TEKJAPAITHSI O COOTBETCTBUAM

JEKJIAPAHT, IPHHUMAIOIMHA JEKJAPALIMIO O COOTBETCTBHH

AO "Canogpu Poccun”

Ceedenun o pezucmpayuu opzanusayuu: Mexcpationnan uncnexyus Qedepansholi Hanozo60ii cayxclvt Ne 46 no
2. Mockae 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxea, yn. Teepckas, 0. 22. Tenegpon/harc: 8 (493) 721-14-00/721-14-11

B nuye: I'enepanvueiii oupexmop Mowoe O.A.

Joeepennoe auyo: Cmenanos C.C., dosepenrocmy 6/n om 01.12.2017

3AABJSET, UTO
nexapcmeennoe cpedcmeo: Knexcan, pacmeop 0na unvexyuit 4000 anmu-Xa ME/Q.4 mn 0.4 mn, wnpuyut ¢

saugumnoil cucmemoii uznvi (2), ynaxoaxu aueiixosvie konmypuvie (3), nauxu kapmonnsie, PY Ne IT N014462/01
om 18.09.2008 (dama 3amenw 20.12.2017) emdano Carnoghu-Agenmuc Ppanc, cepus IL361F napmus 5670
ynaroeok, 200ex do 01.05.2022, npouseodcmsa Canogpu Bunmpon Hudycmpus, Ppanyus, Sanofi Winthrop
Industrie, Boulevard Industriel, Zone Industrielle, 76580 Le Trait, France, xo0 OKII[[2 21.20.10.131, ko0 TH
B3I 3004900002, xoumpaxm Ne 250/40056192/F-2 om 20.10.2010, ureoiic Ne 9085338794 om 01.07.2019

COOTBETCTBYET TPEBOBAHUAM
ITN014462/01-250613 uam. Ne 1-7

JEKJAPAIIAS IPHHSATA HA OCHOBAHHH
npomoxon ucnvimanui Ne 21250 om 11.07.2019 HJT 000 HI] "®PAPMOBOPOHA", ammecmam

axxpedumayuu POCC RU.0001.21 D140, Cepmugpuxam POCC FR.®M08.C43984 om 12.07.2019

JIATA TIPUHSITHA JEKJIAPAIIUH 12.07.2019
JEKJIAPAITHS JEACTBUTEJIBHA [0 01.05.2022
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CBEJEHMSI O PETUCTPALINN

OPTAH I10 CEPTHO®HKAILIUH, 3APETHCTPUPOBABII NI JEKJIAPAITHIO

RA.RU. 11 ®M08 OPTAH I10 CEPTHOHKALIHH POAYKLHH OBIECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPY)XHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmuuxayuu: 115280, POCCHA, zopod Mocksa, yn. Macmepkoga, 0. 4, am. 3., men.:(495)788-02-88, eeb-
catim: oyxx.pg.

JNEKJAPAIIIS O COOTBETCTBHH 3APETUCTPUPOBAHA M POCC RU [I-FR. ®M08.4.29978/19

Huaenxko U.B.
Pykoeoautens OC




«Canocpu Buntpon Mnayctpus»

1051 6ynbeap WuaycTprans J
76580, Ne-Tpe, ®panuns
Ten.: +33 (0)2.35.05.65.00
www.sanofi.com SA N O F '
MpaBonpeemHuk «Canotbu AeeHTucs, r. fle-Tpe, PpaHumn
CepTudukart aHanuaa
[Iponyxr: Knexcan, pactsop nna Cepns:
HHbeKmitL, 40 Mr/0,4 mn OL361F
TlpousseneHo: 06.Maif.2019 Henonbsosats fo: Mait.2022
Crpana npoaaxu: POCCUMCKASA Ccbinka Ka onmucanye
QOEINEPALUSA aHaNHTHYECKOH MeTOAHKH SIS
Kozn B 6aze LTR 366692 Bepena ananutimeckoi 2
HaHHbx GMID METOLHKH
HCHBITAHUA CNEUHOUKAUMHK PE3YJILTATLI
Onncanne (LTR-SOP-00046) Tpo3paynsbiii pactsop or becupeTHoro no CooTseTcTByeT
6renHo-xentoro 1sera

OnucaHue pacrsopa KunkocTb npeumyniecTBeHHo Ge3 CooTBeTCTRYET
DH3INYECKOE COCTOAHNE/BHINMBIE YACTHIEI BHONMBIX YacTHL
Onpenenerne NOLIHHHOCTH

Ocaxaeniie npotamuna cynpdharom Kpemopo-6enwrit ocanox CoorserctByeT

(LTR-SOP-00015)

Y®-cnextpockonua(LTR-SOP-00015) MakcmyM npr231 um 21m CooTtseTcTByET

Harpuit (LTR-SOP-00015/Esp. ghapm.) CooTsercrayer CoOTBETCTBYET
ITpospaynocTs(LTR-SOP-00015 /Egp. hapm.) He 6onee, wem y kontponbHoit CooTeeTcTBYET

cycnensuy 1
eernocts (LTR-SOP-00015 /Egp. gpapm.) He Gonbuweii nuTencuproCTH NO CootsercTByeTt
CPaBHEHMIO C 3TanoRaMu Y4 i BY4
HzenexaeMmutii o6beM Ha 5 mnpuuax
(LTR-SOP-00015/Eep. papm.) Bonbme unu pasen 0,40 ma 0,41 Mn
MurnManbrE 06beM
Makcumanselil 06veM Mensmte uny pase 0,44 Mo 0,42 Mn
PH (LTR-SOP-00033 /Esp. chapn,) 6,9
5,5-7,5

IinoTHOCTE MpH Temnepatype 20 °C
(LTR-SOP-00015/Eep. chapm.) 1,04-1,08 1,05
Mexannyeckue vactiupt (LTR-SOP-00072)
Uncno uactin pasMepom 10 MkM u Gonee He Gonee 6000/xonreitnep 48 yacTHu Ha WNpHL
Hncno uacTHI pasMepoM 25 MEM 1 Gonee He Gonee 600/konteiinep 0 yacTH Ha mmpuL
Konuuecteensoe onpenenenue(L7R-SOP-
01803 / Esp. ®apm. hapm,)

Yruetenue akThBHOCTH dakTopa

CEEPTLIBREMOCTH KpOBH Xa o1 3600 ao 4400 ME / 0,4 mn 3917 ME/LLITPHLY

VYrHeTeHHe akTHBHOCTH akTopa

CBEpThiBAEMOCTH KpoaH I]a ot 800 no 1400 ME / 0,4 mn 1095 ME/LLITTPHL]

OTHOLIEHHE BEANYHH YTHETEH I 3,6 (ME/mnpuw) /

aKTHBHOCTH (akTopoB Xaflla or 3,3 0o 5,3 {ME/mnpyu)
CrepunbHocts (LTR-SOP-00242) CooTeetcTRYET CooTBercTBYET
BaktepunanbHble 3Hn0TOKCHHB (LTR-SOP- Menee 100 E3/mn CooteeTcTBYET
00262)

Hacrofiinm 51 noaTeep:kaalo, 4TO BHIIEYKA3AHHA HHOPMALMR ABIAETCH BepHOH 1 TouHO#. [lpoussoncTeo AanHol cepun
TIPOLYKTE, BIINIO424A YIAKOBKY H KOHTPONL Ka4eCTBA Ha COOTBETCTBYIOLINX 06BEKTAX, NONHOCTHIO COOTBETCTBYET TpCOOBAHKANM
Haanexaweli nponseoncTeenHol npaktixy (GMP) EC, MecTHbX PETYAATODHLIX OPTAHOB, a Takke cneuHGHKALMIM, YKA3aHHBIM B
PerucTpaunoHHOM ynoctosepennn crpausi-unnoprepa. Ho PE3YTLTATAM NPOBEPKH 3ANHCEH O NPOMIBOACTEE, YNAKOBKE H aHAMM3E
cepu GLIIO YCTRHOBNEHO COOTBETETBUE TpeGobatusn GMP, CI—

B ceprudimrate anamuza KOMNaHNK He yKa3aHEI Pe3yRBTATE HCMLITARMH Ha aHOMANLHYIO TOKCHYHOCTE U JERPECCOPHYIE EE HieCTRA.

JlaHuble HCNBITAHRA HE BHIMOARAIOTCS HA nnomaaxre s ropoac Jle-Tpe, e S
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SANOFI

MpoMLILNEHROE KAYECTRO 1 COOTBETCTEME Tpebosanuam
lpenapam KITEKCAH®, aHanu3 memodamuy AMP-cnekmpockonuu
u Konuyecmeenoli MNP

NAPYDK WioHs 16, 2019

Mel1, komnanka «Canothus, noaATeepxaaem, 4To npenapat KIMEKCAH 40 mr cepum 9L361F 6btn npowseedeH ¢

AcBasnervemM AelicTeyloulero BellecTEa 3HOKCANa

CNeAYIoWNX CEpUil YNCTOTO renapuHa;

puHa cepun T9QEEC1044, KoTOpIR Bbin M3roTORNEH K3

Npenapar SHoxcanapuH, Necepun [ UncTi renapun, Ne cepun Mpovcxowgexve AMP- Orcyrecteue

KNEKCAH, Ne renapuna 3arpA3HEHIHA

cepuu BaKTeprAMH KBAYHBIX

WHBOTHBIX
CnekTpocke | AHanns metogom KNUP
DR
9L3B1F
P10043  1BPL5978 «CAHOOU WINMA» P Q
P10043  18PL5979 «CAHOOU LUINMW » P Q
P10043  18PLS5980 «CAHOOU LUMK» P Q
19QEEC1044 P10043  18PL5981 ACAHODW. UMMWY P Q

P10046  18PL5312 «CAHO®W LUIMMKW» P Q
P10046  18PL5313 «CAHOOW WUMN» P Q
P10046  18PL5314 «CAHOOM WMIA» P Q
P10046  18PL5315 <CAHODW WML P Q
Pi0046  1BPL5316 aCAHOOM WKMIA» P Q
P10046  18PL5317 «CAHO®DU LUMMK» P Q
P10046  18PLS318 ACAHOOI WHMA» P Q
P10046  18PL5319 «CAHOGU LLIMMA P Q
P10046  18PL5320 «CAHOOW WAMKW» P Q
P10046  18PL5321 «CAHOOU LKIMW» P Q
P10046  1BPLS5326 «CAHOOW WIAMH» P Q
P10049  18PLD287 «CAHO®UW WLMMWKA» P Q

Q = COQOTBETCTBYET TPEEOBABUAM, P = ncribmanue npoiaeHo

Komnanmg «Canotnn suinonHuna AMP-CRekTpoCKOnuIO (COFNACHD thapMaKoReRHLIM CTaTbRM ®apm. CLUA v Ep. dapm.) ana scex cepwii uucToro
renapiHa, NEpeunciIeHHLIX Bbillg, i PE3yNLTaTh COOTBETCTBOBANN TPeBOBAHUAM OpraHn3auyui 3 paBOOXPAHEHKR, NPM 3TOM Nkkos OSCS
{13BLITOMHO CYNbthaTMPOBAHHOTD XOHAPOUTHHCYNBhaTa) oBHAPYKEHD He Bbing. AANN3 METOROM KONHHECTBEHHORM NUP npoeoaKnes Ha Bcex
Cepusx HeoBpaboTaRHOTO reNapuha, MCNONb3YEMBIX ANA HATOTOBNEHUA KXo CePUI YACTOrO renapua. He oSHapYREHO SarpASHEHUA
Bakrepuamp XKBauHbIX XMBOTHEIX. Kpome Toro, ace CEPWM YUCTOIO Fenapuha HMEIOT NOKasaTent COAEPKASHNA JEPMATAHCYNLIDATA, He
NPEBLIWAWME 2 % (fenb-hunbTPaUOHHaR XpomaTorpacua)

Mapu-Hoane Kowe
MEXOYHAPOOHLIA OTAEN KAYECTRBA

«Carochu Lilemny — 20, AseHio Pedmon Apo, 1. AHTOHW, 92165-Cedex. Opanyns — Ten.: (33) 01557171 71

Dakc (33} 0155712230
Uirab+sapmvipa: B2, Amoro Pacnon, r. Xermannw, 84255.Code:, ®pasups - Alinonepioe obiacTao © kanTanown 265 075 000 € — 775 562 257 Pestrp
KOMMEPCANTOB M pEANPUATAD I, KpeTeR — www sanoli-avanlis.co
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SANOFI WINTHROP INDUSTRIE

Certificate of analysis /
Batch certificate

SANOF! .z

equal to 25 ym

Not more than 600

1051 boulevard Industriel Site : LE TRAIT
76580, LE TRAIT, France
Tél: +33 {0)2.35.05.65.00
wWW.sanofi.com
f -
GMID code : LTR 366692
Material Desc. : Clexane® solution for injection
40mg/0,4mL; 4000 anti-Xa IU/0, 4mL
Prefilled syringes with safety device, i0srg/pack
Manufacturing Date : 06/May/2019
Lot Number : 9L361F To use before t May/2022
Market : RUSSIAN FED.
Method Reference : LTR P50 LOVO4E
Method version 1 2
P ey D e — e —— e e T e Sl - e re— — =y e e e __‘l
TESTS SPECIFICATIONS RESULTS ‘]
DESCRIPTION- {LTR-50P-00046) Clear; colorless to pale yellow solution Complies — Conforme -
APPEARANCE OF SOLUTION
Physical form/visible particles Liquid essentially free frem visible Complies = Conforme
particules
IDENTIFICATIONS
Precipitation by protamine sulfate Creamy white precipitate Complies - Conforme
(LTR=-SOP~00015)
U.V. spectrum (LTR-SOP-00015) Maximum at 231 nm +/- 2 mn Complies - Conforme
Sodium (LTR~SOP-00015 / Ph. Eur.) Conforms Complies — Conforme
CLARITY {LTR-SOP-00015 / Ph. Eux.) Not more than reference suspension I Complies - Conforme
COLOR ({LTR-SOP-00015 / Fh. Bur.) Not more colored than Y4 or BY4 Complies - Conforme
EXTRACTABLE VOLUME ON 5 SYRINGES
(LTR-SOP-00015 / Ph. Eur.)
Minimum Volume Greater than or equal to 0.40 mb 0.41 ml
Maximum volume Less than or equal to 0.44 mL 0.42 m
PH (LTR-SOP-00033 / Ph. Eur.) 5.5 to 7.5 6.9
DENSITY AT 20°C 1.04 to 1.08 1.05
{LTR=-SOP-00015 / Ph. Eur.}
PARTICULATE MATTER {LTR-S0P-00072}
Number of particles greater than or 48 p/srg
equal to 10 pm dot more than &000
Number of particles greater than or 0 p/srg

rap coa_raesultats vS




Certificate of analysis /

Batch certificate SANOFI. _é.(

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

Tél: 433 {0)2.35.05.65.00

www,.sanofi.com

GMID code : LTR 366692
Material Desc, i Clexane® solution for injection
40mg/0, 4mL; 4000 anti-Xa IU/0,4mL
Prefilled syringes with safety device, 10srg/pack
Manufacturing Date : 06/May/2019

Lot Number T 9L361F To use before : May/2022
Market i RUSSIAN FED,
Method Reference : LTR PSO LOVO4E
Method version A
TESTS SPECIFICATIONS RESULTS
ASSAYS (LTR-S0P-01803 / Ph, Bur.) B 2
Anti-Xa activity 3600 to 4400 IU / 0.4 mL 3917 UI/SRG
Anti-Ila activity 800 to 1400 IU / 0.4 mL 1695 VI/SRG
Anti-Xa / Anti-Ila ratio 3.3-to573 3.6 (UI/SRG}/(UI/SRG)
STERILITY TEST (LTR-SOP-00242) Conforms Complies - Conforme
BACTERIAL ENDOTOXINS (LTR-S0P-00262) Less than 100 EU / mL Complies - Conforme

T 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
GHP .,

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 guality in respect of the parameter

Decision ACCEPTED
Dacision date 19/Jun/2019 16:16:45
Signed by a qualified person Hatte Louis - Pharmacist

.

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

o
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SANOF]

Industriat Quality & Compliance

CLEXANE® ANALYSIS NMR&SAX HPLC &QPCR method

PARIS June 16, 2018
We, Sanofi certify that CLEXANE 40mg Batch 9L.361F manufactured with Enoxaparin batch
19QEEC1044 which was manufactured with the following batches of pure heparin

CLEXANE Enoxaparin batch Pure heparin baich N* NMR Absence of
batch number N® Pure Heparin suppliar analysis ruminant
contamination
QPCR analysis
8L3IE1F
P10043  1BPL5978 SANOF! CHIMIE P Q
P10043  18PLS597% SANOFI CHIMIE P Q
Pi0043  18PL5880 SANOF! CHIMIE P Q
19QEEC1044 P10043  18PL5981 SANCFI CHIMIE P Q
P10046  18PL5312 SANOF) CHIMIE P Q
P10046  18PL5313 SANOFI CHIMIE P Q
Pi0046  18PL5314 SANCF! CHIMIE P Q
P10046  18PL5315 SANCFI CHIMIE P Q
P10046  18PLS316 SANOF! CHIMIE P Q
Pi0046  18PL5317 SANOFI CHIMIE P Q
P10046  18PL5318 SANOFI CHIMIE P Q
P10046  18PL5319 SANCFI CHIMIE P Q
P10046  18PL5320 SANOFI CHIMIE P Q
P10048  18PL5321 SANOFI CHIMIE P Q
P10046  18PL5328 SANOFE CHIMIE P Q
P10049  1BPLOD287 SANGFI CHIMIE 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 resuits were in compliance with Health agencies
requirements with no OSCS peak detected. QPCR tests were performed on ali the batches of crude heparin
used for the manufacture of each batch of pure heparin mentioned, No ruminant contamination was found
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Marie-No&! Cochet
GLOBAL QUALITY
Sanofi Chimie - 20. Avenue Rayimond ARON — 92165 ANTONY Cedex — Tel : (33) D1.55.71.71.71

Fax: (33) 01.55.71 22.30
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