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Amantadine Hydrochloride Capsules

DEFINITION

Amantadine Hydrochloride Capsules contain NLT 95.0% and NMT 105.0% of the labeled amount of amantadine hydrochloride (C H N · HCl).

IDENTIFICATION

Change to read:

• A. ▲Spectroscopic Identification Tests 〈197〉, Infrared Spectroscopy: 197A, 197K, or 197S▲ (CN 1-May-2020)

Cell: 1 mm

Sample solution: Place the contents of Capsules, equivalent to 200 mg of amantadine hydrochloride, in a vessel, dissolve in 0.1 N

hydrochloric acid, and filter. Transfer the filtrate to a separator, add 1 mL of 5 N sodium hydroxide, and extract with 5 mL of methylene

chloride. Filter the extract through anhydrous sodium sulfate, and rinse the anhydrous sodium sulfate with 2 mL of methylene chloride.

• B. The retention time of the amantadine peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

ASSAY

• Procedure

Internal standard solution: 0.4 mg/mL of naphthalene in hexane

Standard stock solution: 2 mg/mL of USP Amantadine Hydrochloride RS in water

Standard solution: Transfer 25.0 mL of Standard stock solution into a 250-mL separator, and add 25 mL of 2 N sodium hydroxide and 50.0 mL

of Internal standard solution. Shake for about 10 min, and collect the hexane layer.

Sample stock solution: Transfer NLT 20 Capsules to a 200-mL volumetric flask. Add 40 mL of 0.1 N hydrochloric acid and 40 mL of water.

Sonicate for 20 min with intermittent shaking, and dilute with water to volume. Centrifuge the solution for 10 min and pass through a

suitable filter.

Sample solution: Transfer 5.0 mL of the filtrate into a 250-mL separator, and add 40.0 mL of 1 N sodium hydroxide and 50.0 mL of Internal

standard solution. Shake for about 10 min, and collect the hexane layer.

Chromatographic system

(See Chromatography 〈621〉, System Suitability.)

Mode: GC

Detector: Flame ionization

Column: 0.32-mm × 30-m; coated with a 0.25-µm film of phase G1

Temperatures

Injection port: 250°

Detector: 300°

Column:  See Table 1.

Table 1

Initial

Temperature

(°)

Temperature

Ramp

(°/min)

Final

Temperature

(°)

Hold Time at

Final

Temperature

(min)

100 0 100 3

100 10 200 2

Carrier gas: Helium

Flow rate: 1.4 mL/min

Injection volume: 2 µL

Injection type: Split

Split flow rate: 20 mL/min

System suitability

Sample: Standard solution

10 17

OF
FI
CI
AL

2/13/25, 3:46 PM USP-NF Amantadine Hydrochloride Capsules

Full document details: Amantadine Hydrochloride Capsules

https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#GUID-E09F9101-AC8D-43E8-B2DE-DC5A918888C5
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#GUID-E09F9101-AC8D-43E8-B2DE-DC5A918888C5
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#GUID-E09F9101-AC8D-43E8-B2DE-DC5A918888C5
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#GUID-E09F9101-AC8D-43E8-B2DE-DC5A918888C5
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-354C6103-A4CE-4821-B9EE-026D7032768D_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-2E0BFC8E-DBAA-4857-8C74-67346EFB53D0_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-2E0BFC8E-DBAA-4857-8C74-67346EFB53D0_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-BBFB9FF0-E860-4A51-A131-D6998FD69BDB_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-2E0BFC8E-DBAA-4857-8C74-67346EFB53D0_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-7CC8F569-FD41-4A2F-9ECC-C58E99A4B7DD_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-F6FC1B9A-8D99-49B0-9A7C-E9A300B4620B_1_en-US
https://store.usp.org/product/1018505
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-354C6103-A4CE-4821-B9EE-026D7032768D_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
https://online.uspnf.com/uspnf/current-document/1_GUID-354C6103-A4CE-4821-B9EE-026D7032768D_1_en-US
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-122E2E3A-48A7-4697-A761-EA4FCB64A400_1_en-US
http://avadocuments2026.com/doc/amantadine-hydrochloride-capsules
http://avadocuments2026.com/doc/amantadine-hydrochloride-capsules


[Note—The relative retention times for naphthalene and amantadine are 0.90 and 1.0, respectively.]

Suitability requirements

Resolution: NLT 2.0 between naphthalene and amantadine

Tailing factor: NMT 2.0 for the amantadine peak

Relative standard deviation: NMT 2.0% for the peak response ratio of amantadine to naphthalene

Analysis

Samples: Standard solution and Sample solution

Calculate the percentage of the labeled amount of amantadine hydrochloride (C H N · HCl) in the portion of Capsules taken:

Result = (R /R ) × (C /C ) × 100

R = peak response ratio of amantadine to naphthalene from the Sample solution

R = peak response ratio of amantadine to naphthalene from the Standard solution

C = concentration of USP Amantadine Hydrochloride RS in the Standard solution (mg/mL)

C = nominal concentration of amantadine hydrochloride in the Sample solution (mg/mL)

Acceptance criteria: 95.0%–105.0%

PERFORMANCE TESTS

• Dissolution 〈711〉
Test 1

Medium: Water; 900 mL

Apparatus 1: 100 rpm

Time: 45 min

Internal standard solution: 0.054 mg/mL of naphthalene in hexane

Standard stock solution: 0.1 mg/mL of USP Amantadine Hydrochloride RS in water

Standard solution: Transfer 15.0 mL of Standard stock solution into a 50-mL screw-capped test tube, add 5.0 mL of 5 N sodium hydroxide

and 10.0 mL of Internal standard solution, and shake for 60 min. Collect the hexane layer.

Sample solution: Transfer 15.0 mL of the filtered solution under test, and place into a 50-mL screw-capped test tube. Pipet 5.0 mL of 5 N

sodium hydroxide and 10.0 mL of the Internal standard solution into the test tube, and shake for 60 min. Collect the hexane layer.

Chromatographic system

(See Chromatography 〈621〉, System Suitability.)

Mode: GC

Detector: Flame ionization

Column: 0.32-mm × 30-m; coated with a 0.25-µm film of phase G1

Temperatures

Injection port: 250°

Detector: 300°

Column: See Table 2.

Table 2

Initial

Temperature

(°)

Temperature

Ramp

(°/min)

Final

Temperature

(°)

Hold Time at

Final

Temperature

(min)

100 0 100 3

100 10 200 2

Carrier gas: Helium

Flow rate: 1.4 mL/min

Injection volume: 2 µL

Injection type: Split

Split flow rate: 20 mL/min

System suitability

Sample: Standard solution

[Note—The relative retention times for naphthalene and amantadine are 0.90 and 1.0, respectively.]

Suitability requirements

Resolution: NLT 2.0 between naphthalene and amantadine
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