JAEKJIAPAIIUSE O COOTBETCTBHH

JEKJAPAHT, IPHHAMAIOIAH JEKJIAPAIIIO O COOTBETCTBHHA

AO "Canoghu Poccua”

Caedenun o pezucmpayuu opzanusayuu: Mexcpationnas urcnexyus Pedepanvroii nano2oeowt caysicber Ne 46 no
2. Mocxkee 01.01.2008, OT'PH 1027739079940, dama npuceoernus OI'PH 19.08.2002.

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

B nuye: I'enepanorviii oupexmop Monoe O.A.

Hoeepennoe nuyo: Cmenanoe C.C., doeepennocme 6/n om 01.12.2017

3AABJAET, YTO

nexapcmeeHHoe cpedcmeo: Knexcan, pacmsop ona unvexyuit 4000 anmu-Xa ME/0.4 mn 0.4 mn, winpuys: c
3AUUMHOT CucmeMo uzabl (2), ynaxosxku fyetivoesie konmypruie (J3), nayku xapmonnuie, PY Ne IT N014462/01
om 18.09.2008 (dama 3amenwr 20.12.2017) enioano Carnogpu-Asenmuc Ppaiic, cepun 9L025C, napmua 1620
ynaxoeok, 2odex 00 01.01.2022, npoussoocmea Canogpu Bunmpon Hudycmpus, Opanyun, Sanofi Winthrop
Industrie, Boulevard Industriel, Zone Industrielle, 76580 Le Trait, France, xod OKIT/J2 21.20.10.131, koo TH
B3 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9085327129 om 18.03.2019

COOTBETCTBYET TPEBOBAHUYM
IT N014462/01-250613 usm. Ne 1-7

JEKJAPAIIVIA IIPHHSATA HA OCHOBAHHNN
npomoxon ucnvimaruii Ne 8610 om 26.03.2019 HJI OO0 HL] "®APMOBOPOHA", ammecmam axxpedumayuy
POCC RU.0001.21D.JI40, Cepmugpuxam POCC FR.®PM08.C36890 om 26.03.2019

Crenanos C.C,
O©.U.0

CBEJEHHS O PETUCTPAIINA

OPTAH IO CEPTHO®HUKAITHH, 3APETHCTPHPOBABINIHANA AEK/IAPAIIHIO

RA.RU.11®M08 OPTAH ITO CEPTHOHKAIIHH NPONYKI[HH OFI[ECTBO C OI'PAHHUEHHOH
OTBETCTBEHHOCTbIO "OKPY)XHOU JEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mocxea, yr. Macmeproea, 0. 4, sm. 5, nam. I, xom. 1, adpec opzana no
cepmucpuxayuu. 115280, POCCHA, 20pod Mockea, yn. Macmepxoea, 0. 4, am. 5., men.:(493)788-02-88, ee6-
caiim. oykx.pg.

JAEKJNAPAIIAA O COOTBETCTBHH 3APETUCTPHPOBAHA M POCC RU /I-FR.®M08.4.19842/19

Jupenxo H.B.
Pyxopogurens OC




«CaHotpu BuHTpon UHgycTpua» X

1051 6ynesap UHaycTprans »

76580, Jle-Tpe, ®paHuun .

Ten.: +33 (0)2.35.05.65.00

www.sanofi.com SA N O F I

MNpasonpeemuunk «CaHocu AseHTuc», r. Jle-Tpe, ®paHuma
Cepiucukar aHanusa

[Tpoaykr: KnekcaHn, pacteop ansa Cepus:
nHbekuuh, 40 Mr/0,4 mn e
[Tpon3seneHo: 22.JHB.2019 Hcnons3oBath [0 AHB.2022
CrpaHa NpoAaKH: POCCHHCKAA Ccbinka Ha onucanue
GEJEPALIMA aHAJIMTHYECKO! METOAUKH RSielEen il
Kox B 6aze 366692 Bepcua aHanuTH4ecKoit
2
JaHHsix GMID METOJHKH
HCIIBITAHHA CINNEHUDPHKALIHH PE3YJIbTATHI
Onucanue (LTR-SOP-00046) [Tpospaunelii pacTBOp OT GecLBETHOTO A0 CoOTBETCTBYET
OneIHO-XKENTOro UBETA

OnuHcanue pacTBOpa HuokocTs npenmyilecTeeHHo Ge3 CooTBETCTBYET
DHIMYECKOE COCTOAHUE/BHAMMBIE YACTHLIbI BHIHMBIX 4aCTHIL
OnpeneneHie NOANHHHOCTH

OcaxcaeHue NpoTaMHHA cyisdaTom Kpemoro-6enniit ocagok CooTBeTcTRYET

(LTR-SOP-00015)

Yd-cnektpockonua(LTR-SOP-00015) Maxkcumym npu 231 HM + 2 HM CootBercTBYET

Hatputi (LTR-SOP-00015/Eap. chapm.) CooTBETCTBYET COOTBETCTRYET
IMpospaunocts(LTR-SOP-00015 /Eep. chapm.) He Gonee, ueM y KoHTpONnBHO#H CooTBetcTRYET

cycneHsuu 1
LisetHoCTs (LTR-SOP-00015 /E8p. chapm.) He Gonbuueit HHTEHCHBHOCTH Mo CooTBeTcTBYET
CpaBHEHHIO ¢ dTanoHaMu Y4 unu BY4
Haenexaemslii 06beM Ha 5 winpuuax
(LTR-SOP-00015/Eep. chapm.) Bonbiue unu pasen 0,40 Mn 0,41 mn
MuHumMansHbfi 06beM
MaxkcuManbHutit 00BeM Menbiue unu paseH 0,44 Mn 0,42 Mn
pH (LTR-SOP-00033 /Eep. dpapm.) 6,9
5,5-7.5

ITnotHocTs npu TeMnepatype 20 “C
(LTR-SOP-00015/Eesp. chapm.) 1,04-1,08 1,05
MexanuueckHe yacTHus! (LTR-SOP-00072)
Yucno yactHu pasMepom 10 mkm K Gonee He Gonee 6000/kouTeiiHep 1849 vacTuu Ha wnpuu
Yucno wacTH pazmepoM 25 mkM 1 Gonee He Gonee 600/koHTeliHep O yacTHU HA WNPHLL
Konnuectpentnoe onpenenenue(LTR-SOP
01803 / Egp. dapm. ghapm.,)

VrHeTeHHE akTHBHOCTH (aKToOpa

CBEPTHIBAEMOCTH KpOBH Xa ot 3600 oo 4400 ME /0,4 Mn 4007 ME/LLTIPHL]

VYrHeTeHHe akTHBHOCTH dakxTopa

CBEPTHIRAEMOCTH KpoBH Ila ot 800 mo 1400 ME / 0,4 mn 1130 ME/LLUITPHL]

OTHolueHKe BENUUHH YTHETEHHSA 3,5 (ME/unpuw) /

akTHBHOCTH dakTopor Xa/lla or3,3n053 {ME/unpuwy)
CrepuisHocTh (LTR-SOP-00242) CooTBeTcTBYET COOTBETCTRYET
BaktepuaneHeie 3HA0TOKCHHEI (LTR-SOP- Menee 100 E3/mn CootBeTcTRYET
00262)

HactoswnyM s noATBepKAai0, 4TO BRIEYKasaHHan HHOPMaLIHA ABNALTCA BepHOi 1 TouHod. MpoussoacTBo DauHoOH cepuu
MPOYKTA, BKMIOYAA YNAKOBKY H KOHTPO/Ib KAYECTBA HA COOTBETCTBYOIHX 00BEKTAX, MONHOCTLIO COOTBETCTBYET TPpeGOBAHHAM
Hamnexawe# nponssoacreentoli npaktiin (GMP) EC, MecTHBIX perynaTOpHLIX OPraHoR, a TakKe celun] HKALHAM, YKa3aHHBIM B
PerHcTpallMoHHOM YAOCTOBEPEHHH CTPAHLI-HMITOPTEPA. [To pedynbTaTaM NpoBepKH 3anucel 0 NPOHIBOACTBE, YIIAKOBKE U aHANIHIE
cepuH OLINO YCTAHORAEHO COOTBETCTBHE TpeboBanuam GMP.

B cepTrdnkaTe aHanu3a KOMIAHHH HE YKA3aHbl PE3YNIbTATE HCMIBITAHUI Ha AaHOMANBHYIO TOKCHYHOCTE M AENPECCOPHBIE BELLIECTBA.

JlauHbIe NCMLITAHKA HE BHIMONHAIOTCA Ha Mnowmaztke B ropoae Jie-Tpe.
3akmoueHue: CooTsercreyer [ata noanucu: 04 Map.2019 15:41:52
MNoarmcano papMaueBToM o1aena obecneyetms kauectsa: Touati Chafik

Jarnbtii ceprrdukar aHama GbUl NOATHCAH ¢ IOMOLULIO 3MEKTPOHHO#M noarmcy LIMS.

«Carnothn BuHrpon Inn.qycrpun- Eym:Bap UHaycTpuent, 3oH wHAyCTphent, 76560 Ne-Tpe, PpaHuvn — Ten +33 (0)2 35 05 65 00 - www.sanofi.com

Wrad-caagmips: 20 aseHo Fadsion Apow, ohpacTES & 268 DB4 384 € — 775 862 357 7012 2 — M w EIC FR 45 775 885 157
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SANOFI

HDOMHI.I.IHBHHOO KavecrBo M CODTEETCTBME rpeﬁoaanuﬂm
lpenapam KJIEKCAH®, aHanu3 memodamu SIMP-cnekmpockonuu
u konuvyecmeeHHol NP

NAPKDK despans 9, 2019

Me!, komnanua «Caxodu», noaTeepxaaem, uto npenapat KNEKCAH 40 mr cepumn 9L025C 61in npouseeaeH ¢
nobasnenveM AeNCTBYIOWIErD BELECTBa aHoKcanapuHa cepuu 18QEEA1196, KoTopblii Gbin M3roTOBNEH U3
cneaylowmux ceprin YUCTOro renapuHa:

Npenapar Jrokcanapmd, Ne cepun  |YncTe renapun, Ne cepumn NpoucxoxpeHne AMP- OrcyrcTeve
KNEKCAH, Ne renapuHa 3ArPAZHEHUA
cepun GaKTepUAMKH XKBAUHLIX
HABOTHBIX
cnexTpocko | Ananwa merogom KNUP
nuA
9L025C
P10147 18PL3843 «CNN OCA= P Q
P10147 18PL3853 «CNN OCA= P Q
P10147 18PL3854 =GN KOCA= P Q
18QEEA1196 P10147 18PL3B5S «CINN DCA: P Q
P10147 18PL3856 «CIN OCA: P Q
P10147 18PL3857 «CHN KDCA:= P Q
P10147 18PL3858 «CMN KOCA: P Q
P10147 18PL3859 «CON IOCAx P Q
P10147 18PL3862 «CMA IOCA- P Q
Pi047 18PL3865 «CMA KOCA= P Q
P10147 18PL3866 «CNMKOCA= P Q
P10147 18PL.2868 «CINN DCA= P Q

Q = COOTBETCTBYET TPEBOBAHURM, P = ucnuiraHwe npoliaeHo
KomnaHua «CaHou» sainontuna AMP-CNeXTPOCKONHIO (COrNacHo (apMakonehHuim craTbam Gaps. CLUA u EBp. dapm.) ANA BCEX CapUii MMCTOro
renapiHa, NepeyUcNeHtEIX BLIWE, W PedynbTaThl COOTBATCTEOBANU TpEGOBAHMAM OpraHnaaumMi 3APaB00OXPAHEHNA, NPKW 3TOM Nukos OSCS
(136LITOUHO CYNbhaTMPOBAHHOND XOHARONTHHCYNbhaTa) OGHAPYKEHO He Bbino. AHaNWa METOAOM KonruecTaeHHo MNLIP nposogunca Ha Bcex
cepuAx HeoBpaboTaHNGro renapuHa, YCNOMb3YEMbIX AN1A MITOTOBNEHWA KAKAOR CEPMM YHCTOrG renapnha, He 0GHADYXEHD 3arpR3HEHR
GaKTEPUAMM KBA4HBIX XUBOTHLIX. KpOME TOTO, BCE CEPHit YUCTOTO reNAPHHA MMEKT NOKAIJaTens COREPKACHNA NepMaTaHCyNbGDATA, He

npesbIWAoWME 2 % (rent-(PUNbTpaLMoHHan XpomaTorpadine)

«Caxopu Burtpon UHaycTpus», Bynesap MHAYCTpuens, 3oH uHaycTpuens, 76580 Nle-Tpe, GpaHuws —
LiivaS-casprapa

20, 800+80 Pyibicst APOH. Ao 72180, Dpaipin = ADMOHEPHOS BEUICTSS © EanuTangu 284 084 384 § — 775 862 257 Pesctp

Mapu-Hoane Kowe

MEXAYHAPOOHLIW OTAEN KAYECTBA

«Canothu tumm» — 20, AseHio PeimoH ApoH, r. AHTOHM, 92165-Cedex, ®panuus — Ten.: (33) 015571 71 71

Dakc: (33) 0155712230

WraG-xaaprupa: 82, Aparo Pacnane. 1. Menmunnn. 94255-Cedax, ®pamuma - AmonepHos ofwecTeo ¢ kanuranom 266 075 000 € — 775 662 257 Peectp
KOMMBPCAHTOD W NpeanpwaTHR r. Kpated — www.sanafi-avantis.co

Ten.: +33 (0)2 35 05 65 00 - www.sanoli.com
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Certificate of analysis /

Batch certificate SANOFI bj

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

Tél: +33 (0)2.35.05.65.00

www.ganofl.com

GMID code : LTR 366692
Material Desc. : Clexane® sclution for injection
40mg/0,4mL; 4000 anti-Xa I0/0,4mL
Prefilled syringes with safety device, 10srg/pack
Manufacturing Date : 22/Jan/2019

Lot Number : 9L025C To use before : Jan/2022
Market : RUSSIAN FED.
Method Reference : LTR PSO LOVQO4E
Method version 1 2

TESTS ~ SPECIFICATIONS ______ RESULTS

DESCRIPTION (LTR-SOP-00046) Clear, colorless to pale yellow solution Complies - Conforme

APPEARANCE OF SOLUTION

Physical form/visible particles Liquid essentially free from visible Complies - Conforme
particules
IDENTIFICATIONS
Precipitation by protamine sulfate Creamy white precipitate Complies - Conforme
({LTR-S0P-00015}
U.V. spectrum {LTR~-SOP-00015) Maximum at 231 nm +/- 2 nm Complies - Conforme
Sodium (LTR-SOP-00015 / Ph. Eur.) Conforms Complies - Conforme
CLARITY {(LTR-SOP-00015 / Ph. Bur.) Hot more than reference suspension I Complies — Conforme
COLOR {LTR-SOP-00015 / Ph. Eur.) Hot more colored than Y4 or BY4 Complies - Conforme

EXTRACTABLE VOLUME ON 5 SYRINGES
(LTR~SOP-00015 / Ph. Eur.)

Minimum vVolume Greater than or equal to 0.40 mL 0.41 ml
Maximum volume Less than or equal to 0.44 mL 0.42 ml
pH (LTR-50P-00033 / Ph. Eur.) 5.5 to 7.5 6.9
DENSITY AT 20°C 1.04 to 1.08 1.05

(LTR-S0P~00015 / Ph. Eur.}

PARTICULATE MATTER {(LTR-SOP-00072)

Number of particles greater than or 1849 p/srg
equal to 10 pm Not more than 6000

Number of particles greater than or 9 p/sryg
equal to 25 pm Mot more than 600

rap_coa_tesultats v5 172



Certificate of analysis /

Batch certificate SANOFI O

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

Tél: +33 {0)2.35.05.65.00

www.sancfi.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, 1l0srg/pack
Manufacturing Date ; 22/Jan/2019

Lot Number : 9LO25C To use before ; Jan/2022
Market : RUSSIAN FED.
Method Reference : LTR PSQO LOVO4E
Method version H4
> e - G
TESTS SPECIFICATIONS RESULTS
ASSAYS (LTR-SOP-01803 / Ph. Eur.)
anti-Xa activity 3600 to 4400 IU / 0.4 mL 4007 UI/SRG
Anti-ITa activity 800 to 1400 IU / 0.4 mL 1130 UI/SRG
Anti-Xa / Anti-IIa ratio 3.3 to 5.3 3.5 (UIL/SRG)/(UI/SRG)
STERILITY TEST (LTR-SOP-00242) Conforms Complies - Conforme
BACTERIAL ENDOTOXINS (LTR-SOP-00262) Less than 100 EU / mL Complies - Conforme

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 awthority 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 : Released

—————————— — —— E—
Decision ACCEPTED

Decision date 04/Mar/2019 15:41:52

Signad by a qualified person Touati Chafik - Pharmacist

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

rap_coa_resultats v5 27 2
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SANOFI

Industrial Quality & Compliance

CLEXANE® ANALYSIS NMR&SAX HPLC &QPCR method

PARIS February 9, 2019
We, Sanofi certify that CLEXANE 40mg Batch 9L025C manufactured with Enoxaparin batch
18QEEA1196 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 ruminant
contamination
QPCR analysis
9L026C
P10147  18PL3843 SPL USA P Q
P10147  18PL3853 SPL USA P Q
P10147  18PL3854 SPL USA P Q
P10147  18PL3855 SPL USA P Q
18QEEA1196 P10147  18PL3856 SPL USA P Q
P10147  18PL3857 SPLUSA P Q
P10147 18PL3858 SPL USA P Q
P10147  18PL3859 SPL USA P Q
P10147  18PL3862 SPL USA P Q
P10147  18PL3865 SPL UsA P Q
P10147  18PL3866 SPL USA P Q
P10147  18PL3868 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 mentioned. No ruminant contamination was found

o

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
Sidge Socal 82, Avenue Raspal - 94255 Gentlly Cedex - S.A au capial de 266 075 000 € - 775662 257 R C 3 Créteil - www sanafi-aventis &3



