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Ministry of Health
Istituto Superiore di Sanità (ISS)

Constitution of a Permanent Working Group ISS-Poison
Centres (PC)

Creation of the Database of Dangerous Preparations
Based upon the provisions of art. 10 of dir. 88/379/EEC

Art. 10 of the D.Lgs. N. 285/98 (implementing in Italy dir.
88/379) appoints ISS as the Governmental Organization
charged for receiving information on marketed Dangerous
Preparations, with particular reference to the full chemical
composition.
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This article addresses the responsibles for
marketing Dangerous preparations, who have
to send to ISS information related to the full
chemical composition, which will be used only
for health purposes in view of preventive or
therapeutic measures to be adopted, particularly,
in emergency.
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ISS is the holder of the data bank, and will allow the access
to the information for health prevention purposes and for
toxicological emergencies. In the latter case, Poison Centres
which will be able to guarantee a confidential handling of the
information, will be granted a direct on-line access to the
data.

ISS will guarantee the industry, about the confidentiality of
the information stored in the Archive, hence Poison Centres
who will have access to the Archive must ensure an
acceptable level of confidentiality as well.
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Creation of a databank on
dangerous preparations,

implementing art. 10, comma 2, of
the Legislative Decree n. 285 of

July 16, 1998
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DECREE April 19, 2000
Tasks

•Establish an electronic data bank of the dangerous
preparations present in the Italian market, to be used only in
view of preventive or therapeutic measures, particularly in
emergency;

• Allow the 24 h on-line consultation of the data bank only to
the Poison Centres certified as suitable by fulfilling specific
criteria concerning their structural and human resources, and
being able to ensure the secret ness of the confidential data
with the use of personalized keys of access;

• Provide the information to other central or regional bodies for
their institutional tasks, under the direct control of the ISS.
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Who must notify?

• Producers

• Importers

• Traders
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Which kind of
information is required ?

• Name/Address, Tel./Fax., e-mail of notifier

• Names of the products or trade names

• Intended uses

• Physical-chemical characteristics

• Quali-quantitative, full chemical
composition

• Packaging description  8 di 35

When to notify ?

• Within 6 months (exp. 8.06.2001) by
the entry in force of the Decree: preparations
classified as highly toxic, toxic, carcinogens
(Cat. 1 e 2), toxic for reproduction (Cat. 1 e 2),
mutagens (Cat. 1 e 2), corrosives.

• Within 18 months (exp. 8.06.2002)
by the entry in force of the Decree:
preparations classified as harmful , irritants,
sensitizers, extremely flammables, highly
flammables, flammables, oxidising and
explosives.
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New preparations

For the dangerous preparations
marketed for the first time after the
entry in force of the Decree, the
required data and information, must
be given within 30 days as from the
date of introduction into the market.
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How to notify ?
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