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1. NANDO: database and notification tool

'NANDO' = New Approach Notified and Designated Organisations

» The NANDO database lists conformity assessment bodies (CABs)
notified by Member States (MS) under technical harmonisation
legislation

» These lists are published for information on the NANDO public
web site:
http://ec.europa.eu/enterprise/newapproach/nando/index.cfim

» In 2006, NANDO-Input was launched as a notification tool for use
by MS to notify notified bodies (NBs) electronically
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Presentation Notes
The directive contains a general safety requirement in Article 10: 
Toys, including the chemicals they contain, shall not jeopardise the safety or health of users or third parties when they are used as intended or in a foreseeable way, bearing in mind the behaviour of children. 

It also contains a general chemical safety requirement in Annex II, part III.
Click
National enforcement authorities can take action against toys that do not respect the general requirements even if they comply with the more specific provisions in the rest of the directive including the section on chemical properties.

The general chemical safety requirement states two things:
1. They have to be designed and manufactured so that there are no risk of adverse effects on human health because of the chemical substances or mixtures of which the toys are composed of or which they contain, through exposure to them. This applies when toys are used as intended or in a foreseeable way bearing in mind the behaviour of children.
The exposure criteria means that it is risk based. If a toy contain dangerous chemicals that cannot under any circumstances come out, that is – there is no exposure to the user - their use is not prohibited (unless any other restriction/prohibition in the Toy Safety Directive or other pieces of legislation apply):

2. The second part states that toys shall comply with other relevant community legislation.
This covers also legislation in the environmental field.

Click
Note that the requirements in the old directive apply until 10 July 2013, including the “old” general chemical safety requirement. 

http://ec.europa.eu/enterprise/newapproach/nando/index.cfm�
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1.1 NANDO public web site on Europa

Main features:

» Facility to search CABs/NBs by country, by legislation, or NB number
» Cross-reference possibilities: by country + legislation

» Withdrawn/expired NBs/notifications listed, with expiry dates

> Notification 'history’ given for each NB

» Notifying Authorities (NA) and National Accreditation Bodies (NAB)
listed

» CABs designated under Mutual Recognition Agreements (MRAs) listed
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Presentation Notes
Toys that are themselves substances or mixtures must comply with

Directive 67/548/EEC (dangerous substances Directive, DSD), and

Directive 1999/45/EEC (dangerous preparations Directive, DPD), and

Regulation 1272/2008 (CLP – Classification, labelling and packaging of  substances and mixtures)

The CLP –regulation will replace the two directives by 1 June 2015 after a period of transitional provisions

You can use CLP already now.

Examples of toys that are chemical substances could be included in an experimental set and examples of chemical mixtures could be modelling clay, soap bubbles, slime, invisible ink etc
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1.2 NANDO-Input

» NANDO-Inputis a direct encoding system and notification tool for the
notification of Notified Bodies (NBs)

» It was launched in April 2006 to replace the previous system of
notification by letter

» Itis an 'internal' secure application, accessible only to authorised
users
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Presentation Notes
Toys that are themselves substances or mixtures must comply with

Directive 67/548/EEC (dangerous substances Directive, DSD), and

Directive 1999/45/EEC (dangerous preparations Directive, DPD), and

Regulation 1272/2008 (CLP – Classification, labelling and packaging of  substances and mixtures)

The CLP –regulation will replace the two directives by 1 June 2015 after a period of transitional provisions

You can use CLP already now.

Examples of toys that are chemical substances could be included in an experimental set and examples of chemical mixtures could be modelling clay, soap bubbles, slime, invisible ink etc
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NANDO-Input - main features:

» Direct input of data by the notifying authority (NA)

» Quick processing of the notification

» Simultaneous (electronic) notification to MS and publication on the
Europa NANDO web site
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Click
CMRs of category 1A, 1B or 2 are in principle prohibited in toys or in microstructurally distinct parts of toys. 

The term “microstructurally distinct parts” of toys may be regarded as similar to the term “homogeneous material” and covers for example a coating on a base material, even if the paint coating is microscopically thin. 
"Structurally distinct“ means that it is visually distinct from its surroundings and the term has a wider meaning than "part“ since a "part" normally means something that can be assembled into, or separated from, a manufactured article, such as a toy. A toy bicycle is composed of several parts (frame, saddle, wheels) but many of those parts are not homogeneous materials. A bicycle saddle may contain both metals and plastics which can not be easily separated but they would be visibly distinct (even if the part has to be cut in two to see them) and the metal and plastic regions within that part are considered to be the "structurally distinct parts" of that "part" of the toy.
The purpose of the term "microstructurally distinct parts" is to ensure that the concentration limits for the restricted chemical substances in the TSD apply to all areas of the toy that could be of relevance for the safety of children.
Click
It should be noted that the categories for CMRs have changed with the CLP which can be confusing.
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2: Notification procedure

The notification procedure requires the national administration responsible
for implementation and management of the legislation in question (the
Notifying Authority) to send all the information required, using NANDO-Input

The essential elements of information pertaining to the notification of NBs
that are entered in the database relate to:

>
>

Details of the organisation (name, address, etc.)

Details of the notification (the legislation concerned, the product(s), the
conformity assessment activities (procedures)

Period of validity

Information concerning the assessment of competence of the CAB -
accreditation by a NAB or assessment by the notifying authority using its
own procedures

Where appropriate, references to horizontal standards
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Presentation Notes
The directive contains a general safety requirement in Article 10: 
Toys, including the chemicals they contain, shall not jeopardise the safety or health of users or third parties when they are used as intended or in a foreseeable way, bearing in mind the behaviour of children. 

It also contains a general chemical safety requirement in Annex II, part III.
Click
National enforcement authorities can take action against toys that do not respect the general requirements even if they comply with the more specific provisions in the rest of the directive including the section on chemical properties.

The general chemical safety requirement states two things:
1. They have to be designed and manufactured so that there are no risk of adverse effects on human health because of the chemical substances or mixtures of which the toys are composed of or which they contain, through exposure to them. This applies when toys are used as intended or in a foreseeable way bearing in mind the behaviour of children.
The exposure criteria means that it is risk based. If a toy contain dangerous chemicals that cannot under any circumstances come out, that is – there is no exposure to the user - their use is not prohibited (unless any other restriction/prohibition in the Toy Safety Directive or other pieces of legislation apply):

2. The second part states that toys shall comply with other relevant community legislation.
This covers also legislation in the environmental field.

Click
Note that the requirements in the old directive apply until 10 July 2013, including the “old” general chemical safety requirement. 
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3: Using NANDO-Input to notify NBs

» The MS nominates its notifying authority /authorities (NA)

» The NA nominates its authorised personnel to encode the notifications in
NANDO-Input

» These authorised persons are given access to NANDO-Input by the
Commission using its ECAS password system

» Once the NA has access, notifications can be encoded

» NANDO-Input has an online help manual to guide encoders through the
steps of the electronic notification procedure
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Presentation Notes
The directive contains a general safety requirement in Article 10: 
Toys, including the chemicals they contain, shall not jeopardise the safety or health of users or third parties when they are used as intended or in a foreseeable way, bearing in mind the behaviour of children. 

It also contains a general chemical safety requirement in Annex II, part III.
Click
National enforcement authorities can take action against toys that do not respect the general requirements even if they comply with the more specific provisions in the rest of the directive including the section on chemical properties.

The general chemical safety requirement states two things:
1. They have to be designed and manufactured so that there are no risk of adverse effects on human health because of the chemical substances or mixtures of which the toys are composed of or which they contain, through exposure to them. This applies when toys are used as intended or in a foreseeable way bearing in mind the behaviour of children.
The exposure criteria means that it is risk based. If a toy contain dangerous chemicals that cannot under any circumstances come out, that is – there is no exposure to the user - their use is not prohibited (unless any other restriction/prohibition in the Toy Safety Directive or other pieces of legislation apply):

2. The second part states that toys shall comply with other relevant community legislation.
This covers also legislation in the environmental field.

Click
Note that the requirements in the old directive apply until 10 July 2013, including the “old” general chemical safety requirement. 
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3.1 The sequence of steps for notification

A notification is sent in draft form from the NA to the Commission (DG ENTR)

DG ENTR receives the submitted draft notification, and consults with the
relevant sectoral unit

If there is a question to be put to the NA, the draft is put into 'query' in NANDO-
Input, to allow the NA to deal with it

If there is no query, the notification is 'validated' by DG ENTR
As soon as it is validated, it is communicated to all other MS (+EEA and Turkey)
by an automatically generated 'notification e-mail’, and simultaneously

published on the NANDO web site

The same procedure is followed for new notifications, for updates and for
withdrawal of a notification
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Point 5 regards exemptions for CMRs category 2. The conditions for exempting these are exactly the same as for Cat 1 A and 1 B with one difference:
Click
The Commission decision to list in Appendix A of Annex II can be taken also if there are suitable alternatives
Click
Nickel is prohibited as a CMR cat 2. However, the concern with Nickel as CMR is exposure by inhalation and therefore an exemption can be granted. Inclusion in Appendix A does not affect the requirements to check migration when applicable or Nickel release according to REACN Annex XVII when applicable.



Relevant links

NANDO on Europa:

http://ec.europa.eu/Zenterprise/Znew
approach/nando/Zindex.cfm

Single Market for Goods — Conformity
Assessment and Notified Bodies:

http://ec.europa.eu/Zenterprise/policies/sing
le-market-goods/Zinternal-market-for-

products/conformity-assessment-notified-
bodies/index_en.htm
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