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461.00
sthanol, 2-butyl-4-chloro-1-[[2-(1H-tetrazol-5-yl)[1,1-biphenyl]-4-yllmethyl]-, monopotassium salt;
[p-(0-1H-tetrazol-5-ylphenyl)benzyllimidazole-5-methanol, monopotassium salt;
(2-butyl-4-chloro-5-hydroxymethyl-1H-imidazol-1-yl)methyllbiphenyl-2-yl}tetrazol-1-ide. 4 (usp 1-aug-2021) CAS RN®: 124750-
2B24A.

m contains NLT 98.5% and NMT 101.0% of losartan potassium (C CIKN,0), calculated on the anhydrous, solvent-free

22H22

nents

n time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay. 5 ysp

:sts—GeneraL (191), Chemical Identification Tests, Potassium: Meets the requirements

phosphoric acid in water
Jnitrile
>lution B and Solution A (40:60)

20l and water (40:60) 5 (ysp 1-Aug-2021)
n: 0.25 mg/mL of USP Losartan Potassium RS in ADiIuentA (USP 1-Aug-2021)

©0.25 mg/mL of Losartan Potassium in ADiIuentA (USP 1-Aug-2021)
> system

54 nm
m x 25-cm; 45-um, (usp 1-Aug-2021) Packing L1

rature: 35°
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*“NMT 1.4
dard deviation: NMT 0.5%

dJard solution and Sample solution

» percentage of losartan potassium (C CIKN60) in the portion of Losartan Potassium taken:

ZZHZZ
Result = (r,/rg) x (C/C ) x 100

2ak response 4of losartan, (USP 1-Aug-2021) from the Sample solution

2ak response 4of losartan, (USP 1-Aug-2021) from the Standard solution

>ncentration of USP Losartan Potassium RS in the Standard solution (mg/mL)

ancentration of 4Losartan Potassium in (USP 1-Aug-2021) the Sample solution (mg/mL)

ria: 98.5%-101.0% on the anhydrous, solvent-free basis

Solution B: Prepare as directed in the Assay. s (UsP 1-Aug-2021)

e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 75 25
25 10 90
35 10 90
45 75 25
50 75 25

'y solution: 0.3 mg/mL of USP Losartan Potassium RS and 2 pg/mL of triphenylmethanol in methanol

ion: 0.3 ng/mL of USP Losartan Potassium RS in methanol

on: 0.15 pg/mL of USP Losartan Potassium RS in methanol from the Standard solution (usp 1-Aug-2021)

: 0.3 mg/mL of Losartan Potassium in methanol
> system
aphy (621), System Suitability.)

20 nm

m x 25-cm; 45-um, (usp 1-Aug-2021) Packing L1

_/min

1e: 10 L

Yy

»m suitability solution, 4Standard solution, and Sensitivity solution 5 (USP 1-Aug-2021)

tive retention times for losartan and triphenylmethanol are 1.0 and 1.9, respectively.4 (USP 1-Aug-2021) |

lirements
* NMT 1.6, System suitability solution
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