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National database:

“*Before CLP regulation

NG

“*Legal requirements following CLP

The national database

Technical requirements
Specific cases

Future development

EU possible harmonization




EU

Directives

1988/379/CE

1999/45/CE
2001/60/CE

National
implementations

D.Lgs. 285/1998
D.M.19/4/2000
D.Lgs. 65/2003




Provisions in Art. 45 of CLP similar

to Art. 17 DPD

MS shall appoint body or bodies responsible for
receiving information on mixtures classified as
hazardous on the basis of their health or physical
effects

Appointed bodies shall keep information confidential

Harmonization of information




Article 45 (4) (introduced during co-decision

procedure)

‘By January 2012, the Commission shall carry out a review to
assess the possibility of harmonising the information...,
including establishing a format for the submission of
information by importers and downstream users to
appointed bodies.




Information may be used:

* For medical purposes, in particular in event of emergency

» Art. 17 does not define which information should be
notified

* Where requested by MS, for statistical analysis to improve
risk management measures, if needed

» Resulted in different provisions by MS
 Different Procedures

* Requirements on composition/concentrations
» Requirements about different info (eg. pH)

* Notification formats

* Tools




Assessment of possibility of harmonising information to PIC

Assessment of possibilities to establish a (harmonised)
format for submission of information

No specific reference to a database at EU level

Consultation with stakeholders, especially EAPCCT
Legal implementation, if appropriate

Avoiding duplication of work

Ensuring that lessons are learned from discussions in other
areas of EU legislation




Links to other EU legislation

Regulation on Plant Protection Products (Regulation (EC) No 1107/2009)
Article 68

Biocidal Product Regulation (Reg 528/2013)

Regulation on Cosmetic Products (Regulation (EC) No 1223/2009)
Article 13




As requested by Art. 3 comma 1 of national D.P.R 6
Feb 2009, n° 21 concerning implementation of Reg.
(CE) n. 648/2004 31 March 2004 about detergents,
technical sheets including the list of ingredients
should be provided to the national database (Art. 9
Par. 3 Reg. 648/2004 following the specification of
Annex VII part C as modified by Reg. 9o07/2006, 20
June 2006)




National Database of Dangerous

Preparations

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.

This provision is confirmed by the D.Lgs. N.
65/2003 implementing in Italy the Dir.
1999/45/EC.




National Database of Dangerous Preparations

Establishing a Database of Dangerous Preparations listing the
dangerous preparations present on National market, to be used
only in view of preventive or therapeutic measures, particularly
In emergency;

Allowing the 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 confidentiality of the sensitive data with the
use of personalized keys of access ; all the other Poison Centres
can access the information through ISS or the certified Poison
Centres;

Constitution of a Permanent Working Group ISS-Poison Centres
(PCs)
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ELEMENTS OF THE DATABASE |




PURPOSES OF THE DATABASE




WHO ARE THE USERS




WHO MUST REGISTER




WHICH KIND OF INFORMATION IS REQUIRED

Each registrant has assigned a “company code” and each
preparation has assigned a “product code”




HOW TO REGISTER

+ ISSFormula - Versione 1.26 del 11/11/2005 { MENU PRINCIPALE ) E]
ARCHIVI

sociale
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{= Home Page - Windows Internet Explorer
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Download
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THE WEB SITE - Personal Page, Personal Search

3 INITIAL RESULT([S] - Microsoft Internet Explorer

J File Modifica “isualizza Preferti  Stumenti 2

‘@#@ﬁ‘@@@@.

Indigtra ™ Awanti 7 Temina Aggioma FPagina Cerca Preferiti Cronalogia Posta Stampa fdodifica © Discuszsione  Copernic
iniziale

J Indirizzo I@ hittps: A fvaen, preparatipercolos iz itAss/quen_accept_en.phtml j P\Iai |J Collegamenti @ Elenco telefonico @ Hatmail gratuita Ll

- - AI
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IS5 - Archivio Praparati Pericalosi Thursday, Aug 29, 2002 11:32:52 AM

- Search criteria

Product name Magic Unkork
Product code
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Company code 0123456789
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Results: 1 -1
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DEADLINES




Works in progress to improve the system

A new platform has recently been created to increase the research’s speedness

The new platform is now fully operating, possibility of on line registrations avoiding the
need to download and install the client ISS Formula (XML records will be created).

The old procedure will remain available for those who prefer to work off-line before up-
loading the final .zip file

Possibility to turn to mandatory some optional info (e.g. pH of the mixture, labelling data)
and to add new info (e.g. picture of the packaging).

Find out resources to perform the completeness check on a systematic basis (presently
random). The not complete registrations (e.g. not covering 100% of the components) will be
anyway uploaded but considered as not fulfilling the legal requirements

Company will receive a statement of compliance/non compliance on the registrations made

Improving the list of use category/ kind of formulation

Involvement of the local inspectors

Start to accepting CLP revised C&L for mixtures
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Companies registred up to now

Total: 4945
» [talian: 4190
* EU-located: 726
* Non EU : 29

year 2013: 4945 companies

| ltalian companies
Heuropean companies

Dextra european
companies
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PREPARATIONS trend

trend preparations

1,60E+06

1,40E+06

gl A
N

parations

a 8,00E+05

G
© 6,00E+05 T —" == Seriel

é 4,00E+05

3 2,00E+05

0,00E+00
may-03 mar-04 mar-06 set-09 jun-10 nov-10




LN £r L1 M ]| Mo , . . { i I
- N. Preparations

Hi 5 f..__‘
'I v ki

K | ._ SR
‘4 . |
llatn W | sl T

l e ][

il Nl ——
In total 1.575.777
e Detergents 31.132 =

~ Non Detergents 1.544.645
Dangerous 1.311.246
Not dangerous 233.399

W




European Notifiers







BUGS

Mixtures where compositions does not reach
100%

Mixtures where some ingredients are linked to
ingredients directely notified by producers
(confidentiality ) but this link does not work

Mistake due to wrong C&L of the ingredients

Mistake due to wrong responsibility of
notifiers/importers

Mixture 1n mixture




New commercial cases

New commercial mixtures for refilling e-cigarette

* Mixtures mainly imported from UE
36 notification during 2013
*Infractons

*Ignorance about legal requirements, mostly from
simple importers

*Some accidents due to accidental ingestion (mistake
due to similarity to pharmaceutical products), mainly

children




Commercial mixtures newly included in
the database

Klinker - Concrete

*Different mixtures, very often linked to
availability of ingredients

*High variability of mixture
*Million of producers

*Different degrees of dangerousness, linked
to % dangerous components




>5 % and <10 %

R43 - Can cause skin sensitization.

Clinker concrete Xi R36 - R43 . R36 - Eye irritant

by weight

Clinker concrete Xi R41-R43
>10 % and <20 %

by weight

CLP

Clinker Eye Dam. 1; H318
concrete Skin Irrit. 2; H315
>5 % and < 20 % Skin Sens. 1; H317

by weight

R41 - Severe eye damage
R43 - Can cause skin sensitization.

H318 Severe eye damage
H315 Skin irritant
H317 Can cause skin sensitization




CLP impact on databases workload

It 1s therefore highly likely
that the impact resulting from
the application of the CLP also
inevitably leads to an i1ncrease
of the items mentioned in the
national databases for poison
centers




Category of Danger Concentration limit for classification

Acute oral toxicity 1* 0.025%**

Acute oral toxicity 2* 0.25%

Acute oral toxicity 3* 5%

Acute oral toxicity 4* 25%

STOT 1 1%

STOT 2 10% (but needs SDS on request at 1%)

Skin corrosion 1 5% (becomes Cat 2 skin)

Skin corrosion 1 3% (becomes Cat 1 eye)

Skin corrosion 1 1% (no classification)

Skin irritation 2 10% <
Skin or respiratory 1% (but needs SDS on request at 0.1%)
sensitiser
CM Cat 1a, 1b 0.1%

R Cat 1aand 1b 0.3% (but needs SDS on request at 0.1%)

CM Cat 2 1% (but needs SDS on request at 0.1%)

R Cat 2 3% (but needs SDS on request at 0.1%) e
Aquatic acute 1 0.1% ****

Aguatic chronic 1 0.1% ****

Aquatic chronic 2 1%

Aquatic chronic 3 10%

Aquatic chronic 4 1 %***

* Based on ATE point estimate in Table 3.1.2,

** Note that if below limit of concern of 0.1% for Cat 1, the legal text implies that substances
can be ignored unless it is known to be of concern. Rather vague !

*** Consider on case-by-case, especially if potential vPvB or PBT.

**** Note M factor

Note that the text of the CLP Regulation covers this in detail and this is a summary of limited
endpoints.




CLP: impact on detergents

Household products CLP (all cats.)

Laundry detergent (powder)
Skin irritant 100%
Eye irritant 100%

Laundry detergent (liquid)
Skin irritant
Eye irritant

Cleaning fluids
Skin irritant 100%
Eye irritant 100%

Dishwashing liquid
Skin irritant 88% 100%
Eye irritant 100% 100%

Serious Eye Damage / Eye Irritation: _
Implications of CLP




HOW WE SEE THE FUTURE OF THE NATIONAL DATABASE

The Poison Centres usually don’t need extended info on the preparations (e.g. the full
content of SDS), and prefer to get an essential and quick info useful for their
institutional activity

Need to identify a core set of data which are essential for the Poison Centre and which
are present in the different national databases

On the basis of such “core set of data” elaborate a common format in an electronic
platform compatible with all the systems adopted in the different MS

Such common format could be adopted with the aim of satisfying the requirements of
all national databases, so avoiding for the industry to be obliged to fill up different
forms for the different national databases

A more long-term project could aim at allowing the different national databases to be
connected with each other in an European Network so as to widen for the Poison
Centres the research possibilities in case of need.
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