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(10 mg nominal prednisonc content per tablet)
FORDISSOLUTION PERFORMANCE VERIFICATION TEST (FVT)

Period of validity: This cenificare of USP Prednisone Tablots Lot Q11136 s valid through Decomber 31, 2013
The USP Prednisone Tablets RS is provided for use in the Pegormance Verification Test forUSP Apparaus 1 and2
in the USP General Test Chapter on DISSOLUTION <7113, Do not expose the tsblets to excessive lumidity. Siore
the tablets at controlled room temperature not exceeding 25°,

o of equilibration, and conduct the test at 37°,
aw an aliquot of sample solution at thirty minutes and filter immediately. Measure the amount of prednisone

dissolved from filtered portions of the salml.: aliquots 3242 nm in cor
concentration of USP Prednisone Reference Standard

mparison with 2 solution of known

Notes: Anamount of alcohol not 1 excoed 5% of the total volume of the standard solution may be used to bring the
prednisone tandard in solution. The filtering method must not cause adsorptive loss of drug. Bias introduced by
auiomated methods is to be avoided. If equipment is dedicated for use with anly one spparatus {basket or paddle),
then performance verification i only required for that apparatus. At the time of use, poel back the paper-backed
lidding to remove the tablets from the blister card.

Test Interpretation: Lsboratory can choose either of fie test schemes lisked below.

Single-Stage Test
Th[ llowing are step-by-step instructions for the Single-Stage &
|r|ﬂ|..ass..|li)\:, test one USP Prednisone Tal hl.:sRE andrevord the percant dissolvod a the
specified for 1 ratus, Transform the: Ived results to the natural log scale,
mblics with 12. Nwslor\s(\ v 14 dissolution vessls), no further

Ilsndknsr\us\\ gs&aluii mr\lﬂk Il.sr\snd\a
and ofthe two variances obtained in Sieps | and 2. (Ls‘dnr\snltsﬁr m

5. Compae the results of Step 4 to the Single-Stage acoeptance ranges in wble 1. The GM must not fall outside fie

limits, and the %CV must 5ot be greater than the limit. Tf both meot the criteria, the assombly has passed the PVT,
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DEOFEIEE R T 5 (12 FX 14 RV var%
HOREREZE TIETIE 1 OFEROAHE VD),
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FREEME DI TF DT, ZENREL (%CV) 23
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% 1 BEMREREZEER(PVT) OREE (EXOvh QLL136 DAHIZERA)

e e BB (Two-Stage)
s o PR (Single-Stage) B (1" Stge) % (2" Stage)
GM* %CV GM* %CV GM* %CV
6 9.2
7 58 -72 9.2 55-75 12
1 8 55-75 12 9.3
12 na
14 na
6.7 49 6.5
6.5 27-36 49 26 —38 6.3
2 8 26 —-38 6.4 5.0 6.3
12 6.6 na
14 6.5 na

* 50 rpm T 30 HMEISBHELETILRZV VDR TEDERE
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PR L Xy, X e X FRAREZE R Inx, N, ..., InXq
%it% 20 Xntly Xna2y e ey Xon 5 ?i?ﬁiﬁ@ﬁ’ﬁ& IN Xn4q, IN Xt ..., IN X0

N=6,7,8 D BPEOH BB LU n =12, 14 DHE
GM1 = exp(average(In x;:In x,))
%CV = 100*sgrt(exp(var(In x;:In x,)) - 1)
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