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1e Tablets

contain NLT 90.0% and NMT 110.0% of the labeled amount of nevirapine (C, H, ,N,0).

iIpenmiFicaion Tests (197), Infrared Spectroscopy: 197K, (cN 1-Mav-2020)

- a portion of powdered Tablets equivalent to 25 mg of nevirapine to a 50-mL volumetric flask. Dissolve in 10 mL of

yride. Swirl the solution for 30-60 s, and pass through a medium sintered-glass, fritted vacuum funnel. Using a glass syringe,
2 through a Teflon filter of 0.45-uym pore size. Dry the extract at 105° for a minimum of 1 h.

ria: Meet the requirements

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

setonitrile and water (23:77)
ted alcohol and water (1:1)
y solution: 0.025 mg/mL of USP Nevirapine Anhydrous RS and 0.025 mg/mL of USP Nevirapine Related Compound A RS in

n: 0.025 mg/mL of USP Nevirapine Anhydrous RS in Diluent
lution: Nominally T mg/mL of nevirapine in Diluent prepared as follows. Transfer nevirapine, from finely powdered Tablets
;uitable size volumetric flask, and add 75% of the final volume with Diluent. Sonicate the solution for 20 min, then shake for

) room temperature, and dilute with Diluent to volume. Centrifuge a portion of the resulting solution at 1500 rpm for 5 min.
 Nominally 0.025 mg/mL of nevirapine in Diluent from the Sample stock solution. Filter a portion of the resulting solution, and
12 mL of the filtrate.

> system

aphy (621), System Suitability.)

14 nm

m x 15-cm; packing L1

_/min

20 pL

y

3m suitability solution and Standard solution

lirements

LT 3.0 between nevirapine and nevirapine related compound A, System suitability solution
dard deviation: NMT 2.0%, Standard solution

dard solution and Sample solution

: percentage of the labeled amount of nevirapine (C15H14N40) in the portion of Tablets taken:

Result = (r /r)) x (C/C ) x 100

2ak response of nevirapine from the Sample solution
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ESTS

hosphate buffer, pH 2.0 (transferring 3.9 mL/L of concentrated phosphoric acid and 5.73 g/L of monobasic sodium
nohydrate in water, adjust with phosphoric acid to a pH of 2.0 + 0.02); 900 mL
rpm. [Note—Use stainless steel paddles only. Do not use paddles coated with polytetrafluoroethylene.]

luent, Chromatographic system, and System suitability: Proceed as directed in the Assay.

olution A: 0.054 mg/mL of USP Nevirapine Anhydrous RS. Add 10% of the final volume with alcohol and 50% of the final
ilum. Sonicate for 20 min to dissolve, allow to cool to room temperature, and dilute with Medium to volume.

olution B: 0.028 mg/mL of USP Nevirapine Related Compound A RS. Add 0.8% of the final volume of Diluent, sonicate until

solved, and dilute with Medium to volume.

n: 0.014 mg/mL of USP Nevirapine Anhydrous RS from Standard stock solution A in Medium

'y solution: 0.014 mg/mL of USP Nevirapine Anhydrous RS from Standard stock solution A and 0.014 mg/mL of USP
ated Compound A RS from Standard stock solution B in Medium

. Pass 20 mL of the solution under test through a suitable nylon or glass fiber filter of 0.45-um pore size, and dilute with

ain a solution having a final concentration of 0.014 mg/mL of nevirapine.

dard solution and Sample solution

ie percentage of the labeled amount of nevirapine (C N40) dissolved:

15H14
Result = (r,/r)) x (C/D ) x V x (100/L)
2ak response from the Sample solution

2ak response from the Standard solution

sncentration of USP Nevirapine Anhydrous RS in the Standard solution (mg/mL)

lution factor for the Sample solution

slume of Medium, 900 mL
bel claim (mg/Tablet)

75% (Q) of the labeled amount of nevirapine (C15H14N4O) is dissolved.

«6E Units (905): Meet the requirements

luent, System suitability solution, Sample stock solution, and Sample solution: Proceed as directed in the Assay.
n: 0.125 pg/mL of USP Nevirapine Anhydrous RS in Diluent

3 system: Proceed as directed in the Assay, except use a run time of at least 13 min.

y

am suitability solution and Standard solution

lirements

LT 3.0 between nevirapine and nevirapine related compound A, System suitability solution
dard deviation: NMT 5.0%, Standard solution

dard solution and Sample solution
: percentage of each unknown impurity in the portion of Tablets taken:

Result = (r /r)) x (C/C ) x 100
2ak response of each unknown impurity from the Sample solution
2ak response of nevirapine from the Standard solution

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