Ceprudikar sikocri
YKpaina

Ceprudikat saxocti Ne 1186456A

HaiimeHyBaHHs npoykuii:

Mponia ®, po3uuH mns in’exkuiit, 60 Mr/mMa, mo 1 M pO3uMHY B CKJAAHOMY
nornepeaHLO HAMOBHEHOMY ILTPULI 3 FOJIKOIO, 3AKPUTOK KOBITAYKOM, i3 3aXHCHUM
NPUCTPOEM BiJ BHMMAAKOBOTO YKOIY TOJIKOK; 10 | MonepeaHbO 3aloBHEHOMY
WINPHILY 3 3aXMCHUM MPUCTPOEM B BicTepi; no 1 GricTepy B kapToHHii kopodui.

HaiimenyBanns BHpoOHHKa,
KpaiHa:

Ammxen €ppona b.B., Hizepnanan.

PeecTpalliiiHe NocBi/l4eHHS:

UA /12077/01/01

Cuna aii/ak THBHICT:

1 MJI pO3YHHY MIiCTHTB JIeHocymaly 60 mr

Jlikapcbka gopma:

Po3uun 118 iH €Ki

Po3mip Ta THN nakyBaHHA:

no 1 MI po3YHHY B CKIAHOMY TIOMEPeJHBEO HANOBHEHOMY LITMPHLI 3 TONKOIO,
3aKPUTOK) KOBIAYKOM, i3 3aXMCHHM IPHCTPOEM BiJl BUIAAKOBOIO YKOIY TOJIKOHO;
no 1 nonepeAHbO 3aMOBHEHOMY LUMPHILY 3 3aXHCHHUM NPUCTPOEM B BaicTepi; mo 1
OnicTepy B KAPTOHHIH KopoOui.

Howmep cepil: 1186456A
Jlata BMpoOHHIITBA: 08 2024
Jata 3aKiH4eHHs CTPOKY 08 2027
NpHAATHOCTI:

JlaTa BUIycCKy cepil: 13 01 2025
Po3mip cepii: 1508

HaiimMenyBaHHs,
MiCLE3HAXOKEHHS Ta HOMEPH
JieH31H BUPOOHHKIB;

Ammxken €spona B.B.: Minepsym 7061, 4817 ZK bpena, Hinepnanan,

Jlinensia na BupoGuuuTeo Ne 108520F

No Tecr

MeTtoau KOHTPOJIIO

Creundixauis

PesyabTaTH TECTY

1 |3oHiwsii eurasa™®

USP/PhEur 2.2.2/JP

Konip: Ge3bapermit abo
JKOBTYBATHIi po3umH'

bezbapeHnii

PhEur 2.2.1 [Ipo3opicTh: MPaKTHIHO < ctanaapty I
npo3opHit’
USP/PhEur 2.9.20/JP [paxkTiuno 6e3 BKIIOYEHD [TpakTH4HO Oe3 BKTIOUEHD
YaCTOK 4aCTOK

IneHTHYHICTL
Cneuudiuna

meTtoaom IDA

ineHTHdiKaLis npoayKTy

MeTon upoOHHKa

Bianoginae (ITo3sHTHBHUEA aHani3
Ha neHocymab)

Binnoginae ([To3uTHBHHIT aHAI3
Ha JieHocymab)

: ?iﬁn(::uuq)iqﬂa Meton BupobHHKA Binnosinae (ITozutupuuit ananiz | Bianosinae (ITo3uTuBHUiH anai3
ineHTHdIKaLis NpoayKTY Ha feHocymab) Ha geHocymab)
MeTo10M PamaHiBchKOT
criekTpockomnil
Yucrora Meton BupoOHuKa > 98,2% OCHOBHOIO MiKa 99.4 %
Exckmosiitna YBEPX < 1,6% BHCOKOMOJIEKYIAPHI 0.4 %

CrOMYKH
BinnosmosansHuit MeTon BHpoOHHKA > 95% OCHOBHOTO MiKa (BakKKHil 97 %
KAMULApHIY JIAHLIIOT + NIEeTKHil TaHLIor)

3 |enexrpogopes B
MPHCYTHOCTI
nofeunncyishary
HATPIIO

. . MeToa BHpoOHHKa > 65% OCHOBHOTO MMiKa 83 %
Kartionooominna BEPX

4 bakTepiajabHi USP/PhEur 2.6.14/JP <5,0 OE/Mn o ity M
enao0ToKcHHN"" O LA ME

5 | CrepuiabHicThb USP/PhEur 2.6.1/JP Binnoginae /s Binm

6 Kinbkicne Busnagenns | USP/PhEur 2.1.3, 54,0 - 66,0 mr/Mna p m,c’: MIAP %
Giaka™ 2.2.25,2.5.33/1P *

7 | pH™* USP/PhEur 2.2.3/JP 50-55 B 5,2 I~

%!% 13 2
P
2 < it KOP 1

SEaHmmg W o




8 | OcmoasibHicTE™* USP/PhEur 2.2.35/JP 285 - 345 MmOcm/kr 309 MmOcm/kr
9 |06’em™? Bupobuuua npouenypa Bianogizaae (= 1,0 mn) Bianoginae
USP <787> < 6000 vacTiHOK po3mipom > 10 77 4aCTHHOK Ha KOHTelHep
10 |H 5 MKM Ha KOHTelHep | yacTHHKA Ha KOHTeHHep
eBHIHMI HACTHHKH

< 600 yacTHHOK po3Mipom > 25
MKM Ha KOHTe#iHep

11

[Moaicopbar 20™* MeTona BupoOHHKa 0,006% - 0,015% (m/0) 0,009 % (m/0)

'<Y5

2 < crangapty onanecueHuil 111

2 BH3HayaeThes BUNPOOYBaHHAM st BUIYCKY B peansHoMy waci (RTRT); Bianosinae Bumoram, SKiIo
BUNPOOYBaHHA NPOBOINIIOCH.

® BunpoGyBaHHs NMpOBOATE Ha eTani cTepHIbHOT BibTpaLil Ta HalOBHEHHA.

¢ BunpoGyBanHs MPOBOAATE Ha eTari Hepo3(acoBaHOTO NOTOBOTO Jlikapckkoro 3acofy.

406’ eM BU3HAYAETLCA BUNPOOYBAHHAM [U19 BUIYCKY B peasibHoMy uaci (RTRT) uutaxom OUiHKH NepeBipok MacH
HAMOBHEHHA B Npoueci BUPOOHHLITRA.

«llum 7 3acBindylo, WO HaBeJeHa Bulle iHpopMauUis € ocTOBipHOK Ta TouHow. Lla cepia mpoaykty Oyna
BHUIOTOBJICHA, BKTIOUAKOUH NaKyBaHHA/MapKyBaHHsA Ta NPOBEAEHO KOHTPO/Ib AKOCTI Ha BHIIE3a3HAYEHI AiNbHHLI ¥
noBHiil BiznosimHocti 3 BMMoramu GMP Micuesoro perynsTopHOro OpraHy Ta BiAmoBiAHO 10 creuudikadiii,
3a3HauEHUX Y peecTpauifiHoMy 10cke Kpainu-iMnoprepa abo y aiini creundikailii TPoAYKTY LA AOCTIIKYBAHOTO
nikapeskoro 3acoby. [TpoToko/u BUPOGHHLTEA, NAKYBaHHS Ta aHa/li3iB Gy/IM NeperniaHyTi Ta BU3HAHI BiAMOBIAHO 10
GMP.»

TIpuMiTKa: Ueii TOKYMEHT MOKHa NiAMHCATH eNEKTPOHHIM MiATHCoM (32 Jonomoroio DocuSign).

LM 51 ninTBepIkyHO, LIO UA Cepis BiANoBinae 3aTBepIieHii cneundikauii, 3a3Hayqeniii BuLLe.

Im'si: Jan Vincken [Mocana: YnoeuosaskeHa Ocoba
[Tianuc: /mignucano/ JlaTa: 20 ciuns 2025
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Docusign Envelope ID: 03882724-6EFA-4FAC-935C-CCA35A9EQ8AF AMN

Certificate of Quality
Ukraine

Certificate of quality # 1186456A

Product description: Prolia®, solution for injection, 60 mg/ mL, 1 mL solution in a single use glass pre-filled syringe with a
needle guard; one pre-filled syringe with a needle guard in a blister; one blister in a carton pack.

Manufacturer name, country | Amgen Europe B.V., The Netherlands.

Registration certificate: UA/12077/01/01
Strength/activity: 1 mL of solution contains denosumab 60 mg
Pharmaceutical form: Solution for injection

Size and type of packaging: 1 mL solution in a single use glass pre-filled syringe with a needle guard; one pre-filled syringe with a
needle guard in a blister; one blister in a carton pack.

Batch number: 1186456A
Manufacturing date: 08 2024
Expiration date: 08 2027
Batch Release date: 13 01 2025
Batch size: 1508

Name, address and license Amgen Europe B.V.: Minervum 7061, 4817 ZK Breda, The Netherlands. ML # 108520F
number of manufacturers:

Ne Test Control Methods Specification Test Results

USP/PhEur 2.2.2/JP Color: colorless or yellowish solution’ Colorless

1 Appearance® ® PhEur 2.2.1 Clarity: almost clear? <Refl
USP/PhEur 2.9.20/JP Practically free from particles Practically free from particles

Identity Manufacturer method Pass (Positive for denosumab) Pass (Positive for denosumab)
Product Specific Identification EIA

2 Or

Manufacturer method Pass (Positive for denosumab) Pass (Positive for denosumab)

Product Specific Identification by
Raman Spectroscopy

Purity Manufacturer method 2 98.2% Main Peak 99.4 %
Site Exclusion-UHPLC < 1.6% HMWS 0.4 %
7 _ Manufacturer method 2 95% Main Peak (heavy + light chain)
3 Reduced Capillary Electrophoresis — 97 %
Scdium dodecyl sulphate
Manufacturer method 2 65% Main Peak 83 v
Cation Exchange HPLC °
4 Bacterial Endotoxins® ® USP/PhEur 2.6.14/JP < 5.0 EU/mL < 0.8 EU/mL
5 Sterility USP/PhEur 2.6.1/JP Pass Pass
6 Protein Concentration® © ;J?ZI;}JEW 203, 2225 54.0 - 66.0 mg/mL 60.6 mg/mL
T pH*© USP/PhEur 2.2.3/JP 50-55 5.2
8 Osmolality* ¢ USP/PhEur 2.2.35/JP 285 - 345 mOsm/kg 309 mOsm/kg
9 Volume2 ¢ Manufacturing procedure Pass (2 1.0 ml) Pass
USP <787> < 6000 particles per container > 10 ym 77 particles per container
B | Subvisitls Parieulates < 800 particles per container > 25 ym 1 particles per container
1 Polysorbate 20=® Manufacturer method 0.006% - 0.015% (wiv) 0.009 % (wiv)
'<YS

2 < Opalescence Reference llI

* 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.

¢ 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."

Note: this document can be signed with E-signature (via docusign).
| herewith certify that this batch complies with approved specifications stated above.
Name: Jan Vincken Job description: _Qualified Person
Signed by:
(_Jan Vincken
O Signer Name: Jan Vincken
LSigning Reason: | approve this document

Signing Time: 1/20/2025 | 3:32:57 PM GMT
0250A25B3130419FA4B4B3BC5CDE18E0

Signature:
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NEPKABHA CJIYKBA 3 JIKAPCHBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHKIN OBJIACTI

npos. Ceitmxunol Hamit, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €/IPIIOY 37078774

BUCHOBOK
Npo SIKiCTH BBE3€HOr0 B YKpaiHy JiKapcbKOIo 3acody

07.02.2025 Ne 3951/25/10

IPOJIIA®

(HaiiMeHyBaHHA MiKapchbKOro 3acoly 3rifIHO 3 peecTpalliiiHUM MOCBIAYEHHAM)
PO34MH 1A iH'ekuii, 60 Mr/mu1; mo 1 MJ1 po34YHHY B CKISHOMY NMoNepeIHbL0 HAIOBHEHOMY
NPHULI 3 FOJKOI0, 3aKPHTOI0 KOBNAYKOM, i3 3aXMCHHM NPHCTPOEM Bil BUIIAJKOBOI0 YKOJIY
roJiKo0; no 1 nonepeaHs0 3aN0BHEHOMY WINPHIY 3 3aXMCHHM NPHCTPOoeM B OaicTepi; mo 1

GJicTepy B KApTOHHIH KopoOui
(dopma BHNYCKY, 103yBaHHA, BH/l MaKyBaHH: JTiKapchKoro 3acoby)

Howmep peecrpamniiinoro noceiguenns UA/12077/01/01 crpox aii peectpauiitnoro nocsiguenss 01.01.2099
Cepis mikapcekoro 3aco6y Ne 1186456A KinbkicTs BBe3eHOro nikapebkoro 3acoby 1508

Bupo6unk Ampxed €spona b.B., Hinepnanau

(HaiimeHyBaHHs BHpOGHHKA NiKapchKoro 3acoly, KpaiHa MOXOKEHHA)

Beeseno B Vkpainy TosapucTBo 3 o6Mexenoro BianosinanasuicTio "JIEJIBTA
MEJIKEJI", inent. kon: 39448817

(naiimenyganHs Ta koa 3a €JIPII0OY ropuanusoi ocoGu abo npizsuuie, im'a, no 6aTekosi QizHyHOT
0cobu - niAnpueMid, 11 Miclle NPOXKHUBAHHS Ta peecTpaliiHnii Homep 00/1iKOBOT KAPTKH IJIaTHUKA
nojaTkis abo cepis Ta HOMep MacrnopTa)

Iporokoa Bizyansnoro koutpoaw six 31.01.2025 No 0289/1.

3a pesynbTaTaMH JIepKaBHOrO KOHTPOJIKO BCTaHOBJICHO, IO JTKapcekHi 3acid BBeseHo B YKpaiHy 3

TOTPUMAHHSAM BuMOT 3aKOHOIABCTBA MO0 3abe3rnedeHHs AKOCTi TiKapChKHX 3aC00iB.
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