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from the Expert Committee that posted in conjunction with this accelerated revision, please click www.uspnf.com/rb-
-20241227.

s contain NLT 90.0% and NMT 110.0% of the labeled amount of gabapentin (C_H

oH;;NO,).

peNTIFICcATION Tests (197), Infrared Spectroscopy: 197K

least 20 Tablets to a fine powder. Use an amount of powder equivalent to 2 mg of gabapentin and 200 mg of dry potassium

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

»f monobasic potassium phosphate in water. Adjust with 5 N potassium hydroxide to a pH of 6.9.
ssolve 1.2 g of monobasic potassium phosphate in 940 mL of water. Adjust with 5 N potassium hydroxide to a pH of 6.9.

icetonitrile, and stir. Filter and degas.

n: 4.0 mg/mL of USP Gabapentin RS in Diluent

. 4.0 mg/mL of gabapentin from NLT 20 finely powdered Tablets in Diluent
> system

aphy (621), System Suitability.)

10 nm

m x 25-cm; 5-pm packing L7

nL/min

50 yL

y

ard solution

lirements

iency: NLT 7000 theoretical plates

= NMT 2.0

dard deviation: NMT 2.0% of gabapentin

dard solution and Sample solution
s percentage of the labeled amount of C;H,_NO, in the portion of Tablets taken:

Result = (r /r)) x (C//C ) x 100
2ak response from the Sample solution
2ak response from the Standard solution
oncentration of USP Gabapentin RS in the Standard solution (mg/mL)

ominal concentration of gabapentin in the Sample solution (mg/mL)
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0rpm

n: Pass a portion of the solution under test through a suitable 0.45-um filter.
ie amount of C,H._NO, dissolved by using the following method.

Prepare as directed in the Assay.

ion: 0.0011 x L mg/mL of USP _Gabapentin RS in the Medium, where L is the label claim in mg/Tablet

hic system: Proceed as directed for the Assay.

2 100 pL for the Tablets labeled to contain 100, 300, or 400 mg; 50 pL for Tablets labeled to contain 600 or 800 mg
lity

'dard solution

guirements

ficiency: NLT 5000 theoretical plates

tor: NMT 2.0

andard deviation: NMT 3%

ndard solution and Sample solution
he percentage of C;H,_NO, dissolved:

Result = (r, /ry) x Co x (V/L) x 100
peak response from the Sample solution
peak response from the Standard solution
concentration of the Standard solution (mg/mL)
volume of the Medium, 900 mL

Tablet label claim in mg

T 80% (Q) of the labeled amount of C;H,_NO, is dissolved.

duct complies with this test, the labeling indicates that the product meets USP Dissolution Test 2.
ratus 2, Mobile phase, Standard solution, Sample solution, Chromatographic system, and Analysis: Proceed as directed

T 80% (Q) of the labeled amount of C;H,_NO, is dissolved.

'oduct complies with this test, the labeling indicates that it meets USP Dissolution Test 3.
hydrochloric acid; 500 mL, deaerated, if necessary
0rpm

‘e 1.2 g of monobasic potassium phosphate in 940 mL of water. Adjust with 5 N potassium hydroxide to a pH of 6.9.
Acetonitrile and Buffer (60:940)
ion: (L/500) mg/mL of USP Gabapentin RS in Medium, where L is the label claim in mg/Tablet. Sonicate to dissolve, if

n: Pass a portion of the solution under test through a suitable filter of 0.45-um pore size, discarding an appropriate volume
that a consistent result can be obtained.

hic system

tography (621), System Suitability.)

210 nm

mm x 25-cm; 5-um packing L7

2 mL/min

me: 10 pL

T 2.3 times the retention time of gabapentin
lity

idard solution
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