PASPEIHERIEE
Ha BBOZ B rpaiaanckuil obopor B Pocenitckoit Depeparun CEpUM WX apTHU
IPOUSBEACHHOTO B Poccuiickoit Oenepatiny mity BBO3MMOTO B Poccnitckyio ®eneparuro

UMMYHOOHONIOTHYECKOTO IEKAPCTBEHHOTO npernapara
Ne P006-00110-77/00740775 ot 23.10.2023

Boizano AXIEOHEPHOMY ofIecTBy "HayuHo-Ipou3BoacTREHHOE 00benMHEHNE IO

MEIMIMHCKEM  UMMYHOOROIOrHYecKM liperapatam  "Muxporen”, Poccus, 115088,

r. Mocksa, y1. 1-5 Ty6posckas, 1. 15, ctp. 2, UHH: 7722422237. '
(HanMenosanue IOPUANYECKOTC AUNA, FOPHAKIECK anpec, IHH)

Denepanehan caymba no Hax3opy B cdepe 31paBOOXpaHEHHS Ha OCHOBAHHYL

sarmoyenus Kpacaospexoro hunuana ®IBY "UMIISYAQOCMIT" Pocsnpasuanzopa

(HauMeroRanve GenepansHoro TOCYZaRCTBEHHOTO BHOMKETHOrD YIPEXRACHUSA)

ot 17.10.2023 Ne 1119J1K-05/23 baspewiaer BBOA B rpaskAaHCKHil o6opor
{nata) {nomep)

B Poccuiickoit ®enepanun MMMYHOGHO/IOTHHECKOT0 1eKAPCTBEHHOTO npenapara
SuneBup® Heo netcxuit (Baknuna xremesoro suUehanuTa Ky IBTypaTbHas OYUIICHHas
KOHUCHTPUPOBAHHAS NHAKTUBUPOBAHHEAS copbupoBanuas)

(roprozoe HauMEHOBaHuE)
Bakuusa 17151 npoduniak iy Kiemesoro SHUEhaNUTE
(MS)KH}’HapOJIHOC HETIATCHTOBAHHOE HAUMECHOBaHNEe I‘pyHI'ZHpOBO‘{HOE Hnu XHMH‘{CCKOC)
CYCNICH3HUS 171 BHY TPUMBIIICYHOrO BBeRenns 0.25 My (1 no3a) - ammyner (10 uiT.) -
H8YKY KAPTOHHBIE - s JIEHeOHO-IP OB HIaKTHY eCKIX VYpexaennii
{(bopma BentycKa ¢ Yrazanney JIEKAPCTEEHHOM (HOPMBI, TOIUPOEKH, GACOBKM U KOTHICCTEO B YNAaKOBKE)
cepur  T040623 . O0bem cepuu uau mapruu 5118
(roMep cepun) {xoamyecTso YIaKOBOK)
roaen no  06.2025
{cpox rozuocTy)
NPOU3BOACTBA AKUNOHEPHOrO 06IiecTRa "Hayuso-npoussoscteennoe o6penunenue 1o
MEZUUMHCKUM  YIMMYHOBHOIOr HYECKUM Ipenapatam  "Muxporew” (AO  "HIIO
"Muxporen"), Poccus, 634040, Tomckas o61acts, r. ToMck, v Hsanosckoro, 1. 8 (Bce
CTaluH, BKIIOYAs BLINYCKAIOLMY KORTPOIE KayecTsa),

(Hamxesoaam:e Y aZpeC NPOU3BOAKTENS C yKazadnem cranull npomso/:{cma)
Perucrpaunonsoe YAocToBepenne Ne JHI-Ne(001361)-(PT-RU) o1 31.10.2022.
AepxaTens perucrpanmonsoro YAaocTosepenus AKUMOHEpHOEe 06MIECTRO "HayuHo-
[IPOU3BOACTBEHHOE O0BEINHERNE 110 METMIITHCKIM AMMYHOGHOIOTHYECKUM TiperapaTam
"Muxkporen" (AO "HITO "Mukporer"), Pocens, 115088, r. Mocksa, yi. 1-a HyGporckas,
X 15, crp. 2.

2

{HanMeHoBaHNeE, anpec)

3aMeCTHTENb PYKOBOINTE IS H.B. TTapxomenxo

HOKYMEHT HOAIMCAH
SNEXTPOHHOH HOIIBACHIO

Cepraduxar Q117424600 C31 540134 SES530507E4%2
Braneacu Haprosenxo Huurpnit Beenoauienun
Letierarrenes ¢ 14.02.2023 no 09.05.2024




Axumoneproe olwecTso
«Hayuno-npoussoncTsernoe ofeuner e mo MEZHIHHCKIN HMMyHoSuonoruIeckaM npenaparam

«Muxporenn

AZpEC MECTa OCYLIECTBISH IS JHIEH3UPYEMOTO BENA NEFTENEHOCTH,
634040, Tomcrax ofnacts, r. ToMcx. yr. Msasosckoro, 8
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DaueBup® Heo gercxnit (Baxmmsa KIemesoro SHUEQATHTA KY:bTYPATBHAL OUHINEHHAL
KOHUCHTPHPOBANKEAY HHAKTHBHPOBAKEAS cOpSupoBarsas)
Baxwina xus npodumaxtuks kuemesoro sunedaniTa
CYCNEH3HA Q7 BHYTPHMETIICYHOTO BBEACHKA, | 4032

Peructpanmonsoe yaocToseperye JI-Ne(001361)-(PT-R1))
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' HeO JeToKAN

Tlorasarean

Tpebosanus ng
HY JHI-Ne(00136 1)-{PT-RU)-311023

TipoussoacTacuie
UITAMMB] i LITEBMM G
A58 XOKTPOHE
{TUCT-LTAMMSI}

Peayanrarst kouTpoas

Hpoussopcreennnl  wranm BHPYCE  KABLIEBOrO
suuedanre «205» Aenonrposan 8 I'ocyaaperpenol
KOTMACRUMY BUDPYCOB NOADEIAENCHKE DIEY «HHIGM
L HoO, Tavaneuy Munaapass Poccu « Viucruryre
snpyconorus sm. JH. Weanoscxoron (Ne nenouenrs
TKB-S33) u 3 I OCYASPCTBERHON  ROMNCKLMK
soa0ysurencl supycrsx HHOCKUHA, DHXRETCHO30B
@EYH HU BB «Becrops (umsesrapuui somep V-
7.

Hlrasse nns wowrpons - BUDYICHTHBI TeCT-tTan
BHpyCa  RUCIEBOTC  3sunedhanuta wASceTraposy
ACTDRMDOBA B I'DOYIOpCrBeHHOR  onmew 3o
2030y AMTRISH  BupyCHbIX ARPeKUNE,  DURKSTCHOIOB
©BYH THI 85 «Bextopy {unserTapHut HOMED Vo

172),

fpoussodemeennnii  1amanm
suyedanuma €205,

Lilmamm 18 koumpons ~ supynenmuoilt mecm-umanm
SUDYER RALUEG020 Sryeharuma «Abcemmapogs.

gupyca  RACwes020

Coomsememyyem

| «Xpaunurs n

Homep  cepuir {Sykseuwo-undponoe obosnasenne),
AATY HCTSHCKIA CPORE FOALOCTH,

Ha sraeemse ammyau YHEIMBAOT.  CORPALLEHOL
Teprosoe (¢ mapkuposxofi %) HAUMEHOBAHHE
APENLPATE,  Q03HDOBKY, KOMUKSCTDO npengpary 3
WANYAS, UYTH BEEACKME, HUMED Cepun {Byxsenno-
undponoe ofiosnanenune), ABTY  MCTSHZEMM  Opoxy
FOLHOCTH.

2} Bropuynas yaaxonka.

Ha naxke yxasumwor: TOPrOBOT (¢ mapkupdnrol ©)

BEEMOIOBAHME apenagara, IPYANHDOBOULGE
HEHMCHOBANME, CORPAMERHOE HaMMeRoBANNRE
AUTRATCAR  PErHCTPRUHOHHOMD YAOTTOBEpeHMNR/
DpOUIBOAXTENS SERAPCTBEHNOIG npcnapam d4 oo
TOBUDHEIA  3uak, anpec o TeaehOH  acpmaTens
PETHCTDRLUORHOTO Y AOCTOBOPCHMA/MPOHIBOMITE R
ACKADCTBERHAO  Upenapata, CoRpaILeEMLIY  anpes

NpOMIBOACTRR  (ovpana,  ropoa), JBRBDCTBEREYIO
Qopry, LOSHDOBKY, KOAHHEUTEG NCKADCTBEHROMS
TDENAPATA B ynaKoBRe, KHODMAUKIO © cocTame
JSKEDCTHEHHONG npenapara, HoMeEp cepir (Gykserig-
unposoe ofosnanenie), au ¥ NpOMIBOACTBR, Aury
HUICHUHUS  COOKE  TOAMOETH,  YCAOBH Kpa A,
YUAOBHA  OTOYCKY, DDEAYNPeARTEnHMC Hagmmer:
HEAOCTYNHOM 2% gevel MeCTEN,
«Crepunvnon, wAwtrrens x BHY-1, BHY.2, BHPYSY
renatvTa. C o ou DoBCRXMOCTHRY  awTsren BHpyea
renutute B we oluapywesum, «llepen npumcnenuen
BOrpAKEy LY, «fing getel e sozpacte o1 3 20 17 ner
{sumonnTeasnoy, WIPHX-50L, ¢Rnocod mpusenenss
(«Crocol  nmpumencanr; o HECTDYRUMXS  no
METHIIIHCKOMY  TIDRMedRIG (IE‘;{U!GK-QI\'H&JMHI}))},
CReLCTE0 HIeHTHGMKALMH, HOMCD CBENCTSABCTER Ha
TOSAPHBIN 3HaK,

¥Yrnakoska Tiepuusies ynaxoexg - BHTYAbL SMECTHMOCTSIO 1 M | 110 | aose {0,25 31} B EMIYAB BMECTHMOCTRIO 1 M m
3 CTORA2 170 IUAPOIHTHY ST KOS Kiages, CTERNA 170 MHAPOAUTHYECKONO KIaceR.
Mo 12032 (0,25 M) 5 ATV,
Mapxrposxy ua BMITYART Haroesr | Mapxkuposke na AMAYNEX. HE  QMAYAL  saxieexa
SwicTposaxpenimometica KPECKOH (depusnnamu) uay COMORACRUARCH JBUREMEQ.
18 GMIIY B! HAKACHBAIOT CAMCKALALLYOCS ITHKETKY. o
Bropiusas yrakosks — navxa KAPTOHHAN. Bmopuunas ynaxpexa ~ naxa Kapmornas,
L T 10 avmyn 5 nauxe REPTOANOR, de 3 awnya, umerouux mouxy Oxn gckpumus, ¢
2. o 5 aMmyn B Kacseriol KOHTYDPHOR YRAKOBKE i3 | xaccempod KOHMYDHOL ynaxosre w3y RADMOKA MADKU
saprosw. Ilo 2 xaccernms KOUTYDHEIE ynakoBkH B | «Xamav., o 2 xeccemume KOHRIYPHBIE YNaxosxu ¢
IRYKE KAPTORHOM, AUCIKOM-GRIGOGUEN & NOwKE W3 Kapmona MADKU
B nauky  mxaeassmor SHSTOR-SXARAMI ¥ | wRauman,
CRAPUPHKETOD eMIYALEBIL fIpn ynaxosxe LAY,
EMEOUGY KOALUC MINOME WIH TOuKY Nig serpertay, | Coomeemomayem
CHEPHDUKETOP MOy AbanS He BKAAZLIBAIOT.

Mapeuponry 1) Nepenvnan ynarosxa, Hepsuynag ynakossa.
Ha svnyae yxosuzaor: CorpeLIeHROE Toprouos {8e3 | Ha  vreetxe AMNYIAR  YRR3AHO.  CORpamENHOe
MEpxHpoaxH ) naumenosanye UPENEDUTE, AGYAPOBRY, | mopzosor (o MapRupogkok ) naumenpeanue
RoamueeTEY apenaparts R amnmyne, I¥Th BBEICHMA, | npengpame QngeBup@ Heo demexus), dosuposka

(I 903a), xosusecmeo rpenapama e asnyae (0,25 s,
1yind §6e0eHuR (6/m), Homep cepuu {_J L4 8l 2

»

dama  ucmeugnun cposa zonocmu  (2oden
o0

Bropuusad ymaronks,

Ha navke yxasano:

mopzodoe (¢ mopkuposkod %) wausenosanue
npc)rapcma, 2;’{}"’{}1!1‘0060115108 HaumMenoganue,
SOKDGUEHIOR Haudenoganue Oepcamean

peerempaionnoen yoecmosepenus/npoussodumenn
ACKAPCMELnHO20 npenarama u e2o MOSAPHIE IHAK,
adpec u menehon Sepucamens DRBUCHIPGYUORISOZO
YOncmosepeutanpouzecdumenn REKAPCMBLENOZO
Apencpama,  coxpawenwwil  adpec npoussodcmsa
{empana, 2opad), AEKQDCMOERHAR (opma, dosupoeKa,
ROLUNECTIB0 REKCPCMBENNUZ0 NPERGPCIMA ¢ ynaxvexe,
UHDODMAYUR & COCIMA0E AeXAPEMEEHRO20 npenapama,
nomep cepun TGRS ), dama
npouseoocise__ & & o ¥, dama uemewenua cpoxa
2oomocinu (Toden do _L04 24 ), YEADSUR XpaAnSHUS,
FOROGUR  OMIYCRE,  RpROYNDEOUMERLHLIE  HAGNuCH:
«Xpanums 6 wedocmymiwom dan  demed Mecmen,
s Comepiesvnon, vAumumena x BAYG-1, BUY.2, eupycy
aengnmuma O u nosepxrocmumi  gumusen qupyea
cenamume B we obnapyocensis, «lleped HpuMeEHERUEM
ScmpRxuymes, wflis demei g sozpacmz omt 3 o 17
aem (8RO UmERLH) 3, Umpux-k0d, cnocet
npusenenun («Cnocod rpusenenun: o, UHCIDYKYUIO
NG MEOUYUHOROMY NDUMEHEHIIO {aucmar-axiaduin)) »,
CpeCCma0 UbeHmUPURARIY, HoMEP Candemenvemss Ha
MosapHL FHAK.

Coomgemengyem
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Tpebosanns no
254 SOIET
Tloxasarenn B - Me(001361)-(Pr-RU)-311022 PesynwnTaTsl KONTPOAR
YCansus Xpanesus XpexuTh npu Temnepatype 0T 210 § °C. He 3aMopausars.,
Jara npoussoncrsa: of & £ L5 3
Cpor roasocry 2 roaz Toaes 101 _JL°. 08 L3075,
Coomsememeyem

SAKJIOUEHHE: JlexaperseHmsit npenapar  DmneBro®  Heo  jercxmif  cvemensus _ A

BHYTPUMBUICHUHOrO BBenerud, 1 1038 cepun LG LE A S coomeememeyem mpetosanuam
HOPMATHBECH xoxymenTaunn HI JIT-Ne(001361)-(PT-RU)-311022
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