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ARGOMENTI 

 Stato del processo di revisione 

 

 Sostanze notificate, dossier ricevuti, sostanze incluse 

 

 Sostanze attive “nuove” 

 

 Prodotti biocidi: scadenze e stato dell’arte sul processo 

di autorizzazione 

 

 Linee guida comunitarie 

 



STATO DEL PROCESSO DI REVISIONE 

 Sostanze notificate : 367 

 

 Sostante sostenute :273 (74 %) 

 

 Numero di dossier attesi: 1679 

 

 Numero di dossier presentati : 704 (42 %) 

 

 



 
N. DI SOSTANZE PER LE QUALI IL DOSSIER È STATO 

PRESENTATO VS N. DI SOSTANZE NOTIFICATE  

1 lista (56%) 

 Preservanti del legno 40 (80) 

 Rodenticidi 14 (17) 

2 lista (41%) 

 Molluschicidi 0 (13) 

 Insetticidi 58 (104) 

 Repellenti 16 (41) 

 Antifouling 10 (46) 

3 lista (54%)  disinfettanti per: 

 Igiene umana 40 (87) 

 Aree private e salute pubblica 87 (163) 

 Igiene veterinaria 54 (105) 

 Alimenti e mangimi 56 (105) 

 Acque potabili 23 (50) 

 Preservanti per prodotti in scatola 56 (143) 

 Preservanti per fluidi nella lavorazione di metalli 34 (104) 

 



 
N. DI SOSTANZE PER LE QUALI IL DOSSIER È STATO 

PRESENTATO VS N. DI SOSTANZE NOTIFICATE , CONT. 
 

IV lista (37 %) 
 

 Preservanti per pellicole 33 (89) 

 

 Preservanti per fibre, cuoio, gomma e materiali polimerizzati 43 (138) 

 

 Preservanti per lavori in muratura 34 (94) 

 

 Preservanti per liquidi nei sistemi di raffreddamento e di processo 55 (127 ) 

 

 Slimicidi 45 (118) 

 

 Avicidi 1 (2) 

 

 Piscicidi 1 (3) 

 

 Preservanti per alimenti umani ed animali 5 (25) 

 

 Fluidi per l’imbalsamazione 9 (24) 

 

 Prodotti per il controllo altri vertebrati 2 (4) 



SOSTANZE INCLUSE 

1a lista 

 

 Preservanti del legno (PT8) : inclusi 16/21 

 

 Rodenticidi (PT 14) : inclusi 12/12 

 

2a lista 

 

 Insetticidi (PT 18) : inclusi 5/52 

 

 Repellenti (PT 19) : inclusi 0/ 13 



SOSTANZE NUOVE 

 

 

 Incluse : 4 (PT 8, 12, 18) 

 

 Dossier presentati dagli SM : 3 (PT 1, 8, 21) 

 

 Attesi : 24 (PT 1,2,3,4,5,6,7,8,9,10,11,12,13, 21) 



 

 CRITICHE: 
 

 Review programs reduce numbers of substances available  

 

 Review programs reduce competitivity 

 

 Review programs enhance competitivity 

  

 Review programs induce development of new a.i.s 

 

 Review programs increase quality of the a.i.s used  

 

 Review programs are too detailed – subsequently- too long  

  

 Review programs are too expensive for producers and cause penalties  to SMEs  

 

 Review programs needs to be revised in order to speed up processes  

 

 Review programs needs to be simplified in order to speed up processes 

 

 



OSSERVAZIONI 

 Il processo di revisione ora è più veloce 

 

 La presentazione dei dossier da parte degli SM è  

   sicuramente più veloce 

 

 Meno incertezze nel processo di valutazione 

 

 Più TMs previsti per i prossimi anni (5-6/anno) 

 

 Ora, in genere, anche solo un TM/sostanza risulta essere 
sufficiente 

 

 Comunque ambizioso il traguardo del 2014 per il termine  

   del processo di revisione 



INVECE PER I PRODOTTI……….. 











PROCESSO POST ANNEX I :ARMONIZZAZIONE 

TRA GLI STATI MEMBRI PER LA DEFINIZIONE 

DI DEADLINES COMUNI AL FINE DI: 

 Ricezione delle richieste di autorizzazione 

 

 Rimozione dal mercato dei prodotti non autorizzati 

 

 Definizione di procedure armonizzate  

 

 Rilascio delle autorizzazioni 





. 
 One of the purposes of the R4BP is to allow industry users of the 

R4BP to create application 

 forms to be attached to the applications to be submitted to the 

relevant competent authorities of the Member States and to follow 

the statuses of these different applications after their submission. 

 The purpose of this user guide is to explain to industry users the 

key features of the R4BP. 

 

Further questions should be addressed to: 

ENV-R4BP-BIOCIDAL-REGISTER@ec.europa.eu 

 

 The R4BP can be accessed at the following address: 

https://webgate.ec.europa.eu/env/r4bp/ 
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. 

 Nuovo format del modello di domanda per 

l’autorizzazione 

 

 Sommario delle caratteristiche del prodotto 

 

 Versione in tutte le lingue dell’Unione 

 

 Validazione da parte degli SM al termine del 

processo di autorizzazione  

 



DEADLINES PER L’AUTORIZZAZIONE DEI 

PRODOTTI 

• 31/12/2010    fluoruro di solforile 

 

• 28/02/2011    diclofluanide 

 

• 31/10/2011    CO2,  difetialone 

 

• 31/01/2012    etofenprox,  clotianidin 

 

• 31/03/2012    propiconazolo,  tebuconazolo, difenacoum 

 

• 31/06/ 2012   K-HDO,  tiabendazolo, IPBC, tiametoxam 



PRODOTTI GIÀ AUTORIZZATI 

 Fluoruro di solforile 1+ 12 (31/12/2010) 

 

 Diclofluanide 24+3 (28/02/2011) 

 

 Co2 1+ 19 (31/10/2011) 

 

 Difetialone 7 (31/10/2011) 

 

 Propiconazolo 2 (31/3/2012)  

 

 Difenacoum 6 (31/3/2012) 

 

 K-HDO 1 (30/06/2012) 

 

 Indoxacarb 1+ 9 ( 30/7/2011) 

 



LINEE GUIDA DISPONIBILI DAL SITO DEL JRC:  

 

(http//ihcp.jrc.ec.europa.eu/our_activities/env/risk_assessment_of_Biocides) 
 

Technical Notes for Guidance (TNsG) 

1. TNsG on Data Requirements 

2. TNsG on Annex I Inclusion 

3. TNsG on Product Evaluation 

4. TNsG on Human Exposure 

5. Guidance on the use of the human exposure guidance for the Review Programme and the peer-
review of new active substances  

6. TNsG on Dossier Preparation and Study Evaluation 

7.  TNsG on the assessment of technical equivalence 

8. Additional guidance on specific issues 

 Guidance on the relevance of the manufacturing process when carrying out the risk assessment under the BPD;  

 Guidance on the product dossier for Annex I inclusion of an active substance;  

 Guidance on how to treat degradation and sorption data for groundwater assessment;  

 Guidance on rapidly degrading substances;  

 Guidance on the use of a plant protection products monograph and existing substances risk assessment reports 
under the BPD;  

 Guidance on risk characterisation of local effects in the absence of systemic effects;  

 Guidance on the relevance of REACH guidance for dossier evaluation under the BPD;  

 Guidance on leaching rate estimation for PT 07, 09 and 10;  

 Guidance on the role of efficacy in the evaluation of active substances for Annex I inclusion. 

9.      Technical Guidance Document (TGD) 
  

 

http://ihcp.jrc.ec.europa.eu/our_activities/health-env/risk_assessment_of_Biocides/doc/TNsG/TNsG_ON_HUMAN_EXPOSURE/Guidance_use_human_exposure_guidance_Review_Programme_new_active_substances.pdf
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http://ihcp.jrc.ec.europa.eu/our_activities/health-env/risk_assessment_of_Biocides/doc/TNsG/Additional_Guidance_Exposure_Associated_with_Manufacture.pdf
http://ihcp.jrc.ec.europa.eu/our_activities/health-env/risk_assessment_of_Biocides/doc/TNsG/Additional_Guidance_Product_Dossier_for_Annex_ I_Inclusion.pdf
http://ihcp.jrc.ec.europa.eu/our_activities/health-env/risk_assessment_of_Biocides/doc/TNsG/Guidance_degradation_sorption_groundwater_assessment.pdf
http://ihcp.jrc.ec.europa.eu/our_activities/health-env/risk_assessment_of_Biocides/doc/TNsG/Guidance_rapidly_degrading_substances_TWA_2009.pdf
http://ihcp.jrc.ec.europa.eu/our_activities/health-env/risk_assessment_of_Biocides/doc/TNsG/Guidance_use_PPP_ESR_for_BPD_dossier_preparation.pdf
http://ihcp.jrc.ec.europa.eu/our_activities/health-env/risk_assessment_of_Biocides/doc/TNsG/Guidance_use_PPP_ESR_for_BPD_dossier_preparation.pdf
http://ihcp.jrc.ec.europa.eu/our_activities/health-env/risk_assessment_of_Biocides/doc/TNsG/Guidance_Risk_Characterization_Local_Effects_Working_Document_2010.pdf
http://ihcp.jrc.ec.europa.eu/our_activities/health-env/risk_assessment_of_Biocides/doc/TNsG/Guidance_Risk_Characterization_Local_Effects_Working_Document_2010.pdf
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http://ihcp.jrc.ec.europa.eu/our_activities/health-env/risk_assessment_of_Biocides/doc/TNsG/Relevance of REACH guidance for dossier evaluation under BPD.pdf
http://ihcp.jrc.ec.europa.eu/our_activities/health-env/risk_assessment_of_Biocides/doc/TNsG/Guidance_leaching_rate_PT_07_09_10.pdf
http://ihcp.jrc.ec.europa.eu/our_activities/health-env/risk_assessment_of_Biocides/doc/TNsG/Guidance_Role_Efficacy_in_Evaluation_Substances_AnnexI_Inclusion.pdf


…………ED ANCORA……… 

 Manual of Technical Agreement (MOTA) 

 

 SOP Technical Meetings 

 

 Emission Scenario Documents per diversi PTs 

 

 Euses 

 

 Iuclid 

 

 Esis 

 

 CLP 



 

(http://ec.europa.eu/environment/biocides ) 
 

Guidance documents for the implementation of Directive 98/8/EC 
 

 General note on data protection in the framework of Directive 98/8/EC 

 Inter-linkages between the REACH Regulation and the Biocides Directive (98/8/EC) 

 Risk Mitigation Measures for Anticoagulants used as Rodenticides 

 Biocidal products and plant protection products 

 Biocidal products and proprietary medicinal products and veterinary medicinal products 

 Biocidal products and cosmetics products 

 In-situ generation of biocidal active substances 

 Guidance on treated material/articles and some other scope issues 

 Mode of action and other issues 

 Role of chromium in wood preservation 

 Clarification paper on QUATS (BKC and DDAC) 

 Teat dips 

 

LINEE GUIDA DISPONIBILI DAL SITO DELLA DELLA DG 

ENVIRONMENT: 

 

http://ec.europa.eu/environment/biocides/pdf/data_protection_guidance.pdf
http://ec.europa.eu/environment/biocides/pdf/data_protection_guidance.pdf
http://ec.europa.eu/environment/biocides/pdf/data_protection_guidance.pdf
http://ec.europa.eu/environment/biocides/pdf/data_protection_guidance.pdf
http://ec.europa.eu/environment/biocides/pdf/data_protection_guidance.pdf
http://ec.europa.eu/environment/biocides/pdf/data_protection_guidance.pdf
http://ec.europa.eu/environment/biocides/pdf/data_protection_guidance.pdf
http://ec.europa.eu/environment/biocides/pdf/data_protection_guidance.pdf
http://ec.europa.eu/environment/biocides/pdf/data_protection_guidance.pdf
http://ec.europa.eu/environment/biocides/pdf/data_protection_guidance.pdf
http://ec.europa.eu/environment/biocides/pdf/data_protection_guidance.pdf
http://ec.europa.eu/environment/biocides/pdf/data_protection_guidance.pdf
http://ec.europa.eu/environment/biocides/pdf/interlinkage.pdf
http://ec.europa.eu/environment/biocides/pdf/interlinkage.pdf
http://ec.europa.eu/environment/biocides/pdf/interlinkage.pdf
http://ec.europa.eu/environment/biocides/pdf/interlinkage.pdf
http://ec.europa.eu/environment/biocides/pdf/interlinkage.pdf
http://ec.europa.eu/environment/biocides/pdf/interlinkage.pdf
http://ec.europa.eu/environment/biocides/pdf/interlinkage.pdf
http://ec.europa.eu/environment/biocides/pdf/interlinkage.pdf
http://ec.europa.eu/environment/biocides/pdf/interlinkage.pdf
http://ec.europa.eu/environment/biocides/pdf/interlinkage.pdf
http://ec.europa.eu/environment/biocides/pdf/interlinkage.pdf
http://ec.europa.eu/environment/biocides/pdf/interlinkage.pdf
http://ec.europa.eu/environment/biocides/pdf/interlinkage.pdf
http://ec.europa.eu/environment/biocides/pdf/anticoagulants.pdf
http://ec.europa.eu/environment/biocides/pdf/anticoagulants.pdf
http://ec.europa.eu/environment/biocides/pdf/anticoagulants.pdf
http://ec.europa.eu/environment/biocides/pdf/anticoagulants.pdf
http://ec.europa.eu/environment/biocides/pdf/anticoagulants.pdf
http://ec.europa.eu/environment/biocides/pdf/anticoagulants.pdf
http://ec.europa.eu/environment/biocides/pdf/anticoagulants.pdf
http://ec.europa.eu/environment/biocides/pdf/anticoagulants.pdf
http://ec.europa.eu/environment/biocides/pdf/anticoagulants.pdf
http://ec.europa.eu/environment/biocides/pdf/anticoagulants.pdf
http://ec.europa.eu/environment/biocides/pdf/anticoagulants.pdf
http://ec.europa.eu/environment/biocides/pdf/anticoagulants.pdf
http://ec.europa.eu/environment/biocides/pdf/anticoagulants.pdf
http://ec.europa.eu/environment/biocides/pdf/anticoagulants.pdf
http://ec.europa.eu/food/plant/protection/evaluation/borderline_en.htm
http://ec.europa.eu/food/plant/protection/evaluation/borderline_en.htm
http://ec.europa.eu/food/plant/protection/evaluation/borderline_en.htm
http://ec.europa.eu/food/plant/protection/evaluation/borderline_en.htm
http://ec.europa.eu/food/plant/protection/evaluation/borderline_en.htm
http://ec.europa.eu/food/plant/protection/evaluation/borderline_en.htm
http://ec.europa.eu/food/plant/protection/evaluation/borderline_en.htm
http://ec.europa.eu/food/plant/protection/evaluation/borderline_en.htm
http://ec.europa.eu/food/plant/protection/evaluation/borderline_en.htm
http://ec.europa.eu/food/plant/protection/evaluation/borderline_en.htm
http://ec.europa.eu/food/plant/protection/evaluation/borderline_en.htm
http://ec.europa.eu/environment/biocides/pdf/bordermedvet.pdf
http://ec.europa.eu/environment/biocides/pdf/bordermedvet.pdf
http://ec.europa.eu/environment/biocides/pdf/bordermedvet.pdf
http://ec.europa.eu/environment/biocides/pdf/bordermedvet.pdf
http://ec.europa.eu/environment/biocides/pdf/bordermedvet.pdf
http://ec.europa.eu/environment/biocides/pdf/bordermedvet.pdf
http://ec.europa.eu/environment/biocides/pdf/bordermedvet.pdf
http://ec.europa.eu/environment/biocides/pdf/bordermedvet.pdf
http://ec.europa.eu/environment/biocides/pdf/bordermedvet.pdf
http://ec.europa.eu/environment/biocides/pdf/bordermedvet.pdf
http://ec.europa.eu/environment/biocides/pdf/bordermedvet.pdf
http://ec.europa.eu/environment/biocides/pdf/bordermedvet.pdf
http://ec.europa.eu/environment/biocides/pdf/bordermedvet.pdf
http://ec.europa.eu/environment/biocides/pdf/bordermedvet.pdf
http://ec.europa.eu/environment/biocides/pdf/bordermedvet.pdf
http://ec.europa.eu/environment/biocides/pdf/bordermedvet.pdf
http://ec.europa.eu/environment/biocides/pdf/bordermedvet.pdf
http://ec.europa.eu/environment/biocides/pdf/cosmetic_products.pdf
http://ec.europa.eu/environment/biocides/pdf/cosmetic_products.pdf
http://ec.europa.eu/environment/biocides/pdf/cosmetic_products.pdf
http://ec.europa.eu/environment/biocides/pdf/cosmetic_products.pdf
http://ec.europa.eu/environment/biocides/pdf/cosmetic_products.pdf
http://ec.europa.eu/environment/biocides/pdf/cosmetic_products.pdf
http://ec.europa.eu/environment/biocides/pdf/cosmetic_products.pdf
http://ec.europa.eu/environment/biocides/pdf/cosmetic_products.pdf
http://ec.europa.eu/environment/biocides/pdf/insitugeneration.pdf
http://ec.europa.eu/environment/biocides/pdf/insitugeneration.pdf
http://ec.europa.eu/environment/biocides/pdf/insitugeneration.pdf
http://ec.europa.eu/environment/biocides/pdf/insitugeneration.pdf
http://ec.europa.eu/environment/biocides/pdf/insitugeneration.pdf
http://ec.europa.eu/environment/biocides/pdf/insitugeneration.pdf
http://ec.europa.eu/environment/biocides/pdf/insitugeneration.pdf
http://ec.europa.eu/environment/biocides/pdf/insitugeneration.pdf
http://ec.europa.eu/environment/biocides/pdf/insitugeneration.pdf
http://ec.europa.eu/environment/biocides/pdf/insitugeneration.pdf
http://ec.europa.eu/environment/biocides/pdf/definitions.pdf
http://ec.europa.eu/environment/biocides/pdf/definitions.pdf
http://ec.europa.eu/environment/biocides/pdf/definitions.pdf
http://ec.europa.eu/environment/biocides/pdf/definitions.pdf
http://ec.europa.eu/environment/biocides/pdf/definitions.pdf
http://ec.europa.eu/environment/biocides/pdf/definitions.pdf
http://ec.europa.eu/environment/biocides/pdf/definitions.pdf
http://ec.europa.eu/environment/biocides/pdf/definitions.pdf
http://ec.europa.eu/environment/biocides/pdf/definitions.pdf
http://ec.europa.eu/environment/biocides/pdf/definitions.pdf
http://ec.europa.eu/environment/biocides/pdf/definitions.pdf
http://ec.europa.eu/environment/biocides/pdf/definitions.pdf
http://ec.europa.eu/environment/biocides/pdf/definitions.pdf
http://ec.europa.eu/environment/biocides/pdf/action_mode.pdf
http://ec.europa.eu/environment/biocides/pdf/action_mode.pdf
http://ec.europa.eu/environment/biocides/pdf/action_mode.pdf
http://ec.europa.eu/environment/biocides/pdf/action_mode.pdf
http://ec.europa.eu/environment/biocides/pdf/action_mode.pdf
http://ec.europa.eu/environment/biocides/pdf/action_mode.pdf
http://ec.europa.eu/environment/biocides/pdf/action_mode.pdf
http://ec.europa.eu/environment/biocides/pdf/nfg_cr_040705.pdf
http://ec.europa.eu/environment/biocides/pdf/nfg_cr_040705.pdf
http://ec.europa.eu/environment/biocides/pdf/nfg_cr_040705.pdf
http://ec.europa.eu/environment/biocides/pdf/nfg_cr_040705.pdf
http://ec.europa.eu/environment/biocides/pdf/nfg_cr_040705.pdf
http://ec.europa.eu/environment/biocides/pdf/nfg_cr_040705.pdf
http://ec.europa.eu/environment/biocides/pdf/nfg_cr_040705.pdf
http://ec.europa.eu/environment/biocides/pdf/nfg_cr_040705.pdf
http://ec.europa.eu/environment/biocides/pdf/nfg_cr_040705.pdf
http://ec.europa.eu/environment/biocides/pdf/clarification_paper.pdf
http://ec.europa.eu/environment/biocides/pdf/clarification_paper.pdf
http://ec.europa.eu/environment/biocides/pdf/clarification_paper.pdf
http://ec.europa.eu/environment/biocides/pdf/clarification_paper.pdf
http://ec.europa.eu/environment/biocides/pdf/clarification_paper.pdf
http://eur-lex.europa.eu/LexUriServ/site/en/oj/2006/l_320/l_32020061118en00010010.pdf
http://eur-lex.europa.eu/LexUriServ/site/en/oj/2006/l_320/l_32020061118en00010010.pdf
http://eur-lex.europa.eu/LexUriServ/site/en/oj/2006/l_320/l_32020061118en00010010.pdf


……..ED ANCORA……….. 



 

 

RECENTI LINEE GUIDA OCSE 

 
 

(http://www.oecd.org/document/) 

 

 Guidance documents on antifoulings 

 Emission scenario documents (recentemente per 

insetticidi e preservanti del legno) 

 Generation of efficacy data (disinfettanti per superfici,per 

il trattamento di materiali piscine e spa, per insetti, 

termiti e blatte) 

 Harmonization for physicochemical test methods (pH, 

viscosità e densità per solidi e liquidi,stabilità,validazione 

dei metodi analitici) 

http://www.oecd.org/document/
http://www.oecd.org/document/
http://www.oecd.org/document/


 

DAL SITO DEL MINISTERO DELLA SALUTE: 

 

(http://www.salute.gov.it/biocidi) 



 
 NUOVO REGOLAMENTO : 

IL 23/11/2011 VOTATO IL PACCHETTO 

FINALE DI COMPROMESSO 



PROPOSTA DI REGOLAMENTO PER L’ALLINEAMENTO DEI 

PRODOTTI GIÀ AUTORIZZATI   (DRAFT) 



GRAZIE PER 

L’ATTENZIONE 


