—  OPADRYENTERIC

FORMULATED FOR ORGANIC SOLVENT COATING

Opadry® Enteric Product Information

Opadry Enteric is a family of fully formulated, delayed release coating systems for solid oral dosage forms,

which are applied by organic or hydro-alcoholic processing techniques.

Specific Opadry Enteric coating formulations have been developed from a choice of enteric polymers, with
solubility as a function of the environmental pH in the gastro-intestinal tract. The various Opadry Enteric
products available from Colorcon are listed below along with the constituent enteric polymer and pH at which
the system starts to dissolve.

Opadry Enteric Polymer Polymer Dissolution pH
= 01 series Polyvinyl Acetate Phthalate (PVAP) pH 5.0
= 94 series Methacrylic Acid Copolymer ( Methacrylic acid- methyl methacrylate 1:1 copolymer) pH 6.0
= 95 series Methacrylic Acid Copolymer ( Methacrylic acid- methyl methacrylate 1:2 copolymer) pH 7.0
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OPADRY ENTERIC - 91 SERIES

Opadry Enteric- 91series is formulated using the delayed-release polymer Polyvinyl Acetate Phthalate NF
(PVAP, Phthalavin).

Features and Benefits

Features Benefits

= Fully formulated system = Time and cost savings

= Less susceptible to hydrolysis than other phthalate esters = Stable product (12 months re-evaluation
such as CAP or HPMCP* period*)

= High coating solids concentration (15% coating solids = Produces elegant glossy coatings while
using a hydro-alcoholic solvent system; 5-8% coating exhibiting excellent enteric protection
solids for an organic solvent system) = Allows rapid coating application

= Pigmented or clear systems are available = Provides rapid, reproducible drug release

= Simple to dispense and disperse in solvent systems (45 in alkaline dissolution media.

minutes at low shear)

= Enteric protection is achieved with 6 - 8% coating weight
gain on tablets**

= Polymer start to dissolve at pH 5.0 and above

Regulatory

= Acceptable for use in pharmaceutical enteric coatings in the U.S. and other countries that accept NF
compliance. Not acceptable for use in dietary supplement coatings in the U.S.

= Currently no precedence of use for PVAP in Japan exists for pharmaceutical or dietary supplement coatings.

Applications
= Tablets, soft-gelatin capsules, hard-gelatin capsules and multi-particulates.

Packaging
= 25 Kkg carton with double polyethylene bags and desiccant between bags.

Recommended Storage Conditions
= Seal container tightly.
= Keep below 30°C / 86°F; not more than 65% relative humidity. Product packaging contains desiccant.

Re-evaluation Period (Warranty)
= 12- months from date of manufacture*

* May vary based on pigment selection.
** To be determined on a case-by-case basis.



OPADRY ENTERIC - 94 SERIES

Opadry Enteric- 94series is formulated using the delayed-release polymer
“Methacrylic Acid Copolymer, Type A” USP/ NF

“Methacrylic Acid- Methyl Methacrylate Copolymer (1:1)” Ph. Eur
“Methacrylic Acid Copolymer L” JPE

Features and Benefits

Features Benefits
= Fully formulated system = Time and cost savings
= Non-tacky = Processing ease
= Hydro-alcoholic solvents are recommended = Allows rapid coating application
= Pigmented or clear systems are available = Produces elegant glossy coatings while
= Simple to dispense and disperse in solvent systems exhibiting excellent enteric protection
(45 minutes at low shear) = Provides rapid, reproducible drug
= Enteric protection is achieved with 5 - 6% coating release in alkaline dissolution media.
weight gain on tablets** = Stable product (12 months re-evaluation
= Polymer start to dissolve at pH 6.0 and above period*)
= Methacrylic acid copolymers have excellent stability
against hydrolysis

Regulatory
= Acceptable for use in pharmaceutical enteric coatings in the U.S/ Europe and Japan. Not acceptable for use in
dietary supplement coatings in the U.S.

Applications
= Tablets, soft-gelatin capsules, hard-gelatin capsules and multi-particulates.

Packaging
= 25 kg carton with double polyethylene bags and desiccant between bags.

Recommended Storage Conditions
= Seal container tightly.
= Keep below 30°C / 86°F; not more than 65% relative humidity. Product packaging contains desiccant.

Re-evaluation Period (Warranty)
= 12- months from date of manufacture*

* May vary based on pigment selection.
** To be determined on a case-by-case basis.
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World Headquarters
Colorcon

415 Moyer Blvd., P.O. Box 24, West Point, PA 19486-0024
Tel: 215-699-7733 Fax: 215-661-2605 Website: www.colorcon.com

Locations

United States

Irvine, California
Indianapolis, Indiana
Humacao, Puerto Rico
Stoughton, Wisconsin

Canada
St. Laurent, QC, Canada

Europe

Dartford, Kent, England
Massy, France

Idstein, Germany
Gallarate, Italy
Budapest, Hungary
Istanbul, Turkey
Barcelona, Spain

Telephone

949-753-5780
317-545-6211
787-852-3815
608-887-8970

514-337-8341

44-1322-293000
33-1-6447-9750
49-6126-9961-0
39-0331-776932
36-1-200-8000
90-216-465-0360
34-9-3589-3756

Facsimile

949-450-0452
317-545-6218
787-852-0030
608-887-8984

514-337-9159

44-1322-627200
33-1-6932-5983
49-6126-9961-11
39-0331-776831
36-1-200-8010
90-216-465-0361
34-9-3589-3792

Locations

Asia/Pacific

Singapore

Fuji-gun, Shizuoka, Japan
Shanghai, China

Goa, India

Gyeonggi-do, Korea

Latin America

Buenos Aires, Argentina
Cotia, Brasil

Bogota, Colombia
Caracas, Venezuela
Mexico DF, Mexico

Telephone

65-6438-0318
81-5-4465-2711
86-21-5442-2222
91-832-288-3434
82-31-296-2173

54-11-4552-1565
55-11-4612-4262
571-418-1202

58-212-237-9842
52-55-3000-5700

Facsimile

65-6438-0178
81-5-4465-2730
86-21-5442-2229
91-832-288-3440
82-31-296-2178

54-11-4552-3997
55-11-4612-3307
571-418-1257
58-212-238-2259
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.

Copyright © 2008 Colorcon. The information contained in this document is proprietary to Colorcon and may not be used or disseminated inappropriately.

All trademarks, except where noted, are property of BPSI Holdings, LLC.
mr/opadry_enteric/prod.info./01.2009



