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shloroquine Sulfate Tablets

2 from the Expert Committee that posted in conjunction with this accelerated revision, please click www.uspnf.com/rb-
uine-sulfate-tabs-20231117.

ne Sulfate Tablets contain NLT 93.0% and NMT 107.0% of the labeled amount of hydroxychloroquine sulfate (C18HZGCIN30 :

‘OrcANic NiTrRogeNous Bases (181)

12 Nominally 20 mg/mL of hydroxychloroquine sulfate in water prepared as follows. Triturate a quantity of finely powdered

alent to about 1 g of hydroxychloroquine sulfate, with 50 mL of water, and filter (retain the remainder of the filtrate for
3).

eria: The clear filtrate meets the requirements.

‘Eests—GeneraL (191), Chemical Identification Tests, Sulfate: The clear filtrate obtained from Identification A meets the

1 time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

:onitrile, water, and phosphoric acid (100:900:2)

.onitrile, water, and phosphoric acid (800:200:1)

olution A and Solution B (97:3)

n: 0.01 mg/mL of USP Hydroxychloroquine Sulfate RS in Solution A prepared as follows. Transfer a suitable quantity of USP
)quine Sulfate RS to a suitable volumetric flask, and add Solution A to about 75% of the flask volume. Sonicate for NLT 5 min

are dissolved. Dilute with Solution A to volume.

dlution: Nominally 1.0 mg/mL of hydroxychloroquine sulfate in Solution A prepared as follows. Transfer a portion of finely
ir, from NLT 20 Tablets, equivalent to about 200 mg of hydroxychloroquine sulfate to a 200-mL volumetric flask and add
ibout 75% of the flask volume. Sonicate for NLT 10 min or until solids are dissolved. Dilute with Solution A to volume.

12 Nominally 0.07 mg/mL of hydroxychloroquine sulfate in Solution A from Sample stock solution. Pass through a suitable

ic system
raphy (621), System Suitability.)

220 nm

am x 10-cm; 2-um packing L1
srature: 35°

mL/min

me: 3 pL

ity
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e percentage of the labeled amount of hydroxychloroquine sulfate (C18H26CIN30 : H2304) in the portion of Tablets taken:
Result = (r /r)) x (C/C) x 100

ieak response of hydroxychloroquine from the Sample solution

ieak response of hydroxychloroquine 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%

'ESTS

ar, 900 mL, “deaerated, if necessary, (RB 1-Dec-2023)

50 rpm

tion: USP Hydroxychloroquine Sulfate RS in Medium

on: Pass a portion of the solution through a suitable filter. Dilute with Medium, if necessary.
sonditions

avelength: 343 nm

andard solution and Sample solution

the percentage of the labeled amount of hydroxychloroquine sulfate (C CIN,0-H,S0,) dissolved:

1826
Result = (A /A) x C.x D x Vx (1/L) x 100
absorbance of the Sample solution

absorbance of the Standard solution

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

dilution factor of the Sample solution
volume of the Medium, 900 mL
label claim (mg/Tablet)

)ec-2023)
LT 70% (Q) of the labeled amount of hydroxychloroquine sulfate (C, H, CIN,0 - H,SO ) is dissolved.

'mplies with this test, the labeling indicates that it meets USP Dissolution Test 2.
{ hydrochloric acid; 500 mL, deaerated
100 rpm

tion: 0.013 mg/mL USP Hydroxychloroquine Sulfate RS in Medium. Sonicate to dissolve, if necessary.

on: Pass a portion of the solution through a suitable filter of 0.45-um pore size and discard NLT 5 mL of filtrate. Dilute with
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