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Certificate

DISSOLUTION PERFORMANCE VERIFICATION STANDARD - PREDNISONE

(10 mg nominal prednisone content per tablet)

USP Catalog No 1222818
USP Lot No. F161Y0

Valid Use Date 14-NOV-2024

Storage/Handling | As per the label.

Uses General Chapter <711> Dissolution, Performance Verification Test (PVT), Apparatus 1and
Apparatus 2, PF 48(2)

Dissolution <711>

Medium 499 g of degassed purified water maintained at 37° +0.5°
ec
ent
sul
E
s
ot d degassing methods that reduce the total dissolved gas in the
me ed
Apparatus: App or Apparatus 2 (Paddle) at 50 RPM

e with only one apparatus (basket or paddle),
tion is only required for that apparatus
Time:
standard Solution:

of the standard
ndard into solution.

sample solution her Single-Stage Test or Optional Two-Stage Test scheme to

lution under test, suitably diluted, if necessary, with Medium

Analysis: UV at maximum absorbance of about 242 nm
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. PE 1 BLOFIE 2 THLNE 2O FHE— S
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1 6 81-92 4.6
(27 vh) 7 81-92 45
8 82-92 44
12 81-92 45
14 81-92 45
2 6 46 -59 6.2
(SFV) 7 46 -59 6.1
8 46 -59 6.0
12 46 - 59 6.1
14 46 - 59 6.0
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DI ER T 5,
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FE—BXPE (1% Stage) 55 Bk (27 Stage)
— R LD GM GM
N | LRy R %CV FLR=V Vs %CV
(H33) (E%)

6 83-90 3.4 81-92 45

(/{Z;%) 7 83-90 3.4 81-92 44
8 83-90 3.4 82-92 43

6 48 -57 46 46-59 6.1

(/\"i“ ) 7 48 -57 4.6 46-59 6.0
8 48 -57 4.6 46-59 59
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%CV PFTEDELL ETHIUR, 55 _BERFEORBRSE A T2 830
v
E iy
6 7 8
1 6.4 6.2 6.1
2 8.6 8.5 8.4

SHEH (Microsoft Excel® — 73— N CFE)

ABR 1 x1,x2, ..., X AR Inxy, Inx, ..., Inx,
PR 20 X, X2, oy Xon BIRIEEZEHA: In xar, In Xas, .., In X2
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GMI = exp(average(In x;:1n x,,))
%CV1=100*sqrt(exp(var(In x;:In x,)) - 1)

n=6,7,8 DHEPEF 1T " BPEOH _BpE
GM-= exp(average(average(In x1:In x,), average(In x,+1:1n x2,))) = exp(average(ln x1:1n x2,))

%CV = 100*sqrt(exp(average(var(ln x;:In x,,), var(In x,+1:1n x2,))) - 1)
exp: fE%% (exponential, €*) ,  var: 57 (variance) . sqrt: - /itR (square root) . *:3EH,  100: [ /3 =RA~DEHUREL
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