FOSTER

calc-i—pur B—TCP (Beta Tricalcium Phosphate)

for Implantable Medical Applications

Product Description
calc-i-pur B tricalcium phosphate [Caz (PO,),] is a biocompatible mineral powder comprised of calcium
and orthophosphate ions.

General Requirements
calc-i-pur B tricalcium phosphate meets the general requirements of ASTM F1088 “Standard Specifica-
tion for Beta-Tricalcium Phosphate for Surgical Implantation”.

Where Used
calc-i-pur B tricalcium phosphate is commonly used in manufacturing orthopedic, spinal and dental im-
plants including osteoconductive and bioresorbable composites. Composites are custom manufactured
using bioresorbable polymers (PLA, PGA) as well as hydroxyapatite additives (HA) for biphasic formula-
tions.

Chemical Requirements

Quantitative X-Ray diffraction analysis shall be > 95 % B tricalcium phosphate as defined by PDF 09
0169.

The maximum allowable metals having adverse biological reactions (heavy metals as lead) shall be a
total of 50 ppm.

The concentration of trace elements shall be limited as follows:

Element ppm, max
As 3
Cd 3
Hg 5
Pb 30
Total heavy metals (as lead) 50

Particle Size
The nominal mean particle size for B tricalcium phosphate is 7 um.

Physical Characteristics
Bulk density shall be determined per USP <616>.
The color of B tricalcium phosphate shall be white to off white.

Additional physical characteristics will be further defined by specific customer application and require-
ments.



Shelf Life
The shelf life for this product is 36 months from Date of Manufacture.

About Foster Polymer Distribution
Foster Polymer Distribution specializes in the strategic sourcing of specialty performance polymers and
additives for implantable medical applications. Foster caters to the unique demands of the medical de-
vice community by providing custom distribution services including product development, material
sampling, lot selection, GMP batches and regulatory submission. calc-i-pur B tricalcium phosphate can
be purchased from Foster Polymer Distribution in an unmodified form or as custom formulated biopoly-

mer composite. S U N STA R

* Calc-i-pur is a product of Degradable Solutions AG Degradable Solutions AG

Foster Polymer Distribution
45 Ridge Road
Putnam, CT 06260
(860) 928-4102
www.fosterpolymers.com

Foster Corporation (Foster) believes that the information contained in this document is an accurate description of the typical characteristics and/or uses of the product or products,
but it is the customer's responsibility to thoroughly test the product in each specific application to determine its performance, efficacy and safety for each end-use product, device or
other application. Suggestions of uses should not be taken as inducements to infringe any particular patent. The information and data contained herein are based on information we
believe reliable. Mention of a product in this documentation is not a guarantee of availability. Foster reserves the right to modify products, specifications and/or packaging as part of a
continuous program of product development.

FOSTER MAKES NO WARRANTIES, EXPRESS OR IMPLIED, INCLUDING, WITHOUT LIMITATION, A WARRANTY OF FITNESS FOR A PARTICULAR PURPOSE OR OF INTELLECTUAL PROPERTY
NON-INFRINGEMENT, INCLUDING, BUT NOT LIMITED TO PATENT NON-INFRINGEMENT, WHICH ARE EXPRESSLY DISCLAIMED, WHETHER EXPRESS OR IMPLIED, IN FACT OR BY LAW.
FURTHER, FOSTER MAKES NO WARRANTY TO YOUR CUSTOMERS OR AGENTS, AND HAS NOT AUTHORIZED ANYONE TO MAKE ANY REPRESENTATION OR WARRANTY OTHER THAN AS
PROVIDED ABOVE. FOSTER SHALL IN NO EVENT BE LIABLE FOR ANY GENERAL, INDIRECT, SPECIAL, CONSEQUENTIAL, PUNITIVE, INCIDENTAL OR SIMILAR DAMAGES, INCLUDING WITH-
OUT LIMITATION, DAMAGES FOR HARM TO BUSINESS, LOST PROFITS OR LOST SAVINGS, EVEN IF FOSTER HAS BEEN ADVISED OF THE POSSIBILITY OF SUCH DAMAGES, REGARDLESS OF
THE FORM OF ACTION.



