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G Test Items Specifications

@ | ldentification Meet the requirement

© | Assay ®0.0% - @@0.0% of the LA of Gabapentin

o | Dissolution* - Not less than @o% (Q) of the labeled amount

of Gabapentin dissolved in @& minutes (Test |)
- Not less than go% (Q) of the labeled amount
> of Gabapentin dissolved in mo minutes (Test II)
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2 Test Items Specifications
@ | Uniformity of dosage units* Meet the requirement
& | Related compounds

- Gabapentin related compound A NMT o.«%
- Any individual unspecified impurity | NMT o.%
- Total Impurities NMT @.0%
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(@) Gabapentin USP

49 Test ltems Specifications
@ | Identification Meet the requirement
b | Assay «=% — @o.0% of the labeled amount of
Gabapentin (anhydrous substance)
o | Residue on ignition NMT o.6%
@ | Heavy metal NMT wo ppm
& | Early-Eluting impurities
Gabapentin related compound A NMT o.@%
Gabapentin related compound B NMT o.09%
Gabapentin related compound E NMT o.e@%
Any other Individual, unidentified NMT o.e%
Impurity
Late-Eluting impurities
Individual unknown impurity NMT o.e%
Total impurities NMT o.&% (including impurities found in Early-
Eluting impurities)
o | pH b.é - .0
¢ | Water NMT o.&%

(o) Gabapentin BP

48 Test ftems Specifications

@ | Identification Meet the requirement

o | Assay «e.&% - @o.o% % of the labeled amount of
Gabapentin (anhydrous substance)
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49 Test ltems Specifications
& | Related substances

Tests A

- Impurity A NMT o.e&%

- Unspecified impurities NMT o.e%

- Disregard limit NMT o.0¢%

Tests B

- Unspecified impurities NMT o.0&%

- Disregard limit NMT o.0m%

- Total for test A and B NMT o.&¢%
& | Chlorides Not more than eoco ppm
© | Heavy metals Not more than bo ppm
o | Water Not more than o..%
@ | Sulfated ash Not more than o.e%
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