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1ophen Extended-Release Tablets

from the Expert Committee that posted in conjunction with this accelerated revision, please click www.uspnf.com/rb-
rt-20231117.

tended-Release Tablets contain NLT 90.0% and NMT 110.0% of the labeled amount of acetaminophen (CBHQNOZ).

penTIFicATioN Tests (197), Infrared Spectroscopy: 197K

n of powdered Tablets
ria: Meet the requirements
time of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

phoric acid and water (1:9)
ethanol, Solution A, and water (300:1:700)
n: 0.65 mg/mL of USP Acetaminophen RS in Mobile phase. Prepare by first dissolving in methanol, and then diluting with

5 volume.
lution: Transfer 10 Tablets to a 250-mL volumetric flask containing 50 mL of water and a magnetic stir bar. Stir for at least

the coating has dissolved. Add 150 mL of methanol, and stir for 45 min. Tablet cores should be disintegrated at least 15 min
the stirring. Remove the magnetic stir bar, and rinse into the flask with methanol. Dilute with methanol to volume, and

: the clear supernatant.

. Dilute 5 mL of the Sample stock solution with Mobile phase to 200 mL.

> system

aphy (621), System Suitability.)

95 nm

m x 15-cm; packing L1
nL/min

1e: 20 L

y

ard solution

lirements

= NMT 3.0

dard deviation: NMT 2.0%

dard solution and Sample solution
: percentage of the labeled amount of acetaminophen (CngNOZ) in the portion of Tablets taken:

Result = (r /r)) x (C/C ) x 100
2ak response from the Sample solution

2ak response from the Standard solution
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lated gastric fluid TS (without enzyme); 900 mL

0rpm
Th,and3h

ion: A known concentration of USP Acetaminophen RS in Medium

n: A filtered portion of the solution under test, suitably diluted with Medium to obtain a concentration similar to that of the

Jtion
onditions

velength: 280 nm

ndard solution and Sample solution
he percentage of the labeled amount of acetaminophen (CngNOZ) dissolved.

e Table 1.

Table 1

Time

Amount Dissolved

15 min

45%—-65%

1h

60%—85%

3h

NLT 85%

1ges of the labeled amount of acetaminophen (CgHgNOZ) dissolved at the times specified conform to Acceptance Table 2 in

ited Tablets

raratus, Standard solution, Sample solution, Instrumental conditions, and Analysis: Proceed as directed in Test 1.

n, 90 min,and 4 h
See Table 2.

Table 2

Time

Amount Dissolved

30 min

40%-60%

90 min

55%—-85%

4h

NLT 80%

ttages of the labeled amount of acetaminophen (CSHQNOZ) dissolved at the times specified conform to Acceptance Table 2 in

duct complies with this test, the labeling indicates that it meets USP Dissolution Test 2.

ratus, Standard solution, Sample solution, Instrumental conditions, and Analysis: Proceed as directed in Test 7.

1h,and3h
e Table 3.

Table 3

Time

Amount Dissolved

15 min

40%—-60%
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