CEPTUDIKAT AKOCTI

YKPATHA

CepTudpikaT sikocti Ne 1141776A

Onuc npoaykry:

ApaHecn, poa4uH ans i'ekuiid, 100 mkr/mn no 0,3 mny
nonepeaHb0 HanoeHeHoMy wnpuui Ne1y Gnictepi B kopobui

HaiimeHyBaHHS BUpOD

HWKa, KpaiHa:

AmaxeH Espona b.B., Higepnanam

PeecTtpauiiiHe nocsig4

EHHA

UA/11437/01/03

Cwna aii/akTUBHICTb:

0,3 Mn po3uKHy MicTUTb gapbenoeTuHy anbda 30 Mkr

Jlikapcbka dopma:

PO34MH ANA iH'eKUii

Poamip | TUN ynakosku:

no 0,3 mn B nonepegHeLo HanosHeHomy wnpuui Ne1 B Bnictepi

Ta kopobui
Homep cepii: 1141776A
[aTa supobHuuTea: 03 2021
[laTa 3akiHYeHHA CTPOKY NpuAaTHOCTI: 03 2024
[laTa Bunycky cepii: 09 12 2021
Poawmip cepil: 2003

HaimeHyBaHHs, MICLE3HaX0MKEHHA Ta HOMepK

NiyeHziin BUpOBHUKIB!

AmmkeH E€spona B.B., Minepeym 7061, 4817 ZK, Bpepga,
Higepnangu. NiyeHsisa Ha BupobHuuTteo Ne 108520F
AmmkeH MaHydekuypinr Jlimiten, Credt Poyag 31,
FOwkoc, MNP 00777-4060, MyepTo Piko, CLWA

NiueHaia Ha BupoBHuyTeo Ne 100110364

KM 24.6,

MeTogn | TecT [ Cneuudikauis | Pe3ynbTaTh Tecty
lgeHTudikadin
MET-001248/ MET- | |30oenekTpudHe

000621

dokycysaHHs (IED)
Western

I3ochopmu 19-22 BuAUMI

I3odhopmu 19-22 BuaUMI

000621

nesHa isogopma 17

KinbKicHe BU3HaYeHHA aKTUBHOCTI/KOHUEeHTpauil:

MET- 001129 IMyHObEepMEHTHNI 100 £ 20 pr/mn 100 pr/mn
aHania (IPA)

AKTUBHICTb =

BignoBigae, Konu

pesynsTaTu TecTiB

ﬁ;‘;ﬂ(‘;;‘;&:ﬁfi; " | AkruenicTs Bianoeinae Bianosinae

aHani3 sHaxo4saTbCA

B Mexax

cneuundikayii

TecTu Ha YUCTOTY:

MET-001248/ MET- | IE® Western BigcyTHi nonocu Hux4e, Hix BiacyTHI nonocu HUXYe, Hix

neeHa isocpopma 17

MET-001132 ExckntosiiHa BEPX 2 99,5% MoHomepy 100% MoHoMepy
OCHOBHI TecTu:
USP/PhEur/JP 30BHiLUHIK BArNAL, Mpozopa, 6e3bapeHa piauHa, Mpo3opa, GesbapeHa pianHa,
npakTu4Ho 6e3 4acTUHOK NpakTU4HO Be3 HacTUHOK

He moxHa : - ; . .
3acTocyBaTH ® O6’em Bianosigae Bignoeigae
USP/PhEur/JP bakrepianbHi =

EHAOTOKCUHM =2 OlV/aosy <1 00/nosy
USP/PhEur/JP CTepunbHICTb Bianosigae Bignoeigae
USP/PhEur/JP <6000 ”aCTVJI"éTJKMHTaaKOHTe”Hep 2 | 4 yacTumkv Ha KoHTelHEp = 10uMm

HeBuanmi YacTuHKK y Ta

=il qacmuzog ::I KOHTRMHER.2 0 4acTMHOK Ha KOHTEeHep 2 25 um

— TECTYBaHH: BUKOHYETLCH B PEXUMI peanbHoro yacy s NpOoLEeci HanoBHEHHS
LI,MM % 3acBigvyio, WO HaBedeHa BULLE mcbopmaum € [OCTOBIpHOK Ta TO4HOW. Lo ceplro npop.yn(uu 6yno

Ao cneuvdikayi, Wo MicTaTbea Y peec:'rpauiﬁHomy [OCbE KpaiHu-imnopTepy, a

nepernsHyTo Ta BCTaHoBNeHo BiagnosigHicTe GMP.
MpuMmiTka: Uei 4OKYMEHT MOXHa nianucaTi enekTPOHHUM NiANUCoM.

npenapaTt Ans AocnimkyBaHoro nikapcekoro 3acoBy. MNMpoTokonw BwpDGHmuTsa( '

Im's: Cynthia Lagrand
Mignwe: /Nignucaxo/

Mocapa: YnoeHoBaxeHa Ocoba

[ara: 23 rpyaHs 2021
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DocuSign Envelope ID: E0070558-7169-4206-A321-BE69BODED768

AMGEN

Certificate of Quality

Ukraine

Certificate of quality # 1141776A

Product description:

Aranesp®, solution for injection, 100 mcg/ml, 0.3 mL in prefilled syringe
#1 syringe in blister per pack

Manufacturer name,

Amgen Europe B.V., The Netherlands.

country
Registration certificate: UA/11437/01/03
Strength/activity: 0.3 mL of solution contains darbepoetin alfa 30 mcg

Pharmaceutical form:

solution for injection

Size and type of
packaging

0.3 mL in prefilled syringe; # 1 syringe in blister per pack

Batch number: 1141776A
Manufacturing date: 03 2021
Expiration date: 03 2024
Batch Release date: 09 12 2021
Batch size: 2003

Name, address and
license number of

Amgen Europe B.V.; Minervum 7061, 4817 ZK, Breda, The Netherlands. ML # 108520F
Amgen Manufacturing Limited, State Road 31, km 24.6, Juncos, PR 00777-4060, Puerto

manufacturers: Rico, USA. ML#100110364

Method Parameter | Specification Test results
Identification:

MET-001248/ Isoelectric focusing (IEF) Isoforms 19 - 22 visible Isoforms 19 - 22 visible
MET-000621 Western

Quantitative determination of potency/concentration:

MET- 001129 '(T;r)'?umassay apalyis 100 + 20 pg/ml 100 pg/ml

Potency = Pass when SE-

HPLC and Immunoassay

results are within Potency iy Pass
specifications

Purity Tests:

MET-001248/ IEF Western No bands lower than isoform No bands lower than isoform
MET-000621 17 detected 17 detected
MET-001132 Exclusion HPLC 2 99.5 % monomer 100 % monomer

General Tests:

Clear, colorless liquid practically free Clear, colorless liquid

USP/PhEur/JP Appearance from particles practically free from particles
Not Applicable @ Volume Pass Pass
USP/PhEur/JP Bacterial Endotoxins <2 EU /Dose <1 EU/dose
USP/PhEur/JP Sterility Pass Pass
< 6000 particles per container 2 10 | 4 particles per container 2 10
- ) pum um

USP/PhEur/JP Sub-visibl rticl

ur e=Ee Ralusise and < 600 particles per container = | and 0 particles per container

25um =25 um

a Real time testing performed during filling process

‘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 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 or product specification file for Investigational Medicinal Products. The batch processing, packaging and analysis

records were reviewed and found to be in compliance with GMP."
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AMGEN

Name: Cynthia Lagrand

Signature:

Job description: Qualified Person

clagrand@amgen.com

DocuSigned by
ra,.u-. Lagand

U signer Name: Cynthia Lagrand
Signing Reason. | approve ths document
Signing Time: 1272372021 | 3:55:51 PM GMT

5FD1922CD2D948208803C4032C3BCC27

12/23/2021
Date:




JIEPXJIIKCITYXBA
JEPXKXABHA CJY)KBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHiBCBHKII OBJIACTI

npocrnext Banepis Jlo6aHoBchkoOro, 5 1, M. Kuig, 03110, Tes/akc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €IPTIOY 37078774

BHUCHOBOK
Hpo sIKICTH BBE3€HOI0 B Ykpainy Jlikapcekoro 3aco0y

31.01.2022 Ne 2926/22/10

APAHECII

(HaliMeHyBaHHS NiKapchKOro 3aco6y 3riTHo 3 peecTpaniium TNIOCBiTYEHHSM)
Po3unH 14 in'exniit, 100 Mxr/vor; mo 0,3 mur ¥ IonepeAHL0 HANOBHEHOMY IMIpHL|; mo 1
mupuny y Gaicrepi; mo 1 Gicrepy B Kopoomi

(¢opma eumycky, nosyBaums, BEx TlaKyBaHHA TiKapCEKOT0 3ac06y)
Homep peectpaniinoro nocsimaerns UA/11437/01/03 CTpok Aif peectpauiitroro nocsizgenns 01.01.2099
Cepis nixapcexoro 3aco6y Ne 1141776 A KimbkicTs BBe3eHOr0 nikaperkoro saco6y 2003

Bupo6rux Ammxen €spona B.B., Hinepnaumm

(HadiMeHyBaHHs BHPOGHKKA JKapCRKOro 3acoby, kpaiHa TTOXOMKEHHS)

Beesero B Vkpainy ToBapucTBo 3 06MesxeH0I0 BiqmOBiTAMLHICTIO "ITEJbTA
MEIIKEJ", inenr. xon: 39448817

(HaitveHyBanms Ta Koz 3a €IPIIOY IOPHIMYHOI 0co6u abo mpissmme, iM's, 10 6aTEKOBL Gisranoi
0cobu - niampueMIts, ii Micne MpoXuUBaHKS Ta PeecTpanifiHuii HoMep 06IKOBOT KapTKH MIaTHUKA
noxartkis abo cepist Ta Homep NacIropTa)

Iporokon Bisyansroro korTposmo six 28.01.2022 Ne 0205/2.

3a  pesymeTaTaMH JepKaBHOIO KOHTPOJO ~ BCTAHOBJICHO, IO JHKAapCHKMM 3aci6 BBe3eHO B Vkpainy 3
AOTPHUMAHHSAM BHMOTr 3aK0HOIABCTB 010 3a0e3NeYeHHS IKOCT] TiKapCchKHX 3ac00iB.

Brnamucnas [IETPOCORB

(ininiami Ta npisemme)
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