Ceptudikar sikocTi
Ykpaina

Ceprudikar sikocti Ne 1186435

HaiimeHyBaHHs IIPOAYKLIII: IkcmkeBa®, po3uun s in’exuiit, 70 mr/ma, 1,7 My ¢uakoi, 1 diakon y kopo6ui
Hap.].MEHyBaHHH SBpHAE, Ammxen €spona b.B., Hinepnanau
KpaiHa:
PeectpalliiiHe mocBigYeHHs: UA /15390/01/01
Cuna J1ii/akTHBHICTB: 1 M1 po3uHHY MicTHTb AeHocyMady 70 mr; 120 mry 1,7m1
Jlikapcbka dopma: PO3Y4MH ANA 1H €KL
Po3Mip Ta THIT MaKyBaHHA: 1,7 M v daakosi, 1 duiakoH y kopobui
Howmep cepil: 1186435
JlaTa BUpoOHULTRA: 08 2024
Jara 3aKiHUCHHA CTPOKY 08 2027
NPHIATHOCTI:
Jlata BUIycKy cepii: 16 01 2025
Po3mip cepii: 800
HalimMeHnyBanHs, Ammxen €spona b.B.: Minepsym 7061, 4817 ZK bpena, Hinepnanau,
MiClle3HaXO0UKeHHs Ta HOMEpH Jliuensis Ha BupooHuuTBO Ne 108520F
niueH3iii BUpoOHHKIB:
Ne |Tect Metoan koutpoao | Cnenndikanis PesyabTaTn TeCcTy
USP/PhEur 2.2.2 Konip: £ Y5 <Y7
[TpozopicTb: < cTaHAAPTY
1 3opHimHii BUrIa1"" PhEur 2.2.1 b on[;necueﬁui'l' 111 ’ < cranjapty |
USP/PhEur 2.9.20 [MpaxktuyaHo 0€3 BKIHOYEHb Tpaktu4Ho Oe3
HACTHHOK BKJTFOUEHb YaCTHHOK
IneHTHYHICTL
Cneundiuna ineHTHdikauis T Y- Bixnoginae (IMosuTuBHMiT Biﬂﬂﬂléiﬂafi ‘
npoayKTy Metogom DA aHasi3 Ha aeHocymab) (ITozuTHBHUIE aHan3 Ha
? (iMyHODepMeHTHHI aHani3) AeHocymad)
abo
Crneundiuna inentudikauis - 5 Binnosinae (Io3uTusHuii Bianogijae
NPOLYKTY METO0M €T/ BHPODHHKA aHaui3 Ha jeHocymab) (TTo3UTHBHMI aHali3 Ha
PamaHiBCBKOT criekTpocKorii neHocymad)
> 08,2% OCHOBHOTO T1iKa 99.4 %
qnc'm'ram < 1.6%
ExcitioniiHe. YBERX Meroz BupobHika BHCOKOMOJIEKY IAPHi 03 %
. . CIIONYKH
BignoBnoBaibHUM
3 |kaningpuuii enextpodopes B > 95% OCHOBHOTO Mika
NPUCYTHOCTI MeToa BUpoOHHKa (BaykkuMil naHUOr + JIErKui 98 %
JQoJeuuncybdary HaTpito naHuror)
Karionoo6minna BEPX Metoz BUpoOHHKA > 65% OCHOBHOTO MiKa 84 %
g |DIEESPIRELE USP/PhEur 2.6.14 <5,0 OE/mn <0,8 OE/m
eHI0TOKCHHH™
5 | CrepHibHicTh USP/PhEur 2.6.1 Bianosijae Binnogijae
6 | e L 63.0 - 77,0 Mr/m 70,1 mr/vn
7 | OcMoasiabHICTH™ USP/PhEur 2.2.35 285 - 345 mOcMm/kr 310 MmOcm/kr
8§ |pH™ USP/PhEur 2.2.3 50-=55 7 5,2
9 |IMoaicopbar 20 ™" MeToa BMpoOHHKA 0,006% - 0,015% (M/Q¥Zg X
10 |06’ em™ Butpofistisia Binmoginae (> 1,7/4d)
npoueaypa




<6000 yacTHHOK 4 YaCTHHOK Ha
po3MipoM KOHTeliHep
HeBnaumi 4acTHHKH USP <787> > 10 MKM Ha KOHTelHep 0 yacTHHOK Ha
< 600 yacTHHOK pO3MIpOM | KOHTeiiHep
> 25 MKM Ha KOHTeilHep

¢ BusHayaeThes BUNPOOYBAHHAM [UIs BUITYCKY B peansHomy waci (RTRT); Binnosinae BuMoram, skuio
BUNPOOYBaHHA NPOBOINIIOCH.

® BunpoGyBaHHs MPOBOIATE Ha eTalli CTepHNbHOI (QinbTpallii Ta HaNoOBHEHHS.

¢ Bunpo6yBaHHA MPOBOIATE HA eTani Hepo3(hacoBaHOTO FOTOBOTO JiKAPCLKOTo 3acody.

406’em BU3HAYAETBCA BUNPOOYBAHHAM IS BUITycKy B peanbHomy 4aci (RTRT) waxom ouinku nepesipok macu
HArMOBHEHH: B TIpoLeci BUPOOHHUTEA.

«lluM s 3acBinuyioo, WO HasejleHa BHule iHdopmauis € gocroBipHolo Ta TouHow. Lla cepia npomyxty Gyna
BUTOTORJIEHA, BKTIOYAOUH NaKyBaHHA/MapKyBaHHs Ta MPOBEIEH0 KOHTPOIL AKOCTI Ha BHLIE3a3HaueHi ainbHuLi y
noBHIi BianosiaHocTi 3 BumMoramu GMP MicueBoro peryJISTOPHOTO OpraHy Ta BianosiaHO 10 cneundikauiii,
3a3HaveHMX Y peecTpalifiHoMy 10cke KpaiHH-iMmopTepa afo y daiini cneundikauii NpoayKTy An8 A0CHITKYBAHOTO
nikapeskoro 3aco6y. [TpoToko/M BUPOSHHUUTEA, MAKyBaHHA Ta aHaTi3iB Gy/IH NeperiaHyTi Ta BU3HAHI BiAMOBIIHO 110
GMP.»

LluM 5 miaTBepaskKyro, WO Ui cepis BIANOBIA€E 3aTBepAeniit cneundikanii, 3a3naqeHiii Bue.
ITpumiTka: ueil JOKYMEHT Moske OyTH MiANMcaHUil eeKTPOHHUM NiAnMHcoM (3a qonomorok DocuSign).

Im's: Jan Vincken [Tocana: YnosHoBakena Ocoba
[Tignue: /nignucano/ Hara: 20 ciuns 2025




Docusign Envelope ID: 03882724-6EFA-4FAC-935C-CCA35A9ED8AF AWN

Certificate of Quality

Ukraine

Certificate of quality # 1186435

Brodict descipiian: Xge\_/a ®, solution for injection, 70 mg/mL, 1.7 mL in 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 1.7 mL
Pharmaceutical form: Solution for injection
Size and type of packaging: 1.7 mL in vial # 1 vial per pack
Batch number: 1186435
Manufacturing date: 08 2024
Expiration date: 08 2027
Batch Release Date: 16 01 2025
Batch size: 800
Name, address and license | Amgen Europe B.V.: Minervum 7061, 4817 ZK Breda, The Netheriands. ML # 108520F

Ne . Test Control Methods Specification Test Results
USP/PhEur 2.2.2 Color: < Y5 <Y7
Clarity: < Opalescence
1 Appearam:e“’h EREQL22.1 Reference |ll <RI
. . Practically free from
USP/PhEur 2.9.20 Practically free from particles particles
ety Complies (Positive for d b) | Complies (Positive fi
Product Specific Manafacturarmetiod 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
Purity 2 98.2% Main Peak 99.4 %
Site Exclusion-UHPLC | Manufacturer method = 16% HMWS 03 %

Reduced Capillary

Electrophoresis — 2 95% Main Peak (heavy + light

f thod ; 98 %
3 | sodium dodecyl Mshulinr et chain) g
sulphate
Cation Exchange Manufacturer method 2 65% Main Peak 84 %
HPLC
Bacterial
I 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
: ! 3.0 -77.0 mg/mL 70.1 mg/mL
6 Concentration™* 2.5.33 6 mam e
7 | Osmolality®*© USP/PhEur 2.2.35 285 - 345 mOsm/kg 310 mOsm/kg
8 |pH?*® USP/PhEur 2.2.3 50-55 52
9 |Polysorbate 20 ®° Manufacturer method 0.006% - 0.015% (w/v) A
10 |Volume®d Manufacturing procedure Complies (= 1.7ml) WMI&
< 6000 particles per container = 10 k
Subvisible Hm
1 Particulates USP <787> < 600 particles per container > 25
um

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

® Test is performed at the sterile filtration and filling step

° Test is performed at the formulated bulk drug product step

4\olume is determined by RTRT through evaluation of the in-process fill weight checks
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Docusign Envelope ID: 03882724-6EFA-4FAC-935C-CCA35A9E08AF AMN

‘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.”

| 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:
I Jan Vincken
U Signer Name: Jan Vincken
! Signing Reason: | approve this document

Signing Time: 1/20/2025 | 3:32:44 PM GMT
0250A25B3130419FA4B4B3BC5CDE19ED
Signature: Date: _1/20/2025
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Y
JAEPKABHA CJIVIKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBKIN OBJIACTI

npoe. CeiTnnunoi Hanii, 3, M. Kuis, 02099, Ten/axc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JIikapcbKoro 3acody

07.02.2025 Ne 3952/25/10

IKC/UKEBA®

(HaliMeHyBaHHS JIKapCbKOro 3acofy 3riflHO 3 peecTpaliifHUM ITOCBIJ4EHHAM)
po34HH 1as iH'ekuii, 70 mr/vur; mo 1,7 ma (70 mr/ma) y paakoni; no 1 pinakony B KapToHHil
KopoOui
(dopma BHMyCKY, 103yBaHH:, BU/ MaKyBaHH:A JIIKAPCHKOTO 3acoby)

Howmep peecrpauiiinoro nocsiguenna UA/15390/01/01 crpox nii peectpauiiinoro nocsimuenns 01.01.2099
Cepis nikapcskoro sacoby Ne 1186435 KinekicTs BBe3eHoro mikapeskoro sacoby 800

Bupo6uuk Amaxen €spona b.B., Hizepnanau
(naiiMenyBaHHs BHpOOHHKa JliKapceKoro 3acoly, KpaiHa MoXoKeHHs )

Beeseno B Vkpainy ToBapucTBo 3 o6mesxkenoro Binnosinaabuicrio "IEJIBTA
MEIKEJI", izent. kox: 39448817

(nafimenysanns Ta koa 3a €/IPTIOY ropunnunol oco6u abo npizeuule, im'a, mo 6aTekoBsi diznuHol
ocolH - niznpHeMId, i Miclle NPOXKHBAHHA Ta peecTpalifHUil HoMep 00JIKOBOT KapTKH MJIATHAKA
nozaatkie abo cepis Ta HOMep Macnopra)

Iporokoa Bisyansnoro koutpomo Bin 03.02.2025 N 0289/2.

3a pesynbTaTaMM  JIepKABHOTO KOHTPOIO BCTAHOBJIGHO, WIO JIKapCchkuil 3aci6 BBeseno B VYkpainy 3

JOTPHMAHHAM BuMOr 3aKOHOJaBCTBA 1110710 3a0e3Me4YeHHs AKOCTI JTiKapehKuX 3aco0iB,
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