PA3PEIIEHIE
Ha BBOJ B IpafaHCkIIil odopot B Poccriickoit Oelepaliim ceprin 1T IapTIII
npolreeaeHHoro B Poccriickoit deaeparti 1t BBo3umoro B Poccniickyro deepaliizo

IIMMYHOOIIOJIOTITYECKOI0 JIEKAPCTBEHHOIO IIperapaTa
Ne PO06-00110-77/03741256 ot 14.11.2025

Boinano AxmnonepHoMmy ofmectBy "Hay4HO-IIPON3BOACTBEHHOE OOBEAIHEHNE II0
MEIHIIHCKHM [IMMyHOOHOIOTIHecKIM Tpernapatam  "Mrukporer”, Poccmg, 115088,
r. MockBa, ya. 1-a [lyGposckag, 1. 15, crp. 2, UHH: 7722422237,

(HaIMeHOBAHIIE FOPIIITIeCKOro A, FoPIeckirii agpec, UHH)
@DenepanbHaa cIyxda 1Mo Hag3opy B cdepe 3ApABOOXPAHEHHS HAa OCHOBAHHH
3aKkoveHnsi  VcmeitatenpHoil  maGopatopnn  Kpacuospekoro  diumiana OIBY
"MUMIIOYAOCMII" PocanpaBHagsopa
(HarMeHOBaHIE (heTepaTEHOTO TOCYAAPCTBEHHOTO SIOTKETHOTO YUPeK IeHTIS)
or 06.11.2025 Ne 649JIK-05/25 pa3peliaer BBOJ B rpakIaHCKHI 060poT
(mara) (HOMED)
B Poccuiickoii ®eaepaimn HMMYHOGHOIOTHYECKOT 0 JIEKAPCTBEHHOT0 TIPENAPATa
HMMMyHOrMoOy e yeoBeka HOpMAaJILHLI
(TOproBoe HAIMEHOBAHIIE)
HIMMyHOTTIOOYIIIIH UetoBeka HOpMAaJIbHbI1T
(Me XK TyHAPOIHOE HEeIATeHTOBAHHOE HAITMEHOBAHIIE (TPYINIIIPOBOUHOE TIIT XIIMITYECKOe)
PacTBOp U1 BHYTPUMEBIIIEUHOro BBeAeHIId 100 mr/mm 1.5 Mt - amrmyser (10 ) -
[TaYKI KapTOHHLIE
(popma BrImycKa (¢ yKazaHTIeM NeKapCTBEHHOIT GOPMEL TO3IPOBKIL, (PaCOBKII) II KOMITIECTBO B YITAKOBKE )

cepun  [120625 . 00BbeM cepHH WIH MapTun 760 3
(HoMep ceprm) (KOmTUeCTBO YIIAKOBOK)
rogeH 1o 06.2027 ,
(cpoK TOTHOCTII)

NPOH3BOACTBA AKIIIOHEpHOro odmmecTBa "HayuHO-TIPOI3BOACTBEHHOE 0OBE/ITHEHIIE TI0
MEJHIITHCKIM ~ HMMYHOOHMOJIOTHYECKIIM  Hpemapatam  "Mikporen” (AO  "HIIO
"Mukporen"), Poccma, 614089, Ilepmckmii kpafi, r. Ilepmb, yi. DBpatckag, . 177
(Bce cTa I, BKIIOYAs BHIITY CKAIONIIIH KOHTPOIL KauecTBa).

(HAIMEHOBAHIIE I a/[peC IPOII3BOJITEN (¢ yKa3aHIIeM CTa LT IPOI3BOCTBA)
Perucrpaunonnoe ytocroeperue Ne JIIT-Ne(008205)-(PT-RU) ot 20.12.2024.
Hep/kaTesib PErHcTPalHOHHOTO YAOCTOBEpPEeHHs1 AKINIOHEpHOe obmecTBo "HayuHo-
TPOII3BOJCTBEHHOE OOBEITHEHIIE IT0 MEIIIITHCKIIM ITMMYHOOIIONOTITYECKIIM TIpernapaTaM
"Mixporen"” (AO "HIIO "Mukporen"), Poccrra, 115088, r. Mocksa, yi. 1-a Jly6posckas,
& 15, orp: 2.

(HarmMeHOBaHIIE, ajIpec)

3aMeCTHTEI Py KOBOAITELT
PocspaBHagzopa

JAOKYMUITT HO/TIMCATI
SIEKTPOHHOH ITOATIHCHIO

Cepradmxar 421 1324ADE2BBDI3BN126311:2CCHBCEY
Biraencn Ilapxostenro Imurpuit Beesosogosny
JletteTrurenen ¢ 07.04.2025 wo (01.07.2026




AxuHoreprioe 0fbwecrso
«HayuHo-npoK3BO/CTBCRHAE 6nheHHeRHe IO MeAMUKMHCKHM HMMYHOBHOIOrHYECKHM MperiapataM « MEKporeHs
AApec MeCTa OCYIIECTBNEHHA MHIICHIHPYCMOTO BH/A ACATCNLHOCTH
Poccus, 614089, [epmckuit Kpai, T, [lepMs, ya. bparckas, 177

HACHOPT Np 325 om 18.09.2025 2.

Toproroe naumeroBanue JIIT
MOEXIYHAPOAHOC HEeNAaTEHTOBAHHOE, HTH
FPYNNNPOBOYHOE, HIH

XMMHYECKOE HAUMEHOBAHHE
Texaperrennas hopma

PIMMYHOT/1006y/IHH YeI0BeKd HUPMAAbHbIH
WMMyHOTTOOY/THH YeoBeKa 110pMankHbI

PACTEOD /18 BHYTPHMKIEUHArD reederys, 100 mr/min

Perucrpaunonnoe yaocrosepenne JIT-Ne(008205)-(PI-RU)
Homep cepun [120625
Konuuectro, efl. uaMepenusa 760 ynakosox

[ara seimycka 07.25
L'onen no 06,27

Ucnbitanns nposeaens! no H JI-Ne(008205)-(PT-RU}-201224

Ne Mokasarenn Tpebosanus 1o HJ Peayaurarst
n/n JITI-Ne(008205)-(PT-RU)-201224 KOHTpOAA
1 2 3 4
1. | Onucanne becupeTHLIH WAK €O CBETAL-KENTON OKPacKu#, | Becigerdsii 11poapaussii pacTaop.
PO3pauHLI #IM 1300 CrasecUrpy oL Courgercrryer
pacTsop. B npouecce xpaHersn A0MYCKAeTC
MIOABR/IEH} e HE3HAUMTE/ILHOTO OCAAKA, HCUEdd-
, o __HOIIETO TI0C/1E AeTKOr0 RCTPAX ARAHMS,
2. | [opminrocTs Adomxerr ofnazars pEIOBON cneludHIHOCTLIO | (JB/IATaPT BHAOROA C1IEHM(IMUHDCTBIO — COACD-
- COACPXKATL De/IKH, CBOACTBEHHEIE CRIBOPOTKE | »XKUT DKW, CROMCTREHHAIE ChlBODOTKE KPOBH
KPOBH Ye/I0BEKA M He COMEPIKATEL 0e/IKH KU~ UETUREKH K HE CUAEPAMT BRAKH XKUBOTIIOTO
BOTHOTO NMPOHCROKILHHS. HOHCXOALEHAR,
COOTBETCTBYCT
3. | [hpoapasnocs OnrHueckas MIGTHOCTS He Gonee 0,05 OnrHueckas mnotHocTh 0,006
(COOTRETCTRVET
4. | Llnerdoern Orrrnueckas moTHOCTE He Gonee 0,13 Qrrruveckas naoTHOeTs 0,026
COOTRETCTRYPT
5. | Mexauuueckue Jonaen BugepxuEars Tpedosasua BLizepsxusaer Tpefiopanua
| BEIROMEHHA Q®C.1.4.2.0005.18 0P C.1.4.2.0005.18
6. | MonaexaemMuii MomKkeH BLITL He MeHee HOMUWHAMRHON — 1,5 mit
ofbem 1.5 mn CooTBCTCTBYET
7. | pH Or66a074 6,85
CoOTEeTCTBYCT
8. | benok 019,5 20 10,5 % (0T 95 go 105 mr/mn) 10,3 % (103 mc/mui)
. CooTseTcTByeT o
9. | IaCKTROPOPCTHHECKSA Qcliosuan Gpaxups uMmyHornodynmma G OurasHad Qipakina aimmytioraodynmta G co-
0qHOPOAIIOCTL J0JDKHa COCTaBATL He MeHee 97 % ar ofimera  craeiser 97,84 % or obiero cogepixanus Ges-
cofep:Ratun Benka Ka
COOTBeTCTRYCT
10. | MoaekymspHsie CONePKARKWe MOHDMERE W ALMEPd 40/UKHO Comepxane MoHovepa 1 AHvepa — 99,92 %
LIAPAMETDbE Berme He Menec 85 %, noaumepon u arpera- nouMepas H arperatoe - 0,06 %
ToB — He Goee 10% CooTReTCTRYET
11. | DpakyOHHBIN Jo/iHa BELABIATLCA HIITCHCHDUAA AHINS Npe- | BLIRMETCAR MHTEHCHBHAS JIMHMA TIPEUHNITI-
COCTaB LunyTaumy 1gG 1 He fosiee ueThIpex /nmoni- uus 1gG W 1 Z0NOHHTELIAs AMHHA
L HHUTE/I5HbIX JTHHUIH CoorpercrByer
12. | TepMOCTabWILIIOCTL Jospren 0cTapaTLCs MKHARAM M He 0Dpaiornl- | TIpenapar 0CTaeTes #MAKMAM M 15e 06pa3oBblBa-
BATh [eflb FIOC/E BLIEPIKHBAEHSA Hd RUJRHOV 1 L€1b NOUIC BbIACPKHBAHULHA-BOAAH0N Dane
6ane npu Tevineparype (56=1)° C 8 reuenue npu TeMneparype (5611)205F 2
44 CooTBeTCTBYET
13. | CrabnausaTopu (22,547,3) mrimn 21,3 Mr/MA
(T HH) CootaercTryer
14. | CrepuasHOCTh TonzkeH BrlTb CrepyiibHbIM CrepHnbHbI.
COOTRETCTRYET
15, | TIuporensocts HomxeH BbITh aNmMPOTCHIILIM AUPOreHHbIN.
CoortercrByeT
16. | AHomAakHanA HomxeH ObITb HETUKCAUHBIN HeToxcmyneiii.
TOKCHYITOCTL CoulBe1CIByCT

Crp. lu3l




Taproeoe HaumeHosaxue JIT1

Homep cepun [120625

HACTIOPT No 325 om 18.09.2025 2.

__Konuyecrso, e/ usmepenns 760 vilakoBoK

Wmmyror100y/MH Ye/10BeKa HOpMATbHbIH

1 2 3 4
17. | Copepranne axrren (AT):
- & anbacradmaonnsuby; | He menee 3 ME/mn 8,1 MEMn
« ¥ BUDVCY KOpH He menee 25 MEMa (meroa PITTA) wau 50 ME/mn (veron PITTA)
He menee 1,2 ME/vin (meroa UPA)
_ CooraeTCTBYCT
18. | Bupycuasn Ge3onactiocrs:
I lorepxHoCTHE anTurer | TTpenapart He A0AKe!: COAepIRITL [penapar He coneprir
BHpYCa renatyra B NOBCPXHOCTHOrO aHTHICHa BUpYCa NOBEPXHOCTHOTO @HTUICHA BHpYCa
(HBsAg) reraTiTa B reratira B
AHTUTENA K BUPYCY AHTHTC/A K BHPYCY renathTa C 40/UKHEI Anrirrea X supycy renatita C
renatvTa U OTCYTCTBORATE OTCYTCTBYIOT
AHIWTENE K RUDYCY UM- L1penapar He A0/UKEH COZEPIKATL AHTHTEN K BUPYCY UM- Tpenapar [1e COAepUT aHTHTES K
MyHO/ (! UTd YeloBeka | MyHOZe@MUMTa veaonexa (BUY-1u BUY-2) i anruren BHDYCY UMMYHOZe(bHUMTE Yenopexa
(BHAY-1 v BUY-2) ¢ au- p24 BY-1 (BUY-1m BHY-2) » anmured p24
THrcH p24 BHUY-1 BHY-1
CoOTReTCIRYE
19. | ¥Ynakoeka o 1,5 M1 B aMmy e BMEeCTHMOCTLIO 2 M U3 CTCR

mapxu HC-3 no TV 9462-002-11068395-2005 wmw creivia
Iro mpponummveckore kmacca no TY  9462-001-
53808B05-2006 wm mo TY 94G2-001-84299122-2010, um
no 150 91487.

fla amMnyn HakensawoT sTHkeTRY M3 Byvaru odeerHol
(CTO I'O3HAK 08.0001-2016 1 aHANOrHIHOR), ww 6v-
Mary camokiemuedics no TY 9570-001-14856437-2010
WLl Mapkd «FASSON*», WIKH aHaOrdW-HOro KavecTsa;
W OTHKeTKY camonestyioca (OCT 29.1.2001 wm ana-
JOTMYHYIO); WM MEPKMDOBKY HIHOCAT HCNOCPCACTBCILID
112 aMITY.1b1 ObICTPO3AKPCIVIRICLLICHCA KPACKUH,

A) Ilo 10 aMrTvst € MIICTPYKLMCH 110 MPUMEIIENIO ¥ CKa-
pUPVKATOPOM aMmTyiTHeM o TY 26.81-007-95787178-
2006, wm 1Y 9398-002-14783767-2010, wnv pyTuv ana-
JOIAYHOT) KavecTBa B nauke no FOCT 337812016 (mam
KU}X]GKP) “3 RADTOHA MAPKA XPOM()RhIﬁ Wilk Xp()M-':)]I?ial{
1o TOCT 32096-2013 wwm v TY 5441-026-00278882-
2016, wit oo TY 5453-010-04766354-2006, win aHata-
PMYHOTO KAYeCisd, Wim Mapkn «Hansoby, Kopes wnu dna-
JIONPHHOI) KAYECT B,

KopoBry UKIEMBAKIT TIMKeTKOH-GaHIepuiai M3 Gymard
ofcerroit CTO F'O3HAK 09.0001-2016 wm anatormHo-
r0 KauecTRa:; WM OYMArW 3THRETOUHOHW Mapku «LIPM
Lalielcody viam aHanor MuaHOro KauecTa.

E) Mo 10 amMmy1 60 BKaIb00e (UKCHPYEILLeM W3 TOTH-
MepHBIX Matepdaios no TY 2291-001-57879555-06 wwm
AHAIOTHYIIOND KayecTsa B nawke no FOCT 33781-2016 wo
KapToHa MapkH «l lansol», Koped Wi aHanoryHore Kaie-
CTRA BMECTe C MHCTPYKLHeH 1o NPHMEHEeRHIo 1 cKapudH-
KATOPOM amMnyabHeiv tio TV 26.81-001-95787178-2006
wm o TY 9388-002-14783767-2010, wiy 4pyruM aHano-
I'MYHOTO Ka4eCTsd.

Tlpu ynmaxkoske amys, MMCIOUMX KOTHUO M3AOMA WM
TOUKY 1718 BCKPLITHA, CKAPHQRKATOP aMNYJILILIL 11¢ BKIA-
OBIBAIOT.

B) 1lo 5 amryn B KacceTHOH KOHTYpHOH ynakoBke w3
KdPIUHE MapKH XPOMOBBIA WAM XpoM-ipsan no [OCT
32096-2013 wm mo TY 5433-000-04766354-2006. ww
aHANMOMMYHOrC KavecTsa Wi mMapey «Hansol», Kopen wm
dHAIOI'HUHOL'D KAYLLTBd.

[1o 2 kacceTHEle KOHTYPHBIE YITAKOBKK ¢ HHCTDYKLIHEN
[0 IpUMeHeRnH B mauke na OO 337812016 w3 kapro-
lid MADKH XpOMOBBIH WM Xpom-3p3aii no NOCT 32096-
2013 s no TY 5453-010-04766354-2006, wm aHato-
THYHOID KAUBCTRA, WK Mapku «Hansolw, Kopes wim ana-
JOUMHHONO Kavecrsd., Fp}'ll[l(lﬂdﬂ W TR0 THAA YyHdros-

kaI'OCT 17768-90.

[To 1,5 sn B avmmysie BMeCTHMO-
CTHIO 2 MA M3 CTeKIa 1-To rHApOTH-
THYCCKOro k1acca no 150 9187,

Ha amriy/ib! HaK/1eeHa 3TUKeTKA 2
ByMaru CavioKIPAILeHACA.

A) 1o 10 amMTysn ¢ WHCTPYKIMed
N0 NPUMEHEHHIO B DAuKe MapKky
«Hesa»,

ATy b C TOUKOMR Z1 BCKPBITHR,

[pynnosan W TparCnopTHas yna-
konka ['OCT 17768-90.

CCOTBCTCTBYCT.

Ctp.2mn33




Toprosoe HaumeHoBanue JTT1

Homep cepunt [120625

HAGLIUE D INe 540 Om LD.US.2ULD 2,

KonuuecTno, ej1. usmMepenus 760 viiakosok

WmMyHor100y/1HH Ye/I0ReKa HOPMANhHbBIH

l z
1 2 3 4
20. | MapxupoBsa 1} TTepeuunas vnaxkoeka. Ha amnyne wnd smi- 1) [leprrHas ynakosxd. Ha #rukerxe aviy-
KETKE AMTTY.ThI YXA3RIBAKIT: (OKDAINEHHOE Hi= /bl YRA3HHO! COKpaLleHHOe HAMMEHOBAHHC npe-
umerosanme  npeuapaia  (Mmmyrolno6yiuy | napata (MMMyHormobymit 4/, HOPMATLHbIH),
Y€/, HOpPMAIbHLIH), ufnem © M, A03MPOBKY, | ofbew B ma (1,5 ma), goauposka (100 vir/m.a),
Homep cepui (ByksensHo-uutposoe ofo3nade- | HoMep cepuu (FT20625), aara puimycka (0723),
HMe), Ty BblIMyCKa (JONyCKaeTca «ara Bby), | CPOK rogHocTy (a0 0627). Ha THKeTKe amimy bl
Cpok oMo (410). Ha 3rukesKe aMriybl J0- | ZONOJTHHTEILHO YKA3A10 COKPALEHHOE Ha-
LGUIBMTEIBHD  YKASBIBAKIL COXPALLEHHOE Ha- | MMEHOBaHHe NPCATPUATHSA-TIPOU 3BOAHTE, 1A
MUMEHUBAHME 11 DEAUIPH IUA-TIPOM3BOAWTE IS, (AO «HIIO «Muxporoim).
2) Bropuyunast yriakopka. Ha masxe vamn oru- 2) Bropuunast ViakoBKa. |13 Navke yKazaHo:
KeTke-BaHAepO/M  YKA3LIBAIOT! COKPALLEHHOR | COKPAILPHHOE HAMMEHOBAHME  LIPEYNIPMHTHS-
HAWMEHOBAHME TIPEANPHATHA-NPOU3BOAMTeNS, | ApoMsROIUTENR (AQ  «HIMO  «Muxporen»),
TOpHINYECKHH azpec, Tenedon, ToBapH 3HaK; | 1opufMueckuit  anpec  (Povcms, 115088, r.
anpec MpOM3BOACTBA, TeledioH, TOpPropoe Ha- | Mockra, ¥m. l-n JlvOpoeckas, A, 15, cmp. 2),
HMEHOBAHME LPENAPaid, (pyinmpososnoe Ha- | Tenedod  (ren.  (495)710-37-87), TosapHuUA
WMPHORAHUE, JIEKADCTHERHYH (I0pMy, COCTas, | 3Hak; aapec npou3sogctoa (Pocawst, 614089,
Homep cepun (Gyxrerno-nmparae nfioisaue- | Tlepmekaid kpal, r. Ilepms, yn. Bparckas, A
HUE), ZATY BRINTVCKA, CPOK MOAHOCTH, Homep | 177), renecod (Ten. (342) 281-94-96), Toprosoe
PEMMCTPAIHOHHORD  Y/l0CTOBepeHs,  00sém | Haumenopanwe npenapata (MmmynornodymiH
UPENADATA K dMIYNe B M), JOIMPOBKY, KOAMYe~  UETOBCKA HOPMAMLILLA), CPYIMHPOROUHOE Ha-
CTRO AMITY/1 R YTIAKORKe, Cnocof) 1pdMenedns | WMeHoBaHKe (MMMyHOT/100y.1111 He/ioBeKa Hop-
{«Criocof npyunverenus — oa. FIHCEPYKI EH0n), | MailbHELH), ekapCTBennas Gopma (pacTsop A4
VCIORUA OTTTYCKA («CHMVOKAKIT 1) PRLEIN y»), | BHYTPHMBIUCYHOrO BRGACIHA), cocTas (B 1M
YCADRUH XPAHEHWY, D1PAX — KO, LPpedynpedd- | npenapara CoAeprkuTer: JelicTylomee Renie-
Te/bHLIE HAATHCH («CTepunnHoy, «X|laHurs B | CrB0: BeKy a3Mel HOI0DEKA, 43 KOTOPLIX M-
HeJOCTYTIHOM A/ ZIeTe MecTey, «AHmmena K | MysoraoGymn G ne menee 97 % - 100 wr,
BUY-1, BMY-2, & Bupycy renamita C W 10- | BCOOMOTaTeabHRIC BeulecTna: Imuut (Rucio-
BEPXHOCTHRI aHTWreH Bupyca renarura B or- | Ta amuHoykeyaaa) 22,5 v, BoJa 2,1 pihex-
CVTCTBYHOT»), CPEACTRU W/(EHTMWI[IKA (1M, 1 — 20 1 M), 11omMep cepun (1L20625), jwrd
Jlonyckaeres va tadse (kopoke) crasuts | puiycka (0725), cpox rognoctw (l'ogedt o
wramitc «Adruresa K BUU-1, BUU-2, & nu- | 0627), HOMED PErvcTpalMoHRuI0 YAOCToBepe-
pycy renatura C ¥ nosepxuocnivsi awmred | wuas (JITT-Ne(008205)-(PI'-RU)), 0fnéM npe-
BUpyCa renatura B oTcyTCTBYIOTS. Liapata B ammyac B wa (1,5 ma), aosmpoeka (100
JoryckaeTcs 113 nauxe (KopoOse) HOMEp ce- | mi/mil), KOJEMECTEO aMmyn B ynakoske (10 am-
pny (Syxseruio-pdponoe ofoanauenme), AaTy | uyir), cnocol nprmcienus («Crnocod nprmene-
BLITYCKA 1 CPOK TOMQHOCTH HaHOCUTL METOAOM | Husi — M. MIHCTDYKLINION), YCIOBHS OTTIYCKA
THCIE] M. («OTIIVCKAKOT MO PELRNTY»), YCNORHA XpaHe-
Hua (XpardTe Mpy TeMmeparype o1 2 40 3°C B
JAUJUILEHHOM OT cBeta merTe. He samopanad-
BaTh), LUTPHR — K7}, NPAY [P FeABHBIC HAI-
nHCH («CrepiiasHo», « XpaHuTb B HeAOCTYTHOM
sy aeiei mectes, «Awumutena Kk BAY-1,
BHUY-2, x Bupycy renatura { ¥ OBEPXHOCT-
Hbili AHTHTCH Bupyca renatura B ooTcyT-
CTBYIOT ), CPGACTBOC HAEIITHDMEALIMK.
o CoOTRETCTRYET.
21, | TpaHcriopTapoBaHHe B coomsercTaui ¢ CanlTuH 3.368G-21 npu Temrieparype oT 2 /1o 8 °C.. He 3aMopaxmsaib,
22, | Xpaneune B cooreercradu ¢ Canllul § 3,3686-21 npu remnepatype o1 2 20 8 °C B 32LHILCHHOM
_ 0T CReTA MPrTE. HE 33MOPKHBE [b,
23. | Cpok rogHocTH 2 rosa Hara suimycka 08.07.2025
Togetr g0 30.06.2027

3axinouenre: JTekapcTeBeHHbId npenapaT MMMyHOr06y/1MH 4e/I0BeKa HOPMA/IbHLIH cep
TpeboBanKsAM HOpMaTHBHOH AokymenTauun JITT-Ne(008205)-(PL-RU)-201224.
Marta Beinaun nacnopta «18» centadps 2025 r.

Mugpobtuosner JIMTK
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(LomxHocT) ([Toanuce) (PHO}

;Z.,

/ ®egopouna F.A. /




