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'Sulfate

HzS0,

) 711.87

mide, 2,3,5-trideoxy-N-(2,3-dihydro-2-hydroxy-1H-inden-1-yl)-5-[2-[[(1,1-dimethylethyl)amino] carbonyl]-4-(3-pyridinylmethyl)-1-
anylmethyl)-, [1(1S,2R),5(S)]-, sulfate (1:1) (salt);
yl-2-(tert-butylcarbamoyl)-y-hydroxy-N-[(1S,2R)-2-hydroxy-1-indanyl]-4-(3-pyridylmethyl)-1-piperazinevaleramide sulfate (1:1)
157810-81-6; UNII: 771H53976Q.

:ontains NLT 98.5% and NMT 101.5% of C, H,_N_.O, - H,SO,, calculated on the anhydrous, solvent-free basis.

¢ loenTiFicarion Tests (197), Infrared Spectroscopy: 197M, (cN 1-Mav-2020) - Maxima at about 3.0-3.1, 5.9, 6.2, and 13.6 ym

1 time of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the Assay.
‘Ests—GeNeraL, Sulfate(191): Meets the requirements
i1 A solution of 10 mg/mL in water

ityl ammonium phosphate and water (1:50). Adjust with sodium hydroxide TS to a pH of 6.5 + 0.5.
.cetonitrile and Solution A (9:11)

in: 0.5 mg/mL of USP Indinavir RS in Mobile phase

12 0.6 mg/mL of Indinavir Sulfate in Mobile phase

ic system

raphy (621), System Suitability.)

260 nm
am x 25-cm; 5-um packing L7
srature: 40°
IL/min
10 pL
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1dard solution and Sample solution

e percentage of C_H _N_O

361,,N:0, - H,SO, in the portion taken:

Result = (r /ry) x (C/C) x (M_/M_)) x 100
peak response from the Sample solution
peak response from the Standard solution
concentration of USP Indinavir RS in the Standard solution (mg/mL)
concentration of Indinavir Sulfate in the Sample solution (mg/mL)
molecular weight of indinavir sulfate, 711.87

molecular weight of indinavir, 613.79

eria: 98.5%—-101.5% on the anhydrous, solvent-free basis

ENTS

TENT OF SULFATE

1anol and formaldehyde (1000:0.3)

1 A and water (1:1)

12 6.25 mg/mL of Indinavir Sulfate in Diluent

+with 0.1 M lead perchlorate VS, using a lead-specific electrode in conjunction with a suitable reference electrode. Each mL of
‘chlorate VS is equivalent to 9.604 mg of sulfate.

eria: 13.2%-14.4%, calculated on the anhydrous and solvent-free basis

TENT OF ALCOHOL

n: 0.001 mL/mL of dehydrated alcohol, in water. [Note—Dehydrated alcohol is at 20°.]
12 4 mg/mL of Indinavir Sulfate in water

ic system

raphy (621), System Suitability.)

e ionization
mm x 30-m capillary column with a 1.0-uym film of phase G16

)
0°
rend of each 5-min isothermal run, increase the oven temperature to 200° before adjusting the column temperature to 35° for
stion.]
nL/min
elium
0.1 L
ity
lard solution
uirements
1dard deviation: NMT 2.0%

1dard solution and Sample solution
e percentage of alcohol in the portion of Indinavir Sulfate taken:
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