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Drug substance specification (Reference USP)

m.® Definition m’m&humuﬁiaﬁq‘lu drug substance specification
oo dentification test mwsi’mmuﬁssqiu drug substance specification
on.en USHeudaendnAey (Assay) ®&.0 ~ ®0.0% CaHeuNO, (on anhydrous basis)

an.& Impurities
o.e.@ Residue on lgnition LA 0.0%

m.a. Early-Eluting Organic impurities

) Acceptance criteria
VDET
Not more than (%)
Gabapentin related compound E 0.00
Gabapentin related compound A 0.®
Gabapentin related compound B 0.0
Any other individual impurity 0.60

a..on Late-Eluting Organic impurities

Individual impurities 14ilAU 0.00%
Total Impurities LaitAiy o.¢%
on.& pH b - &0
.o Water Determination LAY 0.€% (Method 1)
al
7 AMENITUNTAVUAAMSNBUZIANE Ly =
; M(c
{¥ a7z — WP NS
s iy s o
I- @ o o a s o \ Ji’,’g}"‘fﬂv‘
NALUWRTRLWAA  auTevieyiy ney.meiml Junviyad ney. SeyeyIand Ussuieap

J9¥51UNITUNT A30A13 AFIUATTRAZLAYIYATT




Finished Product specification

en.@ Descriptions mi’sﬁlmumuﬁizﬁlu finished product specification
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o.& Uniformity of dosage units mwshum’mﬁiaﬁqiu finished product specification
o. Impurities
en.&.@ Organic impurities ATIWUANAITN
Soans Acceptance criteria
Not more than (%)
Gabapentin related compound A o0.&
Any individual unspecified impurity 0.0
Total impurities ®.0
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ornUssmegnanvsendsdesusemandngien Certificate of Pharmaceutical Products fieening
Ussinagndnvsousenagdiming

<.« indfadefuseinimmsiaiinsizsivelssuguin (Certificate of Analysis of finish
product) assfuenfithunyseneunisinnsan
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