Omyapure® 35 - OG

Certified as suitable according to Monograph 14, European Pharmacopoeia: R1-CEP 2001-366-Rev 01 CHEM (#)
Meeting USP requirements and manufactured according to GMP ICH Q7a.

PRODUCTION SITE:

SHORT DESCRIPTION OF
THE PRODUCT:

CHEMICAL ANALYSIS:

SPECIFIC PRODUCT DATA:

GENERAL PRODUCT DATA:

MAIN APPLICATIONS:

Pharmaceuticals
- Active pharmaceutical ingredient
- Natural calcium source
- Neutralising agent

For some applications,
MPG and Ca limits must be applied

STANDARD PACKAGING:
= Minimum selling unit: pallet

=  BAGS (paper) of 25 kg on one-way
pallet of 1250 kg, shrink-wrapped

Shelf life in dry conditions: 3 years

I

ORGON, France (certified ISO 9001 and ISO 22000)

A high purity natural calcium carbonate, manufactured from selected

mineral.

CaCOs;

MQCO3

Feo,O3

MgO

Acid insoluble substances
Heavy metals content
Calcium content

Fineness:

- Residue on a 45 ym sieve (ISO 787/7)
- Top cut (d98%)

- Mean particle size (d50%)

- Particles <2 pm

Optical properties:
- CIE L*, a*, b* (ISO 11664-4)

Raw material density (ISO 787/10)
Packed bulk density (ISO 787/11)
pH value (ISO 787/9)

Pharma Calcium Carbonate

995 %
03 %
0.02 %
Traces
01 %
10 ppm
398 %
001 %
12 Pm
3 pm
33 %

962/045/32 %

2.7 g/ml
0.8 g/ml
9
heavy

PARTICLE SIZE DISTRIBUTION (Malvern Mastersizer 2000):
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(#) http://extranet.pheur.org/4DLink1/4DCGI/Query CEP?vSelectName=1&vContains=1&vtsubName=calcium+carbonate&SWTP=1&0K=Search

The information contained in this Technical Data Sheet relates only to the specific material designated herein and does
not relate to use in combination with any other material or in any process. The information provided herein is based on
technical data that Omya believes to be reliable, however Omya makes no representation or warranty as to the complete-
ness or accuracy thereof and Omya assumes no liability resulting from its use or for any claims, losses, or damages of
any third party. Recipients receiving this information must exercise their own judgement as to the appropriateness of its
use, and it is the user's responsibility to assess the material's suitability (including safety) for a particular purpose prior to

such use.
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