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«CAHOPHW»
Ceprudukart avaausa

AO «Canotu Poccns»
yi. TBepckas 22
125009 r. Mocksa
Poccuiickas ®eneparius

«Xéxer Al

«X&xcr Mapuon Paccen

Hoitumang F'moX»

«Asentuc Papma Jeitunann [MOX»
«Canodn Asenruc Joitunang TMOX»
[TpoMeiuneHHs1 paiion XexcT
65926 dpankdypr-na-Maiine

Ten.: +49 (0)180 /2 222010

MpanysHT 150 Mp/mn
PacTeop Imna nomkoxHOoTo GMID: 700411
BBeleHNSA

Marepmuan: 543646

Cepus: AW1313

2 x 1 mn aBTOMHBEeRTOP (wnpuu- Jara npouseomcTea: 12.Hom.2019 T'egen mo: OkT.2021

py4YKa)

Uccnenyermet napamerp
PesyneTamr

Cneumpmkauus

OnucaHue pacTBOpa -

Cank (NpensapuTeNsHO 3arofiIHeHHEe

WpMLLE!)

Pusmueckasa ¢opma/ BuomMmele YaCTULIL
CoorBeTCcTBYET

OnucaHme pacTeBopa -

Sasik (IpeBapUTeNbHO 2aloJIHEeHHbE

WITPWLIBT)

[lpozpauHocTs M cTeneHs onasjecuUeHLMM
CooTBEeTCTBYET

IBeTHOCTE - Oask (NpemBapUTeNLHO
2arioJIHeHHBIe UWPMLIEL)
CooTBETCTRYET

pH - Bank (nNpenBapMTeslbHO BalofHEHHBE
WIIPMILLBL)
6.0

MoonmmHuocTs PCSKY9 - MOA - Bank
(MpenBapuUTelsHO S AalOJIHEHHBIE WIPMLE)
CooTBEeTCTBYET

KomuuecTBeHHOe onpeneneHue (obumit
Cenox) (A280) - Bank (npegRapUTesbHO
2arnoJIHeHHEIe WIPMLIEL)

150.3 Mr/mMn

KMIOKOCTE NPaxTUHecKW CBOBOOHAA OT
BMIOMMBIX HYacTWL],

[lpenaparT OONXEeH BEOEPXMBATBH CpPABHEHME
Cc 3TaJicHom III.

llpenapar HOJIXEH BHOEPXMBATL CpAaBHEHME
C sTanoHom BY2.

CpepHee CKOPPEeKTMPOBAHHOE 3HAUEHMe
CrNTUYECKON IIJIOTHOCTH UCHEITYyeMOT' O
pacreopa npu 450 HM HDOJIKHO BLITh He
MEeHee8 CpelHero CKOPPEKTMPOBAHHOTO
3HAYEHMA ONTHUYECKOM [JIOTHOCTHU
CTaHOapTHOTO pacTeopa npu 450 HwM.

140 - 155.0 mr/mn

Canohu Jlowtunana ImoX [Mnomanka dpankdypr Jepaiicec / 12.05.2020
Crp Ll nz 6




N
)

«CAHO®H»
CepTudurar aHAIH3A

NpanysHT 150 Mr/mn Marepuan: 543646 Cepusa: AW1313
PacTBoOp ONA NOOKOXHOTO GMID: 700411
BBEOEHUA

Z x 1 M @BTOMHBEKTOP (wnpyl- Jara npoussomctea: 12.Hos6.2019 Mogen mo: Oxr.2021
pyd4Ka)

VMccnenyemsnt napaMeTp
Pesynwrar Cneumpmranms

BuonormMueckada akTMBEHOCTL -
fank (NpeOBapUTesbHO 3aNoNHeHHEe
WIPMLEL)

83% Oor 65 % mo 135 %.

UYrcToTa k3¢ IOCH B BOCCTAHABIMBAUMX
YCIIOBMAX — 6Oalik (NpelBapMTEeNBHO
3alroJIHeHHBIe WIIPULIEL)

-CyMMa JIEDKOM M TAXENOoM Lienen

92% =30 %
-CyMMa HM3KOMOJIEKYIIAPHEIX [IpUMecen

2. 9% < 4,4 %
-HermukosmmmpoBakHasa TaAxenas Lelb

4.1% < Byd %
YrcTora k3% JCH B HeBoCcCcTaHaBIMBALWMX
ycnosmuax = GaJsik (NpelBapuTellbHO
3aloJIHeHHBe WIPKWLEL)
- Anmpoxkymalb (uYMCTOTa [JIABHOT'C NMKa)

94% 2 92 %
- HernmmMKO3IMNMMPOBaHHEIA anmUpoKyMab

1.8% < 4,4 %
- CyMMa HM3KOMONEKYJAPHLIX MPUMeCcen

3.8% < 5,41
- CyMmMa BEICOKOMOJIEKYJISPHEIX NpUMeceit

0.4% <1,4 %

Canodm oitunann I'moX Tnowaaka @pankdypt Hepaiicec / 12.05.2020
Crp2m36
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«CAHO®H»
Ceprudukar anaanza

panysHT 150 Mrp/mn Marepuan: 543646 Cepmsi: AW1313
PacTBOp m/1A NOOKOXKHOTO GMID: 700411
BBeIOeHMd

2 x 1 Mn asToMHBexTop (mnpuu- Hava npomusBomcTea: 12.Hoat.2019 'ogen gmo: OxT.2021
pydkKa)

Hcecnenyemenm napamerTp
Pesynerar Cneumdomxaims

Umcrora - I'S BOXX - 6anxk PFS
(MpenBaprTeNbHO 3anoHeHHbE WIPVILE)

- Anmpoxymat
97% He wmeHee 96 %.

— CyMMa BLICOKOMOMIEKYJIAPHEIX NpMMecet

1.5% He Bonee 2,4 %
= CyMMa HM3KOMONEeKYJIAPHLIX npuMecemn

1 % He Gonee 2,4 %.
HMzodpopmer, xM3P - Bank (npegBapUTebLHO

3aloJIHEHHEI® WIIPHLE)

- CyMmapHoe comepxaHue KMCIILIX nzodopMm
anupoxymaba B npenapaTte (region 1)

46% Cr

P~
o
oo

o

Ho: 55

— CyMMapHoe coOepXaHue HeiTpanbHLxX
m3cdopM anMpoxymata B npenaparte
(region 2)

50% Or 42 % no 56

oe

- CyMmapHOe cofepXaHue OCHOBHBIX
nsodopM anmpoxyMaba B npenapare
(region 3)

43 He Bonee 5 %.

MexaHMuecKkMe BKIIOYEHMH, CUYETHO-
dOTOMETPUYECKMI METON - Bank
(MpenBapUTeNbHO BanoJiHeHHbLEe WTPMLIED)

- YacTuy pasmepom 2 10 MkM
627 J wonsefusp He Bonee 6000/xoHTeliHep.
- YacTuu pazmepoMm 2 25 MKM

3 He Gomee 600/xoHTeliHep.
4 / xoHTenHep

BakTepuaslbHEle 3HIOOTOKCUHE - Bank
(MpenBapMTeNbHO 3arloJHEeHHbE WIPWLIE)

CoorBeTcTRYeET
He Gonee 0,05 E3/mMr.

Canodm Jlofiunana ['m6X [Tnowaznka Ppankdypt Hepaiicec / 12.05.2020
Ctp3usb
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«CAHODH»
Ceprudukar anaaunsa

MpanysdT 150 MDp/mMn Marepman: 543646 Cepusi: AW1313
PacTBoOp ONs MOOKOXHODO GMID: 700411

BBEIEeHUS

2 % 1 mn asTomHbekTOp (unpuu- JaTa npousSBomcTBa: 12.Hos6.2019 Tomen mo: OxT.2021
py4dkKa)

Wccnenyement napamMeTp

PesyneTar Cneundpukaums
CTepUIIEHOCTE - Dalk (IpenBRaprMTeslbHOo
3aroJIHeHHble WPMLIE)
CooTBeTcTRyeT [lpenapaT nosixeH OBIT: CTEPUIIBHBEM B
cooTBeTCTEMM C TpeboraHusmm E.d.,
¢ . CIIA

NOeHTHOMKAUMOHHEN KOHTPOIbL -
wrpul-py4YkKa, BMU3YalJlbHaA OLEHKa Hcnelryemelr oOpasel IOJIKeH
CoorBeTcTBYET COOTBETCTBOBATL CTaHOAPTHOMY ofpasly.

OnucaHye WOPUU-PYYKM -
WOPUL-py4YKa, BM2yaJlbHas OLEeHKa He oOHapyxeHH OedeKkTbl, BO3HMKAKIME B
CooTreeTcTByeT npoliecce cOOpPKM WIPULI-DYUYKM

YCunva OnA CHATUA TonyBoro KoJnadxa,
LNpUL-py4Ka
CooTBEeTCTBYeT

I~
[U'%]

5 N

Ycunua pna akTUBauuM Tpurrepa,
LNpYL-pydYKa
CooTBeTCTBYeT 4 N - 11 N

Ycunua nnda aKTMBALUUM MHBEKLMOHHOM
KHONKM, WIpUL-pYy4YKa

CooTBeTCTBYET N - 16 N

w

TouHoCTh HO3El — WNPUL-PYYKA
(cBBeM MHBEKLMM)
CoorBEeTCTERYET O6weMm pgosixeH OblITb He MeHee 1.00 wm.

T'nyOuHa MHBEKUMM — WIPpKL-DpYYKa
CooTBEeTCTBYET 6.0 MM £ 2.0 MM

Bpemsa mHBEKLMM, WNpUL-pyYKa
CooTBREeTCTBRYET 2 - 17 cexk.

Canogu Joitunana I'm6X Miowanka Gpankdypt Jesaiicec / 12.05.2020
Crp4ns b
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«CAHODH»
Ceprudukar anannza

Npanysur 150 mrp/mn Marepman: 543646 Cepusi: AW1313
PacTeop ONS NONKOXHOTO GMID: 700411

BEENEeHUA

2 x 1 M7 aBTOMHBEKTOP (unpun-  Jara npoussoncTea: 12.Hoa6.2019 Togen mo: OxT.2021
pydyka)

HNcecnenyement napamMerp
PesynsTar Cneunpmxaums

ConpoTuBIeHMe BaUMTHOTO KoJInadyka MIJIbl
rocrne MHBEeKLMH, WApKML-py4YKa
CooTBeTcTByeT CMelleHre 2aWUTHOTO KOJNAYKA MIUIL npu
Harpyz3ke 80 N DOMKHO BHTL He Bonee 2 MM

NonnuuHocTs
KM3® - npenBapuTeNLHC ZanofHeHHAS wnpuu-—
pyYka
CooTRercTByeT SnexkTpodoperpamMMa MCOHTYEMOTO pacreopa
HOJIXH& COOTBETCTBOBATEL TUNIMYHOM
BJIEKTpOodOperpaMMe CTAHOAPTHOTO pacTeopa.

KonuuecTBeHHGe onpenenexue (oBumit Genok)

(A2B0) - npenBapuMTensHO 3anoNHeHHAas
WnpuU-pydKa
150.2 mr/mn Or 140,0 mr/mn go 155,0 mr/mm.
lNopnuunocTs — MOR (A450) - NnpenBapuUTentHo
34aloJIHeHHas mnpull-pydkKa
CoorTBeTcTEYET 3HayeHVe ONTUYEeCKOM [JIOTHOCTU HUCHOEITYEMOT O
PACTEOpPa OONMKHO OHTEL GOJIblle 3HAYEHUS
ONTUYECKON MNICTHOCTU CTaHOAPTHOTO
pacTeopa.
Ponanng KiammuyTm 13.05.2020 [nmommmcs]
MeHenXep KOHTposs kadecTBa, SFD HJara / nomnuce
Huko Buennyru 13.05.2020 [mommmch]
PyroBoouTens OTrena KOHTpPONS Hara / nommuce
KadecTBa SFD

Canodm Jloiunann I'm6X INnomanka DpankdypT Hesaiicec / 12.05.2020
Crp5msb
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«CAHO®H»
Ceprudukar anaamsa

Mpanysur 150 mMmr/mn MaTepuan: 543645 Cepust: AW1313
PacTeop ONA NOOKOXHOTO GMID: 700411

BEeOEeHMA

2 x 1 Mn aBTOMHELeKTOPp (wnpuu- Hara npomssogcTBa: 12.Hoq0.2019 T'ogeH mo: OkT.2021
pydka)

Neccnenyement napamMeTp
PesyneTar Cneunpmraums

COOTBETCTBYET tpetoanus,
JlaHHbIe 110 CTAGMIBHOCTH M CPOKY FOAHOCTH IPUMEHSFOTCS TOIBKO IPH HAJIEXKALIHX
YCIOBHSIX XpaHEHHS.

Hacrosiunm s nonreeprnaro, uto BeimeykasanHas MH(OPMALLHS ABNAETCA BEpHOI M TouHOMN. JlaHHas cepus
npenaparta Oblla NpOW3BE[eHa, BKIHOYAs HTallbl YNAKOBKH M KOHTPOJSA KauyecTBa, Ha BbLILIEYTOMSHYTON
MPOM3BOACTBEHHOMN T10IanKe (-aX) B I10JHOM COOTBETCTBHH C TpedoBannaMn GMP MecTHbIX PerynatopHsix
OpraHoB, a Takke cO creuMpukaluMiMu B PerucTpalnoHHOM YIOCTOBEPEHHH CTpaHE-UMMOpTepa. Ilo
PE3Y/IbTaTaM MPOBEPKH 3aMUCH O NPOM3BOACTBE, YMAKOBKE M aHAIN3e CEPHH COOTBETCTBOBAH TpeOOBAHUAM
GMP.

BLinyck cepun ocyuiecTBIeH 3a 31eKTPOHHOI NOANHCHIO
H-p M. ®umep

12.Mas.2020 14:09

Menemxep no npoaykry, Ynonnomouentoe 1o

H-p M. Quwiep

14.Mas.2020

Canodm [Jloiunana I'm6X IMnowmazka Ppanxdypr Hepaiicec / 12.05.2020
Cmp6uzb
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SANOFI

Certificate of Analysis

AQ Sanofi Russia

125009 Russian Federation, Moscow
Tverskaya Str., 22

Moscow

Russia

Hoechst AG

Hoechst Marion Roussel
Deutschland GmbH

Aventis Pharma Deutschland GmbH
Sanofi-Aventis Deutschland GmbH
Industriepark Hoechst- -

65926 Frankfurt am Main

phone: +49 (0)180 /2 222010

Praluent 150mg
solution for injection
2x1lml auto-injector

Material: 543646 Batch: AWI313 -
GMID: 700411
Date of manufacturing: 12, Nov.2019  Expiry date: Oct.2021

Test item
Result

Specification

Appearance of solution - bulk PFS

Liquid essentially free from visible

Physical form / Visible particles particulates

corresponds

Appearance of solution - bulk PFS

Clarity and degree of opalescence

corresponds

Color of solution - bulk PFS
corresponds

pH - bulk PFS
6.0

not more opalescent than reference
suspension III

not more coloured than reference
solution BY2

5. = 63

Identity by PCSK9 specific ELISA - bulk PFS

corresponds

Total Protein Content (A280)

150.3 mg/mL

The mean optical density of the
sample at 450 nm exceeds the mean
optical density of the reference
standard at 450 nm

- bulk PFS

140.0 - 155.0 mg/mL

Sanofi Deutschland GmbH Site Frankfurt Devices / 12.05.2020 Page 1/6
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SANOFI

Certificate of Analysis

Praluent 150mg Material: 543646 Batch: AWI1313
solution for injection GMID: 700411

2x1lml auto-injector 7 Date of manufacturing: 12. Nov.2019  Expiry date: Oct.2021
Test item

Result Specification

Potency by Biocassay - bulk PFS
83 per cent 65 - 135 per centL

Purity by Reduced CE-SDS - bulk PFS
per cent heavy chain peak + light chain peak
92 per cent 2 90 per cent total peak area

Purity by Reduced CE-8DS - bulk PFS
per cent LMW species
2.9 per cent € 4.4 per cent

Purity by Reduced CE-SDS - bulk PFS
per cent Non-glycosylated Heavy Chain (NGHC)
4.1 per cent

IA

6.4 per cent

purity by Non-Reduced CE-SDS - bulk PFS
per cent Purity - Peak area of intact alirocumab
(Main peak purity)

94 per cent

AV

92 per cent total peak area

pPurity by Non-Reduced CE-SDS - bulk PI'S
per cent non-glycosylated main peak
1.8 per cent £ 4.4 per cent

purity by Non-Reduced CE-SDS - bulk PFS
per cent LMW species
3.8 per cent S 5.4 per cent

Purity by Non-Reduced CE-SDS - bulk PFS

per cent HMW species
0.4 per cent £ 1.4 per cent

Sanofi Deutschland GmbH Site Frankfurt Devices / 12.05.2020 Page 2/6
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SANOFI

Certificate of Analysis

Praluent 150mg Material: 543646 Batch: AWI313
solution for injecticn GMID: 700411

2x1ml auto-injector Date of manufacturing: 12. Nov.2019  Expiry date: Oct.2021
Test item

Result Specification

Purity by size exclusion HPLC - bulk PFS
per cent main peak

'3

96 per cent
97 per cent

Purity by size exclusion HPLC - bulk PFS
per cent HMW species
1.5 per cent

I~

2.4 per cent

Purity by size exclusion HPLC - bulk PFS
per cent LMW species
1.1 per cent S 2.4 per cent

Charge variant analysis by iCIEF - bulk PFS
per cent region 1
46 per cent 40 ~ 55 per cent

Charge variant analysis by iCIEF - bulk PFS
per cent region 2

50 per cent
42 - 56 per cent

Charge variant analysis by iCIEF - bulk PFS
per cent region 3

4 per cent
< 5 per cent

Particles >= 10 pm (HIAC) - bulk PFS
627 /container <= 6000 /container

Particles >= 25 pm (HIAC) - bulk PFS
4 fcontainer <= 600 /container

Bacterial endotoxins - bulk PFS
corresponds £ 0.05 EU/mg

Sanofi Deutschland GmbH Site Frankfurt Devices / 12.05.2020 Page 3/6
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SANOFI

Certificate of Analysis

PERLUSRE 150mg Material: 543646 Batch: AWI313
solution for injection GMID: 700411
z_x_?m e e Date of manufacturing: 12. Nov.2019  Expiry date: Oct.2021
Test item s

Result Specification

Sterility ~ bulk PFS
corresponds

Identity - pre-filled pen
Visual Inspection
corresponds

Appearance - pre-filled pen
Visual Inspection
corresponds

Shield remover removal force - pre-filled pen
corresponds

Needle Cover Activation Force - pre-filled pen
corresponds

Actuator Button Activation Force - pre-filled pen
corresponds

Dose accuracy - pre-filled pen
(injection volume)
corresponds

Injection depth - pre-filled pen

corresponds

Injection time - pre-filled pen
corresponds

corresponds to Ph.Eur., USP

The sample must correspond to the
reference

No observed defects originating from
the assembly process

< 35N
1N - 11N
5N - 16N

Delivered volume shall be no less
than 2 1.00 mL

6,0 mm + 2.0 mm

2= 138

Sanofi Deutschland GmbH Site Frankfurt Devices / 12.05.2020
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SANOFI

Certificate of Analysis

E3E Henk: Csi ] Material: 543646 Batch: AW1313
solution for injection GMID: 700411
SR A0ke-URRkeE Date of manufacturing: 12. Nov.2019  Expiry date: Oct,2021
Test item o

Result Specification

Needle cover ocverride force after injeclion
corresponds

Identity by iCIEF - pre-filled pen

corresponds

Total Protein Content (A280) - pre-filled pen

150.2 mg/mL

Identification by ELISA (A450) - pre-filled pen
corresponds

£ 2 mm deflection of the needle cover

at applied force of 80 N

The test article electropherogram
must be comparable to the reference
standard electropherogram

140.0 - 155.0 mg/mL

DO sample > DO standard

QC-Manager SFD

Roland Klimitsch o\ \l\m&ucp
SUg

PRUCERN WNIN \? tk/t

Date / Signa

Nico Wiehlpltz N \‘h-lhfel""““\"‘ L \ I
. e ; \AWTeYe NNLUA (L
Head SFD/QC U\\” e Enapmon A3 P, éa“ /Lgi\g":katt(ﬁre (o

Sanofi Deutschland GmbH Site Frankfurt Devices / 12.05.2020
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SANOFI

Certificate of Analysis

Praluent 150mg
solution for injection
2x1ml auto-injector

Material: 543646 Batch: AWI313
GMID: 700411

Test item
Resul(

Date of manufacturing: 12, Nov.2019  Expiry date: Oct.2021

Specification

COMPLIES to the requirements.

Data on stability and shelf-life only apply under appropriate conditions of storage.

I hereby certify that the above information is authentic and accurate. This batch of product has been
fabricated/manufactured, including packaging and quality control at the above mentioned site(s) in full compliance with
the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization of the
importing country. The batch processing, packaging and analysis records were reviewed and found to be in compliance

with GMP.

released and electronically signed by

Dr. M. Fischer
12. Mai. 2020 14:09

Product Responsible Manager respectively Qualified Person

Dr. M. Fischer

14, WAL W

ik it
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