBaHHE npenapara, TPyNNpoRoYHOe
HauMeHonauue, COKpaleHHOe HaHMEHOBaHUE
JepXKaTeNa  PerHCTPAlMOHHOTO - YIOCTOBEpEeHUs/

NPOU3ROANTENA JIEKAPCTREHHORO NpEnapaTa W ero
TOBAPHBIY 3HAK, a;mpec W TeNeOH  NepKaTens
PETHCTPALUMOHNOrO  YROCTOBEPEHW/NIPOUIBOANTENA
( COKpaWeHHEH  anpec
nponsnoseTha  (CTpaHa, ropon),  NEKapCTBEHHYIO
(opMy, ROIMPOBKY, KOJNMHMECTBO JIEKAPCTBEHHOTO
npeuapaTa B ynakoske, MHQOPMALMIO O CcocTaBe
JICKAPCTBEHHOro nperapara, nomep cepun (Gyksenmo-
uudporoe 0603HAYEHHE), NATY NPOMIBONCTDA, HATY
HCTEHERUA  CPOKA  FOINHOCTH, YGCNOBHA = XpaHenws,
YCNOBUL  OTITYCKR, TNPEAYNPERMTENLHLE  HAHCH:
«XpaHuTs B HEROCTYNHOM JUIl  AeTeH - MecTey,
«Crepwibnon, «Aurnrena x BHY-1, BUY-2, nupycy
rematuta C ®  MODEPXHOCTHGLIT auTHreH BHpyca
renatata B He oGuapykensy, «Ilepen npuMeHeHHEM
BCTPAXHYTEY, «Jna ferelt B pospacre ot 3 no 17 yer
(BIITIOYHTENBHO)», WITPUX-KOZ, CHOCOG NpUMCHEHHMS
(«Croco6  MpUMCHEHMA:  CM.  MHCTPYKUMIO  TIO
MORHUMHCKOMY NPHMOHCHIIO  (IHCTOK-BIJIGAGINI))N,
CPCACTBO HACHTH(HKALMK, HOMep CBHIETENLCTBA HA
TOBAPHRIN 3HAK,

VriaKobka Tlepernan ynakorka - amiysisl BMECTHMOCTSIO | MJT | AMIYJIEI BMCCTHMOGTEIO 1 M M3 oTeiTa  1-ro
U3 cTeKNd 1-r0 THAPONHTIYECKOTO KIacca, PUAPOJIMTHYECKOTO KIIACCa,
o 1 pose (0,25 mi) B ammyne. o 1 moze (0,25 M) B amityse.
Mapkrpobky Ha aMnyJbl naHocar | MapkupoBka Ha aMIynax: Ha  aMmynel  HAakieewa.
GbICTpO3aKpEmIMIOmelica Kpackol (YepHIIaMu) WIN | camoxnesiuyancs smuxemka, ‘
Ha AMITYJIBI HAKJIEWBAIOT CAMOKIIEALIYIOCH 3TUKETKY.
Broprynas ynakoska — iguka KapToHNas. Bmopuunan ynakoska — navka kapmonna.
1. Tlo 10 ammys ® mauke xapToHHOM, )
2. Io 5 amnyn B kacceTHOl KoHTYpHOH ynakoske w3 | 7o § ammyn @ xaccemmnoii KOHMYPHOT ynaxoexe u3
xaprona. Ilo 2 xaccerTwwic KoHTypHble ynakosku B | xapmona. o 2 kaccemusie KOHMYpHElE YNAKOGKN @
NaYKe KaPTOHHOM. navKe KapmoKHoU.
B navuky BKIAALIBAIOT JIHCTOK~BKNAIBILT ni A RAYKY 6IIOXCEH JUCMOK-8KIUOBINL AM”yJIbI wnterom
ckapudukatop ammymbHb. TIpH ynakonke ammyn, | mouky Ons eckpsimun, ckapuuxamop ammynbHotil He
HMEIOWMX KONBLO U3/IOMA N TOYKY AJISl BCKPLITHSA, | arooicen.
ckapr@uKaTop aMIryJIbILIR He BRIAILIBAIOT,

Coomeemcmeyem

Mapkuponka 1) Iepenunan ynakonka, ITepninas ynakonxa,
Ha amnyrne ykaswinaior; cokpautensoe tapronoe (6es | Ha orhkerke amiyinl  ykasaHo:  cokpaueniioe
MAapKHPOBKK ®) HAHMEHODAHHE npenapara, ROIUPOBKY, | mopzogoe (¢ Mapkupoexoli  ®)  maumenosanue

npenapama  (SuyeBup® Heo demckuil),” dozuposra
(1 do3a), xonusecmeao npenapama ¢ amnyne (0,25 mn),
nyinb agedenun (a/m), riomep cepuu ( T114012S ); dama

ucmeyenus cpoka " 200n0CMU (200eu
20 07 27),

Broprinan ynakonka,

Ha mauke ykasano;

maopeosoe (¢ mapxuposkoii %) waumenosanue
npenapama, 2pynhupogoyHoe Haumenoeale,
coKpaujenHoe HauMeHosanue deparcainens
peaucmpayuoniiozo  ydocmosepenus/npou3eodumens
nexape 020 rpenapama u ezo INOSAPHuIil 3HAK,

adpec u menedon  Oepoicamenn  peucmpayuoHHozo
yoocmogepenus/npousaodumens JIEKAapCMBERH020
npenapama, Coxkpawjennwi  adpec npouseodcniea
{empana, 20pod), nexapcmeennan gopma, d03UpPoeKa,
KONUMeCmoo eKkapcmeentoao npenapama 6 ynakoexe,
ulghopMayua o coemage Nexapcmeenozo npenapama,
Homep cepuu (. 71140123 ), dama
npouseodcmaa____ ()1 25 0ama ucmeuenun cpora
200nocmu (Todew 0o (01 27 ), yenosun xparenus,
yanosus  omnycka, . npedynpedumensibie  HADNUCH!
«Xpawume € nedocmiynHom Ons demend  mecmen,
«Cmepunvuo», «Aumumena x BHY-1, BHY-2, supycy
zenamuma C W nosepxnocmiuuili  aiumuzen éupyca
zenamuma B ne obnapysicenury, «Ileped npumenentem
aempsxrymey, «na demeil ¢ eozpacme om 3 do 17
nem (6rmovumensra)y, wmpux-xk00,.  cnocob
npumenenun («Cnocob npuMeHenun: cM. UHCmpykyino
RO MEOUWUHCKOMY NDUMENEHWIO (TUCTOK-GINA6IN))Y,
cpedcmes udenmuuKayuy, HoMep ceudemensemaa Ha
moeapruiil 3nax.

Coomdememayem




HALIUE L N 80 Om_£4.U3.2U4)  IHNEBUp® Heo neTckuil

TpeGonantus no

’ PeaynnTaThl KayTpons
HJLJITE-Ne(001361)-(PT-RU)-160824 )

Moxazarenn

Yenonns xpaseHmt Xpanuth npu Temneparype ot 2 1o 8 °C, He 3amoparinats,

. . Jata Bbinycka; 25.01.2025 . .
Cpox roguocTh 2roza Tonew mo 31.01.2027 r.

Coomgememayem

SAKJIIOYEHHUE:  Jlexapcrsennsrii npenapar  OuueBup®  Heo  merciumit  cyenemsms D16}
BHYTPUMBIIIEUHOTO BBeIEHUS, | 11033 cepun T1140125 coomeememeyem mpebosanuam
HOpMaTHBHOK noxymentarm HIT JIIT-No(001361 )-(PT-RU)-160824.

Crapuuit mupobuonor OBTK(OKK)  Amicma HLH. A

(HamsacTs) (PHO) (Moanics)

" Havamsuukx OBTK(OKK) Erodepona I'.@. /

(MoaxitocTs) (PHO) ((oxﬁy

Hara Benaun nacnopra « 24 » 03 2025 r.




