PASPEIUEHUE
Ha BBOJ B IpaKIaHCKui 00opoT B Poccuiickoil Megepatiyy cepun Wi naptuu
npousBeaeHHoro B Poccuiickoil deaepaumy uiny BBosumoro B Poceniickyro denepanyio

MMMYHOOHOJIOrHYECKOr 0 JIEKApCTBEHHOTO Nperapata
Ne PO06-00110-77/03002682 ot 21.08.2025

Buiiano AxnuonepHomy ofmectBy "HayuHo-npou3BOACTBEHHOS OOBEIMHEHHE IO
MEAMLMHCKMM  HMMMYHOOMOJOTHHECKUM npernapataM  "Mukporen”, Poccunsa, 115088,
r. MockBa, yn. |-g ybposckas, a. 15, ctp. 2, UHH: 7722422237,
(HEMMEHOBUHHE KOPH AMHCCKOI'O JIMUA, KIPHAHYECKHE aapec, MHH)
®exepanbnas cayxba mo Hau3opy B cdepe 3APABOOXPAHEHUS] HA OCHOBAHMH
3arjouenuss  Henerratensnoit  maGopatopuu  Kpacnospexoro  dwunuana  OIBY
"UMLDYAOCMIT" Pocsapasuagzopa
(HE UMCHOBAH U (EICPUIBLHOIO I'OCYAAPCTBCHHOIO DHOIKCTHOIO YUpeKACHUS )
or 18.08.2025 Ne 482/1K-05/25 paspeiuaer BBOJ B I'PAKIAHCKHN 06opoT
(aara) (HoMCep)

B Poceniickoii ®epepauun HMMyHOOHOI0IHYECKOT0 JIEKAPCTBEHHOTO HPeNapaTa

MMMyHOTTIOOYIMH YenoBeKa HOPMATTLHbIH

('l'()pJ'UBOC HAUMEHOBUHMUC)
MMMYyHOTTIOOYIMH YenoBeKa HOPMAITLHbIH
(f\{C}K,-'_Iy'HﬂpO,-IH()C HCHATCHTOBAHH OC HAHMCHOBEHUC (I'py[llll4})()Bl)‘IH()C HIIH XHMH‘-!CCKOC}
PacTBOP JJIsl BHYTPHMbILIEYHOTO BBeAeHus 100 mr/mn 1.5 mu - amnyner (10 wr.) -

KOpPOOKH KAPTOHHbIE
{((hopma BBIIYCKA (€ YK43EHHEM JICKAPCTBEHHOR DOPMBL, J03MPOBKH, HACOBIH) H KOJIMUCCTBO B VIIAKOBKE)

cepuu V290725 . 00BeM cepuu wiau napruu 942 ;
(Homep cepuu) (KONMUCCTBO YHAKOBOK)
rogen yo 06.2027 ,

(cpok regrocTu )
HPOH3BOACTBA AKLIMOHepHOro olmectsa "HayuyHo-TIpOU3BOACTBEHHOE OOBEJUHEHHE TIO
MEIUUMHCKMM — HMMyHOOHOIOrHUYeckHuM  mpemapaTam  "Mukporen” (AQ  "HIIO
"Muxporen"), Pocens, 450014, Pecy6nuka bamikoproctan, r. Yia, yn. Hopopoccuiickas,
A. 105 (Bce cTaany, BKITIOYAs BBIYCKAKIHUH KOHTPOIIL KAYECTBA).

(HHHMCHUBELHHC H aapec LIPOU3BOANUTTIIS (C YKU3d8HHCM €1 ﬂ,-'_l}’lﬁ I[pOP['.?BUj_EUl'BH)
Perucrpauuounoe yaocrosepesue Ne JI[1-Ne(008205)-(PI-RU) o1 20.12.2024.
Aepxareis PerucTPalMOHIIONG YIOCTOBEpPeHus AKIHOHepHOe ofuwectBo "Hayuno-
MPOU3BOACTBEHHOE O0BEANHEHUE 10 MEANLUMHCKAM UMMYHOOHOIOMMYECKAM IPEapaTaM
"Mukporen" (AO "HIIO "Mukporen"), Poccus, 115088, r. Mocksa, yi. |-a [lyGposckas,
a. 15, crp. 2.

{HUMMEHOBAHHC, @pec)

3aMecTUTeNb PYKOBOANTES
PocznpaBuamsopa

Cepradmxar 42001 324ADE2BBD113BR126311:20CBCEY
Buaeien Ilapxosenro Jsnrpuit Bresosorosny
Jleterrurenen ¢ 07.04.2025 wo 01.07.2026




ArunoxepHoe obiecTBO
«HaviHo-npow3RaeTREHHDE 00be/IHHEH HE N0 METHUHHCKHM BMMYHOGHONOTHIETKHM [IPEIIRpPR Cpt
«MuKpares»
Alpec MECTA OCYUIeCTBACH HA JINIEHIMDYEMOr0 BA/1A ABATEILHOCTH:
450014, Pecny6auica bBawwkopTocTan, r. Yda, y1. Loeopoceniicxan, 1. 115

Toproroe HaumcrorarHe JIT1

IHACITOPT M 503 om 31.07.2025

M‘:.‘W(.-l}‘ HUPOIOEDE IIC[ATCHTOBAUTIOS,

UK [PYLHAPUBOYHOE, IV XHMHYECKOE

HAMMUEHOBEHHC

JlexapcTrennas hopva

W yimMyHornoGyauin yenoeesa HOPMATLILIH

HMMMYTIornody THA T1ef10BeKa HOPMATLHEH

DACTBOD (UH BHY IPHMBILUGYHOLO BBeaeHms, 100 ME/MT

Persctpauuonnoe ynoctosepadre JIT-No(008205)-(PT-RT)

Homep cepun ¥Y290725

KonumecTso, e, aMepenns Y42 yNnakoBKH

Heneitanua riporgaessl na [11I-Ne((HORZ05)-(1P1-RL)) o1 20.12.2024

Mara auTTyCKA

0n725

Cpox reasoctu i 0627

MokazaTean TpeGopanus mo TLO JATT-Na(OD8205)-(PT - PeiyanTaThl KOHTPOIA
RU) ot 20.12.2024

Qnucanpe BeclUBCTHEIN #AH CO CBCTA0-ACATOH OKPECKOH, | BecuBeTHbIMH, ¢auGo OlIECLIMPYIOLH
npospasshit B Cnafo  OOATCCIMPYVIOUMA | PacTBOp
pactsop. B mpouecce xpanenus panyekastes | CooT3eTerRyer
MOAB.IEHHE HE3IAYHTSALITOrD ocanxa,
HCHESUIOWILIO LIQUHS JIEI KOS O BCTRARHEAHAA

TloanuunocTs Honxen obtanare pHAOROH enelmdmurocTsio | (OB18racT  BHAORDH  CRICUM(DAUHOCTHH -

- COOEP/KATh 5CJ’IKH, CBOHCTRSIIELIC CLIBOPOTKES

COTEPMHT DeTkH, CBOECTBEHHLIE CEMBANATKES

KPOBH  HENOBRKA W He foZepwarb OefxM | KPOBK HENOBSKA H M6  COmEpaHT GeNku
HHBOTHOIO MPOHCXOHLIRH KA MEHBOTUOTO TROHCXOHIE HHE
CooTsercrayer
[Tpo3payHocTh Onriueckad CIoTHOCTE He Bonse 0,03 0,01
{ConTREeTCTRYET
[I8eTHOCTE (Orrrueckas n1oTHOCTH BC Oonee 0,15 0,03
CoorreTerayer '
MexaHudecxue Hon#ceH ByACPKABULE TPeOUBUHMSA Boligpicusaer 1 pe0oyaHHs

BKMIOI2IHS

Hasnckacmbli 00bem

Jloixed Oblib HE MSHES HOMHEGIIBHOLC -

He mMeHee HOMUHANSHOTO - 1,5 MK

.5 MJIHAK 3 M Coorsercisyer
pH Or 6,610 7.4 7,2
CooTReTeT RYET
bemnok Or 9.5 10 10.5% 10,0%
(ot 95 10 103 Mr/™a) (100 Mrémn)
("' POTRCTCTRYCT ]
Anexrpodiope 1uueckas QOcuosraa  Opaxuns  wmMydornoBymuea G | 97,8 % |
QIHONNHOCTR 10MKHA COCTABARTE He Menee 97 %% or obwere | Coorsercrsyer
conepRanng Henka
Mouackyaapnsie Cogepanmne MOUOMSpa ¥ asmspa aoawno | 98,7 %
[EPAMETDAI Oorts He meree 83 %, noarvepos W arperwios | 01 %%
— e Gunee 10 % Cuou et gyer
PpakuroniLti cocTan Homkia BLABNATLCA  HOTEHCHBHAA JHIIKS | Brianngercs

npeunrmmTaunr  1gG w e Gonee yeTwipex
OOTIONHHTETRHBIX IHHHH

TepmocTalfium.aoetr,

HG."I'»{\‘(:H DCTARATI.CA HHIKUM 12 He
00PA30BLIRATL FEE MOCIE BRUIGPMABARNS Ha
Bonsioi Gane npy Temmepatype (56+1) °C B
TedeHne 4w

_CooTnererayet\ <
2

‘rcmncpaTy z( 1)




HACITOPT X 503 om 31.07.2025

Toproeoe Hawveropanye JIT  MysynornoGyniy enoBexa HOPMAAKHRTH
Homep cepun V220725

IonwruceTro, £a, uemepenns 942 ynakosku

CraGHansaTopu! (22,547,5) arfmn 26.8 MTiMn

(riiuue) CootsercrByer

CrepiIsHOCT JHosmxen GbITE CTEPAILTILM Crepanunslii
Coosercreyel

ITrporerHOCTE HonseH Gbith LHIPOISHHEM ATIHpOI'e HHEHH
COOTBCTCTRY CT

AHOMEuBHR AoRKer DUITE METORCHUILIM Heroxeuumi

TOKCHYHOCTS CouTBeICTBY LI

Conepxanne auTaTET

(AT):

= K aThpacrahunonnsuny; | He menee 3 ME/mu 7 MEmJ

- K RUPYCY KOPY Ile Menee 25 ME/Ma 50 ME/Mn
COOTRETCTRYET

Bupycnan GezomacHocTs

[ToBepXHOCTHEL @HTHTSH
BHDYyCd 1elarrre B

(1113s Ag)

AUTHTCTA K BEPYCY
remarura (.

AnruTena k supycy
HMMyHOdedHIMTa
yeosexy (BHY-1 1
BUY-2) u auruien p24
Bi4-1

[Tpenapsat e AOXAEIL COLEPAHATL
:OBEPXROCTHOTO ANTHIBHA BUPYCA renarnTa B

Ilpenagat H2  COAEPKUT MOBENXHOCTHNTO
AIITHTeNa BUDY oa renaTuTa B
CoviseLsisyer

AutuTena & RMpycy renarura (U AONKHR
_OTCYTCTBOBATE

AWTETSRA K REPYCY rematiuTa C oTCyTeTRY KT
COOTBETCTRYET

[IpCHapaT He MOMKCH CONCPARNTL AHTHIWL K
BHPYCY WMMYRONSOHIpTA yenoreka (RHY-1 n
BWY-2) u anTuren p24 BIY-1

[Tpeuapdar He COMCPIKHT HHIMISH K BUPYCY
UMMyHOSIedRItdTa  uennaeka  (BMY-1 @
BHY-2) v anturex p24 RHY-)

CoorsercTBYET

Vnaroeka

[To 1,5 M B am:T¥ e BMECTHMOCTLIO 2 MIT HTH
no 3 MI B aMIyTe BMECTUMOCTEBIO 3 M Wik 3
Mil w3 ctekng Mapka HC-3 wo TY 9462-002-
11068395.2004 TR it} CTCKITY lro
FUAPOIATHYECKOrD kiacca mo TY G462-001-
53908805-2006  wm na  TY  9462-001-
84299122-2010, rnaw o 1SO 9187,

Ha aMITy:Ibl [akieHBAIOT JTHRETKY M3 GyMarx
oheetholt (CTO TOZHAK 09.0001-2086 nau
aHanoruuroi), W Bymark cavoxjesinebicn
no TY 9570-001-14856437-2010 wiy mMapkn
«FASSON®», unu atasorsunoro xauecrsa;
WK SrBkerky  camorneswyroen  (OCT
29.1.2001] uau HHANOTHUHYIOY; WM
MAPKAPORKY HAHOCAT HEMOCPETCTREHHO Ha
AMITYNE] SLICTPO3AKPRITAMOLICHCT KPACKOH,

Ay Tlo 10 ammyn ¢ wmicTpykumued 1o
OPAMEILETIHIO § CKAPUDUKATOPOM AMIIYALHLIM
no TY 26.81-001-95787178-2006, unz TV
9398-002-14783767-201¢, WM xpyram
AHANOIHMYKOTQ KavyccTea 8 madkc no [OCT
33781-2016 {wm ropoSke) U2 KAPTOHA MApKY
XPOMOBLIH WM Xpom-op3au ng [OCT 32096-
2013 ww mo TV 5441-026-00278882-2016,
win o TY 5453-010-04786354-2006, win
AHANOTHYHOTO KAHCCTRA, MUtH MaPKH «Hansoly,
Kopes Wnv auaTorianor) ¥auecTra.

KopoBky OkneunBaoT 3THKETKOH-GaHAEEONBIO
u3 Gymarn ofeetoit CTO TOZHAK (9.0001-
2016 mm  QHATOHYHOTO KAvECTBA, HJH
OYMUl'n  3IHKCLOMHOE  M&pKu «UPM
|ahelcaats WITH aRANOTHYHDIG KAYECTRA,

B) Io 10 ammyn so pinafuiue ukcHpyIomeM
HI TOMMMEPHEX MaTepRaiop mo TY 2291-001]-
S7870555-08 Ml LHWLIOUHHHOIG KEHECTBL B
uaukz no TOCT 33781-2016 w3 xapiona
sapku «Hansols, Kopes vl aH&I0rMsHo1Y
RUMEL 1B BMSCI® ¢ MHCIPYRUMEH 110
UPHMEHCHHIO # CKUDHQMKLEOPUM aMILY.IbHBIM
uo TV 26.81-001-95787178-2006 mau uo TY

IMTo 1.5 MI B aMTIyne BMECTHVACTRIC 2 M1 H3

crend mapkd HC-3 no TY 9462-002-
[1068395-2005,
Ha UMILY. ikl HAK.ICCHbI 3IHKE IKY

cavaknsanaca (1Y 18.12.13-001«36185512-
2022).

Tlo 10 ammyn ¢ HHCTPYKLMEH MO MPHMEHEHWI
B kopolKe w3 KapToia Mapke xpoM-3paay (TY
5441.026-00278882-2016).

KopoSkw oxTeeHsl 3THke Txott-BanIeponsio us
Symaru odeerHo#d (CTO 00279404-002-2019).
AMITYIILL HMEIOT TQHKY A BCKPLITH.
Tpynuosas o 1padcuopisad ynakoska TOCT
17768-50.

CooTRETCTRYET

Crpamnnge 2 w3 4




Toprosoe namvetioranae I

Homep cepuu

Y290725

TIACIHOPT M2 503 o 31.07.2025

UMmMynoranfy 1tnn 4eN0BeKa HOPMATLHBIN

KOomaueeTBo, e, HiMepeHud 242 Y11aKKOBKH

0398-002-14783767-2010, MUK LPYI'MM
AHATIOPHIHOTD KadecTRa,

[Ipy  ynakoBke ammys, HMEIOWHX KOABLO
H3noMa HANTH TO‘KK}' A5 DCKPLIT}{Q:

ckapUGHKaTOp aMITY ILITLIY 118 BK.TAALIBAIOT.
3) Flo £ amiiyn B KRSCETHOA KOHTVPHOHA
YMAKOBKC H3 KapTOHA MAPKE XpOMOBBIE MAu
xpoM=apsau no TOCT 32096-2013 umuno TV
3433-010-04766354-2006, KTA aHANDIUUHONO
karecTBd, MM Mapkd «Hansol», Kopes naw
AHLTIOMHHOrO KAHeCTea,

Ila 2 xacceTHRIE KOHTYPHEIE YOAKORKH ©
HICTPYKUHSH MO NPHMENSUMKY B Nauke 1o
TOCT 337812016 w3  xaproma  mapku
xpomoantht uax xpom-apsau ne TOCT 32096-
2013 nau o TY 5453-010-04766354-2006,
WM UHWIOTHM ALOIO  KuMeC1 8, HJM MUDKM
«Hanzoln, Kopes unH dHANOMrHYHOF] KAHCCTBA.
U'pysinanas ¥ TpaHcnopTHas yiaxkorka |TOQCT
17768-%0

Mapxuposka

1} [lepBuunan ynawkoerka. Ha amnyic anu
STUKCTKE aMITYNIBl YKa3LIBAIOT: COKPALIEHHOS
HanMedamaHie nperapata (MmmMyrornodyTis
Y&, HOPMARBELIH), ¢0ReM R M, NO3HPOBKY,
HOMEp CEpPHH (Gyxpento-uudposoe
ofortiaeine), Jary BLIMYCKa (AOMYCKASTCS
«4T BBUINY, CPUK LoAHOCTH (10).

Ha 3THKCTKC  aMmIyAbl  JOMQGAHHTCABHO
YKATLIRAIOT  COKPAINEHHOE  HAWMEHORANME
PEINPUATHA-TIPOYZROAUTENA,

2) Bropuunan ymawoeks, Ha natke nam
3TUKETKe-GAHIRPOTH Y KA3LIBAKOT!
COKpAmENINe MauMeIl0BAIIKG  NPEANpPHATHA-
MPOV3IBORKTENA, OPRIMYSCKITH ampec,
Teneon, TOBAPHbIH 3HAK; wipee
TIPOH3IBOCTRE, TCICGOH, TOPTOROE
HAMMEHOBAHUE TIPENApaTta, TIPYTITHPOBOUHGE
TGMMENIORANING,  NIEKapCTBENiyFo  QopMy,
coclus, HoMep cepkn (Byksedso-uudposue
ofi03HAYEHIE), NIATY BSITIYCKA CPOK TOIHOCTH,
HOMEP  PerHCTPalUMOHHOrO Y JOCTOBGPEHHUA,
¢0bEM TIPEGARATA B aMITyne B MJI, ZO3HPOBKY,
KOUAMMBCIEO  UMILYH B yUdkobge, cuocol
nmpuMeHeRHd  («Crnocof  npyuMeHeHds - oM.
HucTpykunion}, VTIOBHA OTItycKa
(«0TAveKaOT MO PCUCATY®),  VCAOBHA
XPAHCHHA, [UTPHX-KOd, TNPemynpeaxTeIkHE.
naanuer  («CTepuInIoy,  «XpanuTs B
HEJOCTYIIHOM A4 Jereil MecTen, «AHIuIeIa K
BHY-{, BHUU-2, x smpycy rcuatmta € H
MOREPWHACTHRIR aWTHUren Rupyca remarvra B
GTCYTCTBYIOTYH), SPEICTRO WASHTH(HKALMH.
Jonycxagres na manke {k0pofke) CTaBHTH
wraMn: «Adtdrena k BHU-I, BHY-2,
Bupycy leuurdrz C B IOBCPXHOCTHBIA
AHTHIEH BHPYCH [CNUTHIY B OTey rersy o,
JomyckaeTcs HA  nadko  (Kopofike) HOMLD
cepuir  {DykBeHHQ-1IMGIPOB0e  afotragenue),
JIATY BHIYCkA M CPOK [OAHOCTH NAHOCHTL
METOI0M THCITSIHA

1) Tlepsmnumas ynawoBKa., Ha »5THKeIKE
MY TR Y Ka2aHO0! cokpaleHHae
waumenoranue nperapata (MM yHartody muy
qen. HopMaTsHEH), ofwvem B Mn (1,5 wmi),

posuposka (100 Mr/mn), noMep  CepHH |
(V290725), nara ooimyexa  (0723),  ¢pox
[OUHDLETH (10 0627, CORpaLLEHHUE

HAEMCHOBRAHHC TPCINPHATHS=NPOM3BOAKTSAR
(AQ «[HH)Y «Mukparar),

CooTseTcrByer.

2) Bropuunas ynakoska. Ha 3TureTxg-
GanaeporH YHAANLL: COKPALLICHHOG
[TAKMETIOBAITHE TPECANDEATHA-MPOH3BOIATENA
(AQ «HIIO «Muxporen»), KpiauteckiH
aiapee (Pecenst, 1153088, r. Mockey, yia. -
JlvbpoBckas, n. 1S, cm. 2). tencod {(499)

710-37-87), Tomapmmtit 3mak (Muiporen);
arpec  npowssoactea  {Pocems, 450014,
PecuyOimka  Buwkoproctan, 1. Ydw, yn,

l[losopocestiickas, 1. 1005), renahonr ({347) 229-
92-01), ToproBoe HauMCHOBAHME TMPEMApaTa
(UMMYHOIJIOBY TIIH qENoEeKa
HODMUNBbEBIA), IPYHUBDUBOYHGS
HaumeHoBakde (MmmyHormodynue uenopeka
HOPM#JIbHEIN), JICKARCTECHHLY dlopMa (pacTBOp
AN BHYTPAMEIDICYHOLO BBCICHHSA), COCTaB
(Coctae. B 1 M npenapata comepwutcs:
Oeictpyiowize  pewecrpa:  Denxy  nnasmut
YanoBeka, W KOTOPBIX HMMyHOr o0y uH G He
meHee 97 % - [00 mr BenoMmorareashbie

- 22,5 Mr Boma ang MpmnekuMi — g0 1 il

noumep copuit  (¥290725), nmara  peumycKa
(0725), <pox ronroCtH 0627), Homep
PCTHCTPALHOHHOTHS . STOBCOCHH
(JIT-Ne(008205 SIRDATE
B AVITIYIC B 3 {140
MTIMIT), KOTTWHD 0 amm : e (10
ammy). u,s.l N g‘}gt})n@ («f3mocod
TEPHMSHE HHA : Hﬂc@%;‘k?ﬁ'ﬁ?cm _ oBUA

oTmycita (« Oy
xpanenna («

SUMODIDKMBATEN), TPUR-KO.L,
HPSAY LPCARTCIE b HELAILALH

{(«CTEPHJIBHO», «XpaHHThb B HENOCTYILIOM

Crpannna 3 uz 4



HACTTIOPT A2 503 om 31.07.2025

Toprosoe rarmeHopanne JIT HMMYA0110GYIHHE Y&I10BEKE HUPMANBHBIR
Homep cepun Y290725

Konwmuectsa, e W3MepeHHA 942 yrakoBKH

i I8 eTelt mecten, «AWTuTena k¥ BAY-1,
BHY-2, x oepyey crematina C ou
NIOBCPXHOCTHRIE KIHICH BHpycd (eiaTkTa B
' OTCYTCTBYIIT®), CPCICTRO MIGHTHMMKAMAN.

Ha kopafke HAHRCeHEI MSTOAOM THCTIEMHY:
Homep cepuyw  (Y290723), aara  meIyexa
(0725) n cpox roanoeTr (o 0627).

: COUIBCTCTBYET
XpanetHe B coveserersun ¢ Canliull 3.3686-21 mps remnepazype oF 2 20 8 °C B SuLKILEHHOM OT cBoTa
MecTe. [le 3aMopakKBaTh
TpancropTHpoBalue B cooteetciamn ¢ ConlInH 3.3686-21 npn temncpatype o1 2 10 8 °C. He savopaxHsars
| Cpok rausucLu 2 rona Jara permycka 09.07.2025

| Fones 1o 30.06,2027

JAKCTFOYEHHE: Jleapoisennni#i upsinpar MMvyHOrMoDYyIuR yemoRexa HopmaTeHeid MvmynornoSynnn wenopera
HOPMUIaHbIA  PACIBUR WU BRYTPMMEILCTHOND RAeedns, 100 mr/ma cepuu ¥290725 coorsercrsyer 1pefosanusy

«31» oy 2025 1

A.M. Marsanmuaa

P.C. Taiinyanuna







