Mnnzapae Pocchn
MUHUCTEPCTBO

3/IPABOOXPAHEHHS] |m %ms{ﬁw “]
POCCHICKOI1 ®E/IEPALIH arh
(MUH3JIPAB POCCHH)

Bp-2063273

3AMECTHUTEJIb MUHUCTPA

Paxmasosckuii nep., 1. 3/25, cp. 1,2,3, 4,
Mockga, I'CI14, 127994,
Ie.: (495) 628-44-53, akc: (495) 628-50-58

No
Ha Ne oT

Paspemenne na Bpemennoe obpaleHue, B TOM uKcie BBO3 B Poccuiickyro ®eneparuio,
CCPHH (TIAPTHH) JIEKAPCTBEHHOTO Mpernapata A1 MeAHUMHCKOTO IPUMEHCHHS,
KOTOPLIi NIpeIHa3Ha4eH M1 IPUMeHeHHS B YCJIOBHAX yrpo3bl BOSHUKHOBEHMS,

BOSHHKHOBCHHSA M JIMKBHALIMH YPE3BBIYANHOI CHTYallHH M JJ1A OpraHU3alHMK OKa3aHUs

MEIMLMHCKON MTOMOIIH JTHLAM, IOCTPAaNaBIIMM B pe3yIbTaTe YPe3BLIYAMHBIX CUTYalIHH,

MPCAYIPEXKACHUS UPE3BBIYANHBIX CHTYALHH, MPpOQUIAKTHKY U NeveHus 3a007eBanuit,

[IPEACTaBJIAIONIMX ONTACHOCTD IS OKpYXaIOLIHX, 3a00/1eBaHUIT U NOpaXKeHuUil,
[I0JIYYCHHBIX B pE3yNbTaTe BO3ACHCTBHUS HEOIarOmpUATHBIX XUMHYECKHX,
OuonOrMYecKuX, paguauHoHHbIX ¢akTopos

Ne RU/2021/20-2-4182952-BPO-JIC

MuHHCcTEPCTBO 3paBooxpaneHus Poccuiickoit @enepanuu
(HanmenoBanue oprana rocya
Espasuiickoro skoHomuuec

APCTBEHHOM BNAaCTH rocyapcTsa - uieHa
KOTO COI034, BLIABUIETO 3aKTIOYCHHE)

Brigano AQO «Pom-Mocksay, Poccus, 107045, r. Mockga, 1. Tpy6bnas, 1. 2

(Haspanne opranmzaimn, FOPHANCCKHIT aapec, cTpaHa/nng pusnuecknx ann @.H.0.)

BI/IL{ NEpeMeLIeHU s BBO3 JICKAPCTBEHHBIX NIperapaTos
(Bua nepemeruenns)
2.14

(Pasnen eauuoro nepeyHs)

HaHMﬂHOBaHHG TOoBapa, KOJIHYCCTRO, ¢/IHHMUIa H3IMCpPEHUA

TOpl"OBOE HAHMenoBalIHe JIEKAPCTBEHHOI0 npenapara:

Axrempa (Actemra)

Memynaponuoe HeI'IﬂTEHTOBaHHOE,

HJTH l"pylll'alOBO‘lHOC, HJIH
XHMHYecKoe HaHMeHOBaHMe!

Tounnuzyma6




JlekaperBetnas popma: KOHUEHTPAT /Ulfl IPHIOTORIEHUS PacTBOPA IS
HHY3H

Ho3uposka: 400 mr/20 ma

KauecrBennslii cocTaB i KoMYecTBeHHbII COCTAB JIEHCTBYIOLIHX BelLeCTE 1 KaveCcTBEeHHBIH COCTAB
BCIIOMOTaTe/IbHBIX BeILECTB:

Touunn3ymat 20 Mr, BerioMorarebHbIE BElECTRA (momncopGar 80, caxaposa, natpus ruapodocdara opekaruapar,
HATpHA [urnapodocdara Auruapar, Bona ans HHBEKLMH)

®opma BeINycKa: KOHLIEHTPAT JU1s IPHTOTOB/IEHHS PACTBOPA 1A
uHpy3nii, 400 Mr/20 ma (dnakon)
X | (nayka kapronuasn)

Homep cepun (naprun): B4017B07

O6bem cepunt (mapTHm), eauunna H3MepeHus: 10000 (¢anakon)

[Jarta Bbinycka: 16.05.2021

Iloaen no 30.11.2023

Haumenosanue n agpec piagensua PerHcTPaHoONHOro ®.Xoddmaun-Js Pow Tra.

YAOCTOBEpEHHS Grenzacherstrasse 124, 4070 Basel, Switzerland

[onyyatens/otnpaButens AQ «Poui-MockBay, Poccus, 107045, r. Mockaa,
1. Tpybuas, a. 2

(Haspanwue, lopuamueckuii anpec, CTpaHa)
Crpana Ha3HaueHus/oTnpasnenns Poccuiickas Deaepauus

Lens BBO3a BpeMeHHOE oBparene
Cpok BBO3a  ---
OcHosanue: 3asBaenne Ne 1116972 or 10.08.2021

HononnurensHas uupopmaums :

[IpousBozacTBenHbIe WIOWAAKH, YHaCTBYIOWHE B fpoLiccce NPOH3BOACTBA JIEKAPCTBEHHOTO PENapaTa, ¢ yKasaHueM
CTa/Hi MPOM3BOACTBA, HA3BAHMI M DaKTHYECKHX aIpccoB MECTOHAXOXKIACHHS

IIpouzsoocmeo zomosoii JIeKapcmeen ol dopmu Yyraii ®apma Manybextypunr Ko, Jita

DakTHYCCKHIT Apec MECTOHAXOAUICHHA NPOH3BOACTBEHHOMN MJIOIAAKH:
16-3 Kiyohara Kogyodanchi, Utsunomiya-city, Tochigi, 321-3231, Japan

Iepsuunan ynaxoska Uyraii ®apma Manydekrypunr Ko. Jtn

DaKTHYECKHIl a1pec MECTOHAXOKICHHS NPOH3BOACTBEHHOM IIOIIALKHM:
16-3 Kiyohara Kogyodanchi, Utsunomiya-city, Tochigi, 321-3231, Japan

Bmopuunas ynaxoexa @ Xoddmanu-JIs Pour Jitn

DakTH4eCKHIT aApec MeCTOHAXOAICHHHA NPOH3BOACTBEHNOH II0IMA/KH:
Wurmisweg, 4303 Kaiseraugst, Switzerland

Bovinyckarowquii konmpons kavecmea ®. Xodpdmann-Jis Pow Jtx




DaKTHUECKHIT aJpec MeCTOHAX0KICH M NMPOH3BOACTBEHHOI IJIOLAAKH:
Wurmisweg, 4303 Kaiseraugst, Switzerland

Crpana Tpansura

(TpaHsuT no Teppuropun)

Paspewenne neficreurensio no  31.12.2021

3amectHTens MuHHCTpa

10.08.2021

( NoanuHHmk 3NEKTPOHHOIO AOKYMEHTA, NOAMMCAHHOM 3I"I,
XPAHWTCA B CUCTEME 3N1EKTPOHHOIO AOKYMEHTOO60pOTA
MuHucTepcTea 3ApaBooxXpaHeHus
Poccuirckoin ®epepaumn,

CBE/JEHMA O CEPTU®UWKATE 3N

Ceprudukar: 01D7223977DD6FCO000000CB0O0060002
KoMy BbigaH: puanes Oner Bnaaumuposuy

ReiicreuTenes: ¢ 26,03.2021 po 26.03.2022
N

~

O.B. I'puanes




Cepmucgpuxkam ons lompebumens @

02244926

AKTeMpa KOHUEHTPaT ANA NPUroToBneHus pacTtBopa aAnsA
vHdy3nin 400 mMr/20 mn cpnakon Net

Marepuan Ne: 10205272
Cepusa Ne: B4017B07 Data seinycka: 09 asrycra 2021
OTMeTkM Ha ynakoske: 112023
B4017807
05 2021
Konuyecrtso: 10012 ynax,

Hudopmauymn o Mokynarene:
Haumenosanue opranmsaumm; AO «Pow-Mocksa»
MNopoa: Mockea, Poccuiickan Degepaumn Yeenomnenue o nocraske: 1210367872

MopaaxoBein Ne sakala: 6900002871 Nara 3akasa: 14 wiong 2021

K aannomy aokymeHTy npunoxenn:
Ceprucdukar Ha cepuo:; 02244296 (1 cTpanuua) Bepeust 1.0
Ceprucmkar asanuaa; 70030451 (2 cTpanmys)

ACN: 0000515925 KowtpaxT Ne 756/29434630/10007
WMaabenne Kokpo - Pykosoaurens rnoansmoro YNpaBnNeHua LensmMu nocTasox

Credan Womnd — Pykosoautens OTRENa NOMCTUKM U TOProBLIX CRepayuni

OTOT AOKYMEHT Bbinonven 3NEKTPOHHOM CUCTEMO# A0KYMeHToo60opOTa u feficTBuTeNeH Ge3 noanmucy.

Cepmucbukam Ha cepuro Roche

02244926

AKTeMpa KOHUEHTPaT ANsA NPUroToBREHUA pacTBopa ans
uHdy3nin 400 mr/20 mn cpnakon Net

Aosnposxa: 400 mr/20 mn Kon-so/¥n-ka: 1 donakon
Marepuan Ne: 10205272
Cepusn Ne: B4017B07 RAara ewinycka: 09 asrycra 2021
Oara np-sa: 16 man 2021
lMopen o: HoAGpe 2023

Crpana-umnoprep: Poccuitckas Degepauun

¥nakoBaHo:

®. Xobpmann-Ns Pow Al Wise#uapus, Wurmisweg, 4303 Kaiseraugst
Tuuenaun Ha npouasoacteo Ne: 511265

EudraGMP ceprucukat Ne: GMP-CH-1001589

D. Xodidumann-Na Pow Nrg, Nonpasnenevne ®apma Tel: +41-61-688 11 11 Crpanuua 1 us 4

Bepcua 1.0 CH-4070 Basans Fax: +41-61-688 B0 20

¥TBEepPXAEHHBIE KOMNOHEHTBI

10167977 Axtempa ¢naxoHbi 400 mri20 mn
Cepun Ne: B4017 Ananua Ne: 70030451
Mpouaseneno:

Yyrai ®apma Manydextypunr Ko, Ita,, Anowms, 16-3, Kiyohara-Kogyodanchi, 321-3231 Utsunomiya
Nuuenaus Ha npouasoacTeo Ne: 09AZ200008
EudraGMP cepruchurar Ne: HPF/PT/001/2017, 16MB120HPT01

KouTpons kauecTsa:
D. Xodpmann-ia Pows AT, Weenuapus, Wurmisweg, 4303 Kaiseraugst
Nuueraus Ha npouasoacTso Ne: 511265

EudraGMP ceprucbukat Ne: GMP-CH-1001589

Buiweykasanras MHDOPMaLMA HACTOAWMM MOATBEPXAAETCA, YTO ABNAGTCA NOANMHHOM W TOYHOW. JTa
napma npofykta 6uina npowsseneHa, exniouas YNaKkoBKY/MapKMpOBKY ¥ KOHTPONb KadecTsa, Ha
BbilleyKa3anHOM(-Hblx) caliTe(-ax) B NONHOM COOTBETCTBUMM C GMP  tpe6osaHusamu nokansHoro
PErYNATOPHOTO Oprana u 8 COOTBETCTBMM CO CneuMdnKaLMamMI PErMCTPALMOHHBLIX AOKYMEHTOB B CTpaHe-
“wmnoprepe. [lokymeHTsl No Npon3soacTBy, ynakoake u aHanuly [aHHOR cepun BN NposepeHbl Ha
cooreercTayioume Tpebosannn GMP 1 660 yCTaHOBNEHO, YTO OHUM cooTeeTcTeyior GMP.

26 wiona 2021
AO-p bepua Kennens
OTBeTCTBeHHbIR COTPYAHUK

3TOT AOKYMEHT BLINONHEH INEXTPOHHOM CUCTeMO# JokyMeHToo6opoTa 1 AeicTeuTenex 6e3 noanucw.

D. Xoddpmann-Na Pow NMra. Nonpaspenenue dapua Tel.. +41-61-688 11 11 Crpannus 2 ua 4
Bepcun 1.0 CH-4070 Basens Fax:  +41-61-688 80 20




Cepmuchukam aHarnusa
70030451

AkTempa cpnakoHbl 400 mr/20 mn

MaTepuan Ne;: 10167977

fara suinycka: 14 wonsa 2021

Cepnn Ne: B4017 Hata np-a: 16 mas 2020
Ananus Ne: 70030451 Cpok ronHocTn: 16 HoaGpa 2023
Wen. meton: SAM-0113574 V3.0, SAM-0111710 V3.0
Tecr PesynbTtar
Kontensep
Tun 20 mn cnakoHs GecuseTHoro crexna

Lisert kpoilukn
Liset konnauka
Mpo3apayrocts! OnanecueHTHOCTL
Onucanve
OnanecueHTHOCTL No wkane Espon. ®apm.(FTU)
OnanecuenTHOCTL No wrane Eapon. @apm.
User
Onucanue
Mo wxane usernocty EBpon. Gapm.
Buaumsie 4acTHlbl
Mo Espon. ®apm.
Hesugumeie H4acTiubl (B CHerka 3atemMHeHHOM nonej
wacTuue>=10 mw/con
qacTuub>=25 moa/n
pH
OTHOWEHNUE OCMOTHHECKOTO A3BNEHNA®
Vannexaembii ofvem
8 cooTs. Espon. ®apm./®apm. CLIA/ FAn. dapm.
Chneungdmueckas akTUBHOCTL
Buonorusecrmin weTos
“ucrora (moHoobmeHHan BINX)
OCHOBHOM MK
Mpe-nux
Sub-1
Sub-2
R-1
Apyrve
YucToTa (axckmasmanHas BIXCX)
Monowep
Awmep
Mpoune
Conepxanne benxa (YO-COM)
Coaepxanwe Nonucopbar 80
Konopamerpusiecamia meToq
Waentudmumpyloumia Tect ans Touwnuaymata'
Wornnoobmennas BIHX

Buonorwsecmn MeTon

KpacHbin
KpacHuin

ONANeCUMPYIOILANA XHAKOCTE
TAFTU
Ref. il

BecuseTtHbin
B9

MPAKTU4ECKH OTCYTCTBYIOT

206
3
6.5
07

cooTRETCTRYET
2.1 E4 Efymn

71% nnowiann
17% nnowaamn
7% nnoutanw
2% nnouyanu
1% nnowanw
0% nnouwaam

99,7% nnowaan
0.3% nnowanm
0.0% nnowanm
20,0 mrfmn

0,051%

BPEMSR yAEepPXaHWA OCHOBHOIO NHKa Ha
XpOMATOrpaMMe CoOTBETCTBYET BpeMeHi yaepxanusa
OCHOBHOMO NWKA Ha XPOMATOrNpaMMe CTaHn3pTHOIC
pactsopa

cneumnmyeckan GnonorHeckan aKkTHBHOCTL
noaTBEpKAEHa

CrepunbHocTs
DUHANLHBIA KOHTEAHED B COOTBETCTBMMA C EBpONeickon
®apmaroneer/Gapmakoneen CLUIA/AN, Gapm. cooTBeTCTBYeT
BakrepuancHbie 3HI0TOKCHHLI' <0.3 3E/mn
@. XodPpmann-Na Pow :dw. Orgen xavecTaa Tel. +41 616881111 Crpawaua 3 w3 4

Bypmwcaer
CH-4303 Kanaepayrcr

Cocte)

Aara Buinycka: 14 wons 2021

Cepmucbukam aHanusa
70030451

Axtempa cpnakoHbl 400 mr/20 mn

Mavepuan Ne: 10167977

Cepun Ne: B4017 RNara np-sa: 16 man 2020
Ananus Ne: 70030451 Cpox rogHocTi: 16 HoRGpa 2023
Vicn. meTon: SAM-0113574 V3.0, SAM-0111710 V3.0

3ra cepua Gbina npoaHanuawpoBaka W Bbinywena 14 wona 2021 HawuM ynonHoMoYeHHsIM OTaenom
KOHTpONA W obecneyeHnAa KavecTea W Cepus cooTBeTcTeyeT cneunpukaumam. CooTBeTCTBylOLIME
AOKYMEHTbI Ha YNAKOBOYHbIE ONEpPauuK 3Tou cepun Sbinv npoBepeHbl, U 6bIN0 YCTAHOBNEHO, YTO OHM
COOTBETCTBYKIT PEMMCTPALMOHHOMY [lOChe,

@. Xothbdpmann-TNa Pow ITa.

Mawyana [lanynmxe
Meneaxep obecnevenun kauyecTsa

PeaynbTars B 3T0M CepTUdMKaTe Guink yTBEpXAEHS 3NEKTPOHHO.
Peaynerats yTeepxnens: Manyana [lanyaaxe 14 wons 2021 12:23:46 CEST

@. Xoppmann-lia Pow Mlya.  Orgen kavectsa
Bypuuceer
CH-4303 KanlepayrcT

Tel. +41 616881111 Crpammua 4 n3 4




