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a.e. Finished product specification :

U9 Test Items Specifications
ma@.» | ldentification Complied with finished product specification
mal | Assay &&.0%-aod.0% of the labeled amount of
Etoricoxib
m.a.en | Uniformity of dosage form unit Complied with finished product specification
m.e.« | Dissolution Not less than @&%(Q) of the labeled amount

of Ftoricoxib is dissotved in @& minutes

a.e.d | Water content Not more than s.o%

o | Degradation products

- Any individual degradation product | Not more than o.%

- Total degradation products Not more than o.m%
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a.la. Drug specification :

b Test Itermns 1 Specifications |
mlo.e | ldentification Complied with drug substance specification

mlole | Assay *.&%-e06.&% of the labeled amount of
| Etoricoxib (dry basis)

mle.en | Impurities

- Any individual impurity Not more than o.e%

- Total impurities Not more than o.le%
mlo.g | Water Not more than 0.a@%
mlo.@ | Residual n-heptane Not more than @,000 ppm j
alon | Residual toluena Not more than sxo ppm |
snlo.ed | Residual on ignition Not more than o.@%
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