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C,,H,,NO, - HCI 377.90

1-Propanone, 1-[2-[2-hydroxy-3-(propylamino)propoxy] phenyl]-3-phenyl-, hydrochloride;
2'-[2-Hydroxy-3-(propylamino)propoxy]-3-phenylpropiophenone hydrochloride CAS RN®: 34183-22-7; UNII: 33XCHOHOCD.

« HCI

DEFINITION

Propafenone Hydrochloride contains NLT 98.0% and NMT 102.0% of C,,H,,NO, - HC|, calculated on the dried basis.

IDENTIFICATION
Change to read:

+ A. ASpectroscopic IpenTiFicarion Tests (197), Infrared Spectroscopy: 197K A (CN 1-May-2020)

* B. Dissolve 0.5 g of Propafenone Hydrochloride in 50 mL of water with heating. Adjust with 0.1 N sodium hydroxide to a pH of 9.5-10.0: a
precipitate is formed. Cool the mixture, and filter. Add 1 mL of 6 N nitric acid and 2-3 drops of 0.1 N silver nitrate to the filtrate: a precipitate is
formed, which dissolves upon the addition of a few drops of ammonium hydroxide.

ASSAY
* PROCEDURE
Sample solution: Transfer 250 mg of Propafenone Hydrochloride to a 125-mL flask. Dissolve in 30 mL of methanol, and add 15 mL of
mercuric acetate TS.
Analysis: Titrate with 0.1 N perchloric acid VS, determining the endpoint potentiometrically. Perform a blank determination, and make any

necessary correction (see Titrimetry (541)). Each mL of 0.1 N perchloric acid is equivalent to 37.79 mg of C,,H,,NO, - HCL.

Acceptance criteria: 98.0%—102.0% on the dried basis

IMPURITIES
INorGANIC IMPURITIES
* Resipue on IeniTion (281): NMT 0.1%
ORraANIC IMPURITIES
* PROCEDURE
Solvent A: 3.42 g/L of dipotassium hydrogen phosphate trihydrate. Adjust with phosphoric acid to a pH of 2.5.
Solvent B: Acetonitrile
Mobile phase: See the gradient table below.

Time Solvent A Solvent B
(min) (%) (%)
0 65 ﬁs
8 65 D¥cument Sharing Hub
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Time Solvent A Solvent B
(min) (%) (%)

20 30 70

30 30 70

31 65 35

36 65 35

Diluent: Solvent A and Solvent B (13:7)
System suitability solution: 0.1 mg/mL of USP Propafenone Hydrochloride RS and USP Propafenone Related Compound B RS in Diluent
Standard solution: 0.007 mg/mL of USP Propafenone Hydrochloride RS in Diluent

Sample solution: T mg/mL of Propafenone Hydrochloride in Diluent
Chromatographic system
(See Chromatography (621), System Suitability.)
Mode: LC
Detector: UV 220 nm
Column: 4.6-mm x 15-cm; 5-pm packing L7
Flow rate: 1 mL/min
Injection size: 20 pL
Run time: NLT six times the retention time of propafenone
Suitability requirements
Resolution: NLT 3 between propafenone and propafenone related compound B
Relative standard deviation: NMT 5.0%
Analysis
Samples: Standard solution and Sample solution
Calculate the percentage of each impurity in the portion of Propafenone Hydrochloride taken:

Result = (r /r) x (C/C ) x 100

r, = Ppeakresponse for each impurity from the Sample solution

rg = peakresponse of propafenone from the Standard solution

CS = concentration of USP Propafenone Hydrochloride RS in the Standard solution

C, = concentration of Propafenone Hydrochloride in the Sample solution

Acceptance criteria
Individual impurities: See Impurity Table 1.

Total impurities: NMT 0.3%. [Note—Disregard any peak below 0.03%.]

Impurity Table 1
Relative Acceptance
Name Retention Criteria,
Time NMT (%)
Propafenone related compound B2 0.8 0.1
Impurity D2 23 0.1
Impurity G¢ 3.6 0.1
impurity C8 41 Documents
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