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The Minister for Health
in consultation with the
Minister for the Environment and Land and Sea Protection
and the
Minister for Agricultural, Food and Forestry Policies
Regulation on marketing authorisation requirements and the use of plant protection products for non-professional users
Having regard to Articles 32 and 117 of the Constitution;
Having regard to Article 17(3) of Law No 400 of 23 August 1988;
Having regard to Legislative Decree No 194 of 17 March 1995 on the Transposition of Directive 91/414/EEC concerning the placing of plant protection products on the market;
Having regard to Article 35(3) of Law No 234 of 24 December 2012, on General provisions on the participation of Italy in the formation and implementation of legislation and policies of the European Union;
Having regard to Legislative Decree No 112 of 31 March 1998 on the attribution of administrative functions and tasks to the State, of its regions and local authorities, in the implementation of Section I of Law No 59 of 15 March 1997, and in particular Article 115(1)(b) on jurisdiction for the adoption of standards, guidelines and technical requirements concerning health and hygiene as they relate to substances and products, and Article 119(1)(b) on jurisdiction as regards the authorisation of the production, import and placement on the market of plant protection products and related health facilities;
Having regard to Legislative Decree No 65 of 14 March 2003 on the transposal of Directive 1999/45/EC and 2001/60/EC relating to the classification, packaging and labelling of dangerous preparations;
Having regard to Regulation (EC) No 396/2005 of the European Parliament and of the Council of 23 February 2005 on maximum residue levels of pesticides in or on food and feed of plant and animal origin;
Having regard to Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 16 December 2008 on the classification, labelling and packaging of substances and mixtures;
Having regard to Directive 2009/128/EC establishing a framework for Community action to achieve the sustainable use of pesticides;
Having regard to Regulation (EC) No 1107/2009 of the European Parliament and of the Council of 21 October 2009 on the placement of plant protection products on the market;
Having regard to Legislative Decree No 150 of 14 August 2012 on the Implementation of Directive 2009/128/EC establishing a framework for Community action to achieve the sustainable use of pesticides;
Having particular regard to Article 10(4) of Legislative Decree No 150/2012, which appoints the Ministry of Health, in collaboration with the Ministry for Agriculture, Food and Forestry Policies and the Ministry for the Environment and Land and Sea Protection the task of adopting “specific measures for the identification of plant protection products for non-professional users,” as well as paragraph 5, which provides that two years following the adoption of inter-ministerial provisions in which “it is prohibited for plant protection products to be sold to non-professional users that do not contain the specific wording "plant protection product intended for non-professional users" on its label;
Having regard to Legislative Decree No 69 of 17 April 2014 on Disciplinary guidelines for the violation of the provisions of Regulation (EC) No 1107/2009;
Having regard to Presidential Decree No 290 of 23 April 2001 on the Regulations of simplification of the procedures for the production, placing on the market and sale of plant protection products and related adjuvants;
Having particular regard to Article 25(1), of Presidential Decree No 290/2001, in effect until 25 November 2015, which calls for the obligation of the specific authorisation to be issued by the regional office responsible for the purchase and use of plant protection products according to their classification as a dangerous good;
Having regard to, in conjunction with Article 9(1) and (2), and Article 10(5) of said Decree No 150/2012, from which the "ability to purchase and use" obligation derives for professional users who purchase plant protection products and adjuvants for direct use, and for anyone who purchases and uses plant protection products that do not contain the wording "plant protection product intended for non-professional users" and adjuvants on its label, with effect from 26 November 2015;
Having regard to the Decree of the Minister for Health of 28 September 2012 on the re-determination of fees for the placing of plant protection products on the market to cover the costs and benefits made upon request, in implementation of Regulation (EC) 1107/2009;
Having regard to the inter-ministerial decree of 22 January 2014, published in the Official Journal of the Italian Republic No 35 of 12 February 2014 for the adoption of the National Action Plan for the sustainable use of plant protection products in accordance with Article 6 of Legislative Decree No 150/2012;
Having particular regard to paragraph 2(A.1.2), of the aforementioned National Action Plan, which exempts retailers of products intended for non-professional users from the obligation to enable the sale referred to in Article 8 of Legislative Decree No 150/2012;
Having further regard to Article 28 of Presidential Decree No 290/2001, which derogates from the provisions of its Section V, related inter alia to the obligation of the ability to exclusively sell plant protection products "for the protection of ornamental plants and balcony flowers indoors and in home gardens";
Having regard to Article 10(3) of said Decree No 150/2012, which provides that at the time of sale of plant protection products for non-professional users, information must be provided as regards the risks to human health and the environment associated with their use, the proper storage, handling, correct application and safe disposal as well as on the alternatives that may be available;
Having found it necessary to ensure that the reseller of plant protection products for non-professional treatment of edible crops is in possession of adequate training in order to provide information and instructions to the buyer, particularly with respect to the maximum residue limit in plant products for food consumption and the related risks to human health;
Having regard to Circular No 7 of 15 April 1999, published in the Official Journal of the Italian Republic No 110 of 13 May 1999, as regards the marketing of plant protection products for the treatment of ornamental plants and balcony flowers indoors and in home gardens, already regulated as medical-surgical devices;
Having regard to the note from the Ministry of Health of the Regions and Autonomous Provinces of Trento and Bolzano on 15 May 2015 as regards the implementation of the provisions of Presidential Decree 290/2001 for the storage, sale/purchase and use of plant protection products classified in accordance with Regulation (EC) 1272/2008;
Given that Article 3(1)(c) of Legislative Decree No 150/2012, defines a "professional user" as a "person who uses pesticides in the course of a professional activity, including operators, technicians, employers and self-employed people, both in agriculture as well as other sectors";
Having found it necessary to define the "non-professional user" as well as clarify the elements qualifying the type of plant protection products intended for non-professional users;
Considering that non-professional users are not required to have certified training on plant protection products, and that therefore it is not required to have adequate knowledge as regards the potential harmful effects to health and the environment that may result from the use in these products or of protective measures that go beyond usual hygiene and cleaning practices;
Considering that the aim of this decree is to ensure the proper protection of non-professional users and the environment, as well as all those who may come into direct or indirect contact with a plant protection product used in a non-professional context, with particular attention to "vulnerable groups" as defined by Regulation (EC) 1107/2009, Article 3;
Given the need for owner companies to have a reasonable time period to bring products up to standard or adapt technical specifications in accordance with the requirements of the annex to this decree, to establish the required technical documentation in support of applications for a new authorisation or review of those existing;
Having found it necessary to establish transitional rules in order to ensure the availability of products placed on the market for the treatment of cultivated plants at a non-professional level in that time period, without prejudice to the objective of protecting human health and safeguarding the environment;
Having consulted the Advisory Commission for plant protection products referred to in Article 20 of Legislative Decree No 194 of 17 March 1995;
Given the comments received following the publication of the Annex to this decree on the institutional website of the Ministry of Health on 27 January 2014 and having heard the companies and sectoral associations concerned at its meeting on 3 February 2014;
Having acquired the favourable opinion of the Scientific and Technical Council referred to in Article 5 of said Leg. Decree No 150/2012 in its meeting of 23 June 2015, relative to this decree with respect to the retail sales requirements of plant protection products intended for non-professional users;
Having heard the opinion of the State Council in its meeting of 11 February 2016;
Having performed the obligation to notify the Commission of the European Union in accordance with Directive (EU) 2015/1535 that lays down an informational procedure in the sector of technical regulations;
HEREBY DECREES
Article 1
(Scope)
1. This decree lays down the authorisation requirements for the marketing and use of plant protection products for non-professional users, as well as additional requirements for their trade and sale.
2. This decree also lays down specific requirements for products already authorised for the treatment of ornamental and/or edible plants to be provisionally authorised as “plant protection products intended for non-professional users.”
Article 2
(Definitions)
1. The following definitions and their explanations are used in this decree:
· non-professional user: a person who employs plant protection products for non-professional use, for the treatment of both ornamental and edible plants that are not intended for sale as a whole or in part;
· plant protection products for non-professional users: a product, authorised pursuant to Regulation (EC) 1107/2009 and in accordance with the specific requirements referred to in this decree that can be purchased and used by a person without the authorisation referred to in Article 9 of Legislative Decree No 150/2012.
2. Plant protection products for non-professional users, hereinafter referred to as PFnPs, are distinguished by:
· PFnPE: products authorised for the protection of edible plants intended for consumption as a whole or in part, including fruits and for weeding of specific areas within the area cultivated. PFnPEs may also be authorised for use on ornamental plants indoors, on balconies and in home gardens, as well as weeding specific areas within the home garden, including roads, paths and paved areas;
· PFnPO: products authorised solely for the protection of ornamental plants in apartments, balconies and home gardens, as well as weeding specific areas within the home garden, including roads, paths and paved areas.
Article 3
 (Requirements and conditions of authorisation)
1. A product is authorised as a plant protection product intended for non-professional users when it meets the specific requirements mentioned in the annex to this decree, based on a risk assessment carried out in accordance with the criteria laid down herein. The products referred to in paragraph 1 shall bear a label with the indication "Plant protection product intended for non-professional users".
2. For the purposes of the immediate placement of the product into its appropriate PFnPE or PFnPO subcategory, and due to their different requirements, the acronym PFnPE or PFnPO is placed below the authorisation number, which follows the trade name. Products authorised for use both on edible and ornamental plants fall into the category PFnPE.
3. The period of authorisation validity shall be determined in accordance with the criteria laid down in Article 32 of Regulation (EC) 1107/2009.
Article 4
(Requirements for trade and sale)
1. For the trade and sale of plant protection products for non-professional users (except those that fall into the PFnPO category), the provisions of Articles 21, 22 and 24(1) of Presidential Decree No 290/2001 and the provisions of Article 8(1), (2), (4) and (5), Article 10(1) and (3) and Article 16(1) and (2) of Legislative Decree No 150/2012 shall apply.
2. In areas where the aforementioned products are sold, the retailer of PFnPE and PFnPO plant protection products for non-professional users must display special signage for the purposes of informing non-professional users.
3. Such signage contains general information that the retailer is required to provide at the time of sale, pursuant to the above-mentioned Article 10(3) of Leg. Decree No 150/2012, on the risks to human health and the environment as relates to the use of plant protection products, hazards associated with exposure and particularly on the storage conditions, handling, correct application and safe disposal as well as on the alternatives that may be available.
4. The retailer may also provide adequate guidance to purchasers as regards the size to buy that is best suited to their needs, based on the number of plants to be treated or the size of the area, in quantities not exceeding the actual need.
5. For PFnPE or PFnPO authorisation that has been subject to modification, revocation or other measures that included the possibility of use for a limited period, the retailer is obliged to provide the purchaser with the relevant information, and where applicable, a copy of the new label or leaflet.
Article 5
(Advertising)
1. Article 66 of Regulation (EC) No 1107/2009 and Article 48 of Regulation (EC) No 1272/2008 shall apply for advertising for plant protection products for non-professional users.
2. Advertising shall contain general information on the risks to human health and the environment as related to the use of plant protection products, as well as the phrases, "To avoid risks to human health and the environment, follow the instructions for use. Use plant protection products safely. Always read the label and product information before use". These phrases shall be clearly distinguishable in relation to the advertisement as a whole, and in printed advertising it must be easily readable for the general viewer.
3. The advertisement shall contain its registration number, issued by the Ministry of Health, and draw attention to special warnings and, if applicable, the directions and the hazard symbols on the label.
4. The advertisement shall not contain information or indications that indicate a low level of risk, or concepts such as "non-toxic", "harmless", "natural", "environmentally friendly", "animal friendly" or any other equivalent and potentially misleading indication in text or graphic form as regards the risks to human health, animals or the environment.
5. The phrase "authorised as low-risk plant protection product in accordance with Regulation (EC) No 1107/2009" can only be used in the advertisement of products authorised under Article 47 of Regulation (EC) 1107/2009. This phrase is not placed on the product label.
6. The advertisement shall not contain representations of improper and potentially dangerous use, such as mixing, use without adequate clothing (or without protective equipment, if specified in the authorisation), use by children or where children are present or the use or storage near food.
7. The statements used in advertising shall be technically justifiable on the basis of the evaluation report of the Ministry of Health.
Article 6
(Tariffs)
1. The provisions and tariffs laid down by a decree of the Ministry of Health on 28 September 2012, published in the Official Journal of the Italian Republic No 274 on 23 November 2012, shall apply.
2. For purposes of the issuance, mutual recognition, renewal or modification of a technical marketing authorisation and the use of a PFnPE or PFnPO plant protection product intended for non-professional users, in accordance with Regulation (EC) 1107/2009 and this decree, the tariffs laid down in the decree referred to in paragraph 1 of Annex B shall apply for "products for ornamental plants in circular No 7 of 15 April 1999" or those otherwise indicated for ornamental plants.
3. For the purposes of administrative changes by application provided for in Article 7(5) and Article 8(4), of this decree, the requesting companies are required to pay the fee of EUR 1 000.00 for each individual product, or group of products up to 10, in accordance with the provisions of Annex B, point 6(a) of the decree referred to in paragraph 1.
4. For the purposes of the technical procedure for review under Article 7(8), of this decree, the requesting parties are required to pay the tariff listed under the basic amount in the decree, referred to in paragraph 1(4) of Annex B.
5. For the purposes of the technical procedure for review under Article 7(8) of this decree, the requesting parties are required to pay the tariff listed under the basic amount in the decree, referred to in paragraph 1(4) of Annex B "if the active substance is low-risk, micro-organisms, synergistic or if reduced use is requested".
Article 7
(Transitional measures and provisional authorisation for PFnPOs)
1. Until 31 December 2018, products that are already approved for the treatment of ornamental plants and flowers on balconies, apartments and home gardens at the date of entry into force of this decree are provisionally authorised as plant protection products intended for non-professional users. The label is modified by the application of the words "Plant protection product intended for non-professional users authorised until 31 December 2018", and adding PFnPO after the trade name.
2. If the products referred to in paragraph 1 are authorised with an expiry date before 31 December 2018 upon entry into force of this decree, said date shall be included on the label in the wording to be used.
3. The term of expiry referred to in paragraph 1 shall apply to production, marketing, sale and use.
4. The products referred to in this Article are only authorised for the sale, purchase and use by non-professional users as defined in Article 2 of this decree.
5. For the purpose of modifying the label, the companies concerned with the measures referred to in paragraph 1 shall submit an application for administrative changes in accordance with Article 12(7) of Presidential Decree No 290/2001 no later than 45 days from the date of entry into force of this decree, in accordance with the instructions provided by the Ministry of Health and published on its institutional website, in the Topics and Professions area of the Food section.
6. Companies shall take all initiatives aimed at ensuring that the user is informed as to correct methods of product use as well as the associated risks to human health and the environment.
7. Plant protection products for use on ornamental plants indoors, on balconies and in home gardens that are in the process of authorisation at the date of entry into force of this decree, are:
i. authorised as a plant protection product intended for non-professional users up to the date fixed in accordance with Article 32 of Regulation (EC) 1107/2009, if they fulfil the requirements listed in the Annex to this decree;
ii. provisionally authorised as a plant protection product intended for non-professional users until 31 December 2018, if they do not meet the requirements set out in point i) of this paragraph, provided that they meet the requirements defined by the opinions of 25 October 2000 and 4 July 2003 by the Advisory Commission for plant protection products, referred to in Article 20 of Legislative Decree 194/1995. The text referred to in paragraph 1 is placed on the label.
8. Based on the Annex to this decree and application of the company concerned, the Ministry of Health shall review the provisionally approved products under paragraph 1(a) or (b), and 7(ii) no later than 31 December 2018 in order to confirm their status as a plant protection product intended for non-professional users.
Article 8
(Transitional measures and provisional authorisation for PFnPEs)
1. Plant protection products that are authorised at the date of entry into force of this decree, as regards their formulation, packaging or appropriate size for non-professional use and do not fall under the provisions of Article 25(1) of Presidential Decree No 290/2001, are provisionally authorised as a plant protection product intended for non-professional users until:
a) 31 December 2016, if the formulation to use after dilution with water and in a single-dose or multi-dose pack contains a total quantity of the formulation between 500 (five hundred) and 1 000 (one thousand) millilitres or grams;
b) 31 December 2018, if ready for use, or if the formulation to use after dilution with water and in a single-dose or multi-dose pack contains a total quantity of the formulation between 500 (five hundred) and 1 000 (one thousand) millilitres or grams;
The label is modified by entering the relevant wording "Plant protection product intended for non-professional users authorised until 31 December 2016" or "Plant protection product intended for non-professional users authorised up to 31 December 2018" and the addition of the acronym PFnPE after the commercial name.
2. Upon entry into force of this decree, if the products referred to in paragraph 1(a) and (b) are authorised with a prior expiration date, 31 December 2016 and 31 December 2018, respectively, the specific expiration date of the product shall be entered in the wording on the label "plant protection product intended for non-professional users authorised until...".
3. The term of expiry referred to in paragraph 1(a) and (b) shall apply to production, marketing, sale and use.
4. The products referred to in this Article are only authorised for the sale, purchase and use by non-professional users as defined in Article 2 of this decree.
5. For the purpose of modifying the label, the companies concerned with the measures referred to in paragraph 1 shall submit an application for administrative changes in accordance with Article 12(7) of Presidential Decree No 290/2001 no later than 45 days from the date of entry into force of this decree, in accordance with the instructions provided by the Ministry of Health and published on its institutional website, in the Topics and Professions area of the Food section. For the purposes of identifying plant protection products that meet the requirements referred to in paragraph 1, companies shall take the note of 15 May 2015 the Ministry of Health into account, available on the above website, which defines the classes and hazard categories pursuant to Regulation (EC) 1272/2008 for the application of the provisions of Article 25(1) of Presidential Decree No 290/2001.
6. Companies shall take all initiatives aimed at ensuring that the user is informed as to correct methods of product use as well as the associated risks to human health and the environment.
7. Plant protection products that are authorised under Regulation (EC) 1107/2009 at the date of entry into force of this decree are
i. authorised as a plant protection product intended for non-professional users up to the date fixed in accordance with Article 32 of Regulation (EC) 1107/2009 at the request of the holder if they fulfil the requirements listed in the Annex to this decree;
ii. provisionally authorised as a plant protection product intended for non-professional users until 31 December 2016 or 31 December 2018 if they meet the requirements laid down in paragraph 1(a) or (b), respectively. The wording of paragraph 1 shall be entered with an indication of the relevant date of expiration.
8. Based on the Annex to this decree and application of the company concerned, the Ministry of Health shall review the provisionally approved products in accordance with the requirements of paragraphs 1(a) or (b), and 7(ii) no later than 31 December 2016 and 31 December 2018 in order to confirm their status as a plant protection product intended for non-professional users.
Article 9
(Technical Amendments)
1. The Annex to this decree may be modified or replaced, even in the implementation of EU decisions, with a non-regulatory decree of the Minister for Health, in consultation with the Ministry for the Environment and Land and Sea Protection and with the Ministry for Agriculture, Food and Forestry Policies.
Article 10
(Penalties)
1. The sanctionary guidelines laid down in Legislative Decree No 69 of 17 April 2014 by the Legislative Decree No 150 of 14 August 2012 and by Legislative Decree No 194 of 17 March 1995 shall apply.
Article 11
(Entry into force)
1. This decree shall enter into force on the fifteenth day after its publication in the Official Gazette of the Italian Republic.
This decree shall be sent to the Court of Auditors for registration.
This decree will be published in the Official Journal of the Italian Republic.
Rome,
Minister for Health
The Minister for the Environment and Land and Sea Protection
The Minister for Agriculture, Food and Forestry Policies
Annex
Plant protection products intended for non-professional user evaluation criteria and authorisation requirements
PREFACE
Directive 2009/128/EC, transposed into national law by Legislative Decree No 150 of 14 August 2012, establishes a framework for Community action to achieve the sustainable use of pesticides and gives Member States the task of ensuring the implementation of policies and actions aimed at reducing risks to risks to human health and the environment deriving from the use of plant protection products.
Said directive also identifies a key element in achieving the objective of the sustainable use of plant protection products. To this end, it tasks Member States with the creation of a certified training system aimed at ensuring that anyone who uses these products is fully aware of the risks associated with their use, and is capable of implementing the most appropriate measures in order to reduce risks and safely carry out operations related to product transportation, storage and handling.
Said training system is specifically addressed to professional users for which the Directive sets minimum training requirements; this shall ensure a supportive context for the informed use of pesticides through the distributor's representatives and a consultant who shall also undergo targeted training.
The Directive takes a different approach to non-professional users. Noting that "it is very likely that this group of people will handle substances inadequately due to a lack of knowledge", the Directive requires the Member States to establish specific requirements for the authorisation of plant protection products intended for said category of users. These requirements may concern the product composition, favouring the choice of active substances that are less hazardous to humans and the environment, the type and the size of packaging, formulation and conditions of use.
SCOPE AND DEFINITIONS
This document lays down specific criteria as regards evaluation and authorisation requirements on the marketing and use of plant protection products intended for non-professional users, in order to ensure the proper protection of users themselves and the environment, as well as all those who may directly or indirectly come into contact with such products. As regards the above, it is taken into account that non-professional users are not required to have certified training on plant protection products, and that therefore it is not required to have adequate knowledge as regards the potential harmful effects to health and the environment that may result from the use of these products or be fully aware of the use of protective measures that go beyond usual hygiene and cleaning practices.
CONTENTS
A) 
Authorisation requirements when placed for marketing and use
A.1)
Product hazard classification
A.2) 
Hazard classification and toxicological properties of active substances and co-formulants in the product
A.3) 
Formulation and packaging/size
A.4) 
Labelling
A.5) 
Time interval between the application of the plant protection product and the cultivation and harvesting of the food product intended for consumption (safety range).
B) 
Risk Assessment Criteria for humans, the environment and non-target organisms
B.1) 
Risk assessment for users, workers, residents and onlookers
B.2) 
Risk assessment for the environment and non-target organisms
B.3) 
Residues in products intended for food and consumer risk


	A) 
Authorisation requirements when placed for marketing and use

	
	Authorisation shall be granted only if, having verified compliance with the requirements of current legislation, the special requirements in paragraphs A.1.1 to A.1.5 regarding the hazard classification, formulation, packaging, labelling and, where applicable, the safety interval are also satisfied, and if, in accordance with the risk assessment criteria referred to in Section A.2, the conditions for refusal set out below do not arise.
Authorisation shall not be granted if the risk assessment shows risks to human health that would only be acceptable with the use of personal protective equipment, or risk to the environment and non-target organisms that would only be acceptable by applying precautionary measures (Spe) and/or limitations of use, or in cases where there are indications of toxicity to bees.
PFnPEs(1) may also be authorised for use on ornamental and flowering plants indoors; on balconies and in home gardens, more conservative precautions apply.
Active substances that serve as a fungicide and insecticide/miticide in the mixture are permitted in the composition of PFnPOs(1).
The mixture with other plant protection products or plant protection adjuvants, fertilisers, restorative or other plant care products is not permitted.

	A.1)
Product hazard classification

	
	PFnPs are authorised if exempt from classification as dangerous in accordance with Regulation (EC) 1272/2008.

	A.2) 
Hazard classification and toxicological properties of active substances and co-formulants in the product

	
	In the composition of PFnPs, the following active substances are not permitted:
· those classified as carcinogenic and/or mutagenic and/or toxic for reproduction and embryo-foetal development and/or highly toxic, toxic and/or explosive and/or corrosive and/or chemical substances and sensitising micro-organisms in accordance with Regulation (EC) 1272/2008. For active substances awaiting ECHA classification, reference is made to the classification proposed by the EFSA or RMS for active substances not yet approved;
· those considered likely to disrupt the endocrine system or that have neurotoxic or immunotoxic effects;
· those that persistent in the environment with a half-life (T½) in the soil higher than 60 days and/or with a bioaccumulative bioconcentration factor greater than 100;
· those that are toxic or highly toxic to bees with LD50 oral or acute <1μg/bee.
Permitted co-formulants must not be listed on the "Unacceptable Co-formulants" list in Annex III of the aforementioned Regulations; said co-formulants must also meet the requirements specified above for active substances.
These requirements are also intended to refer to safeners and synergists that may be included in the composition of the product.

	A.3) 
Formulation and packaging/size

	
	The type of formulation, packaging and size must not create risks during transport and home storage; in the event of accidental spillage, they must cause a minimum exposure and render simple cleaning operations possible. The formulation and packaging must be such as to allow a high level of safety in the handling and removal of the product, as well as facilitate accurate dosing. The size must be such that, given the doses to be used, the amount of remaining unused product is limited or null.
The formulation must have an unpleasant taste for pets and humans, and if the solid formulation or gel is to be applied on the ground on plant, must be of a colour unattractive to children. Granular formulations used as disposable bait must also meet the requirements contained in the ordinances of the Ministry of Health of 18 December 2008, as amended.
PFnPs can be marketed as ready to use or as prepared for use following dilution with water.
The ready for use preparation and the single-dose packaging with high security requirements are recommended for all types of formulations.
Formulations in powder and granules for dry treatments are not permitted, with the exception of granular bait.
For powder products and granules to be used following dilution with water, only single-dose packaging in a water-soluble bag with a tablet to dissolve in water or other single-dose packaging may be used, which minimises the risk of inhalation in the event of an accident during transport and storage, as well as collection and handling.
The primary packaging/container must always be equipped with a safety lock for children and have the words "plant protection product" recognisable to the touch.
For PFnPEs, the maximum allowable size must not exceed the amount necessary for the treatment of a maximum area of:
· 500 m2 for vegetable gardens, fruit trees
· 5 000 m2 for vineyards, olive groves, grains.
The following size limitations are laid down for PFnPOs:
· sizes less than or equal to 1 000 ml - 200 g are permitted for ready to use products;

· for products to be used following dilution with water, sizes are permitted that allow for the preparation to be made with a maximum of 3 litres of solution;
· for products packaged in water-soluble bags or other single-dose packaging of product to be used following dilution with water, the amount of product per bag/dose must allow the preparation of a maximum of 1 litre of solution; each package may contain up to 15 bags/doses. 

	A.4) 
Labelling

	
	This section provides general precautionary phrases, warnings and precautions for use to ensure that non-professional users correctly use the plant protection product during handling and treating plants, minimising the risk of exposure to third parties and the environment.
For that not expressly provided for, the relevant provision of Regulations (EC) 1107/2009 and 1272/2008 shall apply.
In preparing the label, companies shall also take the "Operational guidelines on the labelling of plant protection products" into account, referred to in the Note of the Ministry of Health of 4 May 2009, as amended.
The following warnings must always appear clearly and indelibly on the label of PFnPs:
· Carefully read the label/leaflet in full. It is essential that all of the indications are respected in order to ensure the effectiveness of treatment and prevent harm to people, plants - including those treated - and animals.
· Those who use the product are responsible for any damage resulting from improper use or storage.
· Contact your vendor for further information or advice on the size that is best suited to your needs based on the number of plants to be treated or size of the area. To avoid or limit the domestic storage of potentially dangerous products that pose the risk of accidental harm to people or the environment, do not purchase quantities in excess of actual need (this sentence may not be inserted on the label for PFnPOs).
· Store in the original container, tightly closed, in a confined area (e.g. cupboard) that is cool and dry, not accessible to children and pets.
· Keep away from food, drinks and animal feed.
· Handle and open the container with care.
· Do not eat, drink or smoke while handling the product.
· Avoid inhalation and any kind of direct contact.
· In case of contact with the skin or eyes, rinse the affected area thoroughly.
· In case of accidental ingestion or malaise, seek medical advice and provide the label.
· Prepare the solution at the time of use, in the amount required for treatment; to avoid residues of the solution, plan the treatment carefully by assessing the size of the area/number of plants to be treated, rigorously follow the instructions for the preparation of the mixture and remove the product according to the dosage indicated. Upon the completion of treatment, rinse the container of the plant protection product as well as the equipment used for application. Do not rinse near open streams of water or dispose of the wash water in sewers, through domestic drains or road drainage systems; distribute on the treated crop (phrase to be included on the label of products to be used following dilution with water).
· Do not use the mixture with other plant protection products or plant protection adjuvants, fertilisers, restorative or other plant care products.
· We recommend the use of impermeable gloves during the preparation and application of the solution.
· Avoid contact with treated vegetation and wait at least 24 hours after treatment before returning to the area to perform operations on the treated crop.
· Do not allow access to the area for at least 24 hours after treatment, particularly in the case of children and other vulnerable persons such as pregnant or nursing women and the elderly.
· Do not use in windy conditions.
· After use, dispose of the packaging and container properly, according to current regulations in waste recycling.
· Do not reuse the empty container.
The product instructions must be simple, clear and well-targeted to discourage misuse.
The dose must be expressed unambiguously, and not as a range value. For products to be used following dilution with water, the dose must be expressed either as a quantity of formulation per volume of water (litre) as well as volume of solution per square metre. For ready to use products, assessed on a case by case basis based on the product formulation and required use, the dose will be expressed in the most appropriate way in order to minimise errors by the user as regards personal risk or the environment.
The maximum number of treatments must be indicated with reference to the year.
The label must clearly and indelibly display the product lot number and expiration date under normal storage conditions.
The label must also include a description of the physical, chemical and toxicological characteristics of the product, information about the hazards related to its use, exemplary pictograms of examples of use and the type of equipment and its proper use.
All of the warnings and instructions mentioned above, accompanied by their required pictograms, must appear on an enclosed leaflet in the event that the features and size of primary packaging is not sufficient to contain a compliant label that is easy to read. Where this leaflet is used, the label on primary packaging and/or packaging will contain the minimum specifications provided for packages up to 100 ml/g referred to the document Operational Guidelines on the Labelling of Plant Protection Products, as well as the batch number of the formulation, expiration date and the phrases located in the box above.
The label, packaging and leaflet must not be misleading as regards the risks of the product to human health, animal health or the environment, or its efficacy, and it shall in no case contain the indications "low-risk", "non-toxic", "harmless", "natural", "environmentally friendly", "animal friendly" or any other equivalent.
The products must be packaged and labelled such as not to be mistaken for food, feed, beverages, medicines or cosmetics; packaging and labels must not have a form, appearance or a presentation that would attract the curiosity of children or is likely to incite error in the consumer.

	A.5) 
Time interval between the application of the plant protection product and the cultivation and harvesting of the food product intended for consumption (safety range).

	
	Authorisation shall be granted only if the valuation determines that compliance with a safety interval is necessary, with a duration not exceeding
· 7 days for vegetables;
· 14 for fruit, excluding olives for producing oil and wine grapes;
· 20 days for grains, olives and wine grapes.
Authorisation may also be granted for plant protection treatment so that its efficacy is ensured without damage to the crop when performed during a very early vegetative stage (e.g. weeding in pre- or early post-vegetative or pre-transplant of the crop), and the indication in the safety interval is not necessary on the label.

	B) 
Risk Assessment Criteria for humans, the environment and non-target organisms

	
	The risk assessment is performed according to Uniform Principles, taking into account the guidelines and models used for the purposes of the authorisation of plant protection products for professional use in accordance with Regulation (EC) 1107/2009 as well as the specific criteria provided in the following paragraphs, from B.1 to B.3.
For the assessment of the potential risks arising from the use of PFnPEs, the maximum treatment area is assumed of:
· 500 m2 for vegetables and fruit, also in reference to the weeding of specific areas located within the cultivation area;
· 5 000 m2 for grains, olive trees, vines and in reference to the weeding of specific areas located within the cultivation area.
In reference to PFnPOs, when authorisation is requested for use on ornamental plants in the home garden, or for the weed control of specific areas located within the garden (including uncultivated areas), the risk assessment is carried out assuming a maximum treatment area of:
· 500 m2.
With particular reference to PFnPOs, the acceptability of specific models and exposure scenarios used by national agencies or international organisations, or those proposed by the company in relation to a specific requested use will be submitted to the Technical Committee for Nutrition and Animal Health - Advisory session for plant protection products pursuant to Presidential Decree No 44 of 28 March 2013.

	B.1) 
Risk assessment for users, workers, residents and onlookers

	
	The risk assessment is performed by comparing the exposure with a suitable reference value limit, taking the following criteria into account:
· no use of PPEs
· exposure assessment with relevant harmonised models on the type of application requested or with ad hoc procedures.
The risk assessment for residents and onlookers considers that the treated area is often adjacent to residential areas and accessible to persons other than the user, as well as vulnerable persons as defined by Article 3 of Regulation (EC) 1107/2009 and domestic animals, both during and immediately following treatment.
The specific risk assessment for the worker is always performed while taking into account that non-professional users, in addition to product application, perform operations typical of agricultural workers.
The risk assessment for users, workers, onlookers and residents must be performed while taking into account all relevant exposure scenarios for the uses requested, applying standardised relevant harmonised models to the type of proposed use deemed suitable for an initial exposure assessment. If exposure cannot be assessed with standard models, the evaluation shall be performed with suitable models or ad hoc approaches deemed appropriate.
In accordance with currently accepted procedures, the assessment may be carried out by using a deterministic method and gradual, multi-level approach.
The models used shall be able to provide a standardised first-level assessment of exposure to operators, workers, onlookers and residents for the uses required.
The models must comply with the criteria of traceability and reproducibility of raw data of their databases, which must be publicly accessible.
The database of models must include raw data related to scenarios of its proposed use, with particular attention to areas treated daily as well as the application method.
The studies of model databases must meet the following criteria:
· according to OECD guidelines, series No 9
· carried out according to GLP
· monitoring of exposure is done in accordance with GAPs (good agricultural practices)
· data are recorded in accordance with the latest scientific knowledge
· separate data for the exposure to head, hands, body.
· application methods and techniques representative of those currently in use in Europe.

	B.2) 
Risk assessment for the environment and non-target organisms

	
	The risk assessment is carried out taking the guidelines and models into account as used for the purposes of the authorisation of plant protection products for professional use pursuant to Reg. (EC) 1107/2009.
The acceptability of specific models and exposure scenarios used by national agencies or international organisations, or those proposed by the company for risk assessment purposes will be submitted to the above-mentioned Committee.

	B.3) 
Residues in products intended for food and consumer risk

	
	Where relevant, the assessment of compliance to MRLs for products of products intended for consumption is carried out according to the procedures and criteria laid down in Regulation (EC) 1107/2009 and Commission Regulation (EC) 396/2005 and its associated guidelines.
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