SUGLETS ® Technical Bulletin

Sugar Spheres

Suglets® PFO10 Sugar Spheres

Best-in-class drug layering substrates. Suglets are available as multiple sizes; PFO10 grade (particle size
range of 710-850 microns or 20/25 mesh).

Meeting Pharmacopoeia Specifications: More Than Monograph

Suglets meet all specifications listed in the Sugar Spheres USP-NF and Ph. Eur. monographs.
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More Than Monograph: /Impact of Median Particle Size

Using Camsizer for more advanced particle analysis - shape and size

Consistency of Particle Size (710-850 um) Impact on Drug Delivery

PF010 - Median Particle Size Diameter (n=145 lots)
Conversion from Sieve Analysis Data

Effect of Starting Particle Size on Drug Release
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Shift in particle size can create an undesirable drug release profile.
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More Than Monograph: Impact of Sphericity

For a perfect sphere, the sphericity ratio of 4nA/P? =1.0

A=area

SpheriCity P = circumference

4 tA P
P2

A = area and P = perimeter of two-dimensional cross-section of an imaged sphere.

Sphericity of Suglet PF 010 is maintained at an internal production target of > 0.94, indicating an
extremely high degree of sphericity.

Influence of Pellet Surface Characteristics on Drug Release
Surelease Coated Chlorpheniramine Maleate (160mg mL™") Dissolution
(10%WG ; 15% Solids)
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® Batch to batch consistency ~ ® Reduced loss in production

More Than Monograph: Impact of Friability

Demonstrates robustness and rigidity of spheres under production conditions.

In-Use Process Conditions - Fluid Bed With/Without Atomizing Air
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For more information, contact your Colorcon representative or call: ©BPSI Holdings LLC, 2013. The information contained in this document is

. . . . . . . proprietary to Colorcon and may not be used or disseminated inappropriately.
North America Europe/Middle East/Africa Asia Pacific Latin America

+1-215-699-7733 +44-(0)-1322-293000 +65-6438-0318 +54-11-5556-7700 All trademarks, except where noted, are property of BPSI Holdings LLC.

You can also visit our website at www.colorcon.com TB_Suglets_V2_1113



