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ydol, Aspirin, and Codeine Phosphate Tablets

rin, and Codeine Phosphate Tablets contain NLT 90.0% and NMT 110.0% of the labeled amounts of carisoprodol

pirin (C,H,0,), and codeine phosphate (C, H,,NO, - H_PO, - %2H,0).

times of the aspirin, carisoprodol, and codeine phosphate peaks of the Sample solutions correspond to those of the Standard
as directed in the Assay for Aspirin and Carisoprodol and the Assay for Codeine Phosphate.

PRODOL

5 mL of glacial acetic acid and 500 mL of water, and pass the mixture through a membrane filter of 0.5-pum or finer pore size.

ethanol and Buffer (64:36)
rile, glacial acetic acid, and water (40:1:59)
n A: USP Reference Standards in Diluent as listed below and prepared as follows. Transfer 80 mg of USP Aspirin RS and 80J

isoprodol RS to a 25-mL volumetric flask. Add 15 mL of Diluent, swirl for 5 min, and sonicate for 25-30 s. Dilute with Diluent

3/mL of USP Aspirin RS
3.2J mg/mL of USP Carisoprodol RS, where J is the ratio of the labeled amount, in mg, of carisoprodol to the labeled amount

n B: 0.016 mg/mL of USP Salicylic Acid RS in Diluent
y solution: 0.5 mg/mL of salicylic acid in Standard solution A

 Nominally 3.25 mg/mL of aspirin from NLT 20 Tablets prepared as follows. Finely powder NLT 20 Tablets. Transfer a portion
ivalent to 325 mg of aspirin, to a 100-mL volumetric flask. Add 50 mL of Diluent, and swirl for 5 min. Sonicate for 25-30 s,
1ianical means for 30 min, and dilute with Diluent to volume. Pass a portion of this solution through a membrane filter of 0.5-
e size, and use the filtrate.

> system

arisoprodol: Refractive index
l: UV 313 nm
m x 25-cm; packing L7

dex detector: 30 + 1°

:1°

_/min

1e: 50 pL

y

dard solution A, Standard solution B, and System suitability solution

tive retention times for aspirin, salicylic acid, and carisoprodol are about 0.6, 0.7, and 1.0, respectively.]

lirements

LT 1.2 between the solvent and aspirin peaks; NLT 1.5 between aspirin and salicylic acid, System suitability solution using the
1dex detector
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2ak response of aspirin or carisoprodol from the Sample solution
2ak response of aspirin or carisoprodol from Standard solution A

>ncentration of USP Aspirin RS or USP Carisoprodol RS in the Standard solution A (mg/mL)

>minal concentration of aspirin or carisoprodol in the Sample solution (mg/mL)

wia: 90.0%—110.0% of the labeled amounts of aspirin (C,H,0,) and carisoprodol (C,,H,,N,0,)

/L of docusate sodium in methanol

.of ammonium nitrate in water

>lution A and Solution B (60:40) adjusted with glacial acetic acid to a pH of 3.3 + 0.05

»land 0.01 N sulfuric acid (50:50)

'y solution: 0.16 mg/mL of USP Codeine Phosphate RS and 0.12 mg/mL of USP Codeine N-Oxide RS in Diluent

n: USP Reference Standards in Diluent as listed below. Swirl for 5 min, and sonicate for 25-30 s.

thate: 0.16 mg/mL of USP Codeine Phosphate RS

mg/mL of USP_Aspirin RS, where J is the ratio of the labeled amount, in mg, of aspirin to that of codeine phosphate

 Nominally 0.16 mg/mL of codeine phosphate prepared as follows. Finely powder NLT 20 Tablets. Transfer an amount of
lent to 16 mg of codeine phosphate to a 100-mL volumetric flask. Add 50 mL of Diluent, sonicate for 30 min, shake by
2ans for 30 min, and dilute with Diluent to volume.

> system

aphy (621), System Suitability.)

54 nm

m x 30-cm; packing L1

nL/min

1e: 50 pL

y

am suitability solution and Standard solution

tive retention times for codeine N-oxide and codeine phosphate are 0.9 and 1.0, respectively.]
lirements

LT 1.2 between codeine phosphate and codeine N-oxide, System suitability solution

dard deviation: NMT 2.0%, Standard solution

dJard solution and Sample solution

» percentage of the labeled amount of codeine phosphate (C18H21N03 “H,PO,- 1/zHZO) in the portion of Tablets taken:

Result = (r,/r) x (C/C,) x (M,,/M_,) x 100
yeak response from the Sample solution

yeak response from the Standard solution

:oncentration of USP Codeine Phosphate RS in the Standard solution (mg/mL)
1ominal concentration of the Sample solution (mg/mL)
nolecular weight of codeine phosphate hemihydrate, 406.37

nolecular weight of anhydrous codeine phosphate, 397.37

wria: 90.0%—-110.0% of the labeled amount of codeine phosphate (C, H,,NO, - H,PO, - %2H,0)

ESTS

900 mL
rom
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