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Tablets

ontain Abacavir Sulfate equivalent to NLT 90.0% and NMT 110.0% of the labeled amount of abacavir (C, H._.N_O

14 186 )-

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

»f phosphoric acid in 1 L of water
oroacetic acid and water (0.05:99.95)
anol and water (85:15)

2e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 95 5
20 70 30
35 10 90
40 10 90
41 95 5
50 95 5

'y solution: 0.2 mg/mL of USP Abacavir System Suitability Mixture RS in Diluent

n: 0.21 mg/mL of abacavir sulfate in Diluent (equivalent to 0.18 mg/mL of abacavir), from USP Abacavir Sulfate RS

lution: Transfer the equivalent to 1500 mg of abacavir, from a portion of Tablets, into a 250-mL volumetric flask. Add 150 mL

ke mechanically for 45 min. Dilute with Diluent to volume. Pass a portion through a suitable filter of 0.45-pym or finer pore

1e first 3 mL of the filtrate.

:0.18 mg/mL of abacavir in Diluent using the filtrate obtained in the Sample stock solution

> system

54 nm

m x 15-cm; packing L1

nL/min

1e: 10 L

y

>m suitability solution and Standard solution

lirements
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Result = (r,/r)) x (C/C,) x (M_/M ) x 100
yeak response of abacavir from the Sample solution
yeak response of abacavir from the Standard solution
:oncentration of abacavir sulfate in the Standard solution (mg/mL)
1ominal concentration of abacavir in the Sample solution (mg/mL)
nolecular weight of abacavir multiplied by 2, 572.66

nolecular weight of abacavir sulfate, 670.74
wia: 90.0%-110.0%

ESTS

ydrochloric acid; 900 mL
rpm

n: 0.39 mg/mL of USP Abacavir Sulfate RS in Medium
. Pass a portion of the solution under test through a suitable filter of 0.45-pm pore size.
iditions

elength: 254 nm

» percentage of the labeled amount of abacavir (C N,O) dissolved:

14H18
Result = (A /A) x (C/L) x (M_/M ) x V x 100

ibsorbance of the Sample solution

ibsorbance of the Standard solution

:oncentration of the Standard solution (mg/mL)

abel claim (mg/Tablet)

nolecular weight of abacavir multiplied by 2, 572.66
nolecular weight of abacavir sulfate, 670.74

'olume of Medium, 900 mL

80% (Q) of the labeled amount of abacavir (C, H, N,0) is dissolved.

6t Units (905): Meet the requirements

A, Solution B, Mobile phase, System suitability solution, Standard solution, Sample solution, and Chromatographic
ed as directed in the Assay.

> chromatograms for 2.5 times the retention time of abacavir.]
dJard solution and Sample solution
» percentage of each impurity in the portion of Tablets taken:

Result = (r,/r)) x (C/C ) x (1/F) x (M_/M _,) x 100

yeak response of each impurity from the Sample solution
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