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Pesticide Registration and Control Division (PRCD) 

Classification, Labelling and Packaging Information – Biocidal Products

Purpose of this Document:

The purpose of this document is to provide a brief guide for PRCD staff and interested parties on the current labelling requirements for Biocidal Products (BP) on the Irish market. Labelling and classification requires the evaluation of the intrinsic hazard of a substance and the communication of that hazard to users through the label on the product.

For further information on classification, labelling and packaging please refer to the following websites:
ECHA (CLP) - http://echa.europa.eu/classification_en.asp
IHCP (ex-ECB) - http://ecb.jrc.ec.europa.eu/classification-labelling/
DG Environment - http://ec.europa.eu/environment/chemicals/ghs/index_en.htm
UN-GHS - http://www.unece.org/trans/danger/publi/ghs/ghs_welcome_e.html
Current Classification, Labelling and Packaging Legislation

There are three current pieces of legislation that govern the labelling and packaging for BP in Ireland.

1. Directive 99/45/EC – Dangerous Preparations Directive 

2. Directive 67/548/EEC – Dangerous Substances Directive

3. Regulation No 1272/2008 on the Classification, Labelling and Packaging (CLP) of Chemical Substances and Mixtures.





--------------------------
Directive 99/45/EC – Dangerous Preparations Directive:

Directive 99/45/EC relates to the classification, packaging and labelling of dangerous preparationsand was adopted on 31 July 2002 for general preparations, and on 31 July 2004 for pesticide products (Directive 91/414/EEC) and biocidal products (Directive 98/8/EC). In Ireland the directive was transposed into Statutory Instrument (S.I.) 624 European Communities (Classification, Packaging and Labelling of Plant Protection Products and Biocide Products) Regulations of 2001.

The aim of the new Directive is to achieve a uniform approach to the classification and labelling of most dangerous preparations. There are some exemptions outside the scope of Directive 98/8/EC e.g. medicinal and veterinary products.

The current legislation for preparations is being replaced by the CLP Regulation, which entered into force on 20 January 2009 (see Appendix I).  However, transitional procedures for the classification, labelling and packaging for preparations are still subject to 99/45/EC until 1 June 2015, see authorisation holders’ responsibilities below.

Directive 67/548/EEC – Dangerous Substances Directive

This law, known as the Directive on Dangerous Substances introduced EU-wide provisions on the classification, packaging and labelling of dangerous substances to protect public health and, in particular the health of workers handling dangerous substances. 

The current classification, packaging and labelling system for substances is in the process of being replaced by the CLP Regulation (see Appendix I).  However, transitional procedures for the classification, labelling and packaging for substances are still subject to 67/548/EEC until 1 December 2010, see authorisation holders’ responsibilities below.

New CLP Regulation: Classification, Labelling and Packaging 

The new EU regulation (EC) No 1272/2008 on classification, labelling and packaging of chemical substances and mixtures, CLP Regulation entered into force on 20th January 2009 (see Appendix I). 

Application of the new CLP Regulation to:

· Chemical substances takes effect on 1 December 2010

· Chemical mixtures takes effect on 1 June 2015 

The CLP Regulation:

· applies the terminology, evaluation principles and criteria of the United Nations' Globally Harmonised System of Classification and Labelling of Chemicals (UN GHS), 

· keeps the scope as close as possible to the existing EU system represented by Directives 67/548/EEC and 99/45/EC,

· ensures consistency with the legislation on the transport of dangerous goods, 

· includes the current Annex I of Directive 67/548/EEC, listing the harmonized classification and labelling of substances, 

· includes the provisions on the classification & labelling inventory from Regulation (EC) No 1907/2006 (REACH Regulation), 

· defines a transitional period during which companies need to come into line whit the new regulation, see below, 

· maintains the concept of "dangerous”, to avoid changing the scope of REACH and other Community legislation.

Overall, the purpose of the CLP Regulation is to ensure a high level of protection of human health and the environment as well as the free movement of substances, mixtures and certain articles. As with the previous legislation, the CLP Regulation is intended to be primarily a self-classification system for enterprises.

The labelling provisions take on board the red-framed hazard pictograms, signal words, and hazard and precautionary statements provided for in the UN GHS. Examples are shown below.

	Existing Scheme
	CLP Scheme

	Symbol
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	Pictogram
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	Indication of danger
	F+
 
	Signal word
	Danger
 

	Risk Phrase
	R12 Extremely Flammable

R13 Extremely flammable liquefied gas
	Hazard Statement
	H224 Extremely flammable (liquid and vapour)

	Safety Phrase
	S15 Keep away from heat

S16 keep away from sources of ignition – No smoking
	Precautionary Statement
	P412 do not expose to temperatures exceeding 50 ºC/122 ºF


Authorisation Holder’s Responsibilities

CLP Regulation will gradually replace the Dangerous Substances Directive (67/548/EEC) and the Dangerous Preparations Directive (99/45/EC), see Appendix I. 

The CLP Regulation stipulates that after entry into force on 20 January 2009 the deadline for cessation of the old classification, labelling and packaging legislation for:

1. chemical substances is 30 November 2010

2. chemical mixtures is 31 May 2015.

Until these dates, the Dangerous Substances Directive (67/548/EEC) and the Dangerous Preparations Directive (99/45/EC) will still be applicable. Both Directives will only be repealed on 1 June 2015.

By way of derogation from points 1 and 2 above:

3. Substances and preparations may before 1 December 2010 and 1 June 2015, respectively, be classified, labelled and packaged in accordance with the CLP Regulation.
4. From 1 December 2010 until 1 June 2015 substances shall be classified in accordance with both Directive 67/548/EEC and Regulation 1272/2008. However, they shall be labelled and packaged in accordance with the CLP Regulation.

5. Substances classified, labelled and packaged in accordance with Directive 67/548/EEC and already placed on the market before 1 December 2010 are not required to be relabelled and repackaged in accordance with the CLP Regulation until 1 December 2012.

6. Preparations classified, labelled and packaged in accordance with Directive 99/45/EC and already placed on the market before 1 June 2015 are not required to be relabelled and repackaged in accordance with the CLP Regulation until 1 June 2017.

The Pesticide and Control Regulation Division (PRCD) intends that the responsibility for reclassification and labelling of biocidal products will rest with the Authorisation holder.

It is illegal to place a biocidal product on the market in Ireland without its label being approved by the (PRCD).

For further specific information on classification, labelling and packaging relating to biocidal products please contact The PRCD:

Phone: 
+353 1 6157552

Fax: 

+353 1 6157575
E-mail: 
pcs-clp@agriculture.gov.ie
pcs-biocides@agriculture.gov.ie
Website: 
http://www.pcs.agriculture.gov.ie
Appendix I - CLP Timelines

DSD = Dangerous Substances Directive

DPD = Dangerous Preparations Directive

CLP = CLP Regulation

	Year
	2009
	2010
	2011
	2012
	2013
	2014
	2015
	2016
	2017
	→

	CLP Timeline
	Substances
	Classified, labelled and packaged under DSD

If CLP applied, no DSD labelling or packaging
	Classified under both DSD and CLP

Labelled and packaged under CLP
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	Mixtures
	Classified, labelled and packaged under DPD

If CLP applied, no DPD labelling or packaging


	



01/06/2017


If labelled and packaged according to DPD prior to 01/06/2015 have 2-y to change to CLP





01/12/2012


If labelled and packaged according to DSD prior to 01/12/2010 have 2-y to change to CLP





20/01/2009


CLP Entry into Force





01/12/2010


Obliged to apply CLP to substances





01/06/2015


Obliged to apply CLP to mixtures
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