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[OEKNAPALIMA O COOTBETCTBUA

DEKIAPAHT, MPUHUMAIOLLIWA OEKNAPALMIO O COOTBETCTBWW:

B nnye: MexepansHoro AupekTopa Mapkoso# t0.H.
[losepenHoe Nnuo: Mereunncknit C. J1.
[loseperHocTs N2 4382 ot 14.01.2019

3AABNAET, UTO JIEKAPCTBEHHOE CPEACTBO:

000 "OmoHcoH & IhxoHcoH", UHenexuus MuHucTepctea P® no Hanoram cBopam Ne25 no 10AO r.Mockae, OFPH:
1027725022940 ot 23.12.2002, sapec: 121614, Poccya, r. Mockaa, yn Kpeinarckas, A 17, k 2, Ten: +7(485) 580-7777

Texdugepa, kancynsi KALLISUHOPACTBOPUMbIE 240 wr 14 wr. BnucTepbl (4), a4 KapTOHHBIS, PEr. YA Ne NN-003258
ot 19.10.2015 (nara 3ameHbl PY 14.12.2017), Boiparo BuoreH Apex finmuTtes, BenukobpuTanus, CEpUa IBLS300,
rogen ac: 31.01.2022, napTua: 1000 ynakoeok. KOHTPaKT Ne 293j-2011 ot 10.10.2011 r., uxBo#AC Ne 2100343061 ot

DEKNAPALIUA NPUHATA HA OCHOBAHWN

RARU.21LKO1 o1 22 07.2015, CepTU(HKaT COOTBETCTEUA Ne POCC DK.®B14.C73721 o7 22.01.2018

OATATIPUA
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ﬂTHﬂ OEKMAPALIMA: 22.01.2019

e s

TRBETCTBWMN OEWCTBUTENBHA [O: 31.01.2022

08.01.2018 .
BhINyCKaeMOe M3roToBUTENEM: Kog OKNA2:
Budop C.A. Waeiuyapus/Vifor SA, Switzerland, Route de Moncor 10, CH-17562 Villars-sur- 21.20.10.239
Glane, Switzerland, cTpasa: Weehyapus/buores (fleHmapk) Mariodhek4IopruHT AnC/, Biogen
(Denmark) Manufacturing ApS, Denmark, Biogen Alle 1, 400 Hillerod, Denmark, cTpana:
[anwns -
Qe s S

[ Koa THB3L:
COOTBETCTBYET TPEBEOBAHUAM: 3004900002
1N 003258-191015, usm. Na1-4

Ipotokon wcnsiTanui Ne 451 ot 92 04,2019, 000 "UenTp KOHTpONA Ka4ecTsa Buonaimp”, arrecTar aRKpeaAnTaLIA

&, % ; \ 5
VLT | L %4/ Nereuvxckni C. 1.

{ﬂ?ﬂ/‘ﬂfb) [PamMMITiR, HHAUMENE]
7

RU.0001.11¢B14 sbigad hepepanscHon cnyxBoit no axkpegurauum

[aTta perucrpaumnu: 22.01.2018

{nopnuct)

aAQ "TexxavecTso", 108044, r.Mocksa, yn. [uramoBckan, & 1A, ot 400, Ten.: +7 (495) 676-5254, chakc: +7 {495)
§76-5417, www.tehkachestvo.ru, tehkachestvo@gmail.com, OrPH: 1057746286189, Arrectar per. Ne POCC
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CepriduraT COOTBETCTBHA Copprra na COl
{ia BLUTYCK POTOBOH NPOYKII Texduiepa

e

FORM-33488

PRCD-25549 Crpanund 1 13 1

CEPTHOHKAT COOTBETCTBHA

Mrdopmanys 0 npenapare

lauMeROBAKHE NPENAPATA . Jhud xosiepseekolf peanH3ani Texuaepa FG OSD TRepIRL ek, (ropaa Ad
fpHeMa BHYTRL 56 garcys 240ur 8 Gmicrepiioh ynaKosee
Ko HaHMeHOBEHIA . 48093-07 RUS
Buiryleno seero ¢+ 3776 yTIAKOBOK
Honmep napris :  IBLS300
Orucanme . Muxpo TabreTsi WHKATICY THPOBANILIC B TREPIHIE HETATHHORKIC KARCY TRl
HetterByronige PEUICCBO . Haser ymapat
Jickapernensas Qopya ¢ Kaneyast
Yrukonxa . 56 gancyn B GancTepe
JlaTa H3rOTOBACHHA + 11 dpespais 2018 rosa
Tonen 10 . Slymaps 2022 roaa
Henons30BaHbIe MaTepiaibl #
aanueH
Hosmep cepiit HpOXYKTa ;92910
[TpoMeRyTOHbLT HOMCR napTHi . IBLS300

Braueyxasanubiil npenapar Oy
HICOTOBIEH 1A CAeAYOmHY
[POHIBOACTBERNBIN YHACTIHX

SMecTo NpOH3BOICTER
ACHETBYIOIIErO BEluecTRa .+ Cursa-Amipus Hpoaakiii ['uEX - Hiptyerpatpacee 23, 9470 Byxe SG, peiapua

No JHUSHIMH HA NPOHIROACTROL 06042 No paspetlcHis OMP: 17-1921

Mec1o HpOIBOACTEA NEK. . Budop CA - Pyt ae Moukop 10, 1752 Bunap-ciop-1 man, [HseHiapss
npenapara No HUCH3HH HA NPOH3BOACTRO. 504603 Ne pasperuesns GMP: 16-1760

Mecto NpOH3BOACTEL FG_OSD . STHCCEH-CHITAT CuA Bua Koseran Sluceert, bopro Can M, 04100 Jiarina, Hraws

<Jlorotun Biogen> <aororun Biogen ldec>

Ne jHICHIHH H3 BPOHIROICTBOL AM80/2018 Ne paspetiresus GME: IT/184/H/2018

Buoret (Jlensapk) Masiogertypisr AaC, Buoren Ajuek Aane 1,DK-3400 Xuaaepeld, Jame (Tipensayniee
serMeHonaie Baors Aftnex (Jlenaps) Mamoberaypiar AnC, Buorei Ainex Anne 1, DE-3400 Xuanepod,
Jlusis

N USRI Ha npowasoncTBo: 33938 Ne paspernetig GMP: DK H 00097418

Cepruduramua GMP

HacToguiis # NOATBEPAAAI0, UTO IPHBCICHHAR hime fmidopyaling sRAseTes JocToBepHoil 1 TOUHOH.
Nannas cepya NPOIYKTA Obind chopMHPOBAIL { H3FOTORAEHT, BET04AS YNAKOBKY 1 KOHTPO/h KAUSCTEA Ha
BLIIEYTOMAHYTHIX YHACTKAX B MQIHOM 0OLEME B COOTBETCTBHI C Tj‘;EGQBaHﬁﬂMPl GMP secTroro
pery;npyIoUiere Opraxa i crieundHKAILIEMI B PerpcTpaiionHoN V 0CTOREpEHHH HMIOPTRPYIOEH
crpasibi. [IpoOTOKOAR IPO3BOACTER U YIAKOBKIT CEPHIT 1 AHATH3A cepitit Gulii PAceMOTPErs! i ApIBHANL
coorsetcThyontivi GMP.

<Hanucs oT pyru 16 nondpa 2018 <Haanuycs 01 pyKRS = < UCAN0 OT PYRHZ
rojaz
Hata GO yIOIHOMOUSHION aula [Moamics

Cepridnxar Gult ACPCHILIH, AT AEPROMIMATLHOTD BLIIVEKA 11 o 2018, Jrd nepeshiliyCrst 16 10g0]

EBrarei (lamia) Masydastypagr AnC. - Saoren Ame - DIC-3400 Kunaepta Jamn - +43 774 S0

(Tipenmayines HASEROBATRE Buorey Ailagy (laui) Magviparypios AnC. ~ Buoren Aftack Anpe | - DE-3300 Xy
[ cait ¢ IBMEHEHREN HANMEHOBAHIT KauTaK [ B TERELE DEPEXOIHON NEPHIIEE YRR ofa anpecy Aan nenell HAer IS
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CEPTUGHEAT AHAJIM3A HEPACPACO

Hpoayxr
Howep cepai
haita

HenmiraHue

XapaxtepHoTRKA
Onpcanie - KAICYIL

Onucanne — CONCPAIMOE RAncy i

QnpeasacAne NOAAMHHOCTH,

BYAKX
Oupe;le/ienue OLTHIOCTH ¢
novoibio BIAX

Onpc;mﬂcu e HOAMHAOCTH €

posousio YO CHex1pockonsy
(AHOPORIQCT CORSPHIMOTS [0
PErHCTPAUHOHHOMY A0CHE o

CAUHNI)

Tpresaesie sagsermis (L1}
1 i &

Jhnenodyvapar (10

PerHCTPALLIOTHONMY ADCHE)

Jinverreadymapar, % o1

AR BICHROTO COACPKAHIA

Mernnrrapodymapar (Methyl

hydrogenfumaraie - MHE)

dynapoBad KACIOTA (Fumarle acid

-FA)

Kascas e posanHad

HPHMCEh

Qe coaepraie npiMecel

(AF+MHF+

neiaer i muiposaiiai OpIMESE)

nniraing ¢ nosouine X
Yhonponasos
Pactpopeiue (kueioral

Pactsopenue DME (2 waca.
KiicaoTHAR CTazH)
Pacrsopenie DMF

(RILIBUIYAILHbIE suagera), =6

P OpeHIE

pacreopere DMF (30 wix,
GyipepHad CTATI)
Pactsopeniie DMF

(HIAMBHAYRTBHUE Aundenns). =6

Hensrrmnie no Metoy Kapaa
dnufiepa

(oacpRanne BOJIEL

Mukpolinoaonaeerin yneroi
(verpanKa lg:u.'rgwlm(mgu!mi
OBee KOTHHECTBO WIpOGHEIX

.\IEEKpOOpi'a}H!‘JMOB

OB1LEe KOMIMECTBO APOHOHCBEIX H

naecHesniy rpidon
E. Coli

BAHHOI'O IPOJIYKTA

T BGO0012 240 ME KAIIC, VYV ApTaxyn
192910 OF:
s PROG34 Jlia 1poHsROACTER

<nororrircBrdop Papyiy >
19181

"M696500

211 genpati 2018 ropa

HaTa OROHMZIIE CPORA romoetn Lol 2019 roan

R

- Eannnt
CneusprEaina HIMEp.
Trepipe KeAATHHORLE gancy:iu, passep O,
penpoIpaHEl CHETIC-FeIeH bl KOPIYC H

wormagok. Tlenats HepupiMi GEPHIADMIL 1

ROPHYCE KATCYIIR "BG-12 240M17.

Bemae wus nowtn fenute, RPYTIBIL,

ABONKOBLINYKBIC MIKpOTA0ATTRA

KOJIHRECTBCHHDE Uﬂpﬁﬂh’ltlﬂlt‘ H HCHLYTRHIE € OMOTIELID

Bpess VACPAHBANNA 1THKA 1 XPOMATOIPaMME
npoldn AONRNG COOTECTCTBOBATE BPEMEHH
YACPIKHBAANS KA #A KPOMATOrPRMME
CTABAAPTH

Yib-cnekEp Npodkl ADTALH COOTBETCTRORATS
Yd-crexpy craniapra

Cogrsercrme Eop. &apy 2.8 A(daps. CLIA
905

siage. 15,0 %
228.0-252.0 Mr/ganc.
95,0-105,0 %
wmake. 0,5 %
LA
saxc. 0.3 %
IO
wmare. 9,1 %
oA
amaxch8 %
IO
aake. 5000 ppim

CooTReTcTbie TPEOORIITIAM

Xi =« 10%

CoorrereTsie TpeGOBATHAM

XKin=85%

wMare.3.7 e o
Macee

sake. 10° KOET

make. 107 KOFh

Oretr

MuKpoBUOAOUNECKIA TN HE axodinl 8 CRICOR pytitlisbs | parcecoombx} cunkiont
Hlpetten ofnapyseeit 015 Coli < 100 KGE

Kosmentaping:

HET

PesyabTaT i MCTOHKD

BuayaipHat OUeHrEd
‘Trepabic ARENATHHOBLIE wancy:mi, pasep 0,
Henpo3pauHEi CBETI0-IENCHDIH KOPIYC 1
goanarox. Tleants yepHyi qeprIEEMH 1A
KOpITyCe Karcyisl "BG-12 240mr"
Beabie 1AH HOUTH Geabie, KPYTILS,
ABOAKODBITYEBIE MUKpOTA0AETEH
INSO374631

Bpena YALPRUBIHAS IDED Hi XpoMATOrpadye
fipofes COOTOETCTRYET BPEMCHit i ICpAHBIHNL
MK HE XPOMATOTPAMALE CTAHARDTR
Veb-¢nexTp podhl COOTBETCTRYCT VH-CHRKIPY
crafipia

Coorseremyer TpeboBaniM

130
INS0374691
232.8
97.0
<005
<005
<0,03
«{),1
_ INS0443281
754
INSU3746T1 Eap. dapyt 29,3/ thaps. CHIA
T
Cootaercmyer Tpedopattiad
1326 2) 0% 3) 0%4) 0%
53 0% 6) 0%
[NSO37467Y Egp. Dapy 2937 drapM. CHIA
T
CoOTBETCTRY ST TPEGORMIBLAM
13065 7) 96% 3) 89% 4) 92F 5)98% 63 95%
INSOH44330L

1.3

INS0498631

Het gannsX
Her aanmny

Her aanun.




CEPTUDHKAT AHAJIM3A HEPAC@ACOBAHHOFO I'EPOQYKTA eorotn«Budop Dapuar >

Tpoayxt . BGOO012 240 MI KATIC, vV Apukyi ;108181

Honep cepuyt +92910 OF: MBSO

dalla < PRO634 Jhata ppoiBoAcTRd :1 1 fespand 2018 roia
Harra OKOHSAHNE CpOKA TO/HOCTH -CenriOps 2019 rous

Tpoaykr AR THINPOBATIN B CIporos COOTBETCTRUN O npagsaasi iia.’!.'lﬁf'mﬂ npomno;wmcmmfi NpaKTHR f COUTRCTCTRIH <

y1mmmnmun'mmmmi. PesyabTaThi COOTRCTCTBYIOT CrieLupHRAIGI,

JInTR BHITYCKS OTAA0M KOHTPOIR BRICETRAL 05 anpena 2018 roz
BrutyeTii: Fiop Jlvsa Kanaay
<HOIHCARD>

Bufop CA» Pyr ae Mousop 10, 1752 Haneuarano (5 anpeas 2018 roaa 2:53 Crpmng 1 w2 1

Rusap-cop-laan




