Pharmaline Folder APRIL 09 21/4/09 15:11 Page 1 ,\

WWW.coghis.com
www.pharmaline.com
www.tpgs.de

Think Cognis

ognis

Cognis offers premium-quality solutions to match all we Know how

needs — not only for pharmaceutical companies but

g e : Sales Team: Technical Team:
also for a wide range of industrial markets.
Europe North America Cognis GmbH
N&H Pharmaceuticals & Healthcare
Dr. Jochen Seifert Cognis Polska sp.z.o0.0. Cognis Corporation Rheinpromenade 1
. ) ) ) ) e . Business Manager Europe Warsaw D. Scott Mace D-40789 Monheim
Leading companies are using Cognis know-how Behind all this is over 160 years of excellence in Pharmaceuticals & Healthcare Phone: ++48-22-606-0535 Business Development www.cognis.com
to manufacture successful products all over the natural chemistry. Today Cognis is the world’s Phone: ++49-2173-4995-122 Coanis Ireland Ltd Marketing Manager www.pharmaline.com
world. For our Nutrition & Health business we largest producer of natural-source oleochemical Fax:  ++49-2173-4995-523 Li;’g:::lar:dago Cor'k Pharmaceuticals E-mail: pharmaceuticals@cognis.com
have been successful in developing a significant basestocks. E-mail: jochen.seifert@cognis.com 135397, Cincinnati (USA) E-mail: pharmaline@cognis.com
Phone: ++353-21-4517100 Phone: ++1-513-227-2028
number of naturally derived products that are As a marketing-oriented specialty chemicals .
s D N ) ) Andrea Pitrella Cognis UK Ltd. . Dr. Thomas Rosen
used as building blocks, excipients, active ingre-  company, we have developed an intensive Inside Sales Manager Europe Hythe ggrg:):lsoCanada Corp. Global Product Line Manager
dients and drug- delivery agents by the pharma- understanding of our customers’ markets. On Pharmaceuticals & Healthcare Phone: ++44-2380-894-666 Phone: +41.905.542.7551 Pharmaceuticals & Healthcare

ceutical industry. These include high-purity this basis, Cognis develops innovative products, Phone: ++49-2173-4995-128 Phone: ++49-2173-4995-479
oleochemicals and derivatives (Pharmaline™), complete solutions, and concepts that also Fax: ~++49-2173-4995-523 Asia-Pacific South America Fax:  ++49-2173-4995-523 .
. . . . . E-mail: andrea.pitrella@cognis.com E-mail: thomas.rosen@cognis.com TM
azelaic acid (Dermaz® Line), phytosterols and include marketing messages for important . . I
. . . . Cognis Australia Pty. Ltd. . .
chitosan (Chitopharm®). industrial markets, such as personal care, the Cognis France S.A.S. Wetherill Park Cognis Brasil Ltda. )
With natural-source ingredients and expertise cleaning products industry, food and nutrition, Ponthierry (Paris) Phone: ++61-2-87878007 Sao Paulo/Brazil Guido Baumoeller

Phone: ++33-1-6065-2362 Phone: ++55-11-2133-2539 Technical Marketing Manager

in relation to healthy nutrition, Cognis also
provides products, formulations, and marketing-
oriented concepts for functional food, additives,
and dietary supplements — from phytosterols
and plant extracts to mixed carotenoids and
products for active-body composition manage-
ment. Cognis is also a world-leader in the

coatings and inks, textiles, agriculture, mining,
the automotive sector and, of course, the phar-
maceutical and healthcare industry.

We generate real competitive advantage for our
customers in over 100 countries around the
world. With a worldwide turnover of approxi-
mately € 3,37 billion in 2006, Cognis is a true

++33-1-6065-2168

Cognis GmbH
Germany, Austria, Switzerland,

Benelux

Phone: ++49-2173-4995-108

Cognis Ibéria S.I.

Cognis China ++55-11-2133-2527 Pharmaceuticals & Healthcare
Shanghai Phone: ++49-2173-4995-136

Phone: ++8621-5464-4664 Cognis Mexicana, S.A.de C.V. Fax:  ++49-2173-4995-523

Mexico City E-mail: guido.baumoeller@cognis.com

Cognis Japan Ltd. Phone: ++52-55-5836-2246

Tokyo
Phone: ++81-3-5769-6442

Oleochemical-derived Pharmaceutical
Excipients to Pharmacopoeia Standards
and IPEC - PQG GMP

production of natural vitamin E. global player with a presence in 30 different Barcelona Cognis Korea Ltd.
Our products meet the requirements both of locations and with about 8,000 employees. Phone: ++34-93-773-0171 Seoul Information provided in this technical
AU @UEETETS 2ne) (he andl USETs if (&S 6 Phone: ++82-2-3489-7630 literature is believed to be accurate.

. Cognis SpA However, Cognis assumes no liability
safety, performance of and convenience. Fino Mornasco CO

Cognis Thai Ltd. and makes no warranty or represen-
Phone: ++39-031-8891752 Bangkok tation that the information is correct
Phone: ++662-654-7072 or complete. Final determination of
suitability of any material and issues
Cognis India of patent infringement are the sole
Mumbai responsibility of the user who alone
Phone: ++91-22-4033-7969 knows the conditions of intended use.

Cognis Kimya A.S.
Gebze, Kocaeli
Phone: ++90-262-6793228

Edition 2009/2010



Pharmaline Folder APRIL 09 21/4/09 15:11 Page 2 $

Product purity and process
integrity are the pillars of the
Residual Solverts PharmalLine™ concept.

* Microbiology

+ Aflatoxins

* Heavy Metals

* Polycyclic Aromatic
Hydrocarbons (PAH)

The PharmalLine™ Range

EP and USP/NF
(optionally JP/JPE)
« Specifications

+ Analytical Methods
+ US DMF's (type IV)

Individual Customer
Service

We are able to specify
additional parameters
according to individual

tomized excipients
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Pharmaline™ - our product range
of premium-quality excipients.

To meet the specific needs of the pharmaceutical
industry, we offer you excipients that satisfy all the
relevant regulatory requirements.

IPEC* - PQG** GMP

* GMP Guide for
Bulk Pharmaceutical
Excipients

* GMP Conformity
Declaration

* Change Control
Agreements

* Long-Term Contracts

* Selected Production
Lines

Distribution

+ Direct Deliveries from Cognis or

* Deliveries through an Approved
Pharma Distributor

* |PEC = International Pharmaceutical Excipients Council
** PQG = Pharmaceutical Quality Group

Auditing System

¢ Internal Audits
and Assessments
according to:

*1SO 9001

*1SO 14001

*IPEC - PQG GMP

External:
 Customer Audits
* Questionnaires

PharmaLine™ are oleochemical-derived
pharmaceutical-grade excipients such as
specialty esters, fatty alcohols, ethoxylates,
hard fats, stearic acids, mono- and triglyc-
erides, castor oil derivatives etc., which
are used by pharmaceutical companies in
their topical, oral, parenteral and other
formulations as:

e tableting aids

* solubilizers & solvents
* consistency factors

e emulsifiers

e emollients

e cream bases

* suppository masses

* moisturizers

e surfactants

e drug delivery agents

for solid, semi-solid and liquid pharma-
ceutical dosage forms.

We are also able to produce customized
excipients based on our own raw materials
and chemical expertise, naturally in line
with the relevant safety standards. Thanks
to our excellent and constant product
quality and process integrity, Cognis
enhances safety right down the line.
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of Prarmatine ™ Prodects

PharmaLine™ satisfies the most
stringent requirements and complies
with the latest pharmacopoeias.

We maintain our high standards through
integrated quality management to ISO
9001, ISO 14001 and IPEC - PQG GMP.
Our quality system defines in detail the
production procedures for our excipients
and monitors compliance with the rele-
vant guidelines.

PharmaLine™ with IPEC - PQG GMP
Conformity Declaration

We obtained a conformity declaration
for IPEC - PQG Good Manufacturing
Practices for pharmaceutical excipients
in 2006.

This sets strict benchmarks in the areas
of training and hygiene, pest control,
cleaning of production equipment,
documentation of individual process
steps, traceability of intermediate prod-
ucts and raw materials, and supplier
auditing. This saves our customers from
having to carry out numerous individual
audits.

Extensive purity data covering micro-
biology, aflatoxins, heavy metals, poly-
cyclic aromatic hydrocarbons, etc. as
well as US Drug Master Files (type V)
are available.

We practice comprehensive quality
management to achieve consistently
high standards. All production methods
and processes are documented, and
finished products are subjected to
intensive testing. Through our equip-
ment and safety-conscious, highly
trained employees we comply with
relevant regulations. We offer you
pharmacopoeia-compliant analytics.

Shipment is made directly by Cognis
or through an approved distributor.
This is how we fulfill our own stringent
safety specifications, from raw material
and packaging through storage, logistics
and delivery.



