Official Gazette of Montenegro 116/2025

Pursuant to Article 10, paragraph 3 of the Law on Plant Protection Products (“Official Gazette of Montenegro”, Nos. 51/08 and 18/14), the Ministry of Agriculture, Forestry and Water Management, with the consent of the Ministry of Health, has adopted

Rulebook on maximum residue level of plant protection products on or in plants, plant products, food or animal feed*

Subject matter
Article 1
This Rulebook prescribes the maximum residue levels of plant protection products in/on food and feed of plant and animal origin for which maximum residue levels of pesticides are established, as well as the products of plant and animal origin or their parts to which the maximum residue levels of plant protection products apply, for the purpose of consumer protection and pesticide residue monitoring.


Application
Article 2
(1) This Rulebook shall apply:
1) in accordance with the general principles established by a specific legal act governing food safety, for the purpose of ensuring a high level of consumer protection;
2) to products of plant and animal origin or their parts listed in Annex 1, that are used as fresh, processed and/or composite food or feed, in or on which pesticide residues may be present, except when intended for: 
a) manufacture of products other than food and feed; or 
b) sowing or planting; or 
c) activities in accordance with a specific legal act governing the testing of active substances;
3) without prejudice of specific legal act governing biocides, undesirable substances in feed, and maximum residue limits of pharmacologically active substances in food products of animal origin.
(2) This Rulebook shall not apply to products listed in Annex 1 that are intended for export to other countries and that have been treated prior to export, when appropriate evidence confirms that the destination country requires or accepts such treatment for the purpose of preventing the introduction of harmful organisms into its territory.
Definitions
Article 3
The definitions used in this rulebook have the following meanings:
1) good agricultural practice/GAP means recommended rules (practices) for the use of pesticides under actual conditions at any stage of production, storage, transport, distribution, and processing of food and feed, through the application of pesticides in accordance with the law governing plant protection products and integrated pest control in a given climatic zone, as well as the use of minimum quantities of pesticides and the setting of maximum residue levels / temporary maximum residue levels at the lowest level that ensures the desired effect;
2) critical good agricultural practice - critical GAP means one or more rules for an active substance/combined product that results in the highest acceptable level of pesticide residues in the treated crop and serves as the basis for establishing maximum residue levels;
3) pesticide residues mean pesticide remains, including remains of active substances, metabolites and/or products formed as a result of their degradation or as reaction products of active substances used or previously used in plant protection products, which are present in or on the products listed in Annex 1 of this rulebook, including those that may arise as a consequence of use in plant protection, veterinary medicine and the use of biocidesida;
4) maximum residue level - MRL is the highest level of pesticide residue concentration in or on food and feed set in accordance with this Rulebook, based on good agricultural practice and the lowest possible consumer exposure, in order to protect vulnerable consumer groups;
5) CXL means the maximum pesticide residue level established by the Codex Alimentarius Commission;
6) limit of determination/LOD means the validated lowest residues concentration that can be quantified and reported in routine monitoring with validated control methods;
7) import tolerance means the maximum pesticide residue level determined for imported products, for the purpose of meeting requirements in international trade when:
- the use of an active substance in plant protection products on a specific product is not authorised and does not affect public health for the specific products or specific use; 
or
- the residue level differs and does not affect public health or specific products;
8) proficiency test means a comparative testing procedure carried out by several laboratories on identical samples, for the purpose of evaluation the quality of analyses of each laboratory participating in the test;
9) acute reference dose/ARD means the estimated amount of a substance in food, expressed on the basis of body weight, that can be ingested over a short period of time (usually within a day) without significant risk to consumers, with the assessment being made on the basis of data obtained from appropriate studies, taking into account vulnerable population groups (children and pregnant women);
10) acceptable daily intake/ADI means the estimated amount of a substance in food, expressed on the basis of body weight, that can be ingested over a long period of time without significant risk to the consumer, with the assessment being made on the basis of known facts at the time of assessment, taking into account vulnerable population groups (children and pregnant women).

Groups of products 
Article 4
	(1) Products, groups of products and/or parts of products to which the harmonized maximum residue level applies are given in Annex 1.
	(2) Annex 1 includes products for which the maximum residue level is determined, as well as other products for which it is applicable to apply the harmonized maximum residue levels, particularly for products significant for consumer nutrition or trade. 
	(3) Products are grouped in such a way that the maximum residue level can be determined for a group of similar or related products.

Compliance Maximum Residue Levels 
Article 5
	(1) During the registration or temporary registration of the use of a plant protection product in accordance with the special legal act governing plant protection products, it is necessary to consider whether the result of the approved use requires an amendment of the existing maximum residue levels from Annex 2 or the temporary maximum residue levels from Annex 3, as well as whether it is necessary to establish a new MRL, or to include the active substance in Annex 4, which prescribes active substances for which maximum residue levels are not established. 
	(2) The procedures referred to in paragraph 1 of this Article may be initiated by the authority competent for plant protection products (hereinafter: the Authority), the civil sector, commercially interested parties and other interested persons such as producers, growers, importers and manufacturers of products listed in Annex 1 of this rulebook, if they have evidence indicating a legitimate health interest by submitting a request to the Authority.
	(3) If the Authority referred to in paragraph 2 of this Article considers that the establishment, amendment or deletion of maximum residue levels is necessary, it may, ex officio, initiate the procedure for establishing, amending or deleting maximum residue levels in accordance with Article 7 of this Rulebook.
	(4) The request for the application of import tolerance of maximum residue levels shall be submitted to the Authority in accordance with Article 7 of this rulebook.

List of active substances for which the maximum residue level is not established
Article 6
	Active substances of plant protection products that have been evaluated in accordance with the law regulating plant protection products, and for which the maximum residue level has not been established, taking into account the uses of these active substances and scientific and technical knowledge, the results of the assessment of potential risks for consumers with high intake and high sensitivity and for animals, where applicable, as well as the results of assessments and modifications of the manner of use of plant protection products, are given in Annex 4.

Contents of the applications
Article 7
	(1) The applications referred to in Article 5, paragraph 2 of this rulebook shall contain the following information and documentation: 
a) name and address of the applicant; 
b) presentation of the applications dossier, which includes: 
— summary of the applications;
— main substantive arguments;
— index of documentation;
— copy of the relevant GAP (Good Agricultural Practice) applied to the specific use of the active substance;
c) an overview of relevant issues in the available scientific literature concerning the plant protection product and/or its residues; 
d) data from the registration of the plant protection product relating to applications for the establishment of maximum residue levels for those plant protection products, including, where applicable, toxicological data and data on analytical methods in laboratories, as well as data on the metabolism in plants and animals; and if such data are already publicly available, i.e. when the active substance has already been evaluated or when a CXL (Codex Maximum Residue Limit) exists, and if such data have been provided by the applicant, the Authority and the Pesticide Commission may use this information when assessing the request, and the evaluation report in its reasoning shall include information on the use of such data.
	(2) The Authority and the Pesticide Commission, where applicable, may request the applicant to provide additional information within a period not exceeding two years.

Evaluation of the applications 
Article 8
	(1) The Authority shall forward to the Pesticide Commission a copy of the request that meets the requirements set out in Article 7 of this Rulebook, and the Commission shall, without undue delay, prepare an assessment report.
	(2) The applications referred to in paragraph 1 of this Article shall be evaluated in accordance with the relevant provisions of the special legal act governing the Uniform Principles for the Evaluation and Authorization of Plant Protection Products or in line with the specific evaluation principles. 



Submission of Evaluated Applications 
Article 9
	(1) Upon completion of the evaluation report, the Authority shall submit it to the European Commission.
	(2) The European Commission shall forward the report referred to in paragraph 1 of this Article to the European Food Safety Authority (hereinafter: EFSA).
	(3) EFSA shall evaluate the applications and the evaluation reports and shall provide a reasoned opinion, in particular on the risks to consumers, and, where applicable, to animals, related to the establishment, modification or deletion of maximum residue levels.
[bookmark: _Hlk210415956]	(4) The established maximum residue levels referred to in paragraph 3 of this Article shall form an integral part of Annex 2.

Compliance with Maximum Residue Levels 
Article 10
	(1) The products listed in Annex 1 of this rulebook shall not contain, from the moment they are placed on the market as food or feed, or when they are used to feed animals, pesticide residues exceeding: 
	a) the maximum residue levels for products established in Annex 1; 
	b) 0.01 mg/kg for those products for which no maximum residue levels are established in Annex 2 or for active substances not listed in Annex 3, unless different initial values of maximum residue levels for the active substance are provided in Annex 5, taking into account the available routine analytical methods.
	(2) The placing on the market or the use for feeding food-producing animals of products listed in Annex 1 of this rulebook shall not be prohibited or restricted on the grounds that they contain pesticide residues, provided that: 
	a) such products comply with the conditions referred to in paragraph 1 of this Article; or 
	b) the active substance is listed in Annex 4.
	(3) By way of derogation from paragraph 1 of this Article, the Authority may authorize, for the purpose of implementing post-harvest treatment measures, a fumigant whose maximum residue levels exceed the levels given in Annexes 2 and 3 only if the combination of active substance and product is listed in Annex 6 and if:
a) such products are not intended for direct use;
b) control measures are in place to ensure that such products are not made available to the end user or consumer directly, until the residues fall below the levels specified in Annexes 2 and 3;
 	c) in the case of export, the other country has been informed of the measures taken.

Processing and/or Mixing of Combined Products 
Article 11
	(1) Processing and/or mixing for the purpose of dilution with the same or other products of the products listed in Annex 1 that do not comply with Article 10, paragraph 1 of this rulebook is not permitted for the purpose of placing them on the market as food or feed, or for feeding animals.
	(2) Specific concentration or dilution factors for certain processing and/or mixing procedures, or for certain processed and/or composite products, are provided in Annex 7.

Monitoring of Pesticide Residues 
Article 12 
	(1) Monitoring of pesticide residues shall be carried out on the basis of a multiannual and annual monitoring programme.
	(2) The programme referred to in paragraph 1 of this Article shall be developed based on a risk assessment of consumer exposure.
	(3) The programme referred to in paragraph 1 of this Article shall include:
1) products to be sampled;
2) the number of samples to be analysed;
3) pesticides to be analysed;
4) the selected pesticide/product combination;
5) an equal number of samples taken from domestic and imported products;
6) the representation of products in the national diet;
7) results of controls carried out by other countries and European Union Member States, and results of previous control or monitoring programmes.

Reporting
Article 13
	(1) The Authority shall report, by 31 August of the current year, on the results of the previous year regarding:
1) official controls;
2) monitoring programs and the limits of determination from these programs;
3) details of laboratory participation in proficiency tests;
4) details of the accreditation status of laboratories involved in the official controls referred to in point 1 of this paragraph;
5) measures taken.
	(2) The reporting obligations referred to in paragraph 1, points 2, 3, and 4 of this Article may be assigned by the Authority to an authorized accredited laboratory in the field of pesticide residues.

Article 14
	Annexes 1 to 7 form an integral part of this Rulebook. Annexes 1 to 7 are published only in the electronic edition of the Official Gazette of Montenegro.

Article 15
	On the date of entry into force of this Rulebook, the Rulebook on the Maximum Residue Levels of Plant Protection Products on or in Plants, Plant Products, Food or Feed (“Official Gazette of Montenegro”, Nos. 21/15, 44/15, 34/19, 82/20, 92/20, 130/21, 65/23 and 86/24) shall cease to apply.

Article 16
	This Rulebook shall enter into force on the eighth day following its publication in the “Official Gazette of Montenegro”.


[bookmark: _GoBack]	* The following has been transposed into this Rulebook: Regulation (EC) No 396/2005 of the European Parliament and of the Council of 23 February 2005 on maximum residue levels of pesticides in or on food and feed of plant and animal origin and amending Council Directive 91/414/EEC
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