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I. GENERAL PROVISIONS





Article 1

(content)



This Act regulates the placing on the market and the control of active substances which are plant protection products (hereinafter: »PPP«), the authorisation of PPP, the issue of authorisations on the basis of this Act, the placing on the market, use and control of PPP, residues of PPP, the register of PPP and the register of legal and natural entities involved in the placing on the market of PPP, the delivery of data and the keeping the records associated with PPP, technical requirements for equipment for the application of PPP (hereinafter: »equipment«) and its elements, authorizations of bodies responsible for the implementation of this Act and for the monitoring thereof and for of the implementation of rules issued on the basis thereof.



This Act also regulates the authorization of PPP, containing or composed of genetically modified organisms, provided that the authorization for the release into the environment of genetically modified organisms has been granted after the risk to the environment has been assessed in accordance with provisions of the regulation on genetically modified organisms. 



The import into and the export from the territory of the European Union (hereinafter: »EU«) is provided for with this Act and regulations, governing the import into and the export from the territory of the EU of certain dangerous chemicals.



PPP shall be classified, packed and labelled in accordance with this Act and with the regulations on chemicals.



Production of PPP, the related placing on the market, notification in relation to the content of safety data sheets and good laboratory practice, and their control are governed by the regulations on chemicals.



Wastes of PPP, their waste packaging and the state of immissions of PPP in the environment are governed by the regulations on environmental protection.



Article 2

(meaning of terms)



The terms used in this Act shall have the following meaning:



PPP shall be in final form active substances and preparations, which are intended to:

protect plants or plant products against harmful organisms or prevent the action of such organisms;

influence the life processes of plants, other than as a nutrient;

preserve plant products, in so far as such substances or products are not subject to other regulations;

destroy undesired plants, parts of plants, check or prevent undesired growth of plants.

Residues of PPP shall mean one or more substances present in or on plants or products of plant origin, in edible animal products, in soil or elsewhere in the environment, and resulting from the use of a PPP, including their metabolites, or products resulting from their degradation or reaction;

Preparations shall mean mixtures or solutions composed of two or more substances of which at least one is an active substance;

Substances shall mean chemical elements and their compounds, as they occur naturally or by manufacture, including any impurity inevitable resulting from the manufacturing process;

Active substances shall mean substances or micro-organisms including viruses, having general or specific action against harmful organisms or on plants, parts of plants or plant products;

List of active substances shall include the substances, authorised to be used in PPP in EU Member States, and the conditions which apply in respect of the use of such substances (hereinafter: the »list«);

Old active substances shall be active substances, which are not included in the list and were authorised and placed on the market before 26 July 1993 in any EU Member State;

New active substances shall be active substances, which are not included in the list of active substances and were authorised and placed on the market after 26 July1993 in any EU Member State;

PPP shall be identical, if the active substance content is the same within the internationally prescribed deviations, including impurities and other components in the active substance, and if physico-chemical characteristics of the preparation are identical, as well as marks, packing and packaging, except for the trademark of the preparation;

 Plants shall mean  live plants and live parts of plants, including fresh fruit and seeds;

 Plant products shall mean products in the unprocessed state or having undergone only simple preparation such as milling, drying or pressing, derived from plants, but excluding plants themselves as defined in the previous point;

 Harmful organisms shall mean pests of plants or plant products belonging to the animal or plant kingdom, and also viruses, bacteria and mycoplasmas and other pathogens; 

Animals shall mean animals belonging to species normally fed and kept by man;

 Environment shall mean water, air, land, wild species of fauna and flora, and any interrelationship between them;

 Placing on the market shall mean any supply of PPP, whether in return for payment or free of charge, other than for storage or disposal followed by consignment from the customs territory of the EU Member States, and importation of PPP, which means the introduction of the PPP into the customs territory of EU Member States;

15a. Authorization of a PPP shall be a due process by which the competent authority authorizes, following an application submitted by an applicant, the placing on the market and in use of a PPP within the territory of the Republic of Slovenia;

Good agricultural practice shall mean performing agricultural activities in a manner, which enables good management of agricultural land and reproduction material, considering natural properties of the agricultural area. Good agricultural practice includes optimal combination of agrotechnical measures in order to preserve the natural fertility of agricultural land and to prevent pressure to the environment, overuse of mineral or organic fertilisers and PPP, and to produce  plants or plant products, intended to be used as foodstuffs, containing the lowest possible residue content of PPP;

 Integrated control shall mean the optimum combination of biological, biotechnological, chemical, cultural or plant-breeding measures whereby the use of chemical plant protection products is limited to the strict minimum necessary to maintain the pest population at levels below those causing economically unacceptable damage or loss (damage threshold);

Equipment for the application of PPP shall mean machinery and equipment for the application of PPP, including their composite parts which affect the precision of the application;

Competent authority for the authorisation, performance of administrative tasks in the field of placing on the market and equipment for the application of PPP, for the exercising control over the carrying out of this Act and reporting to the EU Commission, shall be a competent body within the Ministry of Agriculture, Forestry and Food, provided for in accordance with Government regulation.





II. PLACING ON THE MARKET IN AND USE OF PPP





Article 3

(general)



A PPP may not be placed on the market or used in the territory of the Republic of Slovenia unless it is authorised or having been issued a permit in compliance with this Act.



Irrespective of the provisions of the preceding paragraph the production, storage and placing on the market of an unauthorised PPP shall not be impeded, if the PPP is intended for use in another EU Member State, provided that the product is authorised in this Member State and such Member State has made provision for appropriate inspection arrangements with regard to the authorisation.



It is not necessary to obtain a permit from the competent authority for carrying out testing for research and development purposes which does not include release of an unauthorised PPP into the environment.



Article 4

(placing PPP on the market)



A PPP as a preparation may be placed on the market if it is authorised by the competent authority and classified, packed, labelled and accompanied by a label and instructions for use in compliance with regulations on dangerous substances and preparations and in compliance with the regulation issued on the basis of this Act.



A PPP as an active substance may be placed on the market if it is authorised by the competent authority and classified, packed and labelled in compliance with regulations on dangerous substances and in compliance with the regulation issued on the basis of this Act.



A PPP may not be placed on the market if its shelf-life has expired.



The provision governing the classification, packing, labelling and accompanying PPP by instructions for use shall be issued by the minister responsible for agriculture (hereinafter: the »minister«) on the basis of this Act.



Article 5

(conditions for the placing PPP on the market)



Legal and natural entities with the registered office in the Member State of EU which, in addition to other prescribed conditions, meet also the special conditions in relation to premises, equipment and personnel, which is established by the competent authority with a decision issued in an administrative procedure, assigning also a registration number for the entry into the register of legal and natural entities for the placing PPP on the market, may be involved in the placing PPP on the market.



Legal and natural entities specified in the preceding paragraph are obliged to have a person responsible for the placing PPP on the market, who shall provide for the sale of PPP, notifying and keeping the records.



Conditions that legal and natural entities must meet as regards premises and equipment for the placing PPP on the market shall be prescribed by the minister, in agreement with the minister responsible for health.



More detailed conditions which legal and natural entities referred to in the first paragraph of this Article must meet as regards personnel and professional training shall be laid down by the minister.



The register provided for in the first paragraph of this Article shall be kept by the competent authority and shall include at least the following data: firm or personal name of a person engaged in the placing on the market, address or registered office of the same, address or registered office of a branch office, and personal name of the responsible person.



Article 6

(records and data communication)



Legal and natural entities involved in the placing PPP on the market shall keep record on the quantity of PPP purchased, PPP placed on the market, PPP stored, PPP withdrawn from the market, and communicate such data to the competent authority until 31 March at the latest for the previous year.



Legal and natural entities specified the second paragraph of Article 11 of this Act shall, in addition to the record provided for in the preceding paragraph, keep also record on use and communicate the data until 31 March at the latest for the previous year.



Legal and natural entities involved in the placing on the market of authorised PPP, classified in the group of danger marked T, shall be obliged to keep, in addition to the record provided for in the first paragraph of this Article, also the record including the following data:

on PPP (trade name, intended use, shelf life),

date of the sale of PPP,

quantity of sold PPP,

for legal entities the business name, registered office and tax number, and for natural entities the personal name, address and the unique master citizen number,

for natural entities the name and surname, address and the unique master citizen number,

signature of deliverer and receiver.



Legal and natural entities, involved in the placing PPP on the market, should keep the data provided for in the preceding paragraph for at least five years, submitting these upon request to the competent authority for review.



More detailed content and manner of keeping records and data communication shall be laid down by the minister in agreement with the minister of health.  



Article 7

(sale of PPP)



PPP shall be placed on the market with regards to the classification, packaging and intended use: 

only in sales outlets specialised in PPP or;

also in flower-shops and sales outlets with non-food goods or;

also in a special section of sales outlets with foodstuffs.



A point of sale shall be specified by the competent authority by means of an authorisation upon the proposal of the commission for PPP (further on as the »Commission«).



PPP for which it is provided for with the authorisation to may be sold in specialised sales outlets only, shall be sold only to a user, who presents a valid certificate to meet the conditions as regards education or professional competence as provided for in the regulation laid down in Article 9 of this Act.



Article 8

(proper use of PPP)



PPP must be used properly.



Proper use of PPP shall mean compliance with the instructions for use and quotation on label, including preparation of PPP in the prescribed concentration, respecting the principles of good agricultural practice, of integrated plant protection, if possible, and the protection of environment and of non-target organisms.



Aerial application of PPP shall not be permitted.



The use of PPP in a manner so as to cause pollution of residential, business and similar premises, used by people or animals, and the neighbouring land and waters, shall not be permitted.



Users of PPP, who are performers of plant health pursuant to Article 9 of this Act, shall keep records on the use of PPP in the prescribed manner, provide for the proper storage of PPP and management of PPP waste, pursuant to regulations governing the waste management.



Only the use of authorised PPP may be advised, advertised or recommended, and only for the purposes as specified in the authorisation and in instructions for use, and in accordance with the wording stated on the label.



Obligations of users as regards the use of PPP and the more detailed content and the manner of keeping the record shall be prescribed by the minister.



Article 9 

(operators of plant protection)

 

A legal or natural entity involved in agricultural activity and being a market producer may use PPP only if meeting the prescribed conditions as regards education or professional competence and if being equipped with corresponding equipment for the application of PPP.



More detailed conditions in relation to professional training and the content and method of passing an examination in PPP shall be prescribed by the minister.

 

Article 10

(residues of PPP)



Prescribed maximum residue levels for PPP in or on plants or plant products shall not be exceeded.



If the prescribed maximum residue levels for PPP in or on plants or plant products are established to be exceeded, such plants or plant products shall be destroyed, or using these as the food for people and animals shall be prevented in some other way.



Maximum residue levels of PPP in or on plants or plant products, and measures to be taken in the event of laboratory-confirmed exceeding shall be prescribed by the minister of health in agreement with the minister.



Article 11

(PPP classified as T+)

 

An authorised PPP classified in the group of danger T+ shall not be placed in free circulation and in general use.



Placing on the market and application of PPP referred to in the preceding paragraph of this Article shall only be permitted to legal and natural entities with personnel professionally trained for working with poisons, meeting the conditions regarding the premises and equipment and having been issued permit for the performing of such activity by the competent authority.



More detailed conditions regarding the premises, equipment and personnel shall be prescribed by the minister in agreement with the minister of health.



Article 12

(prohibition, restriction of the placing on the market and use)



If in view of current technical and scientific knowledge there is a reason to suspect that an authorised PPP presents danger for human health or for the environment, the minister shall restrict or prohibit the placing on the market or use of such PPP in the territory of the Republic of Slovenia or in certain regions thereof.



If the PPP contains certain active substances, the placing on the market or use of which is restricted or prohibited pursuant to regulations of the European Commission, the minister shall prohibit or restrict the placing on the market or use of the PPP which contains such active substances.





III. AUTHORISATION OF PPP

A. AUTHORISATION PROCEDURE



Article 13

(authorisation)



Authorisation of a PPP shall be made on the basis of an application, which shall be submitted with the competent authority (hereinafter: »application«), attached by the prescribed documentation for the assessment of active substances in PPP specified in the first paragraph of the Article 15 of this Act, except in cases under the second paragraph of Article 16 of this Act, and the prescribed documentation for the evaluation of PPP laid down in the first  paragraph of Article 16 of this Act, and other data, documents and samples which are required for establishing the conditions for authorisation if so required by the competent authority.



Active substances and PPP shall be evaluated by qualified experts (hereinafter: »evaluators«) of providers of public service under this Act, who may not be at the same time members of the Commission referred to in Article 20 of this Act. Depending on the field of work, evaluators shall be appointed by the minister in agreement with the minister of health and the minister of environment.



On the basis of the evaluation of PPP, made by the evaluators referred to in the preceding paragraph, final decision on the authorisation of PPP shall be adopted by a competent authority in agreement with an authority, responsible for chemicals.



More detailed conditions in relation to expertise of the evaluators shall be prescribed by the minister in agreement with the minister of health and the minister of environment.



In evaluating conditions for the authorisation of PPP on the basis of active substances, classified on the list, or based on a decision of European Commission providing for complete documentation, uniform principles for evaluating a PPP shall be applied, which shall be prescribed by the minister in agreement with the minister of health and the minister of the environment.



 Evaluation of conditions for the authorisation of PPP on the basis of active substances, which have not yet been classified on the list and are not provided with complete documentation, shall be subject to conditions laid down in the second paragraph of Article 23 of this Act.



Authorisation for the carrying out the evaluation of PPP may be granted by the minister to an expert institution, which is authorised to perform authorisation of PPP in another EU Member State.



Article 14

(applicants)



Application for the authorization of a PPP may be lodged by a producer, legal or natural entity, which acts on behalf and for the account of the producer, responsible for the first placing on the market of the PPP in the Republic of Slovenia and having the registered office in any of the EU Member States.



Article 15

 (documentation for the evaluation of active substances)



Application for the evaluation of active substances shall be attached at least by the following documentation:

identity of active substance,

physical and chemical properties,

additional information on the active substance (use, mode of action, storing, safety measures and similar),

analytical methods,

toxicological and metabolism studies,

data on residues of the active substance in or on plants or plant products, foodstuffs and fodder,

data on fate and behaviour of the active substance when used in the environment,

ecotoxicological studies,

summary and evaluation of the seventh and eight indent of this paragraph,

proposal and explanation of the proposed classification and marking in compliance with regulations governing the classification, packing and labelling of dangerous substances,

in case of an active substance based on microorganisms or viruses, the data on microorganisms or viruses,

documentation for the evaluation of preparation based on such active substance,

safety deed, made in accordance with regulations on chemicals, 

other data, if necessary.



Regardless the preceding paragraph, if all the required data are not available, such missing data shall be replaced by the applicant attaching the application by the corresponding explanation and argumentation. Adequacy of the application shall be evaluated from case to case by the competent authority.



More detailed content of the required documentation specified in the first paragraph of this Article shall be prescribed by the minister in agreement with the minister of health and the minister of the environment.



Article 16

(documentation for the evaluation of PPP)



Application for the authorisation of a PPP shall be attached by the following documentation:

identity of the preparation,

physical, chemical and technical properties of the preparation,

data on the use of the preparation,

additional information on the preparation,

analytical methods,

efficacy data,

toxicological studies,

residues in or on plants or plant products, foodstuffs and fodder,

fate and behaviour of the PPP in the environment after use, 

ecotoxicological studies,

summary and evaluation of the ninth and tenth indent of this paragraph,

proposal and explanation of the proposed classification and marking in compliance with regulations governing the classification, packing and labelling of dangerous substances and preparations,

data on the PPP based on  microorganisms and viruses,

safety deed, made in accordance with regulations on chemicals, 

label including the instructions for use, 

other data, if necessary.



If a PPP contains an active substance that is already included in the list, such active substance shall not be evaluated once again, taking into account conditions for the listing, if the degree of purity and the nature of impurities do not differ significantly from the composition provided in documentation submitted for the inclusion of the active substance in the list. The authorisation application shall be attached by information identifying the active substance.



Regardless the first paragraph of this Article, in case if all the required data are not available, such missing data shall be replaced by the applicant attaching the application by the corresponding explanation and argumentation. Adequacy of the application shall be evaluated from case to case by the competent authority.



Regardless the provisions of the first paragraph of this Article, the application for the recognition of an authorisation of a PPP already authorized in another EU Member State shall be, in accordance with Article 23.a of this Act, attached by information identifying the active substance, data of identity of the PPP, authorization certificate from another Member State, summary dossier referred to in the first paragraph of the previous Article and the first paragraph of this Article, and substantiation of the claim to the comparability of conditions of use of such PPP.



More detailed content of the required documentation specified in the first paragraph of this Article shall be prescribed by the minister in agreement with the minister of health.



Article 17

(preventing duplication of tests on vertebrates)





When establishing documentation, also the documentation on animal testing made by foreign countries may be recognised, provided that tests of the PPP, which is subject to authorisation, were performed in accordance with good laboratory practice.



In order to prevent duplication of testing on vertebrates, the authorisation claimant shall, prior to carrying out experiments on vertebrates, make inquiry with the competent authority whether an identical PPP has already been authorised and on the name or firm and address or registered office of the holder or holders of the already authorised PPP.



The inquiry shall be attached by evidences certifying that a domestic or foreign producer intends to authorise the PPP and that the prescribed documentation is available.



If the competent authority establishes that the applicant has submitted an application for the authorisation of a PPP which is identical to an already authorised PPP of another holder, it shall provide the applicant with the name and address or firm and registered office of the holder or holders of the already authorised PPP, and inform the holders of the already authorised PPP thereof.



The applicant submitting the new application and the holder of the already authorised PPP shall take all reasonable steps to reach agreement on the sharing of information, so as to avoid the duplication of testing on vertebrates.



Prior to performing the testing on animals, permission of the administrative authority, competent for veterinary, shall be obtained.



Article 18

(data protection)



In the authorisation procedure of a PPP, the competent authority shall not use for the benefit of other applicants:

1) data from the documentation on an active substance attached to the application for authorisation or the issue of permit, unless:

the second applicant has agreed with the first applicant or holder of the authorisation that the use may be made of such data, and proves this with a corresponding document, or

at least ten years have passed from the first inclusion of an active substance in the list, or

at least ten years have passed from the first authorisation of the active substance in any EU Member State, or

five years have passed since the date of authorisation on the basis of additional data necessary for the first inclusion of the active substance in the list, unless the five-year period expires before the ten-year period provided for in the second and third indents of this item. This applies for vary the conditions for the listing the active substance or for the prolongation of the listing the active substance in the list.

2) data from documentation on PPP attached to the application for authorisation, unless:

the second applicant has agreed with the first applicant or holder of the authorisation that use may be made of such data and proves this with a corresponding document, or

ten years have passed from the first authorisation of the PPP, which contains new or old active substances, in whichever Member State of the EU.



Article 19 

(authorisation)



Authorisation for a PPP referred to in Articles 23, 23.a., 24, 25, 26 and 27 of this Act shall be issued by the competent authority in agreement with the authority, responsible for chemicals, on the basis of the proposal of the Commission, taking account of evaluations made by the evaluators referred to in Article 13 of this Act, not later than 12 months after receipt of the complete application.



If the authority responsible for chemicals does not give its consent or withdraws the same, its expert justification shall be explained in writing. 



Irrespective of the first paragraph of this Article the Commission's proposal shall not be necessary when issuing amendments to authorisations of PPP due to small changes which are not of significance for the human health or the environment (change of trade name, change of producer or representative, change of composition, which is considered as small changes pursuant to international standards, and similar).



The authorisation of the PPP shall be drawn up in the name of producer or applicant. The decision shall indicate also trade name of the PPP, name and the content of active and other dangerous substances in the PPP, information on use, classification and marking of the PPP, point of sale, waiting period and maximum residue levels of the PPP.



Article 20

(commission)



The Commission shall consist of experts, appointed by the minister, in agreement with the minister of health and the minister of environment.



Members of the Commission shall not be in any connection, in the sense of incompatibility of interests, with the applicants or with legal or natural entities, which produce or trade in PPP.



More detailed conditions in relation to the composition and mode of work of the Commission shall be prescribed by the minister, in agreement with the minister of health and the minister of the environment.



Article 21

(confidentiality of data)



The competent authority shall, without prejudice to the regulations governing free access to the information on the environment, ensure that information submitted by an applicant for the authorisation of a PPP, including the data on industrial and commercial activity of the same, is treated as confidential if so required by the applicant.



Confidentiality shall not apply to:

the names and content of all active substances and the name of the PPP;

the name of other substances which are classified as dangerous in compliance with regulations on classifying, marking and packing of dangerous substances,

physico-chemical data concerning active substances and PPP,

ways of rendering the active substance or PPP harmless,

a summary of the results of tests to establish the substance's or PPP's efficacy and harmlessness to humans, animals and the environment,

recommended methods and precautions to reduce handling, storage, transport, fire and other hazards,

methods for determining the content of active substances, impurities and other components of the active substance and residues of PPP,

methods of the placing of PPP on the market and its packaging,

decontamination procedures to be followed in the case of accidental spillage or leakage,

first aid and medical treatment  to be given in the case of injury to persons.



If the applicant subsequently discloses previously confidential information, he shall be required to inform the competent authority thereof.



Article 22  

(informing on potentially harmful effects of PPP)



The holder of an authorization or those to whom the extension of the field of application of an authorised PPP has been granted, shall immediately notify the competent authority of all new information on the potentially dangerous effects of any PPP or of residues of a PPP on human or animal health or on groundwater or the environment.



The obligation provided for in the preceding paragraph shall also apply to users of PPP noticing a dangerous effect of a PPP on human or animal health or on groundwater or the environment





B. TYPES OF AUTHORISATION



Article 23

(conditions for authorisation)



A PPP shall be authorised if its active substance or active substances are listed in the list; and on the basis of dossier referred to in the first paragraph of Article 15 and first paragraph of Article 16 of this Act, and if pursuant to regulation on uniform principles for the evaluation of PPP laid down in Article 13 of this Act it is established that conditions provided for in items 1 to 4 of the next paragraph of this Article are met.



Regardless the previous paragraph the PPP shall be authorised on the basis of documentation laid down in the second paragraph of Article 15 and third paragraph of Article 16 of this Act, also when the active substance or active substances in such PPP are still in the procedure for inclusion in the list, provided that the following conditions are met:

1. in accordance with scientific and technical development and on the basis of the evaluation of the PPP it is established that with proper use:

it works effectively;

it has no unacceptable effects on cultivated plants or plant products;

it does not cause unnecessary suffering and pain for vertebrates and other target animals;

it has no direct or indirect harmful effect on the human or animal health;

it has no abnormal effect on the environment, in particular on the pollution of water, including drinking water or groundwater, and on non-target organisms;

2. the quantity of active substances and toxicologically or ecotoxicologically significant impurities and components can be determined by methods recognised in the EU or approved by the competent authorities of EU Member States;

3. residues which are significant for the human health and the environment, resulting from an authorised use, may be determined by means of appropriate analysis;

4. its physical and chemical properties are deemed acceptable for the purposes of the appropriate use and storage of the PPP.



The documentation laid down in Articles 15 and 16 of this Act, which is attached to the authorisation application, shall be compiled on the basis of tests and analysis, provided for by the minister. The tests and analysis shall be performed in conditions of agricultural production, protection of plants and the environment, which are comparable to those within the Republic of Slovenia where the PPP shall be used. Tests and analysis aiming at acquiring data on properties and safety of PPP for human and animal health shall be carried out pursuant to the principles of good laboratory practice. Tests and analysis for establishing the effectiveness of PPP shall be carried out in organisations, which have been granted a certificate on meeting the conditions of good experimental practice, issued by the competent authority.



Upon the applicant's request a PPP, intended for use in agriculture, may be authorised also for the use on non-agricultural surfaces, provided to meet conditions laid down in items 1 to 4 of the second paragraph of this Article. The applicant shall present written documentation, laid down in Articles 15 and 16 of this Act.



Tests, analysis and good experimental praxis, referred to in the third paragraph of this Article, shall be provided for by the minister.



Article 23.a

(mutual recognition of authorisations)



A producer may require that a PPP shall be authorised, which contains an active substance or active substances, included in the list, on the basis of an authorisation in another EU Member State, provided that such authorisation was made in accordance with uniform principles for the evaluation of PPP and to the extent that agricultural, plant health and environmental (including climatic) conditions, relevant to the proposed use of the PPP in the Republic of Slovenia, are comparable in the regions concerned. In such case the tests and analysis referred to in the previous Article shall not be performed once again within the territory of the Republic of Slovenia. The application shall be attached by documentation laid down in the fourth paragraph of Article 16 of this Act and the reasoned comparability of conditions.



If the competent authority rejects the application referred to in the preceding paragraph for the reason of non-comparable agricultural, plant health, environmental or climatic conditions, it may provide for the tests and analysis to be performed also in the Republic of Slovenia and also for additional conditions in relation to the use of the PPP, due to:

specific ecological sensitivity in particular areas, or

different nutritive habits of inhabitants.                                                       



The competent authority shall provide expert explanation for the decision referred to in the preceding paragraph and inform the European Commission thereof, which shall follow the due process and confirm the decision of the competent authority or provide for change of the same.



With agreement of the applicant, referred to in the first paragraph of this Article, the proposed use of the PPP may be changed during the authorisation procedure, so as to eliminate any non-comparable agricultural, plant health and environmental (including climatic) conditions, which are not relevant in view of comparability.



Deciding on the authorisation of a PPP shall depend also on conditions, provided for by EU regulations governing the placing on the market and use of PPP, aiming at protecting health of legal and natural persons, placing the PPP on the market, and of users of PPP.



By means of the authorisation of a PPP the competent authority may restrict the use of the PPP due to different nutritive habits of inhabitants of EU Member States and to prevent exposure of consumers to dietary contamination which exceeds the acceptable daily intake (ADI) of residues of PPP.



Article 24

(validity and prolongation of authorisation)



The competent authority shall grant authorisation to a PPP for a maximum period of ten years, upon the proposal of the Commission.



The authorisation may be prolonged once or more times, each time for a maximum period of ten years. The application for prolonging the authorisation shall be lodged by holder of the authorisation with the competent authority at least 12 months prior to the expiry of the authorisation.



If the conditions on the basis of which PPP was authorised are suspected to be changed, the competent authority shall require that all documentation for the evaluation of PPP or the part of documentation on the basis of which the prolongation of authorisation is decided, to be issued again. 



An authorised PPP may be re-evaluated at any time if there are indications that any of the requirements laid down in items 1 to 4 of the second paragraph of Article 23 of this Act ceased to be met. In such cases, additional data and documentation for the re-evaluation of the PPP may be demanded from the holder of the authorisation or legal or natural person which has been granted extended use of the PPP, specified in Article 32 of this Act. 



Article 25 

(provisional authorisation)



If a PPP contains a new active substance for which the applicant for the authorisation of the PPP presented the documentation laid down in the first paragraph of Article 15 and the first paragraph of Article 16 of this Act and was issued decision by the European Commission on the completeness of the documentation, the competent authority may, within three years following the issue of the decision of the European Community, issue a decision on provisional authorisation of the PPP for a maximum period of three years, providing that the PPP meets conditions laid down in items 1 to 4 of the second paragraph of Article 23 of this Act.



In the provisional authorisation, referred to in the preceding paragraph, the provisional maximum residue levels shall be specified. When establishing such maximum residue levels, conditions of the proposed use of the PPP shall be taken into account.



Agricultural products treated with the PPP referred to in the first paragraph of this Article shall be placed on the market within the territory of EU Member States if they have been issued a provisional authorisation in the country of origin and if the set temporary maximum level for pesticide residues has not been exceeded.



Upon the European Commission’s decision on the prolongation of the time limit specified in the first paragraph of this Article the competent authority of the Member State may prolong provisional authorisation of the PPP.



Article 26

(modification to the authorisation)



Upon the demand of the holder of the authorisation or ex officio, an authorization may be subject to changes if the conditions for the authorisation have been changed.



Upon the proposal of the holder of the authorisation the authorisation of a PPP shall be changed also if it is a PPP of the same producer authorised in any EU Member State under another trade name and if it is identical to a PPP authorised in the Republic of Slovenia.



The competent authority may demand additional data, documents and samples necessary to assess whether the modification of the authorisation is justified.





C. EXPIRATION OF AUTHORISATION



Article 27

 (expiration of authorisation)



Authorisation shall expire:

with the expiry of the period for which the authorisation was issued, if it is not renewed;

with the cancellation of the authorisation:

at the request of the holder of the authorisation,

if the conditions for authorisation are no longer met,

in  cases of forbidden placing on the market or use of a PPP within the whole territory of the Republic of Slovenia under Article 12 of this Act,

if the holder of the authorisation does not submit the documentation laid down in the first paragraph of Article 16 of this Act, within the time limit. fixed in the list,

if the active substance has been deleted from the list.

3. with annulment of provisional authorisation if the active substance which is subject to cases provided in Article 25 of this Act is not included in the list.



If a holder of an authorisation decides prior to the expiry of validity that a certain PPP shall no longer be placed on the market and in use, he shall inform the competent authority thereof at least six months prior to ceasing placing on the market of this PPP, and attach an explanation.



Irrespective of the provisions laid down in the first paragraph of Article 3 of this Act, a PPP may be placed on the market for at least 18 months following expiry of the period, covered with the authorisation, in order to sell the existing stocks.



Irrespective of the provision of the preceding paragraph the competent authority may decide that after expiration of the period, covered with the authorisation, the stocks of such PPP shall be removed pursuant to regulations governing hazardous waste. In the decision on cancellation of the authorisation of the PPP the competent authority may grant the holder of the authorisation certain period of grace to sell the existing stocks of PPP or dispose these pursuant to regulations governing hazardous waste.



More detailed conditions regarding the stock management of PPP referred to in the preceding paragraph shall be prescribed by the minister.



REGISTER OF PPP



Article 28

(register of PPP)



On the basis of the issued authorisations, the competent authority shall keep a register of PPP. The list of authorised PPP shall be published annually in the Official Gazette of the Republic of Slovenia, and the amendments thereto at least twice a year.



The register of PPP shall contain at least the following data:

customs seal,

trade name of a PPP,

names and contents of all active substances in a PPP,

name of producer or representative in the Republic of Slovenia,

classification within or outside the group of dangers,

number and date of the authorisation,

point of sale specified in Article 7 of this Act. 



LIST OF ACTIVE SUBSTANCES





Article 29

(list)



Inclusion of an active substance in the list, modifications of the list or deletion of an active substance from the list shall be decided by the European Commission. The list shall be published in Official Journal of the European Communities.



An applicant shall lodge an application for the inclusion of an active substance in the list with the competent authority of whichever EU Member State and attach this by the documentation laid down in the first paragraph of Article 15 and first paragraph of Article 16 of this Act. The competent authority shall review the documentation within the shortest possible time and if finding this complete, it shall notify the applicant to send the documentation to the European Commission and to all other EU Member States. The European Commission shall issue a decision on the completeness of the application and submit the documentation to the Standing Committee on the food chain and animal health (furtheron as: the »Committee«) for evaluation. Upon the Committee's estimation that not enough data is available for the evaluation of the documentation, the European Commission shall call the applicant to supplement the application. If the European Commission anticipates the decision to be negative, the applicant shall be called to submit its opinion to the findings. If the active substance meets the prescribed conditions, it shall be included in the list according to the procedure provided for by the EU. 



In the light of current scientific and technical knowledge, an active substance shall be included in the list for a period not exceeding 10 years, if it may be expected that a PPP containing the active substance will meet the following conditions:

their use, on application in accordance with good agricultural practice, shall not have any abnormal harmful effects on human or animal health or any unacceptable influence on the environment;

their residues, on application in accordance with good agricultural practice, shall not have any abnormal harmful effects on human or animal health or on groundwater or any unacceptable influence on the environment, and the said residues, in so far as they are of toxicological or environmental significance, may be established by means of recognised methods.



Inclusion of an active substance in the list shall be, in addition to conditions laid down in the preceding paragraph, also subject to the following:

an acceptable daily intake (ADI) for humans, where relevant;

an acceptable operator exposure;

where appropriate, fate and behaviour and the distribution in the environment, and the impact on non-target species.



For the first inclusion of a new active substance, the requirements laid down in the third and fourth paragraph of this Article shall be met and this has been established for at least one preparation containing the said active substance.



At inclusion of an active substance in the list, the following shall be established:

the minimum degree of purity of the active substance;

the nature and maximum content of certain impurities;

restrictions arising from evaluation of the information referred to in items 1 to 4 of Article 23.a of this Act, taking into account agricultural, plant health and environmental conditions, including climatic conditions;

type of preparation;

manner of use.



The European Commission shall state a time limit in the list, binding upon the competent authority to re-establish identity of active substances in an authorised PPP with active substances, included in the list, as well as time limit, binding upon the competent authority to re-examine an authorised PPP in accordance with uniform principles for evaluation of PPP.



Upon the request of the applicant, inclusion of an active substance in the list may be prolonged once or more times, each time for a maximum period of ten years. The application for prolonging the time limit shall be lodged at least two years prior to the expiry of the listing. If the period of listing expires during the verification period, the European Commission may prolong the inclusion of the active substance in the list for a period, necessary to make a decision.



The competent authority may at any time propose to the European Commission to verify justification of inclusion in the list, following the due process, if it is of the opinion that conditions laid down in the third of fourth paragraph of this Article ceased to be met. If the verification procedure exceeds the period for inclusion in the list, the European Commission may prolong the inclusion of an active substance in the list for a period, necessary to make a decision.



PERMITS



Article 30

(permit for research or development)



Any test for research or development purposes, involving the release into the environment of an unauthorized  PPP, may only be carried out upon permit for trial or development purposes granted for limited quantities of PPP and for limited testing areas.



The permit under the preceding paragraph shall be issued by the competent authority in an administrative procedure, on the basis of an application and the opinion of the commission, if the PPP does not constitute a risk to human or animal health or has no unacceptable effect on the environment



Data on PPP, its quantity, area of testing and conditions for use, as well as legal or natural entity that will carry out testing, shall be evident from the permit.



The permit shall be issued for a maximum of two years. The permit may be prolonged at the request of the holder and upon the opinion of the Commission, provided the holder of the permit applies for the prolongation at least four months prior to the expiry of validity of the permit and shows justifiable reasons for the prolongation.



If the competent authority decides that the proposed experiments, which are subject of the submitted application for the issue of permit, are liable to have harmful effects on human and animal health or to have an unexpected adverse influence on the environment, it may prohibit the testing upon the proposal of the Commission, or permit the same, under conditions as it considers necessary to prevent such consequences.



More detailed content of the application and permit for research or development shall be prescribed by the minister. 



Article 31

(exceptional permit)



Due to an unforeseeable danger which a harmful organisms represents, which cannot be suppressed or correspondingly restricted by the means of authorised PPP or by other measures, the competent authority may issue an exceptional permit for the placing on the market or use of an unauthorised PPP or for unauthorised use of a PPP. The procedure for issuing an exceptional permit shall be initiated ex officio or upon the proposal of a customer. In the procedure the competent authority shall require the opinion of the Commission. The exceptional permit shall be issued for a maximum of 120 days for restricted and controlled use, which does not represent any unacceptable danger for human health and the environment.



The exceptional permit shall state the data on PPP, the quantity of PPP, the area and the conditions for use, and the users.



Exceptional permit may be modified or withdrawn by the competent authority in case if the PPP did not give the required results, if the PPP is no longer necessary or if harmful consequences are bigger than the damage caused by harmful organisms specified in the first paragraph of this Article.



More detailed content of the application and exceptional permit shall be prescribed by the minister. 



Article 32 

(permit for the minor use)



Legal entities involved in agricultural activity or natural entities, professionally engaged in agricultural production, may request at the competent authority to extend the use of an already authorized PPP to other intended uses, which are minor in nature. 



The competent authority shall grant a minor use of an authorized PPP if the documentation or information to support an this use has been submitted with the application. Upon the opinion of the Commission, the competent authority shall grant the minor use of an authorized PPP in agreement of an authority competent for chemicals, provided that conditions laid down in items 1 to 4 of the second paragraph of Article 23 of this Act have been met, if the intended use is of minor nature in the Republic of Slovenia and if users are fully and specifically informed as to instructions for use by means of an addition to the labelling or, failing that, by means of an official publication.



Article 32

(permit for the placing on the market of identical PPP from other EU Member States)



A PPP, which is authorised in another EU member State and is identical to an authorised PPP in the Republic of Slovenia, may be placed on the market within the territory of the Republic of Slovenia, if having been issued a permit by a competent authority.



Permit for the placing on the market of an identical PPP from an EU Member State (furtheron: »permit for the placing on the market of an identical PPP«) shall be issued for a fixed period by the competent authority in agreement with the authority responsible for chemicals. The permit for the placing on the market of an identical PPP shall be issued on the basis of an application lodged by a legal or natural person, referred to in Article 5 of this Act. The competent authority shall establish identity of both PPP by considering the submitted documents and issue the permit for the placing on the market of such PPP in an administrative procedure, or reject to issue the permit, if establishing the PPP not to be identical. 



The applicant shall attach the application by the following information:

the name or business name and address of the applicant; 

the trade name and the number of authorisation of the PPP in the EU Member State, and the trade name and the number of authorisation of a PPP authorised in the Republic of Slovenia;

the name and address of the holder of authorisation of the PPP and EU Member State which issued the authorisation;

on the active substance and type of the preparation (formulation), packaging, label; 

the proposed trade name for the placing on the market of the PPP within the territory of the Republic of Slovenia;

the proposed label in Slovene language, consistent with regulations governing the labelling of PPP within the territory of the Republic of Slovenia. The label shall indicate the name and address of the applicant.



The competent authority may require the applicant to submit a sample of the PPP which is subject of the application for permit for the placing on the market, referred to in the first paragraph of this Article.



When executing the application, the competent authority may require opinion of the competent authority of the EU member State, where the PPP is authorised.



Upon having been granted permit for the placing on the market of an identical PPP, a legal or natural entity may repack this pursuant to regulations governing chemicals.



Irrespective of the provisions of the second paragraph of this Article permit for a single placing on the market of an identical PPP from other EU Member States may be granted also on the basis of an application issued by a legal or natural entity referred to in Article 9 of this Act. The competent authority shall grant permit for a single placing on the market of an identical PPP from other EU member States if the PPP is intended for own use, if the application is attached by information, provided for in the third paragraph of this Article, other than the proposed label in Slovene language, and by the following documents:

valid certificate on the passed training referred to in Article 9 of this Act, 

statement that the PPP is intended for own use and shall not be placed on the market or disposed to be used by third persons,

quantity of the PPP and the intended use (e.g. crop, surface, use, etc.). 



More detailed conditions with regard to establishing the identity of the PPP and the use of the proposed trade name, as well as the more detailed content of the application and the permit for the placing on the market of an identical PPP from another EU Member State, shall be prescribed by the minister.





V. PUBLIC SERVICES IN THE FIELD OF PPP AND EQUIPMENT FOR THE APPLICATION OF PPP



Article 33

(definition)



A public service in the field of PPP and equipment for the application of PPP (furtheron: »equipment«) shall be an activity provided for by the law, the execution of which makes the provider liable to special obligations in public interest (furtheron: »public service obligations«).



Public services in the field of PPP and equipment are subject to the provisions of the act, regulating economic public services, except where otherwise specified with this or some other special act.



Manner of carrying out the public service under this act shall be prescribed by the Government of the Republic of Slovenia (furtheron: the »Government«) in accordance with this act and the act governing economic public services.



Article 34�(obligations of public service)

� Public service obligations or obligations of authorised organisations in the field of PPP and equipment shall be the following:

permanent and continuous performance of the activity and services or in accordance with the request of the authorised authority;

performing the services under the specified programme;

performing the services upon the fixed price.



Obligations of an individual public service may be regulated in detail by a governmental regulation or by a concession act.�

If a provider of a public service or an authorised organisation does not assure such service to an eligible person, or if the fixed prices or other conditions are not assured, the user of such service may demand the competent authority to decide on the user's right with a decision in the administrative procedure, imposing proper conduct to the provider of the public service or to the authorised organisation.



Article 35�(forms of performing public services in the field of PPP)

�In addition to forms provided for with the act governing public services, public services in the field of PPP may be performed also by authorised legal entities, governed by public law, established by the Republic of Slovenia, and public institutions, established by the Republic of Slovenia, local community or other entity governed by public law.�

Providers of public services referred to in the preceding paragraph shall be authorised by the minister. More detailed relations with providers of public services shall be governed by a competent authority with an agreement.



Article 36�(financing of public service)

�Public service in the field of PPP and equipment shall be financed from:

partly or wholly paid price for the performed service;

budget of the Republic of Slovenia;

other sources.



Individual services performed by a public service for PPP and equipment shall be financed or co-financed by the Republic of Slovenia in accordance with the program for an individual public service, adopted by the minister.



Providers of public services shall earmark the sources from the budget of the Republic of Slovenia for financing the program of public services only for the performance of such public service in accordance with the program. 



Article 37�(prices of services of a public service)

�Prices for an individual service are paid in whole or partly by users of services provided by public services in the field of PPP and equipment, however some services may also be provided free of charge.



Price for the services specified in the first indent of Article 43 of this Act shall be prescribed by the Government.



Prices of other services and tasks of a public service shall be prescribed by the minister pursuant to this Act, who shall also determine a share to be paid by the user.�

Article 38�(programme of public service)

� With a decree on the programme of individual public service the minister shall provide for in particular:

the kind and extent of services of a public service;

the mode and dynamic of performing the public services’ services pursuant to regulations or concession agreements;

the extent and method of financing or co-financing the public services’ services.�

Article 39�(supervision over public service’s performance)

�Professional supervision over public service’s performance shall be carried out by a competent authority, which may assign the said task to other legal or natural entities in the form of public authority.



Professional supervision as public authority may be carried out by legal or natural entities, which are professionally trained for supervising certain fields of public service.



Conditions as regards professional qualification referred to in the preceding paragraph shall be specified by the minister.�

Realisation of a public tender shall be followed by a decision, issued by the minister, which is to be published in the Official Gazette of the Republic of Slovenia, in order to designate the providers of public services from the second paragraph of this Article and conclude agreements with the same to settle mutual relationships.� 

Inspection over public services shall be carried out by agricultural inspection.



Article 40�(conditions for performing public service)

�Conditions regarding the premises, equipment and personnel, which should be met by provider of a public service, shall be prescribed by the minister in respect of each individual public service in the field of PPP and equipment.



Article 41�(persons performing tasks of public service)

�Professional work associated with the carrying out the services of public service in the field of PPP and equipment may be carried out only by persons who possess appropriate professional education, professional competences to perform the work at their working place and who meet other conditions provided for by regulations.



The minister shall prescribe conditions regarding professional education and other requirements, which should be met by a person to be able to perform professional work at carrying out the public service in the field of PPP and equipment.



A person performing professional work at carrying out public service’s services in direct contact with the users of such services, shall command and also use the Slovene language, and within the areas of the Italian and Hungarian national minorities also the languages of these national minorities.�

Article 42�(fields of public services)



Pursuant to this Act, public service includes:

professional tasks in the field of authorisation, trade in and use of PPP;

professional tasks in the field of equipment.



Article 43�(professional tasks in the field of authorisation, placing on the market and use of PPP)

�Professional tasks in the field of authorisation, placing on the market and use of PPP include in particular:

tasks in the field of testing and evaluating a PPP in the authorisation procedure, 

coordination of work and technical support to the competent authority throughout the authorisation procedure of a PPP,

laboratory tests of PPP,

monitoring the residues of PPP in or on plants or plant products regarding the proper use of a PPP,

drafting of professional grounding to support the decision-making of a competent authority,

performance of the research and development activity,

development and introduction of new procedures for good plant protection practice and good agricultural practice,

introduction of European standards in the field of biological tests for the PPP efficiency,

tasks in the field of the record of placing on the market and use of PPP,

cooperation at introduction, development and establishment of information system,

tasks connected to professional training of persons responsible for the placing on the market of PPP and users of PPP,

other tasks in the field of PPP.

�Article 44�(professional tasks in the field of equipment)



Professional tasks in the field of equipment shall be in particular:

drafting of background documents to support the decision-making of a competent authority in the field of equipment,

tasks connected to professional training in the field of equipment,

cooperation at introduction, development and establishment of information system in the field of equipment,

performance of the research and development activity,

performance of other tasks in the field of equipment.





VI. EQUIPMENT  



Article 45 

 (certificate) 



Only equipment for the application of PPP which, with the prescribed use, guarantees application of PPP that is not harmful to people and environment, which is provided with the certificate of conformity (furtheron as: »certificate«) and meets the conditions specified in the certificate, shall be placed on the market.



Prior to the placing on the market, the producer or importer shall, upon his own request, obtain a certificate of conformity certifying that the equipment for the application of PPP meets the prescribed conditions.



The minister may provide that certain kinds of equipment are not liable to the certificate.



More detailed conditions to be satisfied by the equipment shall be prescribed by the minister.



Article 46

(certification body)



Producer or importer shall lodge an application for the issue of a certificate with the certification body.



The certification body shall be any legal or natural entity, authorised by the competent authority with a decision issued in the administrative procedure, provided to meet the prescribed conditions in relation to personnel, premises and equipment.



The certification body shall keep the record on the kind, type and year of certified equipment, on the issuing date of the certificate and on the producer or importer, and hold such record for at least 10 years after the issue of the certificate, and submit this for review if so demanded by competent authority. 



Conditions under the second paragraph of this Article shall be prescribed by the minister.



Article 47 

(regular inspection of equipment)



Holders of equipment for the application of PPP (furtheron: »holders«) may use only equipment which is subject to regular inspections and has the mark of regular inspection.



Holders shall obtain a mark of regular inspection of the equipment every two years.



The minister may prescribe that certain kinds of equipment are not liable to inspection



Article 48

(mark on regular inspection)



The mark on regular inspection shall be issued by any legal or natural entity which has been authorised for this by the competent authority issuing a decision in an administrative procedure, provided it meets conditions in relation to premises, equipment and personnel.



Legal and natural entities carrying out inspections of the equipment shall keep the record of the results of inspections, on owners of the inspected equipment (name, business name, address or registered office) and on issued marks on inspections. The record of the results of the inspection of particular equipment shall be kept for at least 6 years.



More detailed conditions laid down in the first paragraph of this Article, the content of regular inspections of the equipment, as well as keeping the record and the form of the mark on regular inspection, shall be prescribed by the minister.





VII. COSTS 



Article 49

(costs)

 

All costs in connection with the authorisation of a PPP and in connection with issuing the permits shall be paid by the applicant or holder of the authorisation.



All costs in connection with the issuance of a certificate for equipment shall be paid by producer or importer.



All costs in connection with the regular inspections of equipment shall be paid by holders, using the equipment.



The costs for analysing plants or plant products for the content of residues of PPP during an inspection shall be paid by the user of the PPP, and if the same is not known, by the owner of the plants or plant products, if the residues of PPP exceed the prescribed maximum residues level for PPP.



The costs for analysing soil and other objects during an inspection of the use of PPP or active substances shall be paid by the holder of the land if a prohibited or irregular use is established.



The costs for analysing soil and other objects during an inspection of the irregular use of a PPP, carried out upon the client’s request, shall be paid by the user of the PPP if the residues of the PPP exceed the maximum residues level or if the residues of the PPP are established on plants on which such PPP has not been applied, otherwise such costs shall be paid by the client having requested such inspection.



The costs of examinations of the PPP at inspection shall be paid by the holder of the authorisation of the PPP if such PPP does not meet the authorisation.



The costs of testing equipment for the application of the PPP at inspection shall be paid by producer or importer if the equipment fails to meet the conditions laid down in the certificate.



The amount of costs specified in the first paragraph of this Article shall be fixed by the Government.



The amount of costs specified in the second and third paragraph of this Article shall be fixed by the minister.



Other costs referred to in this Article are actual costs of the procedure.





VIII. INTERNATIONAL TRADE



Article 50

(import of PPP)



A PPP shall be imported only by legal and natural entities specified in Article 5 of this Act, which shall be liable to report the consignments of PPP at import to the phytosanitary inspection.



Import of PPP shall be supervised by the phytosanitary inspector. 



Border crossings for transporting a PPP across the state border shall be provided for by the minister.



Article 51

(importing equipment for the application of PPP)



Only equipment shall be permitted to be imported, which has been granted certificate or permit of a competent authority. Save as otherwise provided in a treaty, the equipment not supplied with the prescribed certificate or permit may not be granted customs-approved treatment or use by customs authorities, except for the transit and customs warehousing.



Import conditions shall be provided for by the minister on the basis of the permit.



Irrespective of the provision of the first paragraph of this Article, the minister may prescribe that for certain kinds of equipment or certain purposes the certificate or permit shall not be necessary.





IX. COMPETENT AUTHORITY 



Article 52

(authorisations and tasks of competent authority)



As provided for by this Act, the competent authority shall have the following tasks and authorisations:

inter-ministerial coordination of work and cooperation regarding the authorisation of PPP,

conduction of the authorisation procedure of a PPP and the issue of permits,

keeping of records, registers and lists,

preparation of regulations and performance of other administrative tasks in the field of work, and care for their implementation,

carrying out of public tenders under this Act, issue of decisions on concessions, conclusion of concession and other agreements for the performance of public services under this Act,

establishment of the meeting of conditions and entry into the register referred to in Article 5 of this Act,

monitoring of the conditions in the field of placing  on the market or use of PPP and cooperation in the preparation of measures,

adoption of programmes in relation to measures for the proper use of PPP, and care for the implementation of such programmes,

introduction of the principles of good agricultural practice and of integrated pest control,

coordination of work and care for harmonisation of maximum residue levels for PPP in plants or plant products and implementation of monitoring residues of PPP in plants or plant products,

drawing up reports, analyses, information and other material for bodies and international organisations to which the Republic of Slovenia is bound to report under regulations and treaties,

care for informing the public and those interested in matters in the field of work,

issue of publications from the field of work,

care for the setting up of an information system in the field of work, collection, processing, mediation and storage of data from the field of work and management of information system,

care for the carrying out of professional training and qualification of personnel in the field of work,

cooperation with other bodies within the state and abroad in the field of work,

performance of other tasks.





X. INSPECTION



Article 53  

 (inspectors)

 

Implementation of this Act and of regulations issued on the basis thereof shall be supervised by agricultural inspector, phytosanitary inspector and inspector responsible for chemicals, each within the framework of their competencies.



An appeal against decisions of the inspectors referred to in the preceding paragraph shall not cause the detention to be suspended.



Article 54

(authorisations of agricultural inspector)



On the basis of this Act and regulations issued on the basis thereof, the agricultural inspector may:

prohibit the placing on the market of a PPP if it is not authorised as provided for,

prohibit the use of a PPP if it has not been issued the prescribed permit,

prohibit the placing on the market or use of a prohibited PPP,

prohibit the placing on the market if the shelf-life of the PPP has expired,

check the meeting of conditions in relation to personnel of legal or natural entities referred to in Article 5 of this Act,

until the rectification of deficiencies, prohibit the performance of activities of the placing on the market of a PPP if a legal or natural entity is not entered in the register, provided for in Article 5 of this Act or does not meet the specified conditions in relation to personnel. The inspector shall inform the competent authority thereof,

prohibit the placing on the market of a PPP if the PPP does not comply with the authorisation (packaging, label, classification, marks, instructions for use, physical and chemical composition, etc.),

prohibit the use of a PPP if the PPP is used improperly,

establish the identity of violator if a suspicion exists that the provisions of this Act have been violated and, as necessary, photograph or record the violation,

order appropriate measures if he finds the stipulated maximum residue level for PPP exceeded in or on plants or plant products prior to the placing on the market,

take samples of plants, plant products, soil, sprinkling mixture, PPP and other necessary samples,

remove the equipment for the application of a PPP from the market and order verification of compliance with the certificate,

prohibit the placing on the market of equipment for application of PPP if it is not supplied with the prescribed certificate,

prohibit the placing on the market of equipment for application of PPP if it is not in compliance with the certificate,

prohibit the use of equipment if it is not supplied with the mark on regular inspection or if it is not regularly inspected,

establish whether performers of public services under this Act fulfil the specified conditions or act in accordance with regulations or concession agreement and order the deficiencies to be rectified,

perform other activities and order other measures necessary for the implementation of this Act and regulations issued on the basis thereof,

may prohibit the placing on the market of plants or plant products from which samples for establishing residues of PPP have been taken, until the results of analysis of such samples are obtained.



Article 55

(authorisations of phytosanitary inspector)



On the basis of this Act and regulations issued on the basis thereof, a phytosanitary inspector shall have the following authorisations:

at importing a PPP classified as dangerous, to verify compliance of safety deed with regulations on chemicals,                                         

to prohibit the import of a PPP, if the PPP is not correspondingly authorised, classified, packed and marked and fitted with the instructions for use, if it does not have a corresponding permit or if the placing on the market of this PPP is prohibited, except in a case under the second paragraph of Article 3 of this Act,

to temporarily prohibit the import of a PPP if deficiencies on a consignment of the PPP or on the accompanying documentation must be rectified,

to perform other activities and order other measures in relation to PPP and the placing on the market of PPP in accordance with this Act and regulations issued on the basis thereof.



Article 56

(authorisations of inspector competent for chemicals)



On the basis of this Act and regulations issued on the basis thereof, the inspector competent for chemicals shall have the following authorisations:

prior to entry in the register specified in the first paragraph of Article 5 of this Act, to establish the meeting of conditions as regards premises or equipment of legal and natural entities, performing placing on the market of PPP,

to verify the meeting of the specified conditions as regards premises or equipment of legal and natural entities, performing placing on the market of PPP,

until the rectification of deficiencies, prohibit the performance of activities of the placing on the market of a PPP if a legal or natural entity does not meet the specified conditions as regards premises and equipment. The inspector shall inform the competent authority thereof.





XI. DATA



Article 57

(obtaining and using data)



To regulate the placing on the market and to control the placing on the market and the use of PPP the competent authority shall, for the keeping and maintenance of databases, obtain and use data, which are kept by official state bodies, public institutes and agencies, concessionaires and other authorised bodies within the framework of the stipulated databases, especially from:  

databases from the field of chemicals,

databases on pollution of land and water,

databases on waters and ecologically important areas,

land cadastre and land book (lot number, boundaries of a lot, surface, owner, user)

basic data from the Central population register in respect of the owner or user (unique master citizen number, name, surname and address), necessary for the maintenance of its own databases and situations from the Central population register.



Pursuant to its functions, the competent authority shall link its databases with all databases kept by the ministry responsible for agriculture.



The competent authority shall communicate data from its registers and records to other state bodies and local community bodies if this is necessary for the carrying out of statutory tasks, to a public institute authorised for collecting data on acute toxications and other effects of chemicals, and to other authorised organisations and providers of public services if these are necessary for the carrying out tasks from the field of work of the competent authority.



Data which are subject to secrecy under this Act or the limited use of which is subject also of other acts (statistic, tax authority) shall not be communicated.



Data specified in the first paragraph of this Article, characterised as personal data, shall be communicated by those maintaining databases in accordance with regulations on protection of personal data.



Those maintaining databases laid down in this Article shall communicate data free of charge, except for direct material costs for additional copies or processes.



Databases set up and kept by a competent authority under this Act shall be financed from the budget of the Republic of Slovenia.



The manner of linkage with other databases and the manner of obtaining data from other databases shall be prescribed by the minister in agreement with ministers responsible for records from this field and in accordance with the programme of statistical researches.



Article 58

(international data exchange)





The competent authority shall notify the European Commission and EU Member States on:

the established potentially dangerous effects of any PPP in accordance with Article 22 of this Act;

temporary authorisations laid down in Article 25 of this Act;

provided provisional maximum residue levels for PPP, if these are not yet provided with regulations, and data for their evaluation;

exceptional permit issued under Article 31 of this Act;

decisions related to the authorisation and forwarding data or archives to other EU Member States and to the European Commission, upon their request;

instances of required additional tests and analyses in the authorisation procedure, related to the requests for the recognition of authorizations from other EU Member States, or to refused applications under the Article 23a of this Act;

decisions on the equivalency of active substances of other producers of active substances, included in the list referred to in Article 29 of this Act, together with data on the equivalency and impurities in the active substance;

additional risk and safety phrases for PPP on the basis of provisions laid down in Article 4 of this Act ;

results of inspection of PPP on the market and in use until 1 August  of the current year for the previous year;

data on authorised PPP, prohibitions of PPP, expirations of authorisations, restrictions of use or withdrawals of authorisations and the reasons thereof in the Republic of  Slovenia on a quarterly basis within one month following the end of the quarter. The data shall consist of at least the name of the holder of authorisation, trade name of the PPP, type of preparation (formulation), the name and the content of all active substances, intended use, provisional maximum residue level, if not provided for with regulations under Article 10 of this Act and necessary documentation for their evaluation;

the list of authorised PPP in the Republic of Slovenia once a year.





XII. PENALTY PROVISIONS



Article 59

(violations of legal entities and independent entrepreneurs)



A legal person may be fined from 200,000.00 tolars to 5,000,000.00 tolars for violation:

if placing on the market and in use a PPP within the territory of the Republic of Slovenia, which is not authorised or has not been issued the required permit (first paragraph of Article 3);

if placing on the market a PPP, which is not classified, packed and marked as provided for with regulations, including the instruction and shelf-life (first and second paragraph of Article 4);

if not meeting conditions provided for in relation to the performance of the placing on the market of PPP (first paragraph of Article 5 of this Act);

if having no person responsible for the trade in PPP (second paragraph of Article 5);

if selling a PPP to a customer which can not present a valid evidence on the acquired knowledge in phytomedicine (third paragraph of Article 7); 

if not using a PPP in the prescribed manner;

if using aircraft for the application of PPP (third paragraph of Article 8);

if using a PPP contrary to the fourth paragraph of Article 8 of this Act;

if advising, announcing or recommending  a PPP contrary to the fifth paragraph of Article 8 of this Act; 

if not meeting the conditions provided for with regard to professional qualification or conditions with regard to the equipment for the application of PPP (first paragraph of Article 9);

if placing in free circulation and in general use a PPP, classified as T+ (first paragraph of Article 11);

if not having a permit or personnel correspondingly trained for the placing on the market and in use a PPP classified as T+ (second paragraph of Article 11);

if placing on the market or in use a PPP contrary to a prohibition or restriction (Article 12);

if, as an applicant, not obtaining information from the competent authority whether an identical PPP has already been authorised (second paragraph of Article 17);

if not informing the competent authority on all new data on possible dangerous effect of a PPP or its residue (first and second paragraph of Article 22);

if, as a holder of the authorisation, not taking into account the time limit and conditions laid down in the third paragraph of Article 27 of this Act;

if carrying out testing of a PPP without or in the contrary to the permit issued for the research or development (first and fifth paragraph of Article 30);

if placing on the market or using a PPP in the contrary to the exceptional permission (first paragraph of Article 31);

if using a PPP without or in the contrary to the permission for extended use (Article 32);

if placing on the market or using in the Republic of Slovenia an identical PPP from other EU Member States without the permission of the competent authority (first paragraph of Article 32.a);

if performing a public service in the contrary to regulations or concession agreement (Article 34 and third paragraph of Article 36);

if placing on the market the equipment, which does not meet the conditions provided for in the certificate (first paragraph of Article 45);

if placing on the market the equipment, which is not supplied with the provided certificate (second paragraph of Article 45);

if using equipment which is not subjected to regular checking (first paragraph of Article 47);

if importing a PPP without being authorised for this purpose, or if not declaring an importing consignment to a phytosanitary inspector (first paragraph of Article 50);

if not enabling the inspector to carry out a smooth inspection pursuant to this Act or obstructs him thereby, offending him or not providing him with the required documents, data, explanations or necessary objects (second paragraph of Article 53).



An independent entrepreneur shall be fined from 100,000.00 tolars to 3,000,000.00 tolars for committing an offence under the preceding paragraph.



A responsible person of a legal entity or an independent entrepreneur shall be fined from 50,000.00 tolars to 500,000.00 tolars for committing an offence under the first paragraph of this Article.



Article 60

(other violations of legal entities and independent entrepreneurs)



A legal person shall be fined from 100,000.00 tolars to 2,500,000.00 tolars for violation:

if placing on the market a PPP the shelf-life of which has expired (third paragraph of Article 4);

if not keeping the record in the  specified manner or if not providing the competent authority with data within a fixed time limit (first, second and third paragraph of Article 6);

if not keeping the record pursuant to the fourth paragraph of Article of this Act;

if selling a PPP at the point of sale in the contrary to the decision of a competent authority (first paragraph of Article 7);

if not keeping and maintaining the record pursuant to Articles 46 and 48 of this Act.



An independent entrepreneur shall be fined from 100,000.00 tolars to 2,000,000.00 tolars for committing an offence under the preceding paragraph.



A responsible person of a legal entity or independent entrepreneur shall be fined from 30,000.00 tolars to 300,000.00 tolars for committing an offence under the first paragraph of this Article.



Article 61

(violations of individuals)



An individual shall be fined from 100,000.00 tolars to 200,000.00 tolars, for violation:

if placing a PPP on the market without being authorised for this purpose (first paragraph of Article 5);

if not using a PPP in the prescribed manner (first and second paragraph of Article 8);

if using aircraft for the application of PPP (third paragraph of Article 8);

if not meeting the conditions provided for in relation to professional qualifications or equipment for the application of PPP (first paragraph of Article 9);

if applying by himself a PPP specified in the second paragraph of Article 11 of this Act;

if using a PPP in the contrary to a limitation or prohibition of a corresponding authority (Article 12);

if using a PPP in the contrary to exceptional permit (first paragraph of Article 31);

if using a PPP without or in the contrary to the permit for extended use (Article 32);

if placing on the market or using an identical PPP from other EU Member States without permission of the competent authority (sixth paragraph of Article 32.a);

if importing a PPP without being authorised for this purpose, or if not declaring an importing consignment to a phytosanitary inspector (first paragraph of Article 50);

if not enabling the inspector to carry out a smooth inspection pursuant to this Act or obstructs him thereby, offending him or not providing him with the required documents, data, explanations or necessary objects (second paragraph of Article 53).



Article 62

(other violations of individuals)



An individual shall be fined from 50,000.00 tolars to 100,000.00 tolars for violation:

if using a PPP in the contrary to the fourth paragraph of Article 8;

if not keeping the record on the use of PPP (fifth paragraph of Article 8);

if not informing the competent authority on dangerous effect of a PPP (second paragraph of Article 22);

if using equipment, not subjected to regular inspections (first paragraph of article 47).





The Act on plant protection products (Official Gazette RS, No. 11/01) contains the following transitional and final provisions:





XII. TRANSITIONAL AND FINAL PROVISIONS



Article 63 – complied with ZffS-A

(deleted)



Article 64 - complied with ZffS-A

(deleted)



Article 65 - complied with ZffS-A

(deleted)



Article 66

 (uncompleted authorisation procedures of PPP)



A procedure for the authorisation of a PPP, which had been initiated prior to this Act taking effect shall be continued pursuant to the provisions of this Act.



Article 67

(competent authority)



Until the founding of the Administration of the Republic of Slovenia for Plant Protection and Seeds, the tasks of the competent authority under this Act shall be carried out by the Ministry of Agriculture, Forestry and Food.



Article 68

(regulations issued on the basis of this Act and time limit for their issue)



Regulations on the basis of this Act shall be issued within two years after this Act taking effect.



Besides the regulations anticipated on the basis of certain articles of this Act, the minister could issue also other regulations necessary for the implementation of this Act.



Article 69  

(regulations applicable pending the issuing of new regulations)



Pending the issuing of new regulations pursuant to this Act, the following regulations shall apply:

Rules on maximum levels for pesticide residues in or on plants or foodstuffs of plant origin (Official Gazette of the Republic of Slovenia, No. 54/99),

Rules concerning the granting of the conformity certificate for equipment for the application of plant protection products (Official Gazette of the Republic of Slovenia, No. 56/99 and 71/2000), 

Rules concerning the conditions and procedures to be met and followed by supervisory bodies authorised to carry out regular examinations of the equipment for the application of plant protection products (Official Gazette of the Republic of Slovenia, No. 68/95),

Rules on conditions and procedures which authorised supervisory bodies must meet and carry out for regularly inspecting equipment for the application of plant protection products (Official Gazette of the Republic of Slovenia, No. 12/2000),

Order on compulsory participation of holders in suppression of harmful organisms in railway facilities (Official Gazette of the Republic of Slovenia, No. 42/95),

List of plant protection products which have a valid permit for the placing on the market in the Republic of Slovenia (Official Gazette of the Republic of Slovenia, No. 15/2000),

List of plant protection products for which permits for the placing on the market within the Republic of Slovenia were issued in the period  from 31 January until 31 March 2000 (Official Gazette of the Republic of Slovenia, No. 37/2000),

List of plant protection products for which the permits for the placing on the market within the Republic of Slovenia were issued in the term from 31 January until 31 March 2000 (Official Gazette of the Republic of Slovenia, No. 37/2000),

List of plant protection products for which permits for the placing on the market in the Republic of Slovenia expired from 28 December 1998 to 31 January 2000 (Official Gazette of the Republic of Slovenia, No. 15/2000),

List of plant protection products for which the prolongation of permit for the placing on the market or amendment to the use in the permits for the placing on the market within the Republic of Slovenia was issued in the term from 1 January until 2 April 1999 (Official Gazette of the Republic of Slovenia, No. 29/99),

List of plant protection products for which permits for the placing on the market in the Republic Slovenia expired from 1 August 1996 to 28 December 1998 (Official Gazette of the Republic of Slovenia, No. 36/97, 36/98 in 1/99),

List of plant protection products whose placing on the market and use are prohibited or restricted in the Republic of Slovenia from 15 June 1996 (Official Gazette of the Republic of Slovenia, No. 47/96),

List of plant protection products for which permits for the placing on the market in the Republic Slovenia expired from 1 April 1998 to 28 December 1998 (Official Gazette of the Republic of Slovenia, No. 1/99), 

Rules concerning the conditions to be met by companies, cooperative societies and independent entrepreneurs dealing with the production or trade in plant protection products (Official Gazette of the Republic of Slovenia, No. 27/95, 69/95), 

Rules concerning the method of issuing permits for the internal trade in plant protection products (Official Gazette SFRY, No. 32/91),

Rules on the detailed criteria for the classification of poisons into groups and the methods for the determination of the degrees of toxicity of certain toxins, with the exception of Articles 1, 15, 16 and 17 (Official Gazette  SFRY, No. 1/83),

Rules on conditions under which companies or other legal entities may perform biological primary researches and tests of physical, chemical and biological properties of plant protection products (Official Gazette SFRY, No. 36/91),

Rules on the types of equipment for disinfestation, disinfection and deratisation in warehouses of goods of plant origin (Official Gazette of  the Republic of Slovenia, No. 22/80),

Rules on the required equipment and professional competence of the employees of organisations of associated labour which perform disinfestation, disinfection or deratisation for third persons and on the procedure for performing this work (Official Gazette of  the Republic of Slovenia, No. 22/80),

Rules on the professional competence and on the content and manner of passing the examination on phytomedicine and the test on protection of plant protection (Official Gazette of  the Republic of Slovenia, No. 12/2000 in 1/01),

Rules concerning the form of identification cards, stamps and badges of border phytosanitary inspectors (Official Gazette of  the Republic of Slovenia, No. 47/93),

Rules concerning the conditions to be met by warehouses and other facilities for storing plants, and by the companies which perform disinfestation, disinfection or deratisation of premises (Official Gazette SFRY, No. 33/91),

Rules concerning the conditions and procedures to be met and followed by supervisory bodies authorised to carry out regular examinations of application techniques for plant protection products (Official Gazette of  the Republic of Slovenia, No. 12/00),

Order on the protection of bees against chemical products for plant protection (Official Gazette of  the Republic of Slovenia, No. 23/77),

Decision authorizing certain organizations to carry out initial biological tests of samples of plant protection products produced from new active substances (Official Gazette of  the Republic of Slovenia, No. 7/93 and 39/93),

Decision authorizing certain organizations to carry out chemical, physical and biological testing of plant protection products, No. 7/93 and 39/93),

Decision banning or restricting the placing on the market and use of toxic substances and their preparations which are used as plant protection products (Official Gazette of  the Republic of Slovenia, No. 13/99), 

Order on the designation of border posts for export, import or transport of consignments, for which a health examination is mandatory (Official Gazette of  the Republic of Slovenia, No. 92/99),

Decree on the costs of the classification of plant protection products into hazard groups and the issue of licences for trading plant protection products (Official Gazette of  the Republic of Slovenia, No. 14/2000),

Decree on the monitoring of foods and agricultural produce for pesticide content (Official Gazette of  the Republic of Slovenia, No. 13/99).





Article 70

(rules which cease to apply)



From the date of implementation of this Act, the following shall cease to apply: 

points 4, 5 and 6 of Article 3; provisions of sections V and VI; first, second, third and fourth paragraph of Article 53 and provisions of chapters X, XI, XII and XIII at the points which refer to PPP, of the Plant Health Act (Official Gazette of the Republic of Slovenia, No. 82/94 and 8/2000),

second and third paragraph of Article 49 of the Chemicals Act (Official Gazette of the Republic of Slovenia, No, 36/99) in provisions referring to PPP. 





Article 72 

(effective date of the Act)



This Act shall take effect fifteen days after publication in the Official Gazette of the Republic of Slovenia.



No.

Ljubljana

President of the National Assembly

 of the Republic of Slovenia





Act amending the Act on plant protection products – ZFfS-A (Official Gazette of the RS, No. 37/04) includes the following transitional and final provisions:



TRANSITIONAL AND FINAL PROVISIONS



Article 33



Until the date of the application of the General Offences Act (Official Gazette of the RS, No. 7/03), the fines provided for in Articles 59, 60 and 62 in offence proceedings shall be imposed as pecuniary penalties, in the amount provided for with this Act.



Provisions of the third paragraph of Article 59 of this Act and third paragraph of Article 60 of this Act, providing for fines for violations, committed by a responsible person of an independent entrepreneur, shall apply from the date of application of the General Offences Act (Official Gazette of RS, No. 7/03).



Until the application of the General Offences Act (Official Gazette of RS, No. 7/03), fines provided for in Article 61 of the Act, shall in offence proceedings be imposed as pecuniary penalties, in the amount from 100,000.00 SIT to 150,000.00 SIT.



Article 34



Provisions of the third paragraph of Article 7 of this Act shall apply from 1 January 2006.



Article 35



Fifth indent of the first paragraph of Article 50 of this Act shall apply from 1 January 2006.



Article 36



Until the certificate on meeting the conditions as regards good experimental practice, provided for in the third paragraph of Article 23 of this Act, is obtained tests and analyses for the establishment of the effectiveness of PPP shall be performed by the present performers.



Article 37



All matters to which the authorisation procedure for a PPP refers at time when this Act enters into force, shall be terminated pursuant to the provisions of this Act.



Article 38



This Act shall take effect on 1 May 2004.

Official Consoliated version of Act on plant protection product; OJ No. 11/01 and  37/04
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