Opadry-FX L

Special Effects Film Coating System

An Immediate Release, Pearlescent, Film Coating
System from Colorcon®

A distinctive product appearance offers many benefits to manufacturers of pharmaceutical tablets and
nutritional supplements.’ In response to the demand for solid oral dosage forms that are unique, elegant
and will further enhance a distinctive tablet design, Colorcon offers Opadry® FX special effects film coating
systems.

Opadry FX systems are immediate-release, special-effects
film coatings that enhance solid oral dosage forms while
leveraging existing coating expertise and equipment. This
distinctive system strengthens brand identity and adds
security against counterfeiting and reimportation.?

)

Formulated with pearlescent pigments in high-gloss, clear
polymers from Colorcon, Opadry FX creates tablets with
vibrant colors and lustrous effects. Combined with unique
shapes, debossed logos, or printed images, these coatings
enable manufacturers to trademark their product'’s
appearance.®

Figure 1- Tablets Coated with Opadry FX

Immediate Release Film Coating System

Opadry FX systems are aesthetic, immediate release film coatings. Studies conducted on model drugs in
tablet form show that Opadry FX coatings do not significantly change dissolution profiles.* Further, the
Opadry FX coated tablets maintain the immediate release dissolution profile when stored under standard
ICH (International Conference on Harmonization) stability conditions as shown in Figure 2.
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Figure 2- Dissolution Stability Profile for Paracetamol (APAP) Caplets Coated with Opadry Il and Opadry FX Topcoat®
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Film Properties

Testing shows Opadry FX delivers adhesion and tensile strength equal to or greater than standard HPMC-
based Opadry Il.° Its oxygen transmission rate is 100 times lower than HPMC coatings, providing superior
protection against environmental exposure.’ Colorcon studies also confirm Opadry FX inhibits ibuprofen
oxidation, suggesting similar protection for other actives.?

Application

Creating a unique, high-gloss, pearlescent tablet with Opadry FX requires no extra equipment or capital.
Apply a white or pigmented subcoat (immediate-release or enteric) using standard film coating processes,
then add an Opadry FX topcoat in the same equipment with only minor parameter adjustments.® The result:
a simple, cost-effective way to achieve a premium look.

Color Development

Opadry FX achieves its special effects through pearlescent pigments—transparent, platelet-shaped
particles that split light into multiple reflections. These reflections travel different paths, creating optical
interference and vibrant interference colors, similar to those seen on soap bubbles or snowflakes. For
Opadry FX, the pharmaceutical grade pigments are manufactured in such a way as to produce platelets with
precisely controlled thicknesses. The final color is determined by the individual plate thickness and the
degree to which the material will bend incident light."

Color Matching and Customized Effects

Opadry FX is a high-gloss film coating that creates a pearlescent effect. It comes in formulations with
pigments such as blue, green, red, purple, orange, silver, and yellow, enabling a wide range of customizable
colors. Replicating these colors requires knowledge of the specific pigment grades and manufacturing
processes.

The final appearance depends on the underlying subcoat. Light subcoats reflect light through the Opadry
FX layer (Figure 4a) softening the interference color for a subtle pearlescent finish. Dark subcoats absorb
transmitted light (Figure 4b) revealing the pure interference color and enhancing the brilliance of the
pearlescent pigments and glossy polymer.
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Beyond subcoat color and Opadry FX _ ”:;’:' A ‘

formulation, tablets can be further AP A &1 ’ PN 30w/
customized by adjusting film thickness or v
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Figure 5 - The Effect of Increasing Weight Gain of Opadry FX
on an Opadry ll, Blue Subcoat

Regulatory Acceptability

Pigment availability may differ by region due to local regulatory requirements. However, Opadry FX
formulations are designed to meet North America and European quality standards and do not contain
ingredients derived from genetically modified organisms (GMOs) or animal sources.

Product Summary

Opadry FX is a fully formulated pearlescent film coating available in multiple colors, applied with standard
equipment and compatible with printed or debossed logos. Colorcon provides expert support, including on-site
trials, technical guidance, regulatory documentation, and marketing materials to help you create a distinctive,
elegant tablet image.
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The information contained herein is true and accurate. Any recommendations or suggestions made by Colorcon are made without warranty,
either implied or expressed, due to the variations in methods, conditions and equipment which may be used in commercially processing
products. No such warranties are made for the suitability of the products for any applications that you may have disclosed. Colorcon shall not
be liable for loss of profit or for incidental, special or consequential loss or damages. Colorcon makes no warranty, either expressed or
implied, that the use of products provided by Colorcon will not infringe upon any trademark, trade name, copyright, patent or other rights held
by a third person or entity when used in a customer application.
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