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methanol, 4-[2-amino-6-(cyclopropyl amino)-9H-purin-9-yl]-, (1S-cis)-, sulfate (salt) (2:1);

-6-(cyclopropylamino)-9H-purin-9-yl]-2-cyclopentene-1-methanol sulfate (salt) (2:1) CAS RN®: 188062-50-2; UNII:

ontains NLT 97.0% and NMT 102.0% of (C14H18N60)2 “H,S0,, calculated on the anhydrous and solvent-free basis.

tIpenmiFicaTion Tests (197), Infrared Spectroscopy: 197K, (cN 1-Mar-2020)

time of the major peak of the Sample solution corresponds to that of the System suitability solution, obtained as directed in
> Impurities, Procedure 2.

:sTs—GENERAL, Sulfate (191)

-5 mg/mL

>etonitrile, phosphoric acid, and water (20:1:180)
n: 0.04 mg/mL of USP Abacavir Sulfate RS in water
: 0.04 mg/mL of Abacavir Sulfate in water

> system

54 nm

m x 5-cm; 5-um packing L1
rature: 30°

_/min

20 pL

y

ard solution

lirements

dard deviation: NMT 1.5%

dard solution and Sample solution

» percentage of (C. H._N

a1 60)2 “H,S0, in the portion of Abacavir Sulfate taken:

Result = (r,/r) x (C,/C ) x 100
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ria: 97.0%-102.0% on the anhydrous and solvent-free basis

N (281): NMT 0.2%

ATED COMPOUNDS

fluoroacetic acid and water (0.05:99.95)
thanol and water (17:3)

See the gradient table below.

Time Solution A Solution B
(min) (%) (%)
0 95 5
20 70 30
35 10 90
35.1 95 5
50 95 5

llity solution: 0.25 mg/mL of USP Abacavir Related Compounds Mixture RS in water
n: 0.25 mg/mL of Abacavir Sulfate in water

hic system

tography (621), System Suitability.)

254 nm

mm x 15-cm; 5-um packing L1

)erature: 30°

nL/min

1220 pL

ity

em suitability solution

guirements

12 NLT 1.5 between abacavir and trans-abacavir

ple solution
he percentage of each impurity in the portion of Abacavir Sulfate taken:

Result = (r /r;) x 100
peak area of each impurity from the Sample solution
sum of the areas of all the peaks from the Sample solution
iteria

purities: See Impurity Table 1.
ies: NMT 0.8%

Impurity Table 1
Relative Acceptance
Name Retention Criteria,
Time NMT (%)
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