CEPTUOUKAT COOTBETCTBUA
HA IIPOAYKIIHIO, BKAIOUCHILYIO B EAHHNIA NCPeueHb NPOAYKIHH,
noAAeKauedt 06n3aTeAbHON CepTHOHKARNH

Ne POCC RU C-FR.®M08.A.00168/19
Cpox acitctenac  08.02.2019

un Xe 0067589

o RA.RU.11PMQ§ OPTAH 11O CEPTHDIIKALIHH ITPOYYKLIHH OBLUECTBO G OrPAHIS YEHHOH
ﬂTBE'I‘G"l'BEHHOCTbIO "OKPYXHO# YENTP KOHTPOA KAYUECTBA", adpec op{‘ambam&h: 115280, &. Mocraa, ya
< Macmepioaa, 0. 4, om. 5, nos. 1, kom. 1, adpec opeana no cepmughuxayuu: 115280, POCCHA, 40pood Mocxea, y1.

P! i:yacmcpxona. o, 4, om. 5., mea.: (495}788-02—&8, axe: (495)675-47-89
l-.-_J - 7 s ]

AO "Canogpu Poccus”,

R HHH ;7705018169 , Adpec : 125009, &. Mocxaa, yn. Taeporan, 0. 22. Tenedhon/ghac: 8 (495) 721-14-00/ 721-14-11

;[modm.-nnum-llbmu ®apva Madydaxuypune Ko. Imd./ Chugai Pharma Manufuciuring Co. Ltd, 16-3 Kiyohara Kogyodanchi, Utsunomiya
. City, Tochigi, Jupan, ﬂ;}gu_un; pacmaeopumenv-Xaynm ®apwa Jluspon / Haupt Pharma Livron, I rue Cémte de Sinard, Livron sur Drome,
1 26250, France. Opanyjis / Canoghu Bunmpon Hidycmpun, Sanofi Winthrop Industrie, 180 rue Jean Jaures, Maisons-Alfort, 94700, France.
i_{d’paumm xoa OK
| TIPOAYKLIMA _ _ : OK 034-2014 (KTIEC
\JTexapcmisennoe cpedcniso: I panoyum® 34, anodausam Onx npucomonienus pacmeopd Qi 2008 _
/ , . ) (OKNJ12):
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reh * 18.07.2018) smdano Llyzau Canohu-Agenmuc , 3002120009
A cepn 8S17R, cepus p- 77-D, napmus 423 ynaxogox, 200en 00 01.09.2020,
L konmpaxm M 250/400561 92/F-2 om 20.10.2010, unsoirc No 9085318785 om 03.01.2019
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CAHO®H BUHTPOI1 UHOYCTPUA
IMPEATIPUATHUE ME3OH-3JIb®OPT

180 PY XKAH-)XXOPEC
94700 ME3OH-3JIb®OPT

SANOFI

NMPOU3BOJICTBEHHBIN BJIAHK

WHBeKUMOHHBIN THOGMITH3HPOBaHHBIH Cepus Ne: 8S17R
npenapar: [PAHOLIUT 34

ITpousseneno: 02/03/2018 Cpoxk rogaoctu: 09/2020
daktuyeckoe koauuecTBo: 98 229 dnakoHoB

UCXOOHBIE MATEPHUAJIBI CEPUS No

- (hakoHbI 1851361 / K18C31

- aMITyJIbI 77-D u 78

KonuyecTBo ynakoBanHoro npoaykra ans Poccun: 2 115 dnakonos. 77-D
4 075 ¢nakonos. 78
YnakoBaHHBIH NpoAYKT BeimyieH: 11/12/2018
Meson-3Anedopr, 12/12/2018

KOHTpOJ'Ib Ka4yeCTBa

J.BOULEY

J-p dapm. Hayk/Y NONHOMOYEHHOE JIMLIO
Ob6ecneueHue KauecTBa

/moanucy/

Hasnauenue: POCCHUA

Hacrosmnm ynoctoBepsiercs, 4to 3Ta cepus Obula MpOM3BEAEHAa B YC/IOBHAX, OTBEYAIOUIUX BCEM
CoOTBEeTCTBYIOMM TpeboBanuam Haanexaueit npoussoacTeeHHoit npaktuku (GMP) U cootBeTcTBYET
JEHCTBYIOLMM 3apErHCTPUPOBAHHBIM crieliMdrkalHuaM PerucTpauuoHHOro yaoctosepeHus.



Ceprudukar ananunsa

CAHO®HU BUHTPOI1 UHOAYCTPHUS
180, py Kan-XXopec,

94700 Me3oH-Jnbdopt, Ppanuus
Ten.: +33 (0)1.45.18.83.00
www.sanofi.com

Y

SANOFI

Kopa I'nobanbHoii 6a3et 118375 OnwucaHue I'panouur 34, 5 ¢pnakoHos
JaHHBIX PHIHOYHOM TIO3ULIUK: C npemnaparoMm + 5 ammmyn ¢
HHbOpMaLHH: pacTBOpHTENEM
Homep cepuu: 8S17R
Jlata npousBoacraa: 02-MAP-2018 Cpoxk rogHocti:  CEH-2020
®opma: kopobkH ¢ 5 dakoHaMH U 5 ammyamMu Poccus
Tun: JInodunuzat ans HHbEKUHI
Pacreoputens cepus 78 / 1850581

HCIIBITAHUA CIIEHUPUKAIINA  PE3YJIBTATHI
XAPAKTEPUCTHKH
Onucanue JInodunusupoBaHHbIH CooTBeTcTBYET

NOPOLIOK WJIK Macca

Iger Benwiii CootBetcTBYET
NHOJJINMHHOCTD
[NoanuHHOCTb peKOMOHHAHTHOTO Y€JIOBEUECKOrO [NonoxurenbHas CooTBeTcTBYET
IJIMKO3MJIMPOBAHHOTO FPaHyIOLMTaPHOTO WMMYHOPEAKTHBHOCTb

KOJIOHHeCTUMYJTHpYtoulero ¢aktopa, [-KCD
(metonom JICH-ITA AT'/BecTepH-O510TTHHIA)
OU3NKO-XUMHUNYECKHE UCIIBITAHUSA
[Ipo3pauHocTh pacTBOpa

OTTeHOK OKpallHBaHHA pacTBoOpa

CreneHb OKpalUMBaHHS pacTBOpa

pH pactBopa

PacTBopenue

Bopna (no Kapny ®uuiepy)

COJNEP)XAHHUE COEJIMHEHUM
peKOMOHHAHTHBIIN YEIOBEUECKHIH
[JIMKO3UJIHPOBaHHbIH MpaHyIOLIMTAPHBIH
KOJIOHHeCTUMYJIHpytolunii dakTop, [-KCD (SDS-
GPC)

OOb1ee KONMHYECTBO HEMOHOMEPHBIX KOMITOHEHTOB
OrtaenbHble HEMOHOMEPHBIE KOMITOHEHTBI
OJHOPOJHOCTDH MACChHI

KonuuecTBo OTKIIOHEHHIt OT cpeaHell Macchl

+ 10%

KonnuecTBo oTkioHeHui ot cpeaHeii maccol +2 0 %
3ATPASHEHHOCTb YACTHUILIAMU
KonuuectBo uactuu >= 10 Mkm

KonuuectBo yacTHl >= 25 MKkM

AHAJIN3

Copnepxanue I'-KCD (B2XX)

Conepxanue I'-KC® (B2XX)

AxkTtuBHOCTB ['-KC® (Mbelmmubie kietkn GNFS-60)

He 6osiee uem

3TafoOHHas cycneH3us [

B

Ipenen 9

6,2-69

He 6onee uem 300 ¢
He Gonee uem 1,5%

He 6onee uem 2%
He 6onee uem 1%

He 6onee uem 2
OrcytcTBYET

He 60osee uem 6000
He 6onee uem 600

95-125%
249,9 - 328,8 MKr

26,9 - 42,0 mau. ME

Kopuunesbtii
>9

6,6

20c

0,7 %

0.2 %
0%

0
0

6
1

105 %
276,9 mkr

31,4 muu. ME

OuayuunanbHble npejesibl (HWKHUR npeaen)

| He menee 23, 5 mnu.ME | 27,7




Ceprudukar ananusa

CAHO®H BUHTPOITI UHAYCTPUSA
180, py YXan-XKopec,

94700 Mezou-Dnbdoprt, Ppanuus
Ten.: +33 (0)1.45.18.83.00

www.sanofi.com S A N O F I

Kopa I'mo6aneHoit 6a3p1 118375 Onucanue ['panouur 34 5 ¢akoHoB ¢
JaHHBIX PbIHOYHOM NO3ULIMHK: npenapaToMm + 5 ammmyn ¢
uHpopMaLMu: pacTBOpHUTEeM

Howmep cepum: 8S17R

JHara npoussoacrea: 02-MAP-2018 Cpoxk rogHoctu:  CEH-2020

®opma: kopobku c 5 Tun: JInopunusar ans

¢nakoHamu 1 5 UHbEKUHH Poccus

amIyJaMH

PactBoputens cepus 78 / 1850581

| HCIIBITAHHUA CIIEIIM®UKAIIMHN PE3VJBTATHI |
JoBepuTenbHblii npeaen (BepxHui npenen) He Gonee uem 48,4 mnH. 35,2
ME
BNOJIOTHYECKHE UCITBITAHUSA
CrepunbHoCTh CootBercTBYET CootBetcTBYET
BakTepuanbHbie 3HAOTOKCHHBI He 6onee uem 1,0 <0,1 ME/mn
ME/}nakon

HacToswunm ynocroepseTcs, 4To 31a cepus Oblnia NpoM3BEACHa B YCNOBHAX, OTBEHAIOLHUX BCEM
COOTBETCTBYIOLUMM TpeboBaHuaMm Hapnexaiueit npoussoacreenHoii npaktuky (GMP) u
COOTBETCTBYET ACHCTBYIOLLHUM 3aperHCTPHPOBAHHBIM crnieludukauusaM PeructpauoHHoro
YIOOCTOBEPEHHS.

IIpumeuanus no 3akmoueHuto: BoimyieH

Craryc Bbimycka: [ToareepykaeH
Hara Brimmycka oraenom Obecneuenus kavecta: 11-JJEK-2018 r. 19:24:56.00
[Toanmucano  BOULEY Jerome

JlauHb1i cepTiduUKaT HoANKCaH IEKTPOHHOM MOIMUCHIO C MOMOIUBIO BAIHAAPOBAHHOM
cucteMmsl LIMS.



CepTudukar anaamnsa

CAHO®HU BUHTPOITI HHAYCTPUA
180, py XKan-XKopec,

94700 MesoH-OnbdopT, PpaHuus
Ten.: +33 (0)1.45.18.83.00
www.sanofi.com

Y |

SANOFI

Kona I'no6anbHoii 6a3bt 118375 OnucaHue I'panount 34, 5 ¢pnakoHon
JaHHBIX PIHOYHOH MO3ULIUH: c mpemnaparoM + 5 aMmyn ¢
uHpopMaLuu: pacTBopuTENnEM
Howmep cepuu: 8S17R
Jarta npoussoacTsa: 02-MAP-2018 Cpok rognoctu:  CEH-2020
®opma: kopoOku ¢ 5 ¢nakoHaMHu U 5 aMIynaMu Poccus
Tun: JInopunuzar ang uHbeKUMH
PactBoputens cepus 77-D / 1751232

HUCIIBITAHUSA CIHEHU®UKAIINA PE3YJBTATHI
XAPAKTEPUCTHUKHA
Onucanue JInopunuzMpoBaHHBbIi CooTBeTcTBYET

MOPOLLOK MK Macca

Liger benwiii CootBetcTBYET
INOMJIMHHOCTD
[MoanuHHOCTD pEKOMOUHAHTHOTO YENI0BEYECKOTO [MonoxwurenbHas CootBeTcTBYET
FJTMKO3HJIMPOBAaHHOTO IPaHyIOLIMTAPHOrO MMMYHOPEaKTHBHOCTb

KoJoHUecTUMYHpYtoluero ¢akropa, [-KCD
(meronom JICH-TTA Al'/BecTepH-OnoTrHHra)
PN3NKO-XUMHUYECKHUE UCITBITAHUA
Ipo3pauHocTh pacTBOpa

OTTeHOK OKpalIMBaHHA PpacTBOpa

CreneHb OKpallMBaHHA pacTBOpa

pH pactBopa

PactBopeHue

Boaa (no Kapny ®uuiepy)

COJIEPXXAHUE COEJIMHEHUI
pexoMOHHAHTHBIH YeoBeUecKHii
TJIMKO3WTMPOBAHHBIN MPaHyOLMTapHBIH
KoJloHuecTUmMynupytowuii pakrop, I-KC® (SDS-
GPC)

O61ee KOMMUECTBO HEMOHOMEPHBIX KOMIIOHEHTOB
OraenbHbIE HEMOHOMEPHbBIE KOMMOHEHTBI
OAHOPOJHOCTH MACCBI

KonunyecTBo OTKIOHEHHH OT cpeaHel Macchl

= 10%

KonnuectBo oTk/IOHEHU# ot cpeaneit Macebl + 2 0 %
3AI'PA3BHEHHOCTb YACTHULIAMH
KonnuectBo 1actuy >= 10 Mkm

KonnuectBo vacTuy >= 25 Mkm

AHAJIN3

Conepxanue I'-KC® (BIXKX)

Conepxanue I'-KC® (BIXX)

AktuBHOCTb ['-KC® (MblinHble K1eTku GNFS-60)

He Gonee uem

JTaJIOHHas CyCIEH3Hs I

B

ITpenen 9

6,2-6,9

He 6onee yem 300 ¢
He Gonee uem 1,5%

He 6onee uem 2%
He 6onee uem 1%

He 6onee yem 2
OrcyTcTBYyeT

He 6onee yvem 6000
He 6onee yem 600

95 -125%
249,9 - 328,8 mkr

26,9 -42,0 mnu. ME

KopuuHeBbiii
>9

6,6

20c

0,7 %

0,2 %
0%

1

105 %
276,9 Mkr

31,4 mav. ME

duayuuanbHeie npeaessl (HIKHUA npefen)

| He menee 23, 5 mnu.ME | 27,7

4




Ceprudukar anajnnsa

CAHO®H BUHTPOIT UHAYCTPHU A
180, py Xan-Xopec,

94700 Mezou-Dnbdopt, GpaHuus J
Ten.: +33 (0)1.45.18.83.00

www.sanofi.com SA N O F I
Kon I'nobanshoit 6a3er 118375 Onucanue I'pasouut 34 5 pnakoHoB ¢
JaHHBIX PHIHOYHOM MO3HLIUH: npenaparom + 5 amITyJ ¢
uHdopMaLuu: pacTBopuTeNeM

Howmep cepun: 85299

Jarta npousBoacTBa: 01 Jlexabps 2017 Cpok rogHocti:  Hrons 2020

®opma: kopobku ¢ 5 Tumn: JInopunusar ans

¢nakoHaMHu 1 5 HHBEKLHH Poccus

amITyiaMm

Pacteoputens cepus 77-D / 1781232

| HCHBITAHUSA CIHEINU®UKAITUU PE3VJBTATHI |
JloBepurenbHblit npenen (BepxHuii npeaesn) He 6onee uem 48,4 M. 35,2
ME
BHOJIOTHUYECKUE UCIIBITAHUSA
CrepunbHOCTD CooTBeTcTBYET CooTBeTcTBYET
BaktepuanbHbie SHAOTOKCHUHBI He 6onee uem 1,0 <0,1 ME/Mn
ME/dnakon

HacrosiumM yaoctoBepseTcs, 4To 3Ta cepus Gbuia MpousBeaeHa B YCIOBHAX, OTBEYAIOLIMX BCEM
COOTBETCTBYIOILMM TpeboBaHuaM Haanexaiueit npoussoacTeeHHo# npakruku (GMP) u
COOTBETCTBYET AEHCTBYIOUIMM 3apErMCTPHPOBAHHBIM cneurdukauuam PeructpaunoHHoro
YAOCTOBEPEHHA.

[TpuMeuaHnus no 3akoueHuIo: Boimyen

Craryc Bbimycka: [loareepxaeH
Jara Beimycka otaenom Ob6ecneveHus kavectsa: 11-JIEK-2018 r. 19:24:56.00
IMoanucano BOULEY Jerome

JlaHHbI cepTU(UKAT MOANKUCAH JIEKTPOHHOH MOAMUCHIO C TOMOIIBIO BATMAUPOBAHHOH
cucteMsl LIMS.



Ceprudukar anaanza
Haupt Pharma

Livian S.A.5, d /}"7 _]{ J f)rz
e | € M1 U Af) {
franee : P h a r m a
[Mponyxkr: PactBoputens I'panourta CHUGAI S/AV  Cepus: 77-D
CF 620AMP RUS XH

Ne matepuana: 40010172 Harta npousBoacTsa: 25.01.2016
Cepus nposepku: 040000143737 Cpok rogHocTu: 25.01.2021
Ilnan nmposepku:  30000737/1

IlapameTtp Coenndukauus PezyanTar

ITpoTokon Ha NpoU3BOACTBO CootBeTcTBYET CootBeTcTBYeT

CEpHH 3aBeplleH

[TpoTrokos Ha NPOU3BOACTBO CootBeTcTBYET CootBeTcTBYET

CEpHH 3aBEPILEH

BbinylueHHble KOMIIOHEHTBI CoOTBETCTBYET CoOTBETCTBYET

BoimyuieHo: Sebastien AUBERT, na: 19.05.2017

HaHHblﬁ NOKYMEHT 6bin C03/1aH aBTOMATHYECKU U JieliCTBUTENEH O€3 NOoAINKCH.

Haupt Pharma LIVRON S.A.S. - IIpeanpuaTtue rpynnsi Haupt Pharma
www.haupt-pharma.com
1 Rue Comte de Sinard - F-26250 Livron sur Drome ;
Ten.: +33 (0)4 7561 02 - 00 ; Pakc: +33 ()4 756102 - 10
Jlata pacniewarxu: 19.05.2017 10:36:58




Cepruduxar ananusa

ITpoaykr:
N REMP
25060043

890000059069
30000558/1

Ne marepuana:
Cepus npoBepKH:
[Inan nposepku:

Haupt fharnn

1 bug Comta da Stosn)
26250 Uvevn sut Dedme

fianci

PactBoputens ['panouyra B ammynax 1,1 mn

=2 b haupt

Hata npouss.
CpokK rogHOCTH:

(1

Cepus:

77

25.01.2016

25.01.2021

| Iapamerp

| Cnenndpuxanus | PesyabTar

ITAPAMETP: OITUCAHHE
Cneuudukauns

I[Tpo3payHas XHAKOCTb, NpaKTHYECKH CBOOOAHAS OT

MOCTOPOHHUX YACTHLL
MMAPAMETP: UBETHOCTb
Crneundukauus

BecupeTHblii (He 6onee uem B9)
I[MPOBOOUMOCTbD
Cneuudukauns

25,00 makcumym (MxC/cm)
WU3BJIEKAEMBIM OBEM
Crneuuduxanus

1,000 MuUHMMYM (M)
KHUCJIOTHOCTbD UJIH IHEJIOYHOCTD
Cneundukauns

CooteeTcTBYET
BOCCTAHABJIMBAIOII{ME BELIECTBA
Crneuuduxauus

CooTBeTCTBYET

XJIOPHU B!

Cneuuduxauns

0,5 MmakcuMyM (4/MITH)

HUTPATDLI

Creundukauuns

0,2 makcuMyM (4/MJTH)
CVYJIb®OATHI

Creuudukauus

CootBeTcTBYET

AMMOHUH

Cneundukauus

0,6 MakcumyMm (4/MIH)

KAJIBLIMM U MATHUI
Creuuduxauus

CooTBeTcTBYET

OCTATOK I1PU UCITAPEHHH
Crneuudukauus

0,004 makcumyM (p. 100)
CTEPUJIBHOCTD

CrepubHOCTh: Pe3ynbTaThl, NOMYYEHHbIE C
o6pasuos cpeast THIO u cpepst TS
Cneuuduxauus

CootBeTcTBYET

CootBeTrcTBYET

CooTBETCTBYET

<=25,00

>= 1,000

CooTtBeTcTBYET

CooTBeTCTBYET

<=0,5

<=0,2

CooTBeTCcTBYET

<=0,6

CoOTBETCTBYET

<= 0,004

CooTBeTCTBYET

CooTBeTCTBYET

CootBeTCcTBYET

7,04

1,062

CooTtBeTcTBYET

CooTtBeTCTBYET

<0,5

<0,2

Co0TBETCTBYET

<0,6

CootseTcTBYET

0,001

CooTtseTcTBYET

Haupt Pharma LIVRON S.A.S. - [Ipeanpuarue rpynnst Haupt Pharma
www.haupt-pharma.com

1 Rue Comte de Sinard - F-26250 Livron sur Drome ;
Ten.: +33 (0)4 7561 02 - 00 ; daxc: +33 (0)4 7561 02 - 10

Jara pacneuarku: 19.05.2017 10:36:19

7

MkC/cm

M

4y/MJTH

Yy/MJTH

Yy/MIIH

%



Cepradukar aHaansa Mot P,

s | haupl

hgees Pharma
Ipoaykr: Pacteopurens I'paHoumta B amnynax 1,1 mn Cepus: 71
N REMP
Ne matepuana: 25060043 Jara npoussoactea: 25.01.2016
Cepus npoBepKH: 890000059069 Cpok rogHocTH: 25.01.2021

Ilnan npoBepku: 30000558/1

| IlapameTtp | Cnennduxanus | Pesynbrar

BAKTEPHUAJIBHBIE DHAOTOKCHHbBI 0,01 - 0,25 <0,05 E3/mn
Cneundukauus

Menee uem 0,25 (ED/mn)

3ATPA3HEHHOCTDb YACTULIAMMU: pasmep <= 6000 2
> un = 10 Mkm

Creuudukanuu

6000 MmakcuMyM/KOHTElHEp

3ATPASHEHHOCTDb YHACTULIAMH: pasmep <= 600 0
> WK = 25 MKM

Crneuudukanuu

600 makcumym/dnakoH

BeinyweHo: Virginie EVRARD na: 04.04.2016
JomkHOCTh: Y OJTHOMOYEHHOE JIMLO
JaHHblit fokyMeHT 6bI co3aaH aBTOMaTH4YeCKU U AeHcTBUTENeH 6e3 NoAnHUCH.

Haupt Pharma LIVRON S.A.S. - Ipeanpusitie rpynnst Haupt Pharma
www.haupt-pharma.com
1 Rue Comte de Sinard - F-26250 Livron sur Dréme ;
Ten.: +33 (0)4 7561 02 - 00 ; dakc: +33 (0)4 7561 02 - 10
Jata pacneyarku: 19.05.2017 10:36:19



b haunt
yaupt

CEPTHDPHKAT COOTBETCTBHA

Haseanue npooyxkma: PACTBOPUTEJIb TPAHOLIWUTA 1 MJI
Homep cepuu: 77-D

Llama uzzomoenenus: 25/01/2016

Cpox 200HoCcmu: 01/2021

Bo epems npouzeodcmea cepuu npoyecc npomexan 6e3 omxknoHeHul.

IInowaorka npouzsoocmea u koumpons: HAUPT PHARMA LIVRON 1 rue Comte de Sinard,
26250 Livron sur Drome — ®@pannmsn

Paspewenue na npomvluunennoe npouseoocmeo gapmayeemuueckozo npenapama: M16/020
Cepmugpuxam Haonescaweti npouseodcmeennoti npakmuxu: HPF/FR/79/2015
Pesynomamur ananuza npugedenul 6 npunazaemom cepmugpuxame ananusa.

«Hacmoawum s yoocmoeepsio, ymo npugedenHasn eviuie UHopMayus 1618emMcA NOONUHHOU U
oocmogeproi. Ima cepus npodykma bulia npouzeedena, BKNIOYUAA MAPKUPOBKY U KOHMPOJb
Kasecmea Ha GblUEYNOMAHYMOU NAOWAOKe 6 NOMHOM COOmeemcmeuu ¢ mpebosanuiMu
Haoneoicawei npouzsoocmeenHoll npakmuku MeCmHO20 pe2iaMeHmupylowez0 0p2aHa U 6
coomeemcmeuy co CneyupuKayuaMu pezucmpayuonHozo yoocmogeperus. bviiu paccmompensl
npomokonvl 0bpabomku cepuil, YNaKko6Ku U aHANU3A, U ObLIO YCMAHOBNEHO, YMO OHU
coomeemcmeyiom Haonesicawjeit npouzeoocmeeHHou npakmuke».

Ima cepus gvinyckaemcs Ha PLIHOK.

IloctaBnenHoe xonuuyectBo: 10 Akilux cepus 77-D RUS XH/cepus niacmuxogvix kopobox 77-
D RUS XH

Livron, 19/05/2017
Monnuce: /noonucs/
Sebastien AUBERT
ITpeocmasumens ynonnomouennozo nuya
FOpuanuecknit anpec npeanpuatus: 1, rue Comte de Sinard - BP 1 - F-26250 Livron sur Drome Tenedon: 04 75 61
02 00 - dakc: 04 7561 02 10

CAC c xanurtanom 4 334 379 € - Toproso-npoMsiiineHHas nanata Romans 407 710 268 — UaeHTndruxaLOHHbIH
Homep HZIC: FR 04407 710 268
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SANOFI WINTHROP INDUSTRIE

USINE DE MAISONS-ALFORT
180 RUE JEAN JAURES '(:
94700 MAISONS-ALFORT J
FICHE DE PRODUCTION
Injectable freeze dried product : GRANOCYTE 34 Batch N°: 8517R
Manufacture : 02/03/2018 Expiry date : 09/2020
Actual quantity : 98 229 vials
RAW MATERIALS ATCH N°
- vials 1851361 / K18C31
- ampoules 77-D and 78

Quantity of packaged product for RUSSIA : 2 115 vials. 77-D
4 075 vials. 78

Packaging released : 11/12/2018

Maisons-Alfort, 12/12/2018

B

Destination : RUSSIA

We hereby certify that this batch has been manufactured under conditions complying with all relevant Good
Manufacturing Practice (GMP) requirements and complies with the current registered specifications of the
Marketing Authorisation.

Sanofi Winthrop Indusido - 20, A R d Aron 92165 Antonty codex - T8 33 (0) 1 557171 79 - www sanofl com
Sidge suaal 20, Avenue Raymond Non 92180 Antany - SA su oapvlal  do 260 148 054 € - 775 662 267 RCS Nantesro - N* Intracommunautaire FR 45 775 682 257 - Codo APE 70102



Certificate of analysis / @

Batch certificate SANOFI J
SANOFI WINTHROP INDUSTRIE

180 Rue Jean Jaurés Site : FSUM
84700, Maisons-Alfort, France

Tel : +33 (0)1.45.18.83.00

wwWw.sanofi.com

Code GMID 118375 Item description GRANOCYTE 34 ETUI SFL+5A LYOI
Lot number 8S17R Market name Russia
Manufacturing date 2-~MAR-2018 Expiry date SEP-2020

Presentation

Type

Boxes of 5 vials and 5 ampoules

Lyophilisate for injection

solvent batch 78 / 1880581

‘ e s e RS b S == — - M
TESTS SPECIFICATIONS RESULTS

CARACTERICTICS

Appearance Lyophilised powder or mass Conforme

Color White Conforme

IDENTIFICATION

Identification of rHuG-CSF Positive immunoreactivity Conforme

(SDS-PAGE/WESTERN BLOTTING)

PHYSICAL AND CHEMICAL TESTS
Clarity of the solution

Not more than reference suspension I

Inférieur 4 T I

Coloration shade of the solution -] Brun
Coloration degree of the solution 9 limit >9
pH of the solution 6.2 to 6.9 6.6
Dissolution Not more than 300 s 20 s
Residual water (KF) Not more than 1,5% 0.7 ¢
rHuG-CSF AGGREGATES CONTENT (SDS-GPC)

Total of non monomeric species Not more than 2% 0.2 %
Individual non monomeric species Not more than 1% 0%
UNTFORMITY OF MASS

Number of deviations outside the average Not more than 2 0
mass + L0%

Number of deviations outside the average None 0
mass : 20%

PARTICULATE CONTAMINATION

Number of particles >= & 10 pm Not more than 6000

Number of particles >= 4 25 pum Not more than 600

ASSAY

rHuG-CSF content (HPLC) 95 to 125% 105 %
IHuG-CSF content (HPLC) 249.9 to 328.8 pg 276.9 ug

rap_coa_resultats vS

1/ 2




Certificate of analysis /

Batch certificate S A N O F | j

SANOFI WINTHROP INDUSTRIE
180 Rue Jean Jaurés

Site : F5UM

94700, Maisons-Alfort, France
Tel : +33 (0)1.45.18.83.00
www.sanofi.com
Code GMID 118375 Item description GRANOCYTE 34 ETUT SFL+5A LYOI
Lot number 8S17R Market name Russia
Manufacturing date 2-MAR-2018 Expiry date SEP-2020
Presentation Boxes of 5 vials and 5 ampoules
Type Lyophilisate for injection

solvent batch 78 / 1850581

=T

TESTS SPECIFICATIONS RESULTS
rHuG~-CSF activity (GNFS-60) 26.9 - 42.0 MIV 31.49 MUI
Fiducial Limits (lower limit) Not less than 23.5 MIU 27.1
Fiducial Limits (upper limit) Not more than 48.4 MIU 35.2
BIOLOGICAL TESTS
Sterility Conforme Conforme
Bacterial endotoxins Not more than 1.0 IU/wial <0.1 u1/mL

P
A
1 hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full
compliance with Lhe GMP requirements of Lhe FU and with the requirements of the Marketing Ahulhorisation (S) of tLhe
destination country/countries.
S T ———

e e A e

BemmaeeeL——————————— .= o

=
P e e =

Notes de Décision : Released

e e —— )

e e e P )

Release status Accepted
Release date (UTC +1) 11-DFRC-2018 19:;24:56.00
S8igned by qualified person BOULEY Jérbme

This certificate of anmalysis has been electronically signed from a validated LIMS

rap_con_resultats vS§ 2/ 2




Certificate of analysis / .y

Batch certificate SANOFI Y

Site : F5uM

SANOFI WINTHROP INDUSTRIE

180 Rue Jean Jaurés

94700, Maisons-Alfort, France
Tel : 433 (0)1.45.18.83.00
www.sanofi,.com

Code GMID 118375 Item description GRANOCYTE 34 ETUI SFL+5A LYOI1
Lot number 8S17R Market name Russia
Manufacturing date 2-MAR-2018 Expiry date SEP-2020

Presentation Boxes of 5 vials and 5 ampoules

Type Lyophilisate for injection

solvent batch 77-b / 1751232

o
TESTS SPECIFICATIONS RESULTS
CARACTERICTICS
Appearance Lyophilised powder or mass Conforme
Color White Conforme
IDENTIFICATION
Identification of rHuG-CSF Positive immunoreactivity Conforme

{SNS-PAGE/WESTERN BLOTTING)

PHYSICAL AND CHEMICAL TESTS
Clarity of the solution

Coloration shade of the solution
Coloration degree of the solution
pH of the solution

Dissolution

Residual water (KF)

rHuG~CSF AGGREGATES CONTENT (SDS-GPC)

Total of non monomeric species
Individual non monomeric species

UNIFORMITY OF MASS

Number of deviations outside the average

mass t 10%

Number of deviations outside the average

mass t 20%

PARTICULATE CONTAMINATION
Number of particles >= a4 10 pm
Number of particles >= & 25 um

ASSAY
rHuG-CSF content (HPLC)

rHuG~CS¥ content (HPLC)

Not more than reference suspension I

B

9 limit

6.2 to 6.9

Not more tham 300 s
Not more than 1.5%

Not more than 2§
Not more than 1%

Not more than 2

None

Not more than 6000
Not more than 600

95 to 125%
249.9 to 328.8 pg

Inférieur AT I
Brun

>9

6.6

20 s

0.7 %

0.2 %
0%

105 §
276.9 ng

rap _coo_resultats v5

1/ 2




Certificate of analysis / @

Batch certificate SANOFI w g
SANOF1 WINTHROP INDUSTRIE

180 Rue Jean Jaurés site : FSUM
94700, Maisons-Alfort, France

Tel : +33 (0)1.45.18.83.00

www.sanofi.com

Code GMID 118375 Item description GRANOCYTE 34 ETUI SFL+5A LYOI
Lot number 8S17R Market name Russia

Manufacturing date 2-MAR-2018 Expiry date SEP-2020

Presentation Boxes of 5 vials and 5 ampoules

Type Lyophilisate for injection

solvent batch 77-D / 1751232

— “

TESTS SPECIFICATIONS RESULTS

rHuG~CSF activity (GNFS-60) 26.9 - 42,0 MIU 31.4 MUI

Fiducial Limits (lower limit) Not less than 23.5 MIU 27.1

Fiducial Limits (upper limit) Not more than 48.4 MIU 35,2

BIOLOGICAL TESTS

Sterility Conforme Conforme

Bacterial endotoxins Not more than 1.0 IU/vial <0.1 ul/mL
e
—

I hereby certify that all the manufacturing stages of this batch of tinished product have been carried out in t‘ull1
compliance with the GMP requirements of the FU and with the requnirements of the Markeling Authorisatlon ($) of the

destination country/countries.

= e S ———————— e — 4
Notes de Décision : Released

M

Release status Accepted
Release date (UTC +1) 11-DRC-2018 19:24:5¢.00
Signed by qualified person BOULEY Jérdme

This certificate of analysis has been electronically signed from a validated LIMS

cap_cos_rasultats v§ 2/ 2




Certificate of Analysis

rance Pharma

Material; SOLV GRANO CHUGAIS/AVCF  Batch: 70 Page 1 of-
B20AMP RUS XH
Material no.: 40010172 Manyfacturing date:  25.01.2016
Inspection lot: 040000143737 Explry date: 25.01,2021
Inspaction plan: 30000737/1
ICharacteristic Specification Result
BATCH RECORD COMPLETE Conforms Conforms
BATCH REGORD CONFORMS Canforms Conforms
COMPONENTS RELEASED Conforms Conforms
Retease by: Sebastien AUBERT, on! 10.08.2017

This document was Issued automalically and (s valid without signature,

Haupt Pharma LIVRON S.A.S. - An enterprise of the Haupt Pharma Group
_ _ www liaupf-pharma.com
1 Rus Comte de Sinard - F-26250 Livron syr Ordme ; Tel.: +33 (0)4 756102 - 00 ; Fak £33 (0)4 75 61 02 - 10
printout daté 18.05.2017 10:36:58




Haupt Pharme

Certificate of Analysis A \ l) nay Pi

Frdnee

Materlal: SOLY GRANOCYTE AMP 1,1 MLN  Batch: 77 Page1of:
REMP

Material no.: 25060043 Manufacturing date:  25.01.2016

Inspection lot: £90000059069 Explry date: 25.01.2021

Inspecition plan: 30000558 /1

[Characteristic Specification Result

CHARACTERS : APPEARENCE Gonforms Conforms
Specification
Clear liquid, practicelly free of panticles
CHARACTERS : COLOURING Conforms Conforms
Spacification
Colourtess {not mora than B9)
CONDUCTIVITY <=25,00 7,04 uSlcm
Specificailon
25,00 maximum (S/cm)
EXTRACTABLE VOLUME >= 1,000 1,062 ml
Specifigetion
1.000 minlmum (mi)
ACIDITY OR ALKALINITY Conforms Conforms

$pacification
Conlorm
OXIDIZABLE SUBSTANCES Conforms Conforms
$pectfication
Cenform
CHLORIDES <=0,5 <08 ppm
Spodification
0.5 maximura (ppm)
NITRATES <=0,2 <0,2 ppm
Spacificatiop
0.2 maximum (ppm)
SULPHATES Copforms Conforms
Specification
Conform
AMMONIUM <=0,6 <0,6 ppm
Spacification
0.8 tnaximum (ppm)
CALCIUM AND MAGNESIUM Conformis Conforms
Specification
Confomn
RESIDUE ON EVAPORATION <=0,004 0,001 %
Specitication
0.004 maximum (p.100)
STERILITY Conforms Conforms
STERWLITY : Rasults by sample THIO medium and TS medium

Specification
Conform

Haupt Pharma LIVRON S.A.S. - An enterprise of the Haupt Pharma Group
www.haupt-pharma.com
1 Rug Comta de Sinard - F-26250 Livron sar Droms ; Tel.: +33 (0)4 7681 02 - 00 ; Fax: +33 (0)4 75 61 02 - 10
printout dafe 10.06.2047 10:36:18



Haupt Phirma
UvinSAS,

Certificate of Analysis i l) Jiu Pi

feance

Material: SOLV GRANOCYTE AMP 1,1 ML N Batch: 77 Page 20of §
REMP

Materfal no.: 25080043 Manofacturing date:  25.01.2016

inspection lot: 890000058069 Explry date: 25.01.2021

Inspaction plan: 30000658 /1

(Characteristic__ Specification Result

BACTERIAL ENDOTOXINS 0,01 -0,26 <0,05 1U/mi
‘8pocificution
Less than 0 25 (IU/m)) _

PARTICULATE CONTA.:NB PARTICLES >OR=10uM <= 6000 2

PARTICULATE CONTAMINATION : numbar of particles > or= 10 pym

Spacification
6000 maximum/container

'PARTICULAT_E_ CONTA.NB PARTICLES >0OR=26uM <= 600 0
PARTICULATE CONTAMINATION : number of pastkles > or = 25 ym

8pacification
800 maximum/contalinar

Releass by: Virginie EVRARD, on: 04.04.2016
Postion: ‘Qualified Person
This document was issued sutomalically and is valld without signature.

Haupt Pharma LIVRON $.A.S. - An enterprise of the Haupt Pharma Group
www.haupt-pharma.com
1 Rue Comte de Sinand - F-20250 Livion sur Dréme ; Tel.: +33 (0)4 7581 02 - 80 ; Fax +33 (0)4 76 61 02.- 30
printout date 16,06.2047 10:36:18




S A T O —

§ haupt

Livron

CERTIFICAT DE CONFORMITE
CERTIFICATE OF COMPLIANCE

NOM DU PRODUIT /Product Name: SOLVANT GRANOCYTE 1 ML
N° DE LO7T /Batch n* 77-D

DATE DE FABRICATION / Dite Of Manufacture: 25/01/2016
DATE D’EXPIRATION /Date 0f' Expiry: 0112021

Le processus a été suivi sans écart et sans déviation pendant la fabrication du fot,
Process has been followed without devigtion during the manufacture of the batch.

SITE DE FABRICATION ET CONTROLE: HAUPT PHARMA LIVRON
Site of manufacturing and control 1 ruc Comte de Sinard
26250 Livron sur Drome ~ France

AUTORISATION D’OUVERTURE /Mapufacturing authorisation: M16/020
CERTIFICAT BPF/GMP Certificate: HPF/FR/79/2015

Les résultats figurent sur le Certificat d'Analyse ci-joint,
Results of analysis are on cerlificate of analysis appended.

«J'atteste que les remsciguemeiits ci-dessus sont exacts et authentiques. Ce lot de médicament a été
fabriqué, incluant son contréle qualité, par 1*établissement mentionné ci-dessus, en toute conformité avee les
exigences BPI' de Pautorité réglementaire compéteute, ainsi qu'avee les exigences / spécifications de
Pautorisation de mise sur le marché. Les données visant la fabrication du lot, son conditionnement ¢t ses
analyses ont été revuces et trouvées conformes aux BPF. »

«l hereby certify that the above jnformation is authentic -and accurate. This baich of product has been
manufactured, including labelling and guality control at the above mentioned site in full compliance with the GMP
reyuirements of the local Régulatory Authority and with the spécifications in the Marketing Authorisation. The
batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP. »

Ce lot est libéré pour le marché.
This batch is released foi market.

Quantité expédiée / Delivered quantity: 10 Akilux lot 77§ RUS XH/plastic boxes batch 77;é RUS XH

. Aol Ag D
Liveon, 19/05/2017 exne sl Aol48
Signature: ’ "
Sébastien AUBERT
Qualified Person.

Siége Soclal et Usine : 1, rue Comte de Sinard - 8P 1 - F-26250 Livton sur Didme

CCSotvunt IR RO8E4 75 61 02 00 - Fax : 04 75 61 02 10
SAS, aycapital de 4334 379 €+ RCS Romans 407 710 268 - N* TVA Intracompviunautaire : FR04 407 710 268

INSPIRING PARTNER FOR EFFICIENT SOLUTIONS




