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114.17
one, 1,3-dihydro-1-methyl-;
-2-thiol CAS RN®: 60-56-0; UNII: 554Z48XN5E.

ains NLT 98.0% and NMT 101.0% of methimazole (C4H6st)' calculated on the dried basis.

penTiFicATioN Tests (197), Infrared Spectroscopy: 197K

of Methimazole
re the Sample in 75 mL of water. Add 15.0 mL of 0.1 N sodium hydroxide VS, mix, and add, with stirring, 30 mL of 0.1 N silver
le the titration with 0.1 N sodium hydroxide VS, determining the endpoint potentiometrically. Each milliliter of 0.1 N sodium

luivalent to 11.42 mg of methimazole (C,H,N,S).
rria: 98.0%-101.0% on the dried basis

(281): NMT 0.1%
g.

of Methimazole

wia: NMT 30 ppmy (usP 1-May-2022)

n: 0.01 mg/mL each of USP Methimazole RS, USP Methimazole Related Compound A RS, 1-methylimidazole, and USP
‘elated Compound C RS in chloroform

10 mg/mL of Methimazole in chloroform
> system

e ionization
x 0.25-mm; coated with a 0.5-pym film of phase G27

t: 150°
3
Table 1.
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Hold Time at
Initial Temperature Final Final
lTemperature Ramp Temperature Temperature
) (*/min) ) (min)
100 30 250 15
slium
nL/min
1e: 1L
Split, split ratio 3:20
y
ard solution
lirements

LT 1.5 between methimazole related compound A and 1-methylimidazole

dard solution and Sample solution
: percentage of methimazole related compound A, 1-methylimidazole, and methimazole related compound C in the portion of
dle taken:

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 the Standard solution
»ncentration of the corresponding related compound in the Standard solution (mg/mL)
»ncentration of Methimazole in the Sample solution (mg/mL)
: percentage of any other individual impurity in the portion of Methimazole taken:
Result = (r,/rg) x (C/C,) x 100
2ak response of each impurity from the Sample solution
aak response of methimazole from the Standard solution

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

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

wia: See Table 2. AThe reporting threshold is 5 (USP 1-May-2022) 0-02%.

Table 2
Relative Acceptance

Retention Criteria,

Time NMT (%)
related compound A 0.3 0.1
azole 0.4 0.1
related compound C 0.7 0.1
1.0 -
ividual impurity - 0.1
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