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)rtisone Compounded Oral Suspension

ompounded Oral Suspension contains NLT 90.0% and NMT 110.0% of the labeled amount of hydrocortisone (C_.H_ O,).

21 30 5

tisone Compounded Oral Suspension, 2 mg/mL, as follows® (see Pharmaceutical Compounding—Nonsterile Preparations

1e powder

200 mg

sufficient quantity to make

100 mL

1, ML

rtisone powder in a suitable container. Add a small amount of Ora-Blend and mix well to form a smooth paste. Add a
nt of Ora-Blend to make the contents pourable. Transfer contents stepwise and quantitatively to a calibrated container using
sufficient Ora-Blend to bring to final volume and mix well.

lution of 5.44 g/L of potassium phosphate dibasic in water, adjusted with phosphoric acid to a pH of 7.5. Pass through a

oride filter of 0.22-pm pore size.
1anol and acetonitrile (50:50)

ol and water (20:80)

ee Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 70 30
2 70 30
4 60 40
10 55 45
14 30 70
18 30 70
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1: Vortex the bottle for 2 min, then allow 1 min for the bubbles to dissipate. Transfer about 2 mL of Oral Suspension into a

-aw 1 mL of Oral Suspension into a wide bore micropipette, wipe the outside of the pipette tip, and transfer the sample slowly
'olumetric flask. Rinse the pipette tip three times using the Diluent and transfer the contents into the volumetric flask. Dilute
volume. Vortex for 2 min and sonicate for 5 min. Vortex for 2 min. Pass through a filter of 0.22-um pore size and transfer into
ifter discarding the first 3 mL.

ic system

agraphy (621), System Suitability.)

254 nm
im x 15-cm; 5-ym packing L7

r: 4°

IL/min

me: 20 pL

ity

lard solution

antion time for hydrocortisone is about 11.9 min.]
:quirements

stor: NMT 2.0

tandard deviation: NMT 2.0% for replicate injections

1dard solution and Sample solution

e percentage of the labeled amount of hydrocortisone (C 0,) in the portion of Oral Suspension taken:

21 H30
Result = (r /r;) x (C/C ) x 100
ieak response of hydrocortisone from the Sample solution

ieak response of hydrocortisone from the Standard solution

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

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

eria: 90.0%-110.0%

8
»udy, white suspension with visible particulates

JUIREMENTS
»race: Package in tight, light-resistant containers. Store in a refrigerator or at controlled room temperature.

NMT 90 days after the date on which it was compounded when stored at controlled room temperature or in a refrigerator.
to indicate that it is to be well shaken before use, and to state the Beyond-Use Date.

TANDARDS (11)
3SA (USP 1-May-2024)

N meets the requirements in Antimicrobial Effectiveness Testing (51).
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