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rphone Hydrochloride Oral Solution

lydrochloride Oral Solution contains NLT 90.0% and NMT 110.0% of the labeled amount of hydromorphone hydrochloride

1). It may contain suitable preservatives.

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

oric acid and water (1:1000)

ng/mL of sodium 1-heptanesulfonate monohydrate in methanol and water (1:9). To each liter of this solution add 1.0 mL of

and adjust with phosphoric acid to a pH of 2.5+ 0.1.
ng/mL of sodium 1-heptanesulfonate monohydrate in methanol and water (1:1). To each liter of this solution add 1.0 mL of

and adjust with phosphoric acid to a pH of 2.5 + 0.1.

ee Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 85 15
24 5 95
25 85 15
30 85 15

solution and Sample solution should be kept in a cool place, protected from light.
n: 0.08 mg/mL of USP Hydromorphone Hydrochloride RS in Diluent

12 Nominally 0.08 mg/mL of hydromorphone hydrochloride obtained by diluting a suitable volume of Oral Solution in Diluent

ic system
raphy (621), System Suitability.)

220 nm

im x 5-cm; 3.5-uym packing L1
srature: 45°

iL/min

me: 20 pL
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1dard solution and Sample solution

e percentage of the labeled amount of hydromorphone hydrochloride (C

ieak response from the Sample solution

ieak response from the Standard solution

;oncentration of USP Hydromorphone Hydrochloride RS in the Standard solution (mg/mL)

Result = (r,/r;) x (C/C,) x 100

iominal concentration of hydromorphone hydrochloride in the Sample solution (mg/mL)

eria: 90.0%-110.0%

1A, and Solution B: Prepare as directed in the Assay.

NO, - HCI) in the portion of Oral Solution taken:

‘ee Table 2.
Table 2
Time Solution A Solution B
(min) (%) (%)
0 94 6
25 94 6
40 20 80
70 20 80
75 94 6
90 94 6

sitability solution, Quantitation limit solution, Standard solution, and Sample solution should be kept in a cool place, protected

ity solution: 0.8 mg/mL of USP Hydromorphone Hydrochloride RS and 0.8 pg/mL of USP Hydromorphone Related Compound

t

it solution: 0.4 pg/mL of USP Hydromorphone Hydrochloride RS in Diluent

n: 4 pg/mL of USP Hydromorphone Hydrochloride RS in Diluent
12 Nominally 0.4 mg/mL of hydromorphone hydrochloride in Diluent

ic system
raphy (621), System Suitability.)

220 nm

am x 15-cm; 5-pum packing L1
srature: 45°

IL/min

me: 20 uL
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