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lenebis[6-(2H-benzotriazol-2-yl)-4-(1,1,3,3-tetramethylbutyl)]-;
5-(2H-benzotriazol-2-yl)-4-(1,1,3,3-tetramethylbutyl)phenol] CAS RN®: 103597-45-1; UNII: 8NT850TOYS.

ns NLT 96.0% and NMT 102.0% of bisoctrizole (C41H50N602), calculated on the as-is basis.

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

Irofuran and 0.2% (w/v) aqueous solution of 1-pentane sulfonic acid sodium salt (60:40)

of 1-pentane sulfonic acid sodium salt, 800 mL of methanol, 200 mL of water, and 0.5 mL of phosphoric acid
of 1-pentane sulfonic acid sodium salt, 1000 mL of methanol, and 0.5 mL of phosphoric acid

2e Table 1. Return to original conditions and re-equilibrate the system.

Table 1
Time Solution A Solution B
(min) (%) (%)
0 70 30
1 70 30
11 3 97
40 3 97

y solution: 0.8 mg/mL of bisoctrizole from USP Bisoctrizole Resolution Mixture RS prepared as follows. Transfer USP

isolution Mixture RS to a suitable volumetric flask, dissolve in tetrahydrofuran, and dilute with Diluent to volume.
n: 0.8 mg/mL of USP Bisoctrizole RS prepared as follows. Transfer USP Bisoctrizole RS to a suitable volumetric flask,
ahydrofuran equivalent to 60% of the final volume, and dilute with Diluent to volume.
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rature: 40°

nL/min

1e: 10 L

y

am suitability solution and Standard solution

le 2 for the relative retention times for bisoctrizole and the bisoctrizole isomer.]
lirements

LT 1.5 between bisoctrizole and the bisoctrizole isomer, System suitability solution
dard deviation: NMT 2.0%, Standard solution

dJard solution and Sample solution

» percentage of bisoctrizole (C41H50N602) in the portion of Bisoctrizole taken:

Result = (r,/rg) x (C/C ) x 100
2ak response from the Sample solution
2ak response from the Standard solution
sncentration of USP Bisoctrizole RS in the Standard solution (mg/mL)
>ncentration of Bisoctrizole in the Sample solution (mg/mL)

ria: 96.0%-102.0% on the as-is basis

LE ReLaTED ComPoUND A AND BisocTRiZoLE ISOMER

A, Solution B, Mobile phase, System suitability solution, Sample solution, and Chromatographic system: Proceed as
Assay.

olution A: 0.65 mg/mL of USP Bisoctrizole RS in tetrahydrofuran

olution B: 0.40 mg/mL of USP Bisoctrizole Related Compound A RS in tetrahydrofuran

n: Transfer 5 mL of Standard stock solution A and 1.0 mL of Standard stock solution B to a 100-mL volumetric flask. Add 60

rofuran, and dilute with Diluent to volume.

y

n suitability solution

le 2 for the relative retention times for bisoctrizole related compound A and the bisoctrizole isomer.]
lirements

LT 1.5 between bisoctrizole and the bisoctrizole isomer

dard solution and Sample solution
: percentage of bisoctrizole related compound A in the portion of Bisoctrizole taken:

Result = (r,/rg) x (C/C,) x 100
2ak response of bisoctrizole related compound A from the Sample solution
2ak response of bisoctrizole related compound A from the Standard solution

»ncentration of USP Bisoctrizole Related Compound A RS in the Standard solution (mg/mL)

»ncentration of Bisoctrizole in the Sample solution (mg/mL)

: percentage of bisoctrizole isomer in the portion of Bisoctrizole taken:
Result = (r /r)) x (C/C ) x 100

2ak response of bisoctrizole isomer from the Sample solution

aak response of bisoctrizole from the Standard solution
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