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» Hydrochloride

+ HCI

4427.93, (usp 1-May-2021)
3-carboxylic acid, 3-methyl-4-oxo-2- phenyl-, 2-(1-piperidinyl)ethyl ester, hydrochloride;
-A (USP 1-May-2021) 3-methyl-4-oxo-2-phenyl-4H-1-benzopyran-8-carboxylate hydrochloride;
athyl 3-methyl-4-oxo-2-phenyl-4H-chromene-8-carboxylate hydrochloride (USP 1-May-2021) CAS RN®: 3717-88-2; UNII:

loride contains NLT 98.0% and NMT 102.0% of 4flavoxate hydrochloride , (USP 1-May-2021) (C,,H,sNO, - HCI), calculated on

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

:sts—GeNeraL (191), Chemical Identification Tests, Chloride

n: 10 mg/mL of Flavoxate Hydrochloride in water
rria: Meets the requirements 4 (ysp 1-May-2021)

ire of 1.0 g of “sodium 1-hexanesulfonate , (USP 1-May-2021) in 650 mL of water, 1 mL of triethylamine, and 1.0 mL of
d

3d 350 mL of acetonitrile to Solution A.
n: 50 pg/mL of USP Flavoxate Hydrochloride RS in Mobile phase

. 50 pg/mL of Flavoxate Hydrochloride in Mobile phase

> system
aphy (621), System Suitability.)

93 nm
m x 15-cm; 5-ym packing L1
_/min

Ime:, (Usp 1-May-2021) 20 HL

T 1.5 times the retention time of flavoxate s (usp 1-May-2021)
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2 ANMT 1.5, (Usp 1-May-2021)

dard deviation: AN MT 0'73%A (USP 1-May-2021)

dard solution and Sample solution

s percentage of Aflavoxate hydrochloride, (UsP 1-May-2021) (C,,H,.NO, - HCI) in the portion of Flavoxate Hydrochloride taken:

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

2ak response from the Standard solution

’ncentration of USP Flavoxate Hydrochloride RS in the Standard solution® (ug/mL) o (USP 1-May-2021)

A (USP 1-May-2021) concentration of Flavoxate Hydrochloride in the Sample solution Aug/mL) 4 (USP 1-May-2021)

ria: 98.0%-102.0% on the dried basis

(281): NMT 0.1%

ransfer 0.5 mL of trifluoroacetic acid to a 1-L volumetric flask containing about 50% of the flask volume of water. Dilute with

IMe. A (USP 1-May-2021)
atonitrile
ransfer 40 mL of Solution A to a 100-mL volumetric flask and dilute with water to the mark. Sonicate for about 5 min. 5 (ygp 1

See ATable 1.

Table 1, (usp 1-May-2021)

Time Solution A Solution B
(min) (%) (%)
0 68 32
15 68 32
25 20 80
35 20 80
36 68 32
41 68 32

nol and 4Solution C (50:50) 4 (usp 1-May-2021)

t solution 1: 2 mg/mL of USP Flavoxate Hydrochloride RS in Diluent
t solution 2: 0.05 mg/mL of USP Flavoxate Related Compound A RS in Diluent
t solution 3: 0.05 mg/mL of USP Flavoxate Related Compound B RS in methanol

t solution 4: 0.05 mg/mL of USP Flavoxate Related Compound C RS prepared as follows. Dissolve USP Flavoxate Related
1 RS first in 410% of the flask volume of methanol and then in 10% of the flask volume of Solution C., (USP 1-May-2021) Dilute
‘0 volume.

lution: 0.5 pg/mL of USP Flavoxate Hydrochloride RS from Standard stock solution 1 in Diluent 5 (ysp 1-May-2021)
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