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DECISION 

 

On the request of Alpha-Vet (H-8000 Székesfehérvár, Homoksor 7, Hungary), in the national authorisation 

procedure of PERFECT-KOMBICID (hereinafter: the Product), acting within my jurisdiction I herewith 

 

authorize 

 

the marketing by Alpha-Vet and use of the Product in Hungary under authorisation number HU-2020-

TEMPORARY-2-00016, under the following conditions: 

 

1. According to Appendix no. V of Regulation (EU) No 528/2012 of the European Parliament and of the 

Council concerning the making available on the market and use of biocidal products (hereinafter: the 

Regulation), the Product is a surface disinfectant belonging to Product Type 2 of Main Group 1, for 

occupational use. 

 

2. The Product must be affixed with a label corresponding to the provisions specified in Article 69 of 

Regulation (EU) No 528/2012 of the European Parliament and of the Council concerning the making 

available on the market and use of biocidal products (hereinafter: the Regulation). 

 

3. The active substance content and substance of concern content of the Product, as well as the deadline for 

marketing and use, identical with the term of validity of the present authorisation, must be indicated on the 

label. 

 

4. The label must state that the Product is a surface disinfectant temporarily authorized by the National Public 

Health Centre. 

 

5. The temporary authorisation applies only to the biocidal product named PERFECT-KOMBICID, 

manufactured and to be marketed by Alpha-Vet. 

 

6. The Product may be manufactured only if no other, authorized disinfectant is available in sufficient quantity 

because of stock shortage. 

 

7. The present decision is valid until revoked, but until 31 August 2020 at the latest. 

 

Appendix 1 specifying the recommended label content and Appendix 2 containing the confidential appendix 

constitute an inseparable part of the present decision. 

 

No further legal remedy shall lie against the present decision in the framework of an administrative procedure; 

however, by citing the violation of legal regulations, the review of the present decision may be requested via a 

statement of claim addressed to the Administrative and Labour Court of Veszprém but submitted to the National 

Public Health Centre. The statement of claim must be submitted to the authority of the first instance within 30 

days of the date of publication of the decision. According to paragraph (1), section 9 of Act CCXXII of 2015 on 

the General Rules of Electronic Administration and Trust Services, the statement of claim may be presented by 

Claimant and its legal representative exclusively by electronic means, in the manner specified in the cited legal 

regulation. 
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The duties payable for the administrative action are HUF 30,000; however, in the procedure Client is entitled to 

the right of prenotation of duties irrespective of its income and property status. 

 

REASONS 

 

In its application of a subject ‘disinfectant liquids’, dated 24 March 2020, Alpha-Vet Ltd. presented its 

professional arguments regarding the increased demand for surface disinfectant biocidal product suffering from a 

shortage of supply, on the basis of which it recommended the making available on the market of a surface 

disinfectant product containing alkyl (C12–16) dimethylbenzyl ammonium chloride, glutaraldehyde and 

didecyldimethylammonium chloride as active substances. 

 

Considering the state of danger and the existing shortage of supply, the National Public Health Centre has 

decided to issue a temporary authorisation for the Product containing the following active substances: 

 

Alkyl (C12–16) dimethylbenzyl ammonium chloride 

Glutaraldehyde 

Didecyldimethylammonium chloride 

 

According to Government Decree 316/2013 (28 August) on certain rules on authorisation and placing on the 

market of biocidal products (hereinafter: the Government Decree):  

 

‘Section 4, paragraph (1): Individual biocidal products or biocidal product families not possessing an EU 

authorisation may be placed on the market and used in Hungary or in certain parts thereof in the possession of a 

national authorisation.’ 

 

According to the first subparagraph, paragraph (1), Section 55 of the Government Decree: 

 

‘Deviating from the content of Articles 17 and 19, a competent authority may authorise, for a maximum period 

of 180 days, the marketing of a biocidal product not meeting the conditions of authorisation specified in the 

present Decree or its limited and controlled use under the supervision of the competent authority, provided that 

this authorisation is necessary because of a hazard jeopardising public and animal health or the environment, 

which cannot be averted by any other means.’ 

 

I state that the widespread incidence of COVID-19 in the European region and the short supply of biocidal 

products authorised for surface disinfection justifies the issue of a temporary national authorisation deviating 

from the requirements, according to paragraph (1), Section 55 of the Decree. 

 

Based upon the scientific knowledge available to us, with the authorised composition the virucidal effect of the 

Product can be considered likely. 

 

In point 7 of the operative part of the Decision, I established the temporal validity of the decision in accordance 

with paragraph (1), Article 55 of the Decree. 

 

Paragraph (2), Section 66 of the EU Regulation specifies the data the publication of which would be deleterious 

to the protection of commercial interests of the persons involved, as well as their right to privacy or security. 

According to point a), the data regarding the full composition of the Product should be handled confidentially. 

The data to be handled confidentially are contained in Appendix no. 2 of the authorisation. 

 

I determined the category of authorised users of the Product on the basis of point c) , paragraph (1), Section 17/A 

of the Government Decree. 

 

For the reasons specified above, based upon Section 81 of Act CL of 2016 on the General Administrative 

Procedure (hereinafter: GAP Act) and paragraph (1), Section 55 of the Decree, I have taken my decision 

specified in the operative part. 
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I would like to call your attention that, pursuant to Section 47 of the Decree: 

 

‘(1) If, in connection with the authorised biocidal product or the active substance (substances) contained by it, 

the authorisation holder obtains knowledge of any information that could have an impact on the authorisation, 

the authorisation holder shall notify, without delay, the competent authority issuing the national authorisation 

and the Agency or, in the case of EU authorisations, both the Commission and the Agency.’ 

 

Furthermore, I would like to call your attention that, based on Section 48 of the Decree, the Chief Medical 

Officer has the right to withdraw or modify the authorisation of the Product if: 

 

‘a) the conditions mentioned in Section 19 or, if applicable, in Section 25 are not met; 

b) if the authorisation has been granted on the basis of false or misleading information, or 

c) the marketing authorisation holder has failed to meet its obligations specified in the authorisation or in the 

present Decree.’ 

 

If the marketing and use conditions of the Product serving as the basis of the present Decision are modified, it is 

the responsibility of the marketing authorisation holder to initiate the amendment of the authorisation. 

 

I have passed my decision acting in my scope of authority granted by Sections 4 and 7 of the Government 

Decree, as well as according to my nationwide competence granted by paragraph (3), Section 13 of Government 

Decree 385/2016 (2 December) on the Designation of the Performance of the Public Tasks of the Capital 

(County) and District Government Offices and the Designation of the Health Care Public Administration Body. 

 

Based upon the provision specified in paragraph (1), Section 82 of the GAP Act, the present Decision becomes 

final simultaneously with its publication. 

 

The possibility of appeal against the present decision is excluded by paragraphs (1)–(2), Section 116 of the GAP 

Act, while the possibility of bringing an administrative action is granted by paragraph (1), Section 114 of the 

GAP Act. The scope of authority and competence of the Administrative and Labour Court of Veszprém is 

determined by paragraph (1), Section 12, as well as by point b), paragraph (2) and point h), paragraph (3), 

Section 13 of Act I of 2017 on the Code of Administrative Court Procedure (hereinafter: CACP Act). I have 

provided information about the place and time of submitting the statement of claim in conformity with paragraph 

(1), Section 39 of the CACP Act. 

 

The amount of dues payable is regulated by paragraph (1), Section 45/A of Act XCIII of 1990 on Duties, while 

the right of prenotation of duties is regulated by point h), paragraph (1), Section 62 of the above Act. 

 

Budapest, 27 March 2020  

 

 for and on behalf of 

 Dr. Cecília Müller 

 Chief Medical Officer 

 

 

 

 Dr. Szilvia Deim 

 Head of Department 

 

Copies to: 

1. Alpha-Vet Ltd., H-8000 Székesfehérvár, Homoksor 7, domahidy.gergely@alpha-vet.hu  

2. National Public Health Centre, Department of Epidemiology and Infection Control, 

jarvany.titkarsag@nnk.gov.hu  

3. Archives 
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