JEKJIAPAITASA O COOTBETCTBHA

JEKJIAPAHT, MIPHHUMAIOIN A JEKJIAPAITATO O COOTBETCTBHHA

AO "Canogu Poccus”

Ceedenun o pezucmpayuu opzanusayuy. Mesicpationnan uncnexyus Pedepanenoti Hano2o8ol cayxncbvi No 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoewusn OI'PH 19.08.2002.

Aodpec: 125009, 2. Mocxea, yn. Teepcxas, 0. 22. Tenegpon/chaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvnuiii dupexmop Mouxc O.A,

Hosepennoe nuyo: Cmenanoe C.C., dosepenrocmy 6/n om 01,12.2017

3ASIBJISIET, UYTO

Jnexapcmeennoe cpedcmeo. Knexcaw, pacmeop oas unvexkyusi 6000 anmu-Xa ME/0.6 ma 0.6 mn, wnpuyvi ¢
3awumuoii cucmemoii ueabl (2), ynarxoexu ruetixosvie xonmyphuie (1), nauku xapmonnvie, PY Ne IT N014462/01
om 18.09.2008 (dama samenvt 20.06.2019) eeidano Canogpu-Aeenmuc @panc, cepus 9L3I96F, napmus 5880
ynawoeox, zoden do 01.05.2022, npoussoocmea Canoghu Bunmpon Hudycmpus, ®panyus, Sanofi Winthrop
Industrie, Boulevard Industriel, Zone Industrielle, 76580 Le Trait, France, ko0 OKIIJ2 21.20.10.131, ko0 TH
B3] 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085351923 om 29.10.2019

COOTBETCTBYET TPEBOBAHMSIM

IT N014462/01-200619

JEKJIAPAITHA IIPHHSTA HA OCHOBAHHH

npomoxon ucneymanuu Ne 32970 om 06.11,.2019 HJT 000 HIL] "©APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®.J140, Cepmugpuxam POCC FR.®M08.C53291 om 07.11,2019

Crenanos C.C.
®.U.0

CBEJEHMSA O PETUCTPAIINA

OPI'AH I10 CEPTHO®HKAIIHH, 3APETHCTPHPOBABIINHI JEKJIAPAIIMIO

RA.RU.11 ®M08 OPTAH ITO CEPTHOHKALIHH ITPONVKLHH OFLJECTBO C Or PAHHYEHHOH

OTBETCTBEHHOCTBIO "OKPY)XHOH JEHTP KOHTPOJIA KAYECTBA",

adpec opzarusayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no

cepmudgbuxayuu: 115280, POCCHA, 20poo Mockea, yn. Macmepxoea, 0. 4, sm. 5., men.:(495)788-02-88, eeb-

caiim: oyxx.pg.

JAEKJIAPATTHSA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU JJ-FR.®M08.A.43342/19
PECUCTPAITHA 07,11.2019

Qld Hunenxo U.B.
nogpnés Pyxosommrens OC




«CaHogu BuHTpon UKgycTpus»
1051 6ynbeap UHaycTtpuans
76580, Ne-Tpe, ®paHuus

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

Mpasonpeemuuk «CaHodu AseHtucs, r. fle-Tpe, ®paHLus

Ipoayxkr: Knexcan® pactsop ans Cepus: 9L396F
uubekuuit 6000 antu-Xa
ME/0.6 mn wnpuus 0.6 ma-2-
N1
TMpow3eeaeHo: 17-MAH-2019 Tonen no: MAH-2022
Crpana npogaxu: [POCCHHCKAS Ccbinka Ha LTR PSO LOVO6E
QEJEPALIUA OMNHCaHHe
aHATHTHYECKOMH
METONHKH
Kon B Gaze 366693 Bepcus
nauueix GMID aHanuTHYeCKol
METOAHKH
HCIBLITAHUA CINNEMHUOUKALIMH PE3YJIbTATHI
Onucauue (LTR-SOP-00046) IMpo3paunsiit pacTeop ot GecupeTHOrO A0
PO Gnen}:w-meﬁroro LBeTa Coorsercreyer
Onucatnue pacteopa XKunkocts nperMyecTeeHHo Ge3
DH3HYeCKOe COCTOSHHE/BUANMbIE YACTHLBI BHAHMBIX YaCTHIL Cootacrerayer
Onpenenenye NoLUIHHHOCTH
Ocaxaenne npoTaMHHa cynbgaToM Kpemoso-6enpift ocanox CootsercTBYET
(LTR-SOP-00015)
Y®-cnexrpockonusa(LTR-SOP-00015) Maxkcinaym mpH 231 1M £ 2 M CootsetcTByer
Harpuii (LTR-SOP-00015/Esp. ¢papas.) CooTBeTCTBYET CooTBeTcTBYET
[TpospayHocts(LTR-SOP-00015 /Eep. ¢papm.) He Gcnee; ;:::L ‘):;::lu;'ponbuon CooTsercrayer
Lserrocts (LTR-SOP-00015 /Egp. dhaps.) He Gonbiueii HHTeHCHBHOCTH MO C
CpaBHEHHIO ¢ 3TanoHaMu Y4 wiu BY4 ik
H3pnekaembiii 06vem Ha 5 wnpuuax (LTR-
SOP-00015/Eep. dapw.) P He menee 0,60 mn 0,62 mMn
pH (LTR-S0P-00033/Esp. chapm.) 6.9
5.5-7.5 ’
[TnotHocTe NpH Temmepartype 20 °C 1.05
(LTR-SOP-00015/Eap. dhapm.) 1,04-1,08 '
Mexanuueckue yacTHUb (LTR-SOP-00072)
Yucno yactuu pasmepom 10 Mxm 1 Gonee He Gonee 6000/koHTelinep 1
Yncro yacTHIL pa3MepoM 25 MkM u Gonee He Gonee 600/xouTelinep 0
KonuvectBeHHoe onpenenenue (LTR-SOP-
01803/Esp. ghapm.)
AKTHBHOCTb aHTH-Xa ot 9000 o 11000 ME/mn lggsjf h;AE.l;::l ':?1
AKTHBHOCTb aHTH-]a ot 2000 no 3500 ME/mn 37
CooTHOIEHHe aKTHBHOCTeN aHTH-Xa/Ila ot 3,3 1o 5,3 k
Crepunesocts (LTR-SOP-00242) CooTeeTcTBYET CooTtBeTcTBYeET
g;;;;?:{anwble Jugotoxchs (LTR-SOP- Meuee 100 ES/mn CootsetcTayer

Hacroswum 5 noaTsepkaato, YT BhILIEYKa3aHHAR HHGOPMALHUA ABAAETCA BEPHON H TOMHOR. [IpOHIBOACTEO KaHHON cepiu
MPOAYKTa, BK/IIOAK yNAKOBKY H KOHTPOIIL KAYCCTBA HA COOTBETCTRYIOWMX 06BEKTAX, NOHOCTBIO COOTBETCTBYET TPEGOBANHAM
Haanexaue# npoussonctsentol npaktuku (GMP) EC, MECTHBIX PETYNATOPHEIX OPraHOB, a Takxke crneunduKauuaM, yKasaHHsIM B
PeructpaunonHoM yaocTosepeHnu cTpansl-umMnoprepa. [1o pesynbTatam npoBepkH 3amHced 0 NPOU3BOACTBE, YNAKOBKE H AHAMTHIE
cepuu BbUTo ycTanosaeHo cooTBeTcTBHe TpeGopannsM GMP.

B ceprudukare ananu3a KOMNaHHH HE YKAIAHBI PESYNBTATEI HCMBITAHHMA HA AHOMANBHYIO TOKCHYHOCTE H ACMPECCOPHBIC BELLECTBA.
JlaHHbIe HCNLITAHKS He BHIMOMHAIOTCS HA MUIOWAAKe B ropone Jle-Tpe.
3axmioyenue: CoOTBETCTBYET Hata noanucu: 12/CEH/2019 15:50:21
INoanucano ¢apmauestom otaena obecneyenns kavectsa: Touati Chafik

“Canodu Bismpon MHayeTpua=, Bynubap WraycTpwens, 301 wiaycTpwans, 76580 Me-Tpe, Gparapn - Ten : 433 (0)2 35 05 65 00 * www.sanofi.com
Wral-xpaprups: 20. 4ae40 Paiuon Apow, Axyonm 02180, Spanuma = A T i [3 286 084 384 € ~ 775 862 257 PaocTp 10uUSPCINTOR W APEANPUATA 1. HaNTEP — Koa GcHORHOND SKAS
AaeRremmocTu 7010 Z — N » E3C FR 45 775 662 267
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SANOFI

MNpomeliNeHHOe Ka48CTBO N COOTBETCTEHE TPBGOBQHHRM

lMpenapam KIIEKCAH®, aHanus memodamu SAMP-cnekmpockonuu

u KkonuyecmeexHou NP
NAPYDK Certsibps 14, 2019

Mbi, koMnanua «CaHotn», noaTeepxaaem, uto npenapat KNEKCAH 60 mr cepun 9L396F Gwin nponaseseH ¢
AoBaenexveM aeRcTeyOWero BelecTea sHokcanapuHa cepun 19QEEB1061, koTopbii Guin nsrorosnieH ua
Creayiowux CepUil YUCTORO renapuHa:

Npenapar 3woxcanapun, Ne cepuu  [YucTom renapuH, Ne cepun MpoucxoxneHue AMP- Orvcyrcrane
KNEKCAH, Ne renapuxa 3arpAIHEHNA
cepan GaxTeprAMN KBAUHBIX
MMBOTHBIX
cnexTpacko |Ananua metogom KNUP
nua
9L396F
P10044 18PLE978 «CAHOOU LLIWMIA = P Q
P10044 19PL6985 «CAHOOU LLIMMWA = P Q
P10044  19PLE986 «CAHO®H LUMA»
P10044 19PLE288 «CAHO®U WM » P Q
19QEEB1061 P10044  19PL6989 «CAHO®H LMK = P Q
P10051  18PLOOS1 «CAHOOH LMW = P Q
P10144  18PL1537 «BHOUBEPUKA» P Q
P10144  18PL1538 «EMOUBEPUKA» P Q
P10144 19PL1540 «6WONEEPHKA= P Q
P10144 19PL1541 «EUOUBEPUKA P Q
P10144 19PL1542 =BUOUNBEPWUKA» P Q

Q = COOTBETCTBYET TPEBOBAHUAM, P = ucneiraHne npoineHo

Komnanna «Canopun» eoinontuna AMP-cnexTpockonvio (cornacHo gapmakonentbiv cTateam dapm. CLUA u Eep. dapm.) ARA BCEX CEpUil YUMCTOrO
renapuHa, NepeYHCNEHHbIX BLILIE, U Pe3yNbTaThi COOTBETCTBOBANW TPEGOBAHWAM OPraHN3aLui 31 pasooXpaHeHis, Npu 3Tom nukoa OSCS
(MaBLITOUHO CYNbEHATUPOBAHHOID XOHAPONTUHCYNbGHATA) 0GHAPYNKEHO He BbIN0. AHANKI METOAOM KonuuecTaenHoi MLIP nposogunca Ha Bcex
cepuax HeoBpaBOTAHHOM reNApUHa, HCNONLIYEMbIX ANA MIFOTOBNEHUA KAKAOR CEPUM YUCTOIO renapuHa, He 0GHapYXEHO 3arpASHEHUA
GaKTepHAMM XBAYHBIX XHUBOTHLIX. KPOME TOTO, BCE CEpUM YNCTOID NeNapuHa MMEKT NOKa3aTent COASPKAeHUA AepMaTaHcynadara, He
npesbiaoLWmi 2 % (renb-HUnbTpauMoHHan XpoMaTorpadua)

Mapu-Ho3ane Kowe
MEXAYHAPOAHLIA OTAEN KAYECTBA

«Canody Wumu: — 20, AseHio Peamon ApoH, r. AHTOHM, 92165-Cedex, ®panuymna — Ten.: (33) 01557171 71
®axe: (33) 015571 22 30
Wra6-kaapTupa: B2, ABero Pacnans, r. XKenmunnu, 94255-Cedex, GpaHuma ~ Axumoreproe obwecteo ¢ xannranowm 266 075 000 € — 775 862 257 Pesctp
KOMMEPCAHTOB W npeanpusTwii r. Kpaten ~ www, sanoli-avantis.co




Certificate of analysis /

Batch certificate SANOF]| 0

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

Tél: +33 (0)2,35.05,65.00

wwwW.sanofi,.com

GMID code : LTR 366693
Material Desc, : Clexane® solution for injection
60mg/0, 6mL; 6000 anti-Xa IU/0, 6mL
Prefilled syringes with safety device, 2srg/pack
Manufacturing Date : 17/May/2019

Lot Number : 9L396F To use before : May/2022
Market i RUSSIAN FED.
Method Reference : LTR PSO LOVOGE
Method version s

TESTS SPECIFICATIONS

DESCRIPTION (LTR-SOP-00046) Clear,

lcolg:;l.éés”géﬁEgie‘-'ynl_lq_a.,ao;t;ti:op‘»]Complieu - Conforme

§
"

APPEARANCE OF SOLUTION e iR A e
Physical form/visible particles Liquid_gudentially"trég*fram‘vigibls‘ Complies - Conforme
par‘ticdiqg‘l o i

IDENTIFICATIONS !
Precipitation by protamine sulfate Creamy white preeipitqt§ A Complies - Conforme
{LTR-SOP-00015) . R ;

U.V. spectrum {LTR-SOP-00015) Maximum at 231 nm +/- 2 nm Complies - Conforme
Sodium (LTR-SOP-00015/Ph. Eur.) Conforms d : : . Complies - Conforme
CLARITY (LTR-SOP-00015 / Ph. Eur.) Mot more than reference suspension I Complies - Conforme
COLOR (LTR-SOP-00015 / Ph. Eur.) Not more colored thin: ¥4 ‘or BY4 . Complies - Conforme
EXTRACTABLE VOLUME ON 5 SYRINGES Not less than 0.60 mL ‘ 0.62 ml

(LTR-SOP-00015 / Ph. Eur.)
pH (LTR-SOP-00033 / Ph. Eur.) 5.5 Lo’ 718 i g : 6.9

DENSITY AT 20°C 1.04 to 1.08 Ny : f ’ 1.08
(LTR-SOP-00015 / Ph, Eur.) . : : 4 < - T

PARTICULATE MATTER (LTR-SOP-00072)

Number of particles greater than or L 1 p/srg
equal to 10 pm Not more than 6000 Wt
Number of particles greater than or B b .0 p/srg

equal to 25 pm Not @pré thgn 600

rap_coa_resultats v5 1/2



Certificate of analysis /

Batch certificate SANOFI \)

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

Tél: +33 (0)2.35.05.65.00

wWW, sanofi.com

GMID code : LTR 366693
Material Desc. Clexane® solution for injection

60mg/0, 6mL; 6000 anti-Xa IU/0,6mL

Prefilled syringes with safety device, 2srg/pack

Manufacturing Date : 17/May/2019

Lot Number : 9L396F To use before : May/2022
Market : RUSSIAN FED.
Method Reference : LTR PSO LOVOGE
Method version ;2
TESTS SPECIFICATIONS 2~ RESULTS ST
ASSAYS (LTR-SOP-01803 / Ph. Eur.) el R
Anti-Xa activity 9000 to 11000 IU / ai, 10532 UI/m1
Anti-IIa activity 2000 to 3500 IU / my 2844 UI/ml
Anti-Xa/Anti-IIa ratio 3.3 to 5.3 3.7
STERILITY TEST (LTR-SOP-00242) Conforms & e et Complies - Conforme
BACTERIAL ENDOTOXINS (LTR-SOP-00262) Less than 100 EU / mL R Complies - Conforme
] e oo e ——
S e — — T

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 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. 5

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

Dacision ACCEPTED
Decision date 12/Sep/2019 15:50:21
8igned by a qualified person Touati Chafik - Pharmacist

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

rap_coa_resultats v§ 2/ 2
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SANOFI

Industrial Quality & Compllance

CLEXANE® ANALYSIS NMR&SAX HPLC &QPCR method

PARIS September 14, 2019

We, Sanofl certify that CLEXANE 60mg Batch 9L396F manufactured with Enoxaparin batch

19QEEB1061 which was manufactured with the following batches of pure heparin
NMR

CLEXANE Enoxaparin batch Pure haparin batch N* Absence of
batch number N* Pure Heparin supplier analysis ruminant
contamination
QPCR analysis
OLI9EF
P10044 18PLGO7SB SANOFI CHIMIE P Q
P10044  19PL6985 SANOF) CHIMIE P Q
P10044 19PLE986 SANOFI CHIMIE P Q
19QEEB1061 P10044 15PLGE9B8 SANGFI CHIMIE P Q
P10044 19PL6989 SANOFI CHIMIE P Q
P10051  18PLOO51 SANOFI CHIMIE P Q
P10144  1BPL1537 BIOIBERICA P Q
P10144  18PL1538 BIOIBERICA P Q
P10444 19PL1540 BICIBERICA P Q
P10144 10PL1541 BIOIBERICA P Q
P10144  18PL1542 BIOIBERICA 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

=

Marie-Noél Cochet
GLOBAL QUALITY

Sanofi Chimie - 20, Avenue Raymond ARON - 82165 ANTONY Cedex = Tél. : (33) 01.55.71.71.71

Fax: (33) 01.65.71.22.30
Slbge Soclal : 82, Avenue Raspall - 94255 Genlilly Cedex - S.A. au capital de 266 075 000 € - 775 682 257 R.C.S. Crélail - www sanofi-aventis.co



