NEKJAPAIIASI O COOTBETCTBHAM

JEKJAPAHT, MIPUHAMAIONIANA AEKJIAPAITITIO O COOTBETCTBUM

AO "Canoghu Poccus"

3apezucmpuposanc : Mexcpaiionnan uncnexyus MHC Poccuu Ne39 no 2. Mocxee OT'PH 1027739079940 om
19.08.2002

Adpec: 125009, 2. Mockea, ya. Teepckas, 0. 22. Tenegon/paxc: 8 (495) 721-14-00/ 721-14-11

B auye: I'enepanvunrii Oupexmop Monowc O.A.

Hosepennoe nuyo: Knoxoea FO.C., doeepennocmv 6/1 om 01.12.2017

SAABIAIET, YTO

nexapcmeennoe cpeocmeo: Knexcan, pacmeop ona unveryuii 6000 anmu-Xa ME/0.6 mn 0.6 mMn, wnpuye: ¢
sauumHol cucmemoti uznvl (2), ynaxoexu suetixosvte konmyprvie (1), nauxu xapmonnwvie, PY Ne II N014462/01
om 18.09.2008 (0ama samenor 20.12.2017) suidano Canogpu-Asenmuc Ppanc, cepun 8L658C, napmus 5775
ynaxoeox, zoden 0o (1.07.2021, npoussodcmea Canogu Bunmpon Hudycmpus, @panyus, Sanofi Winthrop
Industrie, Boulevard Industriel, Zone Industrielle, 76580 Le Trait, France, kod OKITH2 21.20.10.131, koo TH
| B3I 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085308354 om 05.10.2018

| COOTBETCTBYET TPEBOBAHUAM
| I N014462/01-250613 usm. Ne 1-7
JEKJTAPATIAS IIPHHSATA HA OCHOBAHUH
| npomoxon ucreimanuti Ne 2925 0 om 11,10.2018 HJI OO0 HIJ "OAPMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 D140, Cepmuduxam POCC FR.OM08.C24803 om 11.10.2018
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CBEJEHMSA O PETUCTPAIIUA

| OPTAH I10 CEPTHO®HUKAILINY, SAPETMCTPHPOBABHINN JEKXJNAPATIHIO

1 RA.RU. 11 ®MO8 OPI'AH IIO CEPTHOHKAIJHH ITPONYVKI[HH OBL[ECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXXHOH IIEHTP KOHTPOJII KAYECTBA",

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

| cepmugruayuu: 115280, POCCHA, 20p0d Mockea, yr. Macmepxoea, 0. 4, sm. 5., men.:(495)788-02-88, geb-
| caiim: oyxr.pe.

' ILEKJIAPA]IH}I O COOTBETCTBHN 3APETHCTPUPOBAHA ¥ POCC RU /I-FR. DM08.A.03665/18

Huneuxo H.B.
- Pyxosogurens OC




SANOFI

Canodu Buntpon Huaaycrpus, Gpanius
byassap Unnycrpuai, 3ou Uanyctpusis,
76580 Jle Tpa, ®panius

CEPTUDHKAT AHAJIHU3A

Kiexcan® pacrrop anst ansexunii 6000 anri-Xa ME/0.6 mur mnpaust 0.6 ma-2-N1

Cepus:

8L658C

Hara usrorosiaecHns: 30/07/2018

TINojen no:

07/2021

HJIIT N014462/01-250613

TECT HOPMA PE3YJILTATHI
Omnucanne [Tpospaunniii, oT GecLBeTHOrO 10 SNIeAHO-KENTOrO CooteeTcTByeT
LBETa PacTBOp.
TTonnuaHOCTE
- Peakuns obpasoeanms ocanka | Kpemoso-Genbiii ocagok. CooreeTcTRyeT
¢ PoTaMHHA cyJibaTom
- Y@ cnekrp Maxkcnmym riornoiueHus npy AnuHe 8oaH 231 M CootrsercTRYCT
- KauecTReHHas peakuus Ha +/-2 uM. CoorserctByer
HaTpuH Kentuiif kpHcTanIMUECKHIi ocanoK.
- ITpospaunocTh Ilpenapat nomKeH BLLAEPKHBATE CPABHEHHE CO CooreetcTByeT
CTaHAaPTHOH cycneHzuei |
- LpeTHocTs ITpenapar fOTBKEH BbIAEPIKHBATH CPABHEHHE C CoorpercTRyeT
STANOHHELIM PacTBOPOM LBeTHOCTH Y4 1w BY4
pH 55-175. 6,7
OTHoCHTENILHASA IUIOTHOCTh 1,04 - 1,08, 1,05
BaxtepnaneHeie sn0TOKCHHB | Menee uem 100 ES/mn CooTeeTCTBYET
CrepuapHoOCTh Ilpenapat noiskeH ObITh CTEPHABHBIM, CooreercTByeT
HomuHaneHbil 06béM Muunmanshbiii 06bém: He Meree 0,60 m. 0,62 mn
Mexanuueckue JIOMKHBI OTCYTCTBOBATE PH BU3YATBHOM CootsercrByer
BKJIOUCHHA ¥ * KOHTpOJIE.
-BKJIIOYEHM A, BHIUMBIC - 4aCTHL pa3MepoM > 10mx
HEBOOPYKEHHBIM TIA30M A0JKHO GBITH He Gonee 6000/ kapTpuaxk;
~YACTHL] Pa3MEPOM > 25MKM NOKHO ObiTh He Gonee 183
600/ KapTpumK. 0
KonuyecTBeHHOe onpeaenenne:
- AKTHBHOCTL aHTH-Xa 9000 - 11000 ME/Mn. 16098
- AXTHBHOCTB adTH-1Ia 2000 - 3500 ME/mn. 2731
- CooTHowlenne akruBHocTel | 3,3 - 5,3, 3,7
anTH-Xa/anru-lla

*- 11oKasarens BBejeH 1o Tpebosannio MCKJIC. Mupma rapanTHpyer kauecTso npenapara 1o 3ToMy

TOKa3aTeNt0. YKazaHHas Cepis NPOU3BE/IEHa B COOTBCTCTBHH ¢ EHCTBYIOLMMY TPeGOBAHMAMH
PErACTPALIMOHHOTO I0CHE M [IPABHIAMH HAJUIEeKALIeN NIPAKTHKH TIPOM3BOACTES JIEKAPCTBEHHDIX CPEICTE
(GMP).Kakue-nubo 3HaUMMBIE MIIM KPUTHYECKHE OTKIIOHEHHS OT perlaMeHTHPOBAHHEBIX MMAPAMETPOB HE
34pPETHCTPHPORAHE.

Pemenne: Bemmymen 19/09/2018 Ynonaomodennoe auo: N.Pierre-Paul

AQ «Canodm Pocenayn
Adpee: 125009 Mockia, ya. Trepekas, 22, Ten.: (495) 721-1400. dake: (495) 721-141 1. www_sanofiTu



Sanofi Winthrop Industrie S A N O F E

Successor of Sanofi Aventis Le Trait

Produet: Clexane Solution for | Batch;
Injection 60mg / 0.6ml 8L658C
Manufactured: 30/07/2018 To use before 07/2021
Market: Method
RUSSIAN FED Reference LTR PSO LOVO6E
GMID code 366693 Met_hod 5
Version
TESTS SPECIFICATIONS RESULTS
Description (LTR-SOP-00046) Clear, colorless to pale ,
yellow solution Complies
Appearance of solution Liquid essentially free from .
Physical form/visible particles visible particules Complies
Identifications Complies
Precipitation by protamine sulfate Creamy white precipitate
(LTR-SOP-00015) _ Complies
UV Spectrum (LTR-SOP-00015) Maximum at 231 om + 2 om
Sodium (LTR-SOP-00015 / Ph. Eur.) Conforms Complies
Clarity (LTR-SOP-00015 / Ph. Eur.) Not more than reference .
suspension I Complies
Color (LTR-SOP-00015 / Ph. Eur.) Nor more colored than Y4
or BY4 Complies

Extractable Volume on 5 Syringes
(LTR-SOP-00015 / Ph. Eur.} Not less than 0.60 mL 0.62 mL

PH (LTR-SOP-00033 / Ph. Eur.)

5.5t07.5 6.7
Density at 20°C .05
(LTR-SOP-00015 / Ph. Eur.) N 1.04 10 1.08 : o
Particulate Matter (LTR-SOP-00072)
Number of particles > or = to 10 pm NMT 6000/container 183
Number of particles > or = to 25 pm NMT 600/container 0
Assays (LTR-SOP-01803 / Ph. Eur,)
Anti-Xa activity G000 to 11000 [U / mL 10098 Ul/mL
Anti-lla activity 2000 10 3500 1U / mL 2731 Ul/mL
Anti-Xa/Anti-la ratio 331053 3.7
Sterility Test (LTR-SOP-00242) Conforms Complies
Bacterial Endotoxins (LTR-SOP-00262) Less than 100 EU / mL Complies

Abnormal toxicity and test for depressors are absent from the company’s certificate of
analysis. Those tests are not performed in Le Trait site.

Packaging released date :

Conclusion:  Complies Date of signature: ks Cﬁ‘ff&"
05 {eniy
Signed by QA Pharmacist: [
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SANOFI

tndustrial Guality & Compliance

CLEXANE® . ANALYSIS NMR& QPCR method .

PARIS Sepiember 17, 2018

We, Sanofi certify that CLEXANE 60mg Batch 8L658C was manufactured with Enoxaparin batch 18QEEA1116
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
number tontamination

analysis QPCR analysis

BLESBC
P10041  18P539% SANOFI CHIMIE P Q
P10147  18PL3817 SPL USA P Q
P40147  18PL3818 SPL USA P Q
P10147  18PL3819 SPL USA P Q
18QEEA1 116 P10147  t8PL3B21 SPL USA P Q
P10147  18PL3B22 SPL USA P Q
P10147  18PL3824 SPL USA P Q

Q = COMPLIES P=passed

Sanofi has performed NMR tests (as described in ISP AND EP rmonegraph) on all the batches of pure heparin described above and the results
were in compliance with Heaith agencies requirements with no OSCS peak detecled. QPCR tests wera performed on 2% 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 batches have a dermatan sulphate rate not more than 2% (Size exclusion chromatography)
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