CepTudukar anaausa /
Cepruduxar Ha cepuro

SANOFI .2

IIpomsBOnCcTBeHHAasa IJomwanka: Jle Tpe
«CAHOOV BUHTPOII MHOYCTPU»
1051 OynbBap VHOyCTPUDJII
76580, Jle Tpe, dpaHLMUSA
Tem.: 33 (0)2.35.05.65.00
www.sanofi.com
Koa B 6ase gaHHbix GMID: 'LTR 366692
Onucaume : :KnekcaH, pactBop ansi
vHbekunn; 40 mr/0,4 mn;
4000 aHTn-Xa ME/0,4 mn
LLinpuubl ¢ 3aWMUTHBLIM
yctporcTteom, 10 wnp/ynak
Homep cepun © 0L271A
CTpaHa npogaxu :Poccuiickasn denepauus
[Oata npowusBoacTea: 1 22/Anp/2020
cnonb3oBaTtb A4o: : Anp 2023
Ccbinka Ha MeToanky :LTR PSO LOVO0O4E
Bepcusi meToanku :2
UCIBITAHUS CIIEHU®UKALIU PE3YJIbTATHI
OINVICAHME (LTR-SOP-00046) [IpospauHeli, OT OecuBeTHOTO NOCOOTBETCTBYyET
OJIEIHO—XEeJITOTO LiBeTa pPacTBOP
BHEIIHWMA BUI PACTBOPA:
ousnueckas dopma / BUIOMMEE KunkocTe 6e3 BUOMMEIX yacTul, COOTBETCTBYET
YaCTHULEL
TNOJIMHHOCTB
OcaxmeHye MIPOTaMMHOM KpemooBpasHb OeJEl OCaIok CooTBeTCTBYyET
cynbbarom (LTR-SOP-00015)
Y® cnexrpomerpusa (LTR-SOP- MakcumMyMm 231 HM +/- 2 HM CooTBeTCTBYyeET
00015/EBp. ®apwm.)
Harpwit (LTR-SOP-00015/EBp. CooTBeTCTyeT CooTBETCTBYyET
dapwm.)
MYTHOCTB (LTR-SOP-00015/EBp. He OGoJjee, ueM cTaHIapTHas CooTBETCTBYET
dapMm. ) cycrneHnsmusa 1
LIBETHOCTbL (LTR-SOP-00015/Esp. He 6OoJiee OKpalleHHBI, YeM CooTBETCTBYET
dapwm. ) craHmapT Y4 Vnm BY4
WU3BJIEKAEMEM OEBEM HA 5
WIPMIAX (LTR-SOP-00015/Eep.
dapm. )
MUHUMAJBLHENT 0BBeM Bonbme Jjmbo paBHo 0,40 wmi 0,41 M
MaKCHUMaJILHEM OOBEeM Menee wmiam paBhHo 0,44 M 0,41 M
pH (LTR-SOP-00033/EBp. ®apm.) 5,5-7,5 6,8
OTHOCUTEJIEHAA IIJIOTHOCTH IIPU

20°C (LTR-SOP-00015/EBp.
dapwm.)

MEXAHUYECKUE BKJIOYEHNA

Umcio yacTul pasMepoM 10 MM
iy ©oJiblie

UycJio YacTull pasMepoM 25 MKM
iy OoJsblie

KOJIMYECTBEHHOE OIIPEIEJIEHUE
(LTR-SOP-01803/EBp. ®apm.)

AKTUBHOCTBb aHTU-Xa
AKTUBHOCTb aHTuU-IIa

CoOTHOmWEHME AKTMBHOCTEN aHTU
anTu-Xa/ antu-IIa

1,04 - 1,08

He 6omee 6000

He 6Gojee 600

3600-4400 ME/0,4 mn
800-1400 ME/0,4 wmu
3,3-5,3

«CaHoodu Poccuss

Sanofi Russia A

4072 ME/mnp
1132 ME/mnp

3,6 (ME/ump) / (ME/wnp)
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Cepruduxar Ha cepuro

IIpomsBOnCcTBeHHAasa IJomwanka: Jle Tpe

«CAHOOV BUHTPOII MHOYCTPU»
1051 OynbBap VHOyCTPUDJII
76580, Jle Tpe, dpaHLMUSA
Tenm.: 33 (0)2.35.05.65.00
www.sanofi.com

Koa B 6ase gaHHbix GMID: 'LTR 366692

Onmcanne : :KnekcaH, pactBop ansi
nHbekuni; 40 mr/0,4 mn;
4000 aHTn-Xa ME/0,4 mn
LLinpuubl ¢ 3aWMUTHBLIM
yctporcTteom, 10 wnp/ynak

Homep cepun © 0L271A
CTpaHa npogaxu :Poccuiickasn denepauus
[Oata npowusBoacTea: 1 22/Anp/2020
cnonb3oBaTtb A4o: : Anp 2023
Ccbinka Ha MeToanky :LTR PSO LOVO0O4E
Bepcusi meToanku :2
UCIBITAHUSA CIIEHHIU®UKALIUN PE3YJIbTATBI
CTEPUJIBHOCTB (LTR-SOP-00242) CooTBETCTBRYyET CooTBETCBYET
BAKTEPUAJILHHE MeHbme 100 E3/mu CooTBeTCByeT
SHIOTOKCHUHH (LTR-SOP-00262)

HacrosammuMm A noATBepxkIal, YTO BhHUIeyKas3aHHada MHOopMaumsa ABJIASTCA BEPHOM M TOYHOM. JaHHasA
cepus npenapara Obljia M3TOTOBJIEHA, BKJIOUAsS YNaKOBKY/MapKMPOBKY M KOHTPOJIb KadecTBa, Ha
BBINIEYNOMAHYTEIX NPOM3BONCTBEHHBEX IJIOMAOKaX B IIOJIHOM COOTBETCTBUU C TpebobaHMAMM GMP
MECTHEIX 3aKOHOIAaTeJIbHEIX OPIaHOB BJIACTM, a TaKke CO crneumduKauuAaAMKM B PeTMCTPalMOHHOM
YOOCTOBEPEHMM CTPAaHE-MMIOPTEpPa.

AHOMaJIbHasA TOKCMYHOCTBL M MCIEITAHMSA Ha HOENPEeCCOPHEE BelleCTBa OTCYTCTBYOT B cepTudmkare
aHayM3a. JaHHBHE TeCTH He MNPOBOIATCSA Ha NPOM3BONCTBEHHOM mjomanke Jle Tpe. KoMmnanHma
TapaHTUpyeT KadvecCTBO MNPOOYKTAa IO OAaHHBIM IIOKA3aTeJIAM.

PemeHnue OIOOBEPEHO

AlaTa nNpUHSTUS pemeHs 05/Mior/2020  03:04:49

[NomnmucaHo YINOJIHOMOYEHHBIM JIMIIOM WMIN npegcraBuTeIeM Guimaraens Belen - dapmMaleBT

3TOoT CepTM@MKaT aHamnmza OB YTBEPXIEH BﬂeKTpOHHOﬁ IIOONNMCBIO Wepe3 BaJlMOMPOBAHHYI CUCTeMY
JIMMC

.

Rap_coa_results B.5


http://www.sanofi.com/

IIpuioxenne Kk ceprupuKaTy aHaIn3a
(conmpoBoauTEIBLHOE MUCHMO)

HasBaHue npogykta KnekcaH 40 mr/0.4 mn
Homep cepumn 0L271A

GMID 366692

[arta nponssoacTea 22/04/2020

Cpok rogHocTn 04/2023

Homep pervctpaumoHHOro 1 N014462/01
yaoctoBepeHus B Poccumn

AdUN(HazsaHue APU, OHoKcanapuH HaTpus
Ha3BaHve 1 agpec

npoussoaunTens)

AseHTUC MaHydakiypuHr M1 JItg
Mre Jitg CuHranyp
61 Gul Circle, Singapore 629585

Hacrosimmum s moaTBepKAaro, 4TO JaHHAs CEpusl MPOTECTUPOBAaHA IO BCEM IIOKA3aTENsIM KadyecTBa,
0003HaYeHHBIMH B crielidbukaiud HopMaTHBHON TOKYMEHTAIIMH, 3aperdcTpUpoBaHHON B Poccuiickoit
®denepaliii B HaCTOSIIIIEE BPEMS.

Hacrosimum moaTBep kIaeTcsi, YTO TaHHAS CEPUsl COOTBETCTBYET TpeOoBaHUsAM Pa3enoB «YnakoBkay u
«MapkupoBkay crienudukauu HopMaTHBHON TOKYMEHTAIINHN, 3apETHCTPUPOBAHHON B Poccuiickoit
®denepanyu B HacTOsAIIECE BpeMs ™

TTomnucs/nara: 20/08/2020
Hmst: Dumon Eric

JomxHocTs: dapmaneBT

*MapKkupoBKa B IIOJJHOM COOTBETCTBHH C IOCIETHEH OM0OpEHHOW BepcHEll MaKeTOB YITAKOBOYHBIX
MaTepUaloB U WHCTPYKIWH IO METUIIMHCKOMY HPHUMEHEHHIO. YTAaKOBKAa B IOJHOM COOTBETCTBHH CO
crienuukarmein  HopmatwBHO#t  JlokyMeHTanmmn W TIepeMEHHas WH(pOpManus HaHECeHa B
COOTBETCTBYIOIIUX HOJISX.

HoOW Poccus» |\~

Sanofi Russia AD / y
F\, Y




SANOFI WINTHROP INDUSTRIE
1051 boulevard Industriel
76580, LE TRAIT, France
Tél: +33 (0)2.35.05.65.00
www.sanofi.com

Certificate of analysis /

Batch certificate

SANOFI .2

Site : LE TRAIT

GMID code
Material Desc.

: LTR 366692

40mg/0, 4mL;

: Clexane® solution for injection
4000 anti-Xa IU/0, 4mL

Prefilled syringes with safety device, 10srg/pack

Lot Number : 0L271A

Manufacturing Date
Expiry Date

2 22/Rpr/2020
: Apr/2023

Market : RUSSTIAN FED. Method Reference : LTR PSO LOVO4E
Method version : 2
TESTS SPECIFICATIONS RESULTS ]

DESCRIPTION (LTR-SOP-00046)

APPEARANCE OF SOLUTION
Physical form/visible particles

IDENTIFICATIONS
Precipitation by protamine sulfate

(LTR-SOP-00015)
U.V. spectrum (LTR-SOP-00015)
Sodium (LTR-SOP-00015 / Ph. Eur.)

CLARITY (LTR-SOP-00015 / Ph. Eur.)

COLOR (LTR-SOP-00015 / Ph. Eur.)

EXTRACTABLE VOLUME ON 5 SYRINGES

(LTR-SOP-00015 / Ph. Eur.)
Minimum Volume

Maximum volume

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

DENSITY AT 20°C
(LTR-SOP-00015 / Ph. Eur.)

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

Clear, colorless to pale yellow solution

Liquid essentially free from visible

particules

Creamy white precipitate

Maximum at 231 nm +/- 2 nm

Conforms

Not more than reference suspension I

Not more colored than Y4 or BY4

Greater than or equal to 0.40 mL

Less than or equal to 0.44 mL

5.5 to 7.5

1.04 to 1.08

Not more than 6000

Not more than 600

Complies - Conforme

Complies - Conforme

Complies - Conforme

Complies - Conforme

Complies - Conforme

Complies - Conforme

Complies - Conforme

0.41 ml

0.42 ml -
#(*%EEZE]ﬁﬁh‘

6.7 PN

1.05
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Certificate of analysis /
Batch certificate

SANOFI WINTHROP INDUSTRIE

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

Tél: +33 (0)2.35.05.65.00

www.sanofi.com

GMID code : LTR 366692
: Clexane® solution for injection
40mg/0, 4mL; 4000 anti-Xa IU/0, 4mL
Prefilled syringes with safety device, 10srg/pack
Manufacturing Date : 22/Apr/2020

Material Desc.

Expiry Date : Apr/2023
Lot Number : OL271A
Market : RUSSIAN FED. Method Reference : LTR PSO LOVO4E
Method version : 2
> )
TESTS SPECIFICATIONS RESULTS

ASSAYS (LTR-SOP-01803 / Ph. Eur.)

Anti-Xa activity
Anti-ITa activity
Anti-Xa / Anti-IIa ratio

STERILITY TEST (LTR-SOP-00242)

BACTERIAL ENDOTOXINS (LTR-SOP-00262)

3600 to 4400 IU / 0.4 mL
800 to 1400 IU / 0.4 mL
3.3 to 5.3

Conforms

Less than 100 EU / mL

4103 UI/SRG
1150 UI/SRG
3.6 (UI/SRG)/(UI/SRG)

Complies - Conforme

Complies - 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

The current batch meets the requirements of the Normative Document currently registered in Russian Federation on
the listed quality parameters.

Decision ACCEPTED
Decision date 12/Aug/2020 14:13:39

Signed by a qualified person Dumon Eric - Pharmacist

. J

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

-~

«CaHobu Poccusa» |\ S %
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Sanofi Russia AQ //c:
~
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APPENDIX TO CERTIFICATE OF ANALYSIS (cover letter)

Product Name: Clexane 40mg / 0,4mi

Batch Number: OL271A

GMID: 366692

Manufacturing Date: 22/04/2020

Expiry Date: 04/2023

Reference number to MA registered in Russia: P N014462/01

API (name of API, name and address of manufacturing site): Enoxaparin Sodium

Aventis Manufacturing Pt Ltd
Pte Ltd Singapore
61 Gul circle, Singapore 629585

I hereby certify that this batch is tested for all quality tests indicated in the Normative Document specification

currently registered in the Russian Federation.

It is hereby certified that batch meets the requirements of Sections Packaging and Labelling of the Normative

Document specification currently registered in Russian Federation*.

; - / ; g .

Signature/Date: [ .08 .02
e
,m—f’/(/» -
Printed Name: M A f
=T TS M
Title: o= ‘ /
| NN QU Y\ Ce2L

Labelling is in full compliance with the last approved version of packaging and leaflet artworks.
Packaging is in full compliance with the Normative Document specification and variable information is located
in corresponding fields.
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