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1zole

295.29
benzoyl-1H-benzimidazol-2-yl), methyl ester;
-benzimidazolecarbamate CAS RN®: 31431-39-7; UNII: 81G6I5V05I.

ains NLT 98.0% and NMT 102.0% of mebendazole (C, H,,N,0,), calculated on the dried basis.

: IpEnTiFicATION TESTs (197), Infrared Spectroscopy: 197K, (CN 1-Mav-2020)

time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.

/L of ammonium acetate

Jnitrile
2e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 80 20
15 70 30
20 10 90
25 10 90
26 80 20
30 80 20

rile and water (50:50)

'y solution: 50 pg/mL of USP Mebendazole RS and 2.5 pg/mL of USP Mebendazole Related Compound D RS in Diluent.
Jent using 80% of the final volume at 45°-50° for 10 min. Dilute with Diluent to final volume.

n: 0.05 mg/mL of USP Mebendazole RS in Diluent. Sonicate in Diluent using 80% of the final volume at 45°-50° for 10 min.
ent to final volume.

:0.05 mg/mL of Mebendazole in Diluent. Sonicate in Diluent using 80% of the final volume at 45°-50° for 10 min. Dilute with
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rature: 40°

nL/min

1e: 10 L

y

am suitability solution and Standard solution

tive retention times of mebendazole and mebendazole related compound D are 1.0 and 1.2, respectively.]
lirements

LT 5.0 between mebendazole and mebendazole related compound D, System suitability solution

= NMT 2.0, Standard solution

dard deviation: NMT 0.73%, Standard solution

dard solution and Sample solution

» percentage of mebendazole (C16H13N303) in the portion of Mebendazole taken:

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

»ncentration of USP Mebendazole RS in the Standard solution (mg/mL)

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

wia: 98.0%-102.0% on the dried basis

(281): NMT 0.1%

ion B, Mobile phase, Diluent, System suitability solution, Sample solution, and Chromatographic system: Prepare as
Assay.

n: 2.5 pg/mL of USP Mebendazole RS in Diluent

y

N suitability solution

ltirements
LT 5.0 between the mebendazole and mebendazole related compound D peaks
dard deviation: NMT 1.0% for the mebendazole peak and NMT 5.0% for the mebendazole related compound D peak

nle solution and Standard solution
: percentage of each impurity in the portion of Mebendazole taken:

Result = (r,/r) x (C/C,) x (1/F) x 100
2ak response of each impurity from the Sample solution
aak response of mebendazole from the Standard solution

sncentration of USP Mebendazole RS in the Standard solution (mg/mL)

»ncentration of Mebendazole in the Sample solution (mg/mL)
lative response factor (see Table 2)
ria: See Table 2. Disregard peaks less than 0.05%.

Table 2

Relative Relative Acceptance
Retention Response Criteria,
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