JTEKJIAPAITUSI O COOTBETCTBUH

JEKJAPAHT, IPHUHUMATIOII VI TEKJAAPAIIMIO O COOTBETCTBHHI

AQ "Canogu Poccua”

Japeaucmpuposano : Meacpaiionnas uncneryus MHC Poccuu Ne39 no 2. Mockee OTPH 1027739079940 om
19.08.2002

Adpec: 125009, 2. Mocksa, yn. Teepexan, 0. 22, Tenegon.:8 (495) 721-14-00

B nuye: I'enepanvuprii dupexmop Adaman H.B.

Hosepennoe mujo: Knorosa FO.C., dosepennocme 6/ om 01.12.2017

SAMBJIAET, UTO

Aexapcmeennoe cpedecmeo: Knexcar, pacmeop ona unvexyuii 8000 anmu-Xa ME/0.8 mn 0.8 m», wnpuys: ¢
saupumnol cucmemoil uznvl (2), ynaxoexu aueiikosvie konmypuwie (3), nawxu xapmonnvie, PY Ne IT N014462/01
om 18.09.2008 (0ama nepeodopmnenus 08.12.2015) emdano Canogu-Asenmuc Oparc, cepusn 8LO6OF, napmua
7445 ynaxoeox, 200ew do 01.01.2021, npouseodcmea Canodu Bunmpon Hudycmpus, Gpanyus, Sanofi
Winthrop Industrie, Boulevard Industriel, Zone Industrielle, 76580 Le Trait, France, xod OKITNN2 21.20.10.131,
x00 TH B3] 3004900002, konmparxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 90853003509 om
27.07.2018

COOTBETCTBYET TPEEOBAHIIAM

TINQI4462/01-250613 uzm. N2 1-5

AEKAAPAITAA DIPUHATA HA QCHOBAHHAH

npomoxon ucnvimanuti Ne 2276 0 om 08.08.2018 HJI QOO0 HI] "OAPMOEQPOHA", ammecmam
axxpedumayuu POCC RU.0001.21@JI40, Cepmugpuxam POCC FR.DMOS8.C20280 om 08.08.2018

LI R
NATATIPHHATIS NEKIAPALIVN 03.05.2018
KNAPAIIMSA JEHCTBATEIBHA IO 01.01.2021
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CBEJIEHMS O PET'MICTPAIIAU

OPTAM I10 CEPTHOUKAITHH, 3APErICTPUPOBABII M JAEKJIAPAITHIO
RA.RU.11OM08 OPTAH IO CEPTHOUKAIIHH ITPONVKIJHH OFHIECTBO C OFPAHHYUEHHOH
OTBETCTBEHHOCTBIO "OKPY)XXHOH IEHTP KOHTPOJIA KAYECTRA "
aopec opzanusayuu: 115280, 2. Mocxsa, yn. Macmeprosa, 0. 4, am. 5, nom. I, xom. 1, adpec opeana no
cepmugpuxayuu: 115280, POCCHA, zopod Mocxea, yn. Macmeproea, 6. 4, sm. 5., men..(495)788-02-88, ee6-
caiim. oyxw.p.
AEKJAPATIMSE O COOTBETCTBHH 3APEI'MCTPHPOBAHA A POCC FR. DMO8. 009582
JATA PEY: ALIMH 08.08.2018
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SANOFI

Canodu Bunrpon Unaycrpus, @panims
bynssap Maaycrpuai, 3ou Ueayctpuane,

76580 Jle Tpa, ®panmus

CEPTU®MKAT AHAJIM3A

Knexcan® pacrsop a1s nasexnnii 8000 aurn-Xa ME/0.8 ma mnpuunt 0.8 m-2-N5

Cepnsg: SLO60F

Jara m3rotornenus: 31/01/2018
01/2021

Togen go:
HI ITN014462/01-250613

TECT HOPMA PE3YJILTATHI
Onucanue [1poapaunniii, o 6ecupeTHoro 1o OaenHo- CoorsercTByeT
JEJITOro LIBETA PacTBOp.
HoanunHoCT
- Peakuns 0b6paszoBalug ocajaka ¢ Kpemoro-Oenrlfi ocanox. CooreeTcTRyeT
HpOTAMUHA CYAbGATOM
- YO cnextp MakcuMyM IIOrJIOWEHHS TIPH JIHHE BOJHE 231 CooteercrByeT
HM £2HM.
- KauecTBeHHag peakuuis Ha Hatpuli | XKenTsili kpucraiinueckuii ocanok. CooTBeTcTRYET
HpospaunocTs Ipenapat nosKeH BbIASPKUBATL CPABHEHUE CO CootrercTBYET
CTaBJAPTHOH cycrensued 1.
IlgeTHOCTE Ilpenapar nonxeH BblAepXKUBATL CPABHEHHE C CootreTcTRYET
STAJIGHHBIM PACTBOPOM LIBETHOCTH Y4 i BY 4,
pH 5,5-17.5. 6,9
OTHOCUTEIBHAS [IOTHOCTh 1,04 - 1,08. 1,05
HoMmuHanbHEH 00bEM MuAanMansHblil 00béM: He MeHee 0,80 M. 0,82
BakrepHanbHble SHAOTOKCHHE Menee uem 100 ED/vn, CooTBETCTRYET
CrepunbHOCTH ITpenapar aomxeH ObITE CTEPUNLHEIM. CooTpeTcTBYET
bakTepHanbHele IHIOTOKCHHBI Menee uem 100 EQ/mn. CootsercTByeT
CrepuibHOCTD INpenapaT qomkeH OHITH CTEPHIBLHBIM. CooTBeTcTBYET
Mexannyeckue BraOUYeHHR* MexaHuUecKHe BKIIOYEHHS, BUAUMBIE CoorteercTByeT
- BKJIIOYEHHA, BUIHUMBIE HEBOOPYXKEHHBIM T7Ta30M, JIOKHEI
HEBOOPYKEHHBIM I'J1a30M OTCYTCTBOBATE.
- BKJIKOUEHHS, HEBHHMEIE HACTUL pazMepoM = 10Mk A0mKHO OBITEL He Donee 19
HEROOPYKEHHEIM TTIA30M 6000;
~YACTHL] PA3MEPOM > 25MKM IOMHKHO OBITH He 0
Gonee 600.
KonuuecteeHHOE onpenenchne;
- AKTHBHOCTb aHTH-Xa 9000 — 11000 ME/mn. 10213
- AKTHBHOCTS aHTH-Ila 2000 - 3500 ME/Mn, 2 809
- CoOTHOIIEHHE aKTHBHOCTEH 33-53, 3,6

anTH-Xa/antu-I1a

*- nokazarens Beezied no TpeGoranuio MCKJIC. ®upma rapaHTHpyeT KauecTBO NpenapaTa Nno yKazaHHOMY

NMOoKa3aTenmo.

AL «Canodin Poccig»

Aapec: 123009, Mockra, v, Teeperas. 22, Ten: (493) 721-1400. dbake: (495) 721-14 11 www sanofirg




SANOFI

Canodm Buntpon Muayctpus, Opanups
bynssap Unnycrpuan, 3ou Unaycrpusis,
76580 Jle Tpa, ®panmus
CEPTHO®UKAT AHAJIM3A

Kaexcan® pacreop mas unbexuuii 8000 antn-Xa ME/0.8 ma mnpuus! 0.8 ma-2-N5

Cepusn: 8LO60F
Hara uzrorosacaus: 31/01/2018
Tonen no: 01/2021

HJI TT N014462/01-250613

TECT HOPMA PE3YJBTATHI

YKasaHHas cepys POU3BEAEHA B COOTBETCTBHH C ASHCTBYIOLMMA TPeGoBaHUAMH PETHCTPAaHORHOTO
A0ChE ¥ NIPaBUJIAMU HAZIEXKAMCH IPAKTHKM TIPOM3BOCTRA JIEKapCTBEHHBIX cpencTs (GMP).

Kakue-n1160 3HauKMbIe HAM KPHTHUECKHE OTKIOHEHHS OT PerNaMeHTHPOBAHHDIX rnapaMeTpoR He
3apPETHCTPHPOBAHKI.

Pemenue: Bemymen 23/07/2018 Ynongomouennoe nuno: E. DUMON

AL «Capodin Pocens»
Adpeer 123009, Mocksa va, Taeperas. 220 Ten: (495) 7211300, dake: (4933 721141 1. www.sanalirg



Sanofi Winthrop Industrie

Successor of Sanofi Aventis Le Trait

SANCOFI

Product: Clexane Solution for Batch:
Injection 80mg / 6.8m) BLOGOF
Manufactuyred: 31/01/2018 To use before 01/2021
Market: RUSSIAN FED Method LTR PSO LOVOSE
Reference
GMID coade 366694 Met.hod 1
o Version
TESTS SPECIFICATIONS RESULTS
Description (LTR-SOP-00046) Clear, colorless to pale Combli
yeliow solution omphes
Appearance of solution Liquid essentially free from )
Physical form/visible particles visible particules Complies
Identifications
Precipitation by protamine sulfate Creamy white precipitate Complies
(LTR-SOP-00015) . _
UV Spectrum (LTR-SOP-00015) Maximum at 231 nm + 2 nm Complies
Sodium (LTR-SOP-00015 / Ph. Eur.) Conforms Complies
Clarity (LTR-SOP-00015 / Ph. Eur.) Not more than reference Comli
suspension 1 omphes
Color (LTR-SOP-00015 / Ph, Eur.) Nor more colored than Y4 Complies
or BY4
Extractable Volume on § Syringes
{LTR-SOP-00015 / Ph. Eur.) Not less than 0.80 mL 0.82 mL
pH (LTR-SOP-00033 / Ph. Eur.)
6.9
551075
Density at 20°C 1.05
(LTR-SOP-00015 / Ph. Eur.) 1.04 to 1.08 '
Particulate Matter (LTR-SOP-00072) |
Number of particles > or=to 10 pm NMT 6000/container 09
Number of particles > or = to 25 pm NMT 600/container
Assays (LTR-SOP-01803/ Ph. Eur.)
Anti-Xa activity 9000 to 11000 1L / mL. 10213 U/mL
Anti-lla activity 2000 to 3500 1U / mL 2809 Ul/mL
Anti-Xa/Anti-lla ratio 331053 3.6
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: 16/07/2018

Conclusion: Complies

Date of signature: 2 .?)',f i / AY

Signed by QA Pharmacist; . 7
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SANOFI

Industrial Guality & Compliance

CLEXANE® ANALYSIS NMR& QPCR methoc

PARIS July 1, 2018

We, Sanofi certify that CLEXANE 80mg Batch 8LOG0F was manufactured with Enoxaparin batch 17QEER1192
and 17QEEB1213 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 contamination
analysis QPCR analysis
BLOGOF
P10044  17PLET7E4 SANCFI CHIMIE P Q
P10044  17PL6765 SANOFI CHIMIE P Q
P10044  {7PLGTES SANOF] CHIMIE P Q
P10044  47PLE767 SANOF! CHIMIE P Q
0044 1 SANOF! CHIMIE P e}
1 TQEEBT 192 »F;; 0044 1:5::2;28 SANOF| CHIMIE P G
P10C44  17PLET70 SANOFI CHIMIE P Q
P10048  17PL0233 SANOFI CHIMIE P Q
P10048  17PL0234 SANOF| CHIMIE P Q
P10049  17PL0236 SANOF] CHIMIE P Q
P10049  17PLO237 SANQOF! CHIMIE P Q
P10051  17PLOO12 SANOF| CHIMIE P Q
10143 17213664 ASPEN P o]
F10143  17PL3665 ASPEN P Q
F10143  17PL3666 ASPEN = o)
P10147  17PL3742 SPL USA P Q
P1G147 17PL3743 SPL USA P Ie]
P10147  17PL3744 SPLUSA P Q
P10147  17PL3745 SPL USA P a
P10043  17PL5O1S SANOFI CHIMIE P (o)
P10044  17PL6BCS SANOFI CHIMIE P ]
P10144  17PL6BOB SANOFI CHIMIE P Q
P10044  17PL6EBO8 SANOFI CHIMIE P Q
P10044  17PLEBOYO SANOF! CRIMIE ] o}
P10044  17PL8811 SANGOF| CHIMIE P Q
17QEEB1213
Q = COMPLIES P=passed

Sanofi 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 batches have a dermatan sulphate rate not more than 2% (Size exclusion chrematography)

T
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GLOBAL QUALITY
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