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1. WAIFIUNERSI 10 AZLUU
1.1 Active Pharmaceutical Ingredient Specification # 5
nImlesUNITUTeslumien Official Pharmacopoeia
: §1389 USP,BP,Ph.Eur, IP,JP atiuaian wazudlalunsideumisueudy 5
: 819813 USP,BP,Ph.Eur.,IP,JP atiulwininuseniaszyssenannndy 3 YuazuilulunsideusSugwdn 4
: §1389 USP,BP,Ph.Eur, IP,JP atiulnindszniassysisenuinndy 2 Yuazudlulunzdewsiiveuds 3
: 81989 USP,BP,Ph.Eur, IP,JP atiulnindseniassyisenuinndt 1 Yuazuilalunsdowsiiueuds 2
: 19549 USP,BP,Ph.Eur.,IP,JP atulyininuszniassusisneuinni widekilaudlulungideussuen 1

3

: 81989 USP,BP,Ph.Eur, IP,JP atunulsemassysiseasudlulunsidousivewi




1.1 Active Pharmaceutical Ingredient Specification # (sia)

nstllalleisunissuseslusiigen (Non-Official Pharmacopoeia)

: 1989 In-house specification fidenARasiu general chapters auwszylilu USP,BP,Ph.Eur.,JP atudge, ICH

Guidelines (Q6A) wazuwhlulunzidaussuewad visaduenfuwuy

: $1984 In-house specification fidenndesiu general chapters mudiszylilu USP,BP,Ph.Eur., )P atulnindssniassy

M151971110791 3 U, ICH Guidelines (Q6A) uazuilulungidoudiSueuan

: 91984 In-house specification NigenAdasiU general chapters Wm‘ﬁizlﬂ’ﬂu USP,BP,Ph.Eur.,JP atiulniinituseneasey

f3181mnn1 2 U, ICH Guidelines (Q6A) wazuAlulungifousSueuan

: 81984 In-house specification Ni@enndesriu general chapters mudiszylilu USP,BP,Ph.Eur., )P atulninissniassy

A518111nn71 1 U, ICH Guidelines (Q6A) wazululunzidoudsueuad

: 91984 In-house specification NigenAdasiU general chapters Wm‘ﬁizlﬂ’ﬂu USP,BP,Ph.Eur.,JP atiulninituseneasey

#1518, ICH Guidelines (Q6A) ualdlaudlalunsiloussuen

: 81984 In-house specification Ni@enndesiu general chapters mufiszylilu USP,BP,Ph.Eur.,JP atiunuuseniassysii

#1, ICH Guidelines (Q6A) wazuAlulungilouiSuauan

1.2 Finished Product Specification #

nsdileizunsuseslusiigen (Official Pharmacopoeia)

: §1389 USP,BP,Ph.Eur, IP,JP atiuanan wazuilalunsideussueudaszylulue.s)

: 81389 USP,BP,Ph.Eur, IP,JP atiulniindszniaszysisenunnit 3 Yuazudlulunsdewiiveuds

- §1389 USP,BP,Ph.Eur, IP,JP atiulniindidszniaszysisenunnnds 2 Juasudlalunzdewsidueudn

: 81389 USP,BP,Ph.Eur, IP,JP atiulnindszniaszysisenminnidt 1 Yuazudlulunsdewiiveuds

- §1389 USP,BP,Ph.Eur, IP,JP atiulnindndsznassyssenmnndy unddalldudlalunsidousisuen

(srognanliifiu2UduannTufidninauanenssunisesLarenasiuenals 8.5 deiuiuenaisiauasini)

: 81389 USP,BP,Ph.Eur. IP,JP atiusulszmaszysseuazudlulunsdousiueud

nsalailasunisSuseslusisen (Non-Official Pharmacopoeia)

: 81984 In-house specification fi@enndasiu general chapters anufiszylilu USP,BP,Ph.Eur.JP atuaign, ICH

Guidelines (Q6A) wazuwhlulunzidousmsuewad visaduenfuwuy

: 1989 In-house specification fidenndesiu general chapters aufiszylilu USP,BP,Ph.Eur. P atulminiwszniassy

f191813nn1 3 U, ICH Guidelines (Q6A) wazuAlulungifousSueuan

: $1984 In-house specification fidenndesriu general chapters mufiszylilu USP,BP,Ph.Eur.,JP atulwindszniassy

A1518111nn71 2 U, ICH Guidelines (Q6A) wazwilulunzidoudsueudn

: 1989 In-house specification fidenndesiiu general chapters aufiszylilu USP,BP,Ph.Eur. P atulminiwszniassy

f51813nn7 1 U, ICH Guidelines (Q6A) wazudlulungifousSueuan

: 1989 In-house specification fidenndesiiu general chapters aufiszylilu USP,BP,Ph.Eur. P atulminiwszniessy
#1518, ICH Guidelines (Q6A) uildlauAlulunsidousivenrasnaldifu2ltuannuidinauanenssunisemsuay

gnasSulenans 8.5 Hedudulenansiauasin)

: $1994 In-house specification fidenndesriu general chapters mudiszylilu USP,BP,Ph.Eur.JP atiunuuszniaszysiis

&1, ICH Guidelines (Q6A) wasuilulunsidausisuauan
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N13AN©Y1 on-going stability Yaan
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Fuszaunsalnmsldlulsmenviaasuesunilaadunisldlunsinuunfvazdieglulyiseteslsmeuaniuniuns

Ain3finw long term stability waz Accelerated stability nnu ASEAN guideline AsUANU@TEE UURAIN(23T) uazing 10
nsfine on-going stability Ynewldagtu uazilienansuansasuiiu

Ain15Anw long term stability wag Accelerated stability #1131 ASEAN guideline AsuAteaeIuuaaIn(=3Y) uazina 9
Nsfine on-going stability YUnewddaglu

in15Anw long term stability uagz Accelerated stability @13l ASEAN guideline AsuAIs@genuLaan2l) uaziua 8
nsfine on-going stability Ynewtlagdu

Ain15AnwY1 long term stability waz Accelerated stability a1 ASEAN guideline AsumIiangenuuaain(=3Y) wilidna 7
nsfine on-going stability YUnewddaglu

din13finw long term stability uaz Accelerated stability 7131 ASEAN guideline Asumae1ge1uuaaIn(2d) wiliing 6
nsfine on-going stability Ynewtagdu

fnnsfnw long term stability uaz Accelerated stability la¥uluma ASEAN guideline asumuergenuuaain(=37) way 5
finan1sAnw on-going stability YneutUaqlu

JnnsAinw long term stability uaz Accelerated stability laiuluniu ASEAN guideline AsunuetgenuuaaIn2l) wazd il
HaN"3AnWI on-going stability Unieutlagdu

finsfinw long term stability uaz Accelerated stability la¥uluma ASEAN guideline asumuergenuuaain usliiing 0
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- fwansAnwn BE 914 single dose wag multiple dose lunmiy fast condition Lilespenaien uglidinilde

$UT0INA BE 21ndinsuanznIsnn1TemIsuazen 9
- finamsAnw BE  sinsle dose Tunmy fast condition tiasaehaiien Fiiniledesusoma BE andiinau
ANENTTUNITONTUALEN 7
- finan1sAn®N BE Wane sinele dose lun1iy fast condition Lilesaenaien wilifimidesusesaindinau
AMENTTNNTOWNTLATENISSUTOINE 5
- laifimansAnen BE 0

- finsuansua Risk Assessment Report for Elemental Impurities 1uv1ﬂ§'wummiwﬁmﬁﬂ Finish product tag Active

HWULUY 30
A3msAnwndunuu Randomized controlled trial wWisuiigufuendunuy Afusilunsansniessunng 20
A3msAnwndunuu Randomized controlled trial liliiuSsuiisufuadunuy Afastlunsasmenisunng 10
A3msAnuwndunuu Non-Randomized controlled trial Afiusiluansansnisnisunmd 7
A8nsAnwnduiuy Comparative studies wuu Cohort studies (Prospective) AflailuaNsaTnenIsunng 5
AmsAnwndunuu Comparative studies wuu Case-control studies (Retrospective) ANHIUNTANTNIANSUHNE 3
LluifinsAneidennenddin 0
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- flinsuanma Risk Assessment Report for Elemental Impurities Tunﬁmaamswﬁmﬁ”’q Finish product uag Active
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- flinsuansma Risk Assessment Report for Elemental Impurities s[um‘éuﬂaﬁmmamﬁgd Finish product wag Active

Pharmaceutical Ingredient wiliwanaonanstuaansuasuudasnssuaunswaniiewdmwaliinnsluidou 4
- finsuansma Risk Assessment Report for Elemental Impurities Tu Finish product 38 Active Pharmaceutical

Ingredient uAaeslnogamils 2
Jlaifin139h Risk Assessment Report for Elemental impurities 0
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