AEKJIAPATINSI O COOTBETCTBHUH

AEKJIAPAHT, IPHHAMAYOIIHHA JEKJIAPAITMIO O COOTBETCTBHHA

A0 "Canogpu FPoccus”

Ceedenun o pezucmpayuu opzanusayuu: Mexcpationnan uncnexyun Gedepanvroii Hanoz08oii cmyoichvr Ne 46 no
2. Mocxse 01.01.2008, OI'PH 1027739079940, dama npuceoenus OT'PH 19.08.2002.

Aopec: 125009, 2. Mocxsa, yn. Teepekan, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvrvtii dupexmop Mownoic O.A.

Hoeepernoe nuyo: Cmenanoe C.C., dosepennocms 6/n om 01.12.2017

SAMBJAET, YTO

aexapcmeennoe cpedemso. Knexcan, pacmeop ona unveryuii 2000 anmu-Xa ME/0.2 mn 0.2 ma, wWnpuybl ¢
sawumnou cucmemoil uznvl (2), ynaxoexu Avetixogore xoumypHuie (5), nauxu kapmonnvie, PV Ne IT NO14462/01
om 18.09.2008 (dama samenwt 20.12.2017) evidano Canodu-Aeenmuc @Ppanc, cepun 8L760C, napmus 6201
ynaxoeok, zodex do 01.09.2021, npouseodcmea Canopu Bunmpon Hudyempun, Ppanyus, Sanofi Winthrop
Industrie, Boulevard Industriel, Zone Industrielle, 76580 Le Trait, France, ko0 OKITA2 21.20.10.131, koo TH
B3] 3004900002, xonmparxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic No 9085313442 om 14.11.2018

COOTBETCTBYET TPEROBAHUAM

IINOI14462/01-250613 uzm. Ne 1-7

AEKJIAPANNUSE TIPHHATA HA OCHOBAHUNA

npomoxon ucnoimanui Ne 34830 om 22.11.2018 HJT 000 HI] "PAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21BJ140, Cepmugpuxam POCC FR.OMO08.C28091 om 22.11.2018

DATANL mmmﬂ MEKJIAPAITAH 22.11.2018
HEKJIAPAXMST AEACTBATEJIBHA O 01.09.2021

,% Crenanos C.C.
wﬂ% @10

CBEJEHWS O PEFHCTPALIIA

OPTAH 1O CEPTHUQHKAINNA, 3APEIICTPHPOBABHIWI JAEKJIAPATIAIO

RA.RU.11®OM08 OPTAH 110 CEPTHOHKALIHH IIPOAVKIIHH OBLIECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "ORPYXXHOH HEHTP KOHTPOJIA KAYECTBA"

aopec opzanusayuu. 115280, 2. Mocxea, yn. Macmepxoaa, 0. 4, sm. 5, nom. I xom. 1, adpec apzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmepxosa, 0. 4, sm. 5., men, :(495)788-02-88, geb-
catim: oykr.pg,

AEKJAPAIIIA O COOTBETCTBHUH 3APEI'ICTPHPOBAHA M POCC RU A-FR.DM08.4.07891/18
AT, HCTPAIINM 22.11.2018
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«CaHodu BuHTpon UHgycTpus»
1051 byneeap WngycTpuans
76580, Jle-Tpe, ®paHums

Ten.: +33 (0)2.35.05.65.00
www.sanofi,com

SANOFI

Mpasonpeemunk «Carotu AseHTuCy, I. fle-Tpe, ®paHums

MMpoayxr: Knexcan, pacteop ang Cepus: 8L760C
HHbeKkuMi, 20 Mr/0,2 mn
TTpousseneHo; 10.09.2018 Henonszosare no: centaOps 2021 r,
CTpaHa npoaaxu; POCCHHCKASA Ccbintka Ha onyucanne
OEJEPALIMA AHATHTHYECKOH METOAHKHK LIR PSO LOVO2E
Koz B Oaze 530578 Bepcus ananurHueckoi 5
nausbeix GMID METOJHKH
HUCTILITAHHW A CIIELITUOHKATLIMN PE3YJbTATEI
Onucanue (LTR-SOP-00046) I1pospaynslif pacTBOp OT HecUBETHOTO 10 Cootaetcrayer
OneIHO-HeNTOTO UBeTa

Onncanne pacreopa HKnrixocTs npeHMylIECTBENHO Be3 CootrgeTcTRYET

DU3H9ECcKOe COCTOAHAE/BHAHMEIE BUAHMbIX YaCTHLL

4ACTHLLI
OnpeneneHue NOATHHHOCTH

OcaxneHue npoTaMiKa cyibhaToM KpemoBo-Gebtii ocanok CootBercTBYET

(LTR-SOP-00015)

Y®d-cnexrpockonus(l. TR-SOP-00015) Maxcumym npu 231 BM + 2 HM CootseTcTBYET

Harpui (LTR-SOP-00015/Eap. gpapm.) CootBeTcTRYET CooTBeTCTBYET
TTpospaunocts(LTR-SOP-00015 /Esp. papm.) He Gonee, yem y KOHTponkHoi CooteeTcTRYET

CyCnensun 1
Usernocts (LTR-SOP-00015 /Esp. hapm.) He Gosbiieli waTedcusHOCTY NO CooteeTcTBYyeT
CPaBHEHHIO € STanoHaMi Y4 win BY4
M3snexaemsrii o0bem Ha 5 winpyAuax
(L.TR-SOP-00015/Esp. hapm.) Bonblue van pased 0,20 mi 0,21 mn
MuBuManbHeii 00LeM
MakcHMansHei 00BeM Menbile wiu pasen 0,22 M 0,21 ma
pH (LTR-SOP-00033 /Esp. hapm.)
5,5-7,5 6,6

IMroThocTs Npi Temnepatype 20 °C
(LTR-SOP-00015/Egp. ghapm.) 1,04-1,08 1,05

Mexanuyeckne yactuus (LTR-SOP-00072)
Hicno yactui pazmepom 10 Mkm 1 Gonee
HHCHO 4acTHL pasMepoM 25 MKM H Sonce

He Gonee 6000/koureiinep
He bonee 600/koureiinep

182 vacTHLbE Ha wmpHIL
{0 gacTiill Ha WapwL

Konuuectsennoe onpenenenue(L TR-SOP-
01803/ Esp. ®apm. hapm.)
YrHeTeHHE aKTHRHOCTH daKTopa
CBEPTHIBAEMOCTH KPOBH Xa
Vruetenne akTHBHOCTH (akTopa

o1 1800 no 2200 ME /0,2 ma

2055 ME/LIIPHL]

CBEPTLIBAEMOCTH Xxpogru Ila ot 400 30 700 ME /0,2 Mma 571 ME/HIITPHL

OTHOLICHYE BENHYHH YTHETEHUA 3.6 (ME/mnpew) /

aKTHBHOCTH (axTopok Xa/lla or3,3 10 5.3 (ME/mmpnw)
Crepunthocts (LTR-SOP-00242) CoorteetcrRyer CoOTBeTCTBYET
BaktepnanbHbie 38A0TOKCHHE (L TR-SOP- Menee 100 E3/mn CoorsercTryer

00262)

Hacroaniem 5 NOATBEPHKARIO, YTO BhIUIEYKAZAHHAS MH(OPMALHS SBRAETCHA BEPHON 1 TOUHOI, TIpou3BOACTRO JIAKHOI cepun
NPOAYKES, BRUOUAA YIAKOBKY M KOHTPONE KG4ECTBA HA COOTBETCTRYIONIMX OTBEKTaX, OAHOCTRIO COOTBETCTBYET TpeboBanuiM
Haanexaue#i npousroacreennoil npaxtikn (GMP) EC, Mectabix PETYNSTOPHBIX OPraloE, a Takxke cnelMduKalpaM, YKa3auHbIM B

«CaHon Buntpon MKaycTpuas, Bynesap MHaycTprent, 3o MHAyCTprUens, 76580 fle-Tpe, Gpakuna — Ten.: +33 (0)2 35 G5 65 00 - www.sanofi.com

Utrat-xeaptinpa. 20. 2680 Pafkion Apon, ATar 32160, DpaHUMA -~ ARLHOHEPHOE GSUECTED C XANMTANOM 255 QB4 364 € — 776 862 257 Peecrp

T. Hawrep — Keg

BW3 ReATENLHOCTH 7010 Z — Mo p £3C FR 45 775 862 257




PerucTpatinonnom yocToBeperiy crpansl-uvaoprepa. 110 pesyastaram NPOBEPKH 3aThiCe O NPOU3BOACTEE, YITAKOBKE H aHAMM3e
cepun ObLI0 YCTAHOBICHO COOTBETCTRHE TpeGosanuam GMP.
B ceprudukate aHannia KOMNAaHuM HE YKA3aHL] Pe3yALTATH MCIBITAHMH Ha AHOMANLHYIO TOKCUYHOCTL M ACTIPECCOPHBIE BEUIECTRA.
AlaHHbIC HCTILITAHNS He BRINOJHSIOTCA KA MIIOWAIKE B Topoae Jie-Tpe.

Jakmouenne: CooTBereTRyeT Hata noanucu: 6 noaGpsa 2018 r 16:29:26

Hoanucaro hapmanertom otaena obecneuenns kauecrra: K. Knemenr {Cacciapuoti
Clement)

«Canodon Buxtpon URaycTpusy, Bynbeap MHaycTprens, 3oH vHAyCTpuenb, 76580 Ae-Tpe, dpanunn — Ten.: +33 (0)2 35 05 65 00 - www.sanofi.com

{imab-raapTupa; 20, aBedn FAAMON ApoH. AHTaxk G2160, GPaHMR — AKUMOHEPRDE OSWIECTBO € XANKTARGM 266 D84 364 € — 775 562 257 Peectp Wi T Haurep — Koy HHOMS BUAA 0102 — Ne & EBC FR 45 775 682 257




SANOFI

MNpoMbINEKHOE KAHECTEO 1 COOTEETCTRIE Tpebopanunm

lNpenapam KITIEKCAH®, aHanusz memodamu AMP-cnekmpockonuu

u konuyecmeerHot MNP
MAPYDK 3 HonBps, 2018

Mel, komnaxus «Canodun, noateepxaaem, yTo npenapat KNEKCAH 20 mr cepun BL760C 6kin nponzeeneH ©
AoBasrnennem AeiCTayIOLIero BelLecTsa aHokcanapuHa cepnt 18QEEBR1142, KOTOpbIA BbiN M3rOTOBAEH W3
CNERyIoLWMX CEPIIA YUCTOTO renapuHa;

Apenapar BHokcanapuH, Ne cepumn | YKCTHIA rerapnn, Ne cepun poucxowaenne AMP. Orcyrerave
KNEKCAH, N2 renapusa 3ArPAIHEHUR
cepuu GaKTepUAMK KBAYHBIX
HHMBOTHBIX
CNEeXTPOCKO {AHannl meTogom KNLP
NMUA
8L760C
P10043  18PL5944 «CAHOOU LMMIA» P Q
P10044  18PL8902 «CAHOOH {LIMMK» P Q
P10051 17PLOO12 «CAHOOW LWMMW» P Q
18QEEB1142 P10143 17PL3664 «ACEIEH» P Q
Pi0143  17PL3665 «ACMEH» P Q
P10144 18PL1485 «BUOUBEPUKAY P Q
P10144 18PL1487 «BUOUBEPUKA» P Q
P1G144  18PL1488 «BUOWBEPUKA» P Q
P10144  18PL1489 «BUOWNEEPUKA» P Q

Q = COOTBETCTBYET TPEEOBAHUSAM, P = ucnbimanve npoigeHo

Komnanus «Canogm» Bbinonuuna AMP-CekTpOCKONMIO (COMMacHD (hapMAKONeRkbiM CTATBAM Papm. CEUA v Esp. ddapm.) Ana soex cepnit wucToro
FeNaApuHa, REPEYMCTIEHHLIX BLILLE, ¥ PE3YRLTATL COOTRETCTBORANK TPRGOBAHNAM OPraHM3aLMiA 3APABOOXDAHEHMS, NPKH 3TOM NMkoE OSCS
(M3BLITONHO CYNbGATHPOBAHHOTD XOHAPOUTUHCYNbhaTa) OBHAPYHEHO He BhiNo. AHANNS METOAOM KCITMUYECTBERHOMR NLIP rpoBoOAMNCA Ha BCEX
cepusx HeoGpalioTaHHOTO renapuHa, KCNoNE3YEMLIX ANR NIFOTOBNEHUS KAKADH CEPUM YUCTOTO renapuia. He oSHapyXeHo JarpRaHenua
GaKTepNAMN KBAYHEIX KMBCTHBIX. KDOME TOTO, BCS CEpUM UMCTOTO FENAPIUHA UMEIOT NOXA3aTeNs CoAepXacHUA aepmaraHcynshaTta, He
APEBLILIAIOLIKA 2 % (renb-hUnbTPaUMOHHAR XPOMATOrPahUs)

Mapu-Hoane Kowe
MEXXOYHAPOLOHLIA OTAEN KAYECTBA

«Catodm Limur — 20, Aserio Pelimonr Apor, r. AHTOHW, 92165-Cedex, Opanuus — Ten.: {33Y01 557171 71
Dakc: {33) 0155712230
Wrab-vgaprupa. 82. Aserno Pacnane. . Yentnnm, 94255-Cedex. PPAHUUA — AKLMOHBEHOE GOLLECTBO ¢ KanuTanom 266 075 000 € — 775 662 257 FPeectp
KOMIMEPCEHTOR W ApeanprATal r. Kpeten — www.sanofi-aventis.co

«Carodw BuvTpon WHaycTpuas, Bynseap Waayctprens, 3oH MHIYyCTPuenb, 76580 Jle-Tpe, ®paH|.|M_R — Ten.: +33 (0)2 35 05 65 00 - www.sz2nof.com

Uirab-ksBRTHpa. 20, sberr Painon ApoH. AHTownw G260, EpamUMn — AnwaoHepHoe SEWECTRC ¢ KARMTARNK 266 D84 364 € — 775 662 257 Peectp C8 W r Hanrep — Xeg, ! ™M J0T0Z — Ne 2 EIC FR 45 775 092 257




Certificate of analysis /

Batch certificate S ﬁ% % @ ? é

Hite @ LE PRAIT

SANCFI WINTEROP INDUSTRIE
iG] boulevard ndustriel
TE580, LE TRAIT, france
Tel: 33 (0;2.35.05,65,00
Wi, sanofi.com

GMID code 1 LTR 534578
Material Desc. i Clexane® scluticn for injection

20mg /2, 2mL; 2009 anti-Xa IU/0, 2nL
Frefilled syringes with safety device, isrg/pack
Manufacturing Date : 10/S8ep/2016
Lot mumbser t BL7E0C To use befcre P Sep/2021
Marikeat : RIOZSIAN

2|
171
o

Method Reference

LTR P30 LOVOZE

Mathod version D2

DESCRIFTION (LTR-3CP-C0046) CLeéﬁ,:éﬁloriess.fp.:élé_ﬁél;qw $qiutiQﬁ Complies - Conforme

APPEARANCE OF SOLUTION

Physical form/visible particles _:Couplies - Coenforme

IDENTIFICATIONS
Precipitaticn by protamine sulfate

ILTR=-30P-(0015)

Cowplies — Conforme

J.V. spectrum (LTR-SOP-00015) Méximum at 231 nm At/ ‘Complies - Cenforme

Scdium (LTR-30P-0G2015 / Bh.Bur.) Confarms iComplies - Ceonforme

CLARITY (LTR-SOP-0001% / Ph., Euz.} ‘. Complies - Conforme

COLCR (LTR-S0P-06015 / Ph., Eur.! Complies ~ Cenforme
EXTRACTABLE VOLUME ON 5 SYRINGES

(LTR-3GP-00015 / Ph. Eur.) b
Minimum Volume Greater than or egual to 0.20 ml €.21 ml

Maximur volume Less:ﬁhanLéffeaual to .22 mL 0.21 mi
pH {LTR-SGP-10033 / Ph. Eur.)

DEHSITY AT 20°C
{(LTR-30P-C0015 / Ph. Eur.)

PARTICULATE MATTER (LTR-SOP-00072)
Humber of particles greater than cr 182 p/sry
2qual to 10 um

Number of particles greater than or

2gqual to 25 un Not more than 600

rap_coa resultats v& i1/ 2




Certificate of analysis /

Batch certificate gﬁi % @ ? E

SENGFI WINTERGP INDUSTRIE

1051 boulevard industriel Site 1 LE TRAIT
7£580, LE TRAIT, France
Tel: 433 (0)2.35.05,65.00

www . sanofl, com

GMID code 1 ITR 530578
Material Desc

i Clexane® sclutiorn for injection

20mg/0,2mL; 2000 anti-Xa IU/0, ZmlL

Frefilled syringes with safety device, i0srg/pack

Manulfactaring Date : 10/Sep/2018

Lot Mumber 1 8L7e0C To use kefcre i Sep/20Z:
Market t RUZSIAN FED.
Mathed Referance ¢ LTR P3O LOVOZE
Method version :

oS

TESTS " “SPECIFICATIONS “RESULTS

ABSAYS (LTR-SO¥-01803 / Ph. Eur.)
Anti-da activity 1800 to 2200 IU /_0 2 L
400 tO 700 EU/ O 2 mL

2855 UI/SRG
571 UI/SRG
3.¢€ {UI/SRG)/ (DI/SRG)

Anti-Ila activity

Anti-Xa / Anti-IIa ratic

STERILITY TEST (LTR~-SGP-00242 / Ph. Bur. Complies - Conforme
/ousp)

BECTERIAL ENDOTOXTHS (LTR-SOP-0C262) Less than 100 EU . {Complies ~ Cenforme

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

GMP LeQJlrenen s of the local regulatory authority and with the specificaticns in the Marketing Ruzhorisation of
the importing country. The batch processing, packaging and analysis records were reviewed to be in compliance with
GMP,

Abnormal toxicity and test for depresscrs are abscent from the company’s certificate of analysis. Those tests ars
not performed in Le Traitf site. The rwwpary ensures pvoauct gquality in respect of the parameter

Decision notes : Released

Decision ~CCEPTED
Decision date 06/Nov/Z016 16:29%:26
Signed by a qualified person Cacciapucti Clément - Pharmacist

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

rap coa_resultats v5 z /2



Industriaf Guality & Compliance

SANOF

~ CLEXANE® ANALYSIS NMR& QPCR method

PARIS November 3, 2018

We, Sancfi certify that CLEXANE 20mg Batch 8L760C was manufactured with Enoxaparin batch 18QFEB1142
which was manufactured with the following batches of pure heparin:

CLEXANE batch Enoxaparin batch N° Pure heparin batch N° Heparin ORIGIN NMR Absence of ruminant
numbar contamination
analysis CPCR analysis
8L760C
P10043  18PL5944 SANOF] CHIMIE P Q
P10044  +8PL6902 SANOFt CHIMIE P <
P10051  17PLO012 SANOFI CHIMIE P Q
P10143  17PL3664 ASPEN [ Q
18QEEB1142 P10143  17PL366S ASPEN P Q
F10144  18PL1485 BIOIBERICA P Q
P10G144  18PL1487 BIOIBERICA P Q
P10144  18PL1488 BIOIBERICA P Q
P10144  18PL1489 BIOIBERICA, P G
Q = COMPLIES P=passed

Sanofi has performed NMR tests  (as described in USP AND EP monograph)
were in compliance with Health agencies requirements with no OSCS peak de
heparin used for the manufacture of each balch of pure heparin mentionad. N
heparin batches have a dermatan suiphate rate nol more than 2% {

Siége Socral - 82, Avenue Raspail - $4255 Gentily Cedex ~ S.A. a0 capital de 266 075 000 € - 775 582 257 R.C.8. Cretail —

g

Marie-No&t Cochet
GLOBAL QUALITY

on all the batches of pure heparin described above and the resuits
tected. QPCR tests were performed on all the batches of crude

o ruminant contamination was found. Furthermore all the pure

Size exclusion chromatography)

Sanoft Chimie - 20, Avenue Raymond ARON — 92165 ANTONY Cedex — T4l - (33)01.55.71.71.71
Fax: (33) 01.55.71.22.30

www.sanali-aventis oo




