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‘phenylthio)-1H-benzimidazol-2-yl]-, methyl ester;
i0)-2-benzimidazolecarbamate CAS RN®: 43210-67-9; UNII: 621BVTIM36.

tains NLT 98.0% and NMT 101.0% of fenbendazole (C15H13N3028), calculated on the dried basis.

re the Sample in 30 mL of glacial acetic acid, warming if necessary to effect solution. Allow to cool, and titrate with 0.1 N
VS, determining the endpoint potentiometrically. Each mL of 0.1 N perchloric acid is equivalent to 29.94 mg of fenbendazole

wia: NLT 98.0%-101.0% on the dried basis

(281): NMT 0.3%

anol, acetic acid, and water (30:1:70)

anol, acetic acid, and water (70:1:30)

2e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 100 0
10 0 100
40 0 100
50 100 0

)l and hydrochloric acid (99:1)
'y stock solution: 0.1 mg/mL each of USP Fenbendazole RS and USP Mebendazole RS in methanol

w anlitian: N N1 mMmAa/ml ananh Af1ICD CanhanAdaznala DQ anAd 11ICD Mahandavnala DQ fram tha Cueatam cniitahilithv etnnl enlitinn in
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olution C: 0.1 mg/mL of USP Fenbendazole Related Compound B RS in methanol

n C: 0.01 mg/mL of USP Fenbendazole Related Compound B RS from Standard stock solution C in Diluent
. Dissolve 5.0 mg/mL of Fenbendazole in Diluent.

> system

aphy (621), System Suitability.)

80 nm

m x 25-cm; 5-pm packing L1

_/min

1e: 10 L

y

n suitability solution

tive retention times for mebendazole and fenbendazole are about 0.85 and 1.0, respectively.]
lirements

LT 1.5 between mebendazole and fenbendazole

dard solution A, Standard solution B, Standard solution C, and Sample solution
: percentages of fenbendazole related compound A and fenbendazole related compound B in the portion of Fenbendazole

Result = (r /r)) x (C/C ) x 100
2ak response of each related compound from the Sample solution
2ak response of the corresponding related compound from Standard solution B or Standard solution C
sncentration of the corresponding related compound in Standard solution B or Standard solution C (mg/mL)
sncentration of Fenbendazole in the Sample solution (mg/mL)
: percentage of any other impurity in the portion of Fenbendazole taken:

Result = (r,/rg) x (C/C,) x 100
2ak response of any impurity from the Sample solution

2ak response of USP Fenbendazole RS from Standard solution A

»ncentration of USP Fenbendazole RS in Standard solution A (mg/mL)

»ncentration of Fenbendazole in the Sample solution (mg/mL)

rria: See Table 2. The reporting level for impurities is 0.1%.

Table 2
Relative Acceptance
Retention Criteria,
Name Time NMT (%)
e related compound A 0.25 0.5
e related compound B 0.65 0.5
e 1.0 -
Il impurity - 0.5
es - 1
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