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n Tablets

contains an amount of Alosetron Hydrochloride equivalent to NLT 90.0% and NMT 110.0% of the labeled amount of alosetron

cIpenTiFicaTion Tests (197), Ultraviolet-Visible Spectroscopy: 197U, (cN 1-Mav-2020)  [NoTE=The UV spectra of the major peaks

tion and the Standard solution as obtained in the Assay may also be used to meet the Acceptance criteria.]
olution: 0.115 mg/mL of USP Alosetron Hydrochloride RS in water
n: 2.3 pg/mL of USP Alosetron Hydrochloride RS in water, from the Standard stock solution

. Transfer a number of Tablets, nominally equivalent to 1 mg of alosetron, to a 250-mL volumetric flask. Fill the flask to about
er and shake for 30 min. Dilute with water to volume, mix, and pass through a PVDF filter or other suitable filter of 0.45-um
arding at least 15 mL of the filtrate.

le: 200-400 nm

rria: The spectrum of the Sample solution exhibits maxima and minima at the same wavelengths as those of the Standard
ymitantly measured.

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

t solutions containing alosetron hydrochloride from light.

l1onobasic sodium phosphate. Adjust with phosphoric acid to a pH of 3.0.

Iffer and acetonitrile (80:20)

L of phosphoric acid with 1000 mL of water.

olution: 0.115 mg/mL of USP Alosetron Hydrochloride RS in Diluent

n: 0.0115 mg/mL of USP Alosetron Hydrochloride RS in Diluent, from the Standard stock solution

: Nominally 0.01 mg/mL of alosetron prepared as follows. Transfer 10 Tablets to a suitable volumetric flask. Fill the flask to
th Diluent, shake for 10 min, and then sonicate for another 10 min. Dilute with Diluent to volume, mix, let the solids settle, and
| PVDF filter or other suitable filter of 0.45-um pore size, discarding at least 6 mL of the filtrate.

> system

graphy (621), System Suitability.)

20 nm. For Identification A, use a diode array detector in the range of 200-400 nm.
m x 7.5-cm; 3-pm packing L1

nL/min

1e: 15 L

amperature: 5°

y

ard solution

lirements

= NMT 2.0
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reak response from the Sample solution
yeak response from the Standard solution

:oncentration of USP Alosetron Hydrochloride RS in the Standard solution (mg/mL)

1ominal concentration of alosetron in the Sample solution (mg/mL)
nolecular weight of alosetron, 294.36

nolecular weight of alosetron hydrochloride, 330.82
wria: 90.0%-110.0%

ESTS

sontaining alosetron hydrochloride from light.
deaerated); 500 mL
rpm

‘epare as directed in the Assay.

. Pass a portion of the solution under test through a PVDF filter or other suitable filter of 0.45-um pore size, discarding at
the filtrate.

olution: 0.115 mg/mL of USP Alosetron Hydrochloride RS in Medium

n: 2.3 uyg/mL of USP Alosetron Hydrochloride RS in water, from the Standard stock solution. Further dilute with Medium, if

yncentration that is similar to that of the Sample solution.

> system: Proceed as directed in the Assay, except for Injection volume.
1e: 75 uL

y

ard solution

lirements

= NMT 2.0

dard deviation: NMT 3.0%

nle solution and Standard solution

» percentage of the labeled amount of alosetron (C17H18N40) dissolved:

Result = (r,/r)) x (C/L) x V x (M_/M ) x 100
yeak response of alosetron from the Sample solution
yeak response of alosetron from the Standard solution

:oncentration of USP Alosetron Hydrochloride RS in the Standard solution (mg/mL)

abeled amount of alosetron (mg/Tablet)
'olume of Medium, 500 mL

nolecular weight of alosetron, 294.36
nolecular weight of alosetron hydrochloride, 330.82

80% (Q) of the labeled amount of alosetron (C N,O) is dissolved.

17H18

«6e Units (905): Meet the requirements

:ontaining alosetron hydrochloride from light.

18 directed in the Assav
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