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4530.12, (Usp 1-May-2021)
4-chlorophenyl)-1-[4-(4-fluorophenyl)-4-oxobutyl]-4-piperidinyl ester;
yl)-1-{4-(4-fluorophenyl)-4-oxobutyl]piperidin-4-yl decanoate s (usp 1-May-2021) CAS RN®: 74050-97-8; UNII: AC20PJ4101.

10ate contains NLT 97.0% and NMT 103.0% of Ahaloperidol decanoate 5 (USP 1-May-2021) (C,4,H,,CIFNO,), calculated on the

IoenTiFicaTion Tests (197), Infrared Spectroscopy: 4197A or A (USP 1-May-2021) 197M

1 time of the major peak 4, (USP 1-May-2021) Of the Sample solution corresponds to that of the Standard solution, as obtained in

19:
Tests—GeneraL (191), Chemical Identification Tests, Chloride
11 Mix 0.1 g of the sample with 0.5 g of anhydrous sodium carbonate in a porcelain crucible. Heat over open flame for 10 min.

Dissolve the residue in 5 mL of dilute nitric acid, and filter. Dilute 1 mL of the filtrate with 1 mL of water.
eria: Meets the requirements of test A4 (usp 1-May-2021)
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Time Solution A Solution B
(min) (%) (%)
0 80 20
30 40 60
35 40 60
40 80 20
45 80 20

n: 0.2 mg/mL of USP Haloperidol Decanoate RS in methanol
12 0.2 mg/mL of Haloperidol Decanoate in methanol

ic system
raphy (621), System Suitability.)

230 nm
1 x 10-cm; 3-ym packing L1
mL/min

ume: 4 (uUsp 1-May-2021) 10 HL
ity

lard solution

uirements

r: NMT 1.5

1dard deviation: NMT 40.73%, (ysp 1-May-2021)

1dard solution and Sample solution

e percentage of haloperidol decanoate (C, H, CIFNO,) in the portion of AHaloperidol Decanoate, (USP 1-May-2021) taken:
Result = (r/rg) x (C/C) x 100

ieak response from the Sample solution

ieak response from the Standard solution

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

:oncentration of Haloperidol Decanoate in the Sample solution (mg/mL)

eria: 97.0%—103.0% on the dried basis

1(281): NMT 0.1%

tion B, Mobile phase, and “Chromatographic system: (USP 1-May-2021) Proceed as directed in the Assay.

ity solution: 0.05 mg/mL each of USP Haloperidol Decanoate RS and USP Bromperidol Decanoate RS in methanol
solution: 0.2 mg/mL of USP Haloperidol Decanoate RS in methanol
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