2/16/25, 3:45 AM USP-NF Ondansetron Orally Disintegrating Tablets

Status: Currently Official on 16-Feb-2025

Official Date: Official as of 01-Feb-2022

Document Type: USP Monographs

Docld: GUID-1BED1277-3F39-4894-801C-9AED90912217_6_en-US
DOI: https://doi.org/10.31003/USPNF_M58658_06_01

DOI Ref: wi4w0

© 2025 USPC
Do not distribute

Ondansetron Orally Disintegrating Tablets

DEFINITION
Ondansetron Orally Disintegrating Tablets contain the equivalent of NLT 90.0% and NMT 110.0% of the labeled amount of ondansetron

(C18H‘I9N30)'

IDENTIFICATION

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

* B. Seectroscoric IpenTiFication Tests (197), Ultraviolet-Visible Spectroscopy: 197U [Note—Alternatively, the UV spectra of the major peaks of the

Sample solution and the Standard solution, as obtained in the Assay, may be used to meet the Acceptance criteria.]
Diluent: 0.1 N hydrochloric acid

Standard solution: 8 pg/mL of USP Ondansetron RS in Diluent

Sample solution: Nominally 8 pg/mL of ondansetron from Tablets in Diluent. Pass a portion of the solution through a suitable filter of 0.45-
um pore size, discarding the first few milliliters of the filtrate.

Wavelength range: 200-400 nm

Cell: 1 cm

Blank: Diluent

Acceptance criteria: The UV absorption spectrum of the Sample solution exhibits maxima and minima at the same wavelengths as those of
the Standard solution.

ASSAY
* PROCEDURE

Diluent: 0.01 N hydrochloric acid

Buffer: 2.72 g/L of monobasic potassium phosphate in water. Adjust with 1 N sodium hydroxide or 0.5 N sodium hydroxide to a pH of 5.4.

Mobile phase: Acetonitrile and Buffer (48:52)

System suitability solution: 0.02 mg/mL of USP Ondansetron Related Compound A RS and 0.006 mg/mL of USP Ondansetron RS in Diluent

Standard solution: 40 pg/mL of USP Ondansetron RS in Diluent

Sample stock solution: Nominally equivalent to 400 ug/mL of ondansetron prepared as follows. Transfer 10 Tablets to a suitable volumetric
flask. Add Diluent to fill about 60% of the flask volume. Shake by mechanical means for about 5 min, and dilute with Diluent to volume. Pass

a portion of this solution through a polypropylene membrane of 0.45-um pore size, discarding the first 5 mL of the filtrate.
Sample solution: Nominally 40 pg/mL of ondansetron in Diluent, from the Sample stock solution
Chromatographic system
(See Chromatography (621), System Suitability.)

Mode: LC

Detector: UV 216 nm. If the procedure is used for Identification B, use a diode array detector set at 200-400 nm.

Column: 4.6-mm x 25-cm; packing L10
Flow rate: 1.5 mL/min
Injection volume: 10 pL
System suitability
Samples: System suitability solution and Standard solution
[Note—The relative retention times for ondansetron and ondansetron related compound A are 1.0 and 1.1, respectively.]
Suitability requirements
Resolution: NLT 1.5 between ondansetron related compound A and ondansetron, System suitability solution
Tailing factor: NMT 2.0 for the ondansetron peak, System suitability solution
Relative standard deviation: NMT 2.0%, Standard solution

Analysis DOCLI mentS

Samples: Standard solution and Sample solution Document Sharing Hub

Full document details: Ondansetron Orally Disintegrating Tablets


https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S2
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S2
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S2
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S2
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S2
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S2
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US#C197S2
https://online.uspnf.com/uspnf/current-document/1_GUID-C7B9ED83-E765-442F-9011-74C890C01AD8_3_en-US
https://store.usp.org/product/1478571
https://online.uspnf.com/uspnf/current-document/1_GUID-638BEA23-3636-4FE5-A5BF-CFA1545D5B8B_1_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-D774BE2A-B09A-4921-A753-C16D7C9D2438_1_en-US#R2481
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-DFC3BB39-12A4-45C0-A7A7-1D043A33E43E_3_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-4BE35CFC-C8C0-4ABC-90B4-AC569A7E7826_1_en-US
https://store.usp.org/product/1478593
https://store.usp.org/product/1478571
https://store.usp.org/product/1478571
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-1F655AFA-62C4-45C3-B20B-82809103C46A_2_en-US
http://www.avadocuments.com/doc/ondansetron-orally-disintegrating-tablets
http://www.avadocuments.com/doc/ondansetron-orally-disintegrating-tablets

2/16/25, 3:45 AM USP-NF Ondansetron Orally Disintegrating Tablets

Calculate the percentage of the labeled amount of ondansetron (C N30) in the portion of Tablets taken:

18H19
Result = (r /r)) x (C/C) x 100
r, = peakresponse from the Sample solution

ry, = peakresponse from the Standard solution

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

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

Acceptance criteria: 90.0%-110.0%

PERFORMANCE TESTS
* DisiNTEGRATION (701),
Test 1
Time: NMT 10 s
Test 2: If the product complies with this test, the labeling indicates that it meets USP Disintegration Test 2.
Time: NMT 60 s
* DissoLuTion (711),
Medium: 0.1 N hydrochloric acid; 500 mL, deaerated
Apparatus 2: 50 rpm
Time: 10 min
Detector: UV 310 nm
Cell
For 4- and 8-mg Tablets: 1 cm

For 16-mg Tablets: 0.5 cm

For 24-mg Tablets: 0.2 cm
Standard solution: (L/500) mg/mL of USP Ondansetron RS in Medium, where L is the label claim in mg/Tablet
Sample solution: Pass a portion of the solution under test through a suitable filter.
Analysis

Samples: Standard solution and Sample solution

Calculate the percentage of the labeled amount of ondansetron (C N30) dissolved:

18H19
Result = (A /AJ) x (C/L) x V x 100

A, = absorbance of the Sample solution

A, = absorbance of the Standard solution

C, = concentration of USP Ondansetron RS in the Standard solution (mg/mL)
L  =label claim (mg/Tablet)

vV =volume of Medium, 500 mL

Tolerances: NLT 80% (Q) of the labeled amount of ondansetron (C, H. N.0) is dissolved.

* UniFormiTY ofF Dosace Units (905): Meet the requirements

IMPURITIES
* OrGANIC IMPURITIES

Buffer: Prepare as directed in the Assay.

Mobile phase: Acetonitrile and Buffer (1:4)

System suitability solution: 2 pg/mL each of USP Ondansetron Related Compound D RS, 2-methylimidazole, and USP Ondansetron RS in
Mobile phase. [Note—First dissolve in acetonitrile, and then dilute with Mobile phase to volume.]

Standard solution: 2 pg/mL of USP Ondansetron RS in Mobile phase

Sensitivity solution: 0.2 pg/mL of USP Ondansetron RS, from the Standard solution in Mobile phase

Sample solution: Nominally equivalent to 400 pg/mL of ondansetron prepared as follows. Transfer 10 Tablets to a s@@@umems
Add Mobile phase to fill about 60% of the flask volume. Shake by mechanical means for about 5 min, aid i ut Witbggﬂ%hﬁf%}?aring Hub
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