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ANANYUTLANIZVDIYN
Denosumab 60 mg/1 mL solution for injection, 1 mL prefilled syr

1. #a81  Denosumab 60 mg/1 mL solution for injection, 1 mL prefilled syr

2. AruaudAnaly

21 juuuu Fuasazaeusmnnide dmsudalifams

2.2 @wuszneu  Uszneumemen Denosumab 60 mg Ty 1 ml.

23 awurussy  vssluunnmdesdeuialdudaia duas 1 viaen

25 aan - szyfenn dauvsznaudddyuazanuuss Jusdn Tuduey waviindn
waztauvziloumsuenliagdaauuuussyiue
- vumwususTysegteefssyydesmistoninisfiduyszneuuay
YUPAMILSBNATTNAN AR g TTy

3. auduUANIIALa

3.1 Finished product specification:

¥ Test Items Specifications
Identification Complied with finished product specification
2 | Purity - Cation exchange HPLC: 2 65% Main Peak

- Reduced CE-SDS: = 95% Main Peak
- SE UHPLC: = 98.2% Main Peak, < 1.6% HMWS

3 | Bacterial endotoxins < 0.5 EU/ml

4 | Sterility Complied

5 | Protein concentration 54.0-66.0 mg/ml

6 | Osmolality 285-345 mOsmol/kg

7 | pH 5.0-5.5

8 | Particulate matter -size 210 pym: NMT 6,000 particles/container

-size 225 pm: NMT 600 particles/container

9 | Volume in container Complied with finished product specification

A3IUNIT

................................. 2o W 3@>MWS{
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3.2 Drug substance specification:

i Test Items Specifications
Identification Complied with drug substance specification
7 Purity - Cation exchange HPLC: = 65% Main Peak

- Reduced CE-SDS: > 95% Main Peak
- SE UHPLC: 2> 98.5% Main Peak, < 1.2% HMWS
- Glycan map (HILIC): 2% - 14% Mannose 5

Bacterial endotoxins < 0.5 EU/ml
Potency 80% - 130% relative potency
Protein concentration 63.0 - 77.0 mg/ml

4. oulvdu q
4.1 wnansmslésuayntunadouiivsiesmmnelulsamelneuazdiun (declare) uvasan
.11 Tudfynstunadeusiuen (me.2 ne.3 vie.d wie 82 ududnsd)
0.1.2 Tudwelunudou ve.1/e.1 veseiiiauea wiounuasBuaidenisaiunuamuam
vesndnfusnuiitunaieu (finished product specification) wardarimungmnIwTes
JnqAv (Drug Substance specification) nsdifiegseyinansasuulawufludfudia
FzFpalUUENAINMIVaUALY (8.5) uwsay finished product specification way/wse
Drug Substance specification
4.2 LeNA@NTTUTRINTHIUNTNANEY
421  nadiewanlulsumalne guandesiduunnmenenivdeiuseanmspiunssanginy
WaNINEUTISNSTIlUNNSHAREN PIC/S (Pharmaceutical Inspection Co-operation
Scheme) lngniaganu PIC/S participating authorities w3aiilena1siuseaInigiuns
wARMANINaiLar IBMsTirlunsangIvesdinuAMENTIINIE S UAT
nsEnsRas1saY Satmuniulnediauaeaedeaniaiisutundninasiuas3snsiin
Tumsudnen PIC/S Tumneenilauswie atuaaanuseunsasaasulneiinanisiuses
fafuiivsmiausymasindidninsiind
.22 nsdidugninimnseussma guandesiionansiuseunnsgunsadneinu
VENNIIBNSTFUNIHAREY PIC/S (Pharmaceutical Inspection Co-operation

N33UNIT
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Scheme) Tnevihaeanu PIC/S Participating authorities atuangamusaunsnsisdeulng
finan1siusesdieuivssmesenmasiadidninsindvionaononyInudusinsed

4.3 LENANIAMNNYDILTLAUBTIAN

4.3.1

4.3.2

4.3.3

434

4.4 fpeNNeN

4.4.1

HANMINIIVIATIRRN KGRIV ENER (Certification of analysis of finished
product) Tugnjuiidesaogng

HANMTIATIER NN INgAUYDIFIENdFTY (Certification of analysis drug substance) i
THlunsrdnerguidadusediamesaneuastudningiu
wnansuiandngududunnudmusseningunisnanvedingiuvesiiendfny (Drug
substance) 4o 4.3.2 fugumsuanvendnsiaeidnsagy (finished product) 4o 4.3.1
nan13fnw¥ Long term stability maaﬂ-ﬁqamqmaqmﬁlﬁﬁuwmﬁauﬁﬁ’uﬂﬁﬁhm'u
ANENSTUNITMNTUATE NTENTNANTITUGY

Hiauasia siesdanegneatntey 1 mineussydug Falusunuianineasdenls
AsufaumafiivualwieRuastAilutenunely 3 Jundsnnaussian

4.5 MsusyiuguANeNdweY

451
452
453

4.5.4

4.5.5

efidaeudasdionglildbivosnit 17 6 ou Wuaniudwey

gnaInTidaey sefesdidnnmieluiusesansanaiinssieiuiidaey
nsdifimhesvmaviinsduitegnefidweuiedinsalinsesinunm mihesensay
vimildeosvemethe Tnsfuesesesdsfindnmudnnuiimiessmsdms
Ansvinazduuisveudliseiiisateddunsasivlinsiesinuam nsdiinuinenl
Wulumunmudnuazians mhesvnsveanuans kisufinsannsiauesimeidingn
v ffrisuay/mioguanlundioly

fuieazdssiudsuniilenindvuseny visulaianmsidenanmsneuszmsla 4 rieu
fvualaglifidouly

sruumsivuasindeeiliumsgrumundninmuet GSP (Good Storage Practice) waz
GDP (Good Distribution Practice) Insuanaonansusznau (Wuanaonansiilisunis
JusesTuv)

4.6 glauesin (§vne) Buseulvenidndygnouasuiunsail

4.6.1 NIAINANITAUATIVIATIBENTINNTUIME AR TN SUNENS ovRUURM T IDuns gy
ISO/IEC 17025 wamsnsaadeseiliidulumusnsgruderivun
L ] ol L3 = J =i = L3 ar
462 nsdudndusiesdaigniieniviunnviemaaladminnuanenssunisemsuase
Tugiag nawaaé’ty:mwéawm
N3IUNTS DAS,
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463 nsdinudgmamnmanuandasiiioivdmareussavrauazanulaenadeserdiaei
Tasvuen
4.7 wheswnsveanudvs hisuRnsanuantusieiiivseiRgniSeniuAulasdinaunmuznssints
osuazeluszovia 1 Ineududuenansiauesimmsindensail
5. MsuseiliuAUseansnmmasnan (Price Performance)
saviBuauantonasmunasiUsyiiulssaninmee AL

HIUNITTUTDIANENTTUNTAMANYUZLANIZUDIYT
Denosumab 60 mg/1 mL solution for injection, 1 mL prefilled syr
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5. inustUssiiulszansnmaasian (Price Performance)
Denosumab 60 mg/1 mL solution for injection, 1 mL prefilled syr

T e

Aauusnan UIMUNAZUUY

1. 590 7kaue

40

2. aunmuavAnauAnduUslovdsennsyms 55
3.NM5USNTNAINITUIY 5
SINYHINUA 100

fuUs509

vminazuuy
1493 IUNERT 60
2035 uveaUjuRns 20
3 pruantRTiBeUsHlovdransu o 20
5 100
1.6uUs9097 1: MAsgIUNART U (ATUUULRY 200)

STl = %

. ARG e il
1.1 Mssusesnanmvendndue @ 1 Tu 5 Azuuuidy 100

(n) Lﬂuaﬁaaq'luﬁ'rﬁsqum‘:mr-}mmw'um WHO List of Prequalified Medicinal Products

4 L7 = a -
(v) \Duenieglutiydnedenaninusioinaunmuasan (Green Book)
Ingnsuingrmansnmsuwnd wan 1 - Jaqiy

(A) WWugfunuuniesiiegludyisedendniusisinunmuaiuan (Orange
Book)/EMA/Purple Book

o v e a4 a w ¢ i ves v 3 3 : o
(9) Lﬂummaq'lwzu'tmwaﬂamnmmmﬁ‘lmwmswsm (Approved Medicinal List) lngia3atingy
TssmeuianguanduunndeansuvisUssivalne

(@) usndeinansaliesgisnsiuanliosnin 3 jumswasdaidomsnsiviiesesisedsi
Jeuniwideiiszylu Green Book atiuangaiusngsiemsendeansiyieatuniemuvinded
seyluguantinlsmenuaUsemauazuansieseidiongiiu 5 Suaniufildfunsiuses
namsTenpiisiulsmalszmanadidanseding asvineilaevion juRnsdlily

A33UNIT
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viesfuRnsvesninehazaalfuRnis muunsgu ISO/IEC 17025 3NWIENY
accreditation body fivensulussduana vislnedinananasgruesUjinng
NSUINGIFNARTATUANE  NTENTNATITUGY
1.2 Yoyaatuayu AnwIuRu AR 100
(Fondoladonils mnilunnnd 1 viadeliidendeiazuuuiiniian)

1.2.1 nsdindndausiordunuy fsenunisinsmindinfiuansdeUssansaneed 100
gldlumssnw asRulusasnansunnedindede

1.2.2 nséfladlgendunuy fsrsnunisdnvimandiniivevenissansnmussentuen 100
FunuurdeTsnumsAneenainiluanidiessans nmueseildlunissne asdiRunly
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