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1.1 Active Pharmaceutical Ingredient Specification # 5

nsallasunssusedlussnen Official Pharmacopoeia

: 919814 USP,BP,Ph.Eur. IP,JP atuagn uasuilulunzileusmsueua 5
: 91984 USP,BP,Ph.Eur. IP,JP atulminiussmassysisenannnit 3 Yuazuilolunsioudiveud il
: 91984 USP,BP,Ph.Eur. IP,JP atulminitusemassyisenannnit 2 Yuazuilolunzsieudiveud 3
: 91984 USP,BP,Ph.Eur. IP,JP atulminiussmassysisenannnit 1 Yuazuilolunsioudiveud 2
: 91984 USP,BP,Ph.Eur. IP,JP atulminituszmassysiisenunnnd waddladlaudlulunzdewsinsuen 1
: 91984 USP,BP,Ph.Eur. IP,JP atumuusenmiassysseuasui llungsidoudsveud 0

nsdlliileisunissuseslusisen (Non-Official Pharmacopoeia)

: §1994 In-house specification Midenndeariu general chapters mufiszylilu USP,BP,Ph.Eur.JP atiuanan, ICH 5

Guidelines (Q6A) wazudlulungilousueuwdy vialugnduwuy

: §1984 In-house specification Nidenndaariu general chapters auiiszylilu USP,BP,Ph.Eur.JP atulnini a4

Usgmaszyinse1anndt 3 Y, ICH Guidelines (Q6A) wazunlulunziBeousmsuguwa

: §1994 In-house specification Nidenndaariu general chapters auiiszylilu USP,BP,Ph.Eur.JP atulwini 3

Usgmaszyinse1annndt 2 Y, ICH Guidelines (Q6A) wagunlulunziBeusmsuguwa

: §1994 In-house specification Nidenndaariu general chapters auiiszylilu USP,BP,Ph.Eur.JP atulnini 2

Usgmaszyinse1annndt 1 Y, ICH Guidelines (Q6A) wazunlulunziBeousmsuguwa




nsdlliileizunissuseslusisen (Non-Official Pharmacopoeia) (GD)

: 91984 In-house specification fiaonndeaiu general chapters mu‘ﬁiquﬂu USP,BP,Ph.Eur.,JP atuluainin 1

Usgmaseysingen, ICH Guidelines (Q6A) walildunlalunzileusisuen

: 91984 In-house specification fidonndeaiu general chapters mu‘ﬁiquﬂu USP,BP,Ph.Eur.,JP adusu 0

Usemiaszysiis1en, ICH Guidelines (Q6A) wazullunziloudFugudn

1.2 Finished Product Specification # 5

nsellasunissuseslusisien (Official Pharmacopoeia)

: 91389 USP,BP,Ph.Eur. IP,JP atuagn wazuilulunsideusisueudisyylulue.s) 5

: 91389 USP,BP,Ph Eur. IP,JP adulminituszmaszysisnenannni 3 Yuazudlolunsideudisueuds q

: 91389 USP,BP,Ph Eur. IP,JP atulmininuszmaszysisnenannnid 2 Yuazuilolunsideusisueuds 3

: 91389 USP,BP,Ph Eur. IP,JP adulminituszmaszyssnenannnit 1 Yuazuilolunsideusisueuds 2
1

: §19813 USP,BP,Ph.Eur.,IP,JP atulmindnussnaszysisieuinndd widsdldudlulunsdeousisuen

(szpznaliiuzltuaniuiiddnnuenznssunsemsuasenasiuenans 8.5 Seiuduenasiauesian)

: 91984 USP,BP,Ph.Eur. IP,JP atumuusenmiasyysmseuasui lvlungsidoudsveua 0

nsalldlasunissuseslusisnen (Non-Official Pharmacopoeia)

: 91984 In-house specification faonndeaiy general chapters mu‘ﬁizqiﬂu USP,BP,Ph.Eur.,JP atuaan, ICH 5

Guidelines (Q6A) wagululungidousisueud waduenduuuu

- 91984 In-house specification Haonndaaiy general chapters mu'ﬁizqiﬂu USP,BP,Ph.Eur.,JP atuluiinin 4

Usgnmaszysingenunnndt 3 Y, ICH Guidelines (Q6A) wazuilulunziBeusmsueua

- 91984 In-house specification Haonndaaiy general chapters mu'ﬁizqiﬂu USP,BP,Ph.Eur.,JP atuluiinin 3

UsemiAszysiis1eunnndt 2 T, ICH Guidelines (Q6A) wazuilalunsibousiveud

- 91984 In-house specification Haonndaaiy general chapters mu'ﬁizqiﬂu USP,BP,Ph.Eur.,JP atuluiinin 2

Usgmiaszysiis1enunnndt 1 Y, ICH Guidelines (Q6A) wazuilalunzibousiveud

- $1984 In-house specification fidenAdasiu general chapters mmﬁizqvmu USP,BP,Ph.Eur.,JP atulminia 1

Usgn1Aseysingen, ICH Guidelines (Q6A) weilallgudlalunsiSeussuan(seoznanldifu2tituanuiidtinau

ANENTIUNITEMNTHAZENAISUENENT 8.5 Beiufuenansiauesini)

- 91984 In-house specification fieenndosiu general chapters G\’m‘ﬁisulﬂu USP,BP,Ph.Eur.,JP atus 0

Usgn1AsyYsnen, ICH Guidelines (Q6A) uagudlulungiousiniueui
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2.1 Long term stability #1u ASEAN guideline on stability study of drug product 10

Ain3finw long term stability Way Accelerated stability 1131 ASEAN guideline ATUAIN@IEEUURAN(23T) 10

wazdlan13Anw on-going stability Ynewlagdu uasiionansuansnsudiu
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Jin3finw long term stability Waz Accelerated stability m131 ASEAN guideline mumumqmuuamﬂ(zﬂ) ey 8
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