Is my biocidal product allowed on the market?


 




The product contains a new active substance and must not be placed on the market until the a.s. has been included onto Annex I/IA of the BPD 98/8/EC and a (provisional) product authorisation/registration has been obtained. 


(For the provisional authorisation/registration of a new active substance see sec. 12 of the BP Act; for new active substances in Annex I/IA to Dir. 98/8/EC ibid.)





START





Does my product contain an identified active substance2?


(see Annex I to Regulation (EC) No 1451/2007)








no





The product contains an identified active substance which is not assessed for inclusion in Annex I/IA to Dir. 98/8/EC. The product is not marketable. 


The product cannot be placed on the market until the a.s. has been included, after submission of an application, as a new active substance in Annex I/IA to Dir. 98/8/EC and duly authorised/registered. 


(See sec. 12 of the BP Act for the provisional authorisation of a new active substance; for new active substances in Annex I/IA to Dir. 98/8/EC ibid.)





yes





Has the substance been notified for the relevant product type?


(see Annex II to Regulation (EC) No 1451/2007)








no





Up to the date of I/IA inclusion of an active substance, a product containing this substance has to be notified in Austria via Safety Data Sheet. In Austria, a first application for authorisation of registration of the product must be submitted in Austria within three months before the Annex I/IA inclusion date. Where a first application or registration from another EU Member State has to be formally recognised, a communication has to be submitted within the same time period according to the Biocides Act-Existing Active Substance Ordinance. After a first authorisation (but not later than 4 (authorisation) or 2 months (registration) before the deadline for compliance with Art. 16 (3) of the BPD, i.e. column 5 in the Annex to the Biocides Act-Existing Active Substance Ordinance) an application for mutual recognition has to be submitted. If a communication is submitted followed by a respective application for mutual recognition, the biocidal product in question may be placed on the market provisionally up to the date specified for compliance. Whether the further marketing of the biocidal product is admissible depends on the decisions reached in the course of the authorisation/registration process. 


 Siehe auch Kapitel Biozid-Produkte bzw. BiozidG und BiozidG-AltwirkstoffVO.





The product may provisionally remain on the market: a) if an application for authorisation/registration (A/R) is submitted before Annex I/IA inclusion, or at least before an A/R decision, or b) if no application for an Annex I/IA inclusion is submitted, for a period of 12 months incl. selling-off period (sec. 2 (3) of the Biocides Act-Existing Active Substance Ordinance).





The product contains a notified active substance in an active substance/product type combination which is not assessed for inclusion in Annex I/IA to Dir. 98/8/EC. The product is not marketable. 


The product cannot be placed on the market until the a.s. has been included, after submission of an application, as a new active substance in Annex I/IA to Dir. 98/8/EC and duly authorised/registered.


(See sec. 12 of the BP Act for the provisional authorisation of a new active substance; for new active substances in Annex I/IA to Dir. 98/8/EC ibid.)








yes





no





Has an Annex I/IA Inclusion Directive been published for the substance? (See �HYPERLINK "http://ec.europa.eu/environment/biocides/annexi_and_ia.htm"�http://ec.europa.eu/environment/biocides/annexi_and_ia.htm�)








yes





no





Is there a procedure (under way or already closed) for inclusion of the active substance in Annex I/IA to Directive 98/8/EC?


(See withdrawal notifications, �HYPERLINK "http://ec.europa.eu/environment/biocides/withdrawals.htm"�http://ec.europa.eu/environment/biocides/withdrawals.htm�, and non-inclusion decisions, �HYPERLINK "http://ec.europa.eu/environment/biocides/non_inclusions.htm"�http://ec.europa.eu/environment/biocides/non_inclusions.htm�)








yes








� In addition to the conditions mentioned in the flowchart all other relevant provisions of the BP Act must be complied with as a precondition for the product’s distribution. (most important: labelling requirements, bans and restrictions, marketing provisions as specified in the Review Regulation (EC) 1451/2007 (replacing the 2nd Review Regulation (EC) No 2032/2003), active substances which are admissible in biocidal products, substances of concern: bans/restrictions on use etc.)


2 This example is based on biocidal products containing only a single active substance. For biocidal products containing more than one active substance see sec. 6 of the Biocides Act-Existing Active Substance Ordinance (Fed.Leg.Gaz. II No 353/2008 as amended).





