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sitagliptin 100 mg film-coated tablet
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1.1 Active Pharmaceutical Ingredient Specification # 5
nsdilasunissuseslusisen Official Pharmacopoeia
- $79tle USP,BP,Ph.Eur.,IP,JP atiuanan uasuilulunsiloussueud vseiflugdunuy 5
: 81982 USP,BP,Ph.Eur. IP,JP atiuage widthildudlulunzibewsisuen a
: 81989 USP,BP,Ph.Eur.,IP,JP atulniniszmaszysiisen wasuilvlunesdeousiiueud 3
: 81982 USP,BP,Ph.Eur. IP,JP atulmindnszmessysisen uwiddlildudlulunsifowsiiuen 2
: 81989 USP,BP,Ph.Eur.,IP,JP atunuuseniasyyssewasudlulunsideoudsuenue 1
hiszysmeiigradwviesudmansdisen 0




nsdllaildsunisSuseslussen (Non-Official Pharmacopoeia)

- 91984 In-house specification faonndpaiu general chapters muﬁiquﬁu USP,BP,Ph.Eur.,JP aliudnge, ICH Guidelines (Q6A) uag

uilvlungsideumSueuds visaueduwuy

- 971984 In-house specification faonndnafiu general chapters muﬁiquﬁu USP,BP,Ph.Eur.,JP aliuang, ICH Guidelines (Q6A) s

FaldlouAlalungiboudsuen

: 81984 In-house specification Midenrdadiiu general chapters auiisgylilu USP,BP,Ph.Eur.,JP atulminituseniasyusiisen, ICH

Guidelines (Q6A) wazun lvlunsifoussueuan

: $1984 In-house specification idenrdasiu general chapters auiiszylilu USP,BP,Ph.Eur.JP atulminitusgniaszusisnen, ICH

Guidelines (Q6A) unkilaudlulunzidoussuen

: 81984 In-house specification idenndasiiu general chapters anuiisgylilu USP,BP,Ph.Eur.JP atunuuseniasyysiisen, ICH

Guidelines (Q6A) wazunlulungidousiusud

: Liszyshsenfidndmieddmanesisen

1.2 Finished Product Specification #

nsdllasunissuseslusisen (Official Pharmacopoeia)

- 819819 USP,BP,Ph.Eur.IP,JP atiuaign wazuilulunsideusvewdszylulue.5) vialusduuuy

: 81982 USP,BP,Ph.Eurr.IP,JP atiuage widdildudlulunzilewsisuen

: §1989 USP,BP,Ph.Eur.,IP,JP atulwiniiszmaszysiisen wavuilulunzsdeusiueudn

: 819812 USP,BP,Ph.Eurr IP,JP atulmindnszmessysaen uwidduldudlaulunzifeusisuen

: 81988 USP,BP,Ph.Eur.,IP,JP atunuussniasyyussewazuilulunsideudisuenud

- Liszyshsenfidndmteddmanesisen

nsdllaildSunsSuseslussen (Non-Official Pharmacopoeia)

- $1984 In-house specification Tigenadasiiu general chapters muﬁiwlﬁu USP,BP,Ph.Eur.,JP aduaan, ICH Guidelines (Q6A) uag

uAlalunsidoudsueudn videdueduwuy

. $1984 In-house specification Tigenadasiiu general chapters muﬁiwlﬁu USP,BP,Ph.Eur.,JP aduangn, ICH Guidelines (Q6A) s

Felaildualalunsdeoudsuen

: $1984 In-house specification Videnrdasiu general chapters auiiszylilu USP,BP,Ph.Eur.JP atulminituszniaszusisnen, ICH

Guidelines (Q6A) wazunlulungidoussusud

: $1984 In-house specification idenrdasiu general chapters mufiszylilu USP,BP,Ph.Eur.JP atulminituszniaszusisnen, ICH

Guidelines (Q6A) ualilauAlalungiloudsuen

: $1984 In-house specification idenrdasiu general chapters auiiszylilu USP,BP,Ph.Eur.JP atunuussniasyysinsen, ICH

Guidelines (Q6A) wazunlulungidousiusud

: Lissyshsenfidndmteddmanesise
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Jinsfinw long term stability way Accelerated stability @ ASEAN guideline ﬂiumum&gmuuamﬂ(zﬁ) uazdinan1sAny on-going 10

stability Ynewtdagdu wavlitonansuansasudou

Jinsfinw long term stability way Accelerated stability @ ASEAN guideline ﬂiumum&gmuuamﬂ(zﬂ) uardnanisAnel on-going 8
stability Urieutdaglu
Jinsfinw long term stability way Accelerated stability @ ASEAN guideline ﬂiumum&gmuuamﬂ(zﬁ) uildfinanisinw 7

on-going stability UreutUaqiu

din15Anw1 long term stability uaz Accelerated stability a1 ASEAN guideline asusuengeiuuaan(2l) wildfinanis@ny on-going 6
stability Urieutiagdu
din1sfinwn long term stability uaz Accelerated stability lai\Juluniu ASEAN guideline asusueaeuuaain(=3Y) uaziinan1sfiny 5

on-going stability UreutUaqiu

din1sfinen long term stability uaz Accelerated stability laivJuluniu ASEAN guideline asumueaeuuaain(2l) uaziinanisine aq

on-going stability UreutUaqiu

din1sfinen long term stability uaz Accelerated stability laivJulunu ASEAN guideline asumuergeiuuaan wiliiinanisinw 0

on-going stability Uaan

a 3 a a < o a o ) = = a <
Asgaunisainsldlulsmenuamuasunsiaedunsldlunsinuuniuasidnegludydnedeslsmeunaniuaiuns 10

Ausvaunmsalnsldlulsmeuiadain UHOSNET aun@nness snnewlaedunisldlunsinuund Genansuuuuans) wielsedoeglu 5

Approve vendor list (flenansuuunans) vserunsiasanlneauznssunig viseusilsmeuiafinnsangounlivaunuiiasm

Lliifiusyaunisalnisly 0

v

- Inan1s@nw BE Ausedaudiinanunnenssunisemisuazen wse Wuen BCS class | Ml#5U biowaiver anndntineu

AMENTTUNTOWSHALEN 15
- SnansAnwn BE weliiiiwifsdesusesna BE anndtinaunnznssunsemswazen 7
- liiflwanns@nwn BE 0

HIRULUY 20
aa = &) . . = a 1Y v aa «

Adnsfinwnluluy Randomized controlled trial WisusUiug@uLUY AfluWluITaITNIINITWIME 20
aa = &) . . My A = o £d aa «

A8nnsAnwfunuy Randomized controlled trial TalsiuSauifisuduendunwuu Afasilunsasnisnisunns 15
A8nsAnw1dunuu Non-Randomized controlled trial Afiuluansansnianisunnd 10
A8nsAnwduuuu Comparative studies wuu Cohort studies (Prospective) ffiusiluansansnianisunme 7
A8nns@nwfuwuy Comparative studies WUU Case-control studies (Retrospective) ALlUNTANTNINTUNNG 5

Lliifins@nuidennsaddin 0




: fllonansuanansvin Risk Assessment Report for Elemental Impurities 983919 Finish product wag Active Pharmaceutical Ingredient

LardNSUERINANTIATIZN ‘ua&ﬁu'& Finish product iLag Active Pharmaceutical Ingredient > 3 iq'u‘uax‘imimam 10
: fllonansuananvin Risk Assessment Report for Elemental Impurities ‘Uaﬂ‘Vi‘i Finish product uag Active Pharmaceutical Ingredient
LANNSLERINANSIATIZA 904 Finish product wag Active Pharmaceutical Ingredient 1 ?lu YDINITHEN 7
- hiflienansuananisii Risk Assessment Report for Elemental Impurities usifinan13ns3a Elemental impurities vaswa Finish

product tag Active Pharmaceutical Ingredient > 3 ﬁu‘uadmiw’am 5
- hiflienansuananisii Risk Assessment Report for Elemental Impurities usifinan13nsaa Elemental impurities vaswa Finish

product Wag Active Pharmaceutical Ingredient 1 ﬁu YDINIIHEN 3
- lslflionansuansnisvin Risk Assessment Report for Elemental Impurities Lagiinan1snsia Elemental impurities 89 Finish product

#38 Active Pharmaceutical Ingredient Wesegalnagamil 1
- laifinnsvh Risk Assessment Report for Elemental impurities waglifinan13msaa Elemental impurities 0

- finsuansuansrantsdudeuansneusiSalunga Nitrosamines vislu Finish product uag Active ingredients 10
- finsuansuansrantsdulouansiensisdungu Nitrosamines law1zlu Finish product ¥Se Active ingredients 5
- ldfinan1snsransuuilouasnousiengy Nitrosamines 0

wuindinsnenudymaudeunnsesweswdndue (product defect) etlgmaudszdnsam auvaendiy sauvietgymainnisld

UV Device

msszydesn yumeuarfunneny 5
Fimsszulosn vune e ununoguuussytusiiduiatuelunomeveen 5
Fimsszuiosn vaear ununoguuusTyt e iduiat e seue s 3
Lifimsssyfuminenguuussydusifduiatueviefuuiiana 0

UTT T U9NUR9EN 5
wneniivszAnsnmdestuautusaseondioulfesisanysal (Alu-AW) 5
:LmeﬁUizaw%mwﬂaaﬁumm%uuLLazaaﬂ%Lau"LﬁU"mﬂaN-qq (Alu-PVDO) 2.5
uneniiszAnsnmdestuautuuazeondiauldsii (Standard PVO) 0
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