Certificate of analysis / |
Batch certificate SANOFI
SANOFYL WINTHROP INDUSTRIE

1081 boulevard Industriel fite : LE TRALT
76580, LE TRAIT, France

Tél: +33 (0)2.35.05.65.00

www . sanofil . com

GMID code v LTR 556719
Material Desc. t Clexane® solution for injection
C20mg/0,2rL; 2000 anti-Xa IU/0,2nL
Prefilled syringes with safety device, 10srg/pack
Manufacturing bate : 11/8ep/2020
Lot Number : 0L6241L Expiry Date : Aug/2023
Market ¢ UKRAINE
Manufact. Aut. n®: M 20/098 Method Reference : LTR P50 LOVOZE
Method version t 2
TESTS SPECIFICATIONS RESULTS
CHARACTERISTICS (LTR-S0P=00046} Clear, colorless to pale yellow solution Complies = CTonforme
IDENTIFICATIONS
Precipitation by protamine sulfate Creamy white precipitate Complies =« Conforme
(LTR-SOP~-00015)
U.V. spectrum (LTR~SOP-00015) Maximum at 231 nm +/= 2 nm Complies « Conforme
Sodium (LIR-SOP-00015/Ph, Eur.) Gonforms Complies - Conforme
CLARITY (LTR-50P-00015 / Ph, Bur.) Not more than reference suspension I Conplies - Conforme
COLOR (LTR-S0P=00015 / Ph., Eur.) Mot more colored than Y4 or BYY Conplies - Conforme
EXTRACTABLE VOLUME ON 5 SYRINGES
(LTR-80P-00015 / Ph. Bur.}
Minimum volume Greater than or equal to 0.20 ml 0.21 mi
Maximum volume Less than or egual to 0.22 mL 0.21 m}
pH (LTR-80P~0Q0033 / Ph., PBur,) 5.5 to 1.5 6.9
RELATIVE DENSITY 1.04 to 1.08 1,08
(LTR~S0P-00015 / Ph. Bux,}
PARTICULATE MATTER (LTR-S0P-00072)
Humber of particles greater than or Not more than 6000

aequal to 10 pm
Number of particles greater than or Not more than 600
equal to 25 pm

s ol

e,
I

rap_voa_resultata vb 1/ 2




Certificate of analysis /

Batch certificate S A N O F é Y
SANOFY WINTHROP INDUSTRIE

10581 boulevard Industriel Hite : LE TRALIT
76580, LE TRAIT, France

Tél: 433 (0)2.35.05.65.00

www . sanofi . com

GMID code ; TR 556719
Material Desc. : Clexane® solution for injection
20myg/ 0, 2mL; 2000 anti-Xa IU/0,2mL
Prefilled syringes with safety device, 10srg/pack
Manufacturing bate : 11/8ep/2020

Lot Number : 0L624L Expiry Date : Aug/2023

Market : UKRAINE

Manufact. Aut. n®: M 20/098 Method Reference : LTR PS5O LOVO2E
Method version : 2

TESTS SPECIFICATIONS RESULTS

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

Anti-~Xa activity 1800 to 2200 1U / 0.2 nbL 2039 UI/SRG

Anti-ITa activity 400 to 700 IU / 0.2 mL 574 UI/SRG

Anti«Xa/Anti~ITa ratio 3.3 to 5.3 3.6 (UI/SRG)/(UI/SRG)

STERILITY TEST (LTR-$S0P=«00242) Conforms Complies « Cenforme

BACTERIAL ENDOTOXINS (LTR-S0P-00262) Less than 100 EU / 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 gquality 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 .,

A T I ST AR T T T T o R ...~
B N O

Decision notes : Released

Decision ACCEPRPTED
Dacision date 08/Faek/2021 18:09:586

Signed by a qualified person Guimaraens Belen = Pharmacist

This certificate of analysis has been electronically signed from a validated LIMS.
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(Ha Guranxy Canodi)
Canodi Binrpon Inpacrpia Mepeknag
Hacrynuuk Canodi Asenric flbo Tpe

CEPTUDIKALIIMHA 3AHBA
[0 niyeHsii Ha nikapcbkuii 3aci6
BupobHuua nivexsis M20/098

Hasea npenapary: KIEKCAH®
PosunH ans iv'ekuin 10000 avtu Xa MO/Mvmn 0,2 mn

(20Mr/0,2Mn) y LUINPUL-F038X (3 3aXUCHOK CUCTEMOKD FOFIKU
Ne10 (2x5) y Gnicrepax

UA/7182/01/01
Cepisi Ne: 0L624L
Hara BurorosneHus: 11/09/2020
MNpuparaum [o: 08/2023
Kpaina imnoprep Ykpaina

Canodpi Bintpon IHgacTpia
. 1051 BynbBap Engycrpiens,
Anpeca BupobHuka: 76580 IO TPE,
dpanuis
“‘Aanum sacsiguyemo fana cepis 6yna BupobneHa, BKITIOHAOUM NaKyBaHHS, MapKyBaHHS,

KOHTPONbL SIKOCTI Y NOBHIM BignosigHocTi 3 npasunamm GMP | BumMoramu mMicuesoro
PerynsaropHoro oprany”

Kinekicrb ynakorok, wo susHani signosigHumu: 20 574 ynakosok (10 wnpuyis/ynakosky)

Npumirka: Liucpposuit kop (Homep npoTokony cepir), wo Micrses Ha Ceprudikari aHaniay Ans roroBoro NiKApeLKoro
3acoby neper HOMEPOM Cepii, He € YaCTUHOID HOMEDPY Cepil Ta BUKOPUCTOBYIOTHEH JMLIE ANs BHYTPILHBLOY iHdopmaniy

Migrorosneno: PYCCENDL H. [ROUSSEL NJ Hara sunycky: 12/02/2021

Mignucawno: Jleman AnsGepik [Leman Albéric]
(YnosHoBaxeHa ocoba [posisop)
(nijmrsc)

(ma ogiuiiinomy Gnanxky supobumka)



CaHodhi Bintpon lHpacrpia
1051 bynbeap Exgycrpiens,
76580 J1bO TPE, ®paHuis,
Ten. +33 (0)2.35.05.65.00
www.sanofi.com

Hinexuust: Jiso Tpe

Ceprudikar avanisy / Ceprtudikar cepii

GMID kon:
Hassa npenapary:

LTR §56719

KNEKCAH® po3umuH gns in’exkuin

20 mr/ 0,2 mn; 2000 antu-Xa MO/ 0,2 mn

y wnpnu-,qozax 3 3aXMCHOIO CUCTEMOIO ronku, 10 wnpuuis/ynakosky

Poecpaifine B0 A [ara surorosneHHst: 11/09/2020

Cepis Ne: GL6241.. Mpuparyuii po: 08/2023

Punoxk: Ykpaiua MocunaxHs meTony: LTR PSO LOVO2E

Bupobhuua niyensis. M 20/098 Bepcis mertony: 2

HalimenyBaHHs nokasHukin Cneyudikauil Pesynbraru sunpoSysaHb

“ Soamwnm BUNS, (LTR~SOP~OOO46) i Mposopuit, GesGapsHuii aGo anoamae ''''

3 A Bnifo-KOBTUI PO3YNH

memtpikaum. _________
OcamkeHHs npoTaMiH cynbgaTom R
(LTR-SOP-00015) Ocanpomooo-Sinoro roneopy | Bignesiaae
YI® cnekrp .
(LTR-SOP-00015) Makcumymnpu2s1&2am | i
Harpii —
(LTR-SOP-00015 / €8p. dapwm.) Bianosinac BIARCEIERT

MpozopicTh poaumnHy

(LTR-SOP-00015 / €8p. ®apm.) SoTanay | _Blanoaines

SabappneHHsn i i

(LTR-SOP-00015 / €ap. Papm.) | Kol BlAnosinae

06’eM, WO BUTAracTLCA (Ha 5 WNpULax)

{(LTR-SOP-00015 / €8p. dapm.)

MinimansHui of’em He mMeHiue Hix 0,20 mn 0.21 mn

MakcumanbHuil o6'em He Binbile Hix 0,22 mn 0.21 mn

_PH (LTR-SOP-00033 / €Bp. dapm.) ..55-75 .69

BiguocHa ryctiHa .

(LTR-SOP-00015 / €ap. dapm.): B=10e 105

Mexauiuul BxmoueHns (LTR-SOP-00072) e

JMactm>10mem L <6000 I8 wnpwy
Yacrku > 25 MkM < 600 1/ wnpuy

KinekicHe BU3HauYeHH:

(LTR-SOP-01803/€pp. ®apm.) , s
AHTU-Xa aKTUBHICTL 1800-2200 MO/0,2 Mn 2039 MO/mn_
Autn-lla akrvenicts _400-700 MO/0,2 Mn 574 MO/mn

! Bmu_pmeuan AHm-Xa / _Al;im-ll__:ga _____  33-53 o 36 (MO/mnpmu)/(MOlwnpm)

CrepunbHicTb (LTR-SOP-00242) ~ Bianosipae Binnosinae

bakTepianbHi eHAOTOKCUHN ; i

LIk criga et R  Blanosinae

MICTATLES B peac’rpaumnomy Aocke Kpa'fﬂm iMnoptepa. ﬂporoxonu BUPOBHUUT ,-"2'

nepernaHyTi | BoTaHoBneHo BignosiagHicTs GMP.

KomeHrapi fo piltenns: BunyuieHo.

% chnoaok ‘

; Cepmcblxa’r BULGHO:
f lianue yrnosHoBaxeHoo 0co60io

| HOSBOMNEHO
| 08.02.2021 18:09:56

| I'BiMapen BeneH [Guimaraens :

L;eu cep'mcbixar aHanisy NinTBePIHKEHO eneicrponnom BANINOBAHOK CUCTEMOID LIM' 1

\\




AEPYIIKCIIVKBA
AEPHABHA CIYIKEBA 3 JIIKAPCBKI:IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMU Y KUTIBCHICIIA OBJIACTI

Tipocniext Baepis JloGanosenbkoro, 5 1, M. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail; dls.ko@dls.gov.tza,bgpg://www.dls.gov.u;x, Kon €IIPTIOY 37078774

BUCHOBOK
HPO AKICTHL BBe3enoro Ypainy nikapcesioro 3acoly

03.03.2021 Ne 9067/21/10

KJIEKCAH®

(natiMenynanus JKBPEEKOUD 3ac00Y 3riH0 3 peecTpantiiinmn nocsiymennas)
POy parst ik’ exenidi, 10 000 anmi-Xa MO/ No 10 (2x5): 0 0,2 mur y WHPHU-103i i3
SAXHCHOIO CHCTEMOIO oK, 1o 2 NpHU-A034 y duaicrept, mo 5 Oaicrepie y kaprommiiy
Kopooni

' {dopaa vurycky, AOIYDAHHA, BUI TAKYDAHUS HIKAPCEKOrO 3aco0y)
Homep peecrpaniiinoro nocsimuenns UA/71 82/01/01 crpox nit peecrpaniiinoro nocsixuenus 01.01.2099
Cepis nikapeskoro 3aco6y Ne 016241, Kinexicri sesenoro nikapcerxoro sacoby 20574

Bupo6unk CAHO®I BIHTPOIT IHOACTPIA, Opanis

(radimcnysanns BHpObHNK Nikapcbroro 3acoly, kpaina TTONOMKCHHS )

Boescro s Vpainy Tosaprcrso 3 06mexenoro BinrosinaxsHicTio "CAHODI-ABEHTIC
YKPAIHA", inenr, o 35648623

(naitvenynauns Ta kog 3a ENPTIOV 1opuasuHOT 0CoGH 460 npissuue, iM'a, no BarTpron] thiswawol
0CO0K ~ niunpyenus, 1f Micie TpOXKUBAI YA peecTpant i tomep obnikorol KapTry 1aTHIKa
noaarkis ado cepin ta HOMED tacniopra)

Hporokoen Bizyansroro konrposio Bix 02.03.2021 M 0539/1.

3a  pesyneraramu REPHABHOLO  KOHTPOIMIO BCTAHOBNCHO, w0 nikaposknit 3aci6 pmeseno n Yipainy 3
AOTPHMAKHSM Bumor 3aK080 280154 o0 3abesneucHus AK0¢Ti NiKapehKUX 3ac0Gin,
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SANOFI

Sanofi Winthrop Industrie

Successor of Sanofi Aventis Le Trait

CERTIFICATION STATEMENT

With the product licence
Manufacturing licence M20/098

Product : CLEXANE®
Solution for injection 10000 anti Xa IU/1 ml
0.2 ml (20mg/0.2ml), in prefilled syringes (safety-lock)
Nel0 (2x5) in blisters

UA/7182/01/01

Batch number : 0L.624L

Date of manufacture : 11/09/2020

Date of expiry : 0872023

Destination : UKRAINE

Manufacturing site address : Sanofi Winthrop Industrie
1051 boulevard Industriel
76580 LE TRAIT,
France

“We hereby certify that this batch was manufactured inc luding packaging quality control in full compliance with
the GMP requirements of the local Regulatory Authori ity.”

The number of units which were passed as satisfactory was:

{20 574 packs (10 syringes/pack ) }

Note: digital code (batch record number) indicated on the CoA for finished product before thcv balchinumber is
not a part of batch number and used only for internal information. & Sy

Prepared by: ROUSSEL N Date of issue: 12/02/2021

Signed by: vt glhde Date of signature: 574
(QA Pharmacist) i
Ei ‘ ;)5(,} .
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