Y

SANOFI

Ceprudnkar Ananusa
AO Canodn Poccus
125009 Pocouitckas Qepepaums, Mocksa
Teepckas Vn., 22
Mockpa
Poccubickas denepauna

N S
7 A

Xexer 3 Ixu

Xexcr Mapuon Pyceers,
Ho#unana Iv6X

ABentic Papma Jofiunaig
MubX

Canodu-Asentuc foiiunaua
['M6X

Hrunycrpunapk Xexcr

65926 dpankdypr-na-Maitue
Tenedon: +49 (0) 180 /2 222010

Kauenr - Ne: 184897
_Jlocraska-Ne: 84451865
Comiksa ConoCrap®,
PacTrop mns noaxosxnoro BBeNeHuA, 100
Ell/mn + 50 mxr/mn (kapTpr/mxy B Marepuan: 534214 Cepusn: 9F118A
unprue ConoCrap®) 3 ma x 3 (mauku GMID: 647534
KapToHHEE) Mata npouseoactea: Topen ao: 31-MKOJ1-2021
16-ABI-2019
Henbrryemerii o6pasen
Pesynsrar Crenudpuxanus
Onucanue
Pacraop Pactaop
Usetrocts pactropa Ipenapar gonxen Gurrs
GecuseTwerit BecuseTHLIM HAK moyTH
OeCLUBETHEIM H BELIEDKMBATE
CPaBHEHHE C ITANOHOM
usctrocTH BY (Esp. ®apm)
[TpospayrocTs pacteopa He 6onee onanecunpyiommi,
YHCTBIH HEM 3TANOH NpO3paqyHocTH [

[Momnunnocts nucyanua C1apriva
(BIXX)
COOTBETCTBYET CTaHKApTY

IMoanuxnocTs AKCcHCeHaTHa (BIXKX)
COOTBETCTBYeT

Moanuunocts M-xpesona (BIXX)
COOTRETCTRYET

[opmuunocts uecymua rnaprusa G i
(BI3X) X

COOTBEeTCTBYET RS

(Esp.®@.)

Rt (o6pasua) = Rt (craknapra)
(*5%)

Rt (o6pa3ua) = Rt (cranpapra)
(£5%)

Rt (o6pasua) = Rt (crarpapra)
(£5%)

Rt (o6pasta) = Rt (crannapra)
(£5%)

Janusi# nokyMent 681 cosnan ABTOMATHYCCKH

S P08 100 VPH 25 Hox.2019 10.25

Ctpanuua | u3 7
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SANOFI

Cepruduicar Ananusa

AQ Caxogu Poceus

125009 Pocentickas Deaepauns, Moexsa
Teepckan Vn., 22

Mockea

Poceriickas Denepattis

Kauenr - Na:
_HMocraska-Ne:

184897
84451865

Xexer 3 hxu

Xexcr Mapuou Pyccens,
Hotunann 'm6X

AgenTtic Qapuma Hoitunany
rusX

Canopu-Asentue Ho#unang
'm6X

Heupycrpunapk Xexer

65926 Dpankdypr-Ha-Maitue
Tenedon: +49 (0) 180/ 2 222010

Connxgpa ConoCrap®,

Pactsop 1ns noaxoxsoro BBEACHHs, 100

EI/mn + 50 mxr/sn (kKapTpumiu B
wnpuue ConoCrap®) 3 My x 3 (mauku
KapTOHHbIE)

Marepuan: 534214
GMID: 647534

Mara nponssogcrea:

Cepus: 9F1 18A

I'onen go: 31-H10J1-2021

16-AB-2019
Henviryemurii o6pazey
Pesyaprar Creundnrauus
- - —
[Moanuunocrs JHKCHCceHaTHna (BODX)
COQTBETCTRYET Rt (obpasua) = Rt (crannapra)
(£5%)
Mexanuyeckue BKJ/IIOYEHHA
COOTBETCTRYET [Ipospaynmp, NpaKTHYeCKH
CBOBOAHBIA OT BRMOYeH T p-
P
Yactuus >= 10 MKkM (HIAC)
203 / ¢naxon <= 6000/ pnaxoy
YacThupr >= 25 MM (HIAC)
1/ pnaxon <= 600 / hnaxonu
pH
4:5 4.0 - 5.0
Cymma BBICOKOMONeKy napHLIX Genko e ——
(BIOX) uneynuna riapray » R N
NUKCHCeHaTH A LR
<0.1% <=03% - ’
Poncrsennure TIpHMeCH / npoaykT ] ' Iy
Aerpanaumy : Ik
Hacynun rnapruy (BIXX) N
Coorsercrayer e
Hanustit noxyment 6511 co3

S P08 100 VPH 25 Hos.2019 10.25

JaH aBTOMAaTHYCCKM

Crpannua 2 u3 7
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SANOFI

Cepruduxar Ananuza

AQ Caunodu Poccus Xexcr Diiflwu
125009 Poccuiickag Denepauns, Mocksa XexcT Mapuon Pyccenp
Teepckas Va., 22 Hoftunana Mu6x
Mocxksa Arentic Gapma Hokunang
Poccuiickas Qenepauus 'mb6X

Canodu-Asentuc Hoftunang

I'm6X

Hupyetpunapk Xexer

65926 Dpankdypr-Ha-Maiine
Tenedon: +49 (0) 180/ 2 222010
Knueur - No: 184897
_Mocraska-Ne: 84451865
Conmxga ConoCrap®,
Pactsop nnx noaxoxsoro BBCHEHHS, 100

EJYmn + 50 mxr/mn (kapTpumxu B Mavrepunan: 534214 Cepusn: 9F118A

wnpyue ConoCrap®) 3 mu x 3 (naykn GMID: 647534

KapToHHbIe) Hara nponssoscrag: Iloaen go: 3 1-HI0J1-202]
16-ABTI-2019

Henbrryesmenii o6paszey
Pesyasrar Crneundmnxauns

CymMa ponersenmsx npuMmeceit

(B2XX) <= 2.0% (1na MoMeHT konua
02% Cpoka rogHocTH)

Cymma ponersennsix MIpHMecei

(BIXX) <= 1.5% (Ha MmomenT
02% BBITYCKa)

Jliobas eaunnunag
HEHRCHTHOHUMPYeman npumect

(B3XX) <=0.5%
0.1%
Poscraenusre NpHMECH/ IPORYKTE!
HeCTpyKumnu
Jukcncewarun (B3XX)
COOTBETCTRYET
Cymma ponctaensipx
lipHMeceit/npoaykTos Aerpananum
(BIXX) <=8.0% (na momenT- =
0.3% OKORYaHHS CPOKa ronHOCTH) | j_
CymMa ponctaennzg ,
TipuMecedi/nponyxros zerpanar e X
(BIXX) BE e TaNE d)
0.3% <=3.0% (na momenT oS
BRUTYCKE)  "h) MLy

Aannsiit foxymenT 65t cozman aBTOMAaTHYECKH
Crpanuua 3 u3 7
S P02 100 VPH 25.Hos 2019 10:28
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SANOFI

Cepruduxar Ananuaa

AO Carodu Poccus Xexer D] Tku
125009 Poccuitckas Depepauns, Mocksa Xexct Mapuon Pyccens,
Tsepckas Ya., 22 Hofiwnang Fu6X
Mocksa ABeHTHC Dapma Hofunang
Poccuiickan Denepatus rueX

Canodu-Aserrrc Ho#unanp

'w6X

Hupyctpunapk Xexer

65926 Dpanrdypr-na-Maiiue
Tenedon: +49 (0) 180 /2 222010
Kanenr - Ne; 184897
_Hoctaska-Ne: 84451865
Connkaa ConoCrap®,
PactBop ans noaxoxore BBe/CHHA, [00

EJUmi + 50 Mkr/vn (xapTpumxu 8 Marepuan: 534214 Cepun: 9F] |18A
wmpuue ConoCrap®) 3 myr x 3 (nauky GMID: 647534
KapTOHHBIE) Hata nponieogcrsa: lopen no: 31-KI0JI1-2021
16-ABI-2019

Henwrryemurii ofipazen

Pesyavrar Crneunduranus
To6as eaunuyumas
HeHACHTHOUUHpYemas
NIpUMeECH/nipoay KL Aerpananuu
(BIXX)

0.2% <= 1.0%

Hea-[Tuc( l)-Acn(Q)]«mecuceHarm

(BIXKX) =1,5%
He Gonee 0,1 % (ua KOHen

CPpOKa rofHOCTH);

Hes-[I" Hc(l)«Acn(S)}-nnxcuceua‘mn: <=1,0%
e bonee 0,1 % (na MOMEHT

BRINYyCKa);

Hes-[Iuc(1)-T n#(2)]-nuKcHceHaTH <=30%
ue Gonee 0,1 % (ua KOHert

CpoKa roanocTH);

Hes-[Cuce(1)-I mi(2)]-nuxencenariy <=1,0%
He Gonee 0,1 % (Ha MmoMmenT

BBITyCKa); S

L-Hso-Acn(ZS)-nmccncmam,q <=1,5% &=
He Gonee 0,1 % (Ha xoney 0. =

CpOKa rogsocTy); e

L-H30-Acn(28)-nukcucesariy T RNE

He Gonee 0,1 % (1a Moment <=0,5% Ty e s

BBIILYCKa);

Hanusiit noxyment 6511 CO3M1aH ABTOMATHYECKH

Cipannua 4 u3 7
$ P03 100 VPH 25 Hox.2019 10 25
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SANOF]

Cepruduxar Ananusa
AO Canotu Poccus
125009 Pocchickas Menepauus, Mockea
Teepekas Y., 22
Mockza
Poccuiickas ®enepauus

184897
84451865

Knuenr - Ne:
_MoctraBka-Ne:

Xexet Jiku

Xexer Mapuon Pyccens
Holiunann 'm6X

Aeentne Qapma JloRunang
u6X

Canodu-Asentue Jotiunany
'm6X

Hunyctpunapk Xexcr

65926 ®pankdypr-Ha-Maiine
Tenedon: +49 (0) 180 /2 222010

Comixea ConoCrap®,

PacTsop vz nonxoxuoro BBefenus, 100
EIl/mn + 50 Mkr/mn (kapTpHIKH B
unprie ConoCrap®) 3 M x 3 (nauky
KapTOHHBIE)

Marepunan: 534214
GMID: 647534

Hata nponssogerpa:
16-ABI’-2019

Cepus: 9F] 18A

Ilonen po: 31-U10J1-2021

Henbityemelit o6pasen

Pesyaprar Cneundurxanus

L-mo-Acn{?}nuxcnccua'mn <=20%
He Gonee 0,2 % (ua kouen

CPOKa roIHOCTH);

L-n30-Acn(9)-nuxcucenarua <= 1,0%
He Gonee 0,2% (ma MoMeHT

BBINYCKa);

[anommnn-Acn(28)~n;{xcuceMamn <=2,5%
He Sosice 0,1% (12 xoney

CpOKa roHOCTH);

Hmu:o-HMHJJ—AGH(ZS)—J:Hxcncena‘ru,a <= 1,0%
He Gonee 0,1% (1a MoMeHT

BBIMyCKa);

I_IHKIIO-HMH,!I—ACI‘[(9)-JIHKCHC€HBTHJ‘[ <= 1,5%
He Gonee 0,1% (na Koney

CPOKa rofIHOCTH);

lemc‘Hmm-Acn(9)-nnxcncenarun <=0,7%

He Gonee 0,1% (1a MomenT
BBIYCKA);

Crepunsnocts
COOTBETCTBYET
Baxrepuansusie sunoroxcum
<80 ED/100 EN

M-Kpeson (B3XKX)
2.65 Mr/mn

Coomermye'r'éép. @aEM:

C

<SOEJOOEL " -k

243 -297 mr/imn-

Hanupiit noxyment 6sur cosnan ABTOMATHUECKH

§ PO 100 VPH 25.Hox,2019 10:2§

Crpasnna 5 u3 7
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SANOFI

Ceprudurar Auannza

AOQ Canodm Poccus

125009 Poceuiickas Desepauns, Mocksa
Teepekas Vi, 22

Mocxsa

Pocenfickas @eneparusa

Xexer Dt xu

Xexct Mapuon Pyccens,
dodtymann FvEX

Asenric Qapma Jofiunang
6X

Canopu-Asentie Hodtunang
'MGX

Huaycrpunapx Xexer

65926 Dpauxdypr-Ha-Maiine

Tenedon: +49 (0) 180/ 2 222010

Knnenr - Ne; 184897
_AocraBka-Ns: 84451865

Conuxea ConoCrap®,

Pactsop 11 noaxoxmoro BBEICHHA, 100

Ell/mn + 50 mxr/mn (kapTpumxu 8 Marepuan;: 534214 Cepnsn: 9F1 18A

wmpuue ConoCrap®) 3 mn x 3 (nauxu GMID: 647534

KapTOHHbIE)

HAata nponisoncrea:

16-ABI-2019

Copen no: 31-MIOJ -2021

Henerryemerii o6pasen
PesyanTar

[uuk (AAC)
29.8 Mxr/Mn

Metuonnn (BIXCX)

3.0 Mr/mn
Hucynuy rnapruy (BIXX)

3.61 Mr/mn
Hucynun rnapruu (B3XX)

99.2 Ell/mn
Jlukcucenatu (na xoney cpoka
IOZHOCTH)

50.3 mxr/Mn
Jnkcucenatun (Ha Moment BBIITyCKa)

50.3 Mxr/mn
Jluxcucenatun (na KOHell cpoxa
TOAHOCTH)).

100.6 %

Jlukcucenatuy (Ha moment BBITyCKa)

100.6%

H3BnekaeMbiii 06béy
3.2mMn

Crenupnranun

27.0 = 33.0 Mxr/Mn

2.4 - 3.6 Mr/Mn
3.46 - 3.82 mr/Mn

95,0 - 105,0 Ell/mn

45,0 - 52,5 Mkr/mn

47,5 - 52,5 Mxrimn

95.0-105.0 %

95.0-105.0 % _

e
I

>=3.0Mmn -

Hanusiit nokyment 6510 CO3/1aH AaBTOMATHYECKH

S P08 100 VPH 25.Hox,2019 16:25

Crpaunua 6 w3 7
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SANOF]

Ceprudpurar Ananusa
AQ Canodu Poccus
125009 Pocenitcxas Denepauns, Mocksa
Tsepekas Ya., 22
Mocksa
Pocenitckas Denepata

Xexer Dty

Xexer Mapuou Pyccens,
Hoftunang MueX

AserTic Dapma Jlofiunany
ru6X

Canodu-Asenric Moiunann
I'm6X

Hunycrpunapk Xexcr

65926 Dpankdypr-na-Maiine
Tenedon: +49 (0) 180/ 2 222010

Kauneur - No: 184897
_Hocrapka-Ne: 84451865
Conukaa ConoCrap®,

Pactrop ans noaxoxxoro BBC/IenHH, 100
EIl/mn + 50 mxr/mn (xapTpuaxu B
mmpiue ConoCrap®) 3 ma x 3 (nagku
K4pTOHHEIE)

Marepuan: 534214
GMID: 647534

Hata npouzsoncrea:
16-ABI’-2019

Cepus: 9F| 18A

logen mo: 3 1-UKOJ1-202]

Henwiryemuiii obpazery
Pesynantar

———

Creunduxauns

COOTBETCTBYET TpeboBanuam.

Hannble crabunsyocTn H nanHble Ha KOHEL CPOKa rOMHOCTH NPHMENHME TostEKO {1pH

COBMONEHNUK yenopui XpaHeHMs,

Cepus Boinymena i Monucana
Stefan Krull
15.r05. 2019 13:53

Brinycx ABTOpH3upoBan OTRETCTBeHHBIM MEHE/LKepoM 1o npoaykTy, ABAAIOIMHMCS

YIONHOMOYeHHBLIM AHIOM
Hoxrop Stefan Krull

Hanustit noxyment 61 CO3/1aH aBTOMATHYCCKY

S P08 100 VPH 25.Hox 2019 10:25

— o

Crpasnua 7 uz 7
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