: USP/PhEur Bianosigae Bignosigae
5 CrepuneHicTb 2.6.1/JP
6 KinbkicHe BUu3Ha4eHHa |USP/PhEur2.1.3, |54,0- 66,0 mr/mn 60,0 mr/mn
B6inka™* 2.2.25, 2.5.33/JP
s USP/PhEur 5,6—5,5 5,2
L L 2.2.3/IP
W - USP/PhEur 285 - 345 mOcm/Kr 309 mOcm/Kr
2.2.35/1p
9 |o6em BupobHuua Bignogiaae (= 1,0 mn) Bignosigae
npoueaypa
USP <787> < 6000 yacTuHoOK po3amipom = 10 MKM | 34 YaCTUHKM Ha
10 |HeBMAMMI YaCTUHKHK AR GHHER ; foTehiHen
< 600 yacTMHOK po3mipom 2 25 mKkm | O 4aCTUHOK Ha
Ha KOHTelHep KOHTelHep
11 |Nonicopbar 20® MeTog supobHuka | 0,006% - 0,015% (m/0) 0,010% (m/0)

l<¥5

2 < cranpapty onanecuenuii Il

? BU3Ha4yaeTbCcA BUNPOBYBaHHAM ANA BUMYCKY B peanbHomy yaci (RTRT); signosigae sumoram, AKLI0
sunpobyBaHHA NPOBOANIOCA.

®BunpobysaHHA NPOBOAATL Ha Tani cTepuabHOI GinbTpauii Ta HANOBHEHHA,

< BunpobyBaHHA NPOBOAATL Ha eTani Hepo3¢$acoBaHOro roToBOro NiKapCcLKOro 3acoby.

9d06’em BU3HAYAETLCA BUNPOBYBAHHAM ANA BUMNYCKY B peanbHomy Yaci (RTRT) waaxom ouiHku
nepeBipoK Macu HanoBHEHHA B Npoueci BUpobHWuTBa.

Lium 8 NiaTBepAMKyo, L0 BULLEBKa3aHa IHPOPMALLA € CNPABKHBLOK i TOUHOHK. Lia cepis npoayKkty 6yna
BMrOTOB/IEHA, BKAHOYAKOY U YNAaKOBKY / MapKyBaHHA Ta KOHTPO/b AKOCTI Ha 3rafaHiit BULLe AINAHLI B NOBHIN
signosigHocTti 3 Bumoramu GMP MmicueBoro peryntoloyoro oprady i BiANOBIAHO A0 cneundikauin
PeecTpauiiiHoro ceigouTea kpaiHm imnopty abo cneundikauil NpoAYKTY ANA A0CNIAKYBAHWUX NiKapCbKKuXx
3aco6is. 3anu1cu 3 onepaui, BUpoGHULTBA, YNAaKoBKK | aHani3y cepii 6ynu posrnaHyTii BU3HaHI BigNOBIAHO
no GMP.

3BepHiTb yBary: Uei AOKYMEHT MoXe ByTU NianucaHnii eNeKTPOHHUM NiANKUCOM.

Lium a NiATBEpAKYIO, WO UA Cepis BiaNoBiAac 3aTBepAsKeHil cneuundikallii, 3a3HaueHin srue.

Im'a: Cynthia Lagrand MNocaga: YnoBHoBaxeHa Ocoba
NMignuc: /nianucaHo/ [Mata: 23 rpyaHa 2021
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DocuSign Envelope ID: E0070558-7169-4206-A321-BE69BODED768

AMGEN

Certificate of Quality
Ukraine

Certificate of quality # 1141134A

Product description:

Prolia®, solution for injection, 80 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: 1141134A
Manufacturing date: 05 2021
Expiration date: 05 2024
Batch Release date: 02 12 2021
Batch size: 2003

Name, address and license
number of manufacturers:

Amgen Europe B.V.: Minervum 7061, 4817 ZK Breda, The Netherlands. ML # 108520F
Amgen Manufacturing Limited (AML): State Road 31 kilometer “24.6", Juncos, Puerto Rico 00777 USA,

ML#1000110364
Nz Test Control Methods Specification Test Results
USP/PhEur 2.2.2/JP Color: colorless or yellowish solution' <Y7
1 Appearance® ® PhEur2.2.1 Clarity: almost clear® =Rl
USP/PhEur 2.9.20/JF 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
Product Specific Identification by Manufacturer method Pass (Positive for denosumab) Pass (Positive for denosumab)
Raman Spectroscopy
Purity Manufacturer method 2 98.2% Main Peak 99.5 %
Site Exclusion-UHPLC < 1.6% HMWS 0.3 %
) ) Manufacturer method z 95% Main Peak (heavy + light chain)
3 Reduced Capillary Electrophoresis — 97 %
Sodium dodecyl sulphate
- Manufacturer method 2 65% Main Peak 85 %
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™ © ;JgF:aP;IJEur 21:3,2.2.25, 54.0 - 66.0 mg/mL 60.0 mg/mL
5 pH* ¢ USP/PhEur 2.2.3/JP 5.0-5.5 5.2
8 Osmolality* © USP/PhEur 2.2.35/JP 285 - 345 mOsm/kg 309 mOsmikg
9 Volume® ¢ Manufacturing procedure Pass (2 1.0 ml) Pass
USP <787> < B000 particles per container = 10 ym 34 particles per container
10 | Subvisible Particulates < 600 particles per container 2 25 pm 0 particles per container
11 Polysorbate 20*° Manufaciurer method 0.006% - 0.015% (w/v) 0.010 % (wiv)
'2¥Ys

? = Opalescence Reference IlI
* 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.

¢ \Jolume 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 preduct has been manufactured, including packaging/labelling and guality
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 balch 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: Cynthia Lagrand

Signature:

e DoCUSigreed By

[ Cpthin Lajuand

U Sgrer Nama: Cyninia Lagrmng

Reason | approve tha SGoument
Sgrng Troe 12232021 | 35543 PMGMT
SED1922C0IDMEZOSBOICL0ICIBCCIT

clagrand@amgen.com

Date:
SATI A
,-;U‘*%’ 21 r\qfﬂf’{
Iﬂ't._ﬁ{k«'ri“é)*ﬁ :
/s

Job description: Qualified Person
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HAEPXIIIKCJIV)XBA
AEPKABHA CJIYIKBA 3 JIKAPCHKHUX 3ACOEIB TA KOHTPOJIIO 3A
HAPKOTHKAMM V KHIBCHKIN OBJIACTI

npocnext Banepis Jlo6anoscekoro, 51, M. Kuis, 03110, Tex/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https: /Iwww.dls.gov.ua, Kox €PTIOY 37078774

BHUCHOBOK
Npo AKICTH BBE3€HOro B Ykpainy gikapcbkoro 3acoby

31.01.2022 N 2927/22/10

Gaicrepy B KOpTORHIN KOpPOGII

(opna BurIyCKy, XO3YBAHNHA, BHI MAXYBAHHA TIKAPCHKOrO 3acoby)
Howmep peectpauiitroro nocsizernx UA/12077/01/01 CTPOK ail peectpauiitroro mocsixaennx 01.01.2099
Cepis nixapcpxoro sacoGy Ne 1141134A Kimxicrs sesenoro nixapcskoro 3aco6y 1003
BrpoGuux Ammxen €spona B.B., Hinepnanm

(HatbvenyBanns BHPOGHMKA mixapcskoro 3acoby, kpaika TOXOKCHHA )

Boeseno B Vxpainy Tosapucrno 3 06mexenoio BimosizamLHicTIO "JAEJBbTA
", inenT. kon: 39448817

(maltmenynanng Ta xon 3a €IPIIOY lopranyHOT ocobr abo npissume, iM's, no GaTsxosl isuunoi
ocobu - nianpuenmus, 1T Micue npoxusanHs Ta peecTpanifiuit Homep 06nikoBoT kaprias IwraTHUKa
NoJaTKiB a60 cepis Ta HOMEp macmopra)

Mporokon Bisyansuoro kowrpomo six 28.01.2022 N 0205/3.

3a pesymbTaTaME  JepKaBHOro KOHTPOMIO BCTAHORIEHO, WO NiKapChKMit 3aci6 BBe3eHO B VYkpainy 3
AOTPHMAHHSIM BHMOT 3aKOHOABCTRA MO0 326e3ETSHAR HKOCTI MXapCHKHX 3aC06iB.

Bnamucnas [TETPOCOB
(iniuiamy Ta npissxme)




CepTudikar aHanisy
YkpaiHa

CepTtudpikar aHanisy N2 1141134A

HaiimernyBaHHA npoayKUil:

Mponia ®, po34vH Ans iH'ekuUiid, 60 mr/mn, no 1 MmN pO34YMHY B CKNAHOMY NonepeaHbo
HaNOBHEHOMY LUNPWLI 3 FOMKOK, 3AKPUTOH KOBNAYKOM, i3 3aXWCHWUM NPUCTPOEM BiA
BUNAAKOBOro YKOMY ronkot; no 1 nonepeqHbo 3anOBHEHOMY LUNPULY 3 3aXWCHUM
npucTpoeM B BricTepi; no 1 BnicTepy B KApTOHHIK kopobui.

HaimeHyBaHH| BUPOBHMKA,
KpaiHa:

Ampker €spona B.B., Higepnangu.

PeecTpauiitHe noceia4eHHA:

UA /12077/01/01

Cuna Aii/akTUBHICTL:

1 MN po34MHY MicTUTb aeHocymady 60 mr

Jlikapcbka chopma:

PoszuuH ans iH'exkUin

Po3mip Ta TUnN nakyBaHHSA:

no 1 MN Po3YMHY B CKMNSHOMY NoOnepefHbO HarnoBHEHOMY LWNPWUi 3 rOJKOH,
3aKpWTOIO KOBMNAYKOM, i3 3aXUCHUM NPUCTPOEM Bifl BUNaAKOBOro YKOMY ronkot; no |
1 nonepegHbO 3aNOBHEHOMY LINPWUY 3 3axXMCHWUM npucTpoem B Gnictepi; no 1
BnicTepy B KAPTOHHIK kopobui

Homep cepi: 1141134A

[ara supobHuuTBa: 05 2021

[arta 3akiH4eHHsA CTpoKy 05 2024

npuaaTHOCTI:

[ata Bunycky cepi: 02 12 2021

Poamip cepi: 2003

HanmeHyBaHHSA, AmmxeH Espona B.B., Minepsym 7061, 4817 ZK, Bpeaa, Higepnanau,

MICLE3HaXOKEHHA Ta HOMEpU
niyeHsi BUPOBHUKIB!

NiyeHsis Ha supoBHuuTso N2 108520F

AmpxeH Manydekuypinr Jlimitea: Crent Poya 31,
MyepTo-Piko 00777, CLUA

JliueHsis Ha BupoBHuyTBo Ne1000110364

KinomeTtep 24,6, [DxaHkoc,

KaninapHuii

3 enektpodopes B
NPUCYTHOCTI
aoaeuuncynbdaty
HaTpiK

KationoobmiHHa BEPX

MeToau z
Ne |Tecr Cipaa Cneuudikauia PesynbTaTtu Tecty
USP/PhEur Konip: 6e36apeHuiit abo oeTyBaTuin | < Y7
2.2.2/IP po34MH’
1 | 3oBHiwHiii BUrnag™® PhEur 2.2.1 Mpo30opicTh: NPaKTUYHO NPO30PHUi2 =Rl
USP/PhEur MpakTUYHO 6e3 BKNYEHb YacToK MpaxktuuHo 6es
2.9.20/JP BKNKOYEHb 4acTOK
|B,eHTUYHICTL MeTog eupobHuKa | Bignosigae (Mo3uTusHuit aHanis Ha Bignosipae
CneuudivHa AeHocymab) (Mo3uTUBHUIA
ineHTUdikauis npoayKry aHanis Ha
meTogom IPA AeHocymab)

2 abo MeTopa, supobHuka | Bianosigae (Mo3uTUBHMI aHani3 Ha Bignosigae
Cneuudiyna AeHocymab) (MNo3uTHBHKIA
ineHTMdiKauis npoayKTy aHanis Ha
meTonom PamaHiBCbKOI JAeHocymab)
cneKkTpockonii
Yucrora MeTopa supobHuKa | = 98,2% oCHOBHOrO nNika 99,5 %
ExkckniosiiHa YBEPX < 1,6% BucoKomonekynapHi cnonyku | 0,3 %
BigHOBAOBANbHUIA MeTopa, BUpobHMKa | = 95% OCHOBHOTO NiKa (BaXKuWit 97 %

NaHLUIor + Nerkui naxytor)

MeToa BupobHUKa

> 65% ocHOBHOTO nm [ &

BakrepianbHi

eHA0TOKCUHK®®

USP/PhEur
2.6.14/1pP

< 5,0 OE/mn

q’”HHH Koﬁ*
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