JEKJIAPAITUASI O COOTBETCTBHA

AEKJTAPAHT, IPHHAMAYOIHAHN JEKJIAPAIAIO O COOTBETCTBHU

AC "Canogu Poccun” .
3apezucmpuposano : Mesicpaiionnas uscnexyus MHC Poccuu Ne39 no 2. Mockee OTPH 1027739079940 om
13.08.2002

Adpec: 125009, 2. Mocrea, yn. Teepckas, 0. 22. Teneghon/paxc: 8 (495) 721-14-00/721-14-11

B nuye: lenepanvnviii dupexmop Mone O.A.

Hosepennoe nuyo: Knoxosa 10.C., dosepennocme 6/x om 01.12.2017

3ASIBJIAET, UTO

Aexapcmeenroe cpedcmeo: Knexcan, pacmeop ons unvexyusi 2000 awmu-Xa ME/0.2 mz 0.2 MR, WRPUYLL C
3AUIUMHOTE cucmemoti uznvl (2), ynakoexu sueiikossie Kounypruvie (3), nauxu xapmonnste, PY Ne II N014462/01
om 18.09.2008 dama samenvr 20.12.2017) evidano Canogu-Aeenmuc Opance, cepus 8L347N, napmun 17820
ynaxoeox, 200ex 0o 01.04.2021, npouseodcmea Canopu Bunmpon Hudyempun, Cpanyun, Sanofi Winthrop
Industrie, Boulevard Industriel, Zone Industrielle, 76580 Le Trait, France, koo OKII2 21.20.10.131, x0d TH
| BIA 3004900002, xowmpakm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085308015 om 02.10.2018

I COOTBETCTBYET TPEBOBAHNSM
it I NO14462/01-250613 uzm. Ne 1-6

| AEKJIAPANUS IIPHHATA HA OCHOBAHIN

t npomoxon ucnermanuii Ne 2891 0 om 10.10.2018 HII 000 HI] "OAPMOEOPOHA", ammecmam
i axxpeoumayuy POCC RU.0001.21®J140, Cepmugpuxam POCC FR.OMO8.C24759 om 11.10.2018

; ,I[(A PUESITY S EKJIAPATIAM 11.10.2018
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CBEJEHMS O PETHCTPALIMH

OPI'AH ITO CEPTHOHKALINHA, 3APEIBACTPHPOBABIIHEL AEKJIAPAITHIO

RA.RU. 11 ®MO8 OPIAH IO CEPTHOHKAIIHH HIPOOVKIIHH OFIECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH I[EHTP KOHTPOJIS KAYECTBA "

aopec opzanusayuu: 115280, 2. Mocxea, yn. Macmeproea, 0. 4, sm. 5, nom. I, kom. 1, adpec opzana no
cepmudsuxayuu: 115280, POCCHA, 20pod Mocxea, yr. Macmeproea, 0. 4, am. 5., men.:(495)788-02-88, ee6-
catim: oykr.pa.

11.10.2018
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SANOFI

Canodu Banrpon Unaycrpus, @pasius
byassap Muaycrpusn, 3on Uuaycrpuois,

76580 Jle Tpo, Opanuusa

CEPTHPHKAT AHAJIA3A

Kuexcan® pacreop aas uabexumii 2000 antu-Xa ME/0.2 ma mnpans: 0.2 M -2-N5

Cepus:

8L347N

Jara usrotopnenns: 20/04/2018

Foneu no:
HA 1 N014462/01-250613

04/2021

TECT HOPMA PE3YJIBTATBI

Omnucanue FIpospausblid, oT GecLBETHOTO 10 GeAHO-KENTOTO CoOTRETCTBYET
LBETA PacTBop.

ToAnrHHOCTS

- Peakums oOpazoBanus ocagka | Kpemoro-Genslit ocanok. CooTBeTcTRYET

¢ poTaMHHa cyabkdarom

- YO cnektp MakCHMYM NOTOLEHHS TP AJIMHE BOJIHBL 231 HM CoorsetcTRYET

- KauecrBennas peaxuns Ha +/-2 HM., CooTBeTCTBYET

HaTpHi JKeatsiil kpucTanaHyeckuit ocanok.

- [pospagnocts Ilpenapar n10JKeH BBLIEPKHBATE CPABHEHHE CO CooteercTRYET
cTaHAapTHo# cycredsueti |.

- l{BeTHOCTE Ipemapat o/ KeH BBLACPKUBATDL CPABHEHHE C CooTBeTcTBYET
ITAAOHHBIM PAcTBOPOM LiBeTHOCTH Y4 unn BY4

pH 5,5-17,5. 6,6

OTHOCHTENIbHASA [UTOTHOCTD 1,04 - 1,08, 1,05

HomunaneHeiil 06BEM MusaManbhbii 06séM: > 0,20 M. 0,21 ma
MaxcHMaIBHBIH 00bEM: < 0,22 MA. 0,21 mMn

bakTepuanpHele 3HAOTOKCHHE | MeHee gem 100 ED/mn. CooTBeTCTRYET

CrepuabHOCTS ITpenapat JoneH ObITE CTEPUIILHBIM. CootBeTCTBYET

Mexanuueckne BITIOUeHHA® | MexaHudeckye BKIIOUSHHS, BUIUMBIE CooTRETCTRY ST

- BIJTIOUCHM S, BUAMMEIE HEBOOPYKEHHBIM I71430M, JOAKHBI OTCYTCTBOBATD.

HEBOOPYKEHHBIM ITIa30M 4acTHL pasMepoM > 10mK momkHO GeITE He Bonee 229

- BKJIFOUEHHA, HEBHAHMbIE 6000;

HEBOOPYKEHHBIM ITI230M -4aCTHL PazMepoM = 25MKM JIOJKHO OnITh He Bonee 0
600.

KonuvecrseHHoe onpeneneHue:

- AKTHBHOCTE aHTH-X2 1800 - 2200 ME/0,2 mn., 2061

- AKTUBHOCTD aHTu-lla 400 -700 ME/0,2 mn. 582

- Coornowienne aktiBHocte [ 3,3 - 5.3, 3,5

autu-Xa/anrtu-Ia

*- mokasatene BBefieH 10 Tpebosanuo MCKJIIC. ®upma rapanrtupyeT kadecTsO IIpemapaTta Io

YKa3aHHOMY ITOKa3aTeNo.
Vkazannas cepus

IPOH3BEACHA B

COOTBCTICTBHH ¢

JICHCTBYIOLIIMHU

TpeboBaHUsAMH

PETHCTPAITHOHHOTO JOChE W IIpaBMJIaMH Haaaexaruch IIPaKTHKH [IPOM3BOJACTBA JICKApPCTBCHHBIX

cpencts (GMP).

Kaxue-mbo 3naunmsie uim KPHMTHYCCKHC OTKJIOHCHHS OT PEriIaMEHTHPOBAaHHBIX I1apamMeTpoOB HE

3apCTUCTPHPOBAHEL

Pemenue: Brmyuien 27/09/2018

AO «Canodm Poccrsm

VYrnonuomouennoe nuno: Pierre-Paul Nicolas

Aspec: 125009, Mockia, ya. Toeperas, 22, Ten: (493) 721- 1400, dake: (4953 7211411, www.sancfiru




Certificate of analysis /
Batch certificate

SENCFI WINTHROP INDUSTRIE
151 bouleverd Industriel
76580, LE TRAIT, France
Tél: +33 (0)2.35.05.65.00
wiw . sanefi . com

Site @ LE TRATT

-

GMID code : LTR 53G578
Material Desc. : Clexane® sclution for injecticon
20mg/0, 2mL; 2000 anti-Xa IU/H,2mL
Frefilled syringes with safety device, 10srg/pack
Manufacturing Date : 20/Apr/2018
Lot Number ¢ BL347N To use before  Apr/20Z21
Market + RUSSIAN FED,
Method Refarence : LTR PSSO LOVOZE

Method version 2

RESULTS

DESCRIBTION {(LTR~SCP-C0046) lear, Colorie. C e yellow. solution . Complies - Conforme

AFPEARANCE OF SOLUTION

Physical form/visible particles Complies - Conforme

IDENTIFICATIONS
Precipitation by protamine sulfate

(LTR-50OP-0001S

Conplies - Conforme

J.V. spectrum {LTR-S0P-G0015}
Scdiwm {LTR-30P-00015 / Ph.Eur.)

“Complies - Conforme

Complies = Cenforme

CLARITY [LTR~30P-0001% / Ph. Eur.) fComplies — Conforme

COLCR (LTR-S0OP~0G0215 / Ph. Bur.) Complies «~ Cenforme

EXTRACTABLE VOLUME ON 5 SYRINGES

(LTR-3QP-00015% / Ph. Eur.)

Minimum Volume £0.21 ml

Maximum volume 0.21 ml

pH {L,TR-SOP-00033 / Ph. EBur,)

DEMSITY AT 20°C
{LYR-30P~G0015 / Ph, Eur.}

PARTICULATE MATTER {LTR-SOP-006072) :
Number of particles greater than cr : 229 pisrg
equal to 10 um '
Number of particles greater than or

egqual to 2% um

rap_coa_resultats vE 1/ 2




Certificate of analysis / -
Batch certificate S ﬁa A

SENOFI WINTEROP INDUSTRIE
iG5) boulevard Industriel
T€5580, LE TRARIT, France

TéEL: +33 (0)1Z2.35.05.65.00

WwWw . sanofi o oom

Site @ LE TRAIT

GMID code : LTR 530578
Material Desc. : Clexane® scluticn for injection
20mg /4, 2mL; 20600 anti-Xa 1070, 2mL
Prefilled syringes with safety device, llsrg/pack
Manufacturing Dats : 20/2pr/2018
LGt Number : BL347H To use kefore
Market : RUSETIAN TED.

Apr/20z1

Method Reference : LTR P3O LOVIZE
Method version -

TESTS

"RESULTS

ASSAYS (LTR-SOP-01803 / Ph. Bur.}
Anti-¥a activity 2081 Ul/SRG
582 UI/SRG

3.5 (UI/SRG)/(UI/SRG)

aAnti-IIa actiwvity

Anti-Xa / Anti-IIa ratic

STERILITY TEST {LTR-S0P-00242 / Ph. Eur. Complies - Conforme
/ UsS?)

BACTERIAL BNDCTOXINS (LTR-SOP-(GU262) Complies — Conforme

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

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

Abnormal toxicity and test for depresscrs are sbsent 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

Decision BCCEPTED
Deciszion date 27/8ep/2018 13:59:15
Signed by a qualified person Plerre-Paul Nicolas - Pharmacist

This certificate of analysis has bkeen electroniczlly sigrned from a validated LIMS,

rap_coa_resultats vE 2 /2



SANOFI

thouolnial Quality & Complinee
. CLEXANE® ANALYSIS NMR& QPCR method

PARIS September 23, 7018

We, Sanofi certify that CLEXANE 20mg Batch 8L347N was manufactured with Enoxaparin batch 18QEEB1051
which was manufactured with the following batches of pure heparin:

CLEXAN.'I'Er batch Enoxaparin batch N° Pure heparin batch N° Hepasin GRIGIN NMJF'{ Absence of ruminant
number contamination

analysis GFPCR analysis

8L347N
P10044  17PLEB2S SANOFI CHIMIE P Q
P10044  17PL6828 SANQFI CHIMIE P Q
P10048  17PL0243 SANOFI CHIMIE P Q
P10049  17PLO244 SANOQF| CHIMIE P Q
18QEEB1051 P10048  17PL0245 SANOF! CHIMIE P Q
P10051  17PL0020 SANOF! CHIMIE P Q
P10051  17PLO021 SANOFi CHIMIE F Q
P30143  17PL3671 ASPEN P Q
P#0143  17PL3676 ASPEN P Q
P10143  17PL3677 BIOIBERICA P Q
P10144  17PL1456 BIOIBERICA P Q

Q = COMPLIES P=passed

Sanofl has performed NMR 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. Furthermore all the pure
heparin balches have a dermatan sulphate rate not more than 2% (Size exclusion chromatography)

T

Marie-Nogl 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
Siege Social - 82, Avenue Raspail - 94285 Gentlly Gedex — S.A. au capital de 2686 (75 000 € - 775 662 257 R.C.S. Crélail - www,sancfi-aventis.co




