waninaein1sUsadiuaUszansnmeesian (Price Performance)
n’sjumﬁ'a‘lﬂ 318117 Mesalazine 4 g/60 mL rectal suspension
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1. 1psgIUNARse 10 AzluY
1.1 Active Pharmaceutical Ingredient Specification # 5
nselasuNM3SUsBslussen Official Pharmacopoeia
: 1309 USP,BP,Ph.Eur.IP,JP aduanan 5
: 1983 USP,BP,Ph.Eur. IP JP atiulminiszniasyyssnenliiu s ¥ a
: 81988 USP,BP,Ph.Eur. IP JP atulwinidszniessyssnelidiug ¥ 3
: 1983 USP,BP,Ph.Eur. IP JP atiulminisznasyyssnenlidiu 2 ¥ 2
: 1389 USP,BP,Ph.Eur.,IP,JP atumuusznieseysiisen 1
nsdlailasunissuseslusiisen (Non-Official Pharmacopoeia)
: 81984 In-house specification ﬁaamﬂﬁmﬁu general chapters mmﬁiqu”ﬂu USP,BP,Ph.Eur.,JP aﬁuﬁ?@ﬂ, ICH
Guidelines uazdl Risk Assessment Report for Elemental Impurities uana(nsdilifivihde Heavy metals) vide 1Tu
YIRULUY 5
: 81984 In-house specification ﬁaamﬂﬁmﬁu general chapters mmﬁiqu”ﬂu USP,BP,Ph.Eur.,JP atutAnn, ICH
Guidelines wazil Risk Assessment Report for Elemental Impurities uana(nsailsifiado Heavy metals)

q
- $1989 In-house specification #idonA&aafU general chapters muﬁiwiﬂu USP,BP,Ph.Eur.,JP atuag, ICH
Guidelines il Risk Assessment Report for Elemental Impurities wans(nsailadfivade Heavy metals)

3
: 81984 In-house specification ﬁaamﬂﬁmﬁu general chapters mmﬁiqu”ﬂu USP,BP,Ph.Eur.,JP atuLAnin, ICH
Guidelines ugilaifl Risk Assessment Report for Elemental Impurities uans(nsdllaifiwde Heavy metals)

2

: $1984 USP, BP, Ph.Eur.,JP 138 In-house specification fidenadeafiu ICH urswadie (§198mans pharmacopoeia

)




1.2 Finished Product Specification #

nsdlasunissuseslusse (Official Pharmacopoeia)

- 8nafla USP,BP,Ph.Eur.,IP JP atiuanan uazudlulunsieuiveudiszylulue.5) 5
- 87989 USP,BP,Ph.Eur. IP )P atulminiiuszmessymseuazuilalunsiewisueuaisyylulue.s) a4
- 81984 USP,BP,Ph.Eur IP JP atiuuszmiaszysinsen wazudlalunsdeudivewdszylulue.5) 3
- 81989 USP,BP,Ph.Eur.,IP JP atulszmaszyssenduduly uwilidlsudlalunzideusisuen 1
nsalilasunsiuseslussen (Non-Official Pharmacopoeia)

: 91994 In-house specification ﬁaamﬂﬁmﬁu general chapters muﬁizui”ﬂu USP,BP,Ph.Eur.,JP aﬁuéﬂqm, ICH

Guidelines wazdl Risk Assessment Report for Elemental Impurities wana(nsdilsifivade Heavy metalsiwazuily
lungifoudiiuoud vie Wusduuuy 5
: 1984 In-house specification fidenndssiu general chapters suitszylilu USP,BP,Ph.Eur. JP atudan, ICH

Guidelines wazdl Risk Assessment Report for Elemental Impurities ueans(nsdllaififade Heavy metals) uslaild
unlalunzifoudsuen a
: 1484 In-house specification fidenndeiu general chapters suitszyllu USP,BP,Ph.Eur. JP atfuirindi, ICH

Guidelines wazdl Risk Assessment Report for Elemental Impurities wana(nsdilsifivade Heavy metalsiwazuily
TungifeusnSueudn 3
: $1484 In-house specification fienndeafu general chapters snuitszylilu USP,BP,Ph.Eur,JP atfuiiindn, ICH

Guidelines uagil Risk Assessment Report for Elemental Impurities wana(nsallifiade Heavy metals)uslaila
uilalungidousinFueuan 2
81484 In-house specification fidenndesiu general chapters syl USP,BP,Ph.Eur. JP atiudan, ICH

Guidelines il Risk Assessment Report for Elemental Impurities wans(nsaildfivade Heavy metals)uslailel
uilalunzdousi¥ueuan 1
91984 In-house specification ﬁaaﬂﬂﬁaﬁu general chapters muﬁi%qi"ﬂu USP,BP,Ph.Eur.,JP atutAnan, ICH

Guidelines usilaifl Risk Assessment Report for Elemental Impurities uana(nsdllaifiwade Heavy metals)uslailst
uAlalungifousndueua 0
: ©1989 USP,BP,Ph.Eur.JP %30 In-house specification videnmdasiu ICH Guidelines unsihdanie 9199wmane
pharmacopoeia 331U 0
2. auaudRimAnnsidwaieUszdnsnmnisinuinguia 90 ATUUY
2.1 Long term stability #13 ASEAN guideline on stability study of drug product 10
dIn1sfinw long term stability waw Accelerated stability @13 ASEAN guideline ASUAINDIEETUNAAIN(=3T) wazd 10
naN13AnNY1 on-going stability Uriewdlaqiiu uazliienansuansasudou

Amsfinw long term stability uaz Accelerated stability m1 ASEAN guideline AsUmMI@NgE1ULRAIN(=3T) waedl 9
uamM3sAnY1 on-going stability YnewdPagiu

AInsfinw long term stability waw Accelerated stability #13 ASEAN guideline AsUAMDEe1ULAAIN2Y) Waedl 8
naN13ANY1 on-going stability Uriewtlaqdu

Amsfinw long term stability uaz Accelerated stability a3 ASEAN guideline asumuengeuuaan(=3d) usild 7
finan13finy on-going stability Urieutlaguu

Amsfinw long term stability waz Accelerated stability a3 ASEAN guideline asumaiangeuuaan(2d) wilgil 6
naN13ANY1 on-going stability Urieutlaqdu

JIn15Anw long term stability waz Accelerated stability Lafuluma ASEAN guideline ATUAINBIYHIVURAIN 5
(237) waziinan13finy on-going stability Uneulagiu

AlnsAnw long term stability way Accelerated stability Tahfulunu ASEAN guideline ATUANBIYYIUURAIN q
(20) wariinansfinw on-going stability YnendTagiu

AlnsAnw long term stability way Accelerated stability Tahfulunu ASEAN guideline ATUANBIYYIUURAIN uel 0

Liifinan1sfinw on-going stability Jagn




Fuszaunsalnsldhlsmennaniuasunilaadunislilumsshvunfvasidhedlutyinedeslsmeuans 10
upsUNS

Aszaumsainsldlulsmenunadain UHOSNET aundnnens inneulagidumsldlunssnuund @enansuuu 5
wany) viedieeaglu Approve vendor list Gllonansuuuunans) viderunsinnsanlaeanznIsuns

Llifiuszaunisalmsly 0

nIAleIAULUY 15
Auan1sfiny Therapeutic equivalent (ld3un15ussglu US.FDA, Orange book vi3alsifunmsiusasain EMA uag
fapEnIUzIUTDN) 10
flwansfinw Bioavailability equivalent Gsdtinaunmznssumsemstazenlinmssusesmavseinsanm

Dissolution lugn BCS class | #l#5u biowaiver wagdiinnssunisemsuwazen3useda 5
lalflwannsfinw Therapeutic equivalent #3e Bioequivalent 0

SPYTRE AMULSY LagTununengynmiteveten

HIRULUY 30
AsmsAnwidiuwuu Randomized controlled trial wW3suiisufugndiunuu Ammilunsaismanisunmd 20
ad = &) My e a @ v aa < 10
AsmsFnwiduwuu Randomized controlled trial lifldiuSeuiisuiivenduuuy ffiailunsansmenisunme
AsnsAnwdiuwuu Non-Randomized controlled trial Afasilunsansmiansunng 7
AsmsAnwlluwuu Comparative studies wuu Cohort studies (Prospective) Afissilunsansmanisunmg 5
3
AsmsAnwdluwuu Comparative studies wuu Case-control studies (Retrospective) Aifisniluansansmanisunng
Ladfimsfiny3denenddn 0
- &l Risk Assessment Report for Elemental Impurities LLﬁmﬂsﬂ Active Pharmaceutical Ingredient wag Finished
Product viaiflueniiléFumssntiumuderiimunues ICH Guidelines (Q3D) 10
- 81 Risk Assessment Report for Elemental Impurities u@aaaniz Finished Product %38 Active Pharmaceutical
Ingredient 5
Jaifinsvi Risk Assessment Report for Elemental impurities 0
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