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e Oral Suspension

uspension contains NLT 90.0% and NMT 110.0% of the labeled amount of atovaquone (C,H,,CIO,).

iIpenmiFicaion Tests (197), Ultraviolet-Visible Spectroscopy: 197U 4 (cN 1-Mav-2020)

1ol and water (1:1)

n: Dilute 5 mL of Standard solution from the Assay with Medium to 50 mL.

. Dilute 5 mL of Sample solution from the Assay with Medium to 50 mL.

ria: Meets the requirements

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

>etonitrile, methanol, water, and phosphoric acid (480:160:360:5)
'y solution: 0.09 mg/mL of USP Atovaquone RS and 0.01 mg/mL of USP Atovaquone Related Compound ARS in 0.1 M
1ium hydroxide. Store in a low-actinic glass container.

olution: 3 mg/mL of USP Atovaquone RS in a low-actinic, appropriately sized volumetric flask. Add 20% water and 60% 0.1 M
1ium hydroxide. Sonicate for 5 min or until the material has dissolved. Allow to cool, and dilute with 0.1 M methanolic sodium
lume.

n: 0.09 mg/mL of USP Atovaquone RS from Standard stock solution. Transfer to an appropriately sized, low-actinic volumetric

ire of methanol and water (1:1). Minimize exposure of this solution to light.

lution: Nominally 3 mg/mL from a known volume of well-mixed Oral Suspension NLT 750 mg of atovaquone prepared as
\ppropriately sized, low-actinic volumetric flask, add 20% volume of water, swirl for 5 min, add 60% volume of 0.1 M

1ium hydroxide, and sonicate for 15 min. Allow to cool, and dilute with 0.1 M methanolic sodium hydroxide to volume.
ter a 20-mL portion, discarding the first 5 mL of the filtrate.

:0.09 mg/mL of atovaquone from the clear filtrate of the Sample stock solution. Transfer to an appropriately sized, low-
tric flask, and dilute with a mixture of methanol and water (1:1) to volume. Minimize exposure of this solution to light.

> system

aphy (621), System Suitability.)

20 nm

m x 12.5-cm; packing L1

_/min

1e: 20 L

y

am suitability solution and Standard solution

tive retention times for atovaquone related compound A and atovaquone are 0.86 and 1.0, respectively.]
lirements

*NMT 1.5

dard deviation: NMT 2.0%

dard solution and Sample solution

» nercentane of the laheled amoiint of atovaaiione (G H  ClO ) in the nortion of Oral Siisnension taken:
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sncentration of USP Atovaquone RS in the Standard solution (mg/mL)

>minal concentration of atovaquone in the Sample solution (mg/mL)
wria: 90.0%-110.0%

ESTS
e Units (905): Meets the requirements for oral suspension packaged in single-unit containers

: (698): Meets the requirements for oral suspension packaged in multiple-unit containers

rstem suitability solution, Standard solution, Sample solution, Chromatographic system, and System suitability: Proceed
he Assay.

am suitability solution, Standard solution, and Sample solution
romatograms of the System suitability solution and the Sample solution, calculate the percentage of atovaquone related
Is in the portion of Oral Suspension taken:

Result = (r,/r) x (C/C,) x (1/F) x 100
dividual peak response of an atovaquone related compound, if any, from the Sample solution

2ak response of atovaquone from the Standard solution

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

>minal concentration of Oral Suspension in the Sample solution (mg/mL)

lative response factor of an individual atovaquone related compound relative to the response of atovaquone (see Table 1)

wia: See Table 1.

Table 1
Relative Relative Acceptance
Retention Response Criteria,
Name Time Factor NMT (%)
ation peak@ 0.3 - -
mpurity 0.65 1.08 0.5
‘elated compound
0.86 0.85 1.0
mpurity 0.88 1.0 0.3
1.0 1.0 -
waquone related
1.0 0.2
es - - 2.0

1y peak having a relative retention time of 0.3, which is due to photodegradation during preparation of the Sample solution.
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