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)am Mesylate Injection

late Injection is a sterile solution of fenoldopam mesylate (CmeCINO3 : CH4SOS)‘ It contains 4an amount of fenoldopam

ilent to NLT 90.0% and NMT 110.0% of the labeled amount of fenoldopam (C, H, CINO,). s (usP 1-Dec-2019)

g:
1ROMATOGRAPHIC IDENTIFICATION TEST (201)

n: 1 mg/mL in methanol

. Pipet 1.0 mL of Injection into a 10-mL volumetric flask. Dilute to volume with methanol, and mix.

ne: 20 L

it system: Acetone, chloroform, acetic acid, and water (6:2:1:1)

Jre in a paper-lined chromatographic chamber, and equilibrate for about 15 min before use.

d as directed in the chapter, and then dry the plate under a current of warm air until completely dry. Place the plate into a
atographic chamber containing iodine crystals, and examine the plate.

wia: Meets the requirements. 4 (Usp 1-Dec-2019)

strum of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 5 (ysp 1-

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

g/L of monobasic sodium phosphate monohydrate and 1.88 g/L of sodium hexanesulfonate in water. Adjust with a A10% v/v

da (USP 1-Dec-2019) Solution to a pH of 2.5.
ethanol and Solution A (33:67)

of monobasic sodium phosphate monohydrate in water. Adjust with a 410% v/v phosphoric acid, (USP 1-Dec-2019) Solution

019)

n: 0.263 mg/mL of USP Fenoldopam Mesylate RS4 , (USP 1-Dec-2019) in Diluent

: ANominally 0.2 mg/mL of fenoldopam in Diluent from Injection 5 (USP 1-Dec-2019)
> system

3-2019)

25 nm. AFor Identification A, use a diode array detector in the range of 200-400 nm. , (USP 1-Dec-2019)

m x 25-cm; 45-um, (usp 1-Dec-2019) Packing L1

[ WY, Yo 1)
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lirements

iec-2019)

nA, (USP 1-Dec-2019) NMT 2.0 for the fenoldopam peak
dard deviation: NMT 2.0%

dJard solution and Sample solution

s percentage of the labeled amount of fenoldopam 4 , (USP 1-Dec-2019) (C16H1GCINO3‘A (USP 1-Dec-2019) ) in the portion of

aken:

Result = (r,/r)) x (C/C,) x (M_/M ) x 100
)eak response of fenoldopam from the Sample solution
reak response of fenoldopam from the Standard solution

:oncentration of USP Fenoldopam Mesylate RS in the Standard solution (mg/mL)

1ominal concentration of fenoldopam in the Sample solution (mg/mL)
nolecular weight of fenoldopam, 305.76

nolecular weight of fenoldopam mesylate, 401.86

wria: 90.0%-110.0%

INTS

MemasisuLrite A(if present) , (USP 1-Dec-2019)

+10.0 mL of Injection to a glass-stoppered conical flask containing 5.0 mL of 0.1 N iodine VS, and swirl to dissolve. Allow to
tly 5 min, protected from light.

tem

(541).)

tration

tion: Visual, (Usp 1-Dec-2019)

5 mL of hydrochloric acid. Titrate the excess iodine with 0.05 N sodium thiosulfate VS 4until the solution is pale yellow. , (USP

0.5 mL of starch TS4as indicator and complete the titration to a colorless endpoint. , (USP 1-Dec-2019) Perform a blank

A

using 10 mL of water, 5 usp 1-pec-2019) @nd make any necessary correction. Each milliliter of 0.05 N sodium thiosulfate is

.3763 mg of sodium metabisulfite.
'ria: NLT 0.25 mg/mL of Injection

le phase, Diluent, 4 A (USP 1-Dec-2019) Sample solution, and Chromatographic system: Proceed as directed in the Assay.

ion: 0.263 mg/mL of USP Fenoldopam Mesylate RS and 0.274 pg/mL of USP Fenoldopam Related Compound B RS in
-Dec-2019)

y

3P 1-Dec-2019) Standard solution

ltirements

* NMT 2.5 for the fenoldopam related compound B peak; 4 . (USP 1-Dec-2019) NMT 2.0 for the fenoldopam peak

dard deviation: NMT 2.0% 4for the fenoldopam related compound B and fenoldopam peaks o (USP 1-Dec-2019)
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