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1. 395§ unAnANe 10 AU
1.1 Active Pharmaceutical Ingredient Specification # 5
nsallasunssuseslusiisien Official Pharmacopoeia
: 91989 USP,BP,Ph.Eur. IP,JP atiudian 5
: 9748la USP,BP,Ph.Eur.IP,JP atulniniusgmaszysisenliviu 5 U 4
: §74819 USP,BP,Ph.Eur,IP,JP atulwiniuszmasyysisanliiu 4 U 3
: 9748la USP,BP,Ph.Eur,IP,JP atulniniUsgmiasyyssnenliviu 2 U 2
: 91989 USP,BP,Ph.Eur,,IP,JP atiumuussniassusingen 1
nsilailasunissuseslussnen (Non-Official Pharmacopoeia)
- $1989 In-house specification fidenAdasiu general chapters muﬁizq?ﬂu USP,BP,Ph.Eur.,JP atiuanan, ICH Guidelines wadl Risk
Assessment Report for Elemnental Impurities wans(nsallifiwade Heavy metals) w3 [ueduuuy 5
- §1999 In-house specification Haonndaeiy general chapters mmﬁi%qlﬁu USP,BP,Ph.Eur.,JP atiulAinnin, ICH Guidelines wazdl Risk
Assessment Report for Elemental Impurities wans(nsailsdiivade Heavy metals) a4
- $1984 In-house specification fidanAdasiyu general chapters muﬁizq?ﬂu USP,BP,Ph.Eur.,JP aduaan, ICH Guidelines skl Risk
Assessment Report for Elemental Impurities wana(nsdilsifiade Heavy metals) 3
- §1999 In-house specification Haonndaeiy general chapters mmﬁi%qlﬁu USP,BP,Ph.Eur.,JP atiulAinin, ICH Guidelines weikaidl Risk
Assessment Report for Elemental Impurities wana(nsdilsifivde Heavy metals) 2
- ©1999 USP, BP, Ph.Eur.,JP %30 In-house specification flaenndaaiu ICH Uwde (8199918 pharmacopoeia 593AW) 0
1.2 Finished Product Specification # 5
nsallasun1ssuseslussnen (Official Pharmacopoeia)
: 879819 USP,BP,Ph.Eur.IP,JP atiuaign wazualulungifewifueuaseylulue.5) 5
: 87989 USP,BP,Ph.Eur.IP,JP atulminiuszmasyyisauasuilulunsdoudisueudi(szylulue.5) aq
: 87984 USP,BP,Ph.Eur.IP,JP atiudsemaszysiisnen wazuilalunedeusfveudiseylulue.5) 3
- $1999 USP,BP,Ph.Eur. IP JP atfulszmaszyssenduduly unldlsudlalunsBousisuen 1




: 971984 In-house specification Haonndaeiy general chapters mmﬁiz‘u‘lﬁu USP,BP,Ph.Eur.,JP atiuanan, ICH Guidelines wazdl Risk

Assessment Report for Elemental Impurities uans(nsailiifivhde Heavy metals)uazulalungiBouifuguwas wie Wuendunuy ]
: 971984 In-house specification Haonndaeiy general chapters mmﬁiz‘u‘lﬁu USP,BP,Ph.Eur.,JP atiuanan, ICH Guidelines wazdl Risk

Assessment Report for Elemental Impurities uans(nsdilaifivade Heavy metals) usilalldunlalunzifausduen a
: 91984 In-house specification fleaenndaaiu ceneral chapters muﬁizul”ﬂu USP,BP,Ph.Eur.,JP atuiAina, ICH Guidelines wagil Risk

Assessment Report for Elemental Impurities wana(nsdilsififade Heavy metals)uazudlulungifousinzueud 3
: 97984 In-house specification Hannndaeiy general chapters m’mﬁiqu’ﬂu USP,BP,Ph.Eur.,JP atuiAIna, ICH Guidelines wagdl Risk

Assessment Report for Elemental Impurities wana(nsallaifiwde Heavy metalsuslulgunlelunsifoussueuas 2
91984 In-house specification ﬁaamé’mﬁu general chapters mﬂuﬁisul’ﬂu USP,BP,Ph.Eur.,JP aﬁ‘ua’wqm, ICH Guidelines waladd Risk

Assessment Report for Elemental Impurities uana(nsdilsifivade Heavy metals)usluilaudlulungifousinzueuds 1
:971984 In-house specification Haenndeaiu general chapters muﬁsx‘lﬂﬂu USP,BP,Ph.Eur.,JP atfuiiinin, ICH Guidelines wsilaldl Risk

Assessment Report for Elemental Impurities uana(nsalladiishde Heavy metalsusluilaudlalungidoudsueua 0
: 91989 USP,BP,Ph.Eur.,JP %38 In-house specification naannaadiu ICH Guidelines unsidanss 9198sane pharmacopoeia $ufiu .
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Ain3Anw1 long term stability way Accelerated stability 9131 ASEAN guideline AsUMINENEETULRAIN(=3T) waziinan1sfiny on-going 10
stability Yneutlagdu uariiienansuansnsudou

JinsAnw long term stability uay Accelerated stability @11 ASEAN guideline ﬂsummmqmuuaaﬂn(ﬁ‘ﬂ) wagdinan1sAnn on-going 9
stability UnientUaqiu

din13Anw1 long term stability waw Accelerated stability 13t ASEAN guideline AsumuengetuuaaIn(2l) uwaslinan1sAny on-going 8
stability Yneutlaqdu

din1sfinw long term stability Waw Accelerated stability i1 ASEAN guideline Asuasengeuuaan(=3) wilidinanisdnw on-going 7
stability UnientUaqiu

din1sfinw long term stability waw Accelerated stability m11 ASEAN guideline asunuangetuuaan(2l) usildiinan1sfine on-going 6
stability Yneutlaqdu

dmsAnw long term stability uaz Accelerated stability lhdulunu ASEAN guideline asunuegenuuaain(=3Y) uasiinan1sinu 5
on-going stability Ynewddagu

fin3fnw long term stability uaz Accelerated stability Lalifulumna ASEAN suideline asunuengeuuaan(2l) uaziinanisdne on-going 4
stability Uneudlagiu

dinsfinw long term stability uaz Accelerated stability laliulumu ASEAN guideline asumuengenuuaann uskifinan1s@iny on-going 0
stability Usngn
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Siszaumsainislilulsmeruiaaiuiunslaodunslilunisinuiniussdreglutyineteslsmetuaniuniuns 10
Ssvaunsalinislélulsmenuiadata UHOSNET asndneds sunreulasidunsldlunisinedni Glenansuuuuany) ﬁaﬁiw%aazﬂu 5
Approve vendor list (FlananswuuLans) wEorIUNTRITALALANENTIUNT

Llufiuszaumsainsly 0

e | © |
nsdlendiunuy 15
finan1sfinw Therapeutic equivalent (16¥un15ussqlu US.FDA, Orange book w3al@sunisiusesan EMA uazfinsdniugsused) 10
fnansfinu Bioavailability equivalent Fsdinnuamznssunmsomsuaseilinssusesandeiinsfinu Dissolution luen BCS class | 71

155U biowaiver wazdtinnssun1semisuazensusowa 5
laifinan1s@nwn Therapeutic equivalent 38 Bioequivalent 0




- 11 Risk Assessment Report for Elemental Impurities uansita Active Pharmaceutical Ingredient waz Finished Product wieilueniilasuns

ULV 30
AsmsAnwuduwuu Randomized controlled trial wWisuisufugduLuy ARulunsasnesmsunng 20
aa = & . . MY a [ ¥ aa 4

AsmsAnwuduwuu Randomized controlled trial laildluSsuifisufuendunuu fRuiluasansnisnisunng 10
A3msAnwuduwuu Non-Randomized controlled trial ffiusiluansensnisnisunng 7
ASmsAnwndunuy Comparative studies wuu Cohort studies (Prospective) Afiasilunnsansnianisunmng 5
Annsanwidunuy Comparative studies Wuu Case-control studies (Retrospective) ALl LATeTN19NTUNNES 3
Llaifims@nunidenerddn 0

gnriumnderirunves ICH Guidelines (Q3D) 10
: 1l Risk Assessment Report for Elemental Impurities u@adianiz Finished Product #38 Active Pharmaceutical Ingredient 5
Jaifinnsvi Risk Assessment Report for Elemental impurities 0
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