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Certificate

PREDNISONE TABLETS

USP Catalog No.: 1559505
USP Lot No.:  RO80J1

(10 mg nominal prednisone content per tablet)
FORDISSOLUTION PERFORMANCE VERIFICATION TEST (PVT)

Period of validity: This certificate of USP Prednisone Tablets Lot ROS0)L is valid through September 30th, 2021

‘The USP Prednisone Tablets RS is provided for use inthe Performance Verification Test for USP Apparatus 1 and 2 with 1
liter vessels in the USP General Teest Chapter on DISSOLUTION <711> and DRUG RELEASE <724>, APPARATUS
SUTTABILITY . Store in a dry place Store the tablets at controlled room temperature not exceeding 25°

Dissolution Medium: We recormmend preparing the medium as follows
Heat a suitable amount of water, while stirring gently, to about 41-45°, Filter under vacuum through a 0.45-um-porosity

a5k equipped with a stirring device. Seal the flask and continueto apply vacuum ue
iutes. Measured vacuum should be less than 100 mbar. The temp erature of the Dissaluicr
medan Shouldnot fall below 37+ prior to the initiation ofthe test

Procedure [See DISSOLUTION <7113 in the current USP): Determine the quantity of prednisone, CaiFizsOs, dissolved
a 30 minutes, in each vessel, expressed as percent of the labeled amount. Use 459 g of Dissalution Medien (which
corresponds to 500 miL), where possible the medium should not be stirred pricr tothe initiation of the test for the purpose of
equilibration, and conduct the test at 37°. Operate each apparatus at 50- tpm speed. Withdraw an aliquot of sample solution
at 30 minutes and filter immediately. Measure the amount of predniscne dissolved from filtered portions of the sample
aliquots at 242 nm in comparison with a solution of known concentration of USP Prednisone Reference Standard.

Notes: An amount of alcohol not.w exceed 5% of the total volume of the amdam soluuon ey beused lo b ring Lhe
duced

prednisone reference standard into solution. The filtering method m; irug,
by automated methods isto be avoi o If equipment is S honed o vee it only o apparalus (baskel orpaddle) then
performance verification is cnly required for that apparatus. At the time of use, peel back the paper-backed lidding to

remove the tab lets from the blister card,
Test Interpretation: Laboratory can choose either of the test schemes listed below.

Single-Stage Test

The following are step-by-step instructions for the Single-Stage test.

1. For each position in the assermbly, test cne USP Prednisone Tablets RS, and record the percent dissolved at the sampling

time point specified. Transform the percent dissolv ed results o the natural log scale, determine the mean and variance. For
semblies with 12 or 14 positions (12 or 14 dissolution

2. For assemblies with fewer than 12 positions, repeat Step 1 with an additional set of tablets Again after transforming the

percent dissolved results tothe natural log scale, determine the mean and variance.

3. Calculate the average of the two means and of the two variances obtained in Steps 1and 2. (Use the results from Step 1

alone for assermblies that have 12 or 14 positicns)
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