SURELEASE

Technical Data Sheet

Preparation & Use Guidelines

AQUEOLS ETHYLCELLULOSE DISPERSION

Surelease® is a complete, optimally plasticized aqueous dispersion for modified release and taste masking applications. Using
ethylcellulose as the rate controlling polymer, Surelease delivers dependable and reproducible extended release profiles that are
consistent from laboratory to pilot and production scale processes. General use, preparation and clean up guidelines are outlined in

this information sheet.

Use Guidelines

= Surelease is a fully formulated and optimally
plasticized system supplied at 25% w/w solids content.
For best results, the product should be diluted to 15%
wi/w solids.

= Due to the high pH of Surelease, the addition of Lake
color to the dispersion is not recommended. (Color can
be added to the topcoat if desired.)

= A clear (or colored) Opadry®/Opadry Il topcoat is
recommended at 1-3% weight gains to prevent
blocking.

= Need of curing to achieve stable drug release profile
during storage must be evaluated on a case by case
basis. Curing of the film may not be necessary when
processed under recommended conditions.

= Release profiles are controlled by Surelease film
thickness and drug release can be modeled using the
Ficks laws of diffusion.

Preparation Guidelines

Materials

= Surelease dispersion

=  Water, maximum temperature 30°C (deionized or
distilled)

Equipment

= Variable speed mixer and propeller stirrer

= Mixing vessel large enough to contain desired
quantity of dispersion

Mixing Procedure

= Gently agitate the container of Surelease to ensure
complete dispersion of solids.

Coating Formulation:
= Surelease dispersion (25% solids) 60%w/w
= Water (distilled or deionized) 40%w/w

= Add the water to the Surelease dispersion and mix with a
low shear mixer for approximately 15 minutes.

= It is recommended to continue gentle agitation
throughout the coating process to prevent sedimentation.

Clean Up Guidelines

= For best results, the coating over-spray should be cleaned
off equipment shortly after the end of the coating run. If
the product is allowed to dry the residual film can be
difficult to remove.

= Fluid bed equipment can be cleaned by spraying a
cleaning solution (20%w/w sodium silicate powder and
warm water) into the chamber and bowl. The cleaning
solution can also be brushed on the equipment surfaces.
Continue application until the film is soft and removable
(15 to 30 minutes). The cleaning solution will not
dissolve the film coating, but allows it to release from
the metal so it can be washed away with water.

= Coating pans can also be cleaned with the solution. Fill
the reservoir and allow the pan to rotate through the
solution for 30 minutes. When the film becomes soft it
can be rinsed off with water.

= Spray equipment (guns and hoses) should be
disassembled and cleaned with the appropriate solution.
When cleaning spray guns, it is important to make sure
the passages are free of residual coating material that can
block the orifice and restrict flow. A thin soft brush or
swab can be passed through the tip of the gun to insure
all the coating material is removed. Avoid using hard
substances because these can damage the gun parts.

= Al equipment should be rinsed with deionized water
after cleaning.
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Locations Telephone Facsimile Locations Telephone Facsimile
United States Asia/Pacific
Santa Ana, California 714-549-0631 714-549-4921 Singapore 65-6438-0318 65-6438-0178
Indianapolis Indiana 317-545-6211 317-545-6218 Fuji-gun, Shizuoka, Japan ~ 81-5-4465-2711 81-5-4465-2730
Humacao, Puerto Rico 787-852-3815 787-852-0030 Shanghai, China 86-21-5442-2222 86-21-5442-2229
Goa, India 91-832-288-3434 91-832-288-3440
Europe Seoul, Korea 82-2-2057-2713 82-2-2057-2179
Dartford, Kent, England 44-1322-293000 44-1322-627200
Bougival, France 33-1-3082-1582 33-1-3082-7879 Latin America
Idstein, Germany 49-6126-9961-0 49-6126-9961-11 Buenos Aires,Argentina 54-11-4552-1565 54-11-45523997
Gallarate, Italy 39-0331-776932 39-0331-776831 Cotia, Brasil 55-11-4612-4262 55-11-4612-3307
Budapest, Hungary 36-1-200-8000 36-1-200-8010 Bogota, Colombia 571-418-1202 571-418-1257
Istanbul, Turkey 90-216-465-0360 90-216-465-0361 Caracas, Venezuela 58-212-442-4819 58-212-442-8724
Barcelona, Spain 34-9-3589-3756 34-9-3589-3792 Santa Fe, Mexico 52-55-3000-5700 52-55-3000-5701/02

The information contained herein, to the best of our knowledge is true and accurate. Any recommendations or suggestions are made without warranty or guarantee, since the conditions of
use are beyond our control. Any information contained herein is intended as a recommendation for use of our products so as not to infringe on any patent.
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