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DEFINITION
Acetaminophen Oral Suspension is a suspension of Acetaminophen in a suitable aqueous vehicle. It contains NLT 90.0% and NMT 110.0% of

the labeled amount of acetaminophen (C,H,NO,).

IDENTIFICATION
* A. Spectroscoric IpenTiFication Tests (197), Infrared Spectroscopy: 197K
Sample: Transfer a volume of Oral Suspension, equivalent to 240 mg of acetaminophen, to a separator. Add 50 mL of ethyl acetate, and
shake. Filter the ethyl acetate extract through a funnel containing glass wool and 10 g of anhydrous sodium sulfate. Collect the filtrate in a
beaker, and evaporate on a steam bath to dryness. Dry the residue under vacuum over silica gel.
Acceptance criteria: The crystals so obtained meet the requirements.

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

ASSAY
* PROCEDURE

Mobile phase: Methanol and water (1:3)

Standard solution: 0.01 mg/mL of USP Acetaminophen RS in Mobile phase

Sample stock solution: Nominally 0.5 mg/mL of acetaminophen prepared as follows. Transfer 100 mg of acetaminophen from a volume of
Oral Suspension, previously well shaken, to a 200-mL volumetric flask. Add 100 mL of Mobile phase, and shake by mechanical means for 10
min. Dilute with Mobile phase to volume.

Sample solution: Nominally 0.07 mg/mL of acetaminophen from the Sample stock solution in Mobile phase. Pass a portion of this solution
through a filter of 0.5-um pore size or finer, discarding the first 10 mL of the filtrate. Use the clear filtrate.

Chromatographic system

(See Chromatography (621), System Suitability.)
Mode: LC
Detector: UV 243 nm
Column: 3.9-mm x 30-cm; packing L1
Flow rate: 1.5 mL/min
Injection volume: 10 pL
System suitability
Sample: Standard solution
Suitability requirements
Column efficiency: NLT 1000 theoretical plates
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 acetaminophen (C;H,NO,) in the portion of Oral Suspension taken:

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

r, = peakresponse from the Sample solution

rg = peakresponse from the Standard solution

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

u

C, =nominal concentration of acetaminophen in the Sample solution (mg/mL) Docu ments

Acceptance criteria: 90.0%-110.0% Document Sharing Hub

Full document details: Acetaminophen Oral Suspension


https://www.uspnf.com/rb-acetaminophen-oral-susp-20211029
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-37232E7C-5275-4B7B-9007-9587E166E4C1_5_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-AE1B8701-5151-4513-BBF1-F205F88F319E_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-3FCDE41E-1552-4515-B564-E9777B5A39DA_2_en-US
https://online.uspnf.com/uspnf/current-document/1_GUID-DE15A571-4522-44A6-BF66-843E342ABB5D_1_en-US
https://store.usp.org/product/1003009
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-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-6EF9AE5D-609E-4754-95B4-F634B9753BB9_2_en-US
https://store.usp.org/product/1003009
http://www.avadocuments.com/doc/acetaminophen-oral-suspension
http://www.avadocuments.com/doc/acetaminophen-oral-suspension

2/17/25, 7:47 PM USP-NF Acetaminophen Oral Suspension
Delete the following:

A
A (RB 1-Nov-2021)

PERFORMANCE TESTS
» UniFormiTY oF Dosace Units (905)

For single-unit containers: Meets the requirements
* DEeLiveraABLE VoLuME (698),
For multiple-unit containers: Meets the requirements

IMPURITIES
* 4- AmiNoPHENOL IN AceTAMINOPHEN=ConTAINING Druc Propucts (227): Meets the requirements
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SPECIFIC TESTS
*PH (791): 4.0-6.9

ADDITIONAL REQUIREMENTS
* PackacING AND STorAGE: Preserve in tight containers, and store at controlled room temperature.
* USP RerereNcE StanDARDSs (11)

USP Acetaminophen RS
USP 4-Aminophenol RS

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

Topic/Question Contact Expert Committee

ACETAMINOPHEN ORAL SUSPENSION Documentary Standards Support SM22020 Small Molecules 2

RS Technical Servi
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