PAIPEIIEHUE

Ha BBOX B rpaxnanckuii o6opor B Poccuitexoit Mepeparumr CEepUM MK NapTHU
[IPOU3BENEHHOTO B Poccuiickoit Denepalviy UM BBOUMOTO B Poccuiickyro Deneparuro
HMMYHOOGHOIOrI9ecKkoro JIEKapCTBEHHOrO mpeTapaTa
Ne P006-00110-77/01957875 ot 07.03.2025

Brixauno AKIHOHEPHOMY obmecTry "Hayurno-npoussonctsennoe obrenuHeHNEe IO
MCIUIHHCKYM  MMMYHOOHOTOrIYECKIM NpenaparaM "Muxporen", Poccus, 115088,
. Mocksa, yi. 1-5 Hy6posekas, 1. 15, crp. 2, IHH: 7722422237,
(HamveroBanwe opHIHUecKoro Tua, ropunuHeckuit anpec, MHH)
Denepansran cryxba mo Hagzopy B chepe 3mpaBooxpanenus na OCHOBaHUH
sakimodenuss UcnertarensHoi naboparopurt  Kpacrospckoro pumuana OIBY
"MIMIID YV AOCMIT" Pocsnpasnanzopa
(HanmenoBanue denepansroro TOCYRAPCTBEHHOTO GIOIKETHOrO YapesKIeHys)
or 04.03.2025 Ne 47IK-05/25 PaspeumiaeT BBOJ B rpasaanckuii 06opor
(mara) (somep)
B Poccniickoif Denepauun HMMYHOOH OI0THYecKoTro JeKAPCTBEHHOr0 Mpenapara
UvMyHOrIO6YIHE HenoBeka HOpPMaJIBHEIHR
(Toprosoe HaVMeHOBaHUE)
Wvvynorno6ymms venosexa HOPMaJIEHBIH
(Mexcmymaponnoe HenaterToRaHmOG HAUMEHOBaHWE (rPyIIIHPOBOYHOE WITH XUMHYECKOE)
PacTBOp IS BHY TPUMBIIIEYHOro BBenerys 100 M/ 1.5 i -
aMiryast (10 1mr,) - nauky KapTOHHEIE
(popma erimrycka (¢ YKa3aHUEM JIeKapCTREHHOM (OpMEL, HO3UPOBKH, HacOBKH) H KOJIMYECTBO B YIIaKOBKE)

cepun I119124 » 00BeM cepuu wnm mapran 876 ;
(uomep cepuuy) . (xomuyecTBO YHaKOBOK)

ropen no 12.2026
(epox roxrocTH)
Npou3BoncTBAa AKIMOHEPHOTO 06mIECTRA "Hayuno-npomzgoncrsennoe 00BenuHEHKE 110
MEIHUIUHCKEM — HMMYHOOHOIOr MY eCKIM Hpenaparav  "Mukporern" (AO "HITO
"Muxporen"), Pocens, 614089, ITepmekmit xpaii, . Ilepms, yn. Bparckas, 1, 177 (Bce
CTallnu, BKIFOYAs BEITYCKAIONIHLT KOHTPOJIb Ka4eCTRa),

(HanvenoBanwe u 4ApEC IPOUSBONHTENS (C YKA3AHUSM CTAIMH TIPOH3BOJCTRA)
Perucrpannonnoe YAaocrosepenne Ne P N001544/01 ot 08.07.2008. ‘
Hepsxarens PETHCTPANMONHOr0 yXOCTOBEpEHUS AKIHOHEpHOE 06INecTRO "Hayaro-
[IPOU3BOACTBEHHOE O6BEeNUHEH e 10 MEUIMHCKHM UMMYHOOHOIOTHYECKIM Iperaparam
"Muxporen" (AQ "HITO "Muxporen"), Poccus, 115088, r. Mocksa, yi. 1-1 HAy6posckas,
I 15,¢1p. 2,

(HaumenoBanme, anpec)

3amecTurens PYKOBOIUTES
Poca,upaBHazzgsopa

BOKYMEHT TIOAIIMCAH
DIEKTPOHHOH ITOATIHCHIO

Ceprapuxar AD2A31B276219F4023A 19E251474DFD4
Bragenen Mapx Trmurpuit B
Hetersvmenesn ¢ 18.04.2024 no 12.07.2025




; AKIHOHEPHOE 061ECTBO «
«Hayuro-nponssoncreennoe 00BEIMHERHE 10 MEAULHHEKIM HMMyHOGHONOrHYeCKuM Npenapatam <Mukpores:
Anpec Mecta OCYLUECTRIICHNA JIHUCH3UPYEMOrO RUMIA NEATENBHOCTH
. Poconn, 614089, Nepmorni kpat, r, Iopup, yi1. bparckas, 177
HACIHOPT Ne 11 om 17.01.2025 2.
Toproroe nanmenoranue JiT Hmvmynornodyann wenosexa HOPMANbHBIH
Mexcnysaponuoe HENATCHTOBAHHOER, WK
TPYNNHPOBOYHOE, HNH
XHMHUHYECKOE HAMMEHOBAHUE
Jlexapersennas dopma

HmmynornoGymas denosexa HopMansHsii
PAacTBOP 115 BHYTPUMBILISHHOTO BBeAeHUS, 100 mr/vn

Perucrpanmonsnoe yRocrosepenue. P N001544/01

Homep cepun 119124 Hara seinycxa 12.24.
Konamecrso, en. usmepenns 876 ynaxosok Topen no 12.26
Henwitanus nposenens: no HII P NOO1 S44701—100720,.n3meﬁexm NeNo 1, 2.3

Ne TMoxazatem Tpebosanus no HII : Pesynerarst
n/n ; P N001544/01-100720, KOHTpOJIA
m3Menerns NoNe 1, 2, 3
1 2 ) 2
1. | Onmcauue Becuperueiit wit co caerio-entoll Okpackol, | BecumerHi TPO3PAYHELH PACTBOP.
TPO3PAYHEL WA Cat onanecUupy oMt Coorsercrayer ~
pactsop. B npouecee Xpanerus nomyckaeTca
JOABNCHUE HESHAUMTEITLHOIO 0CATKE, HCHEAq"
JOLUETO TIOCHIE IETKOrO BCTPAXHBAHUS,
2. | Honmuusocts Hoswxer oBnanats BUROBOH crietmbuinocTsio | Ofnanaer BAKOROH cnenuGUIHOCTRIO —coziep-
- Conepxars Seimk, CBOHCTREHALIS CBIBOPOTKE | 3KHT GeiiH, CBOMCTREHHbIC ChIBOPOTKE KpoBn
KPOBH HETIOBEKA ¥ HE CONSPIKAT OElIKU KU~ MTIOBEKA W HE COREPIKUT Delker IUBOTHOTO
BOTHOTO [IPOHCXOMIESHYA. TIPOMCKOKICHUS,
CoorBeToTRYET
3. | Tipozpaunocts Omrerdeckas miorsoots He Gonee 0,05 Ontnveckan totHocTs 0,006
_Cootsercrayer
4. | Ilsersocrs Onmuyeckas wiotHocTs He Gones 0,15 Ornrueckan mwioTHOCTS 0,020
CoorsercTayer
5. | Mexamudeckne Boimxen ssinepxusats TpeGoranya Buinepsueaer Tpebosanng
BRIOHCHIA -ODC.1.4.2.0005.18 OPC.1.4.2:0005.18
6. | Mzenexaemsii HomKer GITh He MeHEe HOMUHANBHOTD — 1,5var.
ofsem 1,5 mn Cootserersyer
7. | pH O16,6m074 6,85
; ' Coorsercrayer:
8. | Benox 019,570 10,5 % (o1 95 1o 105 mr/n) | 10,2 % (102 mr/vo)
Coorsercrsyer
9. | Drextpodopetnieckan OcuosHan (paxuna HMMYHOTIOOYNuHg G Ocrosuas dpakuns uMmMyHorIOOYMHa G co-
OIIHOPOXHOCTE JI0IDKHA COCTARIITE He MeHee 97 % or obmiero | crapnger 98,99% ot 0bLuero conepxanus Genka
conepxanus Genxa Coorsercrayer
10. | Monexyssprste Conepxarue MOHOMEDE M. IUMEDA JOTHKHO Conepranue MOHOMepa 1 anMepa—99.91 %
napaMeTpE! O8ITL He Menee 85 %, momMepos uarpersa- HO/IMMEPOB 1 arperatos - 0,05%
T0B ~ He Bonee 10% ; BYET : «
I1. | Opaxouonsasi  HomwiHa BLIABNATLCA WHTSHOUBHAN JIMHYA Tpe- BLIABIeTCS MHTSHCHBHAS NMUKUS NPELITATA-
cocran wvmaraipy IgG u e Bonee uerkipex fonos- upm IgG w1 nonomrmrensaas nuss
HUTENBHBIX TTHHRH Coorsercrayer :
12. | Tepmocrabumsnocrs HOmKeH 0CTaBATHCH HUIKHM 1 He 06pasosbl- | [Ipenapar ocTaeres sunam i He ofpasopkina-
BaTh [ellb [I0CIIE BHEKIBARYS Ha BONAHON | eT rems moene BEUICPYKUBANNS Ha BOAAHOH Gaie
Gane npu remneparype (56+1)° C BTeHGHME 4 | npu TemiepaType (S6:£1) °C B TeNenue 4 u.
4, e Coorsercrayer '
13. | CraGummsaropy (22,547, 5) mrivn 19,5 mrimp
(rnunum) : Coorsererayer
14. | Crepumrocts Upenapar fomxen Gsits crepusrent CrrepunsHent
; Coorsercrayer
15. | Tluporesnocrs Hpenapar romxen Grrre ‘ANHPOreHHAIM ANUPOreHHE.
; Cograercrayer
16. | Auomanenas IMpenapar nomxen GbITh HETOKCHHEEIM Heroxeuyrmii,
TOKCHYHOCTS Coorsercrayer




Toprosoe Hanmenopane JIIT

Howmep cepun 1119124

JIACITOPT Ne 11 om 17.01.2025 2.

Komudectso, en. usmepenns 876 yrakosok

HmmynoroGymmun 4enosexa HOpMATLHEI

AaMIIYNIe BMECTUMOCTHIO 3' MIT WM 5 MIT M3 CIEKnd MapKH
HC-3 no TY 9462-002-11068395-2005 wm creia 1-ro
PRIDOIATIHECKORD  Kacca 1o TV 9462-001-53908805-

2006 wm o TY 9462-001-84299122-2010, mwm no ISO|

9187. '

Ha amnyne! nasnensaior amwkeTky u3 Symary oficerso|
 (CTOTO3HAK 09.0001-2016 AHATOTUYHOR), Jiw Oy-

Mary camorneameiicn no TY 9570-001-14856437-2010
n Mapica «FASSON®, mnu aranorussoro xadecraa:
W 3THKETKyY camoknesuyrocs (OCT 29.1.2001 wiu aua-
TIOTEYHYIO); WA MApKUPOBKY HAHOCST HENOCPENCTBEHHO
Ha amnys! GbICTPOSAKPETINONENES KPacKol,

~ A)Tlo 10 avmryn ¢ HHCTPYKIUEH 110 TIPAMEHEHUFO 1 CKa~
prukaTOpON. aMmympEBIM o TV 26.81-001-95787178~
2006, wm TY 9398-002-14783767-2010), A4 IPYTHM 2Ha-

JOTHMHOT) Ka4ecTsa B Mayke no TOCT 33781-2016 (wm|

Kopobike) u3 KapToHa Mapiu XPOMOBEIA WA XpOM-3p3ar
o FOCT 320962013 wx mo TV 15441-026-00278882-

2016, wit 1o TY 5453-010-04766354-2006, wm anano|

THHHOTO Ka4eCTBa, Wi Mapku «Hansoly, Kopes w ana-
JIOTHHHOND KAYeCTRA,

KopoSiy oxnenaor stukerxo-6anneponsio us Bymaru|

otheersoit CTO FOIHAK 09.0001-2016 mnu AHANIOTHYHO-
IO Xauecrsa, Wi Oymard STMXeTOMHON Mapku «UPM
Labelcoat win ananormusoro kauectsa,

B) Tlo 10 avmyst ro BKNANRILIE DUKCUPYIONIEM B3 0T~

[ MEPHBIX Matepuanos 1o TY 2291-001-57879555-06 wm

AHAOTHYHOrO KayecTsa B navke no FOCT 3378122016 w3
Kaprona Mapku «Hansoly, Kopest i asanormssoro kage-
CTB2 BMCCTE C MHCTPYKIMEH 10 NPHMEHEHHIO H CKa -
KATOpOM. TBHBIM TV 26.81-001-95787178-2006,

AMIYIIBHBIM 110 T . ]
g no TY 9398-002-14783767-2010, v TPYIUM AHATO-|

LUMHOLO KelecTns, :
Hpu: ynaxoske ammyn, umeromx KOJILLO H3/IOMA Wil
TOUKY IH BEKPRITUR, CKapu(UKaTop avmysTEHE He BITA-

B) IIE; 5 aMAyn B kaccerHoH KOHTYPHOM yriakoske 3|

M-ap3al 1o TOCT
32096-2013 wmwt o TY 5453-010-04766354-2006, wm
BHANOTMMHONO Ka4ecTBa wila Mapiu «Hansob, Kopesa wn
AHATOFMYHOYO KAYECTBA.

Io 2 xacceTrbte KomTypHBIe: YIEKOBKY & HHCTDYKIHEH

‘KADTOHA MApKH XDOMOBEIH WIH Xpo)

116 npumerensio B nauke no FOCT 33781-2016 ma kapro- |

52 MADKU XpOMOBEIH ¥l Xpom-apaarl rio TOCT 32096~
2013 w no TY 5453-010-04766354-2006, wn anano-
THIHORO ¥adecTna, i Mapka «Hansol, Kopesr wi aua-
JOTHHHOTO KasecTsa, Ipynnopas W TpaHchoprHAs yriakos-

_| xaTOCT 17768-90.

1 2 3 4
17, | Conepranyve autvren (AT): :
= wansdacradunomsany; | Hemenee 3 ME/Mn SMEMT
/K BADYCY KOPU He menee 25 MEAw 50 ME/ v
Coorserersyer
18. | Bupychas Gesonacuocts: | . ~
Hopepxroctusiit anmiren Hpenapar He nomxen conepskars Tlpenapar xe conepr ;
BUpyca renatuta B TOBEPXHOCTHOTO GHTUIeHa BUPYCa TIOBEPXHOCTHOTO 2HTHICHA BUDYCA.
(HBsAg) renarura B renarara B _
AHTHTENA K BUpYCY - AnTiTena w Bupycy renatira C Iomiasl Ammenamnpycyrenammc oT
renatura C OTCYTCTBORATE CYTCTBYIOT
Anrarena k sapycy mv- | Tlpenapar He nomien CONEPXATE AHTATEN K BUpyCy#v- | TIpemapar He comepuT anTHT K
MyHOZeDHUITA YenoBeka MyHozedbunuTa yenosexa (BUY-1 u BHY-2) nanmiren | Bupycy UMMyHOZIehHIIATA YenoBeKa.
(BU9-1n BHY-2) nan- | p24 BUY-1 : | (BUY-1 v BHY-2) wantanes p24.
TareH p24 BUM-| BUY-1 ' :
: Coorrercrayer
19. | Vnaxoska Io 1,5 Mt » avmyte BMecTHMOCTEIO 2 Mt HTH 10 3 Musl  Tlo 1,5 mn B amnyne BMectumo~ :

CTHIO.2 M M3 eTeKa 1-ro runpony-

THECKOroKnacea 1o IS0 9187,
Ha avnyser narieeHa stueria 1.

Gyvarn  camonesaelics  mapku

«FASSONy.

A) Tlo 10 aMnyn © waetpyxumel
N0 IPHMCHECHMIO B TAYKe  MapKu
«Hansol», Kopes.

AMIYIEBIC TOUKOH 1is BCKDBITHA.

Tpyrmosast u TPAHCIIOPTHAN ‘Y~
Kosxa TOCT 17768-90.

Coorsercrayer. ;




TTACITOPT M 11 -om 17.01.2025 2,

Toprosos Haumerosanue JIIT
Homep cepun 1119124

PivmymornoGynuy denoBeka HOPMATLHbIE

KonuuecTno, e, usMepenus 876 YHaKOBOK

1 2 3

7

20. 1) Mepauaras ynaxonka, Ha aniysie v awire |
KeTKe aMITyIel YKA3BIBAIOT, COKPAIICHHOS ‘Ha-

MMCHOBAHUEe  npenapara: (MvyrornoGymus |
HENL HOPMANBHBIL), ofteM B M, ZOSHPOBKY;

Homep cepuy (ByxeerHo-1idpoRoe 6GosHAe-

HHE), faTy BEUIYCKa (TOMyCKaeTes CIETA BLITY),

Cpok ropsocTH (n0). Ha stukerxe ammysst no-

‘| TONHATRIBHO YKASHIBAIOT COKDAIEHHOS Ha-

HMEHOBAHHE NPRINIPUATA-NPOU3BONUTENL.

Mapkapopka

KETKS-GAHIEPONH  YKASBIBAIOT: COKPALIEHHOS
HAUMEHOBAHNE  NPeINIDUATHA-IPOM3ROIMTENS, ‘
1oprnvHeckuil anpec, TenedoH, ToRapHbI 3RAK;
aNpeC NPOH3BOJICTBA, Tene(ol, TOProRoe Ha-
HMEHOBAHHKE NDEnapata, FPYNOMPOBOYHOS Ha-
UMCHOBAHHE, NEKAPCTREHHYIO- GOpPMY,: COCTAR;
Homep ceprn (OyxsernO-tmdpoBoe 0503HAe
HIE), Navy BEMYOKE, CPOK TONHOCTH, HOMEp
| PTHCTDAUHOHHONO.  VHOCIOBepeHHus,  06h8M
TIpErapata B.aMIye B M, JO3UPOBKY, KOITMYG-
CTBO AMIYJl B YHAKOBKE, CI0COS NpUMEHerys
(«Cnocob npumerens — cu. Hucrpyrimioy),
Yenosua oTnycka («Ormyckaor 1o peueITTyy),
YCIIOBHA XPARCHHS, WWIPHX — KOX, NPEAYTpEIy-
TVIbHBIE HAMNHCH («Crepunstoy, «XpanuTs B
HENOCTYIIHOM 208 BeYeH MecTey, KAHTHTENA K
BUY-1, BUY-2, x supycy renatura C 1 mio-
BCPXHOCTHEN ANTHICH BApPYCa renatura B or-
CYTCIBYIO), CPRNCTBO MUCHTUGMKANNH,

Honyckaercs na nauxe (xopobke) crasnTs
ream; - «AnTurena k BUY-1, BUY-2, & su-
Pycy renaruta C M NOBEpXHOCTHELY awTwren
Brpyca renartuta B oreyrerayrom.

Honyckaeres Ha mauxe (xopoGke) Homep e~
puu (Oyxpenno-uvdporoe obosHauerue), naty
BRINYCKA'M CPOK TOXHOCTH HAHOCHTE MeTONOM
THCHEHUA. A

| (AQ HITO «Mugoren),
2) Bropuunas ynaxoska, Ha nauke wm srus |

- BHYTDHMAITIEYHORO BEENOHIA), coctas. (B 1 mi

 GTBO: Beikdl mnasmel wesioReKa, M3 KOTOphIX

HOPHX — KOH, NPEnyNpeiuTenbibie HAINCH
| nerelt mectey, «ArTuTeNns K BUY-1, BUY-2, k-

1) Fepsuumas ynakosxa. Ha yruxerke amiy-
J1] YKB32HO: COKPALUEHHOS HAUMEHOBAHYE fpe-
napata (MMMyHOMIOGY K Hest. HOpMANBHBI),
obsem B M (1,5 Mn), nosuposka (100: Mr/w),
Homep cepunt ([119124), nare emycka (1224),
cpox ronsocTy (1o 1226), Ha stikerke ammyitsl
HOMONHATENBHO YKASAHO' COKPALIBHHOS Ha-
UMEHOBaHUS NPENNPUATHS-TIDOR3ROIUTENS

2) Bropunan ynakosxa. Ha nawke ykasaso:
COKDAUIEHHOS  HAUMEHOBAHHE NDENIPHATHA-
npouseomurens (AO «HIIO «Muxporesy),
lopanymeckiit anpec. (Pocous, 115088, . |
Mocksa, 1-2 Jly6posckas yn., & 15, eip. 2),
Tenehor (ren. (495) 710-37-87), Tomaphsiit
sHai; anpec mpowssoncrea (Poceus, 614089,
Tepucxult kpait, r. Tlepms, yir. Bparckas, .
177), renedon (rem. (342) 281-94-96), roproos
HauMenosanue npenapata (MvMynomo6ysmn
HeJIOBeKa HOPMATBHELE), TPYIMPOBOYHOS Ha-
uveHoBanue (MMMyHOrIOOYSIHH YenoReka Hop-
ManbHEH), ekapoTsernas Gopma (pacrsop mwis

Tpenapare conepxurcs: JeHorsyrouee pene-

ummMyHorIoGymH G He Menee 97 % - 100 wr,
Benoworarermuzie petnecta: Ty (kucno-
Ta AMUHOYKCYCHad) — 22,5 Mr, Bopa s unsex-
1wt~ 710 1 w), Homep cepuu (I119124), nara
Bemycka (1224), cpox romxoorn (Topen 1o |
1226), noMep pervcTpaunoRHOro YHOCTOREpe-
wus (P Ne P NO01544/01), ofuém mpenapara B
avmyne & M (1,5 M), moauposka (100 M),
KQINTHECTBO ammyst 8 ynaxoske (10 ammyn),
cnocot npamenemis («Crocol npuMeHeHus ~
e, Hnerpyiamio), yenosust ormycra («Ormyc-
KRIOT 10 PEUENTY»), Yenosds xpaHerus (Xpa-
HUTH TpH TeMmepatype or 2 1o 8°C & saup-
IeHHOM o1 cBeta Meere, He samopaxusats),

(«Crepunsnoy, «Xpatuth B HEIOCTYIHOM mis

BHPyoy renatvra C Y NOBEPXHOCTHLI AHTHTEH
Bupyca renaruta B oreyTcrayiom), cpencrso
HASHTAGUKALMY,

Coorsercrayer, :

2L

Tpancnopruposanpe B coorsererauy ¢ CanlTull 3.3686-21 IP# TeMIE]

iType 012 110 8 °C. He aamopausars,

22, | Xpawenue B eoomsercraum ¢ CanlTnH 3.3686-21

Ot crera Mecre, He samopasveats,

TIpH TeMTIepaType OT'2 110 8 °C 8 SALUMIEHEOM

23. | Cpox ronHocry 2 rona

JHara BhIMygka 20,12.2024
Tonen n031.12.2026

Saxmouenne: Jlexaperaenusiit npenapar UvMMyRrorno6ymin senopexa HOPMANLHEIR cepry
Aoxymentarmy P N001544/01-100720, usmenenys NoNe

Wity

e*rirg@éerﬁﬁﬁfz‘m HOpPMATHBHOMH

(Hoxnucs)

IMyuxana 1.C./
(PH0)
epeposunxkos AB./

1119124 coorsercray-
12,3

(@HO)




