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steine Compounded Solution

npounded Solution contains NLT 90.0% and NMT 110.0% of the labeled amount of acetylcysteine (C,H,NO,S). Prepare

;ompounded Solution 20% as follows (see Pharmaceutical Compounding—Sterile Preparations (797)).

29
um Dihydrate 5.5mg
xide 10% Solution To adjust pH t0 6.5-7.5
or Injection,
antity to make 10 mL2

o adjust the formula and compound an additional amount to completely fill each single-unit container to minimize exposure
ise the preparation is susceptible to oxidation.

isodium Dihydrate in 7 mL of Sterile Water for Injection. Slight heating may be necessary. Allow to cool. Dissolve

1 the edetate disodium solution. Add Sodium Hydroxide 10% Solution dropwise with mixing to adjust the pH to between 6.5
1 final volume with Sterile Water for Injection and mix well. Pass through a sterile filter of 0.22-uym pore size into single-unit
s. It is necessary to completely fill the container to minimize the amount of oxygen present because the preparation is
xidation.

>etonitrile, phosphoric acid, and water (3:0.5:96.5)
n: 0.4 mg/mL of acetylcysteine prepared from USP Acetylcysteine RS in Mobile phase
. Transfer 0.4 mL of Solution to a 200-mL volumetric flask, dilute with Mobile phase to volume, and mix well.

3 system
aphy (621), System Suitability.)

00 nm

m x 25-cm; 5-um packing L96

rature: 15°

nL/min

1e: 10 L

y

ard solution

ntion time for acetylcysteine is about 3.8 min.]
lirements

= NMT 2.0

dard deviation: NMT 2.0% for replicate injections

dard solution and Sample solution
: percentage of the labeled amount of acetylcysteine (CngNOSS) in the portion of Solution taken:
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»minal concentration of acetylcysteine in the Sample solution (mg/mL)

ria: 90.0%-110.0%

J

UIREMENTS
race: Package in single-unit sterile glass containers and store at controlled room temperature.

A|n the absence of performing and completing a sterility test, the storage conditions in Pharmaceutical Compounding —

5(797), 14.3 Establishing a BUD for a CSP apply. o (cN 1-Nov-2023) After successful completion of sterility testing, the Beyond-

0 days after the date on which it was compounded when stored at controlled room temperature.

to state the Beyond-Use Date. The label indicates that the Solution is not to be used if it contains a precipitate. Label it to
1gle-unit container, that it is overfilled with an excess that should be discarded after a measured single dose is used, and to
room temperature. Label it for inhalation or oral administration only. Label it to state that the preparation may have a

and light purple color that is a result of a chemical reaction that does not affect the strength of the preparation.
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'lease check for your question in the FAQs before contacting USP.
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