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1. W0SgIUNEnS 10 AU
1.1 Active Pharmaceutical Ingredient Specification # 5
nselasun1ssuseslusiisen Official Pharmacopoeia
: 91984 USP,BP,Ph.Eur.,IP,JP atua1gn 5
: 1989 USP,BP,Ph.Eur.,IPJP atulmininvsgniaseyssenlaiu 5 U il
: 81989 USP,BP,Ph.Eur, IP,JP atulminiwszmesyysiselidiu 4 U 3
: 91989 USP,BP,Ph.Eur.,IP JP atulmininvsgniaseyssenlaiy 2 U 2
- 91909 USP,BP,Ph.Eur.,IP,JP atunUTENATTUATIEN 1
nsallailasunissusesludisen (Non-Official Pharmacopoeia)
- 91994 In-house specification ﬁaammﬁaaﬁu general chapters m’mﬁiqu’yﬂu USP,BP,Ph.Eur.,JP aﬁuﬁwqm, ICH 5
Guidelines wazdl Risk Assessment Report for Elemental Impurities wans(nsalifivde Heavy metals) ¥39 WHuen
AULUY

, ‘ 4
: 91994 In-house specification Papnnanany general chapters (ﬂ’m‘ﬁiquﬁu USP,BP,Ph.Eur.,JP adutA1na, ICH
Guidelines uazdl Risk Assessment Report for Elemental Impurities uans(nsellaifiade Heavy metals)

3

: 91984 In-house specification NaanARasiu general chapters mufisyylilu USP,BP,Ph.Eur.JP atiuaian, ICH

Guidelines usilaidl Risk Assessment Report for Elemental Impurities hans(nsellaifivnde Heavy metals)




nsailadlpiunissuseslusisen (Non-Official Pharmacopoeia) (#i)

- 91984 In-house specification Hiaonndosiu general chapters mu‘ﬁﬁquﬂu USP,BP,Ph.Eur.,JP atutA1na, ICH ’
Guidelines ugilaidl Risk Assessment Report for Elemental Impurities hans(nsellaifivnde Heavy metals)

- $71983 USP, BP, Ph.Eur.,JP %o In-house specification fidenndasiiu ICH uneiade (§198amane pharmacopoeia 0
)

1.2 Finished Product Specification # 5
nsdllg3unisiuseslussnen (Official Pharmacopoeia)

: 1989 USP,BP,Ph.Eur.,IP JP atuagn wazwilulunsdewinSueuas (seylulue.5) 5
: 91989 USP,BP,Ph.Eur.,IP,JP atiulminivsgnmiaszusiseuwazuilulunsdewinfueud (seylulue.5) il
: 81983 USP,BP,Ph.Eur,,IP,JP atiuusgmaszysisen uaswilulungieusifueuds (seylulue.5) 3
: 81983 USP,BP,Ph.Eur. IP,JP atuusznmasyussendusiuly wi lalldudlalunsieusiuen 1
nsallilasunssuseslussen (Non-Official Pharmacopoeia)

: $1984 In-house specification fidenndasiiu general chapters m’mﬁ‘squ}ﬂu USP,BP,Ph.Eur.,JP atfuangn, ICH 5
Guidelines uazdl Risk Assessment Report for Elemental Impurities uans(nsellaifivide Heavy metals)uazunlaluy
nedussueuds wie Wuedunuy

- $1994 In-house specification ﬁaamﬂﬁaaﬁu general chapters muﬁﬁzﬂ*ﬂu USP,BP,Ph.Eur.,JP aﬁuéﬂﬁﬂ, ICH 4
Guidelines wazdl Risk Assessment Report for Elemental Impurities wans(nsdlifivde Heavy metals) uslaile
unlalunzidoussuen

- $19849 In-house specification fidenrdaaiu general chapters muﬁ’iqu”ﬂu USP,BP,Ph.Eur.,JP adutAin, ICH 3
Guidelines uazdl Risk Assessment Report for Elemental Impurities uans(nsellaifiide Heavy metals)uazunlaly
nzdauisueuan

- $1994 In-house specification ﬁaamﬂﬁaaﬁu general chapters muﬁﬁzﬂ*ﬂu USP,BP,Ph.Eur.,JP atutA1nan, ICH 2
Guidelines wazdl Risk Assessment Report for Elemental Impurities wans(nsdildfivhide Heavy metals)ualadlsinrly
lunzidoussueudn

919849 In-house specification ﬁaamﬂﬁaaﬁu general chapters mmﬁssyl’fﬂu USP,BP,Ph.Eur.,JP aﬁUdWﬁﬂ, ICH 1
Guidelines usilaidl Risk Assessment Report for Elemental Impurities hana(nsedlaifivnde Heavy metals)usilaile
unlalunzdoussueudn

91984 In-house specification fidenadoety general chapters mu‘ﬁsmﬂ,ﬂu USP,BP,Ph.Eur.,JP atuin1ni, ICH 0
Guidelines ulaidl Risk Assessment Report for Elemental Impurities wans(nsallsifivde Heavy metals)uslals
uilelumeidousiTusu

: 91999 USP,BP,Ph.Eur.,JP #38 In-house specification ndenAaesiu ICH Guidelines u1sdanie e1damany 0
pharmacopoeia 31y

2. auautAinsivinisiidesasoUssavsammnisinymeIua 90 AZUUL
2.1 Long term stability #13 ASEAN guideline on stability study of drug product 10
AMsfinw long term stability waz Accelerated stability a1 ASEAN guideline asusnu@ngeuuaan(=3Y) wasdl 10
HAN3ANY on-going stability UneutUaqlu uagilionansuansasuiiu

AIn15AnY1 long term stability waz Accelerated stability a3 ASEAN guideline AsUAINB8EULRAN(23T) wazd 9
HAN3ANYY on-going stability UneutUaqiu

AIn15AnwY1 long term stability waz Accelerated stability #nu ASEAN guideline AsUATNBN8E ULRAN(2Y) Warding 8

N3fnw on-going stability YneudTagtu




An1sfinw long term stability uag Accelerated stability a3t ASEAN guideline Asusue1geuLaaIn(=30) usilll 7

HAN3ANY on-going stability UneutUaqdu

An1sfinw long term stability uae Accelerated stability 9111 ASEAN guideline Asusnue1eeuLaa1n(2Y) uslalll 6

HAN3ANY on-going stability UneutUaqdu

Jinsfinw long term stability Wag Accelerated stability Talvuluau ASEAN guideline ATUAIUDIYUIUVUIAN 5

(23Y) wawdinan1sAny on-going stability Uneutlaqiu

Fnsfinw Long term stability uaz Accelerated stability laifuluniu ASEAN guideline asumnaengeuuaain(2l) 4

wazdlnan1sAnw on-going stability Uneutlagiu

fnsAnw long term stability uaz Accelerated stability laiifluluniu ASEAN guideline asumuiegeTuuRan us 0

Laifinan1sAny on-going stability Uanan
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AlUszaunisainsiilulsaneruiadain UHOSNET aundnness dnneaulaedunisldlunissheund @enanswuy 5

uang) visedisetenglu Approve vendor list (Fllanansuuuuand) viserIUNsASILAEAMENTTINNT

Lifiusvaunisalnasld

NSRURURUY 15
dlnansfinen Therapeutic equivalent (l65un1sussylu US.FDA, Orange book #3alasunssusesann EMA uay 10
fapsanugsuses)

a = . . . . = o o v o A a = 5
dlnan1sAne Bioavailability equivalent FsdtinaupugnssumMsomshazelinisiusemaniolinisanw

Dissolution Tuen BCS class | AilAsU biowaiver wardiinnIsunisemshazensusadna

Llaifinan1sfinen Therapeutic equivalent 3o Bioequivalent 0

MUY 30
Ans@nwnduiuy Randomized controlled trial W3suisufiugnduuuy Afuslunsansmanisunng 20
e g oy SV an . 10
AsmsAnwiduluu Randomized controlled trial TdlsiuSsuiisuivendunuy ffuilunsasmenisunnd
AmsAnwuduiuu Non-Randomized controlled trial Afiusiluinsansnianisunng 7
Asn1sAnwnduwuu Comparative studies wuu Cohort studies (Prospective) ARuWlUINTASNINTUNNG 5
3
AsmsAnwudunuy Comparative studies LUy Case-control studies (Retrospective) @fiulunsansnianmsunng
0
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- 4l Risk Assessment Report for Elemental Impurities w@nsianz Finished Product #3a Active Pharmaceutical

Ingredient

Jlaifinnsvi Risk Assessment Report for Elemental impurities
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