CepTtudikaTt aHanisy
YkpaiHa

CepTudikat aHanisy Ne 1151211

HanmeHyBaHHs npoayKuii:

IkcakeBa®, PO34uH Ana iH'ekuinn, 70 mr/mn, 1,7 Mn y cpnakoHi, 1 donakoH y kopobui

HaimeHyBaHHSA
KpaiHa:

BUPOBHMKa,

AmpoxeH €spona b.B., Higepnangu

PeecTtpauiiiHe nocBigYeHHs:

UA /15390/01/01

Cwuna fji/akTuBHICTb:

1 M pO34YMHY MicTUTb geHocymaby 70 mr; 120 mry 1,7mn

Jlikapcbka dhopma:

Po3uuH ans iH'ekyin

Po3Mmip Ta TMN nakyBaHHS:

1,7 mn y cbnakoHi, 1 donakoH y kopobui

Howmep cepii: 1151211

[aTa BupobHuUTBA: 02 2022

[aTta 3akiH4eHHS CTpOKyY 02 2025

NPUAATHOCTI:

[ata Bunycky cepil: 10 08 2022

Po3mip cepii: 500

HaiimeHyBaHHs, AmpxeH €spona B.B., MiHepsym 7061, 4817 ZK, Bpega, Higepnaxau,

MiCLe3HaXOXKEHHSA Ta HOMEpU
niueHsin BUpoBHUKIB:

JliueHsist Ha BupoOHuuTBO Ne 108520F
AmpxeH ManydekdypiHr Jlimiteq: Cteint Poya 31, Kinometep 24,6, [xaHkoc,
MyepTo-Piko 00777-4060, CLUA

JliueHsis Ha Bupo6HuuTeo Ne1000110364

Ne |Tecr Metoau KoHTponio | Cneundikauia Pe3synbTatu Tecty
USP/PhEur 2.2.2 Konip: <Y5 <Y6
PhEur 2.2.1 Fpeaplen: 5 CraHmBRTY <RI
1 |3oBHiwHili BUrnag*® onanecueHuii |l
MpakTMYHO 6e3 BKAKOYEHb MpakT1yHo 6e3
USP/PhEur 2.9.20 YaCTUHOK BK/NKOYEHb
YaCTUHOK
|A€HTHUYHICTD Bignosigae (Mo3uTUBHMIA Bianosigae
CneuyudivHa ineHTHdikauin Metoz BUpobHMKa aHani3 Ha geHocymab) (Mo3uTUBHUM
npoaykTy metogom |PA aHani3 Ha
5 (imyHOdEpPMEHTHUI aHanis) AeHocymab)
abo
CneuudiyHa igeHTUdiKaLisa Bianosiaae (Mo3nuTUBHUM Bignosiaae
NPoAYKTY METOAOM MeToza BUpObHMKa aHani3 Ha geHocymab) (Mo3uTUBHMIA
PamaHiscbKoi cnekTpocKonii aHani3 Ha
neHocymab)
Yucrora > 98,2% OCHOBHOrO nika 99,3 %
EkckntosinHa YBEPX MeToza BUPOOHMKa < 1,6% BMCOKOMONEKYNAPHI 0,5 %
CNONyKU
BigHoBAOBaNbHUM
3 KaninﬂpHMﬁ.enekTpod)opes B Mo, supoBksiia 2 95% OCHOBHOF? nika (Baxkkui 97 %
NPUCYTHOCTI NAHUIOT + IeTKUIA NaHLor)
popeumnncynbdaty HaTpito
Msnionms s BED MeToa BUpOobHMKa > 65% OCHOBHOrO NiKa 85%
g |Bawrepianchi USP/PhEur2.6.14  |<5,0 OE/mn <0,8 OE/mn
€HO,0TOKCUHU
5 |CrepunbHictb USP/PhEur 2.6.1 Bip.nosi Bignosigae
KinbKicHe BU3HaueHHsA USP/PhEur 2.1.3, A *"“’9”‘“
® | Ginkars 2.2.25,2.5.33 Y S ’L-\@%\ SE.B mrin
7 | OcmonanbHicTb™* USP/PhEur 2.2.35 ﬁq? 345 _MOCM@‘?;\\ 312 mOcm/Kr
8 |pH USP/PhEur 2.2.3 e e 5,2

1/2




9 |[Monicopbar 202° Metoz BUpobHMKa 0,006% - 0,015% (m/0) 0,008% (m/0)
BupobHuya ' ; . .
10 |06’em®? Bignosigae (2 1,7 mn Bignosinae
i Anosiaae ( ) AnoBiA,
< 6000 4acTMHOK po3mipom 10 yacTUHOK Ha
5 o o
11 |HeBMAMUMI YAaCTUHKMU USP <787> #1040 H3 KOHTeMH.ep KOHTEUHED
< 600 4aCTUHOK po3Mipom 0 YaCTUHOK Ha
> 25 MKM Ha KOHTelHep KOHTENHep

@ BU3Haya€EThCA BUNPOBYBaHHAM A4N1A BUMYCKY B peanbHomy yaci (RTRT); Bignosigae sumoram, AKLo
BUNPOBYyBaHHA NPOBOAMIOCA.

® BunpobyBaHHA NPOBOAATL Ha eTani CTepUNbHOT GiNbTPaLii Ta HANOBHEHHS.

¢BunpobyBaHHA NPOBOAATL Ha eTani Hepo3¢$acoBaHOIo roTOBOrO JIiKaPCbKOro 3acoby.

406’em BM3HAYAETLCA BUNPOBYBAHHAM A8 BUMYCKY B peasbHoMy yaci (RTRT) WASXOM OLiHKM
nepesipoK Macu HanoBHEHHS B Npoueci BUPobHUUTBA.

USP ®apmakonen CLUA

PhEur Esponeiicbka ®apmakonen

Lvm s niaTBepayto, Lo BULLEBKa3aHa iHGOpMaLlis € CNpaBKHbO i TOYHO. Lis cepia npoaykTty byna
BUIOTOB/IEHA, BKKOYAKOUM YNaKoBKY / MapKyBaHHA Ta KOHTPO/Ib AKOCTI Ha 3raZlaHil BULLE AiNAHL B NOBHIN
BiAnoBiAHOCTI 3 BMMOramum GMP MiCLEBOro perynioyoro opraHy i BignosiaHo Ao crneuudikauin
PeecTtpauiitHoro cBigouTBa KpaiHu imnopTy abo cneundikauii NpoayKTy ANA AOCNIAXKYBaHUX NiKaPCbKUX
3acobis. 3anucu 3 onepauii, BUPOBHULLTBA, YNAKOBKM i aHani3y cepii 6ynu po3rnaHyTii BU3HaHI BiANOBIAHO
no GMP.

Lium A nigTBepaXyto, WO UA cepia Bignosigae 3aTeepAxeHin cneuudikaii, 3a3Haveni suue.

3BepHiTb yBary: Lei AOKYMEHT Moxe 6yTu nignucaHuii eNeKTPOHHMM nignucom (3a J0MoMOoroto
DocuSign).

Im'a: Jan Vincken Mocapa: YnosHoBaxkeHa Ocoba
Mianuc: /nignucaHo/ [JaTa: 18 cepnHa 2022
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DocusSign Envelope ID: B2C041A7-36C5-4761-91AE-C541DASE70CD

AMGEN

Certificate of Quality

Ukraine

Certificate of quality # 1151211

Product description:

#1 vial per pack

Xgeva ®, solution for injection, 70 mg/mL, 1.7 mL in vial

Manufacturer name, country:

Amgen Europe B.V., The Netherlands

Registration certificate:

UA/15390/01/01

Strength/activity:

1 mL of solution contains denosumab 70 mg; 120 mg per 1.7 mL

Pharmaceutical form:

Solution for injection

Size and type of packaging:

1.7 mL in vial # 1 vial per pack

Batch number:

1151211

Manufacturing date: 02 2022
Expiration date: 02 2025
Batch Release Date: 10 08 2022
Batch size: 500

Name, address and license
number of manufacturers:

Amgen Europe B.V.: Minervum 7061, 4817 ZK Breda, The Netherlands. ML # 108520F
Amgen Manufacturing Limited: State Road 31 km 24.6, Juncos, Puerto Rico 00777-4060,
USA. ML # 1000110364

Ne Test Control Methods Specification Test Results
USP/PhEur 2.2.2 Color: <Y5 <Y6
Clarity: < Opalescence
1 Appea\rance"’b PHENT21 Reference llI =Rl
. . Practically free from
USP/PhEur 2.9.20 Practically free from particles particles
\dentity Complies (Positive for d b)| Complies (Positive f
Product Specific Manufastuier msthed omplies (Positive for denosuma omplies (Positive for
Identification EIA denosumab)
2 |Or
Product Specific i . ) »
Identification by Raman | Manufacturer method Complies (Positive for denosumab) | Complies (Positive for
Spectroscopy denosumab)
Purity > 98.2% Main Peak 99.3 %
Site Exclusion-UHPLC | Manufacturer method = 1.6% HMWS 05 %
Reduced Capillary ) )
Electrophoresis — M - 2 95% Main Peak (heavy + light 97 9
2 sodium dodecyl HRUHEOrIIRIng chain) %
sulphate
Cation Exchange Manufacturer method > 65% Main Peak 85 %
HPLC
Bacterial
4 - b USP/PhEur 2.6.14 <5.0 EU/mL <0.8 EU/mL
Endotoxins™
5 | Sterility USP/PhEur 2.6.1 Complies Complies
Protein USP/PhEur 2.1.3, 2.2.25,
6 Concentration™® 2533 63.0 - 77.0 mg/mL 69.6 mg/mL
7 | Osmolality®® USP/PhEur 2.2.35 285 - 345 mOsm/kg 312 mOsm/kg
8 |pH** USP/PhEur 2.2.3 5.0-55 52
9 |Polysorbate 20 b Manufacturer method 0.006% - 0.015% (w/v) 0.008% (w/v)
10 |Volume®4 Manufacturing procedure Complies (2 1.7ml) Pass
10 particles per
Subvisible container
" Particulates USP <767> 0 particles per
container

@ Determined by real time release testing (RTRT); complies, if tested.

P Test is performed at the sterile filtration and filling step
° Test is performed at the formulated bulk drug product step
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DocusSign Envelope ID: B2C041A7-36C5-4761-91AE-C541DASE70CD

AMGEN

9 Volume is determined by RTRT through evaluation of the in-process fill weight checks

‘| 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.”

| herewith certify that this batch complies with approved specifications stated above.

Note: this document can be signed with E-signature (via docusign).

Name:

Jan Vincken

Signature:

DocuSigned by:
[ Jan Vincken
U Signer Name: Jan Vincken

Signing Reason: | approve this document
l Signing Time: 8/18/2022 | 9:20:28 AM GMT

0250A25B3130419FA4B4B3BC5CD619E0
jvincken@amgen.com

Job description:

Qualified Person

8/18/2022

Date:
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