NEKJIAPAITMSI O COOTBETCTBUH

JEKJAPAHT, IPHHUMAIOUHHA JEKJIAPAIIMIO O COOTBETCTBHH

AO "Canogpu Poccus”

Caedenun 0 pezucmpayuu opzanuzayuu: Mexcpationnan uncnexyus Oedepanbroli nanoz06oi cayxcbor Ne 46 no
2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npuceoenun OI'PH 19.08.2002.

Adpec: 125009, 2. Mocksa, yn. Teepckan, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: Nenepanwvrurit dupexmop Monic O.A.

Hosepennoe auyo: Knoxosa FO.C., dosepennocme 6/ om 01.12.2017

3ASIBJISIET, UTO

nexapcmeennoe cpedemeo. Knexcan, pacmeop 0ns unvexyuii 6000 anmu-Xa ME/0.6 ma 0.6 ma, winptye: ¢
3awumHoii cucmemoii uenst (2), ynaxoexu aueiixosvie xonmypnuie (1), nawku kapmonnvie, PY Ne I1 N014462/01
om 18.09.2008 (dama samensi 20.06.2019) evidano Canogu-Asenmuc @parc, cepus 9L4134, napmus 60785
ynarogok, 200ex 0o 01.05.2022, npousesdcmea Canopu Bunmpon Huoycmpus, @panyun, Sanofi Winthrop
Industrie, Boulevard Industriel, Zone Industrielle, 76580 Le Trait, France, ko0 OKII[]2 21.20.10.131, xo0 TH
B2JT 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085349112 om 04.10.2019

COOTBETCTBYET TPEBOBAHHUM

IT N014462/01-200619

JEKJIAPAIIHA ITPHHSITA HA OCHOBAHHH

npomoxon ucnotmanuti Ne 30230 om 10.10.2019 HJT 000 HIJ "OAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmughuxam POCC FR.OM08.C50783 om 10.10.2019

JIAFA FPHESTHS AEKJAPAIUAH 10.10.2019
JEKJIAPAIUS NEHCTBATEIBLHA 10 01.05.2022
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CBEJEHMS O PETUCTPAIIMHA

OPT'AH 110 CEPTHUOHUKAIINH, 3APETMCTPUPOBABIIUI TEKJIAPALIAIO

RA.RU.11®MO08 OPIAH ITO CEPTHOHKALIMH ITPOOYKIHH OBLJECTBO C OrPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH IJEHTP KOHTPOJI KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mockea, yr. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20p0d Mockaa, yn. Macmepxosa, 9. 4, am. 5., mex. :(495)788-02-88, eeb-
caiim: oyxx.pe.

MEKJIAPAIIAS O COOTBETCTBHH 3APETUCTPHPOBAHA M POCC RU J-FR. DM08.A.39909/19
HATA»‘g!E;EEG@%‘I.MH 10.10.2019
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Lo
«Carotu BuHTpon WHaycTpua» km :
1051 6ynbeap UHaycTpuans P
76580, Jle-Tpe, ®panums

Ten.: +33 (0)2.35.05.65.00 SANOFI

www._sanofi.com

MpasonpeemHuk «CaHodu ABeHTUCY, T. Ne-Tpe, ®panuus

Tlpoaykr: Knekcan® pacteop ans Cephs: 91 413A
HHBekLuil 6000 anTH-Xa
ME/0.6 mn wnpuust 0.6 ma-2-
N1
Mpousseneno:  [24-MAH-2019 TozieH 10; MAH-2022
Crpana nponakn: (POCCUMCKASR Ccbinxa Ha LTR PSO LOVOGE
DENEPALIUA ONHcaHue
AHATHTHYECKOH
METOIHKH
Kon B Gaze 366693 Bepcua 2
AauHerx GMID aHANHTHIECKOH
METOINKH
HCTIBITAHKA CIIELHOUKALIMH PE3YJIbTATHI
Onucanue (LTR-SOP-00046) Tlpospaynbiii pacteop ot 6ecusetoro no CovtBetcTayer
GnenHo-%enToro ipeta
OnucaHue pacteopa JKnakocTs MpeuMymecTBeHHO Ge3 CooTeetcrayer
DHIHYECKOE COCTOSHHE/BUANMBIE YACTHIIb! BUIHMEIX 4aCTHL
Onpepenenite nofmHHOCTH
OcaxneHue nporamuHa cynsharom Kpemoso-Genbiit ocanok Cootsercrryer
(LTR-SOP-00015)
Y®-cnextpockonnus(L TR-SOP-00015) Maxcemym mpu 231 s £ 2 HM CooTseTcTBYET
Harpuit (LTR-SOP-00015/Esp. hapm.) CooTeTCTBYET CoorsercTBYET
IpospaunocTs(LTR-SOP-00015 /Egp. dapm,) He Gonee, yeM y konTponsHoit CooTsercrayer
cycnensuy |
LisetHocTs (LTR-SOP-00015 /Esp. dapm.) He 6oasimeii miTeHcHBROCTH TIO CooTrercTayer
CPaBHEMHIO ¢ 3TaoNaMH Y4 wnn BY4
Hszpnexaembiit 06vem Ha 5 mwnpuuax (LTR-
SOP-00015/Eap. papms) He menee 0,60 M e
PH (LTR-SOP-00033/Eep. ¢papm.) 6.9
3,5-7.5 ’
InothocTs npu Temneparype 20 °C 1.05
LTR-SOP-00015/Esp. ¢hapm.) 1,04-1,08 ’
Mexannyeckne yactuuml (L7, R-SOP-00072)
Hucno uactnu pasmepom 10 Mxm H Gosee He Gonee 6000/xonTeiinep 1
Yncno vacTui pasmMepom 25 MkM 1 Bonee He Gonee 600/kouTeiinep
Kommectsennoe onpenenenne (LTR-SOP-
01803/Eep. hapm.)
AKTHBHOCTh aHTH-Xa o7 9000 1o 11000 ME/Mn lgggg MME%EH
AKTHBHOCTS aHTH-1la ot 2000 no 3500 ME/Mn 35
CooTHomerHe akTHBHOCTEH anTH-Xa/[la 0T 3,3 10 5,3 ’
Crepunbhocts (LTR-SOP-00242) Coorserciayer CooTBETCTRYET
OBS%)pHMLHHe IRAOTOKCHRE (LTR-SOP- Menee 100 E3/au Cootserctayer

Hactosmun 1 noatsepxnaio, 4To Bhiueykasanaas MHO$OPMALNA ABARETCH BEPHON H TOUHOM, Iponzeoncteo nanuoii cepun
TPOLYKTA, BIUTIOYAA YTIAKOBKY H KOHTPONL KAUECTB2 HA COOTBETCTAYIOIIX OBLEKTAX, NONHOCTEIO COOTBETCTEYET TPEGOBAHMAM
Hannexawe# nponseoncrsensnoti npaxturd (GMP) EC, MecTupmx PETYNATOPHBIX OPTaHOB, a TaKKe c:ru:m»nln«nlcaummz,_1 VK& HHEIM B
Peructpaumonsom yaocrosepenuu CTpanbl-uMnoprepa. o pesynrraran nposepxy samicedf o APOH3BOACTEE, {;mfpw&auhﬁ%)
CEPHH OLIN0 YCTAHOBIEHO COOTBETCTEHE Tpeboranmam GMP. F o i,
B cepruduxare ananusa xoMmnanuu He ykasambi PE3Y/ILTATHI HCALITEHU Ha AHOMANLHYIO TOKCHYHOCTS H Mﬂme Belil
JlaHHbIe HCIEITAHNA HE BENONHAIOTCH Ha IIOMALKE B ropoze Jle-Tpe. /¢
3axmoyenue: CoorseTeTByer Hara noanncu: 16/CEH/2019 | 1:48:?{1’]'L «Canopn P
TMoanucano dpapmauesTom oraena ofecneuenns kauecTsa: Cacciapuoti ClemgntSonofi Ryl a0
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MpombninerHoe KavecTeo ¥ COOTEETCTRME TpeboBaHuam
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SANOFI

lpenapam KITEKCAH®, ananusz memodamu AMP-cnekmpockonuu

MAPVDK Cermrbps 14, 2019

Mbi, KOMnaHua «Canodm», noarse
Aobasnenrem gefcteyowero sewy

eCTEa 3HOKCaNna

W3roTOBNEH U3 CREAYIOWWX Cepuii YUCTOro renapuHa;

u konuyecmeexHoli MNP

pwaaem, 4To npenapart KNEKCAH 60 Mr cepun 9L413A 6bin npoussegeH ¢
puHa cepuy 19QEEB1061 1 19QEEB1059 , koTopblil Ban

Npenapar 3noKcanapii, Ne cepun | MUCTBIR renapu, Ne cepus Mponcxoxgeque Oreyrcrene

KIEKCAH, Ne renapuua 3arpAsHEHUA

cepun BaKTepuamMn XKBAYHBIX

WHBOTHEIX
cnexkTpocko |Awanwa metogom KNUP
2L413A
P10044  18PL8978 «CAHODH LWWMA» P Q
P10044  19PLG9BS «CAHO®H LWMW P Q
P10044  189PLBUBS «CAHOOM LWMH»
P10044  19PLB9S8 «CAHOOM WUMIA» P Q
19QFEEB1 061 P10044  19PL&98Y «CAHO®U LIMMW» P Q
P10051 18PLOD5Y «CAHOOU LMW P Q
P10144  18PL153T «BUOWBEPHKAR P a
P10144  18PL1538 «EWOUBEPUKA» P Q
P10144  19PL1540 «BUOUBEPUKA» P Q
P10144  19PL1541 «BEMOUBEPUKAR P Q
Pi0144  19PL1542 «BUONBEPWKAS P Q
P10044  18PL&O78 «CAHODU LMW » Q
P10044 19PL6082 «CAHO®U WKMAR P Q
19QEEB1058 P10044  19PL6983 «CAHODU LML
P10044 19PL6984 «CAHODH LWHAMMA» P Q
P10144  18PL1534 «BUOMEEPUKAR P Q
P10144  18PL1536 «BEVMOUBEPKA» P Q
P10144  18PL1537 «BUCUBEPUKAK P Q
P10144  18PL1538 «BUOUBEPHKA» P Q
P10144  19PL1540 «BWOUBEPUKA» P Q
P10144  129PL154% «EMOVEEPUKA» P Q
Q = COOTBETCTBYET TPEEOBAHUAM, P = ucnemanue npoRaexo

Komnanus «Carogun Beinonuuna SMP-cne
TENAPUMa, MEPEMMCNENHLIX BLIWE, W PEsynk
(m3abeImoKo CynbpaTHPOBAHHOIG XOHAPOU
cepinx veoGpaboTanHore renapiuha, weno
GaKTepusaMy KBavHLEX XHBOTHLIX. Kpome
NPEBLILIALMA 2 % (renb-uNLTpayvoHHas XpomaTorpachua
Mapu-Hozne Kowe

aCanodn LivMus — 20, Aseio PRIAMOR ApoH, . AHTOHY, 82165-Cedex, ©panume -
Paxke: (33) 0155712230

TOTO, BCE CEPHIA YHCTON

MEMTYHAPOAHLIW OTAEN KAYECTBA

LIP npooauncs Ha aqgggm‘%
180 tr
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i

g .IuCAHOﬂ)M J
Ten.: {33) 01 557%?;1_ TSanoh R

Wrat-reapTupa. B2 AsaHio Pachane, r. Hesrmunnu, 94255-Cedex, Gpangms - ArnoHepHoe 0BLBCTEO © KBANTENOM 265 075 000 € -*;- 7’?,)5\%‘2 257 P
FOMMEPCARTOB M IPEANPHATII . KpaTen — www.sanoli-avantis.co NG 3

G b

S

0(,‘ Iy

KIPOCKSMAKY (COrNACHO (hapMakonefiLIM CTaTeAM Dapw. CHIA u EBp. chapm.} Ans BCEX CEpPHIE YNCTORD
TaTkl COOTBRTCTBOBANK TpeGOBANNAM DPTAHKIELME 3APABCOXPAHEHUS, NIPH 3TOM Nukor OSCS
TUHCYNbaTE) OBHAPYHEHO He Bbino. AHRRMI METOAOM KONMYECTBEHHON I
TIb3YEMBIX ANS HIFOTOBNEHIA KDKAOH CEPHM YUCTOTD renapuka. He oBHapyKeHo 3arpn:}|:e]?'“ 1
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Certificate of analysis /

€,
Batch certificate SA NOFI /)
SANOFI WINTHROP INDUSTRIE

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

Té&l: +33 (0)2.35.05.65.00

www.sanofi.com

GMID code ¢t LTR 366693
Material Desc. t Clexane® solution for injection
60mg/0, émL; 6000 anti-Xa IU/Q, 6mL
Prefilled syringes with safety device, 2srg/pack
Manufacturing Date : 24/May/2019
Expiry Date : May/2022
Lot Number t 9L.413n
Market : RUSSIAN FED. Method Reference : LTR PSO LOVO6E
Method version i
‘-—.__—_-’—""—"_“-H—_————-__—-—"——__—'—'.m_____.w_
TESTS SPECIFICATIONS RESULTS
DESCRIPTION (LTR-SOP-00046) “Clear, colorless to pale yellow soiution Tomplies - Ceonforme
APPEARRANCE OF SOLUTION
Physical form/visible particles Liquid essentially free from visihle Complies - Conforme
particules
IDENTIFICATIONS
Precipitation by protamine sulfate Creamy white precipitate Complies - Conforme
(LTR=-SOP-00015)
U.V. spectrum (LTR-S0P-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-S0P-00015 / Ph. Eur.) Not more colored than Y4 or BY4 Complies - Conforme
EXTRACTABLE VOLUME ON 5 SYRINGES Not less than 0.60 mL 0.62 ml
(LTR=-SOP-00015 / Ph. Eur.)
pH (LTR-SOP-00033 / Ph. Eur,) 5.5 to 7.5 6.5
DENSITY AT 20°C 1.04 to 1.08 1.05
(LTR-S0P-00015 / Ph. Eur.)
PARTICULATE MATTER (LTR-$SOP=-00072)
Number of particles greater than or 1 p/sryg
equal to 10 pm Not more than 6000
Number of particles greater than or 0 p/sxg
eqgual to 25 pm Not more than 600

TRp_coa_resultats v5




SANOFI WINTHROP INDUSTRIE
1051 boulevard Industriel
76580, LE TRAIT, France
Tél: +33 (012.35.05.65.00
www.sanofi.com

Certificate of analysis /
Batch certificate

SANOFI . g

Site : LE TRAIT

GMID code + LTR 366693

Material Desc. : Clexane® solution for injectien
60mg/0, émL; 6000 anti-Xa IU/0, émL
Prefilled syringes with safety device, 2srg/pack

Manufacturing Date : 24/May/2019

Expiry Date : May/2022
Lot Number 1 9L413A
Market : RUSSIAN FED. Method Reference : LTR PS50 LOVOGE

Method version H

J

; s
TESTS SPECIFICATIONS RESULTS

ASSAYS (LTR-S0P=-01803 / Ph. Eur.)

Anti-Xa activity
Anti-IJa activity
Anti-Xa/Bnti-IIa ratio

STERILITY TEST (LTR-SOP~00242)

BACTERIAL ENDOTOXINS ({LTR-SOP-00262)

9000 to 11000 IU / mL
2000 to 3500 IU / mL
3.3 'to 5.3

Conforms

Less than 100 EU / mkL

10190 UI/ml
2889 UI/ml

3.5

Complies - Conforme

Complies - Conforme

I hereby certify that all the manufacturin
compliance with the GMP requirements of th

Marketing Authorisation (S) of the destination country/countries.

Abnormal toxicity and test for de
not performed in Le Trait site.

g stages of this batch of finished product have been carried out in full
e EU and with the requirements of the

pPressors are absent from the company’s certificate of analysis. Those tests are
The company ensures product quality in respect of the parameter

Decision

Decision date

8igned by a qualified person

ACCEPTED
16/5ep/2019 11:48:40

Cacciapuoti Clément - Pharmacist

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

industrial Quality & Compliance

CLEXANE® ANALYSIS NMR&SAX HPLC &QPCR method

PARIS September 14, 2019
We, Sanofi certify that CLEXANE 60mg Batch 9L413A manufactured with Enoxaparin batch
19QEEB1061 and 19QEEB1059 which was manufactured with the following batches of pure

heparin
CLEXANE Enoxaparin baich Pure heparin batch N° NMR Absence of
batch number N° Pure Hepann supplier analysis rurmninant
contamination
QPCR analysis
BLA13A
Pi0044  18PL697B SANOFI CHIMIE P Q
P10044  18PL69BS SANOFI CHIMIE P Q
P10044  19PLE9BE SANOFI CHIMIE P Q
19QEEB1061 P10044  19PL69BB SANOFI CHIMIE P 8]
P10044  19FPL698G SANOFI CHIMIE P Q
P10051  18PLDOS1 SANOFI CHIMIE P Q
P10144  18PL1537 BIOIBERICA P Q
P10144  18PL1538 BIOIBERICA P Q
P10144  19PL1540 BIOIBERICA P Q
P10144  19PL1541 BIQIBERICA P Q
189QEEB1059 P10144  19PL1542 BIQIBERICA P Q

P10044 18PLGY978 SANOFI CHIMIE P Q
P10044  19PL69B2 SANOF| CHIMIE P Q
P10044  19PL59B3 SANOFI CHIMIE P Q
P10044  19PL69B4 SANOFI CHIMIE P o
P10144 1BPL1534 BIOIBERICA P Q
P10144  18PL1536 BIGIBERICA P Q
P10144  1BPL1537 BICIBERICA P ¢]
P10144  18PL1538 BIQIBERICA P Q
P10144  19PL1540 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 balches 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 batches of crude heparin
used for the manufaclure of each batch of pure heparin mentioned. No ruminant contamination was found

o

Marie-Noél 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
Siege Social - 82, Avenue Raspail - 94255 Genlilly Cedex — S.A au cerial de 235 075 000 € - 775862 257 R C.5. Crétall - wwr sanofi-aventis.ce




