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r, Lamivudine, and Zidovudine Tablets

ine, and Zidovudine Tablets contain an amount of abacavir sulfate, lamivudine, and zidovudine equivalent to NLT 90.0% and

sh of the labeled amounts of abacavir (C, H,;N,0), lamivudine (C,H,,N,0.S), and zidovudine (C, H,,N,0,), respectively.

times of the major peaks of the Sample solution correspond to those of abacavir sulfate, lamivudine, and zidovudine from
on, as obtained in the Assay.

ption spectra of the major peaks of the Sample solution correspond to those of abacavir sulfate, lamivudine, and zidovudine
solution, as obtained in the Assay.

/L of ammonium acetate in water. Adjust with glacial acetic acid to a pH of 3.9.

anol
2e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 97 3
8 97 3
19 76 24
27 76 24
33 40 60
45 40 60

'y solution: Dissolve the contents of 1 vial of USP Lamivudine Resolution Mixture C RS in 2.5 mL of Solution A. [Note—One

nivudine Resolution Mixture C RS contains 0.8 mg of USP Lamivudine Resolution Mixture C RS ]

n: 0.35 mg/mL of USP Abacavir Sulfate RS, 0.15 mg/mL of USP Lamivudine RS, and 0.30 mg/mL of USP Zidovudine RS in
licate to dissolve prior to final dilution.

lution: Nominally 3 mg/mL of abacavir, 1.5 mg/mL of lamivudine, and 3 mg/mL of zidovudine in Solution A prepared as
‘er NLT 5 Tablets to a suitable volumetric flask. Add Solution A to about 50% of the final flask volume and shake for NLT 30
2 the Tablets. Dilute with Solution A to volume. Pass through a suitable filter.

 Nominally 0.30 mg/mL of abacavir, 0.15 mg/mL of lamivudine, and 0.30 mg/mL of zidovudine in Solution A from Sample

> system
graphy (621), System Suitability.)
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3m suitability solution and Standard solution
tive retention times for lamivudine-S-oxide and lamivudine-R-oxide, in relation to the lamivudine peak, are 0.36 and 0.40,
e relative retention times for lamivudine diastereomer and lamivudine are 0.96 and 1.0, respectively, System suitability

lirements

LT 1.2 between lamivudine carboxylic acid and lamivudine-S-oxide; NLT 1.2 between lamivudine diastereomer and
, System suitability solution

dard deviation: NMT 2.0% each for abacavir, lamivudine, and zidovudine, Standard solution

dard solution and Sample solution

» percentage of the labeled amount of abacavir (C N60) in the portion of Tablets taken:

14H18
Result = (r,/r) x (C/C ) x (M_/M ) x 100

reak response of abacavir from the Sample solution

yeak response of abacavir from the Standard solution

:oncentration of USP Abacavir Sulfate RS 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

: percentage of the labeled amount of lamivudine (Can NQOSS) in the portion of Tablets taken:

Result = (r /r)) x (C/C ) x 100
2ak response of lamivudine from the Sample solution
2ak response of lamivudine from the Standard solution
»ncentration of USP Lamivudine RS in the Standard solution (mg/mL)
»minal concentration of lamivudine in the Sample solution (mg/mL)

s percentage of the labeled amount of zidovudine (C, H,,N.0,) in the portion of Tablets taken:

Result = (r,/r)) x (C/C ) x 100
aak response of zidovudine from the Sample solution
2ak response of zidovudine from the Standard solution
»ncentration of USP Zidovudine RS in the Standard solution (mg/mL)
»minal concentration of zidovudine in the Sample solution (mg/mL)
wria: 90.0%—110.0% each of the labeled amounts of abacavir, lamivudine, and zidovudine

ESTS

ydrochloric acid, degassed; 900 mL
rpm

n 1: 0.35 mg/mL of USP Abacavir Sulfate RS in Medium. Sonicate to dissolve prior to final dilution.

n 2: 0.15 mg/mL of USP Lamivudine RS in Medium. Sonicate to dissolve prior to final dilution.
n 3: 0.30 mg/mL of USP Zidovudine RS in Medium. Sonicate to dissolve prior to final dilution.
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