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Drug substance specification (Reference USP)

on.® Definition White or almost white, crystalline or amorphous
powder. Soluble to freely soluble in ethanol;
soluble in methylene chloride; Practically
insoluble in water.

alo ldentification test maﬁ]mumuﬁizqﬂlu drug substance specification
(IR, HPLO)
an.en USUeudaendnAgy (Assay) «®@.0 — ®0.0% (on the anhydrousbasis)

en.& Impurities

a.@.e Residual of ignition Ty 00% (platinum crusible)

el Organic impurities ATIVIUPUATIN @
A9 @ Organic impurities
Boans Acceptance criteria
Not more than (%)
@. Celecoxib related compound A o.&
. Celecoxib related compound B 0.®
o. Individual unspecified impurity 0.0
& Total impurities o.&
o.& Water determination 14U 0.6% (€oo mg)
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Finished Product specification

m.® Descriptions mnmumuﬁizq‘lu finished product specification
oo Identification test m’sﬁ]mumuﬁisﬂu finished product specification
an.en USungusinendifgy (Assay) ®&.0 ~ @o&.0% L.A. of celecoxib

en.« Dissolution laidopni eld.o% Tu «& wi

s.& Uniformity of dosage units mwmumuﬁlsaﬁqﬂlu finished product specification

o Impurities
— o 1 a
en.o.@ Organic impurities ATITNTUAIUATITIN b
< e .,
M3 o Organic impurities

o Acceptance criteria
VDET
Not more than (%)
®. Individual impurities o.lo (specified %38 unspecified)
. Total impurities ®.0
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JUNMINERTBIHEN @53 (finish product)
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