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1.1 Active Pharmaceutical Ingredient Specification # 5

nImlAsUNITUTEIluA1I181 Official Pharmacopoeia

: 91389 USP,BP,Ph.Eur. IP,JP atuagn wasuilulunziBeusmsueua 5
: 91984 USP,BP,Ph.Eur. IP,JP atulminiussmassysisenannnit 3 Yuazuilolunsioudiveud il
: 91389 USP,BP,Ph.Eur. IP,JP atulminituszmassysiisenannni 2 Yuazuilolunsideudsueuds 3
: 91984 USP,BP,Ph.Eur. IP,JP atulminiussmassysisenannnit 1 Yuazuilolunsioudiveud 2
- 1989 USP,BP,Ph.Eur. IP JP atiuluininuseniaszusisienunnnin wadsldlaunlelunedeusisuen 1
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: 919814 USP,BP,Ph.Eur. IP,JP atumuusenmiassysseuasui llunsidoudiveud 0




nsalilasunissuseslusisnen (Non-Official Pharmacopoeia)

: §1994 In-house specification Nidenndaariu general chapters nufiszylilu USP,BP,Ph.Eur.JP atiuanan, ICH

Guidelines (Q6A) wazualulungidousueuwdy viaugndunuy

: 91984 In-house specification Midenndaafiu general chapters mufisyylilu USP,BP,Ph.Eur. JP atulminilszniassy

f5181111N31 3 U, ICH Guidelines (Q6A) wazAlulungidausiSuauds

: §1994 In-house specification Nidenndaaiiu general chapters mufisyylilu USP,BP,Ph.Eur. JP atulminiiusznimszy

fin519111nn31 2 U, ICH Guidelines (Q6A) wazuilalunzideussueuas

: 91984 In-house specification Mi@enndaiiu general chapters mufisyylilu USP,BP,Ph.Eur. JP atulminiussnimssy

f5181010N31 1 Y, ICH Guidelines (Q6A) wazwAlulungidausiSuaunds

: §1994 In-house specification Nidenndaaiiu general chapters mufisyylilu USP,BP,Ph.Eur. JP atulminiiusznimszy

#5191, ICH Guidelines (Q6A) uwslailaudlalunsifeudSuen

: 91984 In-house specification Midennderiu general chapters nuiisyylilu USP,BP,Ph.Eur. JP atiunuuseneasey

#1518, ICH Guidelines (Q6A) wazuwdlvlunsiiausimsuanda

1.2 Finished Product Specification #

nsallasun1ssuseslusisen (Official Pharmacopoeia)

: 919814 USP,BP,Ph.Eur. IP,JP atuagn wazuilulungBeumsueuwaiseylulue.s)

: 91389 USP,BP,Ph.Eur. IP,JP adulminituszmaszyssnenannni 3 Yuazuilolunsideusisueuds

: 91989 USP,BP,Ph.Eur. IP,JP atulminituszmassysisenannni 2 Yuazuilolunsidoudisueud

: 91389 USP,BP,Ph.Eur. IP,JP adulminituszmaszyssienannnit 1 Yuazuilolunsideusisueuds

3 '

- $1909 USP,BP,Ph.Eur. IP,JP atulnininuseniaszudisnenuinnii wadaddlaudlalungidoussuen

3
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: 91389 USP,BP,Ph Eur. IP,JP atumuusymasyumseuazuillunsidousisueuas

nsdililsizunissuseslusiigren (Non-Official Pharmacopoeia)

: §1984 In-house specification Midennderiu general chapters aufisyylilu USP,BP,Ph.Eur. P atiuanan, ICH

Guidelines (Q6A) wazuAlulunzidausiueuds vsadugiduuwuy

: 81994 In-house specification Nidenndafiu general chapters mufisyylilu USP,BP,Ph.Eur. JP atulminiusznimssy

5181110131 3 T, ICH Guidelines (Q6A) wazwilulunyidausisuauds

: §1994 In-house specification Nidenndaiiu general chapters mufisyylilu USP,BP,Ph.Eur. JP atulminiusznimssy

5181111031 2 U, ICH Guidelines (Q6A) wazwdlalungideusiiSFuenuan

: §1984 In-house specification Nidenndaaiiu general chapters mufisyylilu USP,BP,Ph.Eur. JP atulminisznmssy

5181111031 1 U, ICH Guidelines (Q6A) wazwdlalungidausdiSuenuan

- 91984 In-house specification fidenAassfiu general chapters G\’mﬁizul’ﬂu USP,BP,Ph.Eur.,JP aﬂ’u’imjﬂdnmzmmzq

o

#5181, ICH Guidelines (Q6A) wiliilaudlalunvifoudSuensrornaliiiu2dtuaniuiididnanuanenssunisenms

LAzE1AISULDNENT 8.5 ﬁﬁuﬁumﬂmimuaﬁm)

: 919949 In-house specification R GBONA general chapters mmﬁizqi}ﬁu USP,BP,Ph.Eur.,JP aﬁumuﬂszmﬂszq

#5181, ICH Guidelines (Q6A) wazudlvlungidousnsuauad
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Ain13finw long term stability Way Accelerated stability #1131 ASEAN guideline ATUAIN@IgEULRAIN(23T) Uaeding 9
N13ANY1 on-going stability Ureutlagdu

AIn3finw long term stability Way Accelerated stability #1131 ASEAN guideline ATUA1N@1geUURaIN(2Y) UWavilka 8
N13AN®1 on-going stability Yreullagiu

dIn15fnw1 long term stability way Accelerated stability n13 ASEAN guideline Asusuegeuuaan(=3T) usldina 7
N13ANY1 on-going stability Yreutlagdu

An15ANnw1 long term stability wag Accelerated stability n11 ASEAN guideline AsusuegeuuaaIn(2l) ualiina 6
nN13AN®1 on-going stability YreulTagiu

fn1sfinw long term stability waz Accelerated stability laiiulumiu ASEAN guideline asumuengeTuuaaIn(=3d) 5
uazilnan13Ainwi on-going stability Unewtdaqtu

fn13finw long term stability way Accelerated stability laiviulumiu ASEAN guideline AsumuengeuuaaIn(2l) way il
fkan13fine1 on-going stability UnewtUagdu

fin1sfinw long term stability waz Accelerated stability laiiulumiu ASEAN guideline asumueTgeTuuaan willdl 0
HANTSANM on-going stability Ua1am

- flnans@nwl BE 719 sinele dose wag multiple dose Tun1awine fast way fed condition ASusadlag

o

difnaunnznsIuNNToITLaren wse [Wuen BCS class | ilasu biowaiver 9Mnd1nIuANEATINAITOIMISUALEN

15

- fnan1sAnen BE @3 fast condition F9d1ENaUANENTIUNNTOIMNSHALETRNTSUTRINE 12
a = e M oA oA W o o

- Inan1sAnwn BE @y fast condition uiliflviiadesusedna BE 31nd1nuAMENIINNITOMISHAZEN 7

- laifinan5fnwn BE 0

15
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