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Setting Dissolution Specifications

Robert C.Wojcik , Dissolution Technologies, AUGUST 1997

Parametric approach X : mean release

QPF5%# x" kl!s k: factor
. S : standard deviation of
Nonparametric approach the released values

Order the unit results from smallest to highest and select
the m™ smallest value(Xm) for one sided distribution-free tolerance limits.

QF55% # Xm

Examination of Selection of Immediate Release
Dissoluion Acceptance Criteria

Jeffrey D.Hofer, Vivian A. Gray , Dissolution Technologies,
February 2003 @N
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USP<1092>The Dissolution Procedure:Development and Validation

Acceptance criteria
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EP Dissolution test for solid dosage forms
Guidance on Dissolution testing
Dissolution Specification for Oral Dosage Forms
Conventional-release dosage forms
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USP<1092>The Dissolution Procedure:
Development and Validation

(1)Medium, (2)Apparatus/agitation rate, (3)Study design,
(4)Assay, (5)Acceptance criteria
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FDA Guidance for Industry
The Use of Mechanical Apparatus 1 and 2
(Draft Guidance) 2007.10
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EP : Dissolution test for transdermal patches
USP: Drug release (EP:Disintegration of suppositories.)
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USP: Drug release  Monographs: Nicotin, Clonidine
(Estradiol 3R E)

Nicotin Transdermal System
Drug Release Test 1 Apparatus 7 (Reciprocating Holder)
Drug Release Test 2 Apparatus 6 (Cylinder)
Drug Release Test 3 Apparatus 5 (Watch glass)
Drug Release Test 4 Apparatus 5 (Convex Screen)
Drug Release Test 5 Apparatus 6 (Cylinder)
BB, BUREED 7> CD. 8B O KGRI 2
0~24 KffH]  Amount dissolved(%)

Clonidine Transdermal System
Drug Release Apparatus 7 (Reciprocating Holder)
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USP <729> Globle Size Distribution in Lipid Injectable Emulsions
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