ACWI-EZE@ ” Product Information

Optimized Aqueous Acrylic Enteric System

Coating Parameters for the Use of Acryl-EZE®II -- Enteric Protection for

Multiparticulates

Acryl-EZE Il is a fully formulated, dry acrylic-enteric coating system, for the application of a delayed release film coating to
solid dosage forms such as tablets, granules and beads. Combining the benefits of a fully formulated coating system with a
globally accepted delayed release polymer (EUDRAGIT® L100-55%), Acryl-EZE Il is readily dispersible in water for easy
application. The coating system can be pigmented to meet marketing requirements and provides consistent, reproducible
delayed release profiles.

The coating parameters which are recommended for use with Acryl-EZE Il are based on Colorcon trial data. Individual product
and machine functions should be taken into account and conditions altered as required. For further technical advice, please
contact your Colorcon Technical Representative.

Glatt Freund-Vector
Coating Parameter GPCG11 Glatt GPCG-2 Glatt GPCG-3 VFC-60M with Wurster
Accelerator
Distilled
Solvent water Distilled water Distilled water Distilled water
Solids content (% w/w) 20 20 20 20
Theoretical weight gain (%) 25 20-40 25 20-40
Substrate SUGLETS® | Lansoprazole MP SUGLETS® Lansoprazole MP
Substrate mesh 30-35 18-20 30-35 18-20
Substrate charge (kg) 0.6 2 25 50
Inlet air temperature (°C) 55 55 45 65
Drying air volume (m?3hr) 70 130 130 1359
Product temperature (°C) 33 35 33 35
Exhaust air temperature (°C) 32 35 34 35
Spray equipment Schlick 970 Schlick 970 Schlick 970 Schlick 0/4
Partition Height (cm) 2.0 1.8 1.8 4.6
Fluid nozzle (mm) 1.1 1.1 1.0 2.2
Air cap (mm) 2.0 2.0 2.0 9.0
Atomizing air pressure (bar) 1.8 2 25 3
Spray rate (g/min) 13 12-15 15 250

Acryl-EZE Il is reconstituted to 20% w/w solids dispersion for use. Recommended weight gains of Acryl-EZE I

start at 20% for enteric performance depending on the shape, size and surface area of the multiparticulate. A sub-coat
may be required to separate strongly acidic or basic drugs from the enteric polymer or to strengthen the dosage form
prior to enteric coating. A colored top-coat may be applied if required.
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* Methacrylic acid copolymer type C

®
The information contained herein, to the best of Colorcon, Inc.’s knowledge is true and accurate. Any recommendations or ¢
suggestions of Colorcon, Inc. with regard to the products provided by Colorcon, Inc. are made without warranty, either implied or ‘ OIOrcon
expressed, because of the variations in methods, conditions and equipment which may be used in commercially processing the

products, and no such warranties are made for the suitability of the products for any applications that you may have disclosed.
Colorcon, Inc. shall not be liable for loss of profit or for incidental, special or consequential loss or damages.

Colorcon, Inc. makes no warranty, either expressed or implied, that the use of the products provided by Colorcon, Inc., will © BPSI Holdings LLC, 2014.

not infringe any trademark, trade name, copyright, patent or other rights held by any third person or entity when used in the

i The information contained in this document is
customer’s application.

proprietary to Colorcon and may not be used or
disseminated inappropriately.

For more information, contact your Colorcon representative or call:

All trademarks, except where noted, are property of

North America Europe/Middle East/Africa Asia Pacific Latin America BPSI Holdings, LLC.
+1-215-699-7733 +44-(0)-1322-293000 +65-6438-0318 +54-11-5556-7700 EUDRAGIT® is a trademark of Evonik R6hm
GmbH, Darmstadt, Germany.

You can also visit our website at www.colorcon.com
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