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rchloroquine Sulfate Compounded Oral Suspension

ne Sulfate Compounded Oral Suspension contains NLT 93.0% and NMT 107.0% of the labeled amount of hydroxychloroquine
3IN,0-H,S0,).

hloroquine Sulfate Compounded Oral Suspension 25 mg/mL as follows (see Pharmaceutical Compounding—Nonsterile

25)).

»quine sulfate tablets,2 or powder equivalent to 3000 mg of hydroxychloroquine sulfate

mixture of Ora-Plus? and Ora-Sweet SFL a sufficient
ike 120 mL

juine sulfate 200 mg tablets, Sandoz Inc., Princeton, NJ.

1, ML

chloroquine Sulfate tablets or powder in a suitable container. If using tablets, add a small amount of Vehicle to cover the

w to soak for 15 min. Mix well with a sufficient amount of Vehicle to form a smooth paste. Add a sufficient amount of Vehicle
1tents pourable. Transfer the contents stepwise and quantitatively to a calibrated container using the remainder of the
sufficient amount of Vehicle to bring to final volume. Shake to mix well.

yquine sulfate powder 2500 mg
otassium 200 mg
ide 95%2 200 mg
DeMenthe? 0.2mL
dit,2 a sufficient quantity to make 100 mL
, TX.

chloroquine Sulfate powder, Acesulfame Potassium, and Steviol Glycoside 95% in a suitable container and mix well. Add

50 mL of PCCA SuspendIt and mix to form a smooth paste. Add a sufficient amount of PCCA Suspend|t to make the contents
fer the contents stepwise and quantitatively to a calibrated container using the PCCA Suspendit. Add the Flavor. Add sufficient
to final volume and mix well.
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Time Solution A Acetonitrile
(min) (%) (%)
0 90 10
2 90 10
5 80 20
5.1 90 10
10 90 10

n: 0.1 mg/mL of hydroxychloroquine sulfate prepared from USP Hydroxychloroquine Sulfate RS in water. Sonicate for 5 min.
12 Transfer 1.0 mL of the Oral Suspension into a 250-mL volumetric flask. Add approximately 200 mL of water and sonicate for

rater to volume. Centrifuge an aliquot for 10 min, and transfer the supernatant to an HPLC vial.
ic system
agraphy (621), System Suitability.)

340 nm
im x 15-cm; 5-um packing L1

r: 4°

mL/min

me: 10 pL

ity

lard solution

antion time of hydroxychloroquine sulfate is about 4.5 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 hydroxychloroquine sulfate (C CIN,O- H,S0,) in the portion of Oral Suspension

18H26

Result = (r /r;) x (C/C ) x 100
ieak response of hydroxychloroquine sulfate from the Sample solution
ieak response of hydroxychloroquine sulfate from the Standard solution

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

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

eria: 93.0%-107.0%

'CA SuspenplT
s trifluoroacetic acid in water
» trifluoroacetic acid in acetonitrile
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