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PREDNISONE TABLETS

USP 7]’)7 A 7“%% N 1 559505 | USP Catalog Nu.f 1559505
Awvk: R132B0 ;

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

Period of validity: This certificate of USP Prednisone Tablets Lot R13280 is valid through 30 June, 2022.

° NENEN A = The USP Predniscne Tablets RS is provided for use in the Performance Verification Test for USP Apparatus 1 and 2 with
L= =] H 1 O 1 [g 1-Liter vessels in the USP General Test Chapter on DISSOLUTLON <711> and DRUG RELEASE <7243, APPARATUS

SUITABILITY. Store in a dry place. Store the tablets at controlled room temperature not exceeding 25°

Z”/E\‘ m gﬁﬁ%ﬁ’f@”‘i EE it Dit% }EH Dissolution Medium: We recommend preparing the medium as follows:

Heat a suitable amount of water, while stirring gertly, to about 4145°. Filter under vacuum through a 0.45-um-porosity
filter into a suitable filtering flask equipped with a stirving device Seal the flask and continue to apply vacuum while
stirring for an additicnal fiv e minutes. Measured vacuum should be lessthan 100 rbar. The temperature of the Dissoltion
medien should ot fall below 37° prior to the initition of the test

ﬁ /;{j]/ﬁ;ﬁ ﬁ:ﬁ : ZOUSP 7V R= yyﬁﬁlj Lot R132B0 mgﬂaﬁﬂgli Procedure [See DISSOLUTION > in the current USP]: Determine the quantity of prednisone, C21H240s, dissolved

- - ot 30 minutes, in each vessel, expressed as percent of the labeled amount. Use 499 g of Dissolution Medium (which
n:|: vﬁ/ Shrs colrespondst.o 500 mL), where posslble the medium should not be stirred prior to the initiation of the test for the pur‘pose of
2022 6 H 30 El i‘( fbf&)éo equilibration, and conduct the test at 37°. Operate each apparatus at 50- rpm speed. Withdraw an aliquot of sample solutior

o 30 minutes and filter immediately. Messure the amount, of prednisone dissolved from filtered pertions 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 to exceed 5% of the total volume o[Lhe smndard solution may be used to bring the
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Test Interpretation: Laboratory can choose either of the test schemes listed below.

By COBRBMER ﬁﬁmuuiﬁ%’ﬁ B L O ik wAER Singe Sug Te

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

1. For each position in the assembly, test one USP Prednisone Tab let: RS, and record the percent dissolved at the samphng
<724>®>I:t%“lﬁ I\ﬁz@ﬁﬁ j; T éﬂé%@«c\‘%é >~ 0) tirme point specified. Transform the percent dissolved results to the natural log scale, determine the mean and variance, For
1) u- e o — assemblies with 12 or l4posm0ﬂs(120r14 dlssoluuonvessels) no further testing is required.
2. For assemblies with fewer than 12 positions, repeat Step 1 with an additional set of tablets. Again after transforming the
percent disolved resulls t e nsuratog seals, delarmine the mean and variance
fﬂfﬁl i E‘:L J;El/f_ Fﬁwc 25 OC %}‘f}lﬁ Z_fcﬁ |7 J: 9 [ p}}]%k é 3. Calculatethe average of thetwo means and of the two variances obtained in Steps 1 and 2. (Usethe results from Step 1

alone for assemblies that have 12 or 14 positions )
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n=6,7,8 D _BMEDE—BMEIR LU n =12, 14 D HEHE
GM1 = exp(average(In x;:In x,,))
%CV = 100*sqrt(exp(var(ln x;:1n x,)) - 1)

n=06,7,8 ODHEEME T EBMEDE "B
GM1 = exp(average(average(ln x;:In x,,), average(In x,+1:In x2,))) = exp(average(ln x;:In x»,)) x1

%CV = 100*sqrt(exp(average(var(In x;:In x,), var(In x,1:In x,))) - 1) *"
¥1 REERD EXOHELTREL < LU «)” ZHIR.
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HERDL:

B CIR2%CV NIEREE (LD 72 L) std OENF L, EIZ72 B2 ERB205, ZOWE ., 5 _Bebaik Cb FIEA -3
ZEIFIRARETHY, B GBR 1) THIEL ChEDRRN, 72720, HE, PlERE MO OFRBEEITo7o %12, B, B
PSSR RRERER A FEhE L7221 AU E7e 70,

ARAK
(%CV METEDELL L ToHhIUL, 5 _BREORBR AT 22 &13720)
B o
6 7 8
1 21 21 21
2 11 11 10

INLVRRAR FEREEDH)

1 ®&HEYVDTLREZV U ZBEEL 10 mg THD, TFIEHLTHRA
IWEMBMSIREIMD D TIEEL, RAILZEIEHA LTIV RE—Hh S 5EH
EFRYET L, FRIEEREERTHIE, #MICOVTIEREES
BN &, E1gLIIERT T, 25°C £ ALV & SIZHIEIh - =B TR
EITBHIL, REA. REAFHDOITIRA—FIFZREEICANTRE
FTRETHS,

fElg | RO RELE T NITOREBEEDRLH D, HHIE-
[FREFEMICKVBRE (N BR) ICEEEREIT,
FERAORIEHATIETERDI L, TR TDREFTERELSAH MR
FTHETHEROTITESHL HEERLVGAFLZNIE, YKo (1E
TRITRET B L, REFR. BEMR. REERE. RETRVGLEE
ERTHIE, BICAS5HE K THABMARZITRWRT , 3420k
LY REFBRALTLAIE, TEBNEYRUSL, TTERKITSE. BD
RIEIFIGE: EEODBVABREZIT5, EMLI-NZDBEIN
Hoi5E: EEOLRCAREZITS. LONENGES: EEDD
BOREEZ (TS, ARPOARRE. K. 5. E0EA. EEE
BlIZi- TR T BT L,




RAfE

B4 DRYEORAMBIZDOWTIE, USP BERDSNLESRSN-WV, TOAVMEERICHFESNI-LD THN
[E. RABIEERLELY

AR

USP ZEGOFERAOVEATRITOOVMATUFIOO YA DESRILENY L ToNF-LAXTIKRECH DL
FIEDE. FHREDEHETHS, www.usp.org DA 54> USP IZERHAOT A5/ USP X7 IEERE
HEN TS, USPREZESGOFERIZH->TIX. ThoDOHINESEL, ZOOVENEHTHLINESIH., EHDHLN
f:ll\o

®RE

REOEHEIE. ZFOOYMNIBEETHAIAIZ. ORI EICERLEDZENH D, USP 1ZEZDSAN)LIZHEIZHERAOFHIR
MEFNIE RE. . FRB IV BEOHREEIT. BB TRET 5.

5 FAEREA

CDEEEAEAS USP 1ZEFZ DTNV, BiET S USP EEE(ZFREH SN RICS &, KYELIZ ERIKI1DES
BIhi=ly,

EXREELSNDOER

USP R# fIF USP AEZEICRESN=DITORRICANS-HODLDTHS, EEME-IIEEMREL TALE
PIFERTHEFBERILTOEGL, COBREREATEUNERTHEE. TOESRITOVWTIIERENER
85,

EMBMEE

USP [%. USP Mo FEEEh =k R T USP REME X HRERRETERE R T 5. CORFEL. BATREINETR
HNERDHT  MDORIED T RTITHKDHELDTHS, CHIZIIEEATREECHED BH~DESHE, KIIHEL
BOHBOEBGREISOVTORAEELH . TRISRESNZL, USP (X, WAESIEE L. RENE OHIGOGT
BREICERFIIBEEL TRETHIEE. THhL, FIRiER KBROBACKRBIINSER B, HiEs
HULITIREMGREFICHLTIE, FIZ . TDOEEEMEZ AL TV =ELTH, EHFZEDEL,
LRD—ARERITRESNS . USP (L, USP A ARY HIRERBRE(IDIERTHLEEH . USP REMED
FERACEEANAKEZDOE DR EFHEERELGEVEIXRIELELY,

USP Z4£ R & EEROEEMMBRIZ. hAVWIIEEEBRLLTERTAIEEERLTLEL,

COEIAEZE ., USP OXEIZLDFF AL ERLTIFGLAELY,

(2021 %8 A3 H)
COMRIFBUEEKAIHAMERLIZLDTY, HIZ. BRERCERNH-TH. EDFREZRVEE A,

= o T559-0034 KRR IRAH#L—TH 19%3158
== mE%ﬁEﬁﬁ*i TEL 06-6625-8544 (EiskAREE2 25N

Il*fﬂ'l E#'-'ﬁ https://www.toyamas.co.jp/



http://www.usp.org/

