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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 wasuilulunsieussueuds wialusduuuy 5
: 1989 USP,BP,Ph.Eur.IP,JP atuaign uiddildudlalunsideusisuen a
: 81989 USP,BP,Ph.Eur.,IP,JP atiulnsindnUsgniassusinsen wazuilulunsifeumsueuds 3
: 1989 USP,BP,Ph.Eur. IP,JP atulminiuszmeszysdisen unddaldudilulunsideusiuen 2
: 81989 USP,BP,Ph.Eur.,IP,JP atiumulszniaszysiseuazudlulunzfeudsueuwdn 1
aispysenfignsdaiesadmanesen 0
nsmlilasunssuseslumisnen (Non-Official Pharmacopoeia)
: 91994 In-house specification Haonndaaiu general chapters muﬁiwﬁ‘lu USP,BP,Ph.Eur.,JP atfua1an, ICH Guidelines
(@6A) waguhlulungilousiuend wieidusduuuy 5
: 1 92984 In-house specification Haonndaaiu general chapters muﬁiwﬁ‘lu USP,BP,Ph.Eur.,JP atfua1an, ICH Guidelines
(Q6A) wadslilaunlalungiJoudsuen il
: 91994 In-house specification fiaenndosiu general chapters mmﬁiquﬁ‘lu USP,BP,Ph.Eur.JP atulninitusenimseysiisnen,
ICH Guidelines (Q6A) uazuilalungiousisueuan 3
: 91994 In-house specification fiaenndosiu general chapters mmﬁiquﬁ‘lu USP,BP,Ph.Eur.JP atulminituseniaseysiisnen,
ICH Guidelines (Q6A) walulldudlalunzidousiuesn 2
: 91994 In-house specification fiaenndosiu general chapters mmﬁiquﬁ‘lu USP,BP,Ph.Eur.,JP atusnudseniAssysnsien, ICH
Guidelines (Q6A) wagululunzifoudisusua 1
aispyshnenfignsdaviesadmanesen 0
1.2 Finished Product Specification # 5
nsflasunissuseslusiisen (Official Pharmacopoeia)
: 1989 USP,BP,Ph.Eur.,IP,JP adiuaign wazuilulunsidoussueudaszylulue.s) wialussuwuy 5
: 1389 USP,BP,Ph.Eur.,IP,JP atiuaign uiddaildudlalunsideusisuen 4
- 1389 USP,BP,Ph.Eur.IPJP atiulnsindnUsgmaszusinsen wazudlulunzifeusisueuds 3
: 1389 USP,BP,Ph.Eur.,IP,JP atulminiiuszmeszysisen uaddaldudilulunzideusiuen 2
- 1989 USP,BP,Ph.Eur.IP,JP atiumuusznmiaszysiseuazidlulunzideudisueuwdn 1
laispyshnenfignsdaviosadmanesaen 0
nsmlulasunssuseslumisnen (Non-Official Pharmacopoeia)
: 91994 In-house specification Haonndaaiu general chapters mmﬁi:ﬁql’ﬂu USP,BP,Ph.Eur.,JP atfua1an, ICH Guidelines
(Q6A) wavwhlulunsidousiusudn vieusduwuy 5
-1 97984 In-house specification fiaenndasiu general chapters muﬁiqu’ﬂu USP,BP,Ph.Eur.,JP atua1an, ICH Guidelines
(Q6A) uwadslilaunlalungidoussuen a4




: $1989 In-house specification fidenAdosiu general chapters mu'ﬁ'izuli‘lu USP,BP,Ph.Eur.JP atulminitvsgmassysisen,

ICH Guidelines (Q6A) wazuhlalunsidoudsusud 3

: $1989 In-house specification fidenAdosiu general chapters mu'ﬁ'izuli‘lu USP,BP,Ph.Eur. )P atulminitvsgmassysisen,

ICH Guidelines (Q6A) usldlduilulungidoussuen 2

- $1989 In-house specification fidenAdosiu general chapters mu'ﬁ'izuli‘lu USP,BP,Ph.Eur.,JP atumuusyniAsyysisien, ICH

Guidelines (Q6A) uazvuAlulunzidousisueudn 1
aispyshsnenfisnidaiessdmanasise 0
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M13ANY1 on-going stability Ysngm

dn15finw long term stability waw Accelerated stability 1131 ASEAN guideline AsumIsDgeuLaaIn(=3l) uaziinanisfinw 10
on-going stability YreulUagtu uaslienansuansasudou

An13finw long term stability waw Accelerated stability 7131 ASEAN guideline ATUAIM®IgeULaa1n2Y) waslnan1sAnyl 8
on-going stability YreutUagdu

fin3finw1 long term stability waw Accelerated stability @131 ASEAN guideline Asunnuegeuuaan(=3Y) usldiinanis@nw 7
on-going stability YreutUagtu

fin"3finw1 long term stability way Accelerated stability @13 ASEAN guideline Asumuengeuuaain2l) uliduan1sdinw 6
on-going stability YreutUagtu

Snsfinwn long term stability waz Accelerated stability TiJuluniu ASEAN guideline Asumuengeuuaan(=3l) uaziua 5
N13ANY1 on-going stability Unewttagdu

fnsfinwn long term stability waz Accelerated stability lafuluniu ASEAN guideline asumaenganuuaaIn(2l) waziina a4
N13ANY1 on-going stability Unewttagdu

Fnsfinwn long term stability waz Accelerated stability TiJuluniu ASEAN guideline Asumuengenuuaann usilifina 0
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- fnans@nw BE viasinele dose uay multiple dose Tun1neile fast uay fed condition #5useslagdrtneu

& < ay vo . . o o
AUENTINNTOWNTIALET 138 Wue BCS class | Ale5U biowaiver 9ndtinauauznssunsomswazen 15

- fnans@n® BE 914 sinele dose way multiple dose Tunqy fast condition Lileaaenaden Fedrineu

AENIIUNTEIMSHaze NS UTama 12

- finan1s@n® BE 914 single dose way multiple dose Tunnay fast condition Lilegaenafen waliiivisdesusomwa

BE 91N@1InauAMEnNIIUNITOMITUAZYN 9

- fiwanns@nwn BE  sinele dose Tunnay fast condition Lileaaenafen Felivtsdasusoama BE nndtineu

AMENITUNITDINTLAT YN 7
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- UNANIIANWI BE Lan1e single dose Tunne fast condition Lilespgraien walkifnisdesusesandtnamu

AENIIUNTBIMSHaze NS UTama 5

- lsdfinans@nwn BE 0

WIAULUY 30
A8ns@Anwnluuuy Randomized controlled trial Wisuisufugnduwuy ffuilunsansmanisunnmg 20
AmsAnwiluuuy Randomized controlled trial lildluSeuifisufivenduuuy ARulunsasmansunmg 15
A8n5@nwnduuuy Non-Randomized controlled trial ffiusilunsansmemsummg 10
A8msAnwfuuuy Comparative studies wuu Cohort studies (Prospective) @usilunsansnisnisunng 7
Ansnwnluuwuuy Comparative studies WUy Case-control studies (Retrospective) ARUNIUNTAITNINITUNNE 5
laifinsAnwnIdenemdiin 0

- fllonansuanini3vin Risk Assessment Report for Elemental Impurities 983919 Finish product wag Active Pharmaceutical

Ingredient wardnSUanINANISIATIZIA 209914 Finish product Lkag Active Pharmaceutical Ingredient > 3 ju‘ua&mi&lam 10

- Hlnasuaninisvin Risk Assessment Report for Elemental Impurities 984#4 Finish product wag Active Pharmaceutical

Ingredient LATINSUARINANISILATIE VB4 Finish product waz Active Pharmaceutical Ingredient 1 a;'u YDINITHER 7

- hifllwnansuananisvia Risk Assessment Report for Elemental Impurities usifinan13ns52a Elemental impurities 90979 Finish

product Uag Active Pharmaceutical Ingredient > 3 JUv84N1SHER 5

- hifllwnansuananisvia Risk Assessment Report for Elemental Impurities u#ifinan13ns52a Elemental impurities 90979 Finish

product Uag Active Pharmaceutical Ingredient 1 1 ¥89015KEn 3

- hifllwnansuananisvia Risk Assessment Report for Elemental Impurities waziinan13n323 Elemental impurities 984 Finish

product #3a Active Pharmaceutical Ingredient ifiesegndlaggnmils 1

- laifinns9h Risk Assessment Report for Elemental impurities uazlaifinan1smsia Elemental impurities 0
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(RMP) fiagsudunislulsewalng wans 0
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