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Sulfate Tablets

ablets contain NLT 93.0% and NMT 107.0% of the labeled amount of codeine sulfate trihydrate [(C18H21NO3)2 . HZSO4 . 3H20].

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

»n and Sample solution: Proceed as directed in the Assay.
2 yL each of the Standard solution and the Sample solution using the Chromatographic system in the Assay.
eria: The spectrum of the codeine peak of the Sample solution exhibits maxima and minima at the same wavelengths as

orresponding peaks of the Standard solution, as obtained in the Assay.

:onitrile and 0.1% ammonium hydroxide (1.0 mL of concentrated ammonium hydroxide and 1000 mL of water) (1:19)

.onitrile and 0.1% ammonium hydroxide (9:11)

ee Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 100 0
40 0 100
41 100 0
50 100 0

indard solution and Sample solution, for the degradation products, are stable for 4 days when stored at room temperature in

iosphoric acid (5 mL of concentrated phosphoric acid and 1000 mL of water)

in: 1.2 mg/mL of USP Codeine Sulfate RS in Diluent

12 Nominally 1.2 mg/mL of codeine sulfate trihydrate in Diluent. Dissolve 20 Tablets in 80% of the flask volume of Diluent and
5-30 min with occasional swirling before diluting with Diluent to volume.

ic system
raphy (621), System Suitability.)

282 nm. For Identification test B, use a diode-array detector in the range of 210-400 nm.
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uirements
r: NMT 2.0
1dard deviation: NMT 2.0%

1dard solution and Sample solution

e percentage of the labeled amount of codeine sulfate trihydrate [(C NO3)2 "H,S0, - 3HZO] in the portion of Tablets taken:

18H21
Result = (r /r)) x (C/C ) x (M_/M ) x 100
peak area of codeine sulfate from the Sample solution

peak area of codeine sulfate from the Standard solution

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

nominal concentration of codeine sulfate trihydrate in the Sample solution (mg/mL)
molecular weight of codeine sulfate trihydrate, 750.85

molecular weight of codeine sulfate, anhydrous, 696.81

eria: 93.0%-107.0%

"ESTS

500 mL
rpm

1xima at about 284 nm
n: USP Codeine Sulfate RS in Medium

11 Pass a portion of the solution under test through a suitable filter of 0.8-um pore size.
"75% (Q) of the labeled amount of codeine sulfate trihydrate [(C NO,),-H,SO0, 3H,0] is dissolved.

18H21
ace Units (905): Meet the requirements

tion B, Mobile phase, Diluent, Standard solution, Sample solution, and Chromatographic system: Proceed as directed in the

iion: 0.6 pg/mL of USP Codeine Sulfate RS from the Standard solution in Diluent
ity
1dard solution and Sensitivity solution

uirements

r: NMT 2.0, Standard solution

1dard deviation: NMT 2.0%, Standard solution
sise ratio: NLT 10, Sensitivity solution

1dard solution and Sample solution
e percentage of each individual impurity in the portion of Tablets taken:

Result = (rU/rS) X (CS/CU) x (1/F) x 100
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