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Supporting document for technical equivalence under Regulation (EU) No 528/2012
(Article 54 applications)

Please note that if the supporting document is not included or filled in the application may not be processed.

1.) Please include applicant name and the active substance for which you are applying for technical equivalence assessment
	Applicant (asset owner):
	

	Active substance name:
	



Instruction: Technical equivalence applications can only be submitted after the date of the Commission’s decision to approve an active substance (AS)/product type (PT) combination. Information on the status of a particular AS/PT combination can be found on the ECHA website: https://www.echa.europa.eu/web/guest/information-on-chemicals/biocidal-active-substances. The product type(s) to be assessed should be included in section 7 of the IUCLID dossier. Note that it may be possible to assess several product types in one application. If several product types are indicated, ECHA will check whether the assessment is possible within one case and will contact you if it is not possible. 

2.) Please include in the table the specification of the active substance from your alternative source, i.e. the specification that you wish ECHA to assess for technical equivalence
Specification of the active substance from the alternative source:
	Constituent and CAS number

	Maximum / minimum content

	[Active substance name]
CAS-No.: [XX-XX-X]
	For the active substance the minimum content must be indicated or concentration range in case of multi-consituent substances

	[Impurity name]
CAS-No.: [XX-XX-X]
	For impurties the maximum content must be indicated

	[Impurity name]
CAS-No.: [XX-XX-X]
	

	[Impurity name]
CAS-No.: [XX-XX-X]
	

	[Impurity name]
CAS-No.: [XX-XX-X]
	

	[Additive name (if appropriate)]
CAS-No.: [XX-XX-X]
	


Further rows can be added if needed
Instruction: For mono-constituent substances, include the minimum purity of the active substance. If the active substance is a multi-constituent substance, include separate rows for all main constituents and provide a concentration range for each of them. For each impurity and additive (if appropriate), include a maximum concentration. For UVCB substances, a concentration range for each constituent should be provided. The values provided in this table should represent your substance as manufactured and must be supported by the analytical data (5-batch analysis) submitted in the IUCLID dossier. For further information of how to derive a specification, see Guidance on applications for technical equivalence (in particular p. 24-29) and Guidance on the Biocidal Products Regulation, Volume I, Parts A+B+C (in particular p. 35-36), both available on https://www.echa.europa.eu/guidance-documents/guidance-on-biocides-legislation. 


3.) Please include the manufacturer name and address, and manufacturing plant location of your active substance
Manufacturer details and manufacturing plant location, i.e. the address where the active substance is manufactured:
	Name of the manufacturer
	Manufacturer address 
	Plant location address

	
	
	



Instruction: Only one manufacturer and one plant location can be included in one technical equivalence application. The actual plant location address where the substance is manufactured must be provided. 


4.) Please include a brief description of the manufacturing process of your active substance
	Description:
	



Instruction: Please include here a concise description of the manufacturing process of your active substance. This description will be included in the Confidential Annex of ECHA’s decision on technical equivalence. A detailed description of the manufacturing process needs to be provided in the IUCLID dossier.



For further information, see Guidance on applications for technical equivalence and Guidance on the Biocidal Products Regulation, Volume I, Parts A+B+C, both available on https://www.echa.europa.eu/guidance-documents/guidance-on-biocides-legislation
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