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Sulfate Oral Solution

iral Solution contains NLT 93.0% and NMT 105.0% of the labeled amount of codeine sulfate [(C N03)2~ HZSO4].

18H2‘I

1 time of the codeine peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
ROMATOGRAPHY

ol and water (25:75)

n: 1 mg/mL of USP Codeine Sulfate RS in Diluent

12 1 mg/mL of codeine sulfate in Diluent

ic system

25-mm layer of chromatographic silica gel mixture
lume: 10 pL
llvent system: Methanol, ethyl acetate, water, and ammonium hydroxide (135: 85: 1: 0.5)

1dard solution and Sample solution
plate until the solvent front has moved about three-fourths of the length of the plate, remove it, mark the solvent front, and

solvent to evaporate. Place the plate in an iodine chamber, and visualize it for NLT 5 min.
eria: The principal spot from the Sample solution corresponds in R, value to that from the Standard solution.

ire stable for 4 days at room temperature when stored in amber glassware.]
immonium acetate. Dissolve 1.54 g of ammonium acetate in 1 L of water, and adjust with glacial acetic acid to a pH of 4.2 +

olve 1.71 g of sodium decanesulfonic acid in 1 L of methanol and Buffer mixture (33:67). Pass through a filter of 0.45-um

olve 1.71 g of sodium decanesulfonic acid in 1 L of methanol and Buffer mixture (63:37). Pass through a filter of 0.45-ym

ee Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 100 0
3.3 60 40
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Time Solution A Solution B
(min) (%) (%)

28 100 0

ol and water (25:75)
n: 1.2 mg/mL of USP Codeine Sulfate RS in Diluent. Prepare by adding 70% of the flask volume of Diluent, and sonicate to

e with Diluent to volume.

12 1.2 mg/mL of codeine sulfate in Diluent, prepared by adding 70% of the flask volume of Diluent, then swirling, and letting it
Dilute with Diluent to volume.

ic system

raphy (621), System Suitability.)

280 nm

im x 15-cm; 3.5-um packing L1
srature: 40 + 2°

mL/min

me: 30 pL

ty

lard solution

uirements

r: NMT 2.0

1dard deviation: NMT 2.0%

1dard solution and Sample solution

e percentage of codeine sulfate [(C NO,), HZSO4] in each mL of Oral Solution taken:

18H2‘I
Result = (r /r;) x (C/C ) x 100
ieak response from the Sample solution

ieak response from the Standard solution

:oncentration of USP Codeine Sulfate RS in the Standard solution (mg/mL)

iominal concentration of codeine sulfate in the Sample solution (mg/mL)

eria: 93.0%-105.0%

A, Solution B, Mobile phase, Diluent, Standard solution, Sample solution, and Chromatographic system: Proceed as
1 Assay.

iion: 0.6 pg/mL of USP Codeine Sulfate RS in Diluent from the Standard solution

ity

1dard solution and Sensitivity solution

uirements

1dard deviation: NMT 2.0%, Standard solution

r: NMT 2.0, Standard solution

sise ratio: NLT 10, Sensitivity solution
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