Cepmucdbukam 0Ons [Tompebumens

02211944

AKTeMpa KOHLeHTpaT AnsA NpUroToBneHns pacTsopa ans
uHdy3ania 400 mr/20 mn dnaxoH Ne1

Matepuan Ne: 10205272
Cepnn N2t B4005B02 [ata eeinycka: 23 okTAdpa 2020
OTMeTKM Ha YNakoBKe: 012023
B4005B02
07 2020
KonuyecTso: 14974 ynak.

Wudopmauusn o MNokynatene:

HaumeHoBaHWe opraHn3aunm: AQO «Pow-Mocksa»

Fopon: Mocksa, Poccuitckan Degepauus YBesioMneHmne 0 NOCTaBKe: 1210349480
Mopaakosbii N2 3akasa: 6900002734 [aTa 2axa3sa: 14 okrs6ps 2020

K AaHHOMY AOKYMEHTY NpHUAoKeHs!:
CeptuduKar Ha Cepuio! 02211944 {1 cTpanmua) Beponsa 1.0
CepTudmkar asanuaa: 70025179 {2 crpanust) Bepowa 1.0

ACN: 0000509809 KontpakT Ne 756/29434630/10007
Vsabenns Konpo - PykosoauTens rofansHore ynpasnexns Yenamu NocTaBokK
CrewbaH LWnomnd — Pykosoantens oTaena FOMCTVKA 1 TOPrOBbIX onepauui

3TOT AOKYMEHT BbiNonHeH 3NEKTPOHHOM CHCTEMOR pokymeHTooGopoTa U gecTBUTeneH 6e3 nognucuy,

@, Xoddmann-Na Pouw Nira. Mogpasnenexue Gapma Tel: +41-61-688 11 11 Crpanuya 1 w3 4
Bepcun 1.0 CH-4070 baszems Fax +41-61-688 80 20




Cepmudpukam Ha cepuro

02211944

AKTeMpa KOHUEeHTpaT Anf npUroToBNEHNA pacTsopa Ans
uHdpy3sun 400 Mri20 mn cpnakoH Ne1

[o3npoBKa: 400 mr/20 Mn Kon-golYn-ka: 1 thnakoH
Martepuan Ne: 10205272
Cepwn Ne: B4005802 [lata BbinycKa: 23 oxrsbpr 2020

Data np-sa: 13 wiona 2020
IopeH Ao: AHBapkL 2023
CTpaHa-uMnopTep. Poccuiickan ®eaepauuns

_J._Ww_.ﬂ—mﬁ—-—"—w‘.ﬁm_._._._.-*__ﬁm__ﬁ——»

YnakoBaHo!
®. Xothdpmann-Na Pou Al Wsenuapwa, Wurmisweg, 4303 Kaiseraugst
TiMuerH3na Ha Npon3so cTBO No: 511265

YTBGPN(RGHHI:IG KOMMNOHEHTbI

10167977 AxTempa thnakoHbl 80 mri4 mn
Cepua Ne B4005 Ananua Ne: 70025179
MponaseneHo!

Uyrawn Papma ManydpexTypuHr Ko. NTp,. AnOHUS, 16-3, Kiyahara'Kogyodaaohi, 921-3231 Utsunomiya
fluLen3wna Ha NPOMIBCACTEO Ne: 09AZ200008
EudraGMP cepTudmkat Ne: HPF/PTI001/2017, 16MB120HPTOY

KonTponb kauecTBa:
®. Xothdmarn-Tia Pow AT, Wsenuapus, Wurmisweg, 4303 Kaiseraugst

flMLeH3Ns Ha NpOU3BOACTBO Ne: 511285

BoilleykasadHas MHOpMELVA HACTORLMM NOATBEPKAAETCA, 4TO ABNAETCH ACANWHHOW ¥ TouHon. JTa
napTus NPOAYKTa Goifa npov3seagHa, BRKHAR yNaKoBKY/MapKNpOBKY ¥ KOHTpOMb Ka4ecTsa, Ha
ablmeyxaaanﬂom(-uux) caite(-ax) B NONHOM cootsetcTuM ¢ GMP TpebopaHvAMM NOKaNBHOTO
pErynsTopHOro opraxa u B COOTBETCTBAW CO cneunmrKkaunamMm perncTpaumoHHbix [IOKYMEHTOB B CTpaHe-
wmnopTepe. loKkymenTsl no npoM3BOACTBY, ynakoeke aHANU3y OBHHOW Cepum BwInv NPOBEPEHbI HA
cooTBETCTRYIOWME Tpebopanns GMP ¥ GbIno yCTAHOBMNEHO, YTO oHu cooteeTcTByroT GMP.

22 okrabps 2020
[-p Bepra Kennens
OTBETCTBEHHBIA COTPYAHNK

DT0T AOKYMEHT BbINONHEH aneKTPOKHON CUCTEMON AOEYM&H'{OOﬁQEOTa W gercTBuTeNeH He3 nognucK.
@, quaq:mam-ﬂa Pow fra. MNoapa3aenenne Gapma Tel: +41-81-688 11 11 Crpanvua 2 M3 4
Bepcusa 1.0 CH-4070 Bazens Fax +41-61-688 80 20



Cepmuchukam aHanusa Roche

70025179

AkTempa cpnakoHbl 400 mr/20 mn

Marepuan Ne: 10167977 [aTa Bbinycka: 12 oktabps 2020
Cepwun Ne: B4005 Data np-8a: 13 wions 2020
Ananus Ne: 70025179

Uen. meToa: SAM-0113574 V2.0, SAM-0111710 V2.0

3ra cepwa 6bina npoaHanuavpoBana v BbifylleHa 15 cenTaAbps 2020 HawuM yYNONHOMOMEHHBIM
Otgenom koHTpons 1 ofecnederns  Kadectea W cepus COOTBETCTBYET  CrieLMMKaUuMam.
CooTBETCTBYIOWME AOKYMEHTHI Ha YNakoBOYHbIE Onepaunn aToW cepuy Obinn nposepeHbl, v Gbino
YCTaHOBIEHO, YTO OHW COOTBETCTBYIOT pericTpaunoHHOMy AOCHE.

&, Xoddmann-Is Pow 174
Mawryana [annyarr
MeHepkep obecneveHus KavecTsa

PesynbTaThi 8 3TOM CepTudbukare Gbink yTeepKAeHbl INBKTROHHO.
PesynbTaThl yTBepXaeHs!: Manyana Jannyart 15 cenTabpa 2020 16:02:45 CET

®. Xoppmanu-Na Pow Mfra.  Bypmucser Tel 616881111 Crpanmya 4 n3 4
Bepceun 1.0 CH-4303 Kanzepayrct
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MHUHUCTEPCTBO
3JIPABOOXPAHEHUS
POCCHUICKON ®EJEPALN
(MWUH3PAB POCCHI)

Paxmanosciuii nep., 1. 3/25, cmp. 1,2, 3. 4,
Mocksa, ['CT1-4, 127994,
Ten.: (495) 628-44-53, daxc: (495) 628-50-58

Ha Ne - oT

PaspelueHne Ha BpeMeHHOe 0OpaLlIeHIe, B TOM YHC/ie BBO3 B POCCHICKYIO denepannio.
cepuu (MapTHH) JEKapCTBEHHOr 0 Tpenapara Ui MEAUIMHCKOTO NPUMEHEHI,
KOTOPBIH MpeaHa3HaueH 171 NPUMEHEHHs B YCIOBUAX YTPO3bl BOSHUKHOBCHUA,

BO3HMKHOBEHUS U JTMKBHAALMH Ype3BbIYaiiHON CUTYyaluy M Ui OpraHu3alii OKasaHus

MeIHIIHCKOM TOMOII JIMLAM, HOCTPaAaBliiM B pe3yJIbTaTe Ype3BbIYaHHbIX
CHTYallUi, Npeaynpek1eHHs Upe3BblyaiiHbIX CUTYalNH, NpopHIaKTHKH 1 JICYEHHs]
3aboseBaHuil, MpeICcTaBIAIOIIMX ONaCHOCTh UIsi OKPYKaIOIIMX, 3abonepaHuii 1
rnopaeHuit, MoJyueHHbIX B pe3yibTate BO3lefcTBIA HeONaronpUsITHEIX XUMHHECKHX,
6MOOrHYECKIX, PaHallHOHHEIX (aKTOPOB

No RU/2020/20-2-4153739-BPO-JIC

MUHHCTEPCTBO 3/lpaBooxpaHenns Poccuiickoi denepaltu

(HaumeHoBaHKHe opraHa rocy1apcTBEHHOI BAACTH rocy1apcTea - HieHa
EEpazuiickoro 3KOHOMHYECKOTO COK03a, BbIIABUIErO 3AKITI0UCHHE)

Brijjano AO «Powm-Mocksay. Poccus, 107045, r. Mocksa, 1. TpybHas, a. 2

(HazeaHue opranuzaliy, pHAMHECKHil anpec. cTpaHa/ans ¢puznueckux nmuun ©.1.0.)

BI’I}I riepeMeleHms BBO3 JIEKAPCTBEHHLIX [IPEIapaTroB
(Bua nepemelueHus)

(Paznen eIHHOTO nepevHs) {Kon TH BB/ EADC)
HaumeHopaHHie TOBapa, KOIMYECTBO, eIMHULA H3IMEPEHHS
Toproeoe HAMEHOBAHNE JIEKAPCTBEHHOTO NPenapara: AxTtempa (Actemra)

MesayHapoaHOoe HeNATeHTOBAHHOE, I FPYNNHPOBOYHOE, HIIH Tounnuzymad

XUMHYEeCKOe HAMMEHOBaHHE:
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T KauecTBeHHDBIH COCTAB 1 KOJH4ect BB COCTAR ACHCTBYOLIHX BeliecTE i KauecTBeHHbIH cocTaB ‘

BCNOMOTIATE/IBHBIX BeleCcTB:

eSS

-

TolLIN3YMa0 20 Mr, BCIOMOraTENLHLIE petecTsa (nonucopbar 80, caxaposa. HaTpHA ruapodocata 10AEKarHAPAT,

patpua arruapogocdara ANTHIApaT, pO/A 15 HHBEKLMIT)

KOHLIEHTPAT [U1s NPUTOTORCHHA pacTeOpa Ans
undysuit, 400 mr/20 Ma (pnaxoH)
x 1 (nauka KapTOHHAA)

@opma BBITYCKA:

B4005B02

Homep cepuit (NapTHi):

O6BLen cepui (MapTHIL), eAHHITLA p3MepeHin: 14974 (dnakoH)

Jarta BpInmycKa:

Toaen 10 31.01.2023

HanneHoBaHme I aapec Bjajenbila pericTpalHoHHOro @ Xoppmann-Jla Poi JiTa.
yAOCTOBEPEeHUR Grenzacherstrasse 124, 4070 Basel, Switzerland

[onyuateins/oTnpasutens  AO «Pom-Mockpay, Poccusi. 107045, r. Mocksa,
1. Tpybnas, Ji. 2

(Hazranue, fOpHINYECKHI anpec, cTpaHa)
Crpana nasnavenua/otnpasienns Poccuiickas Qenepauns

[lenn BBO3a BPEMEHHOE obpalieHmne

Cpox BBO3a ===
OcHopaHue: 3agpieHne No 283885 ot 26.10.2020
JlonoHuTesnbHas HHHopManms:

e e e

”pOH'SBOﬂCTBEHHH@ NAOAAKH, }"‘![’ICTB)(!-O[JJ.HE B H}}OHECCG HDOH3BOHCT33 j]CKapCTBCHHDFO npenapaTa. C )’K&Tc\HHﬁM
cranui ﬂpOldSBOHCTBB, HazBaHuil n d)aKTH‘[eCKHX ajpecor MECTOHAXOKAEHUA

TIpouss00cieo 2omosoi JACKAPCIBenioit ropyut Uyraii ®apma Manydexrypuhr Ko. JItn

@arrideckiii ajpec MecToHAX0KIEHI MPOM3BOACTEEHHON NIOMAARH:
16-3 Kiyohara Kogyodanchi, Utsunomiya-city, Tochigi, 321-3231, Japan

JTepeuunasn ynaKosra Yyrait Papma ManydexrypHir Ko. JIta

16-3 Kiyohara Kogyodanchi, Utsunomiya-city, Tochigi, 321-3231, Japan

Bmopuiias yinakoska ®. Xog¢mann-JIs Pouw JIta

@akTHYECKHIT aapec MeCTOHAX0KACHIS NPOH3BOACTBEHHOIT IUICUAAKI:
Wurmisweg, 4303 Kaiseraugst, Switzerland

@arTHYeCKHIT APec MeCTOHAX0KICHHR NPOU3BOACTEEHHO MA0MAAKH: ‘\

BuinycKarouili KORMpob KQuecmea ‘(D.XO(i)qJME\HH-HH Pouw JItn




CTpana TpanzuTa

Paspeluenue 1elCTBUTENBHO 110

3amectuTens MuHUCTpa

31.12.2020

.

MGANMHHKK 3NBKTPOHHONO AOKYMEHTAE, NOANMCaHHOTO 31,
XPAHUTCR B CUCTEME 3NEKTPOHHOMO 4OKyMeHToobopoTa
MWHUCTEPCTBA 30PaBOOXPAHEHNA
Poccuitckoi ®enepaumni.

CBEJEHWA O CEPTUOUKATE 31

Ceprudmkar: 01D5FC2F158FB66000000005122E0001
KoMy seifiaH: @ucerrko Buktop Cepreesuy
fevcTeutenen: ¢ 17.03.2020 ao 17.03.2021

B.C. ®ucenko



