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1.1 Active Pharmaceutical Ingredient Specification # 5

nstllasunssusesludisen Official Pharmacopoeia

: 914819 USP,BP,Ph.Eur, IP,JP atud1an 5
: 919819 USP,BP,Ph.Eur.,IP,JP atulminisemasyusisenlaliiu 5 U 4
: 919819 USP,BP,Ph.Eur. IP JP atuluindiussmassusinsenliiv 4 U 3
: 919814 USP,BP,Ph.Eur.,IP,JP atulmindusemasyusisenladiiu 2 U 2
: 919819 USP,BP,Ph.Eur. IP,JP atiumuusenaAssydnsnen 1
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- 97984 In-house specification faonndnaiu general chapters m’mﬁizyi’ﬁu USP,BP,Ph.Eur.,JP aduage, ICH
Guidelines uazdl Risk Assessment Report for Elemental Impurities uans(nsaildfivinde Heavy metals) 3o
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: 81984 In-house specification i@enrdadriu general chapters aufisyylilu USP,BP,Ph.Eur. JP atiuiiinl, ICH

N Y

Guidelines uazdl Risk Assessment Report for Elemental Impurities wans(nsailaifiiide Heavy metals)

: 91984 In-house specification fidenndasiiu general chapters mufiseylilu USP,BP,Ph.Eur.JP atuagn, ICH

Guidelines ugilaidl Risk Assessment Report for Elemental Impurities u@na(nseilaifivhde Heavy metals)

: 81989 In-house specification idenrdadriu general chapters aufisyylilu USP,BP,Ph.Eur. JP atiuiinl, ICH

Guidelines uglaidl Risk Assessment Report for Elemental Impurities wans(nsallsifivte Heavy metals)

- 1989 USP, BP, Ph.Eur.,JP %38 In-house specification Haonndnanu ICH uaiive (31989mane pharmacopoeia

)

1.2 Finished Product Specification #

nstllasunssuseslusisnen (Official Pharmacopoeia)

: 871989 USP,BP,Ph.Eur. IP,JP atuanan uazwilulunglewsinsueudiszylulue 5)

: 81989 USP,BP,Ph.Eur.,IP,JP atulmininUsenmiaszysisewasuilulunsBeusiisveud (ssylulue.5)

: 91989 USP,BP,Ph.Eur.,IP,JP atuusznimszusiisnen uasuilulunzdeusisueuda(seylulue.5)
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pharmacopoeia 32314 0
2. Auantingeysylevison sy 90 ALY

wiliifinani3finwn on-going stability Yagm

:1In13ANw long term stability way Accelerated stability a3 ASEAN guideline Asusaege1uLaaIn(=30) 10
uaziinan13An®1 on-going stability Yreutlagtu wasiionansuansnsudiu

AIn13finw1 long term stability wae Accelerated stability 911 ASEAN guideline AsUATN@1g81UNRAN(23Y) 9
uazilnan13Ane on-going stability YnewlUagdu

:1n15ANw long term stability waw Accelerated stability a3 ASEAN guideline Asumuege1uuaaIn(2l) uay 8
THan15ANYT on-going stability UnewtUagdu

3n13finw long term stability way Accelerated stability @11 ASEAN guideline ﬂsumumqmuuamﬂ(zﬁ) ) 7
lsifinan1sfinn on-going stability UreutUaqiu

in13finw long term stability uaz Accelerated stability #13 ASEAN guideline AsumuegeuLaaIn(2y) wily 6
dnan13Aine on-going stability Unewtlagiu

3n13fnw1 long term stability Way Accelerated stability T fulunnu ASEAN guideline ATUALBDIYLIVURAN 5
(23%) waziinan13Ainwn on-going stability UneudTagdu

4n15An®1 long term stability ag Accelerated stability Tahfuluanu ASEAN guideline ATUANNBDIGHIVURAN a4
(2U) uarilnanisAne on-going stability Unewliagdu

3n13fnw long term stability Way Accelerated stability T fulunnu ASEAN guideline ATUALBDIYLIVURAN 0
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Tnan3finwn Therapeutic equivalent (l65un13ussglu US.FDA, Orange book #38li3un135U58431n EMA Ua
gaAsanIuzsuTe) 10
Snan1sfnw Bioavailability equivalent Fadtinaupnznssunsemnsuaze vinissusesmavioinisdiny

Dissolution Tuen BCS class | fl#5U biowaiver uagdinnssunisemsuazeiusoswa 5
lalfinan1sfinwn Therapeutic equivalent %38 Bioequivalent 0
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A5nsAnwufunuy Randomized controlled trial lalldlUSauiisuiuenfunuy Aiuilunsaismanisunnd 10
A5sAnwufunuu Non-Randomized controlled trial ARNNLUITATNNINITUNNE 7
A5nsAnwufunuy Comparative studies wuu Cohort studies (Prospective) fifusiluansansnisnisunng 5
ASmsAnwiunuy Comparative studies LUy Case-control studies (Retrospective) ARNHILAINTATNAITUNNE 3
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