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4-chlorophenyl)-4-hydroxy-1-piperidinyl]-1-(4-fluorophenyl)-;

yl)-4-hydroxypiperidino]-4-fluorobutyrophenone;

enyl)-4-hydroxypiperidin-1-yl]-1-(4-fluorophenyl)butan-1-one. 5 (usp 1-May-2021) CAS RN®: 52-86-8; UNII: J6292F8L3D.

ins NLT 98.0% and NMT 102.0% of haloperidol (C,,H,,CIFNO,), calculated on the dried basis.

1 time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the test for Organic

s containing haloperidol from light.
J/L of monobasic potassium phosphate in water. Adjust with phosphoric acid to a pH of 4.0.

1anol
iee Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 45 55
6 45 55
12 25 75
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ity solution: 0.2 mg/mL of USP Haloperidol RS and 0.02 mg/mL of USP Haloperidol Related Compound B RS in Diluent
n: 0.2 mg/mL of USP Haloperidol RS in Diluent

12 0.2 mg/mL of Haloperidol in Diluent

ic system

agraphy (621), System Suitability.)

247 nm

am x 15-cm; 5-um packing L1

mL/min

me: 10 pL

ty

‘em suitability solution and Standard solution

itive retention times for haloperidol related compound B and haloperidol are 0.85 and 1.0, respectively.]
uirements

NLT 1.5 between the haloperidol related compound B and haloperidol peaks, System suitability solution
r: NMT 2.0, Standard solution

1dard deviation: NMT 0.73%, Standard solution

1dard solution and Sample solution

e percentage of haloperidol (C CIFNOZ) in the portion of Haloperidol taken:

21 H23
Result = (r/r)) x (C/C,) x 100

ieak response of haloperidol from the Sample solution

ieak response of haloperidol from the Standard solution

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

oncentration of Haloperidol in the Sample solution (mg/mL)a (usp 1-May-2021)

eria: 98.0%—102.0% on the dried basis

1(281): NMT 0.1%

ons immediately before use, and protect 4solutions containing haloperidol . (USP 1-May-2021) from light.

/L of tetrabutylammonium hydrogen sulfate&in water, (USP 1-May-2021)

onitrile
‘e ATable 2.
Table 2, (ysp 1-May-2021)
Time Solution A Solution B
(min) (%) (%)
0 90 10
2 90 10
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