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Maleate Compounded Oral Suspension

Compounded Oral Suspension contains NLT 90.0% and NMT 110.0% of the labeled content of enalapril maleate (ConzsNzos

Maleate Compounded Oral Suspension 1T mg/mL as follows (see Pharmaceutical Compounding—Nonsterile Preparations

'ate tablets@ equivalent to 100 mg of enalapril maleate

mixture of Ora-Sweet2 (regular or sugar-free) and

ufficient quantity to make 100 mL

| tablets, Merck Sharp & Dohme, West Point, PA.

‘atories, Minneapolis, MN.

lired quantity of each ingredient for the total amount to be prepared. Place the required number of Enalapril Maleate tablets in
ar, and comminute to a fine powder. Add the Vehicle in small portions, and triturate to make a smooth paste. Add increasing
Vehicle to make an enalapril maleate liquid that is pourable. Transfer the contents of the mortar, stepwise and quantitatively,
yottle. Add enough of the Vehicle to bring to final volume, and mix well.

1 M monobasic potassium phosphate, adjusted with phosphoric acid to a pH of 4.0
.cetonitrile, Buffer solution, and water (30:2:68). Filter and degas.
in: 0.1 mg/mL of USP Enalapril Maleate RS in Mobile phase

12 Shake thoroughly by hand each bottle of Oral Suspension. Pipet 1.0 mL of the Oral Suspension into a 10-mL volumetric
te with Mobile phase to volume to obtain a solution with a nominal concentration of 0.1 mg/mL of enalapril maleate.
ic system

215 nm
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mL/min

me: 20 pL

ty

lard solution

antion time for enalapril maleate is about 8.8 min.]
uirements

1dard deviation: NMT 2.1% for the replicate injections
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ieak response from the Sample solution
ieak response from the Standard solution

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

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

eria: 90.0%-110.0%

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

NMT 60 days after the date on which it was compounded, when stored in a refrigerator or at controlled room temperature
to indicate that it is to be well shaken before use, and to state the Beyond-Use Date.

TANDARDS (11)
2RS

Please check for your question in the FAQs before contacting USP.

fopic/Question Contact Expert Committee

LEATE COMPOUNDED ORAL  Brian Serumaga

. CMP2020 Compounding 2020
Science Program Manager
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