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. Certificate of switability
H@n R1-CEP 2000-269-Revy 00
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Name of holder:
AMBROGIO PAGANI Sﬂl i
Via Stezzano-Lat Cm:imli&ﬂ
I - 24126 Bergamo HEE

Site of production:
AMBROGIO PAGANI SPA
Via Stezzano-Lat Cascinello 9
I - 24126 Bergamo

msmnmmmIHMam
RO-CEP 2000-269-REv 02

After examination of the information provided on tlveai'in of raw material(s) and type of
tissue(s) used and on the manufacturing process for this substance on the site of production
mentioned above, 1 - 24126 Bergamo, we certify that the substance STEARIC ACID meets the
criteria described in the current version of the monograph Products with risk of transmitting

agents of animal spongiform encephalopathies no. 1483 of the Emﬁmmopoem current
edition including supplements.

The submitted dossier must be updated after any ugmfmldungeﬂltnw alter the quality,
safety or efficacy of the substance, or that may ﬂwmerﬂufmmm spnnglfﬂml
encephalopathy agents.

Manufacture of the substance shall take place in accordance with a mit:bl!':thﬂty assurance
system such as 1SO 9001:2000, and in accordance with the dossier submitted.

Failure to comply with these provisions will render this certificate void.

. The certificate is valid provided that there has been no deterioration :nMTSEmofm.

country(ies) of origin of the source material.

Postal Address. 226 Avenue de Colmar (entrance rue Schertz) B.P. 807 — F 67029 Strasbourg Cedex 1
Telephone: 03.88.41.30 30 - Fax 03,88.41.27.71 - E-mail: cerification@pheur.ong
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 This certificate is renewed from 13 February 2006 according to the provisions of Resolution
~ AP-CSP (93) 5 as amended, and of Directive 2001/83/EC and Directive 2001/82/EC and any
;.1;_:mnqumt amendment, and the related guidelines.

 Thise ifcae has 0 lins only.

Dr. A. ARTIGES

Strasbourg, | February 2006 -
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Authorisation(s): {aame of produci(s) and marketing number(s ). if known)

MMMMMMWWUEWIWMMCEPMMM
made since the granting of this version of the cenificate. !

Date and Signature (of the CEP holder):

Postal Address: 226 Avenue de Colmar (entrance rue Schertz) B.P. 807 — F 67029 Strasbourg Cedex 1
Talephone: 03.88.41.30 30 - Fax 03.88.41.27.71 - E-mail: cerification@pheur.org




