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Official version in OJ RS No 36/2005


On the ground of ninth paragraph of Article 49 of the Act on Plant Protection Products (OJ RS, No. 98/04 – official consolidate version) and sixth paragraph of Article 21 of Act on Government of the Republic of Slovenia  (OJ RS, No 24/05– official consolidate version) the Government of the Republic of Slovenia hereby issues 

REGULATION

on fees for registration of plant protection products, evaluation of active substances and permits for plant protection products

Article 1

(Content)

(1) This regulation defines fees for registration procedure of plant protection product (here and after: PPP) and issuing permits for PPP.  

(2) This regulation also defines fees for evaluation of active substances and for implementation of Commission Regulation (EC) No. 2229/2004 laying down further rules for the implementation of the fourth stage of the program of work referred to in Article 8(2) of Council Directive 91/414/EEC.

Article 2 

(Fees for national registration procedure)

(1) When application to Phytosanitary Administration RS (here and after: FURS), concerning registration of PPP is made, applicant shall pay a tax as prescribed in legislation defining taxes.  

(2) When FURS review a PPP after inclusion of active substance in the List in accordance with provisions of inclusion directives, the tax from previous paragraph is not required, only fees according to article 5 of this regulation for the evaluation of active substance are required. 

(3) FURS advise to applicant fees according to this regulation and define the deadline for the submission of payment receipt. Fees are based on status of PPP in EU review program, number of active substances, evaluation procedure, and composed of entries from article 3 or 5 of this regulation respectively.

Article 3 

(Fee values for national registration procedure)

Fees for national registration procedure in the Republic of Slovenia are defined in Annex 1, which is the constituent part of this regulation. 

Article 4

 (Taxes for permits for PPP)

When an application for permit for research or development, exceptional permit, permit for the minor use and permit for the placing on the market of identical PPP from other EU Member States is made, the applicant shall pay a tax as prescribed in legislation defining taxes.

Article 5

(Fees for review program of PPP after the inclusion of active substance)

Fees for revision of PPP after the inclusion of active substance in the List (Annex I to Directive 91/414/EEC) are defined in Annex 2, which is the constituent part of this regulation.

Article 6

(Fees for evaluation of active substance for inclusion in the List)

(1) When the applicants submit to FURS a request with a dossier for inclusion of an active substance in the List (Annex I to Directive 91/414/EEC), they shall pay a tax as prescribed in legislation defining taxes and fees composed of entries in Annex 3, which is the constituent part of this regulation.

(2) FURS advise the fees from Annex 3 and deadlines for the submission of payment receipt after the examination of completeness of submitted dossier and estimation of work needed for evaluation. 

Article 7

(Fees for evaluation of parts of dossiers in co-operation with a rapporteur member state for inclusion of Active substance in the List)

When the Republic of Slovenia in co-operation with a rapporteur member state evaluates the parts of the dossier for inclusion of an active substance in the List in accordance with the provisions of Council Directive 91/414/EEC, applicant shall pay the fee composed of entries in Annex 4, which is the constituent part of this regulation.

Article 8

(Expenses obligation)

The applicants for registration of plant protection products and/or evaluation of active substances are bound to pay expenses concerning registration and evaluation procedures. These fees are income to the budget of the Republic of Slovenia and have to be paid on following transitional sub-account: FURS - stroški postopka ocenjevanja fitofarmacevtskih sredstev, št. 01100-8450002452; as prescribed in regulation defining sub-accounts and payment of taxes and fees. 

Article 9

(Rules, which cease to be in force)

From the date of implementation of this regulation, the regulation on fees for classification of plant protection products and granting the placing on the market of plant protection products (OJ RS No 14/00 in 11/01 – ZFfS) shall cease to be in force. 

Article 10

(Entering into force)

This regulation shall enter into force eight days after the publication in the Official Gazette of the Republic of Slovenia.
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 Janez Janša

                                    Predsednik

Annex  1

Fees for registration of plant protection products in the Republic of Slovenia                                              

	1. Evaluation of active substances that need to be classified 
	SIT
	EUR

	Evaluation of  phys– chem properties with analytical methods
	70.480,00    
	294,11    

	Toxicological evaluation and operator exposure
	202.630,00    
	845,56    

	Ecotoxicological evaluation
	171.795,00    
	716,89    

	SUM
	444.905,00    
	1.856,56    

	
	    
	 

	2. Registration of plant protection product with one active substance:
	    
	 

	Administrative assessment and procedures
	88.100,00    
	367,63    

	Evaluation of efficacy and further data 
	88.100,00    
	367,63    

	Evaluation of  phys– chem properties with analytical methods
	70.480,00    
	294,11    

	Toxicological evaluation and operator exposure
	211.440,00    
	882,32    

	Evaluation of residues
	105.720,00    
	441,16    

	Ecotoxcological evaluation
	105.720,00    
	441,16    

	Evaluation of fate and behaviour
	105.720,00    
	441,16    

	SUM
	775.280,00
	3.235,19    

	
	
	 

	3. Registration of product with several active substances – for every further substance:
	
	 

	Evaluation of efficacy and further data
	35.240,00    
	147,05    

	Evaluation of  phys– chem properties with analytical methods
	35.240,00    
	147,05    

	Toxicological evaluation and operator exposure
	88.100,00    
	367,63    

	Evaluation of residues
	44.050,00    
	183,82    

	Ecotoxicological evaluation
	44.050,00    
	183,82    

	Evaluation of fate and behaviour
	44.050,00    
	183,82    

	SUM
	290.730,00
	1.213,19    

	
	
	

	4. Mutual recognition (after Annex I inclusion and after re-registration of product concerned)   
	105.720,00    
	441,16    


Annex 2

Fees for review of products after inclusion of active substances in the List (Annex I to 91/414):
	1. Identity evaluation of active substances :
	SIT
	EUR

	Administrative assessment and procedures
	70.480,00    
	294,11    

	Evaluation of efficacy and further data
	0,00    
	0,00    

	Evaluation of  phys– chem properties with analytical methods
	8.810,00    
	36,76    

	Toxicological evaluation and operator exposure
	17.620,00    
	73,53    

	Evaluation of residues
	8.810,00    
	36,76    

	Ecotoxicological evaluation
	13.215,00    
	55,15    

	Evaluation of fate and behaviour
	13.215,00    
	55,15    

	SUM
	132.150,00
	551,45    

	
	
	

	2. Review of plant protection product with one active substance after its inclusion in the List:
	    
	 

	Administrative assessment and procedures
	88.100,00    
	367,63    

	Evaluation of efficacy and further data
	88.100,00    
	367,63    

	Evaluation of  phys– chem properties with analytical methods
	70.480,00    
	294,11    

	Toxicological evaluation and operator exposure
	211.440,00    
	882,32    

	Evaluation of residues
	105.720,00    
	441,16    

	Ecotoxicological evaluation
	105.720,00    
	441,16    

	Evaluation of fate and behaviour
	105.720,00    
	441,16    

	SUM
	775.280,00
	3.235,19    

	
	
	

	3. Review of plant protection product with several active substances after their inclusion – for every further substance:
	
	

	Evaluation of efficacy and further data
	35.240,00    
	147,05    

	Evaluation of  phys– chem properties with analytical methods
	35.240,00    
	147,05    

	Toxicological evaluation and operator exposure
	88.100,00    
	367,63    

	Evaluation of residues
	44.050,00    
	183,82    

	Ecotoxicological evaluation
	44.050,00    
	183,82    

	Evaluation of fate and behaviour
	44.050,00    
	183,82    

	SUM
	290.730,00
	1.213,19    


Annex 3

Fees for evaluation of dossier for inclusion of active substance in the List (Annex I to 91/414) for which Slovenia acts as a rapporteur member state 

	Evaluation of dossier, DAR and EU expert meetings 
	SIT
	EUR

	Completeness check and monograph 
	2.114.400,00
	8.823,23    

	Evaluation of  phys– chem properties with analytical methods
	726.825,00    
	3.032,99    

	Toxicological evaluation and operator exposure
	4.052.600,00    
	16.911,20    

	Evaluation of residues
	2.510.850,00    
	10.477,59    

	Ecotoxicological evaluation
	2.180.475,00    
	9.098,96    

	Evaluation of fate and behaviour
	2.180.475,00
	9.098,96    

	SUM
	13.765.625,00
	57.442,94    


Annex 4

Fees for evaluation of parts of dossier for inclusion of an active substance in the List (Annex I to 91/414) when Slovenia cooperates in evaluation process with rapporteur member state

	Evaluation of parts of dossier for inclusion of an active substance when Slovenia cooperates in evaluation process with rapporteur member state
	SIT
	EUR

	Evaluation of  phys– chem properties with analytical methods
	374.425,00    
	1.562,45    

	Toxicological evaluation and operator exposure
	3.524.000,00    
	14.705,39    

	Evaluation of residues
	1.982.250,00    
	8.271,78    

	Ecotoxicological evaluation
	1.651.875,00    
	6.893,15    

	Evaluation of fate and behaviour
	1.651.875,00    
	6.893,15    

	SUM
	9.184.425,00
	1.562,45    
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