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Drug substance specification (Reference USP)

o.& Definition White or almost white, crystalline or amorphous
powder. Soluble to freely soluble in ethanol:
soluble in methylene chloride; Practically

insoluble in water,

oo [dentification test mmchum’mﬁ‘ssqlu drug substance specification
(IR, HPLCQ)
. USaneusnendingy (Assay) &w.0 - @ol.o% (on the anhydrousbasis)

en.& Impurities
m.&.@ Residual of ignition 14y 0.0% (platinum crusible)

.o Organic impurities ATIVIUAIUAISIN @
ﬁ]’]‘i’lﬂﬁ: @ Organic impurities
~ Acceptance criteria
Not more than (%)
®. Celecoxib related compound A 0.€
. Celecoxib related compound B 0.6
sn.Individual unspecified impurity 0.®
| & Total impurities o.&
m.& Water determination Lifiu 0.¢% (coo mg)
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Finished Product specification

on.@ Descriptions ms’mrﬂ’mmmﬁ‘ixﬂu finished product specification
a.lo Identification test mﬁaﬁhummﬁi‘isqlu finished product specification
. USunausenddey (Assay) a&.0 - @od.0% LA, of celecoxib
an. Dissolution hifeendn eie.o% lu @& unil
en.& Uniformity of dosage units m’a%ﬂhumuﬁizuh finished product specification
m.D Impurities
e.0.@ Organic impurities ﬁlimﬁhumum‘iwﬁ o
P54 lo Organic impurities
u Acceptance criteria
ik Not more than (%)
®. Individual impurities 0.l (specified %38 unspecified)
. Total impurities ®.0
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wmskanvoswinsinsdisa3U (finish product)
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