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171.24
; acid, 1-(aminomethyl)-;
/clohexaneacetic acid CAS RN®: 60142-96-3; UNII: 6CW7F3G59X.

ns NLT 98.0% and NMT 102.0% of gabapentin (CgHWNOZ), calculated on the anhydrous basis.

time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

of monobasic ammonium phosphate in water. Adjust with phosphoric acid to a pH of 2.0.

of monobasic ammonium phosphate and 1.83 g/L of sodium perchlorate in water. Adjust with perchloric acid to a pH of 1.8.
zetonitrile and Buffer (24:76)

n: 14.0 mg/mL of USP Gabapentin RS in Diluent

'y solution: 2.3 mg/mL of USP Gabapentin RS from the Standard solution in Diluent

: 14 mg/mL of Gabapentin in Diluent

> system

15nm

m x 25-cm; 5-ym packing L1

rature: 40°

_/min

1e: 20 L

5 times the retention time of gabapentin

y

dJard solution and System suitability solution
lirements

iency: NLT 1900 theoretical plates for the gabapentin peak, System suitability solution
dard deviation: NMT 0.73%, Standard solution

dard solution and Sample solution

: percentage of gabapentin (CgHWNOZ) in the portion of Gabapentin taken:

Result = (r /r)) x (C/C ) x 100
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ria: 98.0%-102.0% on the anhydrous basis

(281): NMT 0.1%
aNic IMPURITIES
ind Mobile phase: Prepare as directed in the Assay.

'y stock solution: 1.4 mg/mL of USP Gabapentin Related Compound A RS and 0.84 mg/mL of USP Gabapentin Related

'S in methanol

'y solution: Dissolve a suitable quantity of USP Gabapentin RS in Diluent in a suitable volumetric flask, and add an

lume of System suitability stock solution to obtain a solution containing 14.0 mg/mL of USP Gabapentin RS, 14 pg/mL of USP
lated Compound A RS, and 8.4 pg/mL of USP Gabapentin Related Compound B RS in Diluent. Inject within 24 h.

n: 0.0084 mg/mL of USP Gabapentin Related Compound E RS in Diluent

: 14 mg/mL of Gabapentin in Diluent. Inject within 24 h.

> system
aphy (621),_System Suitability.)

15nm
m x 25-cm; 5-ym packing L1

:5+2°

_/min

1e: 20 L

5 times the retention time of gabapentin

y

>m suitability solution and Standard solution
lirements

LT 2.3 between gabapentin related compound A and gabapentin related compound B, System suitability solution

dard deviation: NMT 5.0% for gabapentin related compound E, Standard solution

dard solution and Sample solution

: percentage of any impurity in the portion of Gabapentin taken:

Result = (r,/r)) x (C/C,) x (1/F) x 100

2ak response of any impurity from the Sample solution

2ak response of gabapentin related compound E from the Standard solution

»ncentration of USP Gabapentin Related Compound E RS in the Standard solution (mg/mL)

»ncentration of Gabapentin in the Sample solution (mg/mL)

lative response factor (see Table 1)

wia: See Table 1.

Table 1
Relative Relative Acceptance
Retention Response Criteria,
Name Time? Factor? NMT (%)
1.0 - -
elated
2.9 1.0 0.10
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