JAEKJAPAIIUA O COOTBETCTBHH

JEKJAPAHT, MPUHHUMAIOIMHN JEKJAPALIMIO O COOTBETCTBHH

AO "Carnoghu Poccua”

Ceedenua o pezucmpayuu opzanuzayuu. Mexcpaiionnan uncnexyun Gedepanvroii Haro2080l cayxcbvr Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenusa OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, ya. Teepckan, 0. 22. Tenegpon/haxc: 8 (495) 721-14-00/721-14-11

B nuye: Ienepanvruiii oupexmop Monoc O.A.

Josepennoe nuyo: Cmenanoe C.C., dosepennocms 6/n om 01,12.2017

3AABIAET, UTO

Aexapcmeenroe cpedcmeo: Knexcan, pacmeop ons unvexyuii 4000 anmu-Xa ME/0.4 mn 0.4 ma, wnpuybi ¢
sauumHoT cucmemoti uznet (2), ynaxoexu avetixossle Kowmyphoie (3), navku kapmonnsie, PY Ne IT N014462/01
om 18.09.2008 (dama 3amenw 20.06.2019) evidano Canogu-Aeenmuc Opanc, cepun 9L593A, napmus 3429
ynaxoeok, 200ex do 01.07.2022, npousesocmea Canou Bunmpon Hnoycmpus, @panyus, Sanofi Winthrop
Industrie, Boulevard Industriel, Zone Industrielle, 76580 Le Trait, France, koo OKITJ2 21.20.10.131, x00 TH
B3I 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9085353941 om 18.11.2019

COOTBETCTBYET TPEBOBAHHUSAM

IT1 N014462/01-200619

JEKJAPALIHS TIPUHSITA HA OCHOBAHHHA

npomoxan ucnsimanuii N 36760 om 26.11.2019 HJT OO0 HI "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 ®JI40, Cepmugpuxam POCC FR.®M08.C56214 om 27.11.2019

“ﬁl?ﬁ“mﬂ JTEKJIAPALTWH 27.11.2019
APATIVSA IEICTBUTENBHA 10 01.07.2022
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CBEJIEHHS O PETUCTPAIIUHN

OPTAH I10 CEPTU®HKAIIMH, 3APETHUCTPUPOBABIIHNA JEKJAPALHMIO

RA.RU. 11®OM08 OPTAH 110 CEPTHOHKALIHH TPOOYKI[HH OBIIIECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPY)KHOH [IEHTP KOHTPOJIA KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opeana no
cepmudpuxayuu: 115280, POCCHA, 20pod Mocxkea, yn. Macmepxosa, 0. 4, am. 5., men..(493) 788-02-88, aeb-
catim: oyxx.pg.

JEKJIAPAIIHA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-FR. DMO8.A.47021/19
JATA PETHCTPALIMM 27.11.2019

M.IT.
Hunenxo H.B.
TS ]
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«CaHochn BuHrpon UHaycTpua» @
1051 6ynweap UHaycTpuans \ ‘ﬁ
76580, Ne-Tpe, ®paHuna

Ten.: +33 (0)2.35.05.65.00

www.sanofi.com SA N O F I

MNpaeonpeemunk «CaHocu ABeHTUCH, T. Nle-Tpe, GpaHums
Ceprudukar ananusa

Tpomyxkr: KnekcaH, pacteop ansa Cepus:
HHbexumil, 40 mr/0,4 mn RS
Tlpouaseneno: 30.Mion.2019 Hcnonssosars no: Hion.2022
CTpaHa nponaxu: POCCHHCKAS Ccrinka Ha onHcaHne
OEIEPALINA AHANHUTHYECKOH METORMKH S EOS
Kon e Haze LTR 366692 Bepcus ananuriueckod 2
AanHux GMID METOAHKH
HCNILITAHHA CHEUN®HKALIUU PE3YJBTATBI
Onucanne (LTR-SOP-00046) [Tpo3paunmit pacteop 0T HecuBeTHOrO OO CooTBeTcTBYET
6neano-xentore upeTa
Onucanre pactBopa JKnakocTh NperMyIIECTBEHHO Gez CooTBeTcTRYET
DH3HUECKOS COCTOTHHE/BHANMBIE YACTHIIb! BHEHMbIX YacTHIL
Onpenenesne NONTMHHOCTH
OcaxcreHne NpoTaMHHa cyibdaTom KpemoBo-Gensiii ocanok CooTBeTCTBYET
(LTR-SOP-00015)
Vd-cnexrpockonna(LTR-SOP-00015) Makcumym npH 231 5mM + 2 HM CooTBeTcTBYET
Harpnii (LTR-SOP-00015/Eep. hapm.) CootBercTBYET CooteeTcTBYET
MpospaudocTe(LTR-SOP-00015 /Egp. chapm.) He Gonee, ueM y KouTpONLHOH CooteeTcTRYET
cycnen3un |
UeethocTs (LTR-SOP-00015 /Egp. hapm.) He Gosblneii HHTCHCHBHOCTH MO CootseTcTBYET
CPaBHEHHIO € 3TOHAMHE Y4 unu BY4
Hsenekaemslii o6bem Ha S WnpHoax
(LTR-SOP-00015/Esp. ghapm.) Bonbmme unu pasen 0,40 Mn 0,41 mn
MunnmanbHslit 06BeM
Makcumaneusiii 06nem MeHbiue win pased 0,44 mn 0,42 mn
pH (LTR-SOP-00033 /Eep. ghapm.) 6,8
5,5-1,5
[MnothocTs Npu Temneparype 20 °C
(LTR-SOP-00015/Eep. dhapm.) 1,04-1,08 1,05
Mexannyeckue vacTiubl (LTR-SOP-00072)
Uucno yacTHu pasmepoM 10 Mkm 1 Gonee He Gonee 6000/kouTeiinep 406 uacTin Ha IIMpHL
Yucmo yacTun pasmepom 25 Mxkum H Gonee He 6onee 600/kouteiinep 1 yacTuy Ha WnpuL
KonuaectsenHoe onpenenenne(L TR-SOP-
01803/ Eep. dapm. papm,)
VYTHeTeHHE aKTHBHOCTH dakTopa
CEEPTEIBAEMOCTH KpoBH Xa ot 3600 no 4400 ME / 0,4 mn 4043 ME/UMPHLL
VYrHeTeHHe akTHEHOCTH daKTopa
CREPTLIBAEMOCTH KpoBH la ot 800 no 1400 ME / 0,4 mn 1075 ME/LLUIMPUL]
OrHolIeHNe BEJIHMHH YTHETEHHA 3,8 (ME/wnpuw) /
akThBHOCTH dakTopos Xa/lla o1 3,3 50 5,3 (ME/mnpuu)
CrepunbHocTh (LTR-SOP-00242) CooreercTayer CooTReTCTBYET
Baktepnanshbie snpoTokcuns (LTR-SOP- Menee 100 E3/mn CooTBeTCTBYET
00262)

Hacrosmum a noaTeepxaalo, 4To BeileyKazaH#as HEdopMaLHa ABnseTca BepHOH  Tounoi. FlpomeoacTso fankoit cepun
TIPORYKTA, BKIKOWAA YNIAKOBKY H KOHTPONIL KA4ECTRA HA COOTBETCTBYIGWIHX 06HLEKTAX, NONHOCTEIO COOTBETCTBYET TPEGOBAHMAM
Hannexaweit nponsnoncteenHoil npaktuxn (GMP) EC, MecTHEIX PETYNATOPHLIX OPraHoB, a TAKKE CCLH(HKALNAM, YKA3aHHLIM B
PeructpattnonHom yaocToBepeHH CTpanbi-uMnoprepa. [1o pesyibTatam mpoBepky 3amuced o NpOHM3BOACTBE, YIIAKOBKE H aHANM3E
CEPKH ObINO YCTAHOBIEHO COOTBETCTRBHE TpebGosanuaM GMP. ey
B ceprudmkare aHATHIA KOMNAHHH He YKAIAHbI PEIYbTATS HCTIBITAHHEA Ha AHOMANBHYIO TOKCHYHOCTS, M AENpECCOpHEIE BEMECTRY.
Jlanuble UCABITaHKA He BRINONHAIOTCA Ha Niowanke B ropoae Jle-Tpe.. '
3akmovenue: CoorBercreyer Jlara nognucu: 04.Hoa6,2019 22:28:52 2
TNommicaro papmauertom oTaena obecneuern kauectna: Touati Chafik
Hanubii ceprudukar aHansa GbUT NOITMCAH C NOMOLBLIO MEKTPOHHOH momcy LIMS, '

«Canodu Bantpon Mnaycrpuas, Bynbbap MHaycTpuens, 301 nHAyCTpuens, 76580 Mle-Tpe, ®panuns — Ten.: +33 (0)2 3 0 - wiw.sanofi pim
LitvaS-cnapmupa: 20, 0eea0 PRiion Apow. Antoees 92180, Spaimpen — ATLOHIDHOR SEUNCTIO C EEnRTances 208 D4 364 § — 775 662 257 Pevcrp HanTep — I [t mg}_uns‘_i‘g;ﬂummm
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SANOFI

npOMb!l.I.lJ'!EHHOB Ka4eCcTBO U COOTBETCTEBUE TDBGOBBHHHM
lNpenapam K/IEKCAH®, ananuz memodamu SMP-cnekmpockonuu

u KkonuyecmeenrHolii NP
NAPVDK OxmaGpa 29, 2019

Mei, komnauna «CaHodu», nogTeepxaaem, 4to npenapat KIEKCAH 40 mr cepuu 9L593A Guin npousseneH ¢
AobasneHueM AefiCTBYIOWETO BELLIECTBA JHOKCANAPKHA capun 19QEEA1040, KOTOpBIA BbIN UaroToBneH U3
CNeayiowux CepUiA YUCTOrO renapuHa:;

MpenapaT SHoxcanapuH, Ne capuu | YucToid renapus. Ne cepum Mponcxoxpeqne AMP- OTcyrcTEne
KNEKCAH, Ne renapuna 3arpA3HeHuA
cepwn GaKTepUAMK KBAUHBIX
MHEOTHBIX
cnexTpocko | Ananns metoaom KLP
[ICE]
OL593A
P10147  1BPL3897 «CMN KCA» P Q
P10447  1BPL3911 «CNA KOCA» P Q
P10147  18PL3912 «CMNA KOCA» P Q
19QEEA1040 P10147  18PL3914 «CMN KOCA» P Q
P10147  18PL3815 «CMN IOCA» P Q
P10147  1BPL3917 «CNN IOCA» P Q
P10147  18PL3918 «CNN KOCA» P Q

Q =COQTBETCTBYET TPEGOBAHUAM, P = ucnbimaxue npoiiaeHo

Komnanua «Canodu» Beinoniuna AMP-CRexTpOCKONUIO (COMNACHE apMaKoNeRHLIM CTATERM ®apm. CLLA 1 Eep. chapM.) Ans BCeX CEPUE YUCTOMO
renapiHa, NEPEYNCNEHHBIX BILE, 1 Pe3yNLTaTel COOTBETCTBOBAMM TPeGOBAHNAM OpraHU3aUMA 3APaBoOXPaHERUA, NpW 3T0M nukos OSCS
(3BEITOMHO CYNLHATHPOBAHHOTD XOHAPONTUHCYNLEHATA) CEHAPYKEHO HE BbIN0, AHAMUE METOAOM KONIMUECTERHHOM NUP npoBoguncs Ha Bcex
cepunx HeoGpabOTaHHOMD FeNaPUHA, HCMOALIYEMBIX ANA HAFOTOBNEHNA KADKAOA COPHI YMCTORD renapuHa. He oBHapyxeHo 3arpRsHeHun
GaxTepuaMN XBaYHBIX KHBOTHBIX. KpOME TOro, BCe CEpHN YMCTOro FENapnHA MMEIOT NOKA3ATENL COABPHAEHUA AepMaTaHcynedaTa, He
NpeBLILAIOWMA 2 % (renb-huNsTPauMoHHaR XpoMaTorpadun)

Mapu-Hoane Kowe
MBEXAYHAPOAHEIA OTAEN KAYECTBA

«Canotbn linmne — 20, AseHio PelimoH Apod, r AHTOHW, 82165-Cedex, BpaHuys — Ten (330156717171

Oarc: (33) 01 56 71 22 30
WraS-maprupa. B2, Asewo Pacnane, 1. Xewtum, 94255-Cedex, DpaHMA — AKLMOMBPHOR 0BLLECTEO & KemvTanom 265 075 000 € — 775 862 257 Peectp
EOMMOPCAHTOR U NpeaAnpuATyi r Kpated — www sanofi-avenlis co

«CaHothu Bunipon Wraycrpune, Bynbeap MHaycTpuens, 30H niayctpuens, 76560 Ne-Tpe, ®panuns — Ten.: +33 (0)2 35.06 GE
Liken-couprvps: 20, 24w Pidseon Apon, Axroim 92100, Cparagn [T mmwt-mmmmnm«uuwr.m—mmyg




Certificate of analysis /
Batch certificate

B
SANOFI «p
SANOFI WINTHROP INDUSTRIE

1051 boulevard Industriel Site :
76580, LE TRAIT, France

Tél: +33 (0)2.35.05.65.00

www.sanofi,com

LE TRRIT

GMID code
Material Desc.

: LTR 366692
: Clexane® solution for injection
40mg/0, 4mL; 4000 anti-Xa I0/0,4mL
Prefilled syringes with safety device, 10srg/pack
Manufacturing Date : 30/Jul/2019
: 9L593A i Jul/2022

Lot Number To use before

Market t RUSSIAN FED.
Method Reference : LTR P50 LOVO4E
Method version 2

TESTS SPECIFICATIONS RESULTS

DESCRIPTION (LTR-SOP=-00046})

APPEARANCE OF SOLUTION
Physical form/visible particles

IDENTIFICATIONS
Precipitation by protamine sulfate

(LTR-S0P-00015}
U.V. spectrum (LTR-SOP-00015)
Sodium (LTR-50P-00015 / Ph. Eur.)

CLARITY (LTR-SQP-00015 / Ph. Bur.)

COLOR {LTR-sSQP-00Q015 / Ph. Eur.)

EXTRACTABLE VOLUME ON 5 SYRINGES

{(LTR=-S0P-00015 / Ph. Eur.}
Minimum Volume

Maximum volume

pH (LTR-SOP-00033 / Ph. Eur,|

DENSITY AT 20°C
(LTR-SOP-00015 / Ph. Eur.}

PARTICULATE MATTER (LTR-SOP=-00072)
Number of particles greater than or

equal to 10 pm
Number of particles greater than or
equal to 25 pm

Clear, colorless to pale yellow solution Complies - Conforme

Liquid essentially free from visible

particules

Creamy white precipitate

Maximum at 231 nm +/- 2 nm

Conforms

Not more than reference suspension 1

Not more colored than Y4 or BY4

Greater than or equal to 0,40 mL
Less than or egual to 0.44 mL

5.5 to 7.5

1.04 to 1.08

Mot more than 6000

Not more than 600

S

Complies = Conforme

Complies - Conforme

Complies - Conforme

Complies - Conforme
Complies = Conforme

Complies = Conforme

0.41 ml
0.42 ml

1.05

406 p/srg

1 p/srg*

rap coa resultats v5




Certificate of analysis /

Batch certificate S A N O F | \:ﬁ

Site : LE TRAIT

SANOFI WINTHROP INDUSTRIE
1051 boulevard Industriel
76580, LE TRAIT, France
Tél: +33 (0)2.35.05.65.00
www.sanofi.com

#

GMID code : LTR 366692
Material Desc. : Clexane® solution for injection
40mg/0,4mL; 4000 anti-Xa IU/0, 4mL
Prefilled syringes with safety device, 10srg/pack
Manufacturing Date : 30/Jul/2019

Lot Number t 9L593A To use before i Jul/2022
Market : RUSSIAN FED.
Method Reference : LTR PS50 LOVO4E
Method wversion L2
>
TESTS SPECIFICATIONS RESULTS
ASSAYS (LTR-S0P-01803 / Ph, Eur.)
Anti-Xa activity 3600 to 4400 IU / 0.4 mL 4043 UI/SRG
Anti-IIa activity 800 to 1400 I0 / 0.4 mL 1075 UI/SRG
Anti-Xa / Anti-IIa ratia 3. 32t0E5 3 3.8 {UI/SRG)/{UI/SRG)
STERILITY TEST (LTR-SOP-00242) Conforms Complies - Conforme
BACTERIAL ENDOTOXINS {LTR-SOP-00262) Less than 100 EU / mL Complies -~ Conforme

I nereby 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 ACCEPTED
Decision date 04/Nov/2019 22:28:52
S8igned by a qualified person Touati Chafik - Pharmacist

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

rap_coa_resultats v5
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SANOFI

Industrial Quality & Compliance

CLEXANE® ANALYSIS NMR&SAX HPLC &QPCR method

PARIS October 29, 2019
We, Sanofi certify that CLEXANE 40mg Batch 9L593A manufactured with Enoxaparin batch
18QEEA1040 which was manufactured with the following batches of pure heparin

CLEXANE Enoxaparin batch Pure heparin batch N* NMR Absence of
batch number N° Pure Heparin supplier Analysis fuminant
15AX contamination
QPCR analysis
9L593A
P10147 18PL3897 SPL USA P Q
P10147 18PL3911 SPL USA P Q
P10147 18PL3912 SPLUSA 4 2
P10147 18PL3914 SPL USA
19QEEA1040 P10147 18PL3915 SPL USA . a
P10147 18PL3317 SPL USA P Q
P10147 18PL3918 SPL USA P Q
P = PASSED
Q= COMPLIES

Sanofi aventis has performed NMR tests and SAX HPLC tests (as described in USP and EP monograph) on all
the batches of pure heparin described above and the results were in compliance with Health agencies
requirements with no OSCS peak detected. QPCR tests were performed on all the batches of crude heparin
used for the manufacture of each batch of pure heparin menticned. No ruminant contamination was found

=

Marie-Noél Cochet
GLOBAL QUALITY

Sanofi Chimie - 20, Avenue Raymond ARON — 92165 ANTONY Cedex — Tél. : {33) 01.55.71.71.71

Fax: (33) 01.55.71.22.30
Siége Scaal . B2, Avenue Raspafl - 84255 Genlily Cedex = 5.4 au capiat de 266 075 000 € - 775 662 257 R.C.S. Créleil — www.sanofi-avents,co




