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3.1 Finished product specification: Etoricoxib 90 mg film-coated tablet

D) Test Items Specifications

1 | Identification Complies with finished product specification
2 | Assay Complies with finished product specification
3 | Dissolution Complies with finished product specification
4 | Uniformity of Dosage Units Complies with finished product specification
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U9 Test Items Specifications

5 | Related substances Complies with finished product specification

3.2 Drug substance specification: Etoricoxib

) Test Items Specifications
1 | Identification Complies with finished product specification
2 | Assay Complies with finished product specification
3 | Loss on drying Complies with finished product specification
4 | Residue on ignition Complies with finished product specification
5 | Heavy metals Complies with finished product specification

Related substances

6 - Any individual impurity Complies with finished product specification
- Total impurities Complies with finished product specification
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25  |wamsdnuideniendin (Fendeidenildnzunugegn) 10
(n) nsdifugndunuy Auanuenasnsidenndiindulsyaniamuazaiy 10
Uaendeveseniumsinuadetddveseildiueysia
(@) nsdtlailderduuuy feunsinu/ATeiuansdaszaniamuasay
Use51UNTINAG 2.................(.);.‘ﬁ..‘.ﬂ../..........nﬁmnﬁ B S RTINS

(efind dula) (UEMBIEEAT FUAING) (WeEdMsBUNs Tunes)
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TeazPenfulITaq T
Uasadsvesenlunissnwnudeusddvesendssuiisuduansusuu wazlasunis
FRuilunsmsmensimsuasamsnguivndedie TnefinsAnweelul

- WMSANWILUY Meta-Analysis 10
- AMsAnILUY Randomized Controlled Trial 7
- Ansfnwuy Comparative studies Wuu Cohort studies 5
- FNsANWILUU Comparative studies Wuu Case control studies 3
- ifimsAnudoitefiuansdaszavdamanuaensevesen 0
2.6 $I99IUNANITANYIMIHIY Value-Based Procurement (VBP) (1dantalata 10
wile) Tdud Msaansihundn aannazunsndou anshsnisane nsiity
A ndIagUae vive duyuUsEAnSHa (cost-effectiveness analysis) (1Gan
foidvatldnzunngsgn)
(n) Hs1B9uRan1sANYIRTY Value-Based Procurement (VBP) 10
(@) ldfisrenunans@nwinieau Value-Based Procurement (VBP) 0
27 |waiigariquaiwndndasisniisusinedunuy (Fendeifeniléasunugega) 10
(n) nsdendunuy vieionansiusesimantusiiy wanlaeduanAeatugnsii 10
ngAvIINUVEIREIiY nITUIUMIHERLaEAIUANAMAMTRUIlY YenlTTeds
Pomuldiduingiiugfuwuy
(@) nssdladldendunuy fsrsmumsfnu@auyaduluaiu ASEAN guideline for| 10
conduct of bioequivalent studies fil#3un1sfinrsuuasiusesain
ANZNTTUNITOINTHALEN NIENTIEABITUEY UsenAlng (10 AzLuL)
() nsdilalldenduwuy waglifisneaumsnunTaauyaiduluniu ASEAN 0
guideline for conduct of bioequivalent studies AlFunisRansanuasuses
IINANYNTIUNMTDMITUALET NTENTNETITUEY Usemelng
28 |Uszaunisaimsldenulsaneiuna (Fendeieaiildaziuugege) 10
(n) iuenitagtusinslflulsmenuiadsiamuismingdeessy eeeen 2 10
WA
(1) Widueniitgtudinsldlulsmenuadatanuiaminedevessy eghatlos 0
2 Wik
NNTFIUVDINAAA NN (Performance) AZIUUTIN 100
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