2/17/25, 9:26 PM USP-NF Aspirin Delayed-Release Tabletshttps-//tru ngta mth UOC.CO m/

Status: Currently Official on 17-Feb-2025

Official Date: Official as of 01-May-2020

Document Type: USP Monographs

Docld: GUID-44691115-FDA6-45DE-B361-7C0A6B28A12D_2_en-US
DOI: https://doi.org/10.31003/USPNF_M6292_02_01

DOI Ref: 15adw

© 2025 USPC
Do not distribute

Aspirin Delayed-Release Tablets

DEFINITION
Aspirin Delayed-Release Tablets contain NLT 95.0% and NMT 105.0% of the labeled amount of aspirin (C;H,0,).

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

Change to read:

« B. ASpecTroscoric Ipentirication Tests (197), Infrared Spectroscopy: 197K A (CN 1-Mav-2020)

Sample: Shake a quantity of finely powdered Tablets, equivalent to about 500 mg of aspirin, with 10 mL of alcohol for several minutes.
Centrifuge the mixture. Pour off the clear supernatant, and evaporate it to dryness. Dry the residue under vacuum at 60° for 1 h.
Acceptance criteria: Meet the requirements

ASSAY
* PROCEDURE
Mobile phase: 2 g/L of sodium 1-heptanesulfonate in a mixture of acetonitrile and water (15:85). Adjust with glacial acetic acid to a pH of 3.4.

Diluent: Acetonitrile and formic acid (99:1)

Standard solution: 0.5 mg/mL of USP Aspirin RS in Diluent

Sample stock solution: Nominally 5 mg/mL of aspirin prepared as follows. Transfer a quantity equivalent to about 100 mg of aspirin from
NLT 20 finely powdered Tablets to a suitable container. Add 20.0 mL of Diluent and 10 glass beads. Shake vigorously for 10 min, and
centrifuge.

Sample solution: Nominally 0.5 mg/mL of aspirin in Diluent from Sample stock solution
Chromatographic system
(See Chromatography (621), System Suitability.)

Mode: LC

Detector: UV 280 nm

Column: 4.0-mm x 30-cm; packing L1

Flow rate: 2 mL/min

Injection volume: 10 pL
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 the labeled amount of aspirin (C9H804) in the portion of Tablets taken:

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

r, = peakresponse of aspirin from the Sample solution

ry = peakresponse of aspirin from the Standard solution

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

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

Acceptance criteria: 95.0%-105.0%

PERFORMANCE TESTS
* DissoLution (711), Procedure, Apparatus 1 and Apparatus 2, Delayed-Release Dosage Forms, Method B Procedure

Apparatus 1: 100 rpm
Times

www.webofpharma.com


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-247B11E3-DC98-40FD-A5D3-2D2774151B4A_1_en-US
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-41DC7218-CF95-4264-BCF6-5C1574737A7D_1_en-US#R2185
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-E0CC98F5-9162-4C45-9D4E-51BF06B1AE67_1_en-US
https://store.usp.org/product/1044006
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://store.usp.org/product/1044006
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US#C711S7
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US#C711S7
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US#C711S7
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US#C711S7
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US#C711S7
https://online.uspnf.com/uspnf/current-document/1_GUID-AC788D41-90A2-4F36-A6E7-769954A9ED09_3_en-US#C711S7

2/17/25, 9:26 PM USP-NF Aspirin Delayed-Release Tabletshttps-//tru ngta mth UOC.CO m/
Acid stage: 2 h

Buffer stage: 90 min

Diluent: 0.1 N hydrochloric acid and 0.20 M tribasic sodium phosphate (3:1). Adjust, if necessary, with 2 N hydrochloric acid or 2 N sodium
hydroxide to a pH of 6.8 + 0.05.

Standard solution: USP Aspirin RS of a known concentration in 0.1 N hydrochloric acid (for analyzing the Acid stage) and in Diluent (for

analyzing the Buffer stage)
Sample solution: Pass a portion of the solution under test through a suitable filter, diluted, if necessary, with 0.1 N hydrochloric acid (for
analyzing the Acid stage) and with Diluent (for analyzing the Buffer stage).
Instrumental conditions
Mode: UV
Analytical wavelengths
Acid stage: 280 nm
Buffer stage: 265 nm
Analysis
Samples: Standard solution and Sample solution

Determine the percentage of the labeled amount of aspirin (C,H,0,) dissolved by determining UV absorbances at the isosbestic point of

aspirin and salicylic acid (about 280 nm in the Acid stage, and about 265 nm in the Buffer stage).
Tolerances
Acid stage: NMT 10% (Q) of the labeled amount of aspirin (C;H,0,) is dissolved.

Buffer stage: NLT 75% (Q) of the labeled amount of aspirin (C;H,0,) is dissolved.

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

IMPURITIES
* Limit oF FRree SaLicyLic Acip
Mobile phase, Diluent, and Chromatographic system: Proceed as directed in the Assay.
System suitability solution: 0.015 mg/mL of USP Salicylic Acid RS and 0.5 mg/mL of USP. Aspirin RS in Diluent
Standard solution: 0.015 mg/mL of USP Salicylic Acid RS in Diluent
Sample solution: Use the Sample stock solution from the Assay.

System suitability
Samples: System suitability solution and Standard solution
[Note—The relative retention times for salicylic acid and aspirin are about 0.7 and 1.0, respectively.]
Suitability requirements
Resolution: NLT 2.0 between salicylic acid and aspirin, System suitability solution
Relative standard deviation: NMT 4.0%, Standard solution
Analysis
Samples: Standard solution and Sample solution
Calculate the percentage of salicylic acid (C7H603) in the portion of Tablets taken:

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

r, = peakresponse of salicylic acid from the Sample solution

ry = peak response of salicylic acid from the Standard solution

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

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

Acceptance criteria: NMT 3.0%

ADDITIONAL REQUIREMENTS
* PackacING AND STorAGE: Preserve in tight containers.

* USP RerereNcE STANDARDS (11)
USP Aspirin RS
USP Salicylic Acid RS

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