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1. 10SFIUNERNS U9 10 AzULUY
1.1 Active Pharmaceutical Ingredient Specification # 5
nsalasunssusestumisien Official Pharmacopoeia

: 813814 USP,BP,Ph.Eur. IP,JP atuadn wazudlulunsidowsinsueuan 5

: 919814 USP,BP,Ph.Eur,,IP,JP atulmindisenmiassydiseuinndt 3 UuasudlulunsidowsinSueua 4

: 919819 USP,BP,Ph.Eur. IP JP atulyindnussmassusisenuinnii 2 YuasudlulungileumSueuwan 3

: 919814 USP,BP,Ph.Eur, IP,JP atulmindtsenmieassydisenuinndt 1 YuaudlulunsidowsinSueua 2

: 91989 USP,BP,Ph.Eur. IP,JP atulmindiussmassusiseiuinnii wadaddlauwnlalunsidewsinsuen 1

: 919819 USP,BP,Ph.Eur, IP,JP atumuusemaszussewasvudlulungidowinSueua




nsdllilasumssuseslusisnen (Non-Official Pharmacopoeia)

: 1984 In-house specification fidanadaariu general chapters auyiszylilu USP,BP,Ph.Eur.,JP atiu

140, ICH Guidelines (Q6A) wazunlalunzifousiueuds wialueduuuy

- 91984 In-house specification Mi@onAassiu general chapters muﬁisﬁmu USP,BP,Ph.Eur.,JP atiulul

ninUsgnAseyinseu1nnd 3 T, ICH Guidelines (Q6A) wasuilulunziluumiueuada

- 91984 In-house specification Mi@onAansiu general chapters mmﬁ%ﬂ”ﬂu USP,BP,Ph.Eur.,JP atiulul

ninUsgnAseyinseuInndt 2 T, ICH Guidelines (Q6A) wavuilulunziluumiueuada

- 91984 In-house specification Ni@onAaniu general chapters mmﬁ%ﬂ”ﬂu USP,BP,Ph.Eur.,JP atiulul

ninUsgnAseyinseuInndt 1 3, ICH Guidelines (Q6A) wavuilulunziluumiueuada

: $1984 In-house specification fidenndairiu general chapters auiiseylily USP,BP,Ph.Eur. JP atulul

ninUsenAsEysn1en, ICH Guidelines (Q6A) welaildunluluneilausiniuen

- 91984 In-house specification MidonAassiu general chapters mmﬁi%qi}ﬂ,u USP,BP,Ph.Eur.,JP atiuaiu

Uszn1eseudnsnen, ICH Guidelines (Q6A) wasuilulunzilaumiueuan

1.2 Finished Product Specification #

nsallasunssusesludisen (Official Pharmacopoeia)

: 813814 USP,BP,Ph.Eur, IP,JP atuadn wazudlulunsidowinsueuaszylulue.5)

: 919814 USP,BP,Ph.Eur,,IP,JP atulmindisenmeassydiseuinndt 3 UuasudlulunsidowsinSueua

: 819814 USP,BP,Ph.Eur, IP,JP atulmindiszmeszydiseiuinndt 2 Yuazudlulunsidousinsueuan

: 919819 USP,BP,Ph.Eur, IP,JP atulmindisenmiassydisenunnndt 1 UuasudlulunsidowsinSueua

: 819814 USP,BP,Ph.Eur.,IP,JP atulminiszmeaszyusiisenunnndt wadddlaudlulunzideusisuen

(szeznanliniu2Utuann T uid N uANENISUNITEIMISHATENaISULNENS ©.5 DaTuBulenasiauasan)

: 919819 USP,BP,Ph.Eur. IP,JP atumuusenassyiseaziibulunsidowinusudn




nsdllilasumssuseslusisnen (Non-Official Pharmacopoeia)

: 1984 In-house specification fidanadaariu general chapters auyiszylilu USP,BP,Ph.Eur.,JP atiu

140, ICH Guidelines (Q6A) wazunlalunzifousiueuds wialueduuuy >
. $1984 In-house specification Tidenrdasiiu general chapters m’mﬁi:ﬁqiﬂu USP,BP,Ph.Eur.,JP atulunil
nsenAsEYins1e11nnd1 3 Y, ICH Guidelines (Q6A) uaguilulunzileusiFue e 4
- 91984 In-house specification fiaonnaneiu general chapters mmﬁ%ﬂ”ﬂu USP,BP,Ph.Eur.,JP atulwsl
ninUsgnAseyinseuInndt 2 T, ICH Guidelines (Q6A) wavuilulunziluumiueuda 3
: 91984 In-house specification faonndosiu general chapters muﬁizﬁlﬂu USP,BP,Ph.Eur.,JP atulwsl
nUsEnAsEYIns1811nnd1 1 Y, ICH Guidelines (Q6A) uaguilulunzileusiFue e 2
- 91984 In-house specification fiaonnaneiu general chapters mmﬁ%ﬂ”ﬂu USP,BP,Ph.Eur.,JP atulwsl
ninUsgnAsEYdns1en, ICH Guidelines (Q6A) wildlauAlelunsdousuen(szosinarldifu2Utuandud 1
AtinauANENIIINISEISWaTENasTULeNans 8.5 Beiuluenansiauasnan)

- 91984 In-house specification fiaenndastiu general chapters mmﬁi%qi’ﬂu USP,BP,Ph.Eur.,JP atiuaiu
Usen1eseudnsnen, ICH Guidelines (Q6A) wasudlulunzilaumiueuan 0
2. AuautAamanmsidsaieussdnsamnsinymeiuia 90 AZUUL
2.1 Long term stability #13 ASEAN guideline on stability study of drug product 10
2n3AnEN long term stability taz Accelerated stability s131 ASEAN guideline ATUAILDIYLIUURAN 10
(23Y) wardinan15ANw1 on-going stability YreulTagdu waziionansuaninsuiiu

Ain13@nw1 long term stability wag Accelerated stability #1131 ASEAN guideline ATURIUBIYEIUURANN 9
(23Y) wazdlnan1sAnY1 on-going stability Yneutlagiu

In3AnEN long term stability wag Accelerated stability #1131 ASEAN guideline ATUMIUBIYBIUURANN 8
(2U) wazilnan1sAne1 on-going stability Uneautdagiu

In3AnwN long term stability taz Accelerated stability #1131 ASEAN guideline ATUAILBIYYIUURANN 7
(23V) waliidinan15Anw1 on-going stability Ynewldaqdu

In3AnEN long term stability wag Accelerated stability #1131 ASEAN guideline ATUAIUBIYBIUURANN 6
(2) usildfinansfinen on-going stability Uneutlagiu

1n13@nw long term stability waz Accelerated stability lalidulumu ASEAN guideline asunnua1ge 5
uuaan(=3Y) wardlnani1sAny) on-going stability Yneutlagiu

:1n13@inw1 long term stability waz Accelerated stability laliulumu ASEAN guideline Asunnue1ge 4
uuRaIN(2y) wardinan13@ny) on-going stability UnewtUagdu

n1sfinw long term stability waz Accelerated stability laliduluma ASEAN guideline asumsia1ge 0

UuaaIN wikiinani1s@ny on-going stability Uangn
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ANENTIUNNS V5oL TUNNLSMEIUIANANTUNT U MNALNUTIAT
Laifiuszaunisainnsly 0

- flwansAne BE_1a fast way fed study Aisuseslagdinnuaauznssumsemsazen wie Wuen BCS

class | 7Il#$U biowaiver NETNIIUAMLNTTUNNTOINITHAZE 15
- §luams@nen BE iz fast condition edinaIuAmEnIIIANTeIMSHAZETlTNNSSUSeINa 12
- Jwans@nwn BE Lamiy fast condition walslfimiladesuseeswa BE 1ndtinauangnIsun1seIisLazen 7
- laifimannsfnen BE 0

- finansAnwn BE Wa_single dose way multiple dose lun1awits fast uay fed condition #igusaslae
AtinnuANLNIIINSEINILAZE 50 e BCS class | ilFSU biowaiver andinaunaznssunIs
2IMTUATEN 15
- finans@nwn BE s single dose uay multiple dose lune fast condition \isseehuien &
AINUAMENITTUNNTOITUALETIANITIUTOINA 12
- flwans@ne BE 18 sinal uag multipl ndition Le48E19f
NS UTOIMEA BE 1ndUNUANENIINANTOMISUAZEN 9
~ fluan1s@ne BE sinsle dose Tun1ie fast condition fissagnuden Feflnddesusewa BE 910
AUNNUANENTINATOMITUAZYN 7
- fnan13Ane BE @wg sin g f ndition \igeg19ae waliinisdesusesann
FrunauAugnITINTOIMSHAL L RN UTOINE 5
- ladfinan1sfnen BE 0




- dn1suanaNa Risk Assessment Report for Elemental Impurities Tunnsuaein1swanyis Finish product

waz Active Pharmaceutical Ingredient uazdn1shansenanstuamnAsininsiuasuilainssuiuns

NARNTvdmalmAnn sUUUau

HIAULUY 30
20

A8msAnwduiuy Randomized controlled trial WWSsuiiisuivenduuwuy Ausiluasansmanisinmg

A8msAnwnduiuy Randomized controlled trial ldlaiUSeuiisuivenduuwuy Afssilunsansnia

ASUNNE 10

A8msAnwduluy Non-Randomized controlled trial ARUWILINTANTNIATUNNE 7
5

AsnsAnwduluu Comparative studies wuu Cohort studies (Prospective) Afinwluansansnisnisinng

25N5ANIUUWUU Comparative studies kuU Case-control studies (Retrospective) ANUWLWINTAIINIG 3

ASUNNY

LalfmsAnen3Teniseatn 0

10
- IN3uAnINa Risk Assessment Report for Elemental Impurities ’Lumsuaqmsmﬁmﬁy'a Finish product
ey Active Pharmaceutical Ingredient LLGMLLamLEJﬂmi%LLﬁNmiLﬂ?ilEJuLLlJaﬂﬂ'ixiJ’JumiNﬁG\ﬁ@ﬁ]ﬁﬁﬂdﬁlﬁ
Anmsluileu )
- fn1suanaNa Risk Assessment Report for Elemental Impurities Iuw‘ju%ﬁmiwamﬁgﬂ Finish product
waz Active Pharmaceutical Ingredient LLazﬁﬂ’]iLLﬂmLaﬂﬁ’li%’LLﬁlﬂVJﬂﬂ%\‘lﬁﬁﬂ’]iLUgEluLLUa\‘lﬂiz‘lJ’mﬂ’]i
nAnienadamaliinmsuudieu 6
- fn1suansNa Risk Assessment Report for Elemental Impurities Ium':;'maamswﬁmﬁ”’q Finish product
wag Active Pharmaceutical Ingredient wililuanaenanstuaamsidsuudasnssuiunmsnaniienadanals
Aamstuiiou a
- dn1suanana Risk Assessment Report for Elemental Impurities Tu Finish product #38 Active
Pharmaceutical Ingredient wrggnslaogamils 2
Jlaifin199i1 Risk Assessment Report for Elemental impurities 0
:msizq‘?j'am TRg A UV 5
Fimsseylenn vwauay TurineguuuTTySusindudatueluynviaguesen 5
Fimsseyiienn vaeuar TumneguuUTTy Ausifdudafus e esen 3
laifisszyfumunenguuussydusindudatuewiedusings 0
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