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Test Items Specifications6llel

@) Identification Meet the requirement
e Assay <io.0% - ®®0.0% of the LA of Gabapentin
n Dissolution* - Not less than ~0% (Q) of the labeled amount

of Gabapentin dissolved in ~<r minutes (Test I)

- Not less than ~0% (Q) of the labeled amount

/1 of Gabapentin dissolved in mo minutes (Test II)
(
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" Test Items Specifications"lie!

ct Uniformity of dosage units* Meet the requirement
ct Related compounds

- Gabapentin related compound A NMT a.ct%
- Any individual unspecified impurity NMTo.@%
- Total Impurities NMT o.0%

&.le Drug substance specification
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(o) Gabapentin USP

" Test Items Specifications"lie!

G) Identification Meet the requirement
e Assay <.<;~% - @ob.a% of the labeled amount of

Gabapentin (anhydrous substance)
6Tl Residue on ignition NMTo.@%

< Heavy metal NMTo ppm
ct Early-Eluting impurities

Gabapentin related compound A NMTo.@%
Gabapentin related compound B NMTo.ob%
Gabapentin related compound E NMTo.@%
Any other Individual, unidentified NMT o.o%
Impurity

Late-Eluting impurities
Individual unknown impurity NMTo.@%
Total impurities NMT a.ct% (including impurities found in Early-

Eluting impurities)
b pH b.&- d.o
(1}/ Water NMT a.ct%

(te) Gabapentin BP
" Test Items Specifications"lie!

G Identification Meet the requirement
b Assay c.<;G'lf.ct% - @oho% % of the labeled amount of

Gabapentin (anhydrous substance)
6Tl pH 7 b.ct - G'lf.ct
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" Test Items Specifications"lie!

c. Related substances
Tests A
- Impurity A NMT O.@lcf%
- Unspecified impurities NMT o.o%
- Disregard limit NMT o.ocf%
Tests B

- Unspecified impurities NMT o.ocf%
- Disregard limit NMTo.om%
- Total for test A and B NMT o.cf%

cf Chlorides Not more than @loo ppm
b Heavy metals Not more than l!:Jo ppm
ml Water Not more than o.m%
ck Sulfated ash Not more than o.o%
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