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1.1 Active Pharmaceutical Ingredient Specification # 5

nsallasun1ssuseslusisnen Official Pharmacopoeia

: 81983 USP,BP,Ph.Eur. IPJP atfuanan uazudlulunzilewhiueuds 5

- §n9tls USP,BP,Ph.Eur.IP,JP atiulmind1ussmiaszyssennnniy 3 Yuazudlulunsiewiiueudy q

: 81989 USP,BP,Ph.Eur.,IPJP atulminitvseniasyyshsnenninnii 2 uazudlulunsifeushiveudy 3

: §n9tls USP,BP,Ph.Eur. P, JP atiulmind1ussnmiaszyssennnndy 1 Yuazudlelunsieusiiueudy 2
. = PO N oz =

- §natls USP,BP,Ph.Eur.IP,JP atiulmind1usynaszussienunnndy uwidddadldudlulungBausiiuen 1

- §natls USP,BP,Ph.Eur. IP,JP atiunuszniassysiisneuazuilulunsfeusiveuda 0




1.1 Active Pharmaceutical Ingredient Specification # (1)

nsailailasunissusedlumsnen (Non-Official Pharmacopoeia)

: $1984 In-house specification faonndoau general chapters mmﬁimlﬁu USP,BP,Ph.Eur.,JP atiudnge, ICH

Guidelines (Q6A) uazsuAlulunziBeusiueuds videdueduuuy

: 97984 In-house specification figenndaaiu general chapters El’mﬁiqu’"ﬂu USP,BP,Ph.Eur.,JP atuluinin

UsgmAszyd151e13nndn 3 T, ICH Guidelines (Q6A) wazuilulungifousiiugwdn

: $1984 In-house specification faonndoaiu general chapters mmﬁimlﬁu USP,BP,Ph.Eur.,JP atuluainin

Uszmeaszydsenannndy 2 U, ICH Guidelines (Q6A) wavuilulunsieusivewdy

- $1984 In-house specification fidenndaaiu general chapters auiszylily USP,BP,Ph.Eur.JP atulmini

dsgmiAszysiisemnnd 1 3, ICH Guidelines (Q6A) uazuilulunzideusiueud

: 91984 In-house specification faonndoaiu general chapters muﬁiqu’ﬂu USP,BP,Ph.Eur.,JP atuluainin

UsznmAszys31e, ICH Guidelines (Q6A) wildlsuflulunsieousiuen

: 1989 In-house specification fidenndasiiu general chapters aufiszylilu USP,BP,Ph.Eur,JP atumasznia

32ys13187, ICH Guidelines (Q6A) uaguflulunzilousiueud

1.2 Finished Product Specification #

n3mlasunssusedludise (Official Pharmacopoeia)

: 81989 USP,BP,Ph.Eur.,IPJP aduanan uazudlulunsilowihiueudiseylilue.s)

: 81983 USP,BP,Ph.Eur.,IPJP atulnminiiuseniasyushsnenninndi 3 uasudlulunsifeusfueudy

: 819819 USP,BP,Ph.Eur. IPJP adulminivsgniaszysisemnnnii 2 uazudlulungfeusfueuds

: 81983 USP,BP,Ph.Eur,,IPJP atulnmindtuseniasyyshsieinndi 1 Juasudlalunsifeusueud

: 81989 USP,BP,Ph.Eur. IPJP adulmininusemaszysseminndn uiddaldudlalungGeusiuen

(szpznaliifu2iuanTufidiinnuanuenssunisewnsuasenassulonans 8.5 fetuduenansiaussia)

: 8198la USP,BP,Ph.Eur,IPJP atumuuszniasyyshseuazuilulunzifewhiveuds

nsallilasunssuseslusiisen (Non-Official Pharmacopoeia)

: 91984 In-house specification faenadasiiu general chapters anufisgylilu USP,BP,Ph.Eur. JP atiuaign, ICH

Guidelines (Q6A) uazuAlulunzibausiueuds videdusduiuy

: 81989 In-house specification Tidenndasiiu general chapters aufiszylilu USP,BP,Ph.Eur.JP adulmini

Uszmeszydse1anndy 3 U, ICH Guidelines (Q6A) wasuilulunsieusivewdy

: 91984 In-house specification faonndoatu general chapters anufisyylilu USP,BP,Ph.Eur. )P atulwinia

Usgmaszydsenannndy 2 U, ICH Guidelines (Q6A) wazuilulungieousiuewdy

: 87984 In-house specification fidenndasiiu general chapters aufiszylilu USP,BP,Ph.Eur. JP atulminia

Uszmaszyshsenninndt 1 Y, ICH Guidelines (Q6A) uazuilulunzideusueuds

: 1989 In-house specification Tidenndasiiu general chapters aufiszylilu USP,BP,Ph.Eur.JP atulmind
Uszmaszyd1snen, ICH Guidelines (Q6A) wilildudlalunzifowihivenszznatliiuzltuanfuidingu
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: 87984 In-house specification Tideandasiiu general chapters aufiszylilu USP,BP,Ph.Eur. JP adumuusynie

52Usi13181, ICH Guidelines (Q6A) uazuilulunzilousiveud
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fin1sfinw long term stability uaz Accelerated stability n131 ASEAN guideline ATUM3I9188 ULRAN(23T) 10
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fnan13fne on-going stability Urentdaqlu
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