on 15-Feb-2025

»f 01-May-2020

nographs
3064-4C0C-86A4-78736CDD2424_2_en-US
1003/USPNF_M54040_02_01

=

-n

325.77
[1,4]benzodiazepine, 8-chloro-6-(2-fluorophenyl)-1-methyl;
ophenyl)-1-methyl-4H-imidazo[1,5-a][1,4]benzodiazepine CAS RN®: 59467-70-8; UNII: R60LOSM5BC.

1s NLT 98.5% and NMT 101.5% of C18H13CIFN3, calculated on the dried basis.

: InenmiFicaTion 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.

f ammonium acetate in water. Adjust with glacial acetic acid to a pH of 5.5+ 0.1.
>etonitrile and Buffer (1:2)

n: 0.04 mg/mL of USP Midazolam RS in Mobile phase

: 0.04 mg/mL of Midazolam in Mobile phase

> system

aphy (621), System Suitability.)

54 nm

m x 25-cm; 5-um packing L60
nL/min

25 L

y

ard solution

lirements

iency: NLT 10,000 theoretical plates
= NMT 2.0

dard deviation: NMT 2.0%

dJard solution and Sample solution

» percentage of C18H130IFN3 in the portion of Midazolam taken:

Result = (r/r) x (C,/C ) x 100
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oncentration of Midazolam in the Sample solution (mg/mL)

ria: 98.5%-101.5% on the dried basis

N (281): NMT 0.1%

phase, Standard solution, and Chromatographic system: Proceed as directed in the Assay.
ck solution: Dilute the Standard solution with Mobile phase to obtain a 0.2-ug/mL solution.
n: 0.2 mg/mL of Midazolam in Mobile phase

lity

ndard solution and Sensitivity check solution

fuirements

ficiency: NLT 10,000 theoretical plates, Standard solution

tor: NMT 2.0, Standard solution

andard deviation: NMT 2.0%, Standard solution

: The ratio of the area of the midazolam peak of the Standard solution to the area of the midazolam peak of the Sensitivity
lution should be within 160-240.

ple solution
he percentage of each impurity in the portion of Midazolam taken:

Result = (r, /F)/[Z(r /F) + 1.1 x 100
peak response of each individual impurity from the Sample solution
peak response of Midazolam from the Sample solution

relative response factor (see Impurity Table 1)

iteria: See Impurity Table 1.

Impurity Table 1
Relative Relative Acceptance
Retention Response Criteria,
Name Time Factor NMT (%)
midazolam?2 0.20 1.0 0.1
reduced midazolam® 0.24 1.0 0.1
>mpound® 0.25 0.5 0.1
dazolamd 0.46 1.3 0.1
hylene compound® 0.76 1.0 0.1
ridazolamf 0.83 0.5 0.1
im 1.0 - —
omidazolam9 1.14 1.0 0.2
arh 2.48 0.7 0.1
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