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1. RS IUHERSTA 10 Azwu
1.1 Active Pharmaceutical Ingredient Specification # 5
nstlasunsiuseslumisnen Official Pharmacopoeia
- §1389 USP,BP,Ph.Eur. IP,JP atiuanan wazudlalunsiousisueudy 5
: §1389 USP,BP,Ph.Eur, IP,JP atiulniindiszniaszysisenuinndy 3 uasudlulunzdewsidueudn 4
: §1389 USP,BP,Ph.Eur, IP,JP atiulniindndszniaszysisenunnis 2 uasudlulunzdewsiiueuds 3
: §1389 USP,BP,Ph.Eur, IP,JP atiulniinddsznaszysisenunndy 1 Juasudlulunzdewsiiueudn 2
: §1389 USP,BP,Ph.Eur, IP,JP atiulniindnszniassysisenunndy unddalldudlalunsideousisuen 1
: §1389 USP,BP,Ph.Eur. IP,JP atusulszmaszysseuazudlulunsidousdueuds 0
nsalailasunisSuseslusiisen (Non-Official Pharmacopoeia)
- 81984 In-house specification faonndosiu general chapters mmﬁswl"ﬂu USP,BP,Ph.Eur.,JP atuaiga, ICH
Guidelines (Q6A) wazuAlulunzidouiriuewda violugdunuy 5
: 91984 In-house specification faonadosiu general chapters mmﬁizulﬁu USP,BP,Ph.Eur.,JP avulminin
UsenAsgysinsensnnndt 3 T, ICH Guidelines (Q6A) uaguflulunzilousiiueud 4
- 81984 In-house specification fasnndasiy general chapters mu‘ﬁﬁwlﬂu USP,BP,Ph.Eur.,JP atiuluainin
Uszmaszyiseminndt 2 Y, ICH Guidelines (Q6A) wazuilulunzileousiiueuda 3
- 91984 In-house specification faonadosiu general chapters mmﬁizulﬁu USP,BP,Ph.Eur.,JP avulmini
Usenasgysinsensnnndt 1 7, ICH Guidelines (Q6A) uaguflulunzilousiiueud 2
- 819849 In-house specification faonndosiu general chapters mu‘ﬁﬁwlﬂu USP,BP,Ph.Eur.,JP atiuluainin
Usznaszysinge, ICH Guidelines (Q6A) unkilduilulunzibeusiuen 1
- $1984 In-house specification Tidenndasiu general chapters mmﬁizulﬁu USP,BP,Ph.Eur.,JP atiuaiuusznaa
38Y#9181, ICH Guidelines (Q6A) wazudlvlunsidoumueuds 0
1.2 Finished Product Specification # 5
nsdilasunssuseslusiige (Official Pharmacopoeia)
: §1989 USP,BP,Ph.Eur, IP,JP atiuaian wazuilalunsideussueudaszylulue.s) 5
: 819813 USP,BP,Ph.Eur.,IP,JP atiulwininuseniaszyssenannndy 3 YuazuilulunsideusSugwdn 4
: 819813 USP,BP,Ph.Eur.,IP,JP atiulwininuseniaszyssenannndt 2 YuazuilulunsideusSugwdn 3
: 81389 USP,BP,Ph.Eur, IP,JP atiulnindnszniassysisenunndy 1 Yuazudlulunzdewsiiveuds 2
: §1389 USP,BP,Ph.Eur, IP,JP atiulnmindnsznassyssenunnidt uaddlldudlalunsdeusisuen 1
(szavnaldifuzlifuanufiddnnuauenssunisemswazetasiuienas 8.5 dviufuenatsiauesian)
: 81989 USP,BP,Ph.Eur, IP,JP atunulsemassysiseasudlulunsidousivewi 0




nsdllilasunssuseslusisnen (Non-Official Pharmacopoeia)

: 81984 In-house specification fi@enndasfiu general chapters anuiszylilu USP,BP,Ph.Eur.JP aduaign, ICH
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Guidelines (Q6A) wazuAlulunsibousiueuda wiausduuuy 5
: §1984 In-house specification fidenndasiu general chapters amiiseylilu USP,BP,Ph.Eur. JP atiulvsind
Uszmaszysiiseuinnda 3 Y, ICH Guidelines (Q6A) wazuilulunzilausiiueuds 4
: 91984 In-house specification faonndosiu general chapters mmﬁiwlﬁu USP,BP,Ph.Eur.,JP atiuluainin
UsgnAszydnsemnndt 2 Y, ICH Guidelines (Q6A) wazuilulunzileusiiueuds 3
: 91994 In-house specification ﬁaaﬂmﬁadﬁ‘u general chapters mmﬁ'izuﬁ‘lu USP,BP,Ph.Eur.,JP auulmini
UsgniAszyisenannndt 1 Y, ICH Guidelines (Q6A) wazudlalunzilowiiuguds 2
: 91994 In-house specification ﬁaaﬂmﬁadﬁ‘u general chapters mmﬁ'izuﬁ‘lu USP,BP,Ph.Eur.,JP avulminin
Usgnaszysinaen, ICH Guidelines (Q6A) udlalldudlulunsdouiiuen(asosnaliiuzldunnuiidingm
ALENTIUNTOMISHAZENasTUeNENT 8.5 deiufuenaisiauesian) 1
: 91984 In-house specification ﬁﬁaﬂﬂé’aﬂﬁu general chapters mmﬁswl"ﬂ,u USP,BP,Ph.Eur.,JP atuauusznia
5287, ICH Guidelines (Q6A) wazuwdlulunsidoumiuewe 0
2. AuamuazauaNTRAMANMsiidmadeUssaviamnsnuineiuia 90 AZUUU
2.1 Long term stability #13 ASEAN guideline on stability study of drug product 10
Ain3fine long term stability kay Accelerated stability #na ASEAN guideline AsuRIengeuwaaIn(=3Y) uasdl 10
Han"3Anw on-going stability Unewdlagiu uasiiienansuaninsuiou
Ainsfinw long term stability waz Accelerated stability #nu ASEAN guideline asumuangeuuaain(=3d) wasll 9
NaN13ANYY on-going stability Unewdiaqgiu
Ain3fne long term stability kay Accelerated stability nnu ASEAN guideline Asusuege1uuaaIn(2l) wadl 8
HAN15ANYY on-going stability Unewldagtu
Ainsfnw long term stability waz Accelerated stability a1 ASEAN guideline AsumIiangenuuaain(=3T) wily 7
Tnanisfine on-going stability Unewddagiu
Ain15ANnY1 long term stability waz Accelerated stability a1 ASEAN guideline AsunIuangenuuaan2y) wsilidl 6
HAN15ANYY on-going stability Unewldagtu
JinsAnw long term stability way Accelerated stability Taulunu ASEAN guideline ATUMINBIGYIUURAN 5
(230) uariinan1sfny on-going stability Ynewliagiu
dn13finw long term stability uaz Accelerated stability laliulumiu ASEAN guideline AsumueaeuuaaIn(2l) 4
uazdlnan1sAnyn on-going stability Yreutlagdu
nsfinw long term stability uaz Accelerated stability lai.Juluniu ASEAN guideline Asunuergenuuaan ua 0
Lilfinan15Anw on-going stability Yaran
2.2 Uszaumsalaunsldy 10
:ﬁﬂi:ﬁummﬁmﬂ%‘luﬁmmmaﬂ%‘uﬂ%uwﬁmEJL?Jumﬂ“i’ﬂuﬂﬁ%’ﬂmﬂﬂaLLazLﬁTﬁagﬂuﬁﬁy%iw%aEniiqwsnmaﬂ% 10
uASUNIS
Fusvaumsaimsidlulsmenunadaia UHOSNET aandnness snroulnediunisldlunisinudni Ghenansuuy 5
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- fiNan15ANWN BE ang sinele dose Tunay fast condition Lileaenaien walifimidesusesaindinau
ANENITUNTOMNSHALEN NS UG 5
- laiflnannsAnwn BE 0

A8nnsAnwndunuy Comparative studies WU Case-control studies (Retrospective) uiluansansniansummg

RULUY 30
AsnsAnwnduuuu Randomized controlled trial Wlsuieuivefuwuy FRuiluNsanITmansunmg 20
aa 2 . . My o 9 v aa ¢
ASn1sAnwudunuy Randomized controlled trial TadlamuSsuiisuiuenduuwuy AfRusiluansansmenisunng 10
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5
ASmsAnwndunuu Comparative studies wuu Cohort studies (Prospective) ALlLUANTANTNINSUNNE

3

Llilfins@nuidenenddin




- fin1suanua Risk Assessment Report for Elemental Impurities 1uwm§'umadmiw§mﬁ'ﬁ Finish product ez

Active Pharmaceutical Ingredient uaziinsuandanaistiuamnasaninisiuasuwlanssuiuniswiniionvdanali

FJIUATLLUU

innsvuleu 10
- flinsuansma Risk Assessment Report for Elemental Impurities 1unﬂiumadﬂ'ﬁm§mﬁ'ﬁ Finish product uag
Active Pharmaceutical Ingredient uliugaaionanstnasnisildsunvainssuiunsudnfiensdmwaliinnisuuiou
8
: finsuanua Risk Assessment Report for Elemental Impurities Tuu133uvesn1sudnvia Finish product way
Active Pharmaceutical Ingredient kaziinsuandona1sduwamnasiisinisdsuulainsyuiuntswinfionadwal
innsuuleu 6
: finsuanua Risk Assessment Report for Elemental Impurities Tuu133uvesn1sudnvia Finish product way
Active Pharmaceutical Ingredient uliuansionanstnasnisildsunlainssuiunsudnfionadwaliinnisuuidou
i
- finsuanma Risk Assessment Report for Elemental Impurities Tu Finish product %38 Active Pharmaceutical
Ingredient wragslnag1aniia 2
Jaifin39h Risk Assessment Report for Elemental impurities 0
MITFYTRE VWAL a TUMIABY 5
An3sEyeyn vwne e TununoguLUsTRiunnauRaive luynviieuaen 5
AN1358YTeYn Yune e TuntneguLUTIIMeNdudaiue L1 et 3
Jifinssyyiunueanguuussydarindudatuenseduendags 0
a g & . o = ' X P | & a 3 <
nsalusfiadl imprint code Vuinedsheson1sud nsmlaldende Ronsanlinzuuudiu 5

100




