CepTtudikaT aHanisy
YKpaiHa

CepTtudikat aHanisy Ne 1180678

HaimeHyBaHHs NpoayKuii:

ch;pKeBa®, PO3UMH ANs iH'eKUid, 70 mr/mn, 1,7 mn y conakoHi, 1 dnakoH y kopobui

HalimeHyBaHHs BUPOBHUKA,

KpaiHa:

AmpxeH €spona B.B., Hinepnanau

PeecTpauiiiHe NOCBiAYEHHS!

UA /15390/01/01

Cuna fii/akTuBHICTb:

1 Mn po34MHY MICTUTb AeHocymaby 70 mr; 120 mry 1,7mn

Jlikapcbka dpopma:

Po3unH 45t iH'eKuin

Po3mip Ta TMN NakyBaHHS:

1,7 Mmn y donakoHi, 1 dnakoH y kopobui

Howmep cepii: 1180678

[aTa BupoBHUUTBA: 03 2024

[laTta 3aKkiH4eHHsi CTPOKY 03 2027

npuAaaTHOCTI:

[ata Bunycky cepii: 10 09 2024

Poamip cepii: 1200

HalmeHyBaHHs, AmpxeH €spona b.B., MiHepsym 7061, 4817 ZK, Bpepa, HigepnaHau,

MiCLie3HaxXoMKEHHs Ta HOMepH
niyeHsiv BUpOBHUKIB!

NiueHaist Ha BupoBHuLTBO N2 108520F

Ne |Tect

MeTtoau KOHTPO/IIO

Cneuudikauis

PesynbraTth Tecty

1 |3oeHiwHiii Burnap®®

USP/PhEur 2.2.2 Konip: <Y5 <Y7
Mpo3opicTb: < CTaHAAPTY
P 2. <
hEur 2.2.1 onanecueHwi Il craHaapty |

MpaKkTUYHO 6e3 BKKOYEHb

MpakTnyHo 6e3

USP/PhEur 2.9.20 YaCTUHOK BK/IHOYEHb
YaCTUHOK
|AEHTUYHICTD Bignosiaae (Mo3nuTBHMIA Bignosinae
CneuudiuHa igeHTMdikauis MeTop BupobHMKa aHani3 Ha aeHocymab) (Mo3uTuBHUI
npoayKTy metogom IOA aHani3 Ha
) (imyHOdepMeHTHUIA aHani3) AeHocymab)
abo
CneuundivHa ineHTMdiKauia Bignosigae (Mo3nuTUBHUNA Bignosinae
NPOAYKTY METOA0M MeTopa, BUpOOHMKa aHanis Ha aeHocymab) (Mo3uTMBHUM
PamMaHiBCbKOT criekTpocKonii aHani3 Ha
feHocymab)
Yucrora > 98,2% OCHOBHOTO MiKa 99,3%
ExkckntosiiiHa YBEPX MeToz BupobHuKa < 1,6% BMCOKOMONEKYNAPHI 05 %
CNoNyKH
BigHOBNOBaNbHUN
3 KanianHMﬁ.GHEKTDOCbOpeB B MeTog, BUpOGHHKa > 95% OCHOBHOF? nika (BarkKuM 97 %
NPUCYTHOCTI NaHLOT + Nerkui naHuor)
popeuuncynbdaty HaTpito
Rationoabmima BEPX MeToa, BUPOOHUKA > 65% OCHOBHOTO Nika 84 %
y |BaktepianbHl USP/PhEur 2.6.14 <'5,0 OE/mn <0,8 OE/mn
€HA,0TOKCUHU®
5 |CrepunbHicTb USP/PhEur 2.6.1 Bignosinae Bignosinae
6 :i'ﬁ::;f;”e SHRHAEERIS g’szpézhgus';” 63,0 - 77,0 Mr/mn 70,9 mr/mn
7 | OcmonanbHicTb™* USP/PhEur 2.2.35 285 - 345 mOcm/Kr 311 mOcm/Kr
8 |pH* USP/PhEur 2.2.3 50-5,5 T 5,2
9 |Nonicopbar 20*° MeToz BUpOOHMKa 0,006% - 0,015% ) s A ME " 9% (m/0)
S5
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10 |06’em*® BapobHya Bignosigae (2 1,7 mn) Bignosiaae
npoueaypa
< 6000 4aCTUHOK Po3Mipom 7 4acTMHOK Ha
> 10 MKM Ha KOHTerHe KOHTEWHE
11 |HeBMAUMI HaCTUHKH USP <787> 4 . P P
< 600 4YaCTUHOK pO3MIpOM 0 4aCTUHOK Ha
> 25 MKM Ha KOHTEHep KOHTeiHep

3 By3HavaETbCA BUNpoByBaHHAM AR BUMNYCKY B peanbHOMY vaci (RTRT); signoBiaae BMMoram, AKLLO
BMNpobyBaHHA NPOBOAUNOCA.

b BunpobyBaHHA NPOBOAATL Ha eTtani ctepunbHOl dinbTpaLii Ta HaNOBHEHHA.

¢ BunpobyBaHHA NPOBOAATL Ha eTani Hepo3hacoBaHOro roTOBOrO N1iKAPCHKOTo 3acoby.

4 06’eM BU3HAYAETLCA BMNpoByBaHHAM AR BUMYCKY B PEaNIbHOMY yaci (RTRT) WwAAXom OUIHKH
nepeBipoKk Macu HanoBHEHHA B npoueci supobHuuTBA.

USP dapmaronea CLUA

PhEur Eeponeiicbka Papmakrones

Lium s niaTBepaXKylo, WO BULIEBKa3aHa iHbopMauis € CrIPaBKHbOK | TOYHOIO, La cepia npogykty byna
BUTOTOBNEHA, BKNIOYAKOUM YNAKOBKY / MapKyBaHHA Ta KOHTPO/b AKOCTI HA 3rafaHii BULLE AINAHLI B NOBHIN
gignosigHocti 3 sumoramm GMP MicueBoro peryntolHoro opraHy i BignosigHo Ao cneumndikauin
PeecTpauiiiHoro cBifouTBa KpaiHv imnopty abo cneuudikauii NPOAYKTY ANA AOCNIAKYBAHUX NiKapCbKUX
3aco6is. 3anucy 3 onepalii, BMpoBHULITBA, yNAKOBKM i aHanisy cepii 6ynn po3rnARYTI i BU3HaAHI BiANOBIAHO
no GMP.

LM 5 NiATBEPAMYIO, WO LA Cepis BiANOsiAaE 3aTBEpAMKEHIN cneundikallil, 3a3HauyeHil BuLe.

3BepHiTb yBary: Ueid AOKYMEHT MOXe GyTM MiANUCAHWIA ENeKTPOHHUM NiANUCOM (3a ponomoror
DocuSign).

Im'a: Jan Vincken Mocana: YnosHosaxeHa Ocoba
Mignuc: /nignucaHo/ [ata: 17 BepecHa 2024
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Docusign Envelope ID: 100AAEBB-EC69-4546-9A62-9660FB377B25 AHN

Certificate of Quality

Ukraine

Certificate of quality # 1180678

Product description: Xgeya @®, solution for injection, 70 mg/mL, 1.7 mLin vial
#1 vial per pack
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 1.7mL
Pharmaceutical form: Solution for injection
Size and type of packaging: 1.7 mL in vial # 1 vial per pack
Batch number: 1180678
Manufacturing date: 03 2024
Expiration date: 03 2027
Batch Release Date: 10 09 2024
Batch size: 1200
':jmge:‘;‘:’nﬁzf‘:f"a‘:t':frz’r‘:“ Amgen Europe B.V. Minervum 7061, 4817 ZK Breda, The Netherlands. ML # 108520F

Ne Test Control Methods Specification Test Results
USP/PhEur 2.2.2 Color: < Y5 <Y7
Clarity: < Opalescence
1 Appearanc:e"’b PRED2:21 Reference |l <Rl
. ; ' Practically free from
USP/PhEur 2.9.20 Practically free from particles particles
endy Complies (Positive for d b) | Complies (Positive f
Product Specific Manufacturer method omplies (Positive for denosuma omplies (Positive for
Identification EIA denosumab)
2 |Or
Product Specific ‘ » ) .
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 — h 2 95% Main Peak (heavy + light 97 9
3 i Manufacturer method chain) %o
sulphate
Cation Exchange Manufacturer method 2 65% Main Peak 84 %
HPLC
Bacterial
4 . ab 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
Py S 0-77.0 mg/ 70. L
8 | concentration™* 2533 63.0 - 77.0 mg/mL 9 mg/m
7 | Osmolality®® USP/PhEur 2.2.35 285 - 345 mOsm/kg 311 mOsm/kg
8 |pH™® USP/PhEur2.2.3 50-55 5.2
9 |Polysorbate 20 ab Manufacturer method 0.006% - 0.015% (w/v) 0.009 % (wiv)
10 |Volume™4 Manufacturing procedure Complies (= 1.7ml) Pass
< 6000 particles per container = 10 7 particles per
Subvisible pm container
" | particulates BBR Soar= < 600 particles per container =25 0 particles per
um container

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

b Test is performed at the sterile filtration and filling step

< Test is performed at the formulated bulk drug product step

d\olume is determined by RTRT through evaluation of the in-process fill weight checks
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Docusign Envelope ID: 100AAEBB-EC69-4546-9A62-9660FB377B25 AMN

“| 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 Job description: Qualified Person

Signed by:
‘ Jan Vincken
v Signer Name: Jan Vincken
‘ Signing Reason: | approve this document

Signing Time: 9/17/2024 | 9:57:21 AM GMT
0250A25B3130419FA4B4B3BC5CD619ED

Signature: Date: 9/17/2024
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JIEPKABHA CJIVKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH YV KHIBCHKIN OBJIACTI

npos. Ceitnnynoi Hanii, 3, m.Kuis, 02099, ten/daxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
PO SIKICTH BBE3eHOI0 B YKpPaiHy JiKapchbKoro 3acody
02.10.2024 - Ne 49488/24/10
IKCKEBA®

(HaliMEHYBaHH J1iKapChKOro 34co0y 3ridHO 3 peecTpauiiHiM NOCBIAYCHHSM)
po3unH I in'ekuiii, 70 mr/mot; no 1,7 mur (70 mr/ma) y daakoni; mo, 1 purakoHy B KapTOHHIH
KOpOoOui
(hopma BUIYCKY, 103yBaHHA, BHJL NIAKyBaHHA JiKapchkoro 3acoby)

Howmep peectpaniitnoro nocsiguenns UA/15390/01/01 crpox aii peecrpaniitnoro mocsiuens 01 .01.2099
Cepis mikapcpkoro 3acoby Ne 1180678 KimskicTs BBe3eHoro aikapeekoro sacoby 1200

Bupo6Huk Amken €spona b.B., Hinepnanan
(HaiiMenyBaHHs BUpoOHUKa JikapcbKoro 3acofy, kpaina noxoIKeHHs)

Beeseno B Vipainy ToBapucTBO 3 00MEKEHOIO BiﬂﬂOBiﬂam;HiCTlO "JEJbTA
MEJIKEJI", inent. kon: 39448817

(HaitmenyBanns Ta koj 3a €JIPTIOY topuananoi ocoGu abo npissuie, iM's, 10 HareKkoBi (Bi3HUHOT
0co0H - NinpHemILs, i Micle TPOKHBaHHS Ta peecTpaliiuii Homep 06iKOBOT KAPTKH [L1aTHHKA
nogatkie abo cepis Ta HOMep MacnopTa)

TMpotokoa sisyassnoro kourpoio six 02.10.2024 Ne 2948/1.

3a pesynbTaTaMH  IEPKABHOIO KOHTPOIK  BCTAHOBJIEHO, 110 mikapchKui  3aci0  BBeseHo B YKpaiHy 3

AOTPHUMAHHSM BuMOT 3aKOHOIABCTBA 1010 3a0e3MeueHHs AKOCTI MKapChKHX 3aco0iB.
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