ANNEX |

NOTIFICATION OF DEROGATION PURSUANT TO ARTICLE 55(1) OF REGULATION (EU) NO
528/2012

Notifying Member State!

Hungary

Competent Authority granting the temporary derogation

Organisation Email address

National Public Health Center tisztifoorvos@nnk.gov.hu
kembizt@nnk.gov.hu

biocide.authority@nnk.qgov.hu

e In case of repeated action: number of previous action(s)

e Product name

WHO formulations, products in
line with ECDC recommendations,
and  production  permits  for
previously authorised formulations
under the scope of transitional
measures

e Product type
PT1and PT2

Active substance(s)

Ethanol, Propan-2-ol, Sodium
hypochlorite, ADBAC, DDAC,
glutaraldehyde

Target organism(s)

Viruses, (bacteria, fungi)

e User category

General  public,  professional,
industrial

Starting date of the action based on Art. 55 (1) of the BPR
16/03/2020

L In this form "Member State" refers to EU Member States, Iceland, Liechtenstein, Norway and Switzerland.


mailto:tisztifoorvos@nnk.gov.hu
mailto:kembizt@nnk.gov.hu

End date of the action based on Art. 55 (1) of the BPR
31/08/2020

Description of danger the derogation is intended to address
M danger to public health

Because of the current COVID-19 pandemic shortage of virucidal disinfectants
was reported from all regions. The shortage affects professional users, including
healthcare, and general public as well.

[1 danger to animal health

(describe briefly the danger, the area affected and the effects of the danger)

[1 danger to environment

(describe briefly the danger, the area affected and the effects of the danger)

Geographical area of use

Hungary

Absence of any other means to contain the danger

The demand for disinfectants could not be covered by regular production capacity,
which is already stunted by the shortage of packaging materials and more severe
shortage of active substances from listed sources. National Public Health Center
considered that allowing new producers to make disinfectants available and
releasing the restriction of being listed in case of alcohols is justified.

Limited and controlled use

In case of elimination of the shortage of disinfectants, production shall be ceased
without delay.




