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le Hydrochloride

H
rN

N\)':O - Hcl + H,0
‘HZO 310.56

292.55 CAS RN®: 58579-51-4; UNIl: VNS4435G39.
azolin-2(3H)-one, 6,7-dichloro-1,5-dihydro-, monohydrochloride, monohydrate;
wydroimidazo(2,1-b]-quinazolin-2(3H)-one monohydrochloride, monohydrate CAS RN®: 823178-43-4.

hloride contains NLT 98.0% and NMT 102.0% of anagrelide hydrochloride (C,H,CI,N,0 - HCI), calculated on the anhydrous

tIpenmiFicaTion Tests (197), Infrared Spectroscopy: 197K, (cN 1-Mar-2020)

time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
:sts—GEeNEerAL, Chloride(191): Meets the requirements

ed standard and sample solutions and inject within 2 h.

/L of monobasic potassium phosphate in water. Adjust with phosphoric acid to a pH of 2.5.

setonitrile and Solution A (1:3)

rile and water (1:1)

olution: 0.5 mg/mL of anagrelide hydrochloride in acetonitrile prepared as follows. Transfer USP Anagrelide Hydrochloride
ole volumetric flask, add a small amount of 2 N hydrochloric acid (3 drops per every 50 mL of the final volume) and

Jivalent to fill about 80% of the final volume. Sonicate to dissolve, and dilute with acetonitrile to volume.

n: 0.05 mg/mL of anagrelide hydrochloride in Diluent from Standard stock solution

lution: Weigh Anagrelide Hydrochloride, equivalent to 25 mg of anhydrous salt, into a 50-mL volumetric flask, add 3 drops of
ic acid and 40 mL of acetonitrile. Sonicate to dissolve, and dilute with acetonitrile to volume.

. Transfer 5 mL of Sample stock solution to a 50-mL volumetric flask, and dilute with Diluent to volume.

> system

aphy (621), System Suitability.)

54 nm

m x 15-cm; 4-ym packing L11
nL/min

1e: 20 L

y

ard solution

lirements

iency: NLT 3000 theoretical plates
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2ak response of anagrelide from the Sample solution
2ak response of anagrelide from the Standard solution

»ncentration of USP Anagrelide Hydrochloride RS in the Standard solution (mg/mL)

sncentration of Anagrelide Hydrochloride in the Sample solution (mg/mL)

ria: 98.0%-102.0% on the anhydrous basis

(281): NMT 0.1%

ed standard and sample solutions and inject within 2 h.

‘oceed as directed in the Assay.

e Diluent as described in the Assay.

vitrile and water (1:3)

olution A: 0.05 mg/mL of USP Anagrelide Related Compound A RS in Diluent A

olution B: 0.05 mg/mL of anagrelide related compound B in acetonitrile. Transfer USP Anagrelide Related Compound B RS

volumetric flask, add acetonitrile equivalent to fill about 50% of the final volume and a small amount of 2 N hydrochloric acid
)0 mL of the final volume). Sonicate to dissolve, heat in the hot water bath if necessary, and dilute with acetonitrile to volume.
olution C: 0.1 mg/mL of anagrelide hydrochloride in acetonitrile. Transfer USP _Anagrelide Hydrochloride RS into a suitable
k, add acetonitrile equivalent to fill about 80% of the final volume and a small amount of 0.12 N hydrochloric acid (1 mL per

final volume). Sonicate to dissolve, and dilute with acetonitrile to volume.

'y solution: 0.25 pg/mL of each of anagrelide related compound A and anagrelide related compound B in Mobile phase from
solution A and Standard stock solution B

n: 0.05 pg/mL of anagrelide hydrochloride in Mobile phase from Standard stock solution C

lution: Weigh Anagrelide Hydrochloride, equivalent to 25 mg of anhydrous salt, into a 50-mL volumetric flask. Add 45 mL of
nicate, and swirl the flask until the preparation turns into a cloudy liquid. Add 1 drop of 0.12 N hydrochloric acid, swirl the
iquid turns to clear, and dilute with acetonitrile to volume.

. Transfer 5 mL of Sample stock solution into a 50-mL volumetric flask, and dilute with Diluent B to volume.

> system

aphy (621), System Suitability.)

54 nm

m x 15-cm; 4-pm packing L11

amperature: 5°

nL/min

1e: 50 pL

y

am suitability solution and Standard solution
lirements

LT 2.0 between anagrelide related compound B and anagrelide related compound A, System suitability solution
iency: NLT 3000 theoretical plates, Standard solution
= NMT 2.0, Standard solution

dard deviation: NMT 10.0%, Standard solution

dard solution and Sample solution
: percentage of each impurity in the portion of Anagrelide Hydrochloride, on the anhydrous basis, taken:

Result = (r,/r) x (C/C,) x (1/F) x 100
aak response of each impurity from the Sample solution
2ak response of anagrelide from the Standard solution

»ncentration of USP Anagrelide Hydrochloride RS in the Standard solution (mg/mL)
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