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TYPICAL DISSOLUTION PARAMETER OVERVIEW USP APPARATUS 1 AND 2

Media

* Evaluate Degassed Vs.
Non-Degassed

* Acid (HCI 0.1-0.001 N)
* Buffers:

Acetate (pH 4.1-5.5, 0.05 M),
Phosphate (pH 5.8-8.0, 0.05 M)
» Simulated Fluid: Gastric Fed
and Fasted, Intestinal Fed and

Fasted

Media Volume

* 900 mL, 500 mL (for
low dosage strengths)
1000 mL,2Lor4L
(for increased sink)

* 200 mL or smaller
volumes (as justified)

Surfactants (anionic, cationic, neutral)

* Cetyl trimethylammonium bromide
Cetrimide (CTAB)

* Polysorbate (Tween™) 20 - 80

* Polyethoxylated alcohols

* Polyoxyethylene sorbitan

* N,N-dimethyldodecylamine-N-oxide
» Hexadecyltrimethylammonium
bromide

* Polyoxyl 10 lauryl ether

* Nonylphenol ethoxylate (Tergitol™)
* Cyclodextrins

* Lecithin

» Methylbenzethonium chloride
(Hyamine®)

» Sodium dodecyl sulfate (SDS)

* Lauryldimethylamineoxide (LDAO)
* Brij®

e Triton™ X

* Cremophor®

* Solutol®

Speeds

Paddle

*50 rpm
(preferred for
BCS)

*75 rpm

(to eliminate
coning/
variability)

* 25 rpm (for
suspensions)
* 100 rpm
(needs
justification for
IR, common
for ER)

Basket
*50 - 100 rpm
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1 Ultrasound Velocity Profile 2 Turbulence parameters
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Mohs hardness Mineral Chemical formula ::j‘::;i
10 Diamond C 1600
9 Corundum ALSIO,(OH"F7), 200
8 Topaz ALO, 400
7 Quartz SiO, 100
6 Orthoclase feldspar KAISi,O, 72
5) Apatite Ca,(PO,),(OH",CI",F) 48
4 Fluorite CaF, 21
3 Calcite CaCoO,
2 Gypsum CaSO,2H,0
1 Talc Mg,Si,O, (OH), 1
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