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»ne Hydrochloride Injection

rchloride Injection is a sterile solution of Amiodarone Hydrochloride. It contains NLT 90.0% and NMT 110.0% of the labeled

darone hydrochloride (CstzglzNos - HCI). It may contain suitable preservatives.

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

of potassium phosphate, monobasic in water prepared as follows. To 1.36 g of potassium phosphate, monobasic in a 1-L

k add about 900 mL of water and 1 mL of triethylamine. Adjust with phosphoric acid to a pH of 6.0. Dilute with water to

setonitrile and Buffer (80:20)

rile and water (60:40)

n: 0.025 mg/mL of USP Amiodarone Hydrochloride RS in Diluent

 Nominally 0.025 mg/mL of amiodarone hydrochloride in Diluent from a suitable volume of Injection
> system

aphy (621), System Suitability.)

40 nm. For Identification B, use a diode array detector in the range of 200—-400 nm.
m x 10-cm; 5-pm packing L1

_/min

1e: 20 L

2 times the retention time of amiodarone

y

ard solution

lirements

= NMT 2.0

dard deviation: NMT 2.0%

dard solution and Sample solution

» percentage of the labeled amount of amiodarone hydrochloride (CstzelzNos -HCI) in the portion of Injection taken:

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

»ncentration of USP Amiodarone Hydrochloride RS in the Standard solution (mg/mL)

>minal concentration of amiodarone hydrochloride in the Sample solution (mg/mL)

ria: 90.0%-110.0%
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lution: Nominally 1.6 mg/mL of benzyl alcohol in isopropyl alcohol from Injection
: Nominally 0.2 mg/mL of phenol and 0.19 mg/mL of benzyl alcohol in isopropyl alcohol from the Internal standard solution

2 stock solution

L of phenol in isopropyl alcohol from the Internal standard solution
> system

aphy (621), System Suitability.)

e ionization
nm x 30-m fused silica capillary; coated with 1-um film of phase G16

t: 200°

)

trogen

1L/min

1e: 1L

Split; split ratio, 10:1

y

ard solution

lirements

dard deviation: NMT 2.0% for the peak response ratio of benzyl alcohol to phenol

dard solution and Sample solution
: percentage of the labeled amount of benzyl alcohol in the portion of Injection taken:

Result = (R /R) x (C4/C ) x 100
2ak response ratio of benzyl alcohol to phenol from the Sample solution
aak response ratio of benzyl alcohol to phenol from the Standard solution

»ncentration of USP Benzyl Alcohol RS in the Standard solution (mg/mL)

»minal concentration of benzyl alcohol in the Sample solution (mg/mL)

wria: 90.0%-110.0%

ed solutions in amber glassware.
tk solution: Nominally 5 mg/mL of amiodarone hydrochloride in water from Injection
2 solution: 88.2 pg/mL of potassium iodide in water

e solution: 10.7 g/L of 4potassium iodate , (ERR 1-Jul-2021) IN water

n: 4.41 pg/mL of potassium iodide prepared as follows. Into a suitable flask pipet 15.0 mL of Amiodarone stock solution, 1.0
drochloric acid, 1.0 mL of Potassium iodide solution, 1.0 mL of Potassium iodate solution, and 2.0 mL of water. Mix, and allow

1. Protect from light.

: Nominally 3.75 mg/mL of amiodarone hydrochloride prepared as follows. Into a suitable flask pipet 15.0 mL of Amiodarone
1.0 mL of 0.1 N hydrochloric acid, 1.0 mL of Potassium iodate solution, and 3.0 mL of water. Mix, and allow to stand for 4 h.
jht.

able flask pipet 15.0 mL of Amiodarone stock solution, 1.0 mL of 0.1 N hydrochloric acid, and 4.0 mL of water. Mix, and allow
1. Protect from light.

iditions

elength: 420 nm
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