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Drug substance specification (Reference USP)
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oo Identification test mwmumumsﬂu drug substance specification

en.en USungudnendnfgy (Assay) ®&E.0 — ®0.0% CHawNOy (on anhydrous basis)

on. Impurities
on.<.@ Residue on Ignition Liiu o0.0%

an..lo Early-Eluting Organic impurities

o Acceptance criteria
BOANT
Not more than (%)
Gabapentin related compound E 0.80
Gabapentin related compound A 0.®
Gabapentin related compound B 0.0D
Any other individual impurity 0.®0

an..en Late-Eluting Organic impurities

Individual impurities LU 0.00%
Total Impurities Ty 0.¢%
.& pH 5.¢ - B0
o..> Water Determination 13t 0.¢% (Method 1)

ABIZNITUNIANUARMENBUBIANIE

e uw nFouwdel aydnvinydy A Juvsiyad

U351UNIIUNNT NIIUNIT




Finished Product specification
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r 4 Acceptance criteria
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Not more than (%)
Gabapentin related compound A o.&@
Any individual unspecified impurity 0.6
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