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tin Capsules

les contain NLT 90.0% and NMT 110.0% of the labeled amount of gabapentin (C,H, ,NO,).

iIpenmiFicaion Tests (197), Infrared Spectroscopy: 197K, (cN 1-Mav-2020)

he contents of NLT 10 Capsules, and grind to a fine powder. Use a quantity of the powder, equivalent to 2 mg of gabapentin,
potassium bromide.

ria: Meet the requirements

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 water. Adjust with 5 N potassium hydroxide to a pH of 6.9. Add
nitrile and stir.

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

: Nominally 4.0 mg/mL of gabapentin, from the contents of NLT 20 Capsules, equivalent to 100 mg of gabapentin, in Diluent.
about 60 s may be necessary to dissolve the contents.

> system

aphy (621), System Suitability.)

10 nm

m x 25-cm; 5-ym packing L7
nL/min

1e: 50 pL

y

ard solution

lirements

iency: NLT 7000 theoretical plates
= NMT 2.0

dard deviation: NMT 2.0%

dard solution and Sample solution

: percentage of the labeled amount of gabapentin (CgHWNOZ) in the portion of Capsules taken:

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

>minal concentration of gabapentin in the Sample solution (mg/mL)
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. Filter a portion of the solution under test using a suitable filter of 0.45-ym pore size.

‘epare as directed in the Assay.

n: 0.0011L mg/mL of USP Gabapentin RS in the Medium, where L is the label claim in mg/Capsule
> system

aphy (621), System Suitability.)

10 nm

m x 25-cm; 5-um packing L7
nL/min

1e: 100 pL

y

ard solution

lirements

iency: NLT 7000 theoretical plates
= NMT 2.0

dard deviation: NMT 2.0%

dJard solution and Sample solution
» percentage of the labeled amount of gabapentin (CQHWNOZ) dissolved:

Result = (r/rg) x C x Vx (1/L) x 100
2ak response from the Sample solution
ak response from the Standard solution
»ncentration of the Standard solution (mg/mL)

>lume of the Medium in the dissolution vessel, 900 mL
bel claim (mg/Capsule)

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

17
6t Units (905): Meet the requirements

as directed in the Assay.
slve 1.2 g of monobasic potassium phosphate in 940 mL water. Adjust with 5 N potassium hydroxide to a pH of 6.9. Add 60

rile and stir.
slve 1.2 g of monobasic potassium phosphate in 700 mL water. Adjust with 5 N potassium hydroxide to a pH of 6.9. Add 300
rile and stir.
e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0.0 100 0
4.0 100 0
45.0 0 100
45.1 100 0
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