«CAHO®M BUHTPOI MHOYCTPHA»
1051 Syneeap MHOyCTPHMIN
76580, Jle Tpar, PdpaHumA
Ten.: _33 (0)2.35.05.65.00
www. sanofi.com

Cepruduxkar ananusa /
CepTuukar Ha cepuIo

NPOU3RBOJCTBEHHAA NOAOWAAKA :

[ Kom = ©Ca3’e maHHHX :LTR 366692
| GMID:
| Onmcame: : KmekcaH, pacTBop Onsa
| uHBEKUMIt, 40 MD/0,4 Mu
CTeKMAHHENE mOpuy C
JAWMTHON cHUCTeMoOi urne, 10
WNpUUOB/yIaKoBEKa
Homep cepun t9L639A
Crpada nponaxu :Foceuiickaa demnepaums
HaTa
NPOK3BOOCTBEA 3

MCnone30BaTe oo

CCrIKRA Ha

SANOFI .2

Jle Tps

:29 aerycra 2019

1aBrycT 2022
:LTR PSO LOVO4E

OImcaHmne pacTBopa

dU3MUYECKO
COCTOAHUE / BUOUMEIS
YaCTHLEL

OrnpegeleHne NOQIMHHOCTK
OcaxOeHue MNpoOTaMMHAa
cynbdaTom
{LTR-SOP-00015)
Y¢-cnexkrpockonusa (LTR-
SOP-(0015)

Hatpuit (LTR-SOP-

00015/Eep. dapm.)

MpozpauHocTs (LTR-SOP-

00015 /EBp. dapm.)

HeeTHOCTE (LTR-SOP-00015

/EBp. dapm.)

Msenexaerznt obreM Ha 5

TpMIax

(LTR-SOP-00015/EBp.

apM.)

MHMMAJIbHEIM 00heM

AKCHMMANBbHEN 0O6BeM

H (LTR-SOP-00033 /EBp.

apMm.)

JOTHOCTE [pKU TeMIepaType
20 °C
(LTR-SOP-00015/EBp.

apm. )

e@XAHMYECKNMEe YACTHMIE
(LTR-SOP-00072)

MCHO "wacTul pasmepoMm 10

KM 1 Oonee

UCJIO YacTul, pasMepoM 25

kM 1 Bonee

GecubeTHOTO OO0 OJEeOHO-
KeITOTO lBeTa

FuOkoCcTe OpeMMyllecTBeHHO Ges
BMIOMMEIX 4YaCTHL

KpeMoBo-6esibii 0Canok

MakcumyMm npm 231 HM + 2 HM
CoOTBEeTCTBYET

He Oosee, ueM y KOHTPOJILHOM
cycneHsumn I

He GoJsbwel MHTEHCUBHOCTH MO
gggsueﬂum Cc zTaNOoHaMu Y4 unu

Bonkiwe nnu pasedH 0,40 mn

MeHpme uam paBeH 0,44 mMn

5,5-7,5

1,04-1,08

He Gonee 6000/koHTeliHep

He Bonee 600/KOHTelHEpD

METOIOMKY

Bepoua MeTomMKKM  :2
HNCIBTAHNA COEINSUKAITNN PE3YJLETATEH
Onucanme (LTR-SOP-00046) | Opo3spadHeli pacTBOp OT COOTBETCTBYET

CooTBEeTCTBYET

CooTBEeTCTBYET

COOTBETCTBYET
CooTReTCTBYET

CooTBREeTCTBYET

CooTBEeTCTBYET

0,41 Mn

0,42 mMn

67 YWacTML Ha WIPMLL

0 QWacTul Ha WOpHLL
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«CAHODH BMHTPOI MHAYCTPHA»
1051 GynweBap HWHIOIYCTPM3IN
76580, JNe TpsT, TpaHUMA
Ten.: _33 {0)2.35.05.65.00
www. sanofi.com

Ceprrduxar anaansa /
Ceprudukar Ha cepHio

SANOFI .

MpousasofcTBeHHAA naowmanka: Jle Tps

Kon B Saze HOaHHex :LTR 366692
GMID:
OmucaHnue : KnekcaH, pacTeBop IONA
MHBeKUMi, 40 Mr/0,4 mn
CTOKNAHHEET wnpHy ¢
BAMATHON CHCTeMOl MDJe, 10
wnpHuuoB/ynakoBKa
HoMep cepuvu 1 9L639A
Crpana npomaxu : Poccuitckana ¢enepauna
Nara 129 aBrycTa 2019
NpoOU3BOUCTRA:
HCnone30BaATE HO: rapryct 2022
Ccelnxa Ha :LTR PSO LOVO4E
METOINKY
Bepcrsa MeTOoMKU 12
| MCOBITARMUSA CIEIINSNKAITINA PE3VILTATEI
KonmMuecTEeHHOe

onpenenenne (LTR-SOP-01803

/ EBp. ®apM. dapM.)
YTHeTeHue AKTHMEBHOCTH
dbakTOpa CBEPTHEAEMOCTH
KpoBK Xa
YrHeTeHMe AKTMBHOCTHU
dakTOpa CBEpPTHEAEMOCTH
KpoBu Ila

OTHOmMEHUE BEeNWYMH

YTHETEeHWUA aKTHMBHOCTH

bakTopoB Xa/Ila

or 3600 mo 4400 ME / 0,4 Mn

oT 800 mo 1400 ME / 0,4 mn

or 3,3 mo 5,3

4073 ME/WMPHL]

1124 ME/LIPUI]

(it e P/

(LTR-SOP-00262)

CrepuneHocTs (LTR-SOP- CoOOTBETCTBYET CoOTBEeTCTBYET
00242}
BaxrepuanbHele 3HAOTOKCHHB | Mepee 100 E3/mn COOTBETCTBYET

o154, F:}

NMPOU3BOOCTBEHHEX [UIoNdnKax B
BNACTH,

HacroamuM A MOOTBEPAINAK, YTC BRIIEYKABAHHAA MHQOPMEHHH ABJIAETCA aepnoﬁ 1 ToudHol. [au”an cepusa npenapara
MATOTOBMEeHA, BKRIKYAA 3TAanNl ynakosxu/mapkupoaxn KOHTPROJNA KadeCTRBa, Ha BLUICYNOMAHYTHX

NONHOM COOTBETCTBUM C TpeOoBaAHWAMM GMP MeCTHBIX 3aKOHOIOATeJNIbHHX OpPraHoB

a Takke co cneumdMrkauvsaMM B PeDPMCTRaLMOHHOM YIOCTOBERPEHMM CTPAHH-MMIORTEPA.

llo pesynsTaTaM NPOBePKM 3aNMCH © [POM3BOILCTBE, YNAKOBKE M aHalM3e CcepuM COOTBeTCTBOBaNM TpeboBaHMAM GMP

KomMMeHTapum

PemaHue

JaTa NPUHATUS PeueHMs

lMoarcaHo YTIONHOMOYSGHHMM JIMLIOM WM NpencTaBUTaNeM

CootpeHo

22 HoAOpsa 2019 09:52:45

Goupille Clement - dapMauesT

NaHHeD! cepTufMrKaT aHanM=3a OBLN NOINMCAH B SJIEKTPOHHOM BHUIe Yepe3 cUCTeMy npopepxu LIMS
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Certificate of analysis /

Batch certificate SANOFI Y 4
SANOFI WINTHROP INDUSTRIE

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

Tél: +33 (0)2.35.05.65.00

www,sanofi.com

i’

GMID code : LTR 366692
Material Desc. : Clexane® solution for injection
40mg/0, 4mL; 4000 anti-Xa IU/0,4mL
Prefilled syringes with safety device, 1l0srg/pack
Manufacturing Date : 29/Rug/2019

Lot Number : 9L639A To use before : Aug/2022
Market : RUSSIAN FED.
Method Reference : LTR PSO LOVO4E
Method version : 2

: R m‘
TESTS SPECIFICATIONS RESULTS
DESCRIPTION (LTR-SOP-00046) Clear, colorless to pale yellow solution Complies - Conforme
APPEARANCE OF SOLUTION

Physical form/visible particles Liquid essentially free from visible Complies = Conforme

particules

IDENTIFICATIONS

Precipitation by protamine sulfate Creamy white precipitate Complies - Conforme
(LTR=-50P-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.) Not more than reference suspension I Complies - Conforme
COLOR (LTR-SOP-00015 / Ph. Eur.} Hot more colored than Y4 or BY4 Complies - Conforme
EXTRACTABLE VOLUME ON 5 SYRINGES

(LTR-S0P-00015 / Ph., Rur.)

Minimum Volume Greater than or equal to 0.40 mL 0.41 ml

Maximum volume Less than or equal to 0.44 mL 0.42 ml

pH (LTR-S50P-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=80P=00072)

Number of particles greater than or 67 p/sryg

equal to 10 pm Hot more than 6000

Number of particles greater than or 0 p/srg

equal to 25 pm Not more than 600
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Certificate of analysis /

Batch certificate S A N O F | J
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
Material Desc. : Clexane® solution for injection
40mg/0,4mL; 4000 anti-Xa IU/0,4mL
Prefilled syringes with safety device, 10srg/pack
Manufacturing Date : 29/Aug/2019

Lot Number : 9L639A To use before : Aug/2022
Market : RUSSIAN FED.
Method Reference : LTR PSO LOVO4E
Method version : 2
; S E— A |
TESTS SPECIFICATIONS RESULTS
ASBAYS (LTR-80P=01803 / Ph, Eur.)
Anti~-Xa activity 3600 to 4400 1U / 0.4 mL 4073 UL/SRG
Anti=IIa activity 800 to 1400 IU / 0.4 mL 1124 UI/SRG
Anti=Xa / Anti=IIa ratio 3738t0 1553 3.6 {(UI/SRG)/(UI/SRG)
STERILITY TEST (LTR-SOP~-00242) Conforms Complies - Conforme
BACTERIAL ENDOTOXINS (LTR=-SOP-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 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 quality in respect of the parameter

Decision ACCEPTED
Dacision date 22/Nov/2019 09:52:45
S8igned by a qualified peraon Goupille Clément - Pharmacist

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