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Fallure to Discriminate Between Bio-Inequivalent
Products: Inappropriate Acceptance Criteria

120

100 | — Product B was 'not”

R Usp bioequivalent to Product A

Specification Confidence interval

o Product B  Log(AUC) 89.1-A30.0>

o
o

(p]
(@»)
T

~
o

a —+—Product A i Log (Cmax) 105.3 —164.2
O \ \ \ : |
0 10 20 30 40 50
Time (min)

A.Hussain, EZEGamE 714—>4 (2004.11.22)
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Primidone tablets
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There are very few “absolute” rules in the
area of pharmaceutical processing.
Certain parameters are critical for a given
formulation or manufacturing condition,
but not necessarily for others.

G. Lukas, Drug Information J, 30, 1091 (1996)
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Box-Behnken Optimization Design

Salmon calcitonin (sCT)
Orifice

Design spaceld
RMIE A
aB=H

8 NaCl
Polyox N10
Carbopol 1974P

Response-surface plot Coating level =0

Osmotic drug core

Push compartment

Semipermeable Membrane
Enteric coat

Dissolution test
pH1.2(2h)=
pPH 7.4 (4 h)

B—DRHHBRT
— B R TOEHE

Release (%) in 3 h

M.A.Khan, ACPS Meeting, 2004
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Dissolution of Mean and individual concentrations
acetaminophen by for ER tablets in a fasting state

paddle at pH 6.8

Shameem, Pharm.Res., 12, 1049 (1995)
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