JAEKJIAPAIINA O COOTBETCTBHU

JEKJAPAHT, MPHHUMAIOIIUH JEKJIAPAIIHIO O COOTBETCTBHH

AO "Canogpu Poccua”

Ceedenun o pezucmpayuu opzanuzayuu: Mexcpaiionnan uncnexyus Qedepanvroii Hanozoeoi cayxcbvt Ne 46 no
2. Mockee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mocxea, yn. Teepcxan, 9. 22. Teneghon/paxc: 8 (495) 721-14-00/721-14-11

B nuye: lenepanvuviii dupexmop Mowoic O.A.

Hoeepennoe nuyo: Knoxoea FO.C., dogepennocmy 6/ om 01.12.2017

3ASIBJIAET, UTO

nexapcmaenroe cpedcmeo: Knexcan, pacmeop ons unvexyuti 8000 anmu-Xa ME/0.8 mn 0.8 ma, wnpuyvi ¢
3AUUMHOTE CUCMEMOT uenbt (2), ynaKosku aveiikoevie konmypruie (5), nauxu xapmonnsie, PY Ne I N0O14462/01
om 18.09.2008 (dama samener 20.06.2019) evtdano Canogpu-Asenmuc ®panc, cepua 9L3774, napmun 5130
yhaxogoxk, 20dex do 01.05.2022, npouseodcmea Canogpu Bunmpon Hrdycmpus, @panyua, Sanofi Winthrop
Industrie, Boulevard Industriel, Zone Industrielle, 76580 Le Trait, France, koo OKII]2 21.20.10.131, koo TH
BOJT 3004900002, konmpaxm Ne 250/40056192/F-2 om 20.10.2010, ungoiic Ne 9085348847 om 02.10.2019

COOTBETCTBYET TPEBOBAHHUSAM

IT N014462/01-200619

JEKJNAPAITHS IIPHUHSITA HA OCHOBAHHUH

npomoxon ucnetmaruii Ne 30219 om 09.10.2019 H/I OO0 HI] "®@APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC FR.®OM08.C50732 om 10.10.2019

MTWM JEKJIAPAIIMM 70.10.2019
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CBEJEHMS O PETUCTPAIIMH

OPTAH 110 CEPTH®HKALIUH, 3APETHCTPUPOBABIIWI JAEKJIAPAIIHIO
RA.RU.11®M08 OPIAH 110 CEPTHOHKALUH IIPOJ] VKL[HH OBLIECTBO C OTPAHHYEHHOHA
OTBETCTBEHHOCTHIO "OKPY)XHOH HEHTP KOHTPOJIA KAYECTBA",
aopec opzanuzayuu: 115280, 2. Mockea, yr. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, aopec op2axa no
cepmupuxayuu: 115280, POCCHA, 20pod Mockea, ya. Macmepxosa, 0. 4, 3m. 5., men.. '(495)788-02-88, 6eb-
caim: oykK.peh.
JAEKJIAP. 1 0 COOTBETCTBHM 3APETHCTPHPOBAHA N POCC RU J-FR. ®M08.4.39889/19
JIATA PEEMK RALTHH 10.10.2019
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«CaHocpu Buntpon UHgycTpua»

SANOFI

MpaeonpeemHuk «Canodn ABeHTHC), T.

Nle-Tpe, ®paruun

IpoaykT: Knekcan, pactsop ans Cepun: 91.377A
uubekuui, 80 Mr/),8 mn
IpousseneHo: 15/Maii/2019 Toner no: Maii/2022
Crpana npopaxu: |POCCHUCKAS Ccrlika Ha LTR PSO LOVOSE
GENEPALIMA OITHCaHMe
aHaIHTHYEeCKol
METOAHNKH
Kor & 6aze 366694 Bepcus 2
Iankeix GMID AHAUTHYECKOH
METOIHKH
HUCTIBITAHHUA CIIEHHOHKALIMH PE3YJIbTATHI
Onucanne (LTR-SOP-00046) [Tpo3paunwii pacTeop ot GecuseTHoro Ao CooTsetcTeyer
BnefHo-¥enToro UBeTa
gnncauue pacTBopa JKnakocTb NpeumMymIECTREHHO Ge3 CooTercrayer
H3HYECKOE COCTOAHHE/BHANMEIE UACTHIRI BHAMMEIX YaCTHI]
OnpenerieHne NOLTHHHOCTH
OcaxileHne npoTaMHHa CYJbHATOM Kpemoro-Oeaniit ocagox CootsercTByeT
(LTR-SOP-00015)
Y{@-cnextpockonua(LTR-SOP-00015) Maxcimym mpr 231 1+ 2 HM CooTBeTcTBYET
Harpuii (L TR-SOP-00015/Eap. hapm.) CootBetcTBYET CooTBeTcTBYET
[IpospaunocTa(LTR-SOP-00015 /Eep. hapm.) He 6onee, tem y kOHTpONBHOM CooTeercrmyer
cycnensuu 1
LpetnocTe (LTR-SOP-00015 /Eap. hapm.) He 6onuieti unrencussocT no
P bep CpaBHEHHIO ¢ 3TAToHamMu Y4 uau BY4 e
H3enexaemeii 06beM Ha 5 wnpuuax (LTR-
SOP-00015/Eep. dapw.) P He menee 0,80 mn 0,82 mn
pH (LTR-SOP-00033/Eep. grapm.) 6.9
5,5-7,5 ’
TL1toTHOCTE NIpH TeMnepatype 20 °C 1.05
(LTR-SOP-00015/Esp. hapm.) 1,04-1,08 ’
Mexannueckne dacTHubt (LTR-SOP-00072)
Yucno yacTun pazMepoM 10 mkm u Gonee He Gonee 6000/xoHTelHep 3
Yucno yacTHu, pazMepom 25 MKkM 1 Gonee He Gonee 600/konTelHep 0
KonmiecteHRoe onpeneneuve (LTR-SOP-
01803/Fep. chapm.)
AKTUBHOCTb aHTH-Xa ot 9000 mo 11000 ME/Mn ]g; 12 (3 I\}IAE?/MT
AxTtuBHOCTH aHTH-1]a ot 2000 o 3500 ME/Mn 15
CooTHOLIeHHEe aKTHBHOCTell anTH-Xa/lla o73,3 mo 5,3 i
CrepunbHocth (LTR-SOP-(0242) CootBercTBYET CootseTcTBYET
ggye&gnanbﬂue e Menee 100 E3/Mn CooTBeTCTBYET

Hacroswmm 2 noxrsepxaato, 4To BelllleyKa3aHHan HE(OPMaLHA ABnaercs BepHoli M TouHOH. [IPOH3BOACTBO AaHHON cepuH
npoaykTa, BKAOYAd YNAKOBKY H KOHTPOIIL KAYECTBA HA COOTBETCTBYIOHIMX 00BEKTaX, MOMHOCTHI) COOTBETCTBYET TpeboBaHuIM
Hannexawedt npoussoacteennoli npaktiky (GMP) EC, MecTHEIX PEryNATOPHLIX OPraHoB, & TAXXKE CHELUN(UKALIHAM, YKA3AHHBIM B
PerucTpansonHoM ynocToBepeHuH crpanbi-umnoprepa. o pesynbTatam nposepky 3ankcell 0 NPOHIBOACTEE, YNAKOBKE H AHAIH3E
cepui 610 ycTaHOBIEHO cooTBeTcTBME TpeGoBaHiamM GMP.

B cepTudukare aHATHIA KOMIIAHKH HE YKAIAHB! PE3YABTATH HCBITAHKA Ha AHOMAILHYIO TOKCHIHOCTb H nenpeccopnue aemecrsa.

Hansbie nenbiTania He BRIMONHAIOTCA Ha Wiowaake B ropone Jle-Tpe. ¥ T

3awouene: CooTBETCTBYET lara noanuch: lSICeH/2€L9 14:56:41

[Moanucano anpmauemﬂfa otheity
kagecrtsa: Cacciapuoti G;lsame'iﬁ e

€Canodu Birmpon MHgycTpuns, Byneeap MHaycTprens, MWTS&OD&TW Opasupn - Tan: +33 (0)2 35 05 65 00 « www.sanofi.com
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SANOFI

NpoMiIWNeHHOe Ka4eCTBC ¥ COOTBETCTBUE TpeboBaHUAM

lpenapam K/TIEKCAH®, aHanu3z memodamu SIMP-cnekmpockonuu

u KkonudyecmeeHHou MNUyP
NAPWXK Cenmbpa 22, 2019

Mbi, koMnaHus «Canotbu», noareepxaaem, uto npenapar KNEKCAH 80 mr cepum 9L377A 61in NPOMsBeAeH ©
AoGasneHnem neACTBYIOLIErO BELLECTEA IHOKCAaNapuHa cepun 19QEEB1059, koTopuit Gbin M3rOTOBNEH U3
CneayoLmMx cepui YUCTOrO renapuHa;

Mpenapar JrokcanapiH, Ne cepun [ HUCTHIR renapud, Ne cepun MpoucxoxaeHne AMP- OTcyTeTane

KNEKCAH, Ne renapuHa sarpasHeRus

cephn GaKTepHAMM MBAUHBIX
KNBOTHBIX

cnextpocko |AHanns metoaom KNUP
NHA

SL3T7A
P10044 18PL6878 «CAHOOU ILAMU» P Q
P10044 19PLE982 «CAHODUW UMW P Q
P10044 19PLE983 «CAHODU LUINMIA» P Q
1 9QEEB1 059 P10044 19PL6984 «CAHOGU LWNMH» P Q
P10144 18PL1534 «BUOUBEPUKA» P Q
P10144 18PL1536 «BUOWBEPHKA» P Q
P10144 18PL1537 «BNOUBEPHKA» P Q
P10144 18PL1528 «BUOMEEPHKA» P Q
P10144 18PL1540 «BUOUBEPUKA» P Q
P10144 18P 1541 «BEUOVBEPUKA» P Q

Q = COOTBETCTBYET TPEEOBAHWAM, P = ucnerranme npoiaeHo

Komnanua «CaHobus exnonHuna AMP-cnekTpockonuio (CornacHo hapmaxoneitbim cratesim Gapm. CLUA u Esp. dhapM.) AN BCeX Cepril YiCTorD
renapuHa, NepeuncnerHbIX Bulle, U PelYNbTATE! COOTBETCTBOBANH TPebOBaHNAM OPTaHN3AUMIA 3 PEBODXPAHEHNS, NpY aToM nukas OSCS
(naBeITOuHO GynbthaTMPOBAHHONO XCHAPOUTHHCYNbEhaTA) OGHAPYIKEHO He G0, AHANWA MeTOROM KonnuecTaenHoM MNLIP NPoBOAKNCA Ha BCeX
cepuAx HeoGpaGoTaHHOrO renapuHa, UCMORB3YEMBIX 4NA MITOTOBNEHWR KEWKACH CPUH YHETOM renapuHa. He oSHapyKeHD 3arpRIHeHNA
GaxTepuamMi MBAYHLIX MMBOTHEIX. Kpome TOro, BCE CEPHN YUCTONO MENapiia NMEIOT NOKAAATENE CONEPIKAEHHRA Aepmaraucynugara, He
npespiwAowmi 2 % (renk-bnnNbTpaykoRHan Xpomarorpagun)

Mapu-Hosne Kowe
MEXKAYHAPORHBIA OTAEN KAYECTEA

«CaHogun LLiumux — 20, ABetio PeiimoH ApoH, r. AHTOHMW, 92165-Cedex, Opamunn — Ten. (33) 01 55 71 71 71

dakc: (33) 0155712230
tliraG-kpapTipa. B2, Aserio Pacnisne, T MKestnny, 24255-Cedex, pamn - AkMoHepHoe ofwsCcTe0 ¢ kANMTANDM 268 075 000 € — 775 662 257 Peectp
KOMMBPCENTOD U NpeanpuaT»i ¢ Kperen = www sanofi-aventis co




Certificate of analysis /
Batch certificate

SANOFI WINTHROP INDUSTRIE
1051 boulevard Industriel

SANOFI «p

Site : LE TRAIT
76580, LE TRAIT, France
Tél: +33 (0)2.35.05.65.00
www, sanofi.com
GMID code : LTR 366694
Material Desc. : Clexane® solution for injection
80mg/0,8mL; 8000 anti-Xa IU/0, 8mL
Prefilled syringes with safety device, 10srg/pack
Manufacturing Date : 15/May/2019
Expiry Date : May/2022
Lot Number : 9L377A
Market : RUSSIAN FED. Method Reference :+ LTR PSO LOVOSE
Method version s 2
— e e —_—-—
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
IDERTIFICATIONS
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-QQ015/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.} Not more colored than Y4 or BY4 Complies - Conforme
EXTRACTABLE VOLUME ON 5 SYRINGES Not less than 0.80 mL 0.82 ml
(LTR=-50P=00015 / Ph. Eur.}
pH {(LTR-SOP=-00033 / Ph. Eur.) 5.5 to 7.5 6.9
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 3 p/srg
eqgual to 10 pm Not more than 6000
Number of particles greater than or 0 p/srg
equal to 25 pm Not more than &00
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Certificate of analysis /

&,
Batch certificate SANOFI Y

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

Tél: +33 (0)2.35.05.65.00

www.sanofi.com

GMID code : LTR 366694
Material Desc. : Clexane® solution for injection
80mg/0, 8mL; B00O anti-Xa IU/0,8mL
Prefilled syringes with safety device, 10srg/pack
Manufacturing Date : 15/May/2019

Expiry Date 1 May/2022
Lot Number : 9L377A
Market : RUSSIAN FED. Method Reference : LTR PSO LOVOSE
Method versicn 2
TESTS SPECIFICATIONS RESULTS
ASSAYS (LTR-SOP-01803 / Ph. Eur.)
Anti-Xa activity 9000 to 11000 IU / mL 10122 UI/ml
Anti-Ila activity 2000 to 3500 ID / mL 2916 UI/ml
Anti-Xa/Anti-IIa ratio 3 3tonSe3 1.5
STERILITY TEST {(LTR-SOF-00242) Conforms Complies - Conforme
BACTERIAL ENDOTOXINS (LTR-SOP-00262} Less than 100 EU / mi 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

Decision ACCEPTED
Decision date 18/Sep/2019 14:56:41
Signed by a qualified person Cacciapuoti Clément - Pharmacist

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

Tap_coa_resultats v5




Industrial Quality & Compliance
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SANOFI

CLEXANE® ANALYSIS NMR&SAX HPLC &QPCR method

PARIS September 22, 2019
We, Sanofi certify that CLEXANE 80mg Batch 9L377A manufactured with Enoxaparin batch
19QEEB1059 which was manufactured with the following batches of pure heparin

CLEXANE Enoxaparin batch Pure heparin batch N*® NMR Absence of
batch number N° Pure Heparin supplier analysis ruminant
contamination
QPCR analysis
8L37TA
P10044  18PL6978 SANOF| CHIMIE P Q
P10044  19PLGI82 SANOF! CHIMIE P Q
P10044  19PL6983 SANOFI CHIMIE P o3
19QEEB1059 P10044  19PL6984 SANOFI CHIMIE P Q
Pi0144  18PL1534 BIOIBERICA P Q
Pi0144  18PL1536 BIOIBERICA P Q
P10144  18PL1537 BICIBERICA P Q
P10144  18PL1538 BICIBERICA P Q
P10144  18PL1540 BIOIBERICA P Q
P10144  19PL1541 BIOIBERICA P Q
P = PASSED
Q = COMPLIES

Sanofi aventis has performed NMR tests and SAX HPLC 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 baiches of crude heparin
used for the manufacture of each batch of pure heparin mentioned. No ruminant contamination was found

ol

Marie-Noél Cochet
GLOBAL QUALITY

Sanofi Chimie - 20, Avenue Raymond ARON — 92165 ANTONY Cedex — Tél. : (33) 01.55.74.71.71

Fax: (33) 01.55.71.22.30

Slege Social | 82, Avenue Raspail - 94255 Genlilly Cedex — S.A. au capttal de 266 075 000 € - 775662 257 R C.5. Crélsil - www.sanofi-aventis.co
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