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1.1 Active Pharmaceutical Ingredient Specification # 5

nstlasunssuseslussen Official Pharmacopoeia

: 91984 USP,BP,Ph.Eur. IP,JP atuagn wazuilulunziBeusmsueua 5

: 91989 USP,BP,Ph.Eur. IP,JP atulminituszmassysiisenaunnnit 3 Yuazuilolunsideudsueuds q

: 919814 USP,BP,Ph.Eur. IP,JP atulminiussmassyisensnnnit 2 Yuazuilolunsioudiveud 3

: 91389 USP,BP,Ph.Eur. IP,JP atulminituszmassysisnenaunnnit 1 Yuazuilolunesideudisueuds 2
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: 91389 USP,BP,Ph.Eur. IP,JP atulminituszmaszysinsnenannnd waddlalaudlulunzdewsinsuen 1

: 91389 USP,BP,Ph.Eur. IP,JP atumuusemassumseuaswiivlunsdoudsueuas 0




nsallailasunissuseslumisnen (Non-Official Pharmacopoeia)

: 91984 In-house specification Midenndadfiu general chapters nufisyylilu USP,BP,Ph.Eur.JP atuaian, ICH

Guidelines (Q6A) wazudlalunzifauiiueud viadugiduuwuy

: 91984 In-house specification Midenndadfiu general chapters auisyylilu USP,BP,Ph.Eur.JP atulnsind

Uszmaszysisenunnndt 3 Y, ICH Guidelines (Q6A) wazuilulunzileusisuewa

: 91984 In-house specification Midenndafiu general chapters auisyylilu USP,BP,Ph.Eur. )P atulnsind

Uszmaszysisenunnndt 2 U, ICH Guidelines (Q6A) wazuilulunzileusisuewan

: 91984 In-house specification Midenndefiu general chapters auiiszylilu USP,BP,Ph.Eur. )P atulnind

Uszmaszysisenunnndt 1 Y, ICH Guidelines (Q6A) wazuilulunzileussueuwan

: 91984 In-house specification Midenndefiu general chapters auiiszylilu USP,BP,Ph.Eur. )P atulnind

UszmiAszysingen, ICH Guidelines (Q6A) walildudlulunzileusisuen

: 91984 In-house specification NidanAaadfiu general chapters mmﬁiqu"ﬂu USP,BP,Ph.Eur.,JP atuaiuusenie

35Y9181, ICH Guidelines (Q6A) wasudlulunzidousiueuds

1.2 Finished Product Specification #

nsailasun1s5UTedlusen (Official Pharmacopoeia)

: 919814 USP,BP,Ph.Eur. IP,JP atuagn wasuilulungsiBeudmsveuwaiseylulue.5)

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

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

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

: 91389 USP,BP,Ph.Eur. IP,JP atulminitussmaszyssnenannnd wadslalaudlulunzidewsihsuen

(sragnabinu2diuanniuidinauanenssunisomswazenasiuenans 8.5 frluduenansauasnan)

: 91389 USP,BP,Ph.Eur. IP,JP atumuusymassumseuazuillunsidousisueuas

nsalalasunissusedlusisnen (Non-Official Pharmacopoeia)

: 81994 In-house specification Midenndeariu general chapters nufiszylilu USP,BP,Ph.Eur.JP atuaian, ICH

Guidelines (Q6A) wazudlulungidousueuwdy vialugduwuy

- 91984 In-house specification fidenAassiiu general chapters mmﬁisul’ﬂu USP,BP,Ph.Eur.,JP atulminin

UsgnAsyysinsenunndt 3 U, ICH Guidelines (Q6A) wazufilulunzilousiiugnuen

: §1984 In-house specification Midennderiu general chapters auiiszylilu USP,BP,Ph.Eur.JP atulnini

Usgmaszyinse1annndt 2 Y, ICH Guidelines (Q6A) wazunlulunziBeusmsugwa

- 91984 In-house specification fidenAassiiu general chapters mmﬁisul’ﬂu USP,BP,Ph.Eur.,JP atulminin

UsgnAsyysinsenunndt 1 3, ICH Guidelines (Q6A) wazufilulunzilousiiugnuen

: 91909 In-house specification idanmasIny general chapters suviseylalu USP,BP,Ph.Eur.,JP avuluinn

Usgmaseysingen, ICH Guidelines (Q6A) walildunlulunzileusisuen(sregianldfiuzlduainuiddnanu

ARIZNITUAITOIMITUAYEIAISULDNENT 8.5 Bedubulonalsiauasnni)

- 97984 In-house specification idannaadiy general chapters mmﬁisqlﬂu USP,BP,Ph.Eur.,JP atumulsznia

35918, ICH Guidelines (Q6A) wazululungidousiueuds
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(29) uagiinansfinw on-going stability Yreuldagiu

JinsAnw long term stability Lag Accelerated stability Talfulunnu ASEAN guideline ATUAUDIYHIUURAIN 0
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- fiuan15Anw1 BE 914_single dose way multiple dose Tun1igits fast way fed condition ASusoalae

AtinuANENIIUNITEINIHATET 3D s BCS class | 73U biowaiver 97n@TNeIUAMLNTIUAITEMNTHAZEN 15
- finanns@nwa BE ﬁy'si single dose wag multiple dose Tunay fast condition tile9ae19.faa ‘7?&
FinnuANENITUNTOMISHAL NS5 UTD A 12
- finannsfnwn BE 114 single dose wag multiple dose Tun1ag fast condition \insethafien ualid
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- sifimanisfnw BE 0

- finsuansma Risk Assessment Report for Elemental Impurities Tunn3uesnsudnsia Finish product way

Active Pharmaceutical Ingredient Laginsuandenanstuamnassninisiudsuluamnssuiunswaniienadawali

HIPULUY 30
ASn5Anwduwuy Randomized controlled trial Wigueuiugduwuy Afasiluisansnianisunmg 20
aa = 2 . . M v = a [ 2 aa 4

AFnsAnwluwuu Randomized controlled trial lailduSauisutuenduwuy ARuWlLNTaNTNIanIsLng 10
A3n5Anw Uy Non-Randomized controlled trial #fiuiluinsaismiansunmg 7
AnsAnwdunuu Comparative studies WU Cohort studies (Prospective) ARUTNILANTANTNIAITUANS 5
A8msAnwnduluu Comparative studies WUy Case-control studies (Retrospective) Afiasiluansansmianisunmg 3
LlaifinnsAnwifonenaiin 0

Aamstuideu 10
- finsuansua Risk Assessment Report for Elemental Impurities Iuquﬂj;ummmiwamﬂxﬁ Finish product Way

Active Pharmaceutical Ingredient uililugnaenanstiasnisasuuainssuiunisuaniionsdmaliinns

Yuidou 8
- flnsuansua Risk Assessment Report for Elemental Impurities Iumiw'u‘uaﬂmiwamﬁﬂ Finish product uag

Active Pharmaceutical Ingredient wazdimsuansionanstuasmnadefiinisidsundasnssurumandniienadanals
Anmsduideu 6
- finsuansua Risk Assessment Report for Elemental Impurities Iumi;ummmiwamﬂxﬂ Finish product lay

Active Pharmaceutical Ingredient uililuamaenanstiasnisasuuainssuiunisuaniionsdmwaliinns

vuitiou 4
- finsuansma Risk Assessment Report for Elemental Impurities lu Finish product %38 Active Pharmaceutical
Ingredient upgslaagnamila ,
Jaifin59i Risk Assessment Report for Elemental impurities 0
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