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Drug substance specification (Reference USP)

a.e Definition msnw'numuﬁwq’l,u drug substance specification
oo Identification test m’swmumuﬁwﬂu drug substance specification
an.en USUNaudiendadgy (Assay) &%.0 ~ ®01.0% CiHeuNO,, (on anhydrous basis)

o Impurities
en.&.@ Residue on Ignition LAY 0.0%

m.c.lo Early-Eluting Organic impurities

o Acceptance criteria
UBET
Not more than (%)
Gabapentin related compound E 0.®0
Gabapentin related compound A 0.0
Gabapentin related compound B 0.0D
Any other individual impurity 0.®0

..o Late-Eluting Organic impurities

Individual impurities LU 0.00%
Total Impurities TailAu 0.¢%
o€ pH bd-g.0
o.'> Water Determination 13ty o.¢% (Method 1)

/ ALSNTIUNTAVUARANANBAIANE
\..r
X
--{\\' a7z —
HALUWwTEUWIA ayTinvoyil nggaadml Junsiyad

Uses1unsIunIg AFIUNIT AFIUNTTUASLAVIYNIT




Finished Product specification

m.@ Descriptions m’sﬁwi’mmuﬁisq‘lu finished product specification
oo Identification test mnmumuﬁszq’lu finished product specification
on.en USNeudendAgy (Assay) ®0.0 - ®®0.0%L.A.
sn. Dissolution Livfosnin go.0% LA. avanelu wo Uil
m.& Uniformity of dosage units mi’aﬁ]mumu‘ﬁwﬂu finished product specification
en.'o Impurities
on.&.@ Organic impurities ATIMIUAINAIT
A Acceptance criteria
Not more than (%)
Gabapentin related compound A o.&
Any individual unspecified impurity 0.6
Total impurities ®.0
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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.

m.lo Identification test mwci’]umuﬁ'isq‘lu drug substance specification
(IR, HPLO)
on.en USUgusnendAgy (Assay) ®&.0 — ®ob.0% (on the anhydrousbasis)

. Impurities
a.@.® Residual of ignition ity olo% (platinum crusible)
..o Organic impurities ATITLUANANTNT o
mSNﬁ' ® Organic impurities

4 Acceptance criteria
VAT
Not more than (%)
®. Celecoxib related compound A o.&
. Celecoxib related compound B 0.6
. Individual unspecified impurity 0.®
. Total impurities o.&
on.& Water determination TaiAu 0.¢% (€oo mg)
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Finished Product specification

en.@ Descriptions mmmumuﬁ‘jxq‘[u finished product specification
m.lo Identification test m’;mhumuﬁiziﬂ,u finished product specification
on.en Usueudaendidgy (Assay) &&.0 -~ @o&.0% L.A. of celecoxib

en.& Dissolution lidounin ei.o% T <& unil

on.& Uniformity of dosage units m%wi’\um’mﬁizﬂu finished product specification

oo Impurities
on.5.@ Organic impurities ATIURINAITNN o
M1519% o Organic impurities

4 Acceptance criteria
YDA
Not more than (%)
®. Individual impurities oo (specified %38 unspecified)
. Total impurities ®.0
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oo Identification test mwchumuﬁiwlu finished product specification

en.en USunausnendiAgy (Assay) «®&.0 - @od.0%L.A. of Ftoricoxib

en.« Dissolution WARINANITAZANEVDIAI81 Etoricoxib Wiaenin co%
(Q veslFuusendiudnisluna o Wi
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