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6
, 5-bromo-N-(4,5-dihydro-1H-imidazol-2-yl)-, [R-(R*,R*)]-2,3-dihydroxybutanedioate (1:1);

azolin-2-ylamino)quinoxaline L-tartrate (1:1). CAS RN®: 70359-46-5.

te contains NLT 98.0% and NMT 102.0% of brimonidine tartrate (CHHwBrN5 : C4H606), calculated on the dried basis.

IpenTiFicaTion Tests (197), Infrared Spectroscopy: 197A, 197K, or 197M. 4 (CN 1-May-2020)

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

ns containing brimonidine tartrate from light.
a 1-L volumetric flask, dissolve 2.6 g of sodium 1-heptanesulfonate in 310 mL of methanol, add 2.5 mL of triethylamine and
al acetic acid, and dilute with water to volume.

n: 1.3 mg/mL of USP Brimonidine Tartrate RS in water
: 1.3 mg/mL of Brimonidine Tartrate in water

> system

aphy (621), System Suitability.)

64 nm

m x 25-cm; 5-pm packing L1
rature: 30°

_/min

1e: 20 L

y

ard solution

lirements

“NMT 1.5

dard deviation: NMT 0.73%

dard solution and Sample solution

» percentage of brimonidine tartrate (C BrN, - CAHGOG) in the portion of Brimonidine Tartrate taken:

11H10
Result = (r,/rg) x (C/C ) x 100

2ak response from the Sample solution
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(281): NMT 0.3%

ns containing brimonidine tartrate and related substances from light.
‘oceed as directed in the Assay.
'y solution: 1.3 mg/mL of USP Brimonidine Tartrate RS and 1.3 pg/mL of USP Brimonidine Related Compound E RS in water

on: 0.65 pg/mL of USP Brimonidine Tartrate RS in water

n: 1.3 pg/mL of USP Brimonidine Tartrate RS in water

: 1.3 mg/mL of Brimonidine Tartrate in water

> system: Proceed as directed in the Assay, except for the Run time.

3 times the retention time of brimonidine

y

am suitability solution and Sensitivity solution

tive retention times for brimonidine related compound E and brimonidine are about 0.93 and 1.00, respectively.]
lirements

LT 1.5 between brimonidine related compound E and brimonidine, System suitability solution

ise ratio: NLT 10, Sensitivity solution

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

Result = (r /r)) x (C/C ) x 100
2ak response of each individual impurity from the Sample solution
2ak response of brimonidine from the Standard solution

»ncentration of USP Brimonidine Tartrate RS in the Standard solution (mg/mL)

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

ria: See Table 1. Disregard the tartrate peak at a relative retention time of 0.09. The reporting threshold is 0.05%.

Table 1
Relative Acceptance
Retention Criteria,
Name Time NMT (%)
monidine2 0.86 0.1
1.00 -
I
0.1
es - 0.3
in-6-yl)imidazolidin-2-imine.
7818S), Procedures, Specific Rotation
10 mg/mL in water
ria: +9.0° to +10.5°
i),
at 105° for 3 h.
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