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1ophen for Effervescent Oral Solution

r Effervescent Oral Solution contains, in each 100 g, NLT 5.63 g and NMT 6.88 g of acetaminophen (C8H9N02).

1dissolves, with effervescence, in water when dissolved as directed for the Sample solution in the Assay.

time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
OMATOGRAPHIC IDENTIFICATION TEST (201)

. Triturate 0.4 g of the powder with 25 mL of methanol, and filter.

> system

vent system: Methylene chloride and methanol (4:1)

ria: Meets the requirements

ethanol and water (1:3)
n: 0.01 mg/mL of USP Acetaminophen RS in Mobile phase

lution: Dissolve 10 g of Acetaminophen for Effervescent Oral Solution in 200 mL of water in a 1000-mL volumetric flask,
:at if necessary, until effervescence subsides, and then dilute with water to volume.

: Nominally 0.16 mg/mL of acetaminophen in Mobile phase from the Sample stock solution. Pass a portion of this solution
of 0.5-um or finer pore size, discarding the first 10 mL of the filtrate.

> system

aphy (621), System Suitability.)

43 nm

m x 30-cm; packing L1

nL/min

1e: 10 L

y

ard solution

lirements

iency: NLT 1000 theoretical plates
* NMT 2.0

dard deviation: NMT 2.0%

dard solution and Sample solution
: quantity, in g, of acetaminophen (C,H,NO,) in 100 g of Acetaminophen for Effervescent Oral Solution taken:

Result = (r,/r) x (C/C ) x (1/F,) x L xF,
2ak response from the Sample solution
2ak response from the Standard solution

»ncentration of USP Acetaminophen RS in the Standard solution (mg/mL)
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ria: 5.63-6.88 g

ESTS
): Meets the requirements for solids packaged in multiple-unit containers
e Units (905): Meets the requirements for solids packaged in single-unit containers

AceTaminopHEN-ConTaNiNG Druc Probucts (227): Meets the requirements

UIREMENTS

RAGE: Preserve in air-tight containers, and store at controlled room temperature.
ANDARDS (11)

S

'lease check for your question in the FAQs before contacting USP.

opic/Question Contact Expert Committee

‘N FOR EFFERVESCENT
Documentary Standards Support SM22020 Small Molecules 2

:abase Information: Chromatographic Database

red In:
volume No.
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