IEKJIAPAIISI O COOTBETCTBHAA

JEKJIAPAHT, IPUHMMAIOITAN JEKJIAPAITUIO O COOTBETCTBHH
| AO "Canoghu Poccun”
| Ceedenus o pezucmpayuu opzanusayuy: Mexcpaiionnan uncnexyus @edepanvrio nano2060d cyxucbvt Ne 46 no
| 2 Mockee 01.01,2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.
Adpec: 125009, 2. Mocxea, ya. Teepcras, 0. 22. Tenechov/chawc: 8 (495) 721-14-00/ 721-14-11
| B nuye: lenepanvuwiii dupexmop Monawe O.A.
| losepennoe nuyo: Cmenanos C.C., dogepenrocms 6/n om 01.12.2017

3ASABISIET, 9TO

nRexapemeentoe cpedcmeo: Knexcan, pacmeop ona unveryuii 4000 anmu-Xa ME/0.4 ma 0.4 ma, wnpuys! ¢
3awumHol cucmemoi uant (2), ynaxoexu syeiixogoie kovmypHbie (3), nauxu kapmonnvie, PY Ne IT N014462/01
om 18.09.2008 (0ama samenwvr 20.12.2017) ewidano Canou-Asenmuc ®@parc, cepun 8LOA3A, napmun 16964
ynarogox, zo0en oo 01.12.2021, npouseodcmea Canogu Buwmpon Hndycmpun, Opanyus, Sanofi Winthrop
Industrie, Boulevard Industriel, Zone Industrielle, 76580 Le Trait, France xod OKII[2 21.20.10.131, xo0 TH
B3X 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085321723 om 30.01.2019

COOTBETCTBYET TPEBOBAHHAM

IT NO14462/01-250613 usm. Me 1-7

JAEKJAPAITHA ITPHHSATA HA OCHOBAHNH

nponioxon ucheimanuii Ne 3130 om 07.02.2019 H/T OO0 HIf "OAPMOEOPOHA", ammecmam axxpedumayuu
POCC RU.0001.210J140, Cepmugpuxam POCC FR.PM08.C33301 om 07.02.2019

,II,AT wpﬂ JAEKJIAPAITUH 07.02.2019

‘ Nt ‘/‘ APH

Crenanos C.C.
Chb O.H.0

dexrapanm
i

CBEJEHHUSA O PETUCTPAIIMA

OPT'AH IIO CEPTHOHKAIAH, 3APETHCTPAPORA BINHI TEKJIAPAITAIO

RA.RU.11®M08 OPIAH 110 CEPTHOHKALIHH ITPONVKIIHH OBI[ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOU HEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu. 115280, 2. Mockea, yr. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1, adpec opeana no
cepmucgpuxayuu: 115280, POCCHA, 20pod Mockea, ya. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, eeb-
catim: oykx.pe.

JAEKJAPAITAS O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU JI-FR.DM08.A.15093/19

Kavan E.B.
3am. pyxoeomutens OC




«CaHocu Buntpon UHaycTpus»
1051 6yneBap WHgycTpuans
76580, Ne-Tpe, PpaHuus

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

MNpaBonpeemHuk «CaHocu AseHTUC, T, Jle-Tpe, ®paHuun

Ceprudpukar ananusa

TTpoaykT: I(nexcari, pacTBop ans Cepua: SLOA3A
HHBeKUMii, 40 Mr/0,4 Mn
[Tpou3eeneHo: 04.11ex.2018 Hcnonb3osars fo: Jek.2021
CtpaHa npoaaKu: POCCHUHCKAA Ccpinka Ha ONHcaHKHE
GEJNEPALIMA AHANMTHYECKOI METOAHKH RSB S
Kon s 6aze 366692 BepcHa aHanHTHYECKO 2
JaHHeix GMID METOAMKH
HCIIBITAHHA CHEHU®HKALIHH PE3YJIbTATBI
Onucaunne (LTR-SOP-00046) [TpospauHsiit pacTBop oT GecuBeTHOTO N0 CootBeTcTBYET
611e/1HO-KEeATOro UBeTa
OnncaHue pactBopa KuakocTe npeMMyILECTBEHHO Oe3 CooTBeTcTBYET
Du3rveckoe COCTOSHHE/BUAMMbIE YACTHLIbI BUAHMBIX YacTHL
Onpenenenne NoAMTUHHOCTH
OcaxaeHHe NPoTaMHHa cynbdaTom Kpemoso-benbiii ocagok CootsetcTBYET
(LTR-SOP-00015)
V@-cnextpockonua(LTR-SOP-00015) Maxcumym npu 231 HM + 2 M CootBeTcTBYET
Hatpuii (LTR-SOP-00015/Eap. hapas.) CoOTBETCTBYET CooTseTcTBYeT
[Npo3paunoctTe(LTR-SOP-00015 /Eap. ghapm.) He Gonee, yem y KOHTpObLHOIH CootBetcTBYET
cycneHsuH [
Lisetnocts (LTR-SOP-00015 /Eap. ¢hapm.) He 6onblue#l MHHTEHCHBHOCTH 110 CooTtseTcTBYET
CpaBHEHHIO ¢ 3TanoHaMH Y4 unu BY4
Hasnekaemslit 061em Ha 5 winpuuax
{LTR-SOP-00015/Eep. dhapm.) Bonswe unu pagen 0,40 mn 0,41 mn
MuHHManbHBIH 06BeM
MakcuMansHblil 06beM Menbiue vnn paeH 0,44 mn 0,42 mMn
pH (LTR-SOP-00033 /Eep. chapm.) 6.8
5,5-1.5
[InotHoCThL NpH Temnepatype 20 °C
{LTR-SOP-00015/Esp. dhapm.) 1,04-1,08 1,05
Mexanuueckre vactuusl (LTR-SOP-00072)
Yucno vactuu pazmepos 10 MkMm u Gonee He 6Gonee 6000/koHTeiinep 35 yacTHU HA WINpHLL
Yucno yacTHL pazMepoM 25 MM 1 Honee He Gonee 600/kouTeliHEp 0 yacTH1I Ha WNPHLL
KoniuecTseHHoe onpeaenexue(LTR-SOP-
01803 / Eep. ©@apy. chaps.)
VYruerenue akTuHOCTH dakTopa
CBEpTLIBAEMOCTH KpOBH Xa ot 3600 xo 4400 ME /0,4 mn 3919 ME/MLIPHUL
YrHeTeHHe akTHBHOCTH (akTopa
CBEPTHIBAEMOCTH KpoBH lla o1 800 no 1400 ME / 0,4 mn 1134 ME/LUTTPHL]
OTHOILIEHHE BENMHYHH YTHETEHUA 3,5 (ME/wmpuw) /
aKkTHBHOCTH akTopos Xa/lla ot 3,31035,3 {ME/winpuw)
CrepuneHOCTh (LTR-SOP-00242) CoOTBETCTBYET CooTBETCTBYET
BaktepuanpHbie 3HAOTOKCHHLI (LTR-SOP- Menee 100 E3/mn CooteeTcTBYET
00262)

Hacroswum 1 noaTeep #aalo, HTo BblllieykazaHHad HHOOPMaLHA SBAAETCA BEPHOR N TOUHOI. TIpOH3BOACTBO TaHHOH cephu
NpOIyKTa, BKAIYAK YNAKOBKY H KOHTPOb KAYECTBA HA COOTBETCTBYIOWNX 0OBEKTAX, NORHOCTHI) COOTBETCTBYET TPeGOBaHUAM

Hamnexawedi npoussoactreettodi npaktuxk (GMP) EC, MECTHBIX perynaTopHLIX OpraHoB, a Takke cneudHKALMAM, YKATaHHBIM B
Perucrpaunoniom yaoctosepesn ctpadsi-umnoprepa. o pesynbratam nposepkH 2anuceil 0 NPOH3IBOACTBE, YNAKOBKE H aHAH3E
cepuH GLINTO YCTAHOBAEHO COOTRETCTBHE TpebGobaHHaM GMP.

B ceprudpxate anannia KOMIIAHHH HE YKA3aHB PE3YNLTATLI HCMBITAHUI Ha AHOMANBHYIO TOKCHYHOCTE H AEMPECCOPHLIE BEUIECTRA.

JlanHEIe NCMBITAHKA He BRITIONHAIOTCA HA MAOWAIKe B ropoae fle-Tpe.
3axmouenune: CooTpercTByer Jlata noamucu: 21.Aue.2019 11:58:36
IMoanucatio dpapmauesToM oTaena obecneuenun kavectea: [Thep ~Iloms Hukonac (Pieme-Paul

Nicolas)
Hanuziii ceprdinar aHamsa GLUT NOANKMCAH ¢ NOMOLLBIO SNeKTPOHHONA Hoaruc LIMS,

«CaHodu Buntpon WHAyc‘TpMﬂ» Bynhsap MHAyCTpHBnb 3o ma.qycrpuenh 76580 ﬂe -Tpe, OpaHuus — Ten +33 02 35 05 65 00 - www.sanofi.com
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MpoMmLiwnesHoe kauecTeo U COOTBETCTBHE TPeGOBAHMAM

lpenapam KIIEKCAH®, ananus memodamu SAMP-cnekmpockonuu

u konnuyecmeexHHou MNP
NAPW 13 ainBaps, 2019

Mbi, komnanwa «Canodm», noaTeepxaaem, 4to npenapat KNEKCAH 40 mr cepun 8LOA3A 61n npouaseaeH ©
aobaenexnem aefcTeyloLLero BewlecTea aHokcanapuna cepun 18QEEB 1209, kotopuii GLIn MaroToBnex u3
cneayowux cepuil YUCTOro renapuHa:

Mpenapar JnokcanapuH, Ne cepun | YweTeiil renapuH, Ne cepuu Mpovcxoxgenve Ame- OrcyreTeve

KNEKCAH, Ne renapvHa 3arpR3IHEHUA

cepun DaKTepUAMA KBAYHBIX

MUBOTHLIX
cnekTpocko |Axanus meroaom KMNUP
nHA
8LOA3A
P10043  18PL5948 «CAHOOU LUIAMK- P G
P10043  18PL5949 «CAHOOU LMW P G
P10043  1BPL5950 «CAHOOU LUIKMIA- P Q
18QEEB1209 P10043  18PL5956 «CAHOOU WHAMK - P Q

P10043  18PL5959 «CAHOOU LWHAMUK - P Q
P10043  18PL5960 «CAHOOU IWAMK - P Q
£10044 18PLG911 «CAHO®UW WHUMH- P Q
P10044 18PLE913 «CAHOGW WMWK - P Q
P10044 18PL6918 «CAHO®H IWAMKU = P Q
P10044  18PLE925 «CAHOOUW LUUMK- P Q
P10044  18PL6926 «CAHO®U tWMK- P Q
Pi0044  18PLG6927 «CAHOGU LWWMK- P Q
Pi0044  18PL6932 «CAHOOU LMK+ P Q
P10044  18PLE933 «CAHOOU LLNMK - P Q
P10044  18PL6934 «CAHOOU LUIKMKA - P Q
P10049  18PLO269 «CAHOOU WM P Q
P10049  18PLO270 «CAHOOH WMWY P Q
P10049  18PL0O273 “CAHOOW LMW P Q
P10051 18PLON40 “CAHOOW LWUMK= P Q
P10143  18PL3696 =ACMNEH= P Q
P10143 18PL3697 “ACMNEH=
P10147  18PL3853 «CMNN KOCA= P Q
P10147  1BPL23865 =CNN HOCA= P Q
P10147  18BPL3866 =CNN KCA:= P Q
P10047  18PL3868 =CNN KCA:=

Q = COOTBETCTBYET TPEGOBAHWAM, P = ucnuiraHue npoiaeHo

KomnaHua «CaHotu» eeinonHuna AMP-CnekTpackonuio {COrMacHo hapMakoneiiibimM cTaTeam ®apm. CLUA v Esp. thapM.) ANA BCex CEPUA YACTOTO
renapuHa, NepeYUCNEHHBIX BEULIE, H Pe3YNLTATH COOTEETCTEOBANY TPeS0BaHHAM OpraHWaaUnA 34paBooXpaHEHWA, NpK 3Tom nukos OSCS
(M3GbiTOUHO CYNB(aTHPGBEAHHOID XOHARGUTUHCYNLDATA) OGHAPYIEHD He BbiNo. AHANWU3 METOROM konnuecTBEHHORK NLP nporoaWNCA Ha BCex
cepuAx HeoBpaboTaHHOro renapuHa, MCNoNL3IYEMLIX ANA HAFOTOB/EHWA KAXAOH CEPUM YHCTOrO renapuHa. He oSHapyKeHo JarpaRaHeHnn
GaxTepuAMK KBAUHEIX MUBOTHBIX. KpoMe TOro, BCE CEPMU HYUCTORO fenapvHa MMEIOT NOKAJaTENs COABPKAGHUA AepMaTaHcynbdaTa, He
NpesLIWaWui 2 % (rens-hrNeTpaunoHHan xpoMaTtorpadua)

Mapu-Hoans Kowe
MEXAYHAPOAHBIA OTBEN KAYECTBA
«Canodu Wumu= — 20. Asenio PeimoH ApoH, r. AHTOHW, 92165-Cedex, ®paryua — Ten.: (33) M1 5571 71 71
®arxc: (33) 0155712230

WraG-keaptupa: 82, Aseric Pacnane, f. JeHwmunny, 94255-Cadex. dpasumA - AuoHepHoe obwecTsn & sanutanom 266 075 000 € — 775 662 257 Peectp
KOMMEPCAHTOB W NPEANPUATHIA T Kperen — www.sanofi-avanlis.co

«Canogm Buntpon WuaycTpus», Byneeap Iflrm,ycrpuenb. 30H MHAYCTPHEND, 76580 Ne-Tpe, ®paHyus — Ten +33 (0)2 35 05 65 00 - www.sanoli.com

Wrati-spaprupa 0, sereg Paiason ARss, ANToMM §2160. Spirml — Aipsisrjess obqucyso & anurancy 265 034 384 £ — T75 63 25 7015 Z — Mg E3C FR 43 T8 Baz 253




SANOFI WINTHROP INDUSTRIE
1051 bouleward Industriel

Certificate of analysis /

Batch certificate

SANOFI «p

Site : LE TRAIT
76580, LE TRAIT, France
Tél: +33 (0)2.35.05.65.00
wwwW.sanofi.com
1
GMID code : LTR 366692
Material Desc. : Clexane® solution for injection
40mg/0,4mL; 4000 anti-Xa IU/0,4mL
Prefilled syringes with safety device, 1lOsrg/pack
Manufacturing Date : 04/Dec/2018
Lot Number : BLOA3A To use before : Dec/2021
Market : RUSSIAN FED.
Method Reference i LTR PSO LOVO4E
Method version 1 2
h A nnT S e e m
TESTS SPECIFICATIONS RESULTS
DESCRIPTION (LTR-SOP--00046) Clear, colorless to pale yellow solution Complies - Conforme
APPEARANCE OF SOLUTICN
Physical form/visible particles Liquid essentially free from visible Complies - Conforme
particules
IDENTIFICATIONS
Precipitation by protamine sulfate Creamy white precipitate Complies - Conforme
{LTR-S0P-00015)
U.V. spectrum (LTR-SOP-00015) Maximum at 231 nm +/- 2 nm Complies - Conforme
Sodium {LTR-SOP-00015 / Ph. Eur,) Conforms Complies - Conforme
CLARITY {LTR-SOP-00015 / Ph. Eur.) Mot more than reference suspension I Complies - Conforme
COLOR (LTR-50P-00015 / Ph. Eur.) Mot more colored than Y4 or BY4 Complies - Conforme
EXTRACTABLE VOLUME ON 5 SYRINGES
{LTR-SOFP~00015 / Ph. Eur.)
Minimum Volume Greater than or equal to 0.40 mL 0.4l ml
Maximum volume Less than or equal to 0.44 mL 0.42 ml
pH (LTR-SOP-00033 / Ph. Eur.} 5.5 to 7.5 6.8
DENSITY AT 20°C 1.04 to 1.08 1.05
{LTR-SOP-00015 / Ph, Eur.)
PARTICULATE MATTER (LTR-SOP-00072)
Number of particles greater than or 35 p/srg
egual to 10 pm Not more than 6000
Number of particles greater than or 0 p/srg

egqual to 25 pm

Not more than 600

rap_coa_resultats v5
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Certificate of analysis /

Batch certificate SANOFI \j

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

Té&l: +33 (0)2.35.05.65.00

www.sancfi.com

GMID code i1 LTR 366692
Material Desc. i Clexane® solution for injection
40mg/0, 4mL; 4000 anti-Xa IU/0, 4mL
Prefilled syringes with safety device, 10srg/pack
Manufacturing Date : 04/Dec/2018

Lot Number : QLOA3A To use before : Dec/2021
Market : RUSSIAN FED.

Method Reference 1 LTR PSO LOVO4E

Method version : 2

- ——

TESTS SPECIFICATIONS RESULTS
ASSAYS (LTR-SOP-01803 / Ph. Eur.)
Anti-Xa activity 3600 to 4400 IU / 0.4 mL 3919 UI/SRG
Anti-IIa activity 800 to 1400 IU / 0.4 mL 1134 UI/SRG
Anti-Xa / Anti-IIa ratio 3.3 to 5.3 3.5 [UI/SRG)}/{UI/SRG)
STERILITY TEST (LTR-SO0P-00242) Conforms Complies - Conforme
BACTERIAL ENDOTOXINS (LTR~SOP-00262) Less than 100 E0 / mL Complies - Conforme

-
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.

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 guality in respect of the parameter

—_— —— e e
- — S ——

Decision notes : Released

% —— Enge=—————— == - T =
Decision ACCEPTED

Decision date 21/Jan/2019 11:58:36

Signed by a qualified person Pierre-Paul Nicolas - Pharmacist

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

map_coa_resultats v5 2/ 2



GLOBAL QUALITY
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SANOFI

CLEXANE® ANALYSIS NMR& QPCR method

PARIS January 13, 2019

We, Sanofi cerlify that CLEXANE 40mg Batch 8LCA3A was manufactured with Enoxaparin batch 18QEEB1209
which was manufactured with the following batches of pure heparin:

CLEXANE balch | Enoxaparin baich N° | Pure heparin batch N° Heparin ORIGIN NMR Absence of ruminant
number contamination
analysis QPCR analysis
BLOAIA

18QEEB1208

P10043
P10043
P10043
P10043
P10043
P10043
P10044
P10044
P10044
P10044
P10044
P10044
P10044
P10044
P10044
P10049
P10049
P10048
P10051
P10143
P10143
P10147
P10147
P10147
P10147

18PL.5948
18PL5949
18PL5950
18PL5956
18PL5959
18PL5960
18PLESH
18PL6913
18PLE91S
18PLE925
18PLE926
18PLB927
18PLE932
18PL6933
18PL6934
18PL0269
18PLO270
18PL0O273
18PL0O040
18PL3686
18PLIGYT
18PL3853
18PL3865
18PL3866
18PL3368

SANOFI CHIMIE
SANOFI CHIMIE
SANOF| CHIMIE
SANOFI CHIMIE
SANOFI CHIMIE
SANOFI CHIMIE
SANOFI CHIMIE
SANOFI CHIMIE
SANOFI CHIMIE
SANOFI CHIMIE
SANOFI CHIMIE
SANCFI CHIMIE
SANCFI CHIMIE
SANCFI CHIMIE
SANOFI CHIMIE
SANOF(| CHIMIE
SANOFI CHIMIE
SANOFI CHIMIE
SANOFI CHIMIE
ASPEN
ASPEN
SPL USA
SPL USA
SPL USA
SPL USA

TOVTUVOVUDODODOOVOTUUUTDODOUTUONTDUTD

POROOOOORLLOOOOLODODLOLDODOOD

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
waere in compliance with Health agencies requirements with no OSCS peak detected. QPCR lests were performed on all the balches of crude
heparin used for Ihe manufacture of each batch of pure heparin mentioned. No ruminant contamnation was found. Furthermore all the pure
heparin batches have a dermatan sulphate rate not more than 2% (Size exclusion chromatography)

=

Marie-No&| 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
Sibge Social | 82 Avenue Raspail - 94255 Gentdly Gedex - 5.A. au capilal de 266 075 000 € - 775 662 257 R.C.S. Crétail - www sanofi-aventis.co




