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1. ﬁ?mm?‘hmﬁﬂﬁ/zy 90.0 - 110.0% of the L.A. of Gabapentin

2. ldentification ATIWU

3. Dissolution usasnsazanslittesndn 80%(Q) of the L.A. of Gabapentin
molu 20 wifi

4. Uniformity of dosage units ATININ

5. Related compounds - Gabapentin related compound A :NMT 0.4%
- Any individual unspecified impurity : NMT 0.1%
- Total impurities : NMT 1.0%
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USP 35

BP 2013

1. USanmaaenday

98.0 - 102.0% of Gabapentin (Calculated on

the anhydrous basis)

97.5 -102.0% of Gabapentin

(anhydrous substance)

2. Identification ATIHU AT

3. pH 6.5-8.0 65-75

4. Water NMT 0.5% NMT 0.3%

5. Residue on ignition NMT 0.1% -
6. Heavy metals NMT 0.002% NMT 20 ppm

7.Related compounds

1.Limit of early eluting impurities
-Gabapentin related compound E : NMT 0.10%
-Gabapentin related compound A : NMT 0.1%
-Gabapentin related compound B : NMT 0.06%
-Individual unknown impurity : NMT 0.10%
2.Limit of late eluting impurities

-Any impurity : NMT 0.10%

-Total impurities (Including the impurities
quantified in Limit of early eluting impurities) :

NMT 0.5%

Tatal impurities : NMT 0.5%
1. Mobile phase : acetonide R1, buffer
solution (24:76 V/V)

- Impurity A : NMT 0.15%

- Unspecified impurities : NMT 0.1%

- Disregard limit : NMT0.05%
2. Mobile phase : methanol R1, acetonitrile
R1, buffer solution (30:35:35 V/V/V)

- unspecified impurities : NMT 0.05%

- disregard limit : NMT 0.03%

8. Chlorides

NMT 100 ppm

9.. Sulfated ash

NMT 0.1%
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1 = The United States Pharmacopoeia 35
2 = British Pharmacopoeia 2013 _
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