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azole

171.15
1anol, 2-methyl-5-nitro-;
idazole-1-ethanol CAS RN®: 443-48-1; UNII: 140QMO216E.

itains NLT 99.0% and NMT 101.0% of metronidazole (C6H9N303), calculated on the dried basis.

+IpenTiFicaTion TesTs (197), Infrared Spectroscopy: 197K. 4 (o 1-Mav-2020) Meets the requirements

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

ethanol and water (1:4)
n: 0.03 mg/mL of USP Metronidazole RS in Mobile phase
: 0.03 mg/mL of Metronidazole in Mobile phase

> system

19 nm

m x 15-cm; 5-um packing L7
rature: 30°

_/min

1e: 30 L

:e the retention time of metronidazole
y

ard solution

lirements

= NMT 2.0

dard deviation: NMT 2.0%

dard solution and Sample solution
: percentage of metronidazole (C,H N,0,) in the portion of Metronidazole taken:

Result = (r,/r)) x (C/C ) x 100
aak response from the Sample solution

2ak response from the Standard solution
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(281): NMT 0.1%

d Chromatographic system: Proceed as directed in the Assay. The run time is 30 min.
n: 1 pg/mL of metronidazole from USP Metronidazole RS and 2 pg/mL of tinidazole related compound A from USP

ited Compound A RS in Mobile phase

: 1.0 mg/mL of Metronidazole in Mobile phase

y

ard solution

le 1 for the relative retention times.]

ltirements

LT 2.0 between tinidazole related compound A and metronidazole

* NMT 2.0 for the metronidazole peak

dard deviation: NMT 6.0% for both tinidazole related compound A and metronidazole; six replicate injections

dard solution and Sample solution
: percentage of tinidazole related compound A in the portion of Metronidazole taken:

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

»ncentration of USP Tinidazole Related Compound A RS in the Standard solution (mg/mL)

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

: percentage of any single unspecified impurity in the portion of Metronidazole taken:
Result = (r /r)) x (C/C ) x 100

2ak response of any single unspecified impurity from the Sample solution

2ak response of metronidazole from the Standard solution

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

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

ria: See Table 1.

Table 1
Relative Acceptance
Name Retention Criteria,
Time NMT (%)
lated compound A 0.75 0.1
e 1.00 -
ispecified impurity - 0.1
es - 0.2

1),
105° for 2 h.
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