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chloro-4-(2-methylene-1-oxobutyl)phenoxyl-, sodium salt;
ro-4-(2-methylenebutyryl)phenoxylacetate CAS RN®: 6500-81-8; UNII: K4TMYV7MPM.

m for Injection is a sterile, freeze-dried powder prepared by the neutralization of Ethacrynic Acid with the aid of Sodium
1tains an amount of ethacrynate sodium equivalent to NLT 90.0% and NMT 110.0% of the labeled amount of ethacrynic acid

+ IenTiFicaTion Tests (197), Ultraviolet-Visible Spectroscopy: 197U 4 (cN 1-Mav-2020)

I methanol prepared by adding 9 mL of hydrochloric acid to 100 mL of methanol
: 50 pg/mL in Diluent
rria: Meets the requirements

L of triethylamine and about 900 mL of water in a 1-L volumetric flask. Adjust with phosphoric acid to a pH of 6.8 + 0.1, and
er to volume.

rile and water (20:30)

>etonitrile and Buffer (400:600)

n: 0.5 mg/mL of USP Ethacrynic Acid RS in Diluent

lution: Nominally equivalent to 2.5 mg/mL of ethacrynic acid from a suitable number of containers of Ethacrynate Sodium

epared as follows. Combine the contents of a suitable number of containers of Ethacrynate Sodium for Injection, equivalent
1g of ethacrynic acid, in a 200-mL volumetric flask. Add 5 mL of Diluent to each container, mix to dissolve the contents, and
'sulting solutions in the volumetric flask taken. Rinse each container with two additional 5-mL portions of Diluent, add the
solution in the volumetric flask, and dilute with Diluent to volume.

: 0.5 mg/mL of ethacrynic acid in Diluent from Sample stock solution

> system

aphy (621), System Suitability.)

54 nm

m x 30-cm; packing L1
_/min

1e: 10 L
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: percentage of the labeled amount of ethacrynic acid (C13H1ZCI204) in the portion of Ethacrynate Sodium for Injection taken:

Result = (r,/r)) x (C/C ) x 100
aak response from the Sample solution
2ak response from the Standard solution

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

»minal concentration of ethacrynic acid in the Sample solution (mg/mL)
wria: 90.0%-110.0%

ESTS
«6e Units (905): Meets the requirements

: Equivalent to 1 mg/mL of ethacrynic acid in Sterile Water for Injection
ria: 5.0-7.0

[): Meets the requirements

ns Test (85): NMT 5.0 USP Endotoxin Units/mg of ethacrynate sodium

‘ons.

UIREMENTS
RrAGE: Packaging and Storage Requirements (659), Injection Packaging, Packaging_for constitution .
to indicate that it was prepared by freeze-drying, having been filled into its container in the form of a true solution.

aNDARDS (11)
S

'lease check for your question in the FAQs before contacting USP.

opic/Question Contact Expert Committee

50DIUM FOR INJECTION Documentary Standards Support SM22020 Small Molecules 2

:abase Information: Chromatographic Database

red In:
volume No. 45(4)
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