R-220801
Jdovama REFERENCE INFORMATION

USP LRy 12 # 4% (Lot R132B0) ) EEEAE Dk ET

BHABROIREMERERERAERICALD USP JURZVARERRICDLNT, 2021 £ 7 A 30 BffTHFESh-AVE

R132B0 MEEEAEAY 2022 £ 7 A 26 BT THXRET (RIEIHRETIE 2022 £ 3 A 18 BfH)dh&FL1=,

LITFIZE®RETEN - R132B0 MEIBAZ OMREERLFT . BHARMM 2022 £ 9 A 30 HhoF 12 A 31 HIZE

RENTWAIEUNEELGEERIHYFEE A,

COREXIFRDYADOAFITHENTEFT,
https://static.usp.org/pdf/EN/referenceStandards/certificates/1559505-R132B0.pdf

USP SEERE
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PREDNISONE TABLETS

USP 7]9 A 7‘§% . 1 559505 USP Catalog No.: 1559505
Avk : R132B0

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

Period of validity: This certificate of USP Prednisone Tablets Lot R132BO0 is valid through 31 December 2022.
° [/ ]\v — \/‘ ~ AN =, 1 0 The USP Prednisone Tablets RS is provided for use in the Performance Verification Test for USP Apparatus 1 and 2 with
7 = =} =R mg 1-Liter vessels in the USP General Test Chapter on DISSOLUTION <711 and DRUG RELEASE 724>, APPARATUS

SUITABILITY. Store in a dry place. Store the tablets at controlled room temperature not exceeding 25°.
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medium should not fall below 37° prior to the initiation of the test.
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Notes: An amount of alcohol not to exceed 5% of the total volume of the standard solution may be used to bring the

USP 701/ f\: / _‘/ @%ﬁ” RS Li N USP — %ﬁ%ﬁ{ﬁ@{g Hj%iﬁ prednisone reference standard into solution. The filtering method must not cause adsorptive loss of drug. Bias introduced

by automated methods s to be avoided. If equipment is dedicated for use with only one apparatus (basket or paddle). then
performance verification s only required for that apparatus. At the time of use. peel back the paper-backed lidding o
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Test Interpretation: Laboratory can choose either of the test schemes listed below.
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The folloangaeste-by-sep nstcions o the SingleSiage e
> N < - 1. For each position in the assembly. est one USP Predrisone Tablets RS, and record the percent dissolved at the sampling
<724>D 'H:%@ HEO) )EH _T ;ET é ﬂé% DT &)6 o =D time poiat Specificd. Transform the perceat dissolvel el tothe natual og scale,cetetmise the mean and vasiance. For
assemilies with 1 o 14 positons (12 14 disoltion vssels). o furhr testng i e
For asseblies with fewer than 12 positions. repeat Step 1 with an additional set of tablets. Again after ransforming the
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3. Calculate the average of the fwo means and of the fwo variances obtained in Steps 1 and 2. (Use the results from Step 1
alone for assemmblies that have 12 of 14 positions.)

- 3 S % Paran 4. Convert the results of Step 3 to a geometric mean (GM) and percent coefficient of variation (%CV). See calculation
ﬂf_i{mf{ E] T;—}:)\— o example below for more detail
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GM1 = exp(average(In x;:In x,,))
%CV = 100*sqrt(exp(var(ln x;:1n x,)) - 1)
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