naninain1susziliua1Uszansaindasian (Price Performance)
318115 denosumab 60 mg/1 mL solution for injection
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1. 3nsgIUNansia 10 Az
1.1 Active Pharmaceutical Ingredient Specification # 5
nstlasunssuseslusisie Official Pharmacopoeia
: $14fla USP,BP,Ph.Eur,IP,JP atiuangn uazuilulunsieusiueud 5
: $n9fla USP,BP,Ph.Eur,IP,JP atulmindsznmeasyyshseininni 3 Yuazudlvlunzdeusisueuda a4
: $n4fla USP,BP,Ph.Eur,IP,JP atulminisznmesyyshseininni 2 Yuazudlvlunzdeusiiueuda 3
: $n4fla USP,BP,Ph.Eur,IP,JP atulmindsznmesyyshseininni 1 Yuazudllunzdeusiiueuda 2
: $1989 USP,BP,Ph.Eur.,IP,JP atulniinissmeaszydsienmnndy uiddadlduilulunsideusiven 1

: $n4fia USP,BPPh.Eur, IP,JP atunuusemeaszysseuazuilalunsifewhiveuds




nsallailasunisSuseslusiisnen (Non-Official Pharmacopoeia)

- $1994 In-house specification faenadeaiu general chapters muﬁssylﬂu USP,BP,Ph.Eur. JP atiuaan, ICH

Guidelines (Q6A) uazidlvlunzidousmueud wialusduiuy

: 1984 In-house specification figenndasfiu general chapters anuiiszylilu USP,BP,Ph.Eur. JP aduluminia

Usznmaszyisenuinnd 3 Y, ICH Guidelines (Q6A) wasuilulunzileausiueuds

: 1984 In-house specification figennda3fiu general chapters anuiiszylilu USP,BP,Ph.Eur. JP aduluminia

Usznmaszyisenuinnd 2 Y, ICH Guidelines (Q6A) wasuilulunzilausiiueuds

: 1984 In-house specification figennde3fiu general chapters auiiszylilu USP,BP,Ph.Eur. JP aduluminiy

UsznAseyisemInnd1 1 Y, ICH Guidelines (Q6A) uazufilulungieusiueu

: 1984 In-house specification figennde3fiu general chapters anuiiszylilu USP,BP,Ph.Eur. JP aduluminiy

UsemAszysiiae, ICH Guidelines (Q6A) uslalsiuAlulunsidousiiuen

: 1984 In-house specification Videnndeifiu general chapters auiiszylilu USP,BP,Ph.Eur. JP atdumuusznia

52U13181, ICH Guidelines (Q6A) uazuAlvlunzdouiiveuds

1.2 Finished Product Specification #

nsllesunssusedlusisien (Official Pharmacopoeia)

: $1989 USP,BP,Ph.Eur. IP,JP atiuanan wazuilulunzifeusiveudiszylulue.s)

: $198s USP,BP,Ph.Eur.,IP,JP atiulniiniiszmeaszydisienuinndy 3 Yuazudlalunsieusisueudn

: $198s USP,BP,Ph.Eur.,IP,JP atiulniiniszmeaszydisienninndy 2 Yuazudlalunsieusisueudn

: $198s USP,BP,Ph.Eur.,IP,JP atulniiniiszmaszydisieininndy 1 Yuazudlalunsieusisueudy

: $74fia USP,BP,Ph.Eur,IP,JP adulwinidszmeseysisennnnd uwaddadldudlalunsdeusisuen

(szaznaldiiu2tuannfundinauanenssunisesiasenasiuienans o5 defudulenansiauesian)

: 81983 USP,BP,Ph.Eur.,IP,JP atumuuszniassyiseuasuilulunsdowiiueui

nsallailasunisSuseslusiigen (Non-Official Pharmacopoeia)

: 87984 In-house specification #idenadasiiu general chapters aufiszylilu USP,BP,Ph.Eur. JP atiuaign, ICH

Guidelines (Q6A) uazuAlulunziloussusudy veiduendunuu

: 87984 In-house specification #idenadasiiu general chapters aufiszylilu USP,BP,Ph.Eur. )P adulwini

Usgnassyisenuinnd 3 Y, ICH Guidelines (Q6A) wasuiilulunzilausiiueuds

: 81984 In-house specification figennde3fiu general chapters anuiiszylilu USP,BP,Ph.Eur. JP aduluinia

Usgniassyisenuinnd 2 Y, ICH Guidelines (Q6A) waguilulunzilausiiueuds

: 81984 In-house specification Wigenndesfiu general chapters auiiszylilu USP,BP,Ph.Eur. JP aduluinia

Usgnmiassyisenuinndt 1 Y, ICH Guidelines (Q6A) waguilulunzilausiiueuds

: 81984 In-house specification Wigenndesfiu general chapters auiiszylilu USP,BP,Ph.Eur. JP aduluinia

UsenAssysnsen, ICH Guidelines (Q6A) wilildudlulungilousiiue(sresialdiu2ltuaniundninagu

ANZNITUNITDITHASHIAITULDNATT 8.5 Eﬁuﬁumﬂmmuaﬁm)

: 81984 In-house specification Videnndaifiu general chapters auiiszylilu USP,BP,Ph.Eur. JP atdumuusenia

35U, ICH Guidelines (Q6A) waguilulunzilaumiueuds




2. panmuazauaulinIdvnsdmaieUseavsnmnisinymeuia 90 AU

Ain13An1 long term stability uag Accelerated stability n131 ASEAN guideline AsUAINeTge ULRaIN(=3T) uag 10

THan13AnY on-going stability YreulUatu uasieonansuansnsuiiu

Ain13Anw1 long term stability uag Accelerated stability n131 ASEAN guideline AsUAINeTge ULRaIN(=3T) Uag 9

fHan13AnY on-going stability YreulUagduy

Ain13Anw1 long term stability uag Accelerated stability n13 ASEAN guideline AsumIuengeuuaaIn2l) uazd 8

NaN13AnwI on-going stability UneutUagiu

Ain13An1 long term stability wag Accelerated stability #1131 ASEAN guideline AsUATNBNEEIULRAIN(23T) Wi 7

lalfinanis@ny on-going stability Yriewddagdu

din1sfinw long term stability wae Accelerated stability 713 ASEAN guideline Asunuangeuwaan2l) usly 6

Inannsfinw on-going stability Yreutlagiu

in15Anw long term stability way Accelerated stability Tl uluma ASEAN guideline ATUAINBIEBIVURAIN 5

(23V) wawlinan13fny on-going stability Yrewldaglu

in15Anw long term stability way Accelerated stability Tl uluma ASEAN guideline ATUAINBIEBIVURAIN 4

(2) waziinanisfinwn on-going stability Uneutlagiu

in15Anw long term stability way Accelerated stability Taluluma ASEAN guideline ATUAINBIEBIVURAIN 0

wiililfinan 1sfine on-going stability Yaan

Auszaunmsalinslilulsaeasuasunilaaidunmsldlumsshnuniuasidegludayineteslsmeuans 10
UATUNS
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Siusvaunisalimsldlulsanenuiadein UHOSNET aundinnens inneulasidunisidlunissnuidnd Genanswuu 5
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G1N) mamwa‘ﬁaag‘lu Approve vendor list (H2NaE T UULEARNT) WIaNIUNSRTUlRgAMENTINATS wielluen

Tsanenuiafiansandeundmaunudinsy

Llaifiusgaunisalnsld 0

- flwansAnwn BE_114 fast wag fed study Miuseslagdtinauanenssunsemnsuagen wse Wuen BCS

class | Aild%u biowaiver 91nETNUANLATINAITOINTUALEN 15

- finan1sAnen BE lani fast condition Fedtinaunaznssunsomsiazelinisiusewa 12

= = . TR o o
- UNAN1AN®YT BE Lan1y fast condition LLGII&I&JWHQEBTUSENN& BE 21A@UNUAMENTTUNITOINITURE

81 7
- liifinanns@nwn BE 0
- Hnan1s@nen BE 9_sinele dose waz multiple dose lun11z113 fast wag fed condition #isusaslay

o @ - I av vo . . o w

FrinaunugnssuNsoMNSLazen wse Wuen BCS class | flATU biowaiver 91nd1HinanuAnensTINNTEIMSLALEN 15

- finan 13wl BE 14 single dose waz multiple dose Tunnag fast condition Ifissatnusen &4

FinauAMEnIIINITEIMNSHAaLe iN1SSUTRINE 12




- dnansAnwn BE 314 single dose wag multiple dose Tun1ay fast condition Lilesaengife walaidl

yladosusoana BE 9nd1UnauAnEnIINAITeMISUaYEN 9

- fwansAnwn BE  single dose lun1ig fast condition Wileseenaifen Feivtsdesuseswa BE andtingiu

ATNTIUNITDINITATYN 7

= = R " = ] TR o o
- finan1sAnen BE lawy sinele dose lun1ae fast condition iesed1udn walifinidesusesaindiingu

ANYNTTUNITOIMSHAZEN NS UG 5

- liifiwansAnw BE 0

HPULUY 30
ASnsAnwdunuy Randomized controlled trial WWisuiisufueduuwuu ffasilunsaismianisuwmg 20
ASnsAnuwduiuy Randomized controlled trial lalldFsuiieuivendunuy fulunsasmianisumng 10
ASnsAnuduiuy Non-Randomized controlled trial fifiluansansnisnisunnd 7

5

ASnnsAnwduiuy Comparative studies Wuu Cohort studies (Prospective) Afiailunsansniensunnmg

3
ASnsAnwnduluy Comparative studies WU Case-control studies (Retrospective) Afiuilunsansmenisunng
Lalfinns@inunidenieadin 0
: finsuanawa Risk Assessment Report for Elemental Impurities IUM‘QS"uwmmwamﬁﬁ Finish product Way
Active Pharmaceutical Ingredient warimsuanuanansiuamnassiiinaudsuuasnssuumsnaniionadmali
Aiamsduidou 10
: finsuanana Risk Assessment Report for Elemental Impurities IUM‘QS"uwmmwamﬁﬁ Finish product way
Active Pharmaceutical Ingredient usiliugnsienanstnaimsiasuudasnssuiunmsuaniiensdmaliiinns
Yuideu 8
: finsuanawa Risk Assessment Report for Elemental Impurities IUMwmmwamﬁﬁ Finish product way
Active Pharmaceutical Ingredient wasiimsuansionanstuamnadeiifimsiudsuuamssuiunisnaniionadeuals
Aansuuidou 6
: fin1suanina Risk Assessment Report for Elemental Impurities 1uyﬁ‘iummmw§mv%q Finish product wa
Active Pharmaceutical Ingredient isiliuansionansiuasmsildsuuvasnssuiunssdniionvdswaliiannis
Yuidou q
: finsuanawa Risk Assessment Report for Elemental Impurities T Finish product #3a Active Pharmaceutical
Ingredient wregslnognamils 2
aifinn5¥i Risk Assessment Report for Elemental impurities 0

:MyuzUsIIEhUarinewila flip-off lieannisuwleulunsuinseuaziiualy

avaanlun1silalden

aRnnesamnenfanuuainluiunisuzussy

FJIUATLLUY 100




