
Dear Sir / Madam,
General Director of Food and Veterinary Medicine

Campo Grande Nr. 50

1700 – 093 LISBOA
Our reference 




           Date
________________




___ / ___ / ___

Subject: APPLICATION FOR AUTHORIZATION TO PLACE ON THE MARKET THE BIOCIDAL PRODUCT FOR VETERINARY USE ... (Proposed commercial name) ..., - national authorization procedure during the transitional period.

Dear Sir /Madam,

General Director of Food and Veterinary Medicine
... (Name or company name) ..., with registered office/registered office at ... (address)..., with tax identification number … (corporate tax number)..., in compliance with Nr. 3 of Article 19 of Decree-Law Nr. 140/2017, of November 10th, hereby requests Your Excellency to authorize placing on the market the following biocidal product for veterinary use:
	Proposed commercial name:
	

	Authorization procedure:
	National

	Proposed indications:
	PT 

	Composition:
	- Active substances

	
	- Excipients

	Formulation:
	

	Presentation:
	

	Type of procedure:
	Transitional period

	E-mail address of the person responsible:
	


Best regards,

The Applicant
(Signature of the legal representative and respective stamp)
	Documentation that must accompany the application


	Attach the following documentation (mark documents submitted):
Technical dossier, with attached documents of:
……

· Certificate of analysis attesting the complete quantitative composition [g/kg, g/l or % w/w (v/v) of the biocidal product, i.e. declaration of all active and non-active substances
……

· Analytical method for determining the Active Substance
……

· Stability tests relating to shelf life
……

· Efficacy tests: Guidance on the legislation relating to biocidal products - ECHA (europa.eu) in particular Volume II, Part B+C: Assessment and Evaluation
……

· Other elements
……
Letter of access to the approved active substance(s)
……

Self-declaration of compliance with Article 95 of the BPR for all active substances that make up the product and that have not yet been approved
……

Safety data sheets of the product, of the active substance(s), of the remaining components of the product
……

Product label in accordance with article 8 of Decree-Law no. 140/2017 of 10 November (Word format, editable)
……

Document proving payment of fee *
Email address to send all documentation: biocidasvet@dgav.pt


	* Fees


	Annual update of Ordinance No. 76/2022, of February 3 (point 7 of Table I):

• For each application for national marketing authorization of a biocidal product of a product type, according to the rules of the transitional period, by type of use — €1,952.17

• For each request for amendment (Table II):
Amendment to authorizations granted to biocidal products, in accordance with Implementing Regulation (EU) No. 354/2013 and Article 19 of Decree-Law No. 140/2017, of November 10th
Bank details:
Institute for the Management of Treasury and Public Credit
NIB — 0781 0112 000 0000 7784 96 

IBAN — PT50 0781 0112 00000007784 96 

SWIFT BIC CODE — IGCPPTPL



