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DEFINITION

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

9 17N02)'

IDENTIFICATION
* A. Spectroscoric IpentiFication Tests (197), Infrared Spectroscopy: 197K

Sample: Grind at least 20 Tablets to a fine powder. Use an amount of powder equivalent to 2 mg of gabapentin and 200 mg of dry potassium
bromide.
* B. The retention time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

ASSAY
* PROCEDURE

Diluent: 1.2 g/L of monobasic potassium phosphate in water. Adjust with 5 N potassium hydroxide to a pH of 6.9.

Mobile phase: Dissolve 1.2 g of monobasic potassium phosphate in 940 mL of water. Adjust with 5 N potassium hydroxide to a pH of 6.9.
Add 60 mL of acetonitrile, and stir. Filter and degas.

Standard solution: 4.0 mg/mL of USP Gabapentin RS in Diluent

Sample solution: 4.0 mg/mL of gabapentin from NLT 20 finely powdered Tablets in Diluent

Chromatographic system

(See Chromatography (621), System Suitability.)
Mode: LC
Detector: UV 210 nm
Column: 4.6-mm x 25-cm; 5-um packing L7

Flow rate: 1.2 mL/min
Injection size: 50 pL
System suitability
Sample: Standard solution
Suitability requirements
Column efficiency: NLT 7000 theoretical plates
Tailing factor: NMT 2.0
Relative standard deviation: NMT 2.0% of gabapentin
Analysis
Samples: Standard solution and Sample solution
Calculate the percentage of the labeled amount of C;H,_NO, in the portion of Tablets taken:

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

r, = peakresponse from the Sample solution

ro = peak response from the Standard solution

C, = concentration of USP Gabapentin RS in the Standard solution (mg/mL)

C, =nominal concentration of gabapentin in the Sample solution (mg/mL)

Acceptance criteria: 90.0%-110.0%

PERFORMANCE TESTS
Change to read:
* DissoLuTion (711)
Test 1
Medium: 0.06 N hydrochloric acid (51 mL of hydrochloric acid in 10 L of water); 900 mL

www.webofpharma.com


http://www.uspnf.com/rb-gabapentin-tabs-20241227
http://www.uspnf.com/rb-gabapentin-tabs-20241227
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S1
https://online.uspnf.com/uspnf/current-document/1_GUID-EDEE315B-3E7F-4316-AA1D-E23BB145CA3E_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-EDEE315B-3E7F-4316-AA1D-E23BB145CA3E_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-D774BE2A-B09A-4921-A753-C16D7C9D2438_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-047AD6B5-9EF4-4028-916F-3C064E2E115F_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-D774BE2A-B09A-4921-A753-C16D7C9D2438_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-047AD6B5-9EF4-4028-916F-3C064E2E115F_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-4BE35CFC-C8C0-4ABC-90B4-AC569A7E7826_1_en-US
https://store.usp.org/product/1287303
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-D545A34C-B05B-4DC3-9C78-A3C83FCC9719_1_en-US
https://store.usp.org/product/1287303
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-64A14121-A927-4EA8-BCA3-5C974513CCCE_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-64A14121-A927-4EA8-BCA3-5C974513CCCE_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US

h#& ety tamthuoc.com/ USP-NF Gabapentin Tablets

Apparatus 2: 50 rpm

Time: 45 min

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

Mobile phase: Prepare as directed in the Assay.
Standard solution: 0.0011 x L mg/mL of USP_Gabapentin RS in the Medium, where L is the label claim in mg/Tablet
Chromatographic system: Proceed as directed for the Assay.
Injection size: 100 pL for the Tablets labeled to contain 100, 300, or 400 mg; 50 pL for Tablets labeled to contain 600 or 800 mg
System suitability
Sample: Standard solution
Suitability requirements
Column efficiency: NLT 5000 theoretical plates
Tailing factor: NMT 2.0
Relative standard deviation: NMT 3%
Analysis
Samples: Standard solution and Sample solution
Calculate the percentage of C;H, NO, dissolved:

Result = (r /ry) x C. x (V/L) x 100

n, = peak response from the Sample solution

r = peak response from the Standard solution

C, = concentration of the Standard solution (mg/mL)

V  =volume of the Medium, 900 mL
L  =Tablet label claim in mg

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

Test 2: If the product complies with this test, the labeling indicates that the product meets USP Dissolution Test 2.
Medium, Apparatus 2, Mobile phase, Standard solution, Sample solution, Chromatographic system, and Analysis: Proceed as directed
for Test 1.
Time: 30 min
Tolerances: NLT 80% (Q) of the labeled amount of C,H,,NO, is dissolved.

ATest 3: If the product complies with this test, the labeling indicates that it meets USP Dissolution Test 3.

Medium: 0.1 N hydrochloric acid; 500 mL, deaerated, if necessary

Apparatus 2: 50 rpm

Time: 30 min

Buffer: Dissolve 1.2 g of monobasic potassium phosphate in 940 mL of water. Adjust with 5 N potassium hydroxide to a pH of 6.9.

Mobile phase: Acetonitrile and Buffer (60:940)

Standard solution: (L/500) mg/mL of USP Gabapentin RS in Medium, where L is the label claim in mg/Tablet. Sonicate to dissolve, if
necessary.

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

Chromatographic system
(See Chromatography (621), System Suitability.)
Mode: LC
Detector: UV 210 nm
Column: 4.6-mm x 25-cm; 5-um packing L7

Flow rate: 1.2 mL/min
Injection volume: 10 pL
Run time: NLT 2.3 times the retention time of gabapentin
System suitability
Sample: Standard solution
Suitability requirements
Tailing factor: NMT 2.0
Relative standard deviation: NMT 2.0%
Analysis
Samples: Standard solution and Sample solution
Calculate the percentage of gabapentin (CgHWNOz) dissolved:
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Result = (r,/ry) x C;x V x (1/L) x 100

= peak response of gabapentin from the Sample solution

-
<

r. = peak response of gabapentin from the Standard solution
C. =concentration of USP Gabapentin RS in the Standard solution (mg/mL)

V  =volume of Medium, 500 mL

~

= label claim (mg/Tablet)
Tolerances: NLT 80% (Q) of the labeled amount of gabapentin (C;H,_NO,) is dissolved. ; (rg 1.yan-2025)

* UnirormiTy of Dosace Units (905): Meet the requirements

IMPURITIES
ORGANIC IMPURITIES
* PROCEDURE
Diluent: Prepare as directed in the Assay.
Solution A: Dissolve 1.2 g of monobasic potassium phosphate in 940 mL of water. Adjust with 5 N potassium hydroxide to a pH of 6.9. Add

60 mL of acetonitrile, and stir. Filter and degas.
Solution B: Dissolve 1.2 g of monobasic potassium phosphate in 700 mL of water. Adjust with 5 N potassium hydroxide to a pH of 6.9. Add

300 mL of acetonitrile and stir. Filter and degas.
Mobile phase: See the gradient table below.

Time Solution A Solution B
(min) (%) (%)
0.0 100 0
4.0 100 0
45.0 0 100
45.1 100 0
50.0 100 0

Standard solution: 0.04 mg/mL each of USP Gabapentin RS and USP Gabapentin Related Compound A RS in Diluent
Sample solution: Equivalent to 20 mg/mL of gabapentin, from NLT 20 powdered Tablets, in Diluent. [Nore—Sonication for about 30 s may be

necessary.]
Chromatographic system
(See Chromatography (621), System Suitability.)
Mode: LC
Detector: UV 210 nm
Column: 4.6-mm x 25-cm; 5-um packing L7
Flow rate: 1.5 mL/min
Injection size: 50 pL
System suitability
Sample: Standard solution
Suitability requirements
Tailing factor: NMT 2.0 for the gabapentin peak
Relative standard deviation: NMT 5.0% for gabapentin and gabapentin related compound A peaks

Analysis
Samples: Standard solution and Sample solution
Calculate the percentage of gabapentin related compound A in the portion of Tablets taken:

Result = (r /r)) x (C//C ) x 100

r, = peakresponse for gabapentin related compound A from the Sample solution

g = peak response for gabapentin related compound A from the Standard solution

C, = concentration of USP Gabapentin Related Compound A RS in the Standard solution (mg/mL)

C, =nominal concentration of gabapentin in the Sample solution (mg/mL)
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Calculate the percentage of any other unspecified degradation product relative to the gabapentin content in the portion of Tablets taken:
Result = (r /ry) x (Cs/C ) x 100

r, = peakresponse for each unspecified impurity from the Sample solution

ro = peak response for gabapentin from the Standard solution

C, = concentration of USP Gabapentin RS in the Standard solution (mg/mL)

C, =nominal concentration of gabapentin in the Sample solution (mg/mL)

Acceptance criteria
Gabapentin related compound A: NMT 0.4%
Any individual unspecified impurity: NMT 0.1%
Total impurities: NMT 1.0%

ADDITIONAL REQUIREMENTS
* PackacInG AnD STorace: Preserve in well-closed containers. Store at controlled room temperature.

* LaseLing: When more than one Dissolution test is given, the labeling states the Dissolution test used only if Test 7 is not used.

* USP REFERENCE STANDARDS (11)
USP Gabapentin RS
USP Gabapentin Related Compound A RS
2-Aza-spiro[4.5]decan-3-one.
CgH15NO 153.22

Auxiliary Information - Please check for your question in the FAQs before contacting USP.

Topic/Question Contact Expert Committee

GABAPENTIN TABLETS Documentary Standards Support SM42020 Small Molecules 4

Chromatographic Database Information: Chromatographic Database

Most Recently Appeared In:
Pharmacopeial Forum: Volume No. PF 34(4)
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