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Do not distribute

Ondansetron Hydrochloride

Change to read:

C H N O · HCl · 2H O ▲365.86▲ (USP 1-Aug-2024)

4H-Carbazol-4-one, 1,2,3,9-tetrahydro-9-methyl-3-[(2-methyl-1H-imidazol-1-yl)methyl]-, monohydrochloride, (±)-, dihydrate;

▲9-Methyl-3-[(2-methyl-1H-imidazol-1-yl)methyl]-1,2,3,9-tetrahydro-4H-carbazol-4-one hydrochloride dihydrate▲ (USP 1-Aug-2024) CAS RN®: 

103639-04-9; UNII: NMH84OZK2B.

DEFINITION
Ondansetron Hydrochloride contains NLT 98.0% and NMT 102.0% of ondansetron hydrochloride (C H N O · HCl), calculated on the anhydrous

basis.

IDENTIFICATION

Change to read:

• A. Spectroscopic Identification Tests 〈197〉, Infrared Spectroscopy: ▲197A, 197K, or▲ (USP 1-Aug-2024) 197M

• B. Identification Tests—General 〈191〉, Chemical Identification Tests, Chloride

Sample solution: Dissolve 20 mg in 2 mL of water, add 1 mL of 2 M nitric acid, and filter.

Acceptance criteria: Meets the requirements.

Add the following:

▲• C. The retention time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.▲ (USP

1-Aug-2024)

ASSAY

Change to read:

• Procedure

▲Solution A: 2.4 g/L of monobasic sodium phosphate, anhydrous and 0.6 g/L of sodium 1-heptanesulfonate in water. Adjust with 0.5 N

sodium hydroxide to a pH of 5.4.

Solution B: Acetonitrile

Mobile phase: See Table 1.

Table 1

Time

(min)

Solution A

(%)

Solution B

(%)

0 95 5

5 95 5

8 80 20

18 19 3 2
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Time

(min)

Solution A

(%)

Solution B

(%)

25 35 65

27 30 70

33 30 70

35 95 5

40 95 5

Diluent: Acetonitrile and water (30:70). To each liter of this solution, add 1 mL of formic acid.

Standard solution: 0.1 mg/mL of USP Ondansetron Hydrochloride RS in Diluent

Sample solution: 0.1 mg/mL of Ondansetron Hydrochloride in Diluent

Chromatographic system

(See Chromatography 〈621〉, System Suitability.)

Mode: LC

Detector: UV 216 nm

Column: 4.6-mm × 25-cm; 5-μm packing L11

Temperatures

Autosampler: 15°

Column: 40°

Flow rate: 1 mL/min

Injection volume: 10 μL

System suitability

Sample: Standard solution

Suitability requirements

Tailing factor: NMT 2.0

Relative standard deviation: NMT 0.73%▲ (USP 1-Aug-2024)

Analysis

Samples: Standard solution and Sample solution

Calculate the percentage of ondansetron hydrochloride (C H N O  ·  HCl) in the portion of Ondansetron Hydrochloride taken:

Result = (r /r ) × (C /C ) × 100

r = peak response of ondansetron from the Sample solution

r = peak response of ondansetron from the Standard solution

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

C = concentration of Ondansetron Hydrochloride in the Sample solution (mg/mL)

Acceptance criteria: 98.0%–102.0% on the anhydrous basis

IMPURITIES

• Residue on Ignition 〈281〉: NMT 0.1%

Delete the following:

▲• Organic Impurities, Method I▲ (USP 1-Aug-2024)

Add the following:

▲• Limit of Methylene Bisondansetron

Buffer: 2.4 g/L of monobasic sodium phosphate, anhydrous in water. Adjust with 0.5 N sodium hydroxide to a pH of 6.5.

Mobile phase: Acetonitrile and Buffer (65:35)

Peak identification solution: 1 mg/mL of USP Ondansetron Resolution Mixture RS in Mobile phase

Standard solution: 0.002 mg/mL of USP Ondansetron Hydrochloride RS in Mobile phase

18 19 3

U S S U

U

S

S

U OF
FI
CI
AL

2/16/25, 3:43 AM USP-NF Ondansetron Hydrochloride

Full document details: Ondansetron Hydrochloride

https://online.uspnf.com/uspnf/current-document/1_GUID-4BE35CFC-C8C0-4ABC-90B4-AC569A7E7826_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-E0CC98F5-9162-4C45-9D4E-51BF06B1AE67_1_en-US
https://store.usp.org/product/1478582
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-BFBCC9D0-B91B-4F0B-8182-FD6BC37E0603_2_en-US
https://store.usp.org/product/1478582
https://online.uspnf.com/uspnf/current-document/1_GUID-59EAA408-E877-4A08-B2B0-EBDCBFB7B773_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-59EAA408-E877-4A08-B2B0-EBDCBFB7B773_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-59EAA408-E877-4A08-B2B0-EBDCBFB7B773_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-59EAA408-E877-4A08-B2B0-EBDCBFB7B773_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-F3FCD5B3-2E84-4FD8-A94A-CCCDBD14D3CB_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-764DF794-A86F-4E61-A34B-48D1398BBBE4_4_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-4BE35CFC-C8C0-4ABC-90B4-AC569A7E7826_1_en-US
https://store.usp.org/product/1478630
https://store.usp.org/product/1478582
http://www.avadocuments.com/doc/ondansetron-hydrochloride
http://www.avadocuments.com/doc/ondansetron-hydrochloride

