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from the Expert Committee that posted in conjunction with this accelerated revision, please click www.uspnf.com/rb-
sium-tabs-20230825.

1m Tablets contain an amount of atorvastatin calcium [(C33H34FN205)ZCa], equivalent to NLT 94.5% and NMT 105.0% of the

of atorvastatin.

ption spectrum of the major peak of the Sample solution corresponds to that of the Standard solution, as obtained in the

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

mmonium citrate buffer pH 4.0 prepared as follows. Dissolve 9.62 g of anhydrous citric acid in 950 mL of water, adjust with

droxide to a pH of 4.0, and dilute with water to 1000 mL.
setonitrile, stabilizer-free tetrahydrofuran, and Buffer (27:20:53)

>lve 9.62 g of anhydrous citric acid in 900 mL of water, adjust with ammonium hydroxide to a pH of 7.4, and dilute with water

rile and Solution A (1:1)
y solution: 0.1 mg/mL of USP Atorvastatin Calcium RS and 0.01 mg/mL of USP Atorvastatin Related Compound H RS in

mechanically for 30 min or until dissolved.
n: 0.1 mg/mL of USP Atorvastatin Calcium RS in Diluent. Shake mechanically for 15 min or until dissolved.

lution: Prepare a known nominal concentration of atorvastatin by transferring NLT 10 Tablets to an appropriate volumetric
ant to about 50% of the final volume of the flask, and shake the mixture mechanically for 15 min or until dissolved. Dilute with
ne. Centrifuge or pass through a suitable filter of 0.45-um pore size.

: Nominally equivalent to 0.1 mg/mL of atorvastatin in Diluent from the Sample stock solution

> system

aphy (621), System Suitability.)

4 nm

1 A: Diode array; UV 200-400 nm

m x 25-cm; 5-um packing L1

rature: 30°

nL/min

1e: 20 L

y

>m suitability solution and Standard solution
lirements

LT 5.0 between atorvastatin and atorvastatin related compound H, System suitability solution
* NMT 1.5 for atorvastatin, System suitability solution
dard deviation: NMT 1.0%, Standard solution

Aard anlidian and Carsnla aalidian
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reak response of atorvastatin from the Standard solution

:oncentration of USP Atorvastatin Calcium RS in the Standard solution (mg/mL)

1ominal concentration of atorvastatin in the Sample solution (mg/mL)

iumber of moles of atorvastatin per mole of atorvastatin calcium, 2
nolecular weight of atorvastatin, 558.65

nolecular weight of atorvastatin calcium,1155.36

wria: 94.5%-105.0%

ESTS

phosphate buffer prepared as follows. Dissolve 6.8 g of monobasic potassium phosphate in 900 mL of water. Adjust with 6
droxide to a pH of 6.8 and dilute with waterto 1 L.

r; 900 mL

5rpm

aitrile and water (50:50)
tsolution: 1 mg/mL of USP Atorvastatin Calcium RS in Diluent. Shake mechanically for 10 min or until dissolved.

ion: (L/900) mg/mL in Medium from Standard stock solution, where L is the label claim in mg/Tablet
n: Pass a portion of the solution under test through a suitable filter or centrifuge prior to analysis.
onditions

let-Visible Spectroscopy (857).)

velength: 244 nm
le 1 or make appropriate dilutions of the solutions with Medium to be within the validated linearity range of the suitable

tometer.
Table 1
Label Claim Cell
(mg/Tablet) (cm)
10 1.0
20 and 40 0.5
80 0.2
m

ndard solution and Sample solution

he percentage of the labeled amount of atorvastatin (CsaHssFNzos) dissolved:

(AJA % Cox VxDx[Mx(M_ /M) x(1/L) x 100
- absorbance of the Sample solution

- absorbance of the Standard solution

- concentration of USP Atorvastatin Calcium RS in the Standard solution (mg/mL)

:volume of Medium, 900 mL
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- label claim (mg/Tablet)

T 80% (Q) of the labeled amount of atorvastatin (C,,H,.FN,0,) is dissolved.

duct complies with this test, the labeling indicates that it meets USP Dissolution Test 2. Dissolution Test 2 is suitable for
ad to contain 80 mg of atorvastatin.

pparatus 2: Proceed as directed in Test 7.

ard solution, Sample solution, Instrumental conditions, and Blank: Proceed as directed in Test 7.

T 85% (Q) of the labeled amount of atorvastatin (C_,H,.FN,0,) is dissolved.

duct complies with this test, the labeling indicates that it meets USP Dissolution Test 3.

1e 250 mL of 0.2 M monobasic potassium phosphate, 112 mL of 0.2 N sodium hydroxide, and 638 mL of water. Adjust with
sodium hydroxide or phosphoric acid to a pH of 6.8.

stonitrile, methanol, and 0.1% trifluoroacetic acid (5:5:90)

atonitrile, methanol, and 0.1% trifluoroacetic acid (45:45:10)

solve 50 g of “polysorbate 80, (RB 1-Sep-2023) in 1 L of Buffer.

See Table 2.
Table 2

Time Solution A Solution B
(min) (%) (%)
0.00 30 70
0.69 30 70
0.74 0 100
2.73 0 100
2.77 30 70
5.00 30 70

ion C and Buffer (6:94); 900 mL
5rpm

tsolution: 0.96 mg/mL of USP Atorvastatin Calcium RS in methanol

ion: Dilute the Standard stock solution with Medium to obtain a final concentration of (L/900) mg/mL, where L is the label
Tablet.

n: Pass a portion of the solution under test through a suitable filter of 0.45-ym pore size.

hic system

tography (621), System Suitability.)

248 nm

mm x 5-cm; 2.6-ym packing L1
)erature: 40°

7’ mL/min

me: 2 pL

lity

'dard solution

fuirements

tor: NMT 1.5

andard deviation: NMT 2.0%

mdavcd anliitine mnd Oacacda ~anliidina
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