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ne Oral Solution

olution contains NLT 90.0% and NMT 110.0% of the labeled amount of lamivudine (C,H,,N,0,S). It may contain a suitable

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

/L of sodium heptanesulfonate in water. Add 1.0 mL of hydrochloric acid and 1.0 mL of triethylamine per L of the solution.
Jnitrile and Solution A (50:50)

e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 100 0
20 60 40
30 10 90
33 10 90
34 100 0
45 100 0

rile and water (10:90)

'y solution: Dissolve the contents of 1 vial of USP Lamivudine Resolution Mixture C RS in 2.5 mL of Diluent.
n: 0.2 mg/mL of USP Lamivudine RS in Diluent

: Nominally 0.2 mg/mL of lamivudine in water

> system
aphy (621), System Suitability.)

77 nm

m x 10-cm; 3-um packing L1

nL/ming (grR 1-Jun-2018)

1e: 10 L

y

>m suitability solution and Standard solution
lirements
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Result = (r,/r)) x (C/C ) x 100
aak 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)
wria: 90.0%-110.0%

ESTS
: (698): Meets the requirements

ion B, Mobile phase, Diluent, System suitability solution, Sample solution, Chromatographic system, and System
iceed as directed in the Assay.

le solution
: percentage of any individual impurity in the portion of Oral Solution taken:

Result = (r /r)) x 100
sak response of each individual impurity

1m of the responses of all of the peaks excluding peaks due to added preservative(s) or excipients

wia: See Table 2.

Table 2
Relative Acceptance

Retention Criteria,

Name Time NMT (%)
iracil derivative2 0.34 1.2
0.52 0.3
>-sulfoxideS 0.61 0.3
>-sulfoxided 0.63 0.6
:arboxylic acidef 0.89 -
ranst9 0.94 -
1.0 -
£ 1.38 -
ntified impurity - 0.3

Il unidentified _
0.2
AQ — 2N
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