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1. umsgIundasio 10 AU
1.1 Active Pharmaceutical Ingredient Specification # 5
nstlasun1ssuseslussen Official Pharmacopoeia
: 919819 USP,BP,Ph.Eur.,IP JP aliudngn 5
: 81989 USP,BP,Ph.Eur.,IP,JP atulnmininuszniassysmsenliiu 5 U 4
: 91984 USP,BP,Ph.Eur.,IP,JP atulnmindnusenassysisenlaiiu 4 U 3
: 91989 USP,BP,Ph.Eur.,IP,JP atulnmindnuszniassysmseliiu 2 U 2
: 919819 USP,BP,Ph.Eur. IP,JP atumuuszniAseyssen 1
nsailadlsizunissuseslusiisen (Non-Official Pharmacopoeia)
: $1934 In-house specification fidenndasiiu general chapters mmﬁsqu}ﬂu USP,BP,Ph.Eur.,JP atfuangn, ICH
Guidelines uazil Risk Assessment Report for Elemental Impurities ugns(nseilaifivhde Heavy metals) vise 1Ju
YIRULUY 5
- $19849 In-house specification fidenrdaaiu general chapters mmﬁ’iqu”ﬂu USP,BP,Ph.Eur.,JP adutAin, ICH
Guidelines wazdl Risk Assessment Report for Elemental Impurities wans(nsalifivde Heavy metals) .
- $1994 In-house specification ﬁaamﬂﬁaaﬁu general chapters muﬁﬁquﬂu USP,BP,Ph.Eur.,JP aﬁuéﬂﬁﬂ, ICH
Guidelines uldl Risk Assessment Report for Elemental Impurities wans(nsailaifivnde Heavy metals) 3
- $19849 In-house specification fidenrdaaiu general chapters mmﬁ’iqu”ﬂu USP,BP,Ph.Eur.,JP adutAin, ICH
Guidelines uglaidl Risk Assessment Report for Elemental Impurities wans(nsellaifivnde Heavy metals)

2
- 91984 USP, BP, Ph.Eur.,JP %38 In-house specification fiaenndosiu ICH v1sate (91989an8 pharmacopoeia
FmAiu) 0
1.2 Finished Product Specification # 5
nsdilasunissusedlusiisnen (Official Pharmacopoeia)
: 1989 USP,BP,Ph.Eur.,IP JP atuagn wazwilulunsdewsinSueuds (seylulue.5) 5
: 81983 USP,BP,Ph.Eur.,IP,JP atulminiwsznmessusseuazudlalungfeusiueuds (seululue.5) a
: §1989 USP,BP,Ph.Eur,IP,JP atiulszmeszysinsen wazudluluneideusisuenud (seylulue.5) 3
: 87989 USP,BP,Ph.Eur.,IP JP atiuuszmiaszussenduduly us luldudlalunzdeus$uen 1




nsallilasunssusedlusiiaen (Non-Official Pharmacopoeia)

: 91984 In-house specification NaanAdasiu general chapters mufisyylilu USP,BP,Ph.Eur.JP atiuaian, ICH
Guidelines uazdl Risk Assessment Report for Elemental Impurities uans(nseilaifiwide Heavy metals)uazunly

lunedeussueuds vse Wuenduwuu

5
- $1984 In-house specification fidenrdasiu general chapters mm‘ﬁiqu}ﬂu USP,BP,Ph.Eur.,JP atfuangn, ICH
Guidelines wazdl Risk Assessment Report for Elemental Impurities wans(nsalifivde Heavy metals) usilails
uAlelumzidousiniuen a
: $1934 In-house specification fidenndasiiu general chapters m’mﬁ‘squ}ﬂu USP,BP,Ph.Eur.,JP atuiiinda, ICH
Guidelines wazil Risk Assessment Report for Elemental Impurities uans(nsdildfiwide Heavy metals)uagunly
TunziJousnsueud? 3
: $1984 In-house specification fidenndasiiu general chapters m’mﬁ‘squ}ﬂu USP,BP,Ph.Eur.,JP atuiiinda, ICH
Guidelines wazdl Risk Assessment Report for Elemental Impurities wans(nsdilidfivde Heavy metals)ualals
uhlalungibeuiSueuan 2
91994 In-house specification faonndostu general chapters mmﬁiwl’ﬂu USP,BP,Ph.Eur.,JP aduage, ICH
Guidelines uluidl Risk Assessment Report for Elemental Impurities wans(nsdilsdfivde Heavy metals)uslals
wilulunzdewsinsueua 1
#1934 In-house specification fidenadasfu general chapters muﬁszymu USP,BP,Ph.Eur.,JP atutiinia, ICH
Guidelines uglaifl Risk Assessment Report for Elemental Impurities hana(nsedlaifivnde Heavy metals)usilaile
willungeusiSuguen 0
- §1999 USP,BP,Ph.Eur.,JP 38 In-house specification ¥aenAaesiu ICH Guidelines usdanse o1sdamany
pharmacopoeia 33U 0
2. auaTRmannsidwadeUszavnmnisinemeiuia 90 AU
2.1 Long term stability #1u ASEAN guideline on stability study of drug product 10
JinsAne long term stability way Accelerated stability @11 ASEAN guideline ﬂ'ﬁumumqmuuamﬂ(z?ﬁ) ey 10
Tuan13finy on-going stability Unenttagdu waslivenansuaninsudou
AM3finw long term stability waz Accelerated stability nnu ASEAN guideline AsusmuangetuuaaIn(=3d) uay 9
finan15AnY1 on-going stability UneutUaqdu
AIn15ANY1 long term stability uag Accelerated stability a3 ASEAN guideline AsumIs@genuuaaIn(2U) uazdl 8
NaN13ANwY1 on-going stability Unewttaqdu
AiM3finw long term stability waz Accelerated stability a1 ASEAN guideline AsusNu@ge1uuRaIn(=31) u 7
Laifinansfinw on-going stability Unewdlagiu
AIn15Anw1 long term stability waz Accelerated stability s ASEAN guideline AsUATNengeuLaan(2l) usld 6
dnanisfinw on-going stability Uneudlagtu
Jin1sAne long term stability way Accelerated stability Talvula ASEAN guideline ATUAILDIYIIUVURAMN 5
(230) warilian1sAny on-going stability UneutUaqiu
Jin1sAne long term stability way Accelerated stability Talvula ASEAN guideline ATUAIUDIYUIUVURAMN q
(29) uagilnansfinw on-going stability Unewtagiu
Jin1sAne long term stability way Accelerated stability Talvula ASEAN guideline ATUAILDIYIIUVURAMN 0

wiliifinan1sfnen on-going stability Uanan




Auszaunmsalmslilulsmeasuasunilaadunisldlumsihvunfuazdreglulylseteslsmeuiaes 10
= ¢ v o PN ] & @ a =
Avszaumsainmsldlulsmenuiadain UHOSNET aunBnness snneulaeilunisldlunissnuund Genatsuuuy 5
uane) visedisetenglu Approve vendor list Fllenansuuuuand) vsesIUNsAAsILAEAMENTTINNT
liiuszgaunsalnsld 0

NIRYIAULUY 15
fnamsfnw Therapeutic equivalent (ldSunsussylu US.FDA, Orange book w3el@isun1ssusesan EMA uay
dansanugiused) 10
fransfinu Bioavailability equivalent Fsdinauanznssunsennsuazeiinssusemwanioinsdinm

Dissolution Tugn BCS class | #il#¥u biowaiver uazdntinnssunsemnsuazeniusesma 5
Laifinan1sfinen Therapeutic equivalent 3o Bioequivalent 0

- 4l Risk Assessment Report for Elemental Impurities w3 Active Pharmaceutical Ingredient wag Finished

Product ailugnldumseniiunuderivuaues ICH Guidelines (Q3D)

NAULUY 30
ad = &) . . a 9 v aa 4
Asns@nwnduiuu Randomized controlled trial WSguiisuiugnduwuy ARuiluNsansnesnIswnng 20
aa = & . . m v a Y P aa '
AdnsAnwduwuy Randomized controlled trial lailaUSsuisuiuenduuwuy ARUWISENSNeNISUING 10
A3msAnwiduiuu Non-Randomized controlled trial Afiusiluansansnianisunmg 7
A8nsAnwnduuuu Comparative studies WUy Cohort studies (Prospective) @msiluansansniesnsinmg 5
3
A8msFnwudunuy Comparative studies LUy Case-control studies (Retrospective) @finslunsansniansunnd
LifinsAnwnidenemaiin 0

52U AL LazTunnegnnvtIeveden

10
- 4l Risk Assessment Report for Elemental Impurities w@nsianiz Finished Product 38 Active Pharmaceutical
Ingredient 5
Jlaifinnsvi Risk Assessment Report for Elemental impurities 0
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