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1. uRsgIunansioe 10 AzUUY
1.1 Active Pharmaceutical Ingredient Specification # 5
nsdlleisunisduseslusisen Official Pharmacopoeia
: 914014 USP,BP,Ph.Eur.,IP,JP atuanan 5
: 919819 USP,BP,Ph.Eur. IP JP atulmindnUssmassusinsenlaiiu 5 U 4
: 91989 USP,BP,Ph.Eur. IP JP atulmindnUssmassusinsenliiv ¢ U 3
: 919819 USP,BP,Ph.Eur. IP JP atulmindnussmassusinsenliiv 2 U 2
: 91989 USP,BP,Ph.Eur. IP JP alumuusenaAseysinsien 1
nsdilalleisunissuseslusisen (Non-Official Pharmacopoeia)
- 97984 In-house specification fiaonndnaiu general chapters mu‘ﬁiwi’ﬂu USP,BP,Ph.Eur.,JP aduaae, ICH
Guidelines wazdl Risk Assessment Report for Elemental Impurities wana(nsailaifiwide Heavy metals) w30 W
BIULUY 5
- 91984 In-house specification fiaonndesi general chapters mmﬁﬁwiﬂu USP,BP,Ph.Eur.,JP atuin1na, ICH
Guidelines wazdl Risk Assessment Report for Elemental Impurities Lan(nsailifiwite Heavy metals) .
- 91984 In-house specification fiaonndesi general chapters mmﬁﬁwiﬂu USP,BP,Ph.Eur.,JP aduage, ICH
Guidelines wgilaidl Risk Assessment Report for Elemental Impurities uans(nseilaifivnde Heavy metals) 3
- $1984 In-house specification fidenadasfiu general chapters mmﬁswlﬁu USP,BP,Ph.Eur. JP atiutA1ni1, ICH
Guidelines usilaidl Risk Assessment Report for Elemental Impurities wana(nsellaifivides Heavy metals) 9
: 91984 USP, BP, Ph.Eur.,JP %38 In-house specification fiaonndosiyu ICH v1svate (919891a18 pharmacopoeia
)

0
1.2 Finished Product Specification # 5
nsallasunssusesludisen (Official Pharmacopoeia)
: 871989 USP,BP,Ph.Eur.,IP,JP atudnan uazuilulungilewsinfueudiszylulue.5) 5
: 81984 USP,BP,Ph.Eur. IP,JP atulminitUsenmassysisesasunlulunsfeuisveua (ssylulue.5) il
: 81989 USP,BP,Ph.Eur.,IP,JP atuusemeszysinse waziilulungidowinSueuda(seylulue.5) 3

: $71983 USP,BP,Ph.Eur,,IP,JP atuusznissussenduduly wildldudlolunzidewsiiuen




nsdllilasumssuseslusisnen (Non-Official Pharmacopoeia)

- 97984 In-house specification fiaonndnaiu general chapters m’mﬁiwi’ﬁu USP,BP,Ph.Eur.,JP aduage, ICH
Guidelines uazl Risk Assessment Report for Elemental Impurities uans(nsailsifivnde Heavy metals)uazuilalu

nzifaumiuewdl e Wueduluu

5
- 91984 In-house specification faonndesiy general chapters mmﬁﬁmﬂ,ﬁu USP,BP,Ph.Eur.,JP aduaan, ICH
Guidelines wazdl Risk Assessment Report for Elemental Impurities wans(nsailaifiiide Heavy metals) uslila
uwhlvlunziBeusiisuen a
- 97984 In-house specification fiaonndnaiu general chapters mu‘ﬁiwi’ﬂu USP,BP,Ph.Eur.,JP auusA1n3n, ICH
Guidelines wazdl Risk Assessment Report for Elemental Impurities wans(nsailaifivade Heavy metals)uazunluly
NzLJouiTUeILaT 3
- $1984 In-house specification Tidenadaiiiu general chapters mmﬁsziﬂ,ﬂu USP,BP,Ph.Eur.,JP atiutn1ni, ICH
Guidelines wazdl Risk Assessment Report for Elemental Impurities Lan(nsaildfiwite Heavy metals)uslaila
unllungiBoussueuan >
91984 In-house specification faonadoaiu general chapters mmﬁizqvl,’ﬂu USP,BP,Ph.Eur.,JP atuaige, ICH
Guidelines wsilaidl Risk Assessment Report for Elemental Impurities uans(nseilaifivnde Heavy metals)unlalls
uAlvlungifoussueua 1
;81984 In-house specification fidannaariu general chapters auyiszylilu USP,BP,Ph.Eur. JP atiuiiinia, ICH
Guidelines wsilaidl Risk Assessment Report for Elemental Impurities uans(nseilaifivnde Heavy metals)unlalls
uAlvlungidoussueua 0
- 91984 USP,BP,Ph.Eur.,JP %38 In-house specification vingenndasriu ICH Guidelines U13itanse 91989%ane
pharmacopoeia 37U 0
2. auaTRmanmsfidmadeUszavsnmnsinemeua 90 AU
2.1 Long term stability #1111 ASEAN guideline on stability study of drug product 10
:In15ANw long term stability waz Accelerated stability a3 ASEAN guideline Asusnuege1uwaaIn(=3l) wagll 10
:n15ANw long term stability waz Accelerated stability a3 ASEAN guideline Asusnuege1uwaaIn(=3T) wagll 9
:n15ANw long term stability waz Accelerated stability a3 ASEAN guideline Asusuege1uwaaIn(2l) uazdl 8
din1sAnw long term stability ag Accelerated stability @13 ASEAN guideline ﬂsumumqmuuamﬂ(zﬁ) uelal 7
Tin13@inw long term stability uaz Accelerated stability n13 ASEAN guideline Asumuegeuuaan(2l) wilyd 6
Ain1sAne long term stability ag Accelerated stability Tahfuluanu ASEAN guideline ATUATLBDIEYIUURATN 5
Fn"3finwn long term stability waz Accelerated stability laiiulumiu ASEAN guideline asunuangeuuaain(2d) il
4in1sAnen long term stability ag Accelerated stability TaJuluanu ASEAN guideline ATUATUBDIEYIUURAN LLpi 0
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AUszaunmsainsidlulseneuiadaian UHOSNET aundnnens uneulaeidunisldlunisinwiung @enansuuuy 5
wand) visedisneteaglu Approve vendor list (Hl@nansuuuuand) M5oRILNITATUIAEAMLNTIUNTT

lafiusgaunsaingld 0
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Aluan 5@ Bioavailability equivalent FedtinauAnznITUNITOIMISLAZ LTINS UTOIMAaNIBLIN1SANY
Dissolution Tuen BCS class | Ala5U biowaiver kagdinnssun1seIniseasensusnang 5
laifiwan1sfinwn Therapeutic equivalent %39 Bioequivalent 0

- 3l Risk Assessment Report for Elemental Impurities Wan#i3 Active Pharmaceutical Ingredient waz Finished

Product visaidugniilasuniseniusudaminuavad ICH Guidelines (Q3D)

30
A3n5Anwdunuy Randomized controlled trial W3 UWsUAUEIFULUU ARURILINTAITNIAITUANE 20
aa = & . . My a = @ v aa (3
AFns@nwiduuuy Randomized controlled trial laildiUSsuisuiugndunuy ARURILINTASNINITLANE 10
A3n15Anwdusuy Non-Randomized controlled trial Afiuwluinsansnian1swnmne 7
A8nsAnwufunuy Comparative studies wuu Cohort studies (Prospective) ffiasiluansansnisnisunng 5
A8nsAnwufunuy Comparative studies wuu Case-control studies (Retrospective) ARuWlu5aTN19NTUNNE 3
Laifin1sAnwideneeddn 0
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- 41 Risk Assessment Report for Elemental Impurities Lanaaw1 Finished Product #38 Active Pharmaceutical
Ingredient 5
Jaifin139i Risk Assessment Report for Elemental impurities 0
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