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iptine Mesylate Capsules

sylate Capsules contain bromocriptine mesylate (C,,H, BrN_O, - CH,SO,) equivalent to NLT 90.0% and NMT 110.0% of the

of bromocriptine (C_,H, BrN.O,).

spot of the Sample solution corresponds, in RF value and color, to that of the Standard solution, as obtained in the test for

:dure without exposure to daylight and with minimum exposure to artificial light.

. of ammonium carbonate in water

>etonitrile and Buffer (3:2)

n: 1.0 mg/mL of bromocriptine from USP Bromocriptine Mesylate RS in dehydrated alcohol. Sonicate as needed.

© 1.0 mg/mL of bromocriptine in methanol, prepared as follows. Remove, as completely as possible, the contents of NLT 10
jh and determine the average weight per Capsule. Mix the combined contents, and transfer a weighed quantity of the powder,
valent to 50 mg of bromocriptine, to a 50-mL volumetric flask. Add 30 mL of dehydrated alcohol, and shake for 15 min. Dilute
d alcohol to volume, mix, and filter. Use this solution without delay.

> system

aphy (621), System Suitability.)

00 nm

x 25-cm; packing L7

_/min

1e: 20 L

y

ard solution

lirements

iency: NLT 1000 theoretical plates
= NMT 2.0

dard deviation: NMT 2.0%

dard solution and Sample solution

s percentage of the labeled amount bromocriptine (C,,H, BrN_0,) in the portion of Capsules taken:

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

»ncentration of bromocriptine, from USP Bromocriptine Mesylate RS, in the Standard solution (mg/mL)

»minal concentration of bromocriptine in the Sample solution (mg/mL)
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n: USP Bromocriptine Mesylate RS in Medium, at a concentration similar to the Sample solution. [Note—A volume of alcohol

3% of the total volume of the Standard solution may be used to bring the Standard into solution before dilution with Medium.]
 Sample per Dissolution (711), passed through a glass-fiber filter.

iditions

e Spectroscopy (853).)

retry
velength: 315 nm
relength: 445 nm

dJard solution and Sample solution

iercentage of the labeled amount of bromocriptine (C32HAOBrN505) dissolved.

75% (Q) of the labeled amount of bromocriptine (C,,H, BrN0,) is dissolved.

6E Units (905): AMeet the requirements 4 (CN 1-Aug-2023)

ntent uniformity

ns from light.

ve 1.0 g of tartaric acid in 500 mL of water, add 500 mL of methanol, and mix.
ion: 0.04 mg/mL of USP Bromocriptine Mesylate RS in Diluent

n: Transfer the contents of 1 Capsule into a 25-mL volumetric flask. Add 15 mL of Diluent, and shake by mechanical means
iilute with Diluent to volume, and mix. Filter, and dilute 10.0 mL of the clear filtrate with Diluent to 50.0 mL.

onditions

let-Visible Spectroscopy (857).)

wvelength: Maximum absorbance (about 306 nm)

ndard solution, Sample solution, and Blank

he percentage of the labeled amount of bromocriptine (C32H4OBrN505) in the Capsule taken:

Result = (A /A) x (C/C ) x (M_/M ) x 100
- absorbance of the Sample solution
- absorbance of the Standard solution

- concentration of USP Bromocriptine Mesylate RS in the Standard solution (mg/mL)

:nominal concentration of bromocriptine in the Sample solution (mg/mL)
- molecular weight of bromocriptine, 654.59

- molecular weight of bromocriptine mesylate, 750.70

1-2023)

vithout exposure to daylight and with minimum exposure to artificial light. Perform the test rapidly, preparing and spotting the
last.
olution: 2.3 mg/mL of USP Bromocriptine Mesylate RS in methanol, equivalent to 2 mg/mL of bromocriptine

n1: 0.06 mg/mL (3.0%) of bromocriptine in methanol, from Standard stock solution
n2: 0.04 mg/mL (2.0%) of bromocriptine in methanol, from Standard stock solution
n 3: 0.02 mg/mL (1.0%) of bromocriptine in methanol, from Standard stock solution

nA: N N1 ma/ml (N BN%Y Af hramArcrintina in mathannl fram Qtandard ctnank enlitinn
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