ammsnITasziiugua MHAA U

Denosumab bo mg/e ml solution for injection , @ ml prefilled syr (GPU)(¢oeeaeaa-alnadbe)
U
Ay naein1susEiiuaun wKani el (Performance) AU
n.tnmﬁﬂmmwﬁ"'n‘lﬂ (Universal quality criteria) (25 Agziuu)
. 1ASFILNTHAREIAUVENINNTAENSAR lun1sHEAYY %
[Good Manufacturing Practices (GMP)]
1.1 Certificate of GMP 984 Active Pharmaceutical Ingredient (API) 5
Audnsaenddnlaiunisiuses GMP-PIC/S Tumnafiieadaeiu API nsdilaisey
vanadaiou deswanmdngiui AP Iiusygnlindnanmisnuigiintes ’
AuanfedRnlaunisiuses WHO-GMP lumnaiieatesiu APl nsdilaiszy ,
mnadaou Feuanmangiuit AP IFsusygnlindnanmisnuignindes
fuAndeddnlaunisiuses GMP anUsumadiudn Tumneiietasty AP
nstllaiszymnadaiau feananmanguin AP laSuaygalindnainmienuis 1
featos
AnanIed@dRlisun155UTes GMP wag GMP nuagluiiy 3 ey (5¥winege 0
lususey)
1.2 Certificate of GMP Finished Product
* n3dilUaUsIBINARS Certificate of GMP YBARUTILUUSITIE * 2
fdnen (wazduusussy) 1iFumssuses GMP-PIC/S lumneiiieadesiuen i
szuzina13uUsee 3 U (nsdififuusussy uiliuany GMP agfinnsanlv 2.5 Aziuu) d
ndnen (waediaussy) 13unsiuses GMP-PIC/S lumnaiiiiendesiven
283U 2 U (nsdlfifuuaussy uailiuand GMP agfinnsanl 1.5 avuuu) ’
AHARET (Wazguuaussy) 1aTumsiuses GMP-PIC/S Tumnaiiiertesiven i .
spue3UIne 1 U (nsdififuuaussy unliuani GMP agfiansanlil 0.5 Asuuu)
fndnen (wazduteussy) 1Fumsiuses GMP-PIC/S lumnafiieadeaiuen uas ;
GMP vun1gliiiu 3 oy (sewineseluiuses)
N1MIFIUINGAUA2LEATY (Active Pharmaceutical Ingredient
2 | Specification) wazansgrukanfneierdnsagy (Finished Product 10
Specification)
2.1 Active Pharmaceutical Ingredient Specification 5
STy p
1984 USP, BP, Ph.Eur., Ph.int., JP atugian wazuilulunyideusfueum 5
91389 USP, BP, Ph.Eur,, Ph.nt., JP atulmindnlseniaseysinsien anndn 3 ¥ "
wazunlulungiloussueuan
1484 USP, BP, Ph.Eur., Ph.int., JP atulminisgniAsyysinsien annnin 2 U
wazunlvlunzilvumiveua ’
1484 USP, BP, Ph.Eur., Ph.int., JP atulwminisgniAsyysiisien unnin 1 U ,
wazuilulungifoudiueuan




97984 USP, BP, Ph.Eur., Ph.int., JP atulninitusemaseyssen uddslaila

=1 o (=Y -l ar ar Ao a
wilulungiloudnsuen (szeznanliiiu 2 ¥ duannTuidninnuanenssunis
IMTUATEN a95ULDNANS 8.5 DaTudulenansiauas1an)

919849 USP 39, BP 2016, Ph.Eur 2014, TP2, Ph.Int., JP 17™ edition atduniy
Usznmiaszyimsnen wazunlylunsideusnsueum
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fl -

§1984 In-house specification fiaanndesriu general chapters Afiszylu
USP,BP, Ph.Eur., Ph.Int., JP adualdas, ICH Guidelines (Q6A) wazunlaly
nedsurnsusudn wiatusdunuu

v oa ; . = v @ o

99 In-house specification NdanAaaINu general chapters mwi:qlu
USP,BP, Ph.Eur., Ph.Int., JP atulusindiusenia seysiisnen wannda 3 1, ICH
Guidelines (Q6A) uazuAlvlungiiousmsueua

Y o 5 i = v ow =l

87484 In-house specification nd@anAaaINU general chapters m;m‘ss‘lﬂu
USP,BP, Ph.Eur., Ph.Int., JP atiulusindausenia seysiisien winnda 2 1, ICH
Guidelines (Q6A) wazunlulunziiyussueuad

1 - d. i ar A

9984 In-house specification nNaanAasINu general chapters mwssiﬂ,u
USP,BP, Ph.Eur., Ph.Int., JP atiulusindiusenia seysinsien wannda 13, ICH
Guidelines (Q6A) uazunlulungiloumiueu

§1984 In-house specification fiaanndasriu general chapters Aufiszyly
USP,BP, Ph.Eur., Ph.Int., JP atulmindiusenia seusisen, ICH Guidelines
(Q6A) uigaluilgudlalunsdousiuen (svesnaliiy 2 ¥ uaniud
ANTNIUAMILNSTUNNTOIMIUAZEN assuLenans 8.5 Boiululenaisiauesinn)

L o s 4 o v ar <
97984 In-house specification Nidanndaiu general chapters nuisyylu
USP,BP, Ph.Eur., Ph.Int., JP atiupulsenia seysins1e, ICH Guidelines
(Q6A) wazunlylunsidoudnsueuan

2.2 Finished Product Specification

ras ar o

"I

91989 USP, BP, Ph.Eur., Ph.Int., JP atfud1gn wazunlvlungidousisueuas

97989 USP, BP, Ph.Eur,, Ph.int., JP atulmindiusgniaseysinsien 1nnin 3 ¥
wazunlvlunsileusisueuan

91983 USP, BP, Ph.Eur., Ph.Int,, JP atulminiszniAseydsien 1nnidt 2 U
wazunlvlunzideusisueuan

972483 USP, BP, Ph.Eur., Ph.Int., JP atulminisgnimseyssien annnan 1
wazunlvlunzideumsueuan

91989 USP, BP, Ph.Eur., Ph.nt., JP atiulmindnsenmaseyssen uddslaila
whlalunzideudisuen (szesnatliiu 2 U Tuaniuiddnauanenssunis
21MNSHAZEN AY5ULENANS 8.5 DIUEULDNASLEUDIIAN)

91999 USP 39, BP 2016, Ph.Eur 2014, TP2, Ph.Int., JP 17" edition atusu
Uszmaseyssnen wazunlalunsileudisugium

v a v ar =
97984 In-house specification fiannndoeiy general chapters mufiszylu
USP,BP, Ph.Eur., Ph.Int., JP atiua1da, ICH Guidelines (Q6A) uazunluly
nudeumsuewd vialueidunuu




971484 In-house specification fidanAdaaiu general chapters nuiszylu
USP,BP, Ph.Eur., Ph.Int., JP avuluminiiusenia 5EUA5I81 ¥1An31 3 Y, ICH
Guidelines (Q6A) wazwnlalungiloumsveuan

e 4 % = 1 o <l
91984 In-house specification Vi@anAaBINU general chapters muwszq'l,u

USP,BP, Ph.Eur., Ph.Int., JP atiulusindalsznia seysiisien winnda 2 U, ICH
Guidelines (Q6A) uazudlulunzifusisueuan

Y =3 - u =i v ar <l

21N In-house specification Va@anAadINU general chapters mumsu‘lu
USP,BP, Ph.Eur., Ph.int., JP adulumindisenia seysiisien uinnda 13, ICH
Guidelines (Q6A) uazunlulungileumisueua?

1984 'n-house specification Tiaenndaiu general chapters muﬁisq'[u
USP,BP, Ph.Eur., Ph.Int., JP atulusindiusenia seysingien, ICH Guidelines
(Q6A) uagalailaudlalunstousiiuen (sraznaliiy 2 U duaniud
AinauAuENTINNTOMISHALEY aasULBNans 8.5 Belubuenaisiaussinn)

9284 In-house specification Niaeanapaiu general chapters nuAiszyly
USP,BP, Ph.Eur., Ph.int., JP aUumuusenie seusinsen, ICH Guidelines
(Q6A) wazunlylunsidoudisueudn

a act =
31'lﬂ‘a'ﬁ"luﬂ't5fﬁS'il'IElU']FI’lllﬁﬁﬂlﬂm?‘l‘iﬁﬂﬂﬁﬂmuﬂq‘iﬂ‘izﬂ'lﬂﬂ’l
[Good Distribution Practice (GDP)]

ATUBYINKAR/AIMTEAI waz3udnal@sumsiuses GDP-PIC/S andiinau
AMYNIINNNTOWNSUALEY KAZRINMUIEBNY third party (naeavilgguniu)

AIUBYRIHAR/AIMTE 1 warTudnal@sumsiuses GDP-PIC/S ndinau
ANENTSUNTRIMSUAZET (Raaviaalgguniu)

diuounnan/dmiedaen 1asunsiuses GDP-PIC/S annddnnuanenssuns
2IMNUATEN

dFuBy RN/ UvTedeen uag/vselsuTeliun1siuses GDP-PIC/S 210
d1inNUANLATINNTEMITWALEN kas GDP munegliiiu 3 1oy (3ewinese
lususes) vsaliwansinlasunissuses GDP

9. anﬁqmmwmmz (Specific quality criteria) (70 ALLUU)

1

NIHIUTBINANITIATIZY [Certificate of Analysis (CoA)]
(m1u Specification)

30

1.1 Certificate of Analysis of Active Pharmaceutical Ingredient (API)

10

33U Active Pharmaceutical Ingredient Specification ATUYNITaU84
Universal tests wag Specific tests 13ua4 Supplier Wag Manufacturer aziins

wansnalugudayailisuiunm (Quantitative data) w3e ftay snviu wite

Physical description

10

M39NU Active Pharmaceutical Ingredient Specification ATUNNIUBYBA
Universal tests wag Specific tests lawizuad Supplier %38 Manufacturer uazil

m‘mamwa‘lmzJg’ja;‘gmﬂ“aj ISu1ey (Quantitative data) 58 A2LaY 8nLIW Yo

Physical description

M39AU Active Pharmaceutical Ingredient Specification ﬂ‘smqnﬁ'l‘t'fa“um
Universal tests Way Specific tests 1384 Supplier uWaE Manufacturer U#3in1s

wansmaluguuuy“Conforms, Complies, Not detected, N/A”




m54u Active Pharmaceutical Ingredient Specification Asunndauas

Universal tests wag Specific tests 12¥1zuas Supplier ¥38 Manufacturer sl
NITLLARIR “Conforms, Complies, Not N/A”

M3 Active Pharmaceutical Ingredient Specification ﬂiunnﬁﬁamw'\z
Universal tests an1zaa4 Supplier ¥38 Manufacturer kagiinisuansualuzuwuy
“Conforms, Complies, Not detected, N/A”

1.2 Certificate of Analysis of Finished Product

10

n5an Finished Product Specification ASUNATIYAYBY Universal tests Lag

Specific tests waziinsuanmalugudayanisinm (Quantitative data) 3o

fiav sniu Wade Physical description

10

m3aifu Finished Product Specification ATUYAIUBYBY Universal tests uag
Specific tests LeriﬁmiLLamwa'Lugmwu“Conforms. Complies, Not detected,
II fg ”

1.3 Risk Assessment Report for Elemental impurities

10

il Risk Assessment Report for Elemental Impurities wad 113 Active
Pharmaceutical Ingredient wag Finished Product wiatdusnlasuniseniiumny
UonmuAuad ICH Guidelines (Q3D)

10

1l Risk Assessment Report for Elemental Impurities wans w1 Finished
Product waziinsnagdau Heavy metals Ty Active Pharmaceutical Ingredient

31 Risk Assessment Report for Elemental Impurities Wand law1g Finished
Product

3l Risk Assessment Report for Elemental Impurities Uand lawy Active
Pharmaceutical Ingredient wagiin1snaaau Heavy metals Tu Finished Product

{IlaNNEN1sMAERU Heavy metals Tu Active Pharmaceutical Ingredient
Specification wag Finished Product Specification

A5ANYIA2IUALAT (Stability data)

15

insAnwn Long term stability waz Accelerated stability @3 ASEAN
Guidelines ATUMUBIZEIVURAN (59) %dtﬁul‘tjmmmmgmwﬁmﬁ’m’lmﬁ%%ﬂgﬂ
fudlelunsdousFueuds waslinanisAnwn On-going stability Unautlagiu
(Foanaaauiian 0 wag 6 oy Wusghatlen)

15

1in15Anw Long term stability way Accelerated stability #23 ASEAN
Guidelines asumuangeuuaan (23 1) Faduluaunnsgrusdndusien
e‘hﬁﬂgﬂ‘ﬁLLr’ﬂ%’lumLﬁauﬁﬁ’umLLﬁa wazdinanisAnwn On-going stability Unaul
Jaqtu (Faavaasuiinan 0 uas 6 1w Wuedniey)

12

1n15ANY1 Long term stability waz Accelerated stability #2u ASEAN
Guidelines AsunuorgeuLaan (2 B) Fadulumunessundndusiordiiagy
Audlalunsadouiiveudn waziinanisdnen On-going stability Uneutilagiu
(Foammaouiivia 0 uay 6 e Wusgaay)

10

1in15Anw1 Long term stability wag Accelerated stability #2u ASEAN
Guidelines AsumuDIgEULan (5 B) Fadulununasgrundniugodiiogy
= &l o w v 1 . . a0 al v
AuAlalunsfousnsueudn uliflvanisdnwn On-going stability Unawtlaguu

10




fin15Anw Long term stability wae Accelerated stability #1 ASEAN
Guidelines asunaageuaan (23 B) sadulunnunasgnundniusie
ﬁ’!L%QgUﬁLLfﬂﬂuﬂzLﬁﬂuﬁ’ﬁUEJ’]LLﬁ"J weiliifinans@nwn On-going stability Unau
Ulaguu

§ins@nwn Long term stability Waz Accelerated stability #93 ASEAN
Guidelines asumuangeuuaain (2 ) Fudulunmanesgrundniusiondisagy
fudlelunzadouiiveud uiliiinanisdny On-going stability Uneutlagiu

finsAnwn Long term stability uag Accelerated stability Biiulumu ASEAN
Guidelines Asumuengeifmunlivuaain (5 0) Fadulupamnnssrunanioeg
grdnfaguiudlulunsfousnusiud uagliuanisdnw On-going stability U
Aoulitagiiu (Foanaasufinan 0 uas 6 \ou uagliay)

1In1sAnw Long term stability waz Accelerated stability Luidiulumu ASEAN
Guidelines Asunuengefirvualivuaain (23 1) Fadulumunasgu
Nﬁmﬁm’tmﬁwL%agﬂﬁuﬂﬂﬂummﬁauﬁﬁ%snué"s wazilnan1sAny On-going
stability Uriauiitfaatiu (Femeaauiinan 0 uaz 6 ey 1uaguiey)

finsAnwn Long term stability wag Accelerated stability Biiulumu ASEAN
Guidelines AsuAMDIgTIfvualiuuaain (2 B) Fadulumunasgiunansdias

o & = = 0w v = = ; - =i,
pransaguiuilolunsideuiveud waziinanisiiny On-going stability U
roulidaqiu (Feanadauiivaan 0 uag 6 ey iusgrnisy)

finMsAn® Long term stability uag Accelerated stability A3 ASEAN
Guidelines {ulumummsgrundndusierdniazuiuilalunsdeudfueud ud

Linsumuengeuunain wisliinanisiinu On-going stability Yreulaquu

fins@nw Long term stability waz Accelerated stability laiulumu ASEAN
Guidelines Wuluasnasgrusandusiordnsaguiiuilulunsdoumiveud ud
Lipsumuengeuuaain wisliinanisfny On-going stability Uriawtaguu

msAnTauyavewaniueie (Bioequivalence)

10

fis1891uMsAnE Bioequivalence Wulumu ASEAN Guidelines (il 2) Faus
1 1.0.2561 Huduly w3e d5189mumsAny Dissolution Tuemu BCS class i
1#%U biowaiver My ASEAN Guidelines 34d117nauAMEASIUNISBIMTUALETIV
mssusesna wazdulumu US.FDA Guidance w38 EMA Guidelines a1gn %3®
Jugduuuy

10

flsreaunisine Bioequivalence Lulumm US.FDA Guidance %3e EMA
Guidelines &g LaLinanIsNadauAUVIRsINIaLNgYnssy (Pharmaceutical

equivalence) WLand

fi57891uN135ANY" Bioequivalence vJulumu ASEAN Guidelines (auufi 1) Faus
6 §1.0.2552-31 5.0.2560 FaFTNNUAMLNTINNNTOMTHAZETINITTUTOINA

flsrwaumsane Bioequivalence Wulumu ndninausinazuaufualunisiine
Frauyavesenandiy wa. 2543 uazdninnuanznsINTE WA
FUIBIA

flsnsaunisdne Bioequivalence Tadiliulunnu ASEAN Guidelines/US.FDA
Guidance/EMA Guidelines wiflnansnaaauauvinfisumandsnssy

(Pharmaceutical equivalence) wand




fis18unsAny Bioequivalence liulumu ASEAN Guidelines/US.FDA
Guidance/EMA Guidelines wazliflnan1snagauanuviniisumandunssy
(Pharmaceutical equivalence) wans

Lifisnsaunsfinel Bioequivalence

AnuWinvisulun1sineInueRuLUY (Therapeutic Equivalence)

1a%un3us39lu US.FDA. Orange Book uazl@isun1ssusesain EMA uazdns
anuglumssuses wSatuenduuuu

1#5un15us39lu US.FDA. Orange Book v38lsi3un1siusesann EMA uazdang
anurlunsiuses

Iafunsusslusemsudadusieaniylninienuviiisslunsindadnumniu
PINULUUYDIANTNILAMENTIUNITOIMISUAZE Lazdnsaniuslunissuses

Liifinan133uses Therapeutic Equivalence

U5390491 2810 uae wnarsifvedmivlszynyy
(Package, Labeling & Patient information leaflet )

10

5.1 Us39Susidunsn (Primary Packaging) u.a:‘trssi}ﬁ'fuﬁ‘f?u‘lu (Secondary
Packaging)

ussasiiidnuazasamuiiszylu Finished Product Specification Tduf
Injection; Prefilled syringe, Solution/Suspension/Syrup; Glass, Solid; Alu/Alu
foil warussguuUWIzMIY (Individual Package)

vssineilidnuugnssmunseyly Finished Product Specification usliiléussy
wuuLlanIgviae (Individual Package)

5.2 a1n (Labeling) Wane unit dose

U350 %981 Anuuss Jununeny jumsudn wandlunnmiievasen

v ¢ o < '
UTTYNUN URNWISYBYT ATIULLIY LLﬁﬂﬁlﬂﬂﬂwu'}H"Uaﬂﬂq

U399t %881 AU Junueeny qunisedn livandunnmicevesen

5.3 wnansnNueNd vl ey (Patient information leaflet : PIL)

RO = W

lenansmiuendmivuszanvu Miveyansudiudiunmsiansanvesdninay
AMYNTIUNITOMNSUALEE

laufilenansmnuendvsuyseanau viseiionaisiiuendrsuyuseansy wadsl
HIUNISHANSUIVDIAINNITUANENTSUNITOIVISUAZE

0

Anudiduasududinelulsang (Thailand Government encourage criteria) (5 AZWUL)

1

af A’ = =% v
asunisvunseulunasiduasuduainislulssnea

ussgeglulyduinnssulve u Judssmausemasiandidanseiing wss
lasunstunsiisudundndueinuannielulszina (MIT) w3e
lasunstunzileudusenaunis SMEs




AZNITUNITNAITUINANISUSENINTIANDLANNITNE (e-bidding)

Usgs1unssunig
(Wynsdng Wsna)
ULUNNELT198Y
QD wdbsel N35UNNT
(Weluenad dunsaunus)
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