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CepTudukar ananusa

SANOFI 7

CAHO®H BUHTPOII UHHIYCTPHA (SANOFI WINTHROP INDUSTRIE)

Bynerap UHpacTpHans Inowanka: LE TRAIT
3oH UHpacTprane

76580, JIE TPDIUT, dpanuus

Tenedon: +33 (0) 2.35.05.65.00

www.sanofi.com

[Kon GMID : LTR 701928
[penapar:; : KeB3apa pacTeop ana mHbeKkumii
200 mr/1,14 mn
NpeIBAPUTENILHO 32N0JIHEHHbIE MNpPH-
el Jlata npousBoacTea 106 e 2019 1.
2w/ yn Cpox roaHoCTH : w2021 r.
Cepha Ne : 9L045J)
HMnopThpylomas : Poccniickan ®enepaums Meroanku aHaiH3a :LTR PSO SR175B
CTpaHa Bepcus metonuk 14
MOKA3ATEJIH HOPMBI PE3YJBLTATHI
Dnucanue pacTeopa
KDusuueckoe cocToAHHE! YCNOBHS Be3s BunuMbix nocTopoHHuX Brmoyenuti CooTBeTcTByeT
LTR-SOP-00360/ EBp. ®apm.)
pospaunocts (LTR-SOP-002065) MyTtHocTs He Gonee, yem y stanmona IV CootsercTayer
BeTHOCTE pacTBopa (LTR-SOP- Oxpawvisanue He Gonee uHTeHCHBHOE, COOTBETCTBYET
2065) 4eM y 31anoHa BY,
H (LTR-SOP-002065 O15,7106,3 6,0
IAxTHEHOCTE (FRA-A-MET-002850) Ot 65 % no 135 % ot pepepentHoro 103 %
3HAYEHHA
fdnctora CE-SDS, yMeHnbiennan
(FRA-A-MET-002867)
YncroTa, % He menee 89 % 91 %
Hernvkosunuporantas Taxenas uenod- He Gonee 6,7 % 3.5%
ika, %
Bune: LMW % He Gonee 5,0 % 4,0 %
Inctora CE-SDS, HeymenbLIeHHAR
(FRA-A-MET-002867)
Uncrorta ocHoBHOrO nuka, % He menee 88 % 93 % i
Buan LMW % He Gonee 7,7 % 4,4 %
Unerora, sxexkmosusnan BAX
LTR-SOP-(:1870)
HCTOTA OCHOBHOTO NHKa, % He MeHee 95 % 97 %
Buam HMW, % He Gonee 3,0 % 1,8 %
Buas LMW, % He menee 3,0 % — /
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Ceprudmxar ananmia

SANOFI vy
CAHO®H BUHTPOII HHAYCTPHA (SANOFI WINTHROP INDUSTRIE)

Bynbeap Hunactpuans IInomanka: LE TRAIT
3on UHpactphane

76580, JIE TP3MHT, ®panums

Tenedon: +33 (0) 2.35.05.65.00

www.sanofi.com

Kon GMID :LTR 701928
IIpenapar: : Kep3apa pacTeop 1na UHbeKuui
200 mMr/1,14 ma
NpeABAPHTENBHC 3aM0HEHHBIE WHIPH-
LibI; Jara npoussozacTsa : 06 ®es 2019 1.
2 wr/ yn )
Cpok roanoctn 1 Aue 2021 T,
Cepust Ne : 9L045)
Hmnoprupyloman : Poccuiickas denepaums MeToankn aHankza : LTR PSO SRI175B
CTpaHa Bepcua Metoauk 14
NMOKA3ATEJIH HOPMbI PE3YJILTATDI
HimeHeHHb1 BApHAHT aHAIM32
{LTR-SOP-002056)
(H3MeHeBRbI BapHanT aHanusa, 3xc-  Bpemsa ylepHBaHus ocHOBHOTO nuka (Mnomags CooTBETCTBYET
Kmo3HoHHas BOXKX 2) Ha XpoMaTOrpaMMe HCIIBITYEMOTO pacTBopa
JOKHO COOTBETCTBOBAT, BPEMEHH YACPXHBAHUA
OCHOBHOTO IHK2 (IUI01aAk 2) Ha XPOMATOrpaMMe
CTaHAapTHOTO pacTeopa
Inowane 1, % 42-59% 50,8 %
IMnowans 2, % 33-51% 44,3 %
ILnowans 3, % He Gonee 11 % 4,9 %
bakTepuanbHbIe 3HAOTOKCHHB] He 6onee 0,1 E3/mMr CooteercTByeT
(LTR-SOP-00287)
CTepunbHOCTL cogepxkumore npensa-  CooTeercTre TpeGosanuam ®apm. CLLUA/ Esp. CooTtseTcTBYET
[PHTENLHO 3aONHEHHBIX LINPHLER dapm.
{LTR-SOP-00242)
MocTopoHHHe BKAWMEHNS (CBETOBOE
BaTeMHEHHE)
{LTR-SOP-002065)
HacThupr: He MeHee 10 MkM He 6onee 6000 yacTuw wnpui 1012
YacTHupl: He MeHee 25 MKM He Gonee 600 uacTi/mnpuu 6
H3pnekaemolit 06hem
(LTR-SOP-002065)
IMunumanbHbiit o0beM copepkumoro 1,14 - 1,27 Ma 1,21 mn
IMakcHManbHbIH 06bem conepxumoro 1,14 - 1,27 mn 1,26 Mn
Cpeannit o6beM cofepxuMoro 1,14-1,27 mn
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CepTudnkar ananusa

Bynesap HupacTpHans [Tnowanka: LE TRAIT
3o Hupactpuans

76580, JIE TPINUT, ®panuna

Tenedon: +33 (0) 2.35.05.65.00

www.sanofi.com

[Kox GMID : LTR 701928
[penapar: : Kep3apa pacTeop ana MEbekumni
200 mr/1,14 Mn
NpeaBaPHTENLHO 3aNIONIHEHHEIE HITPH-

LIBT; Hara npoussonctea : 06 ®eB 2019 T.
2wt/ yn .
Cpok ronsocTH : fue 2021 .
Cepus Ne : 9L045)
HUmMnopTHpYyO1IAs : Poccuiickas denepauns MeronukH ananusa : LTR PSO SR175B
CTPaHa Bepeuns MeTooMk :4
MOKA3ATEJIU HOPMBI PE3YJILTATHI

OAJIHHHOCTE, HMMYHOJIOTHYEcKOe

onpenesieHie
IMatao (LTR-SOP-02044) CooTBeTCTBHE CTAHAAPTY CootBeTcTBYET

6wmmuii 6enok (A280) 165 - 181 mr/mn 175 mr/Mn
(LTR-SOP-01871)

HacTosilunm M5l NOATBEPKAGEM, YTO OBPA3LLE! 3TOTO NPOAYKTA GbUIH NPOAHATHIHPOBAHBI B JIAGOPATOPUSX KOMHIA-

HUH, U NPEACTAB/IEHHbIE AAHHbIE SBNAKTCA AOCTOBEPHOH HHbOpMaLMel 0 pe3yNLTaTax TAKHX HCTIBITAHMI.

3TOT NPOAYKT NMPOM3BEAEH € HCTIONB3OBAHHEM YTBEPXKICHHBIX TIPOLEAYD B COOTBETCTBHH C HaUTeKallel npous-
oncTeeHHoH npakThkoi (GMP) u oTeevaer TpeboBannam npuMensemoii cneundukaimn (cneuuduxanmii).

HacToAwuM Mbl NOATBEPKAAEM, UTO BhileYKa3aHHas HHPOPMALWA ABNAETCA NOCTOBEPHOH 1 TouHOH. JanHas ce-

[PMA IEKAPCTBEHHOTO NpenapaTa NPOM3BEAEHA, BKIIOYAs YNIakOBKY ¥ KOHTPONb Ka4eCTBa B BRILIEYNOMIHYTOM pe-

KOHCTPYHPOBAHHOM 3aHHH (3AAHHAX) B NOIHOM COOTBETCTBHH ¢ TpeGoanuaMu GMP MeCTHOTO peryaupyowmero

OpraHa u cneuHpuraunsMu TOPropoH AULEHIUH HMIOPTHPYIOLIEH CTPaHbI.

3anucy o Npox3BoACTBE CepHH, 06 ynakoske ¥ 06 aHaNu3a NPOBEPEHL H NPU3HAHBI COOTRETCTBYIOLUMH HOPMaM

GMP.

CraTyc Bbinycka OIOBPEHO
HaTa Batnycka QOK 21 Hron 2019 12:00:42
IMoankck yNoHOMOYEHHOT o IHUA Iapnaxunnus Taua - apmauesT

OT1oT ceprudHUKaT GBUI IOANHCAH B SNEKTPOHHOM BHJIE.
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Certificate of analysis /

Batch certificate SA N O F | x:}

1051 boulevard Industriel Site : LE TRAIT
76580, LE TRAIT, France

Tél: +33 (0)2.35.05.65.00

www, sanofi.com

i

GMID code : LTR 701928
Material Desc. : Kevzara solution for injection
200mg/1, 14mL
Prefilled syringes ; 2srg/pack
Manufacturing Date : 06/Feb/2019

Lot Number i 9L045J To use before : Jan/2021
Market : RUSSIAN FED.
Method Reference : LTR PSO SR175B
Method version H

TESTS SPECIFICATIONS

TESTS REPORTED FROM BULK PFS :

Appearance cof solution

Tested by Sanofi Le Trait

Physical form / condition Essentially free from visible Complies - Conforme
particulates

Tested by Sanofi Le Trait

Clarity Not more turbid than reference Complies - Conforme

suspension IV

Tested by Sanofi Le Trait
Color of solution Not more colored than reference Complies - Conforme
solution BY2

Tested by Sanofi Le Trait
PH 5.7:="6.3 6.0

Tested by Sanofi Frankfurt
Potency by Bioassay £5% - 135% of reference standard 103 &

Purity by CE-SDS, reduced

Tested by Sanofi Frankfurt
% Purity > or = to 89 % 91 &
% Non-Glycosylated Heavy Chain <or =+to 6.7 & 3.5 %
% LMW species < or =to5.0% 4.0 %

Purity by CE-SDS, non-raduced

Tested by Sanofi Frankfurt
% Main Peak Purity > or = to 88 % 93 % SR,
i TF ity
% LMW species <or=to 7.7 % 4.9 gt
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SANOFI WINTHROP INDUSTRIE

Certificate of analysis /

Batch certificate

SANOFI . s

1051 boulevard Industriel site : LE TRAIT
76580, LE TRAIT, France
Tél: +33 (0)2.35.05.65.00
www.sanofi.com
GMID code : LTR 701928
Material Desc. : Kevzara sclution for injection
200mg/1, 14mL
Prefilled syringes ; 2srg/pack
Manufacturing Date : 06/Feb/2019
Lot Number : 9L045J To use before : Jan/2021
Market : RUSSIAN FED.
Method Reference : LTR PS5O SR175B
Method version : 4
S
TESTS SPECIFICATIONS RESULTS

Purity by Size Exclusion HPLC
Tested by

% Main Peak Purity
% HMW species
% LMW species

Charge Variant Analysis
Tested by

Charge variant analysis by CEX HPLC

% Region 1
% Region 2
% Region 3

Tested by
Bacterial endotoxin content

Tested by
Sterility of bulk Prefilled Syringe

Tested by
Particles > or = 10um
Farticles > or = 25pm

Expellable Volume
Tested by

Particulate Matter (Light Cbscuration)

> or = to 95 %
<or=+to 3.0%
< or=to 3.0 %

Main peak ({(region 2) retention time of

the test article corresponds to main
peak (region 2) retention time of the
reference standard

42 - 59 %

33E=511:%

<.or = to 1l %

< or = to 0.1 EU/mg

Meets USP / Ph. Eur. requirements

< or = 6000 particles / container
< or = 800 particles / container

Sanofi Le Trait
97 %

1.8 &

1.5 %

Sanofi Le Trait

Complies - Conforme

50.8 &
44.3 §%
4.9 %

Sanofi Le Trait

Complies - Conforme

Sanofi Le Trait
Complies - Conforme

sanofi Le Trait
1012
6

Sancfi Le Trait

AT

Minimum volume in container 1.14 - 1.27 mL 1.2 ml ¢
Maximum volume in container 1.14 - 1.27 mL 1.26 mp
&
Mean volume in container 1,14 - 1.27 mL 1.24/@1
] =
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Certificate of analysis /

Batch certificate SA N O F | 13
SANOFI WINTHROP INDUSTRIE

1051 boulevard Industriel Site : LE TRAIT
76580, LE TRAIT, France

Tél: +33 (0)2.35.05.65.00

wWw.sanofi.com

GMID code : LTR 701928

Material Desc. : Kevzara solution for injection
200mg/1,14mL

Prefilled syringes ; 2srg/pack
Manufacturing Date : 06/Feb/2019

Lot Number : 91.045J To use before 1 Jan/2021
Market : RUSSIAN FED.
Method Reference : LTR PSO SR175B
Method version -
[ TESTS SPECIFICATIONS RESULTS
.

TESTS PERFORMED ON PFS :

Identity by immuncassay

Tested by Sanofi Le Trait

Dot blot Conforms to standard Complies - Conforme
Tested by Sanofi Le Trait
Total Protein Content (AZ280) 165 - 181 mg/mL 175 mg/ml

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control at the above mentioned sites in full compliance
with the

GMP requirements of the local regulatory authority and with the specifications in the Marketing Authorisation of
the importing country. The batch processing, packaging and analysis records were reviewed to be in compliance with
GMP.

Abnormal toxicity and test for depressors are absent from the company’s certificate of analysis. Those tests are
not performed in Le Trait site. The company ensures product quality in respect of the parameter
;======::===:========:======:::==================:::==============::=================::::=============================:

Decision notes :

___-——_"—H—_——-—-—_.__-_-__——_.__
F—-__-__—-'-_“-——_—'-_-.——__—'--—_—-———n-——————“.-—-__—

Decision ACCEPTED
Decision date 21/Jun/2019 12:00:42
Signed by a gqualified person Parlakyildiz Tania - Pharmacist

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