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1.1 Active Pharmaceutical Ingredient Specification # 5
nsdilasunssuseslusisen Official Pharmacopoeia

: $79819 USP,BP,Ph.Eur. IPJP aduanan wavuilulunzideusisueuds wialuesiuuuy 5
: 871989 USP,BP,Ph.Eur, IP,JP atudnan widgtlilduilulunzibeusiiuen q
: 871989 USP,BP,Ph.Eur,,IP,JP atulminitUseniassusiisen wasunlulunsidousiniuewds 3
: $79819 USP,BP,Ph.Eur.,IPJP atdulmindnsznmaszysisen uadaladlduilalunsdeussuen 2
: 871989 USP,BP,Ph.Eur, IP,JP atusmnulszniaszuinsewazuilalunsidewinSueudn 1
iiszyhsienigsdmiessdmans e 0
nsdilalleisunissuseslusisen (Non-Official Pharmacopoeia)

1484 In-house specification fidonA&aaifu general chapters muitszylilu USP,BP,Ph.Eur.JP atudgn, ICH

Guidelines (Q6A) wazunlulunzifoussueuds wisidugsiunuy °
-1 92984 In-house specification fiaonndesiu general chapters mmﬁﬁwiﬂu USP,BP,Ph.Eur.,JP aduage, ICH

Guidelines (Q6A) wigslallguflalunzidousmsuen ‘
- $1984 In-house specification fidenadasfiu general chapters mmﬁﬁwiﬂu USP,BP,Ph.Eur.,JP atulumiinin
UsznAsEyi e, ICH Guidelines (Q6A) wazudlulungilowsinSugudn ’
- $1984 In-house specification fidenadasfiu general chapters mmﬁﬁwiﬂu USP,BP,Ph.Eur.,JP atulumiinin
UsgnAsyysinsen, ICH Guidelines (Q6A) usilallduflulungideusiuen :
- 91984 In-house specification fiaenndeaiu general chapters mmﬁﬁwiﬂu USP,BP,Ph.Eur.,JP atum
UsznAsEyi e, ICH Guidelines (Q6A) wazudlulungilowsinSugudn :
liiszysmeniidrsdmiesnadmanesisen 0
1.2 Finished Product Specification # 5
nsallasunssusesludisen (Official Pharmacopoeia)

- $79819 USP,BP,Ph.Eur.IPJP aduanan wazuilulunzideussueudszylulue.5) wiedugfuwuy 5
: 871989 USP,BP,Ph.Eur, IP,JP atuanan widtluildudlulunzifeusiiuen 4
: 919819 USP,BP,Ph.Eur.,IPJP atulminiszniasyysinsen wazunlulungieusmsueud 3
: 871989 USP,BP,Ph.Eur,,IP,JP atulnininUseniaszusisen widvlilduilulunzideusiisuen 2
: 97984 USP,BP,Ph.Eur, IP,JP atusmuuszniaszuinmewazuilrlungidowsinSueudn 1
liiszyimeniidrsdmiesidmanesisen 0
nsallilasumssuseslusisen (Non-Official Pharmacopoeia)

- 97984 In-house specification fiaonndnaiu general chapters mu‘ﬁiwl’ﬂu USP,BP,Ph.Eur.,JP aduage, ICH

Guidelines (Q6A) uazunlulunziloussueuas wisdugsunuy >
-1 91984 In-house specification fiaonndnaiu general chapters mu‘ﬁiwl’ﬂu USP,BP,Ph.Eur.,JP aduage, ICH .

Guidelines (Q6A) wadalailawAlulungideusisuen




- 97984 In-house specification fiaonndoaiv general chapters mﬂuﬁisqiﬂu USP,BP,Ph.Eur.,JP atulusinin

UsenAseysis1en, ICH Guidelines (Q6A) uagunlulungidousiiugue ’

- 97984 In-house specification fiaonndoaiv general chapters mﬂuﬁisqiﬂu USP,BP,Ph.Eur.,JP atulusinin

Usen1Aseysis1en, ICH Guidelines (Q6A) usilallgualvlungidousiiuen ?

- 91984 In-house specification ﬁﬁamé’mﬁu general chapters mﬂuﬁisqiﬂu USP,BP,Ph.Eur. JP atumy

UsenAseysins1en, ICH Guidelines (Q6A) uagunlulungidousiSuguen '
iiszyimeniiénsdmiesnadavaessen 0
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:1n15ANw long term stability wax Accelerated stability a3l ASEAN guideline Asusaege1uLaaIn(=30)

uaziinan13Any1 on-going stability Yreutlagu waziiionansuaninsudiu 10
:1n15ANw long term stability waw Accelerated stability a3 ASEAN guideline Asumuege1uuaaIn(2ly) uay
THan15ANYT on-going stability UnewtUagdu 8
:1n15ANw long term stability waw Accelerated stability @ ASEAN guideline AsUABTIE81ULRAAIN(23T) W
laifinan13fny on-going stability UneutUaqiu !
:1In15ANw long term stability kax Accelerated stability anu ASEAN guideline AsUAABIE1ULRAIN(2T) W
laifinan13fny on-going stability UneutUaqiu 6
An15An®1 long term stability tag Accelerated stability Tahfuluanu ASEAN guideline ATUANLBDIGYIVURAN

(239) uaziinan13Anw1 on-going stability Uneutlagiu °
4n15An®1 long term stability ag Accelerated stability Tahfuluanu ASEAN guideline ATUANNBDIGYIVURAN

(2U) uarilnan1sAne on-going stability Unewliagdu !
4in15An®1 long term stability tag Accelerated stability Tahfuluanu ASEAN guideline ATUANNBDIGHIVURAN 0
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- TNaNsuansnIvin Risk Assessment Report for Elemental Impurities 499%3 Finish product kag Active

HIAULUY 30
A8msAnwudiunuy Randomized controlled trial WSguiisuifugduuuy ARuiluNsasmansuwwmed 20
AnsAnwudunuy Randomized controlled trial ylAlUSsuiisuiugnduuuu fusilunsasnenisunnd 15
A8msAnwudunuy Non-Randomized controlled trial @fidilunsansmianisunmng 10
AnsAnwnunuy Comparative studies wuu Cohort studies (Prospective) fflasiluangansniesnsinme 7
Asnsanwnduwuy Comparative studies LU Case-control studies (Retrospective) ARNWLUNTAITN4

P 5
ATUNNE
LlaifinsAnenidentepadin 0

Pharmaceutical Ingredient wagzdln1ILaAINANITILATIZN 48993 Finish product wag Active Pharmaceutical 10
Ingredient > 3 SUYDININGER

- TNaNTUanInI5Yn Risk Assessment Report for Elemental Impurities a9 Finish product ez Active

Pharmaceutical Ingredient WANNSULARINANITIATIZI VYOS Finish product Wag Active Pharmaceutical 7
Ingredient 1 31 YBINTHER

- hifilenansuanansii Risk Assessment Report for Elemental Impurities w#iilnan15m539 Elemental

impurities ‘118\1'1;1'5@ Finish product ita¢ Active Pharmaceutical Ingredient > 3 iiu‘ummimﬁm >
- hifilenansuanansii Risk Assessment Report for Elemental Impurities w#iiinan15m539 Elemental

impurities vaans Finish product uag Active Pharmaceutical Ingredient 1 $1 ¥839n156&R ’
- Lifllenansuanan1svi Risk Assessment Report for Elemental Impurities kagdnani1snsia Elemental

impurities ¥84 Finish product 13a Active Pharmaceutical Ingredient iigseedlaagnemiia !
- laifinn9vh Risk Assessment Report for Elemental impurities wazlsifinan1sns1a Elemental impurities 0
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ABugansieylwl (NG) & Periodic Safety Update Report (PSUR) uaz Risk Management Plan

(RMP) fiagsfiunmslulsemalneuans ’
wHuenangigylal (NG) § Periodic Safety Update Report (PSUR) #38 Risk Management Plan

(RMP) fiagsudumsluusandlneuans ’
J14ifl Periodic Safety Update Report (PSUR) Wag Risk Management Plan

(RMP) flag@nfiunsluszinelng uans °
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