SEPPIC

® Future in pharma
excipient regulation

® SEPPIC marketing

position

® PHA PREMIUM range

® Products already
available

PHA PREMIUM™

GMP Surfactant range

Pharma Excipient regulation

Currently, in most of European and North-American countries no
regulation exists on how to manufacture excipients for the
pharmaceutical industry. In Europe, excipient conditions of use are
only defined in regulation relative to the drug products, the directive
2001/83/EC on the Community code relating to medicinal products
for human use. This one is itself amended by the directive
2004/27/EC in which the need for GMP production of some
excipients is emphasized. For the time being, there is no legal basis
to inspect excipient manufacturers nor official GMP guidelines.

Different organisms such as the Pharmaceutical Quality Group (PQG),
the International Pharmaceutical Excipient Council (IPEC), or the
World Health Organisation (WHO) have outlined GMP guidelines
specific to starting materials and excipients. These guidelines respect
the main steps of the pharmaceutical industry guidelines.

SEPPIC Marketing position

SEPPIC, following an increasing demand from the pharmaceutical
industry has developed a new surfactant range that fully complies
with future excipients GMP requirements.

Quality investment is one of our Credo at SEPPIC, especially for
products dedicated to the health industry.

PHA PREMIUM range

The PHA PREMIUM range will enable you to comply with the future
guidelines of excipient GMP production.

This product range is also complying with 2 Pharmacopoeia: USP and
Ph.Eur.



PHA PREMIUM range : products already available

The new range; PHA PREMIUM includes -until now- the following surfactants:

This surfactant range is dedicated to evoluate. To be in line with pharmaceutical industry
needs, SEPPIC focus on a quality policy that takes into account future excipient GMP
guidelines, thus this range is dedicated to grow according to the global need of the
pharmaceutical market.

Nota

The analytical specifications warranted are only those mentioned on the certificate of analysis supplied with each delivery of the product.

Except as set forth above, SEPPIC* makes no warranties, whether express, implied or statutory, as to the product which is the subject of this document
. Without limiting the generality of the foregoing, SEPPIC* makes no warranty of merchantability of the product or of the fitness of the product for any
particular purpose. Buyer assumes all risk and liability resulting from the use or sale of the product, whether singly or in combination with other goods.
The information set forth herein is furnished free of charge and is based on technical data that SEPPIC* believes to be reliable. It is intended for use by
persons having technical skill and at their own discretion and risk. Since conditions of use are outside SEPPIC*'s control, SEPPIC* makes no warranties,
express or implied, and assumes no liability in connection with any use of this information. Nothing herein is to be taken as a license to operate under
or a recommendation to infringe any patents.

* SEPPIC being: SEPPIC S.A. Tel. : +33 (0)1 5591 57 00 Fax : +33 (0)1 5591 50 50 and, depending on the country :

SEPPIC UK Ltd SEPPIC ITALIA Srl SEPPIC Inc. SEPPIC CHINA SEPPIC GmbH

Tel. : +44 208 577 8800 Tel. : +39 02 38009110 Tel.: +1 973 882 5597 Tel. : +86 (21) 64 66 01 49 Tel. : +49(0) 220 3890 3100
Fax : +44 208 570 2106 Fax : +39 02 38009140 Fax : +1 973 882 5178 Fax : +86 (21) 64 66 11 09 Fax : +49(0) 220 3890 3199
GIVAUDAN LAVIROTTE S.A. SEPPIC BELGIUM NV
Tel.: +33 (0) 4 78 61 55 00 Tel. : +32 3 250 3911

Fax : +33(0) 4 72 05 60 89 Fax : +32 3 250 3912
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