IEKJIAPAITAS O COOTBETCTBHUHA

JEKJIAPAHT, IPHHUMAIOIIHAA JEKJIAPAIIHIO O COOTBETCTBHH

AO "Canogu Poccus"

Ceedenusn o pezucmpayuu opzanusayuy: Mexcpaiionnas uncnexyus Gedepansroli Ranozoeos cayoictvt Ne 46 no
2. Mocxee 01.01.2008, OT'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepexan, 0. 22. Tenepon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye.: I'enepanvuuviit Oupexmop Mowoic O.A.

| Hoeepennoe auyo: Cmenaroe C.C., dosepernocmu 6/x om 01,12,2017

3IAABJBIET, UTO

aexapcmeentoe cpedemso: Knexcan, pacmeop oaa unvexyuii 2000 anmu-Xa ME/0.2 mn 0.2 ma, wnpuybt ¢
sauumnoii cucmemoti uznvl (2), ynaxoexu suetixosvie konmypnuie (5), nauxu kapmovinwvie, PY Ne II NO14462/01
om 18.09.2008 (dama samenwvt 20.06.2019} evidano Canogpu-Asenmuc ®panc, cepun IL621W, napmun 11043
ynaxosox, 200en do 01.08.2022, npouseodcmaa Canogpu Bunmpon Hndycmpus, @panyus, Sanofi Winthrop
Industrie, Boulevard Industriel, Zone Industrielle, 76580 Le Trait, France, koo OKIT/]2 21.20.10.131, koo TH
B2 3004900002, xonmparxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085351967 om 29.10.2019

COOTBETCTBYET TPEFOBAHMAM
II N014462/01-200619

JEKJIAPATTHS ITPEHATA HA OCHOBAHHH
npomoxon ucnmarnuii Ne 33000 om 06.11.2019 H/T 000 HI[ "PAPMOBOPOHA", ammecmam
| axxpedumayuy POCC RU.0001.21DJ140, Cepmuchuxam POCC FR.OM08.C53294 om 07.11.2019

,I[ATAMHH’ITHH JAEKJAPAIINNA 07.11.2019

JEKIIAPAIS IENCTBUTEJBHA JIO 01.08.2022
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Crenaunos C.C.
O H.0O

e

e CBEJEHHMS O PETHCTPAIIMHE

OPTAH IO CEPTHOMKAIINHA, SAPETACTPAPOBABIIAN JEKJIAPAITHIO

RA.RU.11®MO08 OPTAH ITO CEPTHOHKAIHH TPOOVKIIHH OFU[ECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPYKHOH LHIEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, ya. Macmeproaa, 0. 4, sm. 5, nom. I, kom. 1, adpec opzana no
cepmuchuxayuu: 115280, POCCHA, 20po0 Mockea, ya. Macmeproea, 0. 4, am. 5., men.:(495)788-02-88, eeb-
catim. oykx.pg.

JEKJAPAITAS O COOTBETCTBHHA 3APETHCTPHPOBAHA M POCC RU [J-FR.DdM08.A.43348/19
JATA PETHUCTPAIIAMA (7.11.2019
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«CaHodu BuHTtpon UHaycTpua»
1051 6ynbesap UHaycTpuans
76580, Jle-Tpe, ®paHuyuns

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

4

SANOFI

NpaBonpeemHuk «CaHotgun ABEHTUC>, I. Jle-Tpe, PpaHuma
[MponyxT: Knekcan, pacteop s Cepus:
Hubekunh, 20 mr/0,2 mn SL6ZIW
[IpoussegeHo: 19.Apr.2019 Hcnonb2oBars j10: Apr.2022
CrpaHa npofaxH: POCCHUHCKAA Cchbinka Ha onUcaHHe
OEJEPALIUA AHANUTHYECKON METOIMKH LTR PSO LOVO2E
Kon B baze 530578 Bepcns ananuTHdeckoit 2
naHHeIXx GMID METOIHKH
HCIIBITAHHUA CHIELIH®PHUKAITHU PE3YJIbTATEHI
Onucanue {LTR-SOP-00046) ITpospauHbIit pacTBOp OT GeCUBETHOTO A0 CootBetcTBYET
GreaHo-XenToro UBeTa

Onucanue pacTBopa Kunxocts npenmyiiecTeeHHO Ge3 CooTBeTcTBYET

Du3MHecKoe COCTONHHE/BURHMbBIE BHAHMBIX YACTHLI

HACTHL!
OnpegeneHyie NOAAHHHOCTH

OcaxgeHue npotaMiHa cynsdarom Kpemopo-Genblit ocagok CooTBeTcTBYET

(LTR-SOP-00015)

Y®-cnextpockonua(LTR-SOP-00015) Maxcumym npu 231 HM £ 2 HM CooTBeTcTBYET

Harpuii (LTR-SOP-00015/Esp. chapr.) CooteeTcTBYET CooTeeTcTBYET
[pospaunocTe{LTR-SOP-00015 /Eep. ¢papm.) He Gonee, uem y KoHTpOnsHO# CooTtseTcTBYET

cycneHsun |
Lsetnocts (LTR-SOP-00015 /Esp. hapm.) He Gonbiuetlt HHTEHCHBHOCTH 110 CootseTcTBYET
CPaBHEHHIO ¢ 3TaoHaMu Y4 unu BY4
Hienexaemslii o6beM Ha 5 mwnpHuax
(LTR-SOP-00015/Esp. hapm.) Boneie unu papeH 0,20 mn 0,21 mn
MunnManpHbli 06beM
MakcumaneHbpIf 00neM Mensite unu pases 0,22 mn 0,21 Mn
pH (LTR-SOP-00033 /Eep. dhapm.)
5.5-7,5 6,8

[ThoTHOCTEL NpH Temmneparype 20 °C
{LTR-SOP-00015/Fap. hapm.) 1,04-1,08 1,05

MexaHudeckue yactiusl (LTR-SOP-00072)
Yucno yacTHL pazMepoM 10 MkM H Dosee
Ywucmo yacTHL pa3MepoM 25 MKM 1 Hosiee

He Gonee 6000/xouTeiitep
He 6oaee 600/koHTeliHep

567 yacTHLb! HA WITPAL
3 yacTHL Ha IWIPHI

KonuuecteeHHoe onpenenenrue(LTR-SOP-
01803 / Esp. Papm. chapm.)
VYrHeTeHHEe aKTHBHOCTH haKTOpa
CBEpTHIBAEMOCTH KpoBK Xa
YrHeTeHne akTHBHOCTH dakTopa

ot 1800 mo 2200 ME /0,2 Mn

2050 ME/IIPHL]

cBepTeIBaEMOCTH kposi Ila ot 400 mo 700 ME /0,2 mn 371 ME/UIIPHL]

OTHOWEHHE BENIHYHH YTHETEHHUA 3.6 (ME/mnpuw) /

akTHBHOCTH dakTopor Xa/lla ot 3,3 o 5,3 (ME/uminpuw)
Crepunsrocts (LTR-SOP-00242) CooTBeTcTBYET CoOTBETCTBYET
BakTepuaneHslie 3HI0TOKCHHBI (LTR-SOP- Menee 100 ED/Mn CooTBeTcTBYET

00262)

HacTofwusm A noaTBepskAalo, 4TO BRILEYKA3aHHAA HEDOPMALHA ABNAETCA BepHOH M TouHo#. [Tpon3BoacTBO NaHnol CepHit POYKTA, BKNIOHAK
YMAKOBKY M KOHTPONE KAYeCTBA Ha COOTBETCTRYIOLIWX 0GBEKTAX, NOJIHOCTLIO COOTBETCTRYET Tpebosannam Hanexaueil nponseoacTeeHHOR
npakhn (GMP) EC, MECTHBIX PErynaTOpHLIX OPraHos, a TAIOKE Ceun(HKALHMAM, YKa3aHHEIM B PECHCTPALIMOHHOM YIOCTOBEPEHHH CTpacsl-
nummoprepa. Ilo pesyasTatam MpoBepkH 3anuceli 0 NPOHIBOICTBE, YIAKOBKE H BHAH3E CEPHH GBINIO YCTAHOBNEHO COOTBETCTBHE TpeGoBaHM GMP.
B cepmmdnkate ananuia koMmaHun He yKasaHbl pe3y/ETATLL HCMBITAHME HA AHOMATHHYFO TOKCHUHOCTD H IENPECCOPHBIE BellecTBa. JJaHble
HCMLITARHA HE BBIMOMHAIOTCA Ha ruTowaake B ropone Jle-Tpe.

3akntoveHne: CooTBeTCTBYET

Hara noanucu: 25.0KT.2019 17:18:16

Moanwucano dapmauesTom oTaENa oBecneyenns kavectra; Pierre-Paul Nicolas

«CaHotu BUHTpon MHAYCTpUA=, Eym.sap Mup.ycrpuenb. 3oH uHaYyCTpHENs, 76580 Ne-Tpe, Opauuun — Ten.: +33 (0)2 35 05 65 00 - www.sanofi.com
NRRAPHATI T

Wrat-caaprps” 20, as#wo Padiion Apon, Antosi £2180. Spaurapm

D M £ — T75 682 25T PoeCTP SHRMPEINTOR H

HefTip — KOy GCHOBHGIO BHAS ASATAMHOCTH 7010 2 — M w E3C FR 45 775 062 287
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SANOFI

NpoMbiwneHHoe Ka4ecTeo # COOTBETCTBHE TpeboBaHUAM

lpenapam KITEKCAH®, aHanu3 memodamu SIMP-cnekmpockonuu

u KonuyecmeexHou MNP

MAPYK 21 Oxrsbpa, 2019

Mbl, komnanus «Cakodm», noateepxaaes, 4to npenapat KIEKCAH 20 mr cepun 9L621W Gbin npowssedeH ¢
AoGaenexnem aeifcTayiowlero BellecTsa 3HokcanapuHa cepun 19QEEA1085, koTopbii Gbin U3roTOBNEH U3
cneaylowux cepuil YKCTOro renapuHa:

MNpenapat 3HokcanapuH, Ne cepuin | YucTeiid renapun, Ne cepun MponcxoxaeHne AMP- OTcyTcTave
KNEKCAH, Na renapvHa 3arpAIHEHNA
cepum GakTepuaMU KBAYHBLIX
HUBOTHEIX
cnexTpocko |Axnanua metoaom KNUP
nuR
IL621W
P1004g  19PL0O298 «CAHO®W LIKMA » P Q
P10144  {9PL1555 «BUOVBEPWUKAx» P Q
P10144  19PL1556 «BUONBEPWKA» P Q
19QEEA1085 P10144  18PL1557 «BUOWBEPHKA» P Q
P10144  19PL1558 «BUNOUEEPWUKA» P Q

Q= COOTBETCTBYET TPEBOBAHWUAM, P = ucnuraHue npoiaeHo
Komnanwa «CaHopu» BbinonHuna AMP-cnexTpoCKOMWIO {COrnacHo iapMakoneikeiM cratbam dapm, CLUA 1 EBp. (hapm.) ANA BCEX CEPUA YNCTOMD

renapwha,

NePeUMCNEHHBIX BEIWE, W Pe3yNbTaTH COOTEETCTBORANM TpeGoBaHkAM OPraHnaauwii 31PABOOXPAHEHIA, NPX 3TOM Nukoa OSCS

(3GLITOUHO CYNbGIATUPOBAHHOTO XOHAPOUTHHCYNLGDATA) OBHAPYKEHO He BbIND. AHANMS METOAOM KoNWYecTBEHHON NLP MPOBOAWMNCA Ha BCeX
CepuAx HeoGpaBoTaRHOM renapuHa, NENomnbL3yeMLIX ANA UIFOTOBNEHUA KAKAOR CEPUM YUCTORO renapuHa. He oGHAPYKEHD JArPAIHEHUA
GaKTepnamMn KBauHBIX XUBOTHBIX. KpomE TOro, 8Ce CEPUM YWCTOTC rENapiHa MMEIoT NOKa3aTent COASPHAEHNS ASPMATaHCYNbthaTa, He
NPEBLIWAIWMA 2 % (Fenb-PUNLTPALMOHHAR XPOMATOrpatuA)

Mapu-Hoane Kowe
MEXAYHAPOOHEIW OTAEN KAYECTBA

«Canotpu Wnmu» — 20, Aserio Pelimon Apon. r. AHTOHMW, 92165-Cedex, ®pamnuvn — Ten.: (33) 01 5571 71 71

dake: (33) 01557122 30
Wra6-xaaprupa: 82, AsaHo Pacnans, 1. Jentunny, 94255-Cedex, Gpanuna — AkynoHepHoe oBILECTE0 ¢ kanuTanom 266 075 000 € — 775 662 257 PeecTp
EOMMBEPCAHTOR KM NPEANLISTHRA 1. KpaTeid — www sanofi-avaentis.co

=Canodn Buntpen WaycTpuax», ByneBap WHAycTpuens, 3oH WHAYCTpHEnD, 76580 Ne-Tpe, ®paHuus — Ten.: +33 (0)2 35 05 65 00 - www.sanofi.com
Wiral-mpapTips: 20, 280e0 PRRLSH ADDr, AxTorm S2160. Spampn — AKLpORSpHGE OSUICTIO ¢ LEATI/NA 260 084 384 & = 75 882 257 P [ r Hysmep — [T"1Y 70107 — M s EIC FR 45 778 082 287




Certificate of analysis /
Batch certificate

SANOFI WINTHROP INDUSTRIE
1051 boulevard Industriel

76580, LE TRAIT,

France

Tél: +33 (0)2.35.05.65.00
www.sanofi.com

SANOFI \z

Site : LE TRAIT

[ﬁMID code
Material Desc.

Lot Number
Market

: LTR 530578
: Clexane® solution for injectiocn
20mg/0,2mL; 2000 anti-Xa IU/0,2mL
Prefilled syringes with safety device, 10srg/pack
Manufacturing Date
Expiry Date
: AL621W
: RUSSIAN FED. Method Reference
Method version

SPECIFICATIONS

H

19/Rug/2019
Aug/2022

LTR PSO LOVOZE
2

RESULTS

DESCRIPTION (LTR-SOP~00046)

{LTR=-50P-00015)
U.V. spectrum (LTR-SOP-00015)

Maximum volume

DENSITY AT 20°C
(LTR-50P-00015% / Ph. Eur.)

APFEARANCE OF SOLUTION

Physical form/visible particles Liquid essentially free from visible
particules

IDENTIFICATIONS

Precipitation by protamine sulfate Creamy white precipitate

Maximum at 231 nm +/- 2 nm

Sodium (LTR-SOP-00015 / Ph.Eur.) Conforms
CLARITY {(LTR-$OP-00015 / Ph. Eur.) Vot more than reference suspension I
COLOR (LTR~SO0P-0001S% / Ph. Eur.) Not more colored than Y4 or BYY

EXTRACTABLE VOLUME ON 5 SYRINGES

(LTR-S0P-00015% / Ph. Eur.)
Minimum Volume

Greater than or equal to 0.20 ml,
Less than or equal to 0.22 mL

pPH {(LTR-S0P-00033 / Ph. EBur.,) 5.5 te 7.5

1.04 to 1.08

PARTICULATE MATTER (LTR-SOP-00072}
Number of particles greater than or

equal to 10 pm
Number of particles greater than or

equal to 25 pm
-

Not more than 6000

Not meore than 600

Clear, colorless to pale yellow soluticn Complies - Conforme

Complies - Conforme

Complies - Conforme

Complies - Conforme

Complies - Conforme

Complies - Conforme

Complies - Conforme

0.21 ml
0.21 m1

6.8

567 p/sxg

3 p/srg

rap_coa_resultats v5
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Certificate of analysis /

Batch certificate S A N O F | \j
SANOFI WINTHROP INDUSTRIE

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

Tél: +33 (0)2.35.05.65.00

www.sanofi,com

rE&ID code : LTR 530578
Material Desc. : Clexane® solution for injection

20mg/0,2mL; 2000 anti-Xa IU/0,2mL
Prefilled syringes with safety device, 10srg/pack
Manufacturing Date : 19/Aug/2019

Expiry Date : Aug/2022
Lot Number 1 9L621W
Market : RUSSIAN FED. Method Reference s LTR PSO LOV02E
Method version : 2
y == =2 ,
TESTS SPECIFICATIONS RESULTS
ASSAYS (LTR-SOP-01803 / Ph. Bur.)
Anti-Xa activity 1800 to 2200 I1IU / 0.2 mL 2050 UI/SRG
Anti-ITa activity 400 to 700 IU/ 0.2 mL 571 UI/SRG
Anti-Xa / Anti-IIa ratio 3.3 to 5.3 3.6 (UI/SRG)/(UI/SRG)
STERILITY TEST (LTR-SCP-00242 / Ph. Eur. Conforms Complies - Conforme
/ USP}
BACTERIAL ENDOTOXINS (LTR-SOP-00262) Less than 100 EU / mL Cemplies - Conforme

- ~
I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full
compliance with the GMP requirements of the EU and with the requirements of the

Marketing Authorisation (S) of the destination country/countries.

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 : Release only for Russia country

|

ﬂ

Dacision ACCEPTED

Dacision date 25/0ct /2019 17:18:16

Signed by a qualified parson Pierre-Paul Nicolas - Pharmacist
S

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

rap_coa_resultats v5 2 .|I'r 2
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SANOFI

Industrial Quality & Compliance

CLEXANE® ANALYSIS NMR&SAX HPLC &QPCR method

PARIS October 21, 2019
We, Sanofi certify that CLEXANE 20mg Batch 9L621W manufactured with Enoxaparin batch
18QEEA1085 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
ILE621W
P10049  19PLO298 SANCFI CHIMIE P Q
P10144  19PL1555 BIOIBERICA P Q
P10144  18PL1556 BIOIBERICA P Q
P10144  19PL1S57 BIOIBERICA P Q
19QEEA1085 P10144  19PL1558 BICIBERICA 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-Noé&l 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 Sonal - 82, Avenue Raspail - 94255 Gentily Cedex - S.A au capilal de 266 075 000 € - 775 662 257 R C 5 {rétel —www sanofi-aventis.co



