
Propafenone is a sodium channel blocker used to treat irregular heart 
rhythm. This analysis of the formulated drug resolves the known 
impurities and degradation products.
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Propafene and Related Substances

Column:  Thermo Scientific™ Acclaim™ PA C16, 
 5 µm, 4.6 × 150 mm
Pump:  Thermo Scientific™ Dionex™ 
 Summit P680A LPG
Mobile Phase:  (A) 0.010 M ammonium acetate, adj. 
 to pH 2.4 with phosphoric acid
 (B) Methanol
Flow:  1.0 mL/min

Gradient Times:  0 5 10 15 30 33
 %A: 80 50 40 30 5 80
 %B: 20 50 60 70 95 20

Temperature: TCC100 thermostat at 25 °C
Injection: ASI-100 autosampler; 20 µL
Detector:  UVD 340U; UV at 249 nm
Sample: (A) “Resolution” test mix
 (B) Formulation

Peaks: 1. Propafenone 10 µg/mL
 2. Epoxyefenone 22
 3. Chlorohydrine 82
 4. Tertiary amine 44
 5. HBAH 34
 6. Dimer 34

Sample Preparation:
Weigh accurately about 230 mg of sample in 
100 mL standard volumetric flask. Add 60 mL of 
methanol and sonicate for 20–25 min and dilute 
up to the mark with methanol. Centrifuge the 
above solution for 2–3 min and further dilute 
1 mL of clear supernatant solution to 25 mL with 
diluent. Diluent is mobile phases A:B 40:60.

Data courtesy of: V. Bhate of Analytical Solutions
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