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| EKJIAPAHT, TPUHMMAFOIMI JEKIAPAIIO O COOTBETCTBHH

A0 "Carnogpu Poccun”

Cgedenun o pezucmpayuu Opanusayuu. Meacpationnaa uncnexyua Pedepansroll Harozo6oi ciysches Ne 46 no

2 Mocree 01.01.2008, OI'PH 1027739079940, 0ama npucecerua OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxea, yr. Teepexas, 0. 22. Tenepow/paxc: 8 (495) 721-14-00/ 721-14-11
B nuye: lenepansustii dupexmop Monsie O.A4.

[osepennoe nuyo: Cmengnos C.C., dosepernocmy 6/ om 01.12.2017

3ASBJLAET, UTO

nexapemsenHoe cpedcmso: Jocesmand, KORyeHmpanm Ona npuzomosienus pacmeopa ona ungysuii 40 maimn
1.5 mn , raxone: (1) 8 komnnexme ¢ pacmeopumenes gaaxorvt 4,5 ma (1), nauku xapmonrvie, 0aa
emayuonapa, PY Ne JITT-001500 om 13.02.2012 (Oama samens: 10.04.2018) sw1dano AO "Carogu-aeenmuc
zpyn”, cepus 9F056A, p-ne:9F1334, napmua 2004 ynaxosox, zodex v 31.03.2022, npouseedcmsa Canoghu-
Asenmuc Hotiunand Im6X, Nepmanun, Sanofi-Aventis Deutschland GmbH, Brueningstrasse 50, D-65926,
Frankfurt am Main, Germany, xod OKIIJ{2 21.20.10.211, xod TH B3 3004490003, xoxmpawm Ne

\ 250/40056192/F-2 om 20.10.2010, uneotic No 9485063789 om 17.07.2019

. COOTBETCTRYET TPEBOBAHUASNM
| JIT 001500-130212 uam. Mo 1-7
| MEKJIAPAT(HS TIPHHATA HA OCHOBAHENA

| npomoxoR ucrHmMaR N 23390 om 24.07.2019 HJT OO0 HL] "PAPMOB0OPOHA", amimecinarn
| axxpedumayuu POCC RU.0001.21DJI40, Cepmugpuram POCC DE. PMO8.C44864 om 24.07.2019

,r_{@m PRSI AEICIAPATAM 24.07.2019
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GERANPAHI

CBEAEHNWS O PETHCTPAIIAY

| | OPTAH O CEPTHOUKAINNAN, SAPETACTPUPORABINPIA JEKIAPALMIO

RA.RU.11®MO8 OPTAH 11O CEPTHOHKAIHH ITPONVKI[HH OFLH[ECTBO C O PAHHYEHHOW

| OTBETCTBEHHOCTBIO "OKPYIKHOH HEHTP KOHTPOJIT KAYECTBA",
| adpec opeanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 3. 4, sm. 5, nom. I, xem. 1, ‘;,épeg opeaHa no

| | cepmugpuxayuu: 115280, POCCHA, 20pod Mocksa, ya. Macmepxosd, 0. 4, sm. 5., men.:(493)788-02-88, sed.
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casim: oYxK.po.

| JEKJIAPAIYMA O COOTBETCTBHM BAPEIHCTPHPOBAHA o POCC RU JI-DE. OMO8.A.31171/19
‘ MT&MC’IPAIHM 24.07.2019
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Turyassbil aucr

Kauenr - No: 184897 AO Canodu Poccus
Hocrasxa-Ne: 34266100
Marepuan: 541657 MoxesTana

KOHUSHTPAT )i NPHIOTOBNEH S
pacTeopa s undyiuit

40 M/ ma (1,5 ma dnakoner) ¢
pacTBopureneM (4,5 mn draxouss)
GMID: 715141 Hara npoussoncraa 12.Anp.2019
Cepua: _ 9F056A . Tonen no 31.Map.2022

KoMIIEXT HOCTEBKH COCTOUT K3 HECKONBKUY ynaxkosok. Ceprrduxars: ananyaa oBpasios
HaxXxOJATCA BHYTDH.

Cepruduxar anannza gaa:

Marepuan: Pactsoparens mug Mxesrana 60 mr/ 3 M
pacTBop ans uudysuit
1 x 4,5 mn ¢pnaxon

Cepus: QF133A Topen no 31.Map.2022

Cepruduxar aganu:a au4;

Marepuan: 517187 Ihxerrana 60 mr/1,5 mn

Pacraop nns usdyani ( KOHUEHTpaT)
I'x1.,5wMn thnaxon

Uoger no 31.Map.2022

Cepus:

HaHHa28 15 Oeina  co3gaHa  aBTOMATMuE
AAMMPOBARHYID CHUTOMY -System, xoTopas TapauTHpyeT o1

AYKTE.
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Cepradukar Ananusa

e

AQ Canodu Poccun

125009 Poccuiickas ®enepauns, Mocksa
Teepckas Y., 22

Mocxkea

Poccufickas @enepauus

Koamenr - Me: 184897
ocTaska-Na: . 84266100

Jlxerrana 60 mr/1,5 mn

pacTBop Ang uuQyskH {(KoHuenTpar)

P x 1,3 ma dinaxou
Marepuan:517187
GMID: 491873
Hara npowssoncroa:

— 12.Anp.2019
HMcanityemuiii ofpazeny
Pesyanrar

Onucanue
COOTBETCTRYET

L{BSTHOCTE pacTsopa
HeATelf Y5

UpespausocTs pacteops
<3TAAOH NPOIPaHOCTH |

COOTBETCTBYET ¢

COOTBEICTBYET 1 AHJL

Hoechst AG

Hoechst Marion Roussel
Deutschland GmbH

Aventis Pharma Deutschiand
GmbH

Sanofi-Aventis Deutschland GmbH
Industriepark Hoechst

65926 Frankfurt am Main
Tenepon: +49(0) 180/ 2 222010

Cepun: 9F056A

Vonen mo: 31.Map.2022

Cneunduranus

Hpo3spaunas macnguncras
AHIKOCTE OT MENTOro Jo
pPacTsop, Qrakou npospaunoro
CTEKNA, YKYNOPeHHBIA cepol
PE3UHOBOH NpoBKoif,
AOMHHACBBIM KORIIAYKOM,
SALHTHOH CBETHC-2en8Ho
HIaCTMACCOBOH Xpplinreuyoii
THna «flip-off»

HE MHTEHCHBHEE LBeTa 31anoHa
cTeneny 3

IpO3paunei, ne Gonee
OHATCCUUPYOMNME, Yem sTaion
Apospaunocty I (Esp.b.)
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Cepruduxar Anannsa

Knuenr - Ne: 184897
HocraBxa-Ne: 84266100
Jxerrana 60 mr/1,5 ma

pacTBop A nHQy3HH (KoHueHTpar)

I x 1,5 mn dnakon

Marepnan:517187  Cepus: 9F056A
GMID: 491873
HJara npomssoscrea:  [open A6: 31.Map.2022
o . 12.Amp2019 0
Henuityempbiii ofpazey -

Peaynnrar

Crenudurxanus

Kabasuraxcen {TCX)

COOTBCTCIBYST CTaHAApTY COOTBETCTBYET CTAHAADTY
Yacruuer> = 10 mxm (HIAC) <= 6000 / diakow

87 ! bnakon ‘

3,6

Eaunnunas HeunenTudMiposaHHas
IPUMECS

Y ﬁ-:“] L |
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UymMma seex npyuecedn (B30

<0,10 %

I BHIMYCKa)



g,

L)
SANOFI

Cepruduxar Auanuza

Kiuenr - No: 184897

Hocranka-Ne; 34266100

Jxesrana 60 mr/1,35 ma T T e
pacTBOp mid HHDY3u#H (KoHUEHTpaT)

I x 1,5 mn naxon

Matepnan:517187 Cepusni: 9F0S6A
GMID: 491873

) e Tomen a0t 31 Map. .2022
ViensiTy emetit o6pasen o -
Pesyawrar Cnennduranns
Bona
0,1 % (minn) <= 10 % (m/m)
CTepusHOCTS
COOTBETCTBYET CODTBETCTBYET

OTOKCHHE]

Dfmn < 20,0 ED/Mmn

bBaxtepuansusie 3uz
< 20,01

KaGazuraxcen {I'X)

61,0 mr/1,5 mn 57,0 - 63,0 Mr/1,5 mn
OnHOpoaHOCTE T03MPOBAHNS

2.2 <=15,0

*’l*HTﬂDJH HpHeMAEMoCTH

= 150
COOTBETCTBYETY TpeGonanuy
Hanneie ¢ 6 JNBHOCTH W HA KOHEH ¢© COAHOCTH HPHMEHHMB! TONRXO APH COBMONeRuE
CIIOBH 171 AHSH MW

-ePHSA BBINYIIEHA ¥ NoFNlcana
Bnigitte Schorn
12.Mron.2019 16:19
Beuayex asropusuposs
YIONMHOMOMSHHBIM NHIOM

CPOM 110 APOAYKTY, ABIAIMMES
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Cepruduxar Auanusa

AO Caunodu Poccua Hoechst AG

125009 Poccuiickas Peaepauns, Mockea Hoechst Marion Roussel

Trepckasg Vn., 22 Deutschland GmbH

Mocxsa Aventis Pharma Deuischland
GmbH

Poccuntickas Meaepauyn Sanofi-Aventis Deutschland GmbH

Industriepark Hoechst
65926 Frankfurt am Main
renegon: +49 (0) 18072 222010
Knment - Ne: 184897
AocraBka-Ne: 84266100

60 mr/1.5 Mn
pacTBOP [ia uHbysHH

| x 4,5 mn dnaxon Mavepuan:517245  Cepug: SF133A
GMID: 491851
Mava npowssegeraz:  Domen mo: 31 Map.2022
B _ 30.Anp.2019
' ﬁénmwammﬁ obpasen
Pezyabrar Coenuduranus
Onucanue
COOTBETCTBYET lpospaunas 6ecupernas

AHIKOCTS, Grakon 1S ma
IIpO3paYvHOre CcrewIa,

YEYTNODCHHLI Cepoli pesnHosol

fpoOKoH, 301K

TAKHPOBEHHBIM AUHOMUAHUEERIM
24KOM ©
TONUNPOIIIEHOBOH

HDBILEUKOH

KO

LIBETHOCTE pacTBOpa

MEHee, UeM Kopu4Hesnif BY SeciReTH B

{ipospauHoCTs pacrsopa T E
Apo3paviHbIR APO3pa Kb

PBETCTBYET —
11 {AOLOQOPMHES peaKiimsg) COOT Y

COOTBETCTRYET
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Cepruduxar Ananuza
Knueny - Mo 1848907
JoctaBia-Ne; 84266100

Pacteoprtens ans [xesrana

60 mr/1,5 mn

pacTBOp Ania uHQy3ui

I x 4,5 mn Qnakou Marepuan:517245  Cepus: 9F133A
GMID: 491851

Hara npomssoncrea:  [omen no: 31 Map.2022

30.Anp.2019

MenniTyemntit ofpaiei -
> - =
Pesyasvar Crenunduxanug
Mexanuueckse BKIOYSHHS
COOTBETCTBYET COOTBETCTBYET
Hactauer> = 10 mxm (HIAC)
2 / ¢pnaxon <= 6000 / draron
Hactuusr> = 25 M (H <= ! bhnaxoy
0/ dnaxow
CTepHABHOCTD
COOTBETCTBYET COOTBETCTBYET
baKRTepHAIBHBIE FHACTOKCHHE!
COOTBETCTBYCT < 1,00 E3/mn

Dranca (T'X

COOTBETCT!
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Ceprudmxar Ananuzs
Kornenr - No: 184897

Hocrapica-Ne: ~ ... 84266100

Pacteopurens mia Jhresrana e
60 mr/1,5 mn

DAcTBOP Ut HHGY3HH

I x 4,5 mn dnakon

Marepuan:517245  Cepus: 9F133A
GMID: 491851
Hara nponisopcrsa;

lonen no: 31 Map.2022
. _30.Anp2019

COOTBETCTBYET tpeGopannsnm.
Janspie cTalHisHOCTY 1 Ha KOHEeL CPOKa FrofH0CTH OPHMSHUMB TOLKG DM CODMIOASH I

YCHOBHH XpaHeHud.

t%’:gﬁiﬂ BRANYIIEHA M MONIIMCAHA

Brigitte Schorn

12.Mion. 2019 16:15

Beimycx aBropuInposan UrBeTeToenssim
YIOIHOMOYCHHBIM JUIOM

Brigitte Schorn
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