Pharmaceutical excipients.
Product overview.

DMV -Fonterra Excipients
The ingredients of success

/




DMV-Fonterra Excipients is a leading supplier

of excipients for oral solid dose and dry powder
inhalation formulations. Continuous investment in
leading cGMP standards, excipient technologies and
committed personnel, allow us to consistently supply
high quality products from our sites around the
globe. With more than 100 years of experience in
excipient manufacturing and with a broad portfolio
of products, we are committed to building trust with
our customers through Quality, Reliability

and Expertise.

Quality
We implemented a quality system based on ISO 9001:2000 as well as IPEC and ICH Q7A cGMP

guidelines in all our production facilities. Through solid cGMP know-how, validated manufacturing
processes and full management commitment, we provide consistently high quality products.

Reliability

Our production sites in Europe
and New Zealand allow our

customers to receive products Expertlse

with increased security of

supply. Additionally our We share our excipient expertise through web-seminars on
customers can rely on the technical subjects and through customer seminars held locally
extensive global sales network in your region. We can also help with specific technical and
of sales offices and over regulatory questions you may have regarding your own

120 well-trained agents and particular application.

distributors.



Product overview

Description

Main benefits

Superdisintegrant

Primojel

Primellose

Sodium starch glycolate

USP-NF/Ph.Eur/JP

Type A, Botanical source:

Potato

Croscarmellose
sodium,
USP-NF, Ph.Eur., JP

High swelling for fast disintegration.
Potato starch base gives maximum
effectiveness.

Highly effective with insoluble and
slowly soluble filler-binders.

Fast water uptake for fast
disintegration.

Strong disintegration force.

Highly effective with soluble and
slowly soluble filler-binders.

Directly compressible lactose

SuperTab

11SD
14SD

21AN
22AN

30GR

Lactose monohydrate,
USP-NF, Ph.Eur., JP,
Spray dried

Lactose anhydrous
USP-NF, Ph.Eur., JP,
Roller dried

Lactose monohydrate,
USP-NF, Ph.Eur., JP,
Granulated

Excellent flow properties.

Good blend and tablet content
uniformity.

Excellent compactibility and low
lubricant sensitivity.

Brittle agglomerates of -lactose.
Low moisture content.

Excellent compactibility and low
lubricant sensitivity.

Consistent compaction over a wide
range of humidities.
Tablets disintegrate relatively quickly.

Sieved & milled lactose

Pharmatose

Pharmatose

50M
60M
70M
80M
90M
100M
110M
125M

130M
150M
200M
350M
450M

Lactose monohydrate,
USP-NF, Ph.Eur., JP,
Sieved

Lactose monohydrate,
USP-NF, Ph.Eur., JP,
Milled

Size distribution, particle shape and
morphology provide good flowability
and mixing characteristics.

Wide selection of particle size
distribution available for all
applications.

Customised particle size distributions
possible.

Most popularly used filler in tablet
production.

Wide range of particle size for all
applications.

Small particles and high surface
area for good wettability and
compactibility.



Product overview

Description

Main benefits

Lactose for inhalation

Respitose MLOO1
MLO06
SVv003
SV010
MC001

Customised
products

Lactose monohydrate,
USP-NF, Ph.Eur., JP,
Various grades

Standard grades available off the
shelf.

Tailored to your individual
requirements.

Other fillers & binders
Prejel PA5 PH*

Solani Amylum*

Pharmacel 101
102

* produced by Avebe, distributed by DMV-Fonterra Excipients

Pregelatinised starch,
USP-NF, Ph.Eur.

Potato starch,
Ph.Eur.

Microcrystalline cellulose
USP-NF, Ph.Eur., JP

Good flowability.
Suitable for dry mixing.

Non GMO.

No gluten, low fat and proteins.
High quality North European native
potato starch.

Gives hard tablets.
Good binding property.



Applications and functions

application function

Wet Direct Dry powder
granulation  compression  inhalation Disintegration Filling Binding

Primojel o o

Primellose . .

SuperTab 11SD
14SD
21AN
22AN
30GR

Pharmatose 50M
60M
70M
80M
90M
100M
110M
125M

Pharmatose 130M
150M
200M
350M
450M

Respitose Various o

Prejel PA5 PH
Solani Amylum

Pharmacel 101
102
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DMV-Fonterra Excipients
|

Klever Strasse 187 Tel. +49 2823 9288 770

P.O. Box 20 21 20 Fax +49 2823 9288 7799

47568 Goch pharma@dmv-fonterra-excipients.com
Germany www.dmv-fonterra-excipients.com

New Zealand Office

P.O. Box 612 Tel. +64 6 274 8869
Hawera Fax +64 6 274 8927
New Zealand

UK/Ireland/Scandinavia Office

P.O. Box 11 Tel. +44 20 8943 5220
Teddington Middlesex Fax +44 20 8943 5231
TW 118YG

United Kingdom

Japan Office

Kudan Vigas Bldg. 3F Tel. +81 3 5276 7585
1-10-9 Kudan-Kita Fax +81 3 5276 0445
Chiyoda-ku

Tokyo 102-0073, Japan

North America Office

902, Carnegie Center, Tel. +1 609 858 2111
Suite 440 Fax +1 609 858 2118
Princeton, NJ 08540
USA
Singapore Office
79 Robinson Road Tel. +65 6879 2972/75
#21-02 CPF Building Fax +65 6879 2997/96
Singapore 068897
Warranty
The details given here are merely intended for information purposes and are in no way
legally binding. Consequently we accept no responsibility in the broadest sense of the word
0—H for damage that may result from applications based upon this information. Furthermore,
DMV- FO nte rl'a. EXCl plents this information does not constitute permission to infringe patent and licence rights.

The ingred ients Of success Primojel®, Primellose®, SuperTab®, Pharmatose®, Respitose® and Pharmacel®

are registered trademarks of DMV-Fonterra Excipients.



