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Drug substance specification (Reference USP)

m.e Definition mwshumuﬁixqﬂlu drug substance specification
am.lo |dentification test m’mchumuﬁ'wﬂu drug substance specification
an.en UTuausinendnAgy (Assay) ®&.0 — ®08.0% CeHyuNO,, (on anhydrous basis)

o Impurities
on.<.@ Residue on Ignition LAY 0.0%

o lo Early-Eluting Organic impurities

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

o.a.en Late-Eluting Organic impurities

Individual impurities Liifiu 0.00%
Total Impurities LAY 0.¢%
o€ pH o.d-®.0
oo Water Determination Tty o.@% (Method 1)
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Finished Product specification

m.e Descriptions mi’aﬁ]ﬂhumuﬁizﬂu finished product specification
. |dentification test : *m‘mt}iﬁum%ﬁ%ﬁjﬂ—wﬁﬁisheeLpredue‘&speeiﬂeation
an.en USMaudnendnfny (Assay) ®0.0 - ©®0.0%L.A.
an. Dissolution Tsivosnin go.0% LA, avaelu o w1l
m.& Uniformity of dosage units m’afﬂmumu‘ﬁls:ﬁﬂu finished product specification
oo Impurities
o.&.@ Organic impurities ATINUAIUATTS
4 Acceptance criteria
YOAT
Not more than (%)
Gabapentin related compound A o.&
| Any individual unspecified impurity 0.®
Total impurities ®.0
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