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2 from the Expert Committee that posted in conjunction with this accelerated revision, please click www.uspnf.com/rb-
5-20240126.

ts contain an amount of Guanfacine Hydrochloride (CQHQCIZNBO - HCI) equivalent to NLT 90.0% and NMT 110.0% of the labeled
ifacine (C,H,CI,N,0).

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

R0MATOGRAPHIC IDENTIFICATION TEST (201)

n: 2 mg/mL of USP Guanfacine Hydrochloride RS in methanol
11 2 mg/mL in methanol
ent system: Ethyl acetate, glacial acetic acid, and water (5:2:2)

eria: Meet the requirements

1.5 diethylamine phosphate prepared as follows. Add 10.3 mL of diethylamine to 70 mL of water. Adjust with phosphoric acid

and dilute with water to 100 mL.

lissolve 600 mg of monobasic potassium phosphate and 3 mL of Solution A in 480 mL of water, and mix. Adjust with 0.2 N
xide to a pH of 4.0. While swirling, add 520 mL of acetonitrile.

solution A: 0.018 mg/mL of 2,6-dichlorophenylacetic acid in Mobile phase

solution B: 0.23 mg/mL of USP Guanfacine Hydrochloride RS in Mobile phase

d solution: 0.5 mg/mL of butylparaben in Mobile phase

n: 0.046 mg/mL of USP Guanfacine Hydrochloride RS, 3.6 pg/mL of 2,6-dichlorophenylacetic acid and 0.1 mg/mL of

n Mobile phase prepared as follows. Transfer 5.0 mL each of Standard stock solution A, Standard stock solution B and Internal
ion to a 25-mL volumetric flask and dilute with Mobile phase to volume.

dlution: Nominally 0.1 mg/mL of guanfacine in Mobile phase prepared as follows. Finely powder NLT 20 Tablets. Transfer an
ighed portion of the powder, equivalent to 10 mg of guanfacine, to a 100-mL volumetric flask. Add 50 mL of Mobile phase and
/m bath for 5 min. Cool to room temperature and dilute with Mobile phase to volume.

12 Nominally 0.04 mg/mL of guanfacine and 0.1 mg/mL of butylparaben in Mobile phase prepared as follows. Transfer 10.0
stock solution to a 25-mL volumetric flask, add 5.0 mL of Internal standard solution and dilute with Mobile phase to volume.

ic system

220 nm

im x 30-cm; packing L1
iL/min

me: 20 pL
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1dard deviation: NMT 2.0%

iple solution and Standard solution
e percentage of guanfacine (CQHQCIZNBO) in the portion of Tablets taken:

Result = (R /Ry x (C/C ) x (M_/M ) x 100
peak response ratio of guanfacine to butylparaben from the Sample solution
peak response ratio of guanfacine to butylparaben from the Standard solution

concentration of USP Guanfacine Hydrochloride RS in the Standard solution (mg/mL)

nominal concentration of guanfacine in the Sample solution (mg/mL)
molecular weight of guanfacine, 246.09

molecular weight of guanfacine hydrochloride, 282.55

eria: 90.0%—110.0%

'ESTS

ir; 500 mL
50 rpm

srmine the amount of guanfacine (C,H,CI,N,0) dissolved using the procedure in the Assay, and making any necessary

18,
LT 75% (Q) of the labeled amount of guanfacine (C,H,CI,N,0) is dissolved.

yduct complies with this test, the labeling indicates that it meets USP Dissolution Test 2.
{ hydrochloric acid; 500 mL4, deaerated, if necessary, (RB 1-Feb-2024)

50 rpm

1d 10.3 mL of diethylamine to 70 mL of water. Adjust with phosphoric acid to a pH of 2.5. Dilute to 100 mL with water.

Dissolve 662.5 mg of potassium phosphate, monobasic and 3 mL of Solution A in 530 mL of water. Adjust with 0.2 N sodium
dlution to a pH of 4.0. Add 470 mL of acetonitrile and mix.

tion: (L/500) mg/mL of guanfacine from USP Guanfacine Hydrochloride RS in Medium, where L is the label claim in
Sonicate to dissolve.
on: Pass a portion of the solution under test through a suitable filter of 0.45-um pore size, discarding the first 3 mL of the

»hic system

atography (621), System Suitability.)

/220 nm

-mm x 30-cm; 10-um packing L1

mL/min

ume: 20 pL

_T 3 times the retention time of guanfacine

ilitv
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