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'one Tablets

its contain an amount of dronedarone hydrochloride equivalent to NLT 95.0% and NMT 105.0% of the labeled amount of

e base (C, H,,N,0.S).

time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
ption spectra of the dronedarone peak in the Sample solution exhibit maxima and minima at the same wavelengths as those
ng peak of the Standard solution, as obtained in the Assay.

2.0 mL of triethylamine with 1 L of water and adjust with phosphoric acid to a pH of 3.0.
>etonitrile and Buffer (50:50)
'y stock solution: 0.2 mg/mL each of USP Dronedarone Hydrochloride RS and USP Dronedarone Related Compound A RS in

'y solution: 0.01 mg/mL each of USP Dronedarone Hydrochloride RS and USP Dronedarone Related Compound A RS in

rom the System suitability stock solution
olution: 2.13 mg/mL of USP Dronedarone Hydrochloride RS in methanol

n: 0.11 mg/mL of USP Dronedarone Hydrochloride RS in Mobile phase from the Standard stock solution

lution: Nominally equivalent to 4 mg/mL of dronedarone in methanol prepared as follows. Dissolve and dilute in methanol to
ount equivalent to 400 mg of dronedarone from NLT 20 finely powdered Tablets, taken in a 100-mL volumetric flask. Sonicate
1and allow to settle at room temperature.

: Nominally equivalent to 0.1 mg/mL of dronedarone in Mobile phase from the Sample stock solution. Pass through a suitable
n pore size and discard the first 3 mL of the filtrate.

> system

aphy (621), System Suitability.)

'8 nm

1 test B: UV diode array

m x 25-cm; 5-uym packing L10

nL/min

1e: 20 L

2.15 times the retention time of dronedarone

y

n suitability solution

tive retention times for dronedarone related compound A and dronedarone are 0.7 and 1.0, respectively.]
lirements

LT 8 between dronedarone and dronedarone related compound A
2 0.8-2.1 for dronedarone

dard deviation: NMT 1.5%, for dronedarone

dard solution and Sample solution

» percentage of the labeled amount of dronedarone free base (CB1H44NZOSS) in the portion of Tablets taken:


https://store.usp.org/product/1228530
https://store.usp.org/product/1228541
https://store.usp.org/product/1228530
https://store.usp.org/product/1228541
https://store.usp.org/product/1228530
https://store.usp.org/product/1228530
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12
https://online.uspnf.com/uspnf/current-document/1_GUID-6C3DF8B8-D12E-4253-A0E7-6855670CDB7B_9_en-US#C621S12

https://trungtamthuoc.com/

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

1ominal concentration of dronedarone in the Sample solution (mg/mL)
nolecular weight of dronedarone free base, 556.76

nolecular weight of dronedarone hydrochloride, 593.22
ria: 95.0%-105.0%

ESTS

I/L of monobasic potassium phosphate in water. Adjust with 0.1 M hydrochloric acid or 0.1 M sodium hydroxide as needed to
00 mL

rpm, with sinker ring

) min

n: 0.43 mg/mL of USP Dronedarone Hydrochloride RS prepared as follows. Dissolve a suitable amount of USP Dronedarone
RS in 2% of the total volume of methanol and dilute with Medium to volume.

. Pass a portion of sample under test through a suitable filter.
iditions
elength: UV 288 nm

dard solution and Sample solution
: percentage of the labeled amount of dronedarone dissolved:

Result = (A /A) x C x Vx (1/L) x (M_/M_) x 100
ibsorbance from the Sample solution
ibsorbance from the Standard solution

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

'olume of Medium, 1000 mL
abel claim (mg/Tablet)

nolecular weight of dronedarone free base, 556.76

nolecular weight of dronedarone hydrochloride, 593.22

-60.0% 4, (ERR 1-Jun-2019) Of the labeled amount of dronedarone free base (C N,0.S) is dissolved.

31H44

1% (Q) of the labeled amount of dronedarone free base (C,,H,,N,0.S) is dissolved.

6t Units (905): Meet the requirements

1ase, and System suitability stock solution: Proceed as directed in the Assay.

y solution: 0.01 mg/mL each of USP Dronedarone Hydrochloride RS and USP Dronedarone Related Compound A RS

llows. To a suitable amount of System suitability stock solution, add 20% of the total volume of methanol and dilute with

5 volume.

olution: 0.4 mg/mL of USP Dronedarone Hydrochloride RS in methanol

n: 0.002 mg/mL of USP Dronedarone Hydrochloride RS prepared as follows. To a suitable amount of Standard stock solution,

: total volume of methanol and dilute with Mobile phase to volume.
on: 0.0005 mg/mL of USP Dronedarone Hydrochloride RS prepared as follows. To a suitable amount of the Standard
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> system
aphy (621), System Suitability.)

46 nm

m x 25-cm; 5-uym packing L10

nL/min

1e: 20 L

3.6 times the retention time of dronedarone

y

>m suitability solution and Sensitivity solution

tive retention times for dronedarone related compound A and dronedarone are 0.7 and 1.0, respectively.]
lirements

LT 8 between dronedarone and dronedarone related compound A, System suitability solution
ise ratio: NLT 10, Sensitivity solution

dard solution and Sample solution
: percentage of each impurity in the portion of Tablets taken:

(rU/rs) x (CS/CU) x(M_/M_) x 100
yeak response of each impurity from the Sample solution
yeak response of dronedarone from the Standard solution

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

1ominal concentration of dronedarone in the Sample solution (mg/mL)
nolecular weight of dronedarone free base, 556.76
nolecular weight of dronedarone hydrochloride, 593.22

rria: Disregard peaks less than 0.05%.
d impurity: NMT 0.20%
s: NMT 0.4%

UIREMENTS

raGe: Store at controlled room temperature.
aNDARDS (11)

rochloride RS

ited Compound A RS

3-(butylamino)propoxy]benzoyl}benzofuran-5-yl)methanesulfonamide.
500.65

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

opic/Question Contact Expert Committee

TABLETS Documentary Standards Support SM22020 Small Molecules 2

:abase Information: Chromatographic Database

red In:
volume No. PF 41(2)
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