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1. 1nsgIundndioue 10 AZLLUY
1.1 Active Pharmaceutical Ingredient Specification # 5
nsmlasun1ssusedlusisen Official Pharmacopoeia
: 871989 USP,BP,Ph.Eur.IP,JP atiuatgn wasuilulunsieussuewds wiailusduuuy 5
: 1989 USP,BP,Ph.Eur.IP,JP atuaign uiddaildudlalunsideusisuen a
: 81989 USP,BP,Ph.Eur.,IPJP atiulnsindnUseniassusinsen wazudlulunzifeumsueuds 3
: 1989 USP,BP,Ph.Eur.IP,JP atulminiuszmeszysdisen unddaldudilulunsideusiuen 2
: 81989 USP,BP,Ph.Eur.,IP,JP atiumulszniaszysiseuazudlulunzfeudsueuwds 1
aispysenfignsdaviesadmanesen 0
nsmlilasunssuseslumisnen (Non-Official Pharmacopoeia)
: 91994 In-house specification Haonndaaiu general chapters muﬁiwﬁ‘lu USP,BP,Ph.Eur.,JP atfuaian, ICH Guidelines (Q6A)
wazuAlrlungsifeudfusudr vieduendunuy 5
: 1 97984 In-house specification Haonndaafiu general chapters mmﬁi:ylﬂu USP,BP,Ph.Eur.,JP atfuaian, ICH Guidelines (Q6A)
wadsldlouslalunzifoussuen 4
: 91994 In-house specification fiaenndosiu general chapters mmﬁiquﬁ‘lu USP,BP,Ph.Eur.JP atulminituseniaseysiisnen,
ICH Guidelines (Q6A) uazuilalungiousisueuan 3
: 91994 In-house specification fiaenndosiu general chapters mmﬁiquﬁ‘lu USP,BP,Ph.Eur.JP atulminituseniaseysiisnen,
ICH Guidelines (Q6A) walulldualalunzidousiuen 2
: 91994 In-house specification fiaenndosiu general chapters mmﬁiquﬁ‘lu USP,BP,Ph.Eur.,JP atusnudseniAseysnsien, ICH
Guidelines (Q6A) wazuilvlungilousiveua 1
aispyshnenfignsdaviosadmvanesen 0
1.2 Finished Product Specification # 5
nsflasunssuseslusisen (Official Pharmacopoeia)
: 1989 USP,BP,Ph.Eur.,IP,JP adiuaign wazuilulunsidoussusudaszylulue.s) ialussuwuy 5
: 1389 USP,BP,Ph.Eur.IP,JP atuaign widdaildudlalunsideusisuen 4
- 1389 USP,BP,Ph.Eur.IPJP atiulnsindnUsznaszusinsen wazudlulunzifeussueuds 3
: 1389 USP,BP,Ph.Eur.,IP,JP atulminiiuszmeszysisen uaddaldudilulunzdeusduen 2
: 1989 USP,BP,Ph.Eur.IP,JP atiumuuszniaszysisieuazudlulunzifeoudiSueuwdn 1
laispyshnenfignsdaviosadmanesien 0




nsmlilasun1ssuseslumisnen (Non-Official Pharmacopoeia)

: 91994 In-house specification Haonndeaiu general chapters muﬁizyl”ﬂu USP,BP,Ph.Eur.JP atfuaian, ICH Guidelines (Q6A)

wazuAlrlunsifeudfusudl viauendunuy 5
-1 92984 In-house specification Haonndaaiu general chapters muﬁizyl”ﬂu USP,BP,Ph.Eur.JP atfuaan, ICH Guidelines (Q6A)
uadalylounluluns fausSuen a4
- $1989 In-house specification fidenAdosiu general chapters muﬁizylﬂu USP,BP,Ph.Eur.JP atulminitvsgnmassysisen,

ICH Guidelines (Q6A) wazuAlulunziloudsueuan 3
: $1989 In-house specification fidenAdosiu general chapters muﬁiquﬁ'lu USP,BP,Ph.Eur.JP atulminitvsgnmaszysiisen,

ICH Guidelines (Q6A) walilduAlulunzidousisuen 2
: 91994 In-house specification Haonndaaiu general chapters muﬁiquﬁ'lu USP,BP,Ph.Eur.,JP atupulszniAseysisien, ICH

Guidelines (Q6A) wazuilvlungilousiveua 1
aispyshnenfisnsdaiesadmanesen 0
2. aruautimednnsiiseusslovirensufhny 90 AzUUY
2.1 Long term stability 913 ASEAN guideline on stability study of drug product 10
4in15Anw1 long term stability waz Accelerated stability aa ASEAN guideline mumumqmwamﬂ(ﬁﬂ) wardnanisAnw 10
on-going stability Yreuldagtu uazlienansuansmsudou

Jin15Anw1 long term stability waz Accelerated stability aa ASEAN guideline mumumqm‘uuamﬂ(zﬂ) waziinan1sfined 8
on-going stability YreutUagtu

Jin15Anw1 long term stability waz Accelerated stability aa ASEAN guideline mummmqmwamﬂ(zﬁ]) s laiflnanisanw 7
on-going stability YreutUagtu

Ainsfinw long term stability waz Accelerated stability m1u ASEAN guideline Asumuatgeuuaan(2l) walifinan1s@nen 6
on-going stability Yreutagtu

dinsfinw long term stability waz Accelerated stability LliJulumu ASEAN guideline asumuergeuuaan(=3Y) uaziina 5
N13ANY1 on-going stability Unewttagdu

dinsfinw long term stability wae Accelerated stability Llidulumu ASEAN guideline asumaergeuuaan(2l) uaziing il
N13AN®Y1 on-going stability Unewttagdu

4In15@nw1 long term stability uay Accelerated stability lalfulumiu ASEAN guideline ATUAINDYYIVURAN urlaifinansAnel 0
on-going stability Ya1am

2.2 Usvaunisalsunisly 10
:ﬁﬂizauﬂ'1iaiﬂWﬂ%‘luiiawmmamguﬂ%wﬂmLfJuﬂwﬂﬁ’ﬂuﬂﬁ%’ﬂmﬂﬂﬁuazL%’wagﬂuﬁfy%ma%aﬂidwmmaﬁuﬂ%w% 10
Fiusvaunisaimsidlulsmenunadein UHOSNET aundnrods inreulnediunsldlunssnudnd @enansuuuiens) wieiisete 5
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- nan1sfnw BE N¥usedaudrtinaunnenssunisenmsiazen wise Wuen BCS class | #le5U biowaiver 3andiinau

ANYNTIUNITOIMTUALEN 15
- fluannsAnwn BE welifiviledesuseswa BE and1inaiunnuenssunnsenmisiagen 7
- lsifimansfnw BE 0

- Tonansuanin1svin Risk Assessment Report for Elemental Impurities 993914 Finish product ag Active Pharmaceutical

HNAULUY 30
A3nsAnwnduiuu Randomized controlled trial W3gULgURUEIAULUY ARUHLLINTENTNINITUANEG 20
ax & . . My = o v aa s

A3nsAnwuduiuu Randomized controlled trial lafldUSsuiiuiuendunuy fRuiluansansnianisuame 15
A3nsAnwnduiuu Non-Randomized controlled trial ARUWIINTANTNINITUINE 10
A8nsAnwfunuu Comparative studies Wuu Cohort studies (Prospective) @fanilunsansmisnisunmg 7
A8m3Anufuuuu Comparative studies WUy Case-control studies (Retrospective) @fusiluansansnisnisunng 5
LlaifinsfnunItenemdiin 0

Ingredient LazZlNSUARINANITIATIYIA yaaia Finish product lag Active Pharmaceutical Ingredient > 3 §U84n13HER 10
- Tlnansuanini1svin Risk Assessment Report for Elemental Impurities o Finish product Wag Active Pharmaceutical

Ingredient WATNSUAAINANITIATIZI VB4 Finish product Wag Active Pharmaceutical Ingredient 1 U YDINIHER 7
- Liflionansuanensvin Risk Assessment Report for Elemental Impurities LalNan15057a Elemental impurities vow Finish

product Wag Active Pharmaceutical Ingredient > 3 Juue4N15HER 5
- Liflionansuansn1svin Risk Assessment Report for Elemental Impurities LalNan150s7a Elemental impurities yaua Finish

product Wag Active Pharmaceutical Ingredient 1 §U ¥84n13wan 3
- Lifllonansuanensvia Risk Assessment Report for Elemental Impurities wagdinan15n319 Elemental impurities 489 Finish

product #38 Active Pharmaceutical Ingredient tfigsoendlnoenemils 1
- laifin19vi Risk Assessment Report for Elemental impurities waglifinan15n57a Elemental impurities 0
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M33eyTenn vuneuas Suvsneny 5
FimsszyBos uneuar Tunuaetguuussysasinauiatuluynnieese 5
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laifinsseyuminenguuussiusiduiatueviodusufiag 0
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