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Wlorothiazide Compounded Oral Suspension

de Compounded Oral Suspension contains NLT 90.0% and NMT 110.0% of the labeled amount of hydrochlorothiazide

orothiazide Compounded Oral Suspension 2.5 mg/mL and 10 mg/mL as follows (see Pharmaceutical Compounding—

arations (795)).

For Hydrochlorothiazide Compounded Oral Suspension Containing 2.5 mg/mL

liazide powder

0.25g

sufficient quantity to make

100 mL

in, MI.

For Hydrochlorothiazide Compounded Oral Suspension Containing 10 mg/mL

liazide powder

1g

sufficient quantity to make

100 mL

in, ML

ilorothiazide powder in a suitable container and triturate to a fine powder. Add a small amount of Ora-Blend and mix well to

paste. Add a sufficient amount of Ora-Blend to make the contents pourable. Transfer contents stepwise and quantitatively to

1tainer using the remainder of the Ora-Blend. Add sufficient Ora-Blend to bring to final volume. Shake to mix well.

1M of monobasic sodium phosphate monohydrate adjusted with phosphoric acid to a pH of 2.9

1anol and water (20:80)

ee Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 80 20
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Time Solution A Solution B
(min) (%) (%)

12 80 20

17 80 20

in: Transfer 20 mg of USP Hydrochlorothiazide RS to a 200-mL volumetric flask. Add 40 mL of methanol and sonicate for 20

‘h water to volume and mix.

|

ension 2.5 mg/mL: Transfer 2 mL of Oral Suspension to a 50-mL volumetric flask, add 10 mL of methanol, and sonicate for 20
vith water to volume and mix. Centrifuge an aliquot for 10 min and transfer the supernatant to an HPLC vial.

ansion 10 mg/mL: Transfer 1 mL of Oral Suspension to a 100-mL volumetric flask, add 20 mL of methanol, and sonicate for
te with water to volume and mix. Centrifuge an aliquot for 10 min and transfer the supernatant to an HPLC vial.
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antion time for hydrochlorothiazide is about 4.8 min.]
uirements

r: NMT 2.0

1dard deviation: NMT 2.0% for replicate injections

1dard solution and Sample solution
e percentage of the labeled amount of hydrochlorothiazide (C7HBCIN304SZ) in the portion of Oral Suspension taken:

Result = (r/rg)) x (C/C) x 100
ieak response of hydrochlorothiazide from the Sample solution
ieak response of hydrochlorothiazide from the Standard solution

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

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

eria: 90.0%-110.0%

7

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