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Sulfate

0, - 3H,0 750.85
0, 696.82

8-didehydro-4,5-epoxy-3-methoxy-17-methyl-, (5a,6)-, sulfate (2:1) (salt), trihydrate;
x-epoxy-3-methoxy-17-methylmorphinan-6a-ol sulfate (2:1) (salt) trihydrate CAS RN®: 6854-40-6; UNII: 11QV9BSOCB.

IN®: 1420-53-7; UNII: AVW5HY4N2E.

Iried at 105° for 3 h, contains NLT 98.0% and NMT 102.0% of (C18H21N03)2~ H,S0,.

¢ IoentiFicaTion Tests (197), Infrared Spectroscopy: 197K 4 (cN 1-Mav-2020)

c IoenTiFicaTion Tests (197), Ultraviolet-Visible Spectroscopy: 197U 4 (cN 1-May-2020)

12 100 pg/mL in water
eria: Absorptivities at 284 nm do not differ by more than 3.0%, calculated on the dried basis.
‘Ests—GeNEerAL, Sulfate(191): Meets the requirements

4.0 g of potassium phosphate monobasic in 2000 mL of water, and adjust with phosphoric acid to a pH of 3.0 + 0.1.

M sodium heptane sulfonate in methanol and Buffer (3:7). [Note—Dissolve 1.0 g sodium heptane sulfonate for each L of
oroduced, and filter.]

M sodium heptane sulfonate in methanol and Buffer (11:9). [Note—Dissolve 1.0 g sodium heptane sulfonate for each L of
oroduced, and filter.]

1A

«ee the gradient table below.

Time Solution A Solution B
(min) (%) (%)
0 100 0
16 0 100
16.5 100 0
24 100 0
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arature: 40°
mL/min
20 L
ity
lard solution
uirements
r: NMT 2.0
1dard deviation: NMT 2.0%

1dard solution and Sample solution

e percentage of codeine sulfate [(C NO3)2 : H2304] in the portion of Codeine Sulfate taken:

18H2‘I
Result = (r /r) x (C,/C,) x 100

reak area of codeine sulfate from the Sample solution

reak area of codeine sulfate from the Standard solution

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

:oncentration of Codeine Sulfate in the Sample solution (mg/mL)

eria: 98.0%-102.0%

on (281): NMT 0.1%

n A, Solution B, Diluent, Mobile phase, and Chromatographic system: Proceed as directed in the Assay.
k solution: 1 mg/mL of USP Codeine Sulfate RS in Diluent
tion: 0.01 mg/mL of USP Codeine Sulfate RS in Diluent from Standard stock solution

lution: 0.5 pg/mL of USP Codeine Sulfate RS in Diluent from Standard stock solution
on: 1 mg/mL of Codeine Sulfate in Diluent

ility

andard solution and Sensitivity solution

:quirements

stor: NLT 0.5 and NMT 1.5, Standard solution

tandard deviation: NMT 5.0%, Standard solution

-noise ratio: NLT 10, Sensitivity solution

andard solution and Sample solution
the percentage of each individual impurity in the portion of Codeine Sulfate taken:

Result = (r /r) x (C,/C ) x (1/F) x 100
- peak response of each individual impurity from the Sample solution
 peak response of codeine sulfate from the Standard solution

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

AAnannntratinn Af PAdaina Quilfata in tha Camnla aalitian (A lml
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