on 15-Feb-2025

»f 01-Dec-2023

nographs
1CDF-4737-9125-30C6FAABCEOD_5_en-US
1003/USPNF_M54047_05_01

e Hydrochloride

H
N
~_ \H/\MH2 ——
o

ICHy

290.74
10-N-[2-(2,5-dimethoxyphenyl)-2-hydroxyethyl]-, monohydrochloride, (t)-;
ydroxy-2,5-dimethoxyphenethyl)acet amide monohydrochloride CAS RN®: 3092-17-9.

1loride contains NLT 98.0% and NMT 102.0% of midodrine hydrochloride (CnHmNzO4 - HCl), calculated on the anhydrous

peNTIFIcATION Tests (197), Infrared Spectroscopy: 197K

time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
:sTs—GEeNERAL, Chloride (191): A 10 mg/mL solution of Midodrine Hydrochloride in water meets the requirements.

of monobasic potassium phosphate. Adjust with phosphoric acid to a pH of 4.00 + 0.05.
setonitrile and Buffer (3:22)

n: 0.05 mg/mL of USP Midodrine Hydrochloride RS in Mobile phase

:0.05 mg/mL of Midodrine Hydrochloride in Mobile phase

> system

90 nm

m x 15-cm; 5-um packing L1
_/min

20 pL

y

ard solution

lirements

iency: NLT 3000 theoretical plates
= NMT 2.0

dard deviation: NMT 2.0%

dard solution and Sample solution

: percentage of C,,H,.N,O, - HCl in the portion of Midodrine Hydrochloride taken:

Result = (r /r)) x (C//C ) x 100
2ak response of midodrine from the Sample solution

sak reannnse of midadrine from the Standard solution
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N (281): NMT 0.2%. A 1-g sample is used.

bile phase: Proceed as directed in the Assay.
ion: 1.0 pg/mL of USP Midodrine Hydrochloride RS and 2.0 ug/mL of USP Midodrine Related Compound A RS in Mobile

n: 1.0 mg/mL of Midodrine Hydrochloride in Mobile phase

hic system: Proceed as directed in the Assay except for the following:

2 50 L

lity

'dard solution

guirements

12 NLT 2.0 between midodrine hydrochloride and midodrine hydrochloride related compound A

tor: NMT 2.0 for midodrine hydrochloride

andard deviation: NMT 2.0% for both midodrine hydrochloride and midodrine related compound A

ndard solution and Sample solution
he percentage of midodrine related compound A in the portion of Midodrine Hydrochloride taken:

Result = (r /r) x (C/C ) x 100
peak response of midodrine related compound A from the Sample solution
peak response of midodrine related compound A from the Standard solution

concentration of USP Midodrine Related Compound A RS in the Standard solution (mg/mL)

concentration of Midodrine Hydrochloride in the Sample solution (mg/mL)

he percentage of any individual impurity in the portion of Midodrine Hydrochloride taken:
Result = (r /ry) x (C4/C ) x 100

peak response of each impurity from the Sample solution

peak response of midodrine from the Standard solution

concentration of USP Midodrine Hydrochloride RS in the Standard solution (mg/mL)

concentration of Midodrine Hydrochloride in the Sample solution (mg/mL)

iteria: See Impurity Table 1.

Impurity Table 1
Relative Acceptance
Retention Criteria,
Name Time NMT (%)

-elated compound A2 0.8 0.2%
1ydrochloride 1 -
inspecified impurity - 0.1%
‘ities - 0.5%
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