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TEXT OF ARTICLES
ACT

 AMENDING THE 

MANAGEMENT OF GENETICALLY MODIFIED ORGANISMS ACT
Article 1
The text of Article 1(2) of the Management of Genetically Modified Organisms Act (hereinafter: GMO) (Uradni list RS, št. 67/2002) after the word ‘act’ the text which reads shall be deleted and replaced by:

»(2) This Act transposes the provisions of Directive 98/81/EC of the Council amending Directive 90/219/EEC on the use of genetically modified microorganisms in closed systems (OJ L 330 of 5.12.1998), and Directive 2001/18/EC of the European Parliament and of the Council on the deliberate release into the environment of genetically modified organisms and repealing Council Directive 90/220/EEC (OJ L No 106/3 of 17. 4. 2001) (hereinafter: Directive 2001/18/EC).«.
Paragraph 2 shall be deleted.
Article 2
In Article 2, paragraph 4 shall be amended to read:

»(4) The provisions of this Act that refer to placing products on the market and to the export and transit of GMOs and products, shall not apply for:

1. medicinal products for human and veterinary use consisting of, or containing, a GMO or combination of GMOs, 

2. GMOs used for human consumption; foodstuffs consisting of, or containing, a GMO and foodstuffs produced from GMOs or containing substances produced from GMOs, and 

3. GMOs intended to be used as animal feed; fodder consisting of, or containing, a GMO, and fodder produced from GMOs, governed by specific regulations.«. 

Article 3
A new sentence shall be inserted after the first sentence of Article 4(1), item 12, reading as follows:

»Placing on the market shall also include the import of products to the customs territory of the European Community.«.

Item 13 of paragraph 1 shall be deleted.

The existing items 14, 15, 16, 17, 18 and 19 of paragraph 1 become items 13, 14, 15, 16, 17 and 18 of paragraph 1.

The text »within the framework of its activity« shall be inserted after the text »legal entity, which« in the new item 17.







Article 4
After Article 31, new Articles 31a, 31b, and 31c shall be inserted, reading as follows:

»Article 31a
(Opinion of Other Member States)

(1) Not later than 30 days after the receipt of the notification referred to in the preceding Article, the Ministry shall send the summary of the dossier to the competent body of the EU.

(2) The Ministry shall send the full notification referred to in the preceding Article to the competent body of the EU Member State (hereinafter: a Member State) on its request in accordance with paragraph 11 of Directive 2001/18/EC.

(3) In its explanation of the decision on the permit, the Ministry shall also state how its decision has considered the opinions and comments of the Member States obtained within the procedure referred to in paragraph (2).

Article 31b
(Opinion on the Notification in another Member State)

(1) When the Ministry receives from the competent body of the EU the summary of the notification concerning deliberate release of GMOs into the environment in another Member State, it shall immediately send it to the Ministry, responsible for agriculture, forestry and food, and the Committee for releasig GMO for opinion.

(2) If the Ministry establishes it is necessary for drafting the comments, it may ask the competent body of the Member State to send the full notification referred to in paragraph (1) and the Ministry shall immediately send it to the Ministry, responsible for agriculture, forestry and food, and the Committee for releasig GMO for opinion.

(3) The Committee for releasig GMO shall send their opinions to the Ministry within 21 days following the day when the latter has sent them a copy of the summary of the dossier, otherwise it is deemed that they have no comments on the notification.

(4) If the Ministry, after having studied the summary or the full notification, and after having obtained the opinion of the bodies referred to in paragraph (1) above decides to submit its comments on the notification, it shall send them directly to the Member State or to the competent body of the EU within 30 days following the receipt of the notification summary.

Article 31c
(Differentiated  Procedure)

(1) If the Ministry, in agreement with the Ministry responsible for agriculture, forestry and food, and after having obtained the opinion of the Committee for releasig GMO establishes that sufficient experience was gained from deliberate release of certain GMOs into specific ecosystems and that these GMOs meet special criteria, refered in Annex V of Directive 2001/18/EC, it may submit to the competent body of the EU a reasoned proposal in accordance with paragraphs 2 and 4 of article 7 of Directive 2001/18/EC for the application of differentiated procedures in which it determines technical documentation as part of the application to obtain permit for deliberate release of such types of GMOs into the environment in accordance with article 7 of Directive 2001/18/EC.
(2) If the competent body of the EU, based on the proposal referred to in paragraph (1) above, adopts a decision confirming the differentiated procedure, the Minister shall, in agreement with the Minister responsible for agriculture, forestry and food, inform the competent body of the EU whether the differentiated procedure will be enforced in the territory of the Republic of Slovenia or not.. 



(3) If the Ministry receives an initiative or a proposal referred to in paragraph (1) above from the competent body of the EU, it shall, in cooperation with the Ministry referred to in paragraph 1 above, and after having consulted the Committee for releasig GMO, prepare an opinion on the proposed differentiated procedure and forward it to the competent body of the EU within 60 days following the receipt of the initiative or proposal.

(4) If the competent body of the EU adopts a decision on the differentiated procedure reffered in paragraph above (3), the Minister shall, in agreement with the minister responsible for agriculture, forestry and food, inform the competent body of the EU whether the differentiated procedure will be enforced in the territory of the Republic of Slovenia or not.

Article 5
A new paragraph 4 shall be inserted in Article 32, reading as follows:

»(4) After having issued the decision on the permit, the Ministry shall inform the competent body of the EU on the adopted decision. If such decision rejects deliberate release of GMOs into the environment, the notification referred to in the preceding sentence should state the reasons for rejection.«.

Article 6
A new paragraph 3 shall be inserted in Article 36, reading as follows:

»(3) The Ministry shall send the report referred to in paragraph 1 of this Article to the competent body of the EU.«.

The current paragraph 3 becomes a new paragraph 4.

Article 7
In Article 37 in paragraph 3 word »import« shall be deleted.
After paragraph 4, new paragraphs 5 and 6 shall be inserted, reading as follows:

»(5) The Ministry shall act as provided for in paragraphs 2 and 3 of this Article and in the preceding paragraph also in the case when it learns about unintended release of GMOs into the environment.

(6) If the Ministry estimates that unintended spreading of GMOs into the environment could represent a risk for the environment or the health of people in other Member States, it shall immediately inform the bodies and organizations listed in the EU regulation on the cross-border movement of GMOs in the manner prescribed by this regulation.«.

The existing paragraph 5 becomes a new paragraph 7, and in its text the words »neighbouring countries« shall be replaced by the words »non-EU Member States«.«.

Article 8
Article 38 shall be amended as follows:

»(1) A notifier planning to place on the market of the Republic of Slovenia a product which is being placed for the first time on the EU market, shall submit a notification at the Ministry to obtain a permit for placing such product on the market.

(2) The product for which the permit for placing on the market was issued in another Member State, may be used in the Republic of Slovenia without submitting a notification referred to in the previous paragraph, if the conditions defined in the permit on the use of such product comply with the conditions of application, the geographic conditions and the characteristics of the environment in Slovenia.«.

Article 9
A new paragraph 7 shall be inserted in Article 41, reading as follows:

»(7) Without prejudice to requirements under paragraph 1 of this Article, the Minister may, in agreement with the Minister responsible for health and the Minister responsible for agriculture, forestry and food, prescribe, for certain types of products, a different content of the notification to obtain permit for placing them on the market, if the competent body of the EU takes a decision following the procedure, defined in Article 16 of Directive 2001/18/EC.«.

Article 10
The wording of Article 42 shall be amended as follows:

»(1) The Ministry shall examine the conformity of the notification referred to in Article 38(1) of this Act with prescribed requirements and immediately send the summary of the notification content to the competent body of the EU and the competent bodies in Member States.

(2) After having obtained the opinion of the Committee for releasig GMO and in cooperation with the Ministry, responsible for health and the Ministry responsible for agriculture, forestry and food the Ministry shall prepare a report on the suitability of the product for placing on the market and its use (hereinafter: report on the suitability of the product) from which it must be evident that the product is:

· suitable for placing on the market and under what conditions, or

· unsuitable for placing on the market.

(3) The Committee for releasig GMO shall communicate the written opinion referred to in the previous paragraph not later than 45 days from the day on which a copy of the notification has been communicated to them, otherwise it shall be considered that the opinion is negative.
(4) The government shall prescribe the extent and elements of the report on the suitability of a product.«. 

Article 11
After Article 42, new Articles 42a and 42b shall be inserted, reading as follows:

»Article 42a
(Forwarding of Report to the Notifier)

(1) The ministry shall send the report on the suitability of the product to the notifier not later than 90 days after receipt of the notification.

(2) For the purpose of preparing the report on the suitability of the product, the Ministry may ask the notifier to submit additional information within a certain time limit, stating the reasons in any request for further information. The time limit to obtain additional information shall not be taken into account in the time limit referred to in paragraph (1).
(3) If the notifier fails to submit  additional information within the time limit referred to in the fourth paragraph (2) above, the ministry shall terminate the procedure for placing the product on the market by resolution.

(4) If the notifier, after having received the report referred to in paragraph 1, withdraws the notification, the Ministry shall terminate the procedure by resolution. The notifier may nevertheless submit the notification for the permit of this product to the competent authority of another Member State.

(5) There shall be no appeal against a resolution referred to in paragraphs (3) and (4) above.

Article 42b
(Sending the Report to the Competent Body of the EU)

(1) If it arises from the assessment report that the product can be placed on the market, the Ministry shall send this report not later than 90 days after receipt of the notification, together with additional information referred to in paragraph (2) of the preceding Article, and any other information on which it has based its report, to the competent body of the EU which shall, within 30 days of its receipt, forward it to other Member States. The 90 days period referred to in the preceding sentence shall not include the time limit referred to in paragraph 2 of the preceding Article. 
(2) If it arises from the assessment report that the product can not be placed on the market, the Ministry shall send its report, together with the information referred to in paragraph (1) and any other information on which it has based its report, to the competent body of the EU no earlier than 15 days after sending the report to the notifier and no later than 105 days after receipt of the notification. The competent body of the EU shall, within 30 days of its receipt, forward the report to other Member States.

(3) The Ministry shall send the full notification to the competent body of the EU at the latest when it sends the report referred to in paragraphs (1) and (2) above.

(4) The Ministry shall send to the competent body of another Member State or to the competent body of the EU on their request any additional information related to the placing on the market of the product not later than 60 days following the day the report has been forwarded to other Member States.«. 
Article 12
The wording of Article 43 shall be amended as follows:

(1) The Ministry shall, in agreement with the Ministry, responsible for health, and the Ministry, responsible for agriculture, forestry and food, issue a permit for placing the product on the market, if it arises from the assessment report that such product is suitable to be placed on the market, and if
- within a period of 60 days from the date of sending the report to other Member States by their competent authorities or the competent authority of the EU no comments were given or any objections that could not be considered, or if
- within a period of 105 days from the date of sending the report to other Member States on any comments or objections an agreement was obtained among the Member States and the competent body of the EU in line with the provisions of Article 15(1) of Directive 2001/18/EC, or if
-  no agreement was obtained within the time limit referred to in the above indent, and the competent body of the EU has adopted, in line with the provisions of Article 18(1) of Directive 2001/18/EC, a decision that the product may be placed on the market.

(2) If it arises from the assessment report that the product can not be placed on the market, the Ministry shall, in agreement with the Ministry, responsible for health, and the Ministry, responsible for agriculture, forestry and food, refuse to issue the permit for placing the product on the market within 60 days from the date of sending the suitability report to other Member States. 

(3) Within 30 days following the issue of the permit for placing the product on the market, the Ministry shall inform thereof the other Member States and the competent body of the EU. 
(4) The notifier may place the product on the market only in a way and under conditions which are prescribed and determined in the permit.

(5) The permit shall be given for a maximum period of ten years with the possibility of extension in line with the provisions of this Act.

(6) In the case of seed material of crops in accordance with regulation on plant seed material, the permit referred to in paragraph (1) above can be issued for no more than ten years after the date of their first inclusion on an official national register in accordance with the rules regulating the entry in the official national register.
(7) In the case of forest reproductive material or the product concerns the seeds, the permit referred to in paragraph (1) above can be issued for no more than ten years after the date of their first inclusion on an official national register of basic material in accordance with the rules regulating the entry in the official national register.«.

Article 13
After Article 43, a new Article 43a shall be inserted, reading as follows: 

»Article 43a
(Application for Renewal of permit for placing on the market)

(1) A notifier who intends to apply for renewal of permit for placing a product on the market must, not later than nine months before the expiry of its validity, submit a notification to the ministry for renewal of permit, which shall contain in particular:

1. a copy of the permit to the placing of product on the market which he wishes to renew,

2. the report on monitoring referred to in Article 49 of this Act,

3. any new information on risks that the product and its use may represent, if such is available to him, and

4. a proposal for amendments and supplements to conditions specified in connection with placing the product on the market in the valid permit, in particular in relation to implementing monitoring and time limitations on the validity of the permit, if these are relevant.

(2) The Ministry shall examine the conformity of the notification with prescribed requirements and after having obtained the opinion the Committee for releasig GMO and in cooperation with the Ministry, responsible for health, and the Ministry, responsible for agriculture, forestry and food prepare, within 60 days after the receipt of the notification, a report on the suitability of product which should indicate whether a product: 
- should remain on the market and under which conditions; or

- the product should not remain on the market.

(3) The Committee for releasig GMO referred to in the previous paragraph shall send a written opinion to the Ministry within 30 days of  the ministry sending a copy of the notification to them, otherwise the opinion shall be considered negative. 
(4) The Ministry shall send without delay the report on the suitability of product to the notifier, and, together with a copy of notification, also to the competent body of the EU.

(5) The Ministry shall send the competent body of the Member State, or to the competent body of the EU, on their request any additional information related to the extension of placing a product on the market, not later than 60 days following the day the report was forwarded to other Member States.

Article 14
The wording of Article 44 shall be amended as follows:

»(1) The Ministry shall, in agreement with the Ministry, responsible for health, and the Ministry, responsible for agriculture, forestry and food, issue a decision on renewing the permit granted for placing the product on the market, if it arises from the assessment report that such product may remain on the market, and if

- within a period of 60 days from the date of sending the report to other Member States by their competent authorities or the competent authority of the EU no comments were given or any objections that could not be considered, or if

- within a period of 75 days from the date of sending the report to other Member States concerning the submitted comments and objections an agreement was obtained between the Member States and the competent body of the EU in line with the provisions of Article 17(7) of Directive 2001/18/EC, or if 
-  no agreement was obtained within the time limit referred to in the above indent, and the competent body of the EU has adopted, in line with the provisions of Article 18(1) of Directive 2001/18/EC, a decision that the product may remain on the market.

(2) If it arises from the assessment report that the product should not remain on the market, the Ministry shall, in agreement with the Ministries referred to in paragraph (1), refuse to extend the permit for placing the product on the market within 60 days from the date of sending the suitability report to other Member States. 

(3) Within 30 days following the issue of the decision to extend the permit for placing the product on the market, the Ministry shall inform thereof the other Member States and the competent body of the EU. 
(4) The permit may be extended one or more times if all the conditions have been  fulfilled, each time for a maximum of ten years.

(5) After submitting the notification referred to in paragraph (1) of the preceding Article, the notifier may continue with placing the product on the market under the conditions determined in the permit and until the decision of the Ministry on its extension.«.

Article 15
After Article 45, a new Article 45a shall be inserted, reading as follows:

»Article 45a
(Procedure in Another Member State)

(1) If the Ministry receives from the competent body of the EU a copy of notification to obtain or renew the permit for placing of product on the market in another Member State, and its report on the suitability of that product, it shall immediately send both documents to the Ministry, responsible for health, and the Ministry, responsible for agriculture, forestry and foodand to the Committee for releasig GMO.

(2) The Ministry, responsible for health, and the Ministry, responsible for agriculture, forestry and food and the Committee for releasig GMO, shall send the Ministry their comments or objections concerning the placing of product on the market within 21 days following the receipt of the documentation referred to in the previous paragraph, otherwise it shall be deemed that they have no comments or objections.
(3) The Ministry may within 60 days following the receipt of the report on the suitability of that product request additional information from the Member State which carries out the procedure for issuing or extending the permit, if it considers them necessary for the preparation of a written opinion referred to in paragraph (4) above.

(4) The Ministry shall study the documentation referred to in the previous paragraphs and if, after having considered the comments or objections of the bodies referred to in paragraph (2) of this Article, it so considers, it forwards its opinion with comments or objections to the competent body of the EU within 60 days after the receipt of the assessment report.

(5) If within the time limit referred to in the previous paragraph the competent body of the EU and the competent bodies of the Member States fail to agree on the suitability of placing the product on the market, the Ministry shall engage in the procedure for obtaining permit in line with Article 15(1) or Article 17(7) of Directive 2001/18/EC in cooperation with the bodies referred to in paragraph (1) above. 

(6) The Ministry may withdraw its comments or objections in the procedure referred to in the previous paragraph concerning the suitability of placing the product on the market only in the case where, based on additionally obtained information and after consulting Ministry, responsible for health, and the Ministry, responsible for agriculture, forestry and food and the Committee for releasig GMO it estimates that the placing of product on the market and its use do not signify any risk for the health of the people or the environment.    

Article 16
Article 46 shall be amended as follows:

»Article 46
(Information to the public)
(1) Participation of the public in the procedure of issuing a permit for placing a product on the market and informing the public on the products and their placing on the market shall be ensured in line with Article 24 of Directive 2001/18/EC.«.

Article 17
Article 47 shall be deleted.

Article 18
The wording of Article 48 shall be amended as follows:

»(1) If the notifier, after submitting the notification referred to in Articles 41 or 43a of this Act and prior to the issue of the permit, obtains new information with regard to the risks of placing the product on the market or its use, he must inform the ministry thereof without delay and submit a new notification.

(2) If the notifier obtains new information referred to in the previous paragraph from the users or other sources after obtaining a permit for placing the product on the market, he shall without delay:

· take the necessary measures for protecting the environment and human health,

· inform the Ministry about the new information or changed conditions, and

· submit a new notification.

(3) If prior to the issue of a permit for placing the product on the market or before its extension, the Ministry obtains new information - from the notifier or other sources - with regard to the risks of placing a product on the market or its use, it shall take it into account in deciding on the permit, and immediately forward such information to the competent bodies of other Member States, and to the competent body of the EU.
(4) If new information has become available to the Ministry referred to in the previous paragraph after the issue of a permit for placing a product on the market and estimates that it may change or even repeal the permit, it shall immediately inform the notifier thereof in writing.
(5) In the case referred to in the previous paragraph and after having obtained the opinion of the GMO Release Committee, and in cooperation with the Ministries referred to in Article 43(1) of this Act, the Ministry shall draft a assessment report which should indicate whether and in what manner the conditions in the permit for placing the product on the market should be changed due to new requirements, and that the valid permit should be repealed, since, according to the changed conditions, the product should no longer be placed on the market. The Ministry sends the report referred to in the previous sentence to the competent body of the EU, and also to the notifier, within 60 days after having obtained new information.

(6) The Committee for releasing GMO should send the written opinion referred to in the previous paragraph to the Ministry not later than 21 days after the day it had received new information from the latter, otherwise it shall be deemed that, in its opinion, new information does not affect the change or abrogation of the permit.

(7) The Ministry shall, in agreement with the Ministry, responsible for health, and the Ministry, responsible for agriculture, forestry and food, issue a decree to change or supplement the permit for placing the product on the market, if it arises from the assessment report that the conditions in the permit for placing such product on the market should be changed, and if

- within a period of 60 days from the date of sending the report to other Member States by their competent authorities or the competent authority of the EU no comments were given or any objections that could not be considered, or if

- within a period of 75 days from the date of sending the report to other Member States on any comments or objections an agreement was obtained among the Member States and the competent body of the EU in line with the provisions of Article 20(3) of Directive 2001/18/EC, or if

-  no agreement was obtained within the time limit referred to in the above indent, and the competent body of the EU has adopted, in line with the provisions of Article 18(1) of Directive 2001/18/EC, a decision that the conditions in the permit for placing such product on the market should be changed.
(8) If it arises from the assessment report that the valid permit should be repealed, the Ministry shall, in agreement with the Ministry, responsible for health, and the Ministry, responsible for agriculture, forestry and food, repeal it within 60 days from the date the suitability report was sent to other Member States. The annulment has effect since the day of the final decision repealing such permit.
(9) Within 30 days following the issue of the decree on changing or repealing the permit for placing the product on the market, the Ministry shall inform thereof the other Member States and the competent body of the EU. 
(10) The notifier is not entitled to any indemnity arising from the changed or repealed permit for placing the product on the market.

(11) If the Ministry receives from the competent body of the EU an assessment report, which was drafted in another Member State, the provisions of Article 45a of this Act and the time limits defined in Article 20(3) of Directive 2001/18/EC shall apply, mutatis mutandi, with regard to this procedure.«.

Article 19
In Article 49, a new paragraph 4 shall be inserted, reading as follows:

»(4) The Ministry shall send the report on the monitoring referred to in paragraph 1 of this Article to the competent body of the EU and the competent bodies of the Member States.«.

The existing paragraph 4 becomes paragraph 5.

Article 20
Article 50 shall be amended as follows:

»Article 50
(Traceability and labelling of products)

(1) The notifier or another person who, within the framework of its activity, places a product on the market, shall, for each single placing of product on the market ensure its traceability in line with the EU regulations governing the GMOs traceability. 
(2) The person referred to in the previous paragraph shall ensure, with regard to the product it places on the market, that it is labelled in line with the EU regulations governing the GMOs labelling.

(3) The packaging or the declaration of product referred to in the previous paragraph shall state the data concerning the name and seat of the manufacturer, importer or trader who places the product on the market of the territory of the EU, the trade name of the product and the name of the GMO this product consists of, or contained in it.
(4) The provisions in paragraph 2 of this Article and the preceding paragraph do not apply for products where according to the procedure, determined in the EU regulations, the competent body of the EU defines a minimum threshold value of GMOs, below which these products shall not have to be labelled and which concern adventitious or technically unavoidable traces of authorised traces of the allowed GMOs.«.
Article 21
The wording of Article 51 shall be amended as follows:

»GMOs given to third persons for work in the closed systems or for deliberate release into the environment, have to be labelled so that the packaging or the declaration indicates the data under paragraph (3) of the preceding Article, and on a clearly visible place they show the text: »This product contains genetically modified organisms«.«.

Article 22
After Article 51, a new Article 51a shall be inserted to read:

»Article 51a
(Safeguard clause)

(1) Placing of products on the market complying with the EU regulations are authorized in the Republic of Slovenia without bans, hindrances, or restrictions.
(2) Notwithstanding the provision of the preceding paragraph, the minister may, in agreement with the minister responsible for health, and the minister, responsible for agriculture, forestry and food, with a rule temporarily restrict or ban, in the territory of the Republic of Slovenia, the use or sale of the product for which the permit for placing on the market was issued in another Member State, if based on the new or supplementary information affecting the risk assessment or a new evaluation of the existing information from the point of view of the new or supplementary scientific knowledge, he estimates that the product or its use signifies a risk to human health or the environment.

(3) If the minister considers that the case referred to in the previous paragraph involves great risks, he shall immediately adopt the measures to stop or terminate the placing of such product on the market, and immediately inform the public thereof.

(4) The Ministry shall immediately inform the competent body of the EU and the competent bodies of the Member States on the measures adopted on the basis of paragraph 2 of this Article or of the preceding paragraph, and the reasons for their adoption. The notice referred to in the preceding sentence shall be enclosed by:

- a new evaluation of risk assessment elaborated for placing of product on the market,  indicating whether and in what manner the conditions defined in the permit should change, or the permit be repealed, and
- any new or additional information affecting the adoption of these measures. 

(5) The decision on the proposed change or annulment of the permit for placing a product on the market shall be adopted by the competent body of the EU according to the procedure, defined in Article 23(2) of Directive 2001/18/EC. 

(6) If on the request of another Member State the competent body of the EU adopts a decision according to the procedure referred to in the previous paragraph, which requires a change or annulment of the permit for placing a product on the market issued by the Ministry in line with this Act, the Ministry shall amend or repeal the valid permit with a decree.

(7) Within 30 days after issuing the decree on the change or annulment of the permit for placing the product on the market, the Ministry shall inform other Member States and the competent EU body thereof.

(8) The notifier is not entitled to any indemnity arising from the changed or repealed permit for placing the product on the market.
(9) If the competent body of the EU adopts a decision requesting the change or annulment of the permit for placing the product on the market issued by the competent body of another Member State, the minister may, if necessary and in agreement with the Ministry, responsible for health, and the Ministry, responsible for agriculture, forestry and food, adopt the measures to repeal the decision of the competent body of the EU.«.   

Article 23
The title of Chapter V shall be amended as follows:

»V. EXPORT AND TRANSIT OF GMOs AND PRODUCTS«.

   Article 24
Article 52 shall be deleted. 

       Article 25
Article 53 shall be amended as follows:

»Article 53
(Export and transit of GMOs and products)

(1) Export and transit of GMOs and products shall be performed in line with the EU regulations governing the transboundary movement of GMOs and products.

(2) The Ministry is responsible for the implementation of regulations referred to in the previous paragraph in the part concerning the obligations of the competent body of a Member State during the export.

Article 26
In Article 54, new paragraphs 3, 4 and 5 shall be inserted after paragraph 2, reading as follows:

»(3) For the needs of conducting the procedures under this Act, the Ministry shall, within the framework of data on the notifier’s company referred to in the previous paragraph, maintain data on the personal name, education and professional qualification of natural persons who are, in line with the rules, responsible with the notifier for the measures and acts connected with guaranteeing of safety against risk.

(4) The Ministry obtains personal data referred to in the previous paragraph from the notifier who named the natural persons referred to in the previous paragraph, and archives them after 20 years in line with the rules governing the archival material and the archive.

(5) For the needs of holding the register of GMOs , the data on the names of GMOs and their taxonomic classification shall be collected and processed within the framework of records and lists of organisms maintained in line with the rules governing the phytosanitary sphere.«.

The existing paragraphs 3, 4, 5, 6 and 7 become paragraphs 6, 7, 8, 9 and 10. 

Article 27
In Article 55, paragraph 1 shall be amended to read:

»(1) Inspection supervision over the application of this Act and the regulations issued on its basis is performed by the Inspectorate of the Republic of Slovenia for Environment and Spatial Planning, Health Inspectorate of the Republic of Slovenia, Inspectorate of the Republic of Slovenia for Agriculture, Forestry and Food, Inspection Office at the Veterinary Administration, Inspectorate of the Republic of Slovenia for Safety at Work, and Market Inspectorate of the Republic of Slovenia each in line with their respective competence.«.

A new paragraph 4 is inserted to read:

»(4) The inspector, responsible for the market, may during the inspection of the provisions of this Act and the EU regulations, decide to eliminate a product from the circulation.«.

Article 28
After Article 55, a new Article 55 shall be added to read:

»Article 55a
(Control Measures)

(1) The State ensures the control measures for verifying the compliance of GMOs management with this Act and with the regulations adopted on its basis, and the EU regulations related to the GMO management, including in particular:
1. sampling of raw materials, semi products and products for detecting the presence of GMOs,

2. analyzing and testing of collected samples, development of analytical and test methods and other tasks related to the control of GMOs, 

3. monitoring control that the notifier has to perform in line with the provisions of this Act, and 

4. disseminating the results of analyses and testing to the competent bodies.

(2) The performance of the control measures referred to in the previous paragraph shall be ensured by the Ministry. 

(3) The person performing the control measures is entitled to enter the official premises and buildings and the lands where the GMOs management is carried out, take free of charge samples of raw materials, semi products and products, and perform the analyses and testing of the collected samples.
(4) Resaults of analysis and tests refered to in parafraph (4) above are public in compliance with this Act.
Article 29
The wording of Article 56 shall be amended as follows:

(1) A legal person shall be fined from 3,000,000 to 90,000,000 tolars for a violation, if:

1. during work with a GMO in a closed system, it does not ensure the prescribed containment and other safety measures and does not behave in compliance with prescribed requirements in relation to the safety class (second paragraph of Article 14),

2. it operates a closed system for work with GMOs without a confirmation on entry of the closed system in the GMO register (fourth paragraph of Article 15).

3. it performs work with a GMO from the first safety class in a closed system without confirmation on entry of the closed system in the GMO register (first paragraph of Article 20),

4. it performs work with GMOs classified in the second safety class without notification or starts to implement it prior to the expiry of the legally specified time limit or without permission of the Ministry or in conflict with a decision on a prohibition of work (first, third and fourth paragraphs of Article 21),

5. it performs work with a GMO classified in the third or fourth safety class without a permit or in conflict with a permit (first paragraph of Article 22),

6. it performs work for obtaining genetically modified vertebrates or work with them without a permit or in conflict with a permit (first paragraph of Article 23),

7. it behaves in conflict with the provisions of Article 24(3),

8. it behaves in conflict with the provisions of Article 25,

9. in the event of an accident it does not take measures in accordance with the plan of measures or fails to immediately inform the Ministry on the accident (Article 26),

10. it deliberately releases a GMO into the environment without a permit or in conflict with a permit (first and second paragraphs of Article 27),

11. it behaves in conflict with the provisions of Article 35 of this Act,

12. in the event of unintended spread of a GMO into the environment it does not take measures in accordance with the plan of measures and does not immediately inform the Ministry about the event (first paragraph of Article 37),

13. it places a product on the market without a permit or in conflict with a permit (Article 38, and fourth paragraph of Article 43)

14. it behaves in conflict with the provisions of Article 48(2) of this Act.

(2) An individual proprietorship who commits an act referred to in the previous paragraph shall be fined from 3.000.000 to 45.000.000 tolars for a violation.

(3) The responsible person of a legal person or the responsible person of a proprietorship who commits an act referred to in paragraph 1 of this Article shall be fined from 300.000 to 3.000.000 tolars for a violation.
(4) A natural person who commits an act referred to in item 2, 3, 4, 5, 6, 10, 13, or 15 of paragraph of 1 of this Article shall be fined from 500.000 to 900.000 tolars.

(5) Violations referred to in the preceding paragraphs shall not be dealt with according to the accelerated procedure.«.

Article 30
After Article 56, a new Article 56a shall be inserted, reading as follows:

»Article 56a
(Violations)

(1) A legal person shall be fined from 3,000,000 to 10,000,000 tolars for a violation, if:

1. it does dot retain the risk assessment until the conclusion of work with a GMO or does not inform the Ministry of a supplementary assessment if it concerns work in the second, third or fourth safety class (fifth and sixth paragraphs of Article 16)

2. it does not ensure production of a plan of measures in the event of an accident or does not inform the competent Ministries and competent services of local communities of such plan or its supplements (Article 17),

3. it does not communicate the risk assessment for work with a GMO in a closed system to the Ministry at its request (second paragraph of Article 20),

4. it does not ensure the production of a plan of measures in the event of the unintended spread of a GMO (Article 29),

5. it does not communicate to the Ministry the report on results of the deliberate release of a GMO into the environment within the prescribed or specified time limits (first paragraph of Article 36),

6. it does not carry out monitoring of the effects of a product and its use on the environment and human health or does not report to the Ministry on the results of monitoring (first paragraph of Article 49),

7. it does not ensure traceability of a product in line with the provision of Article 50(1),

8. it places on the market a product which is not labelled or packaged in the prescribed manner (Article 50),

9. it acts in conflict with the provisions of Article 51 of this Act. 

(2) An individual proprietorship who commits an act referred to in the previous paragraph shall be fined from 3,000,000 to 5,000,000 tolars for a violation.

(3) The responsible person of a legal person or the responsible person of a proprietorship who commits an act referred to in paragraph 1 of this Article shall be fined from 300,000 to 3,000,000 tolars for a violation.

(4) A natural person who, as member of a scientific council does not protect data which are specified as confidential in compliance with this Act shall be fined from 500,000 to 900,000 tolars (second paragraph of Article 11).«.










Article 31
Articles 62 and 63 shall be deleted.

Article 32
This act shall enter into force fifteen days after its publication in the Official Journal of the Republic of Slovenia (Uradni list).
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