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a and Levodopa Tablets

from the Expert Committee that posted in conjunction with this accelerated revision, please click
nf.com/rb-carbidopa-levodopa-tabs-20230929.

'odopa Tablets contain NLT 90.0% and NMT 110.0% of the labeled amount of carbidopa (C1OHMN204) and levodopa

ra of the carbidopa and levodopa peaks of Sample solution A and Sample solution B, respectively, correspond to those of the
as obtained in the Assay.

times of the carbidopa and levodopa peaks of Sample solution A and Sample solution B, respectively, correspond to those of
on, as obtained in the Assay.

sontaining carbidopa or levodopa from light and maintain them at 2°—8° until they are injected. Use within 12 h.

inhydrous monobasic sodium phosphate in water, adjusted with phosphoric acid to a pH of 2.2

cohol and Buffer (5:95)

n: 125 pg/mL of USP Carbidopa RS and 125 pg/mL of USP Levodopa RS in Mobile phase

y solution: 2.5 pg/mL of USP Levodopa Related Compound B RS in Standard solution

A: Nominally 125 pg/mL of carbidopa from Tablets prepared as follows. Transfer a suitable portion of powder from Tablets
appropriate volumetric flask. Add 80% of the total flask volume of Mobile phase. Sonicate for 15 min with intermittent

with Mobile phase. Centrifuge the resulting solution and use the supernatant.

of a centrifuge speed of 3000 rpm for 5 min may be suitable.]

B: Nominally 125 pg/mL of levodopa from Sample solution A in Mobile phase
> system

80 nm. For Identification A, use a diode array detector in the range of 210-400 nm.
m x 15-cm; 5-ym packing L1

amperature: 5°

_/min

1e: 20 L

5 times the retention time of carbidopa

y

dard solution and System suitability solution

le 1 for the relative retention times.]

lirements

ILT 1.5 between levodopa related compound B and carbidopa, System suitability solution
* NMT 2.0 each for levodopa and carbidopa, Standard solution

dard deviation: NMT 1.0% each for levodopa and carbidopa, Standard solution

dard solution, Sample solution A, and Sample solution B

» percentage of the labeled amount of carbidopa (C N,0,) in the portion of Tablets taken:

‘IOH‘I4
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sncentration of USP Carbidopa RS in the Standard solution (ug/mL)

>minal concentration of carbidopa in Sample solution A (ug/mL)

: percentage of the labeled amount of levodopa (CgHHNO4) in the portion of Tablets taken:

Result = (r,/r)) x (C/C ) x 100
2ak response of levodopa from Sample solution B
2ak response of levodopa from the Standard solution
»ncentration of USP Levodopa RS in the Standard solution (pg/mL)

»minal concentration of levodopa in Sample solution B (ug/mL)

ria: 90.0%-110.0% of the labeled amount of carbidopa; 90.0%—110.0% of the labeled amount of levodopa

ESTS

1 hydrochloric acid; 750 mL
0rpm

/L of sodium 1-decanesulfonate in water

11.0 g/L of monobasic sodium phosphate in solution, prepared as follows. Transfer a sufficient quantity of monobasic
;phate into a container, and dissolve in water, using 95% of the total volume. Add 0.13% of the total volume of Diluent, and

hosphoric acid to a pH of 2.8. Transfer to a suitable volumetric flask, and dilute with water to volume.
ion: (L7/750) mg/mL of USP Levodopa RS and (L2/750) mg/mL of USP Carbidopa RS in Medium, where L, and L, are the

of levodopa and carbidopa, respectively, in mg/Tablet
n: A filtered portion of the solution under test

hic system

tography (621), System Suitability.)

280 nm

mm x 30-cm; 10-pym packing L1

nL/min

mme: 20 pL

T 2 times the retention time for carbidopa

lity

'dard solution

lative retention times for levodopa and carbidopa are 0.4 and 1.0, respectively.]
guirements

12 NLT 6 between levodopa and carbidopa

andard deviation: NMT 2.0% for levodopa; NMT 2.0% for carbidopa

ndard solution and Sample solution

he percentage of the labeled amount of carbidopa (C10H14N204) and levodopa (C9H11N04) dissolved:

Result = (r,/ry) x C;x Vx (1/L) x 100
peak response of carbidopa or levodopa from the Sample solution
peak response of carbidopa or levodopa from the Standard solution

concentration of USP Carbidopa RS or USP Levodopa RS in the Standard solution (mg/mL)
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