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NLT 98.0% and NMT 102.0% of lopinavir (C N4Os)' calculated on the anhydrous basis.
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IpenTiFicaTIoN TesTs (197), Infrared Spectroscopy: 197A, (cN 1-Mav-2020)

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

f monobasic potassium phosphate and 0.9 g/L of dibasic potassium phosphate in water. Adjust with phosphoric acid to a pH
e solution through a suitable filter of 0.45-um pore size.

rile and water (1:1)

dnitrile and Buffer (9:11)

dlution A

n: 0.025 mg/mL of USP Lopinavir RS in Diluent

:0.025 mg/mL of Lopinavir in Diluent
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Result = (r,/r)) x (C/C ) x 100
aak response from the Sample solution
2ak response from the Standard solution

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

sncentration of Lopinavir in the Sample solution (mg/mL)

ria: 98.0%-102.0% on the anhydrous basis

(281): NMT 0.2%

. PrRocEDURE 1

Jting impurities.]

nd Solution A: Prepare as directed in the Assay.
Jnitrile and Buffer (3:1)

e Table 1.
Table 1
Time Solution A Solution B
(min) (%) (%)
0 100 0
60 100 0
61 0 100
81 0 100
82 100 0
100 100 0

y solution: 0.5 mg/mL of USP Lopinavir System Suitability Mixture RS in Diluent
n: 0.005 mg/mL of USP Lopinavir RS in Diluent

: 0.5 mg/mL of Lopinavir in Diluent
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m x 25-cm; 4-um packing L1

rature: 50°

_/min

1e: 20 L
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lection is only for the first 60 min. The remaining gradient steps wash out the late-eluting impurities and re-equilibrate the

y

3m suitability solution and Standard solution

tive retention times are listed in Table 2.]

lirements

LT 1.2 between lopinavir N-formylphenoxyacetamide and lopinavir N-acetylphenoxyacetamide, System suitability solution
ior: NLT 15, Standard solution

iency: NLT 8000, Standard solution
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