Practical Guide on Fast-Tracking the Supply of Disinfectants 
during the COVID-19 Pandemic under the EU Biocides Rules

Appendix 1
Overview of national measures to make disinfectants available on the EU market
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	Country
	Procedure 
	Active Substance
	Product
	PTs
	Use controlled and limited to
	Start date
	Expiry date 
	Fees 
	Approach to Article 95
	Approach to exports/
imports  
	Contact Details

	[bookmark: _Toc37956462]Austria
	Article 55(1)?
Yes ☒
1. 
Notification:


2. National law(s):
Requires application. Example of application (in German) granted to Federal Economic Chamber (WKO) and its Members 
No ☐

		Ethanol, 
Propan-1-ol, 
Propan-2-ol 



	Products containing ethanol, Propan-1-ol and Propan-2-ol
	PT 1
PT 2
PT 4
	Licensed producers of disinfectants and producers of ethanol. 

In the example application companies need to be established in Austria
	19/03/2020
	31/08/2020
	12.000 €.
	Substance may be purchased from entities not listed on Article 95 List, provided they comply with the quality criteria set out in the exemption.

	
	Federal Ministry for Climate Action, Environment, Energy, Mobility, Innovation and Technology

biozide@bmk.gv.at 

	
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
See above.
No ☐
	Propan-2-ol
	WHO II Formulation
	PT 1
PT 2 
	For pharmacies only 
	12/03/2020
	31/08/2020
	
	
	
	

	
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
See above.
No ☐
	Propan-2-ol
	WHO II Formulation
	PT 1
PT 2
	For military pharmacies only 
	23/03/2020
	31/08/2020
	
	
	
	

	[bookmark: _Toc37956463]Belgium
	Article 55(1)?
Yes ☒
1. Notification:
Notification 2020/140/B to Commission dated 19 March 2020
2. National law(s):
Arrêté royal 18 March 2020 (in French and Dutch)
No ☐
	70% alcohol
	Following WHO formulations
	PT 1
	Pharmacists and pharmacists in hospitals




	20/03/2020
	
	Free
	
	
	Federal Public Service Health, Food Chain Safety and Environment - Directorate-General 5: Environment
covid19.gestautor@health.fgov.be

Head of unit of the biocide unit of the Federal Public Service Environment: 
covid19.gestautor@health.fgov.be  

	
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
Art. 21 of Arrêté royal 4 April 2019 (in French and Dutch)
No ☐
	Peracetic acid (CAS-nr. 79-21-0)
	ACIDOFOAM CF
Sopuroxid 3.2

Full list of temporary authorisations delivered in the context of the fight against Covid-19
	PT 2


	Derogations granted to applicants

Full list of authorisation holders for PT 2

See here for details on obtaining derogations
	22/03/2020
	18/09/2020
	Free
	 
	
	

	
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
See above.
No ☐
	Propan-2-ol (CAS-nr 67-63-0)
	Aero-Sense Alcohol Hand Gel 70%

Full list of temporary authorisations delivered in the context of the fight against Covid-19

	PT 1
	Derogations granted to applicants

Full list of authorisation holders for PT 1

See here for details on obtaining derogations
	25/03/2020
	21/09/2020
	Free
	
	
	

	
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
See above.
No ☐
	Propan-2-ol (CAS-nr 67-63-0)
	ALCANAF

Full list of temporary authorisations delivered in the context of the fight against Covid-19
	PT 1
	Derogations granted to applicants

Full list of authorisation holders for PT 1

See here for details on obtaining derogations
	26/03/2020
	22/09/2020
	Free
	
	
	

	
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
See above.
No ☐
	Propan-2-ol (CAS-nr 67-63-0)
	ALCOGEL

Full list of temporary authorisations delivered in the context of the fight against Covid-19
	PT 1
	Derogations granted to applicants

Full list of authorisation holders for PT 1

See here for details on obtaining derogations
	01/04/2020
	28/09/2020
	Free
	
	
	

	
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
See above.
No ☐
	Propan-2-ol (CAS-nr 67-63-0)
	ALCO-JETH 75 Gel

Full list of temporary authorisations delivered in the context of the fight against Covid-19
	PT 1
	Derogations granted to applicants

Full list of authorisation holders for PT 1

See here for details on obtaining derogations
	01/04/2020
	28/09/2020
	Free
	
	
	

	
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
See above.
No ☐
	Propan-2-ol (CAS-nr 67-63-0)
	ALCO-JETH 75 Liquid

Full list of temporary authorisations delivered in the context of the fight against Covid-19
	PT 1
	Derogations granted to applicants

Full list of authorisation holders for PT 1

See here for details on obtaining derogations
	01/04/2020
	28/09/2020
	Free
	
	
	

	
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
See above.
No ☐
	Hydrogen peroxide (CAS-nr. 7722-84-1)
Lactic acid (CAS-nr.79-33-4)
	Alphades

Full list of temporary authorisations delivered in the context of the fight against Covid-19
	PT 2
	Derogations granted to applicants

Full list of authorisation holders for PT 2

See here for details on obtaining derogations
	23/03/2020
	19/09/2020
	Free
	
	
	

	
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
See above.
No ☐
	Propan-2-ol (CAS-nr. 67-63-0)
	Autoactin

Full list of temporary authorisations delivered in the context of the fight against Covid-19
	PT 1
	Derogations granted to applicants

Full list of authorisation holders for PT 1

See here for details on obtaining derogations
	22/03/2020
	18/09/2020
	Free
	
	
	

	
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
See above.
No ☐
	Propan-2-ol (CAS-nr 67-63-0)
	Gel hydroalcoolique mains 75%

Full list of temporary authorisations delivered in the context of the fight against Covid-19
	PT 1
	Derogations granted to applicants

Full list of authorisation holders for PT 1

See here for details on obtaining derogations
	30/03/2020
	26/09/2020
	Free
	
	
	

	
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
See above.
No ☐
	Propan-2-ol (CAS-nr 67-63-0)
	HOLIS - spray hydro-alcoolique

Full list of temporary authorisations delivered in the context of the fight against Covid-19
	PT 1
	Derogations granted to applicants

Full list of authorisation holders for PT 1

See here for details on obtaining derogations
	16/03/2020
	12/09/2020
	Free
	
	
	

	
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
See above.
No ☐
	Hydrogen peroxide (CAS-nr. 7722-84-1)
Lactic acid (CAS-nr.79-33-4)
	Laquick Pro
Desinfectz Pro

Full list of temporary authorisations delivered in the context of the fight against Covid-19
	PT 2
	Derogations granted to applicants

Full list of authorisation holders for PT 2

See here for details on obtaining derogations
	23/03/2020
	19/09/2020
	Free
	
	
	

	
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
See above.
No ☐
	Propan-2-ol (CAS-nr 67-63-0)
	Nerta Manobac 100

Full list of temporary authorisations delivered in the context of the fight against Covid-19
	PT 1
	Derogations granted to applicants

Full list of authorisation holders for PT 1

See here for details on obtaining derogations
	27/03/2020
	23/09/2020
	Free
	
	
	

	
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
See above.
No ☐
	Propan-2-ol (CAS-nr. 67-63-0)
	Ontsmettingsmiddel oppervlakken – Vloeistof

Full list of temporary authorisations delivered in the context of the fight against Covid-19
	PT 2
	Derogations granted to applicants

Full list of authorisation holders for PT 2

See here for details on obtaining derogations
	26/03/2020
	22/09/2020
	Free
	
	
	

	
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
See above.
No ☐
	Peracetic acid (CAS-nr. 79-21-0)
	Phago’Sanit
Phago’Spore
Phago’Wipes spore

Full list of temporary authorisations delivered in the context of the fight against Covid-19
	PT 2
	Derogations granted to applicants

Full list of authorisation holders for PT 2

See here for details on obtaining derogations
	22/03/2020
	18/09/2020
	Free
	
	
	

	
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
See above.
No ☐
	Propan-1-ol (CAS-nr 71-23-8)
	Phytogel By HUCKERT'S sanitizer

Full list of temporary authorisations delivered in the context of the fight against Covid-19
	PT 1
	Derogations granted to applicants

Full list of authorisation holders for PT 1

See here for details on obtaining derogations
	27/03/2020
	23/09/2020
	Free
	
	
	

	
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
See above.
No ☐
	Propan-2-ol (CAS-nr 67-63-0)
	Protectol® schützt (I)

Full list of temporary authorisations delivered in the context of the fight against Covid-19
	PT 1
	Derogations granted to applicants

Full list of authorisation holders for PT 1

See here for details on obtaining derogations
	26/03/2020
	22/09/2020
	Free
	
	
	

	
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
See above.
No ☐
	Propan-2-ol (CAS-nr. 67-63-0)
	RADIA C 182

Full list of temporary authorisations delivered in the context of the fight against Covid-19

	PT 1
	Derogations granted to applicants

Full list of authorisation holders for PT 1

See here for details on obtaining derogations
	22/03/2020
	18/09/2020
	Free
	
	
	

	
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
See above.
No ☐
	Propan-2-ol (CAS-nr 67-63-0)
	SOLUTION HYDROALCOOLIQUE

Full list of temporary authorisations delivered in the context of the fight against Covid-19
	PT 1
	Derogations granted to applicants

Full list of authorisation holders for PT 1

See here for details on obtaining derogations
	01/04/2020
	28/09/2020
	Free
	
	
	

	
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
See above.
No ☐
	Propan-2-ol (CAS-nr 67-63-0)
	Solution hydroalcoolique désinfectante

Full list of temporary authorisations delivered in the context of the fight against Covid-19
	PT 1
	Derogations granted to applicants

Full list of authorisation holders for PT 1

See here for details on obtaining derogations
	26/03/2020
	22/09/2020
	Free
	
	
	

	
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
See above.
No ☐
	Propan-2-ol (CAS-nr 67-63-0)
	Solution hydroalcoolique recommandée par l’Organisation
mondiale de la Santé pour l’antisepsie des mains

Full list of temporary authorisations delivered in the context of the fight against Covid-19
	PT 1
	Derogations granted to applicants

Full list of authorisation holders for PT 1

See here for details on obtaining derogations
	29/03/2020
	25/09/2020
	Free
	
	
	

	
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
See above.
No ☐
	Propan-2-ol (CAS-nr 67-63-0)
	TueTous Alcogel

Full list of temporary authorisations delivered in the context of the fight against Covid-19
	PT 1
	Derogations granted to applicants

Full list of authorisation holders for PT 1

See here for details on obtaining derogations
	31/03/2020
	27/09/2020
	Free
	
	
	

	[bookmark: _Toc37956464]Bulgaria 
	Article 55(1)?
Yes ☒
1. Notification:
[Insert] 
2. National law(s):
[Insert]
No ☐
[Insert]
	WHO Formulation 1: Ethanol Glycerol Hydrogen peroxide
	ANTIBAK / АНТИБАК
	PT 1
	General public Professional users
	13/04/2020
	10/10/2020
	1890 BGN (circa € 1000)
	
	
	Ministry of Health
State Health Control Directorate

biocides@mh.government.bg 

+359 2 9301 214



	
	Article 55(1)?
Yes ☒☐
1.	Notification:
[Insert] 
2.	National law(s):
[Insert]
No ☐
[Insert]
	WHO Formulation 1: Ethanol Glycerol Hydrogen peroxide
	Primasept / Примасепт
	PT 1
	General public  Professional users
	06/04/2020
	03/10/2020
	1890 BGN (circa € 1000)
	
	
	

	[bookmark: _Toc37956465]Croatia
	Article 55(1)?
Yes ☒
1. 
[bookmark: _MON_1647780175]Notification:

(in Croatian) Nothing on circabc yet. 
2. National law(s):
Registration of biocidal products
3. 
No ☐
	Ethanol
	
	
	
	27/03/2020
Publication date of the notification document 
	01/09/2020
	
	Proof of Article 95 listing not required and substance may be purchased from entities not listed on Article 95 List
	
	Ministry of Health

biocidi@miz.hr 

+385 (1) 4607 555

Email address for application:
ekologija@hzjz.hr. 

	[bookmark: _Toc37956466]Cyprus
	Article 55(1)?
Yes ☐
1. Notification:
[Insert] 
2. National law(s):
[Insert]

No ☐
[Insert]
	
	
	
	
	
	
	
	
	
	Ministry of Agriculture, Natural Resources and Environment - Department of Agriculture

director@da.moa.gov.cy

+357 224 08 519

	[bookmark: _Toc37956467]Czech Republic
	Article 55(1)?
Yes ☐
1. Notification:
[Insert] 
2. National law(s):
3. [Insert]
No ☐
[Insert]
	Ethanol
Propan-2-ol 
	WHO formulations 1 and 2
	PT1
	
	
	
	
	
	Export restriction seems to be in place 
	Ministry of Health of the Czech Republic
Department of Strategy and Management of Public Health

biocidy@mzcr.cz

+4202 6708 2305

	[bookmark: _Toc37956468]Denmark
	Article 55(1)?
Yes ☒
1. 
[bookmark: _Hlk37163741]Notification:

· National law(s): Hand Disinfectant 17 March 2020
Hand disinfectant 22 March 2020Hand sprays 23 March 2020No ☐

	Propan-2-ol
	TUNAP Hånddesinfektionsmiddel
	PT 1
	All producers of hand sanitizer must still be registered in the Danish Product register or the The Danish Environmental Protection Agency.
	03/04/2020
	30/06/2020
	Derogation based on earlier assessments DKK 2.500

Derogation under Article 55(1) DKK
238.000
	The Danish Environmental Protection Agency ("EPA") can derogate from the demand that active substance suppliers need to be on the article 95 list. Substance may be purchased from entities not listed on Article 95 List , but the Danish EPA must be informed at biocides@mst.dk if the active substance does not come from a supplier on ECHA's Article 95 list until 30. June
	
	Danish Environmental Protection Agency (Miljøstyrelsen)
Ministry of Environment and Food of Denmark, the Department

biocideshelpdesk@mst.dk

+45 72 54 40 00
+45 22 34 95 89

	
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
[Insert]
No ☐
	Tartaric acid, Lactic acid Lavender
oil, Peppermint oil
	Uniblue UDF2/UDW2
	PT 2
PT 3
PT 4
	
	03/04/2020
	30/09/2020
	
	
	
	

	
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
[Insert]
No ☐
	Propan-2-ol
	WHO, formulation 2
	PT 1
	
	23/03/2020
	30/06/2020
	
	
	
	

	[bookmark: _Toc37956469]Estonia
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
[Insert]

No ☐
	Propan-2-ol
	WHO Formulation 2
	PT 1 
	
	27/03/2020
	01/05/2020
	
	
	
	Health Board
biotsiid@terviseamet.ee

KOOBiotsiid@terviseamet.ee

	
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
[Insert]
No ☐

	Ethanol
	Biocide containing ethanol
	PT 1
PT 2
PT 4
	
	19/03/2020
	01/05/2020
	
	“In order to secure the supply of disinfection product a temporary exemption form the BPR Article 95 for the making available on the market and use of the disinfectants containing ethanol have been granted in Estonia” Substance may be purchased from entities not listed on Article 95 List
	
	

	[bookmark: _Toc37956470]Finland
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
[Insert]
No ☐
	Hydrogen peroxide 3%
	OxiskinPlus
	PT 1
PT 2
	Products have to be registered in national register
	27/03/2020
	23/09/2020
	During normal times, the basic the basis fee is € 3000 (but they are now working on a hourly rate)
	No derogation from article 95, exceptionally substances may be purchased from entities not listed on Article 95 List until 31.7.2020, because of Coronavirus pandemia
	
	Finnish Safety and Chemicals Agency (TUKES) 
ca_biocides@tukes.fi
+358 50 597 6338

	[bookmark: _Toc37956471]France
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
Arrêté du 20 mars 2020 (modifying Arrêté du 13 mars 2020) and Arrêté du 6 mars 2020 (all in French)
No ☐
	Ethanol, Propan-2-ol
	3 products containing ethanol (WHO
formulation as well as 2 additional
formulations discussed with
manufacturers)
1 product containing isopropanol
(WHO formulation)
	PT 1
	Pharmacies: WHO Formulation I;

Industrial facilities (cosmetic and biocidal industries and installations classified for environmental protection subject to authorisation or registration): WHO Formulations I-II and or a fourth (ethanol based)
	06/03/2020
	31/05/2020
	
	Substance may be purchased from entities not listed on Article 95 List, but the derogations contain source-specifications (see: Arrêté du 20 mars 2020)
	
	Ministère de l'écologie, du développement durable et de l'énergie

biocides@developpement-durable.gouv.fr

+33(0)140 81 87 00

	[bookmark: _Toc37956472]Germany
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
Allgemeinverfühung vom 04.03.2020 (in German)
No ☐
	Propan-2-ol
	WHO Formulation 2; 70% (v/v)
Propan-2-ol in aqueous solution
	PT 1
	Only pharmacies and pharmaceutical industry
	04/03/2020
	31/08/2020
	
	Substance may be purchased from entities not listed on Article 95 List (see German FAQs in German)
	Importers need to be part of chemical / pharmaceutical industry (see German FAQs in German)
	Bundesanstalt für Arbeitsschutz und Arbeitsmedizin Bundesstelle Chemikalien / Zulassung Biozide (Federal Institute for Occupational Safety and Health)
chemg@baua.bund.de
+49 231 9071 2443
+49 231 9071 2326
+49 231 9071 2518

	
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
Allgemeinverfügung vom 20.03.2020 wird durch Allgemeinverfügung vom 09. April aktualisiert


Aktenzeichen 5.0- 710 30/01.00003 (Fassung vom 15.April 2020)


(in German)
No ☐
	Propan-2-ol; Propan-1-ol; Ethanol


	Products for hygienic hand
disinfection
	PT 1
	Pharmacies, pharmaceutical and chemical industry and legal entities under public law, only to be distributed to professional users

(specific rules and conditions apply for ethanol)
	13/03/2020
	06/10/2020
	
	See above.
	See above.
	

	
	Article 55(1)?
Yes ☒
3. Notification:
Nothing on circabc yet
4. National law(s):
Allgemeinverfügung vom 02.04.2020 (in German)
No ☐
	Ethanol; Natriumhypochlorit; Chloramin-T
	Surface disinfection
	PT 2
	Use by professional users

(specific rules and conditions apply for ethanol)
	02/04/2020
	30/09/2020
	
	See above.
	See above.
	

	
	Article 55(1)?
Yes ☒

1.Notification:

2.National law(s):
No ☐
	Other ethanol based 
	Disinfection
	
	Specific rules and conditions apply for ethanol, for conditions see German FAQs (in German)
	[Insert]
	[Insert]
	
	
	
	

	
	Article 55(1)?
Yes ☒
1.Notification:




2.National law(s):
No ☐
	2,2’ - (1-methyltrimethylenedioxy)bis - (4-methyl-1, 3, 2- dioxaborinane) (CAS-Nr.: 2665-13- 6) and 
2. 2,2’ - oxybis (4, 4, 6 - trimethyl1,3, 2-dioxaborinane) (CAS-Nr.: 14697-50-8)
	Biobor JF
	PT 6
	Professional
	07/04/2020
	04/10/2020
	
	
	
	

	[bookmark: _Toc37956473]Greece
	Article 55(1)?
Yes ☐
1. Notification:
[Insert] 
2. National law(s):
A ministerial decree issued on 24/3
No ☐
[Insert]
	
	According to WHO specifications
	PT 1
	pharmaceutical and cosmetic industries


	
	
	
	Derogation foreseen


Substance may be purchased from entities not listed on Article 95 List
	Imports of alcohols ex third countries is permitted
Only for ethanol imports


	Ministry of Rural Development and Food General Directorate of Plant Produce

syg057@minagric.gr
elhelpdesk@gcsl.gr
biocides@eof.gr


+30 210 928 72 19+30 210 64 79 286 
+30 210 64 79 287
+30 213 2040 200


	[bookmark: _Toc37956474]Hungary
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
[Insert]
No ☐
[Insert]
	Ethanol, Propan-2-ol, Sodium hypochlorite, ADBAC, DDAC, glutaraldehyde
	According to WHO specifications
WHO formulations, products in line with ECDC recommendationsand production permits for previously authorised formulations under the scope of transitional measures
	PT 1 
PT 2
	General public, professional, industrial
	16/03/2020
	31/08/2020
	
	
	
	National Public Health Center,
Department for Chemical Safety and Competent Authorities

biocide.authority@nnk.gov.hu
biocide.helpdesk@nnk.gov.hu
tisztifoorvos@nnk.gov.hu
kembizt@nnk.gov.hu


+36 1 476 1100

	[bookmark: _Toc37956475]Ireland
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
[Insert]
No ☐
	Propan-1-ol, propan-2-ol
	Propan-1-ol and propan-2-ol
containing products
	PT 1
	Individual application for derogation necessary 
	20/03/2020
	16/09/2020
	€300
	
	
	Pesticide Registration and Control Divisions
Department of Agriculture, Food and the Marine

Biocide-Authorisations@agriculture.gov.ie

+353 1 615 7552

	[bookmark: _Toc37956476]Italy
	Article 55(1)?
Yes ☐
No ☒ 
National laws:
”Presidi Medico-Chirurgici” (PMC) of 19 March 2020 (also see Authorization procedures for the Marketing and Production of Disinfectant Products in Italy by Ministero della Salute)
	Active substances currently under evaluation (not yet approved) 
	All products that claim a disinfectant, bactericidal, virucidal action or any action able to fight microorganisms
	PT 1 
PT 2
	Individual application for derogation necessary, submitting documents relating to:
- active substance supplier,
- product
efficacy study (EN 14476)[footnoteRef:1], [1:  	It is not necessary to submit efficacy study in case of: (i) products with composition similar to the formulations recommended by ECDC and/or WHO; (ii) products already authorized in other Member States and for which virucidal efficacy has been assessed (provide a copy of product authorization granted by a Member State that assessed the product efficacy) (iii) products for which efficacy can be deduced by the composition (provide justification)] 

- technical data sheet, 
- full composition and product label proposal that
will show the following indication:"Exemption authorization pursuant to art. 55.1 BPR "

Submission to be made to:
dgfdm@postacert.sanita.it  or to the helpdesk at: biocidi@sanita.it , with
indication of the object: “Covid Emergency-19 - Request for authorization in derogation pursuant to art. 55 BPR”
	
	
	Fees applicable, [Insert]
	Substance may not be purchased from entities not listed on Article 95 List 
	
	Istituto Superiore di Sanità

segreteria.biocidi@iss.it

+39 06 4990 3192


According to the Commission Notification:

Ministero della salute
Direzione generale dei dispositivi medici e del servizio farmaceutico

dgfdm@postacert.sanita.it 

biocidi@sanita.it 

	
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
see above
No ☐
	Propan-1-ol;
Propan-2-ol
	HOLLUDES PROMANO GEL
	PT 1 

	Derogations granted to applicants
	08/04/2020
	05/10/2020
	
	
	
	

	
	Article 55(1)?
Yes ☒
3. 
Notification:

4. National law(s):
see above 
5. No ☐
	Propan-1-ol;
Propan-2-ol
	HOLLUDES PROMANO MED
	PT1
	Derogations granted to applicants
	08/04/2020
	05/10/2020
	
	
	
	

	
	Article 55(1)?
Yes ☒☐
1.	Notification:
[Insert] 
2.	National law(s): see above

	Propan-2-ol Hydrogen peroxide
	Preparato disinfettante ad azione antimicrobica per frizione igienica delle mani (i.e. hands disinfectant)
	PT 1
	Professional
	15/04/2020
	12/10/2020
	Free
	
	
	

	[bookmark: _Toc37956477]Latvia
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
Order of Latvian Environment Geology and Meteorology Centre (LEGMC) of 19 March 2020
No ☐
	Ethanol
	WHO I Formulation
	PT 1
	Pharmacies only 
	19/03/2020
	14/09/2020
	
	Substance may not be purchased from entities not listed on Article 95 List
	
	Latvian Environment, Geology and Meteorology Centre

biocides@lvgmc.lv

+371 67 032 600

	[bookmark: _Toc37956478]Lithuania
	Article 55(1)?
Yes ☐
1. Notification:
Nothing on circabc yet [Insert] 
2. National law(s):
[Insert]
No ☐
[Insert]
	Ethanol
	WHO Formulation I
	PT 1 
	

	
	
	
	
	
	Vilnius Public Health Centre Public health safety division Biocides and chemicals evaluation subdivision

info@nvsc.lt

+370 5 212 4098

	[bookmark: _Toc37956479]Luxembourg
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
[Insert]
No ☐
	Ethanol
Propan-2-ol
	WHO Formulation I and II
	PT 1
	Distribution of products only through pharmacies
	26/03/2020
	15/09/2020
	
	
	
	Administration de l'environnement Unité substances chimiques et produits Biocides

biocides@aev.etat.lu

+352 40 56 56 300

	
	Article 55(1)?
Yes ☒
1.	Notification:
 
2.	National law(s):
[Insert]
No ☐
	Ethanol
	WHO Formulation I

Difrulux- formulation 6075 

Difrulux- WHO Typ I formulation 

Difrulux- formulation 6098875
	PT 1
	General public Professional user
	06/04/2020
	03/10/2020
	
	
	
	

	
	Article 55(1)?
Yes ☒
1.	Notification:
 
2.	National law(s):
[Insert]
No ☐
	Ethanol
	WHO Formulation I

Robhydral L-28464
	PT 1
	General public Professional user
	09/04/2020
	06/10/2020
	
	
	
	

	
	Article 55(1)?
Yes ☒
1.	Notification:
 
2.	National law(s):
[Insert]
No ☐
	Ethanol
Propan-2-ol
	WHO Formulation II

Robhydral L-28460
	PT 1
	General public Professional user
	09/04/2020
	06/10/2020
	
	
	
	

	[bookmark: _Toc37956480]Malta
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
[Insert]
No ☐
	Ethanol, Propan-2-ole
	Handex Hand Sanitizer Refreshing Gel
	PT 1
	Alcohol based products which do not contain impurities or components classified as carcinogenic category 1. 
	15/03/2020
	15/06/2020
	€100
	Substance may not be purchased from entities not listed on Article 95 List
	
	Malta Competition and Consumer Affairs Authority

biocides@mccaa.org.mt

+356 2395 2000

	[bookmark: _Toc37956481]Netherlands
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
Tijdelijke vrijstelling handdesinfectie WHO-formuleringen COVID-19 2020 (in Dutch)
No ☐
	Ethanol
Glycerol
Propan-2-ol
	Products for hand disinfection

	PT 1
	Formulated by the Laboratory of
Pharmacists in The Netherlands
(LNA) and only to be distributed to and used by professional users in the healthcare sector 
	10/03/2020
	05/09/2020
	
	
	
	College voor de toelating van Gewasbeschermingsmiddelen en Biociden - CtGB 
biocides@ctgb.nl
+31 317 471 810

Contact details in Article 55(1) notification:

Ministry of Infrastructure and Water Management (RIVM)

Biociden_NL@minienw.nl

	
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
[Insert]
No ☐
	Products with at least one of the
following active substances:
• Alcohols (minimum 70%);
• Hydrogen peroxide
(minimum 0,5%); and
• Sodium Hypochlorite
(minimum 0,1%).
	Products authorised under Dutch
National Law or the BPR, for hygienic hand disinfection (without a virucidal claim)
	PT 1 
	Formulated by the Laboratory of
Pharmacists in The Netherlands
(LNA)
	14/03/2020
	09/09/2020
	
	
	
	

	
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
[Insert]
No ☐

	Biocides contain at least one of the
following substances:
• Alcohols (minimum 70%);
• Sodium Hypochlorite
(minimum 0,025% active
Chlorine); and
• Sodium Dichloro
Isocyanurate
(in a user concentration of
minimum 1.000 ppm active
Chlorine).
	Products authorised under Dutch
National Law or the BPR, without a
virucidal claim, for disinfection of
surfaces in healthcare, cosmetic or
pharmaceutical industry or for use
in spaces for human residence.
	PT 2
	For professional healthcare only
	25/03/2020
	20/09/2020
	
	
	
	

	
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s): see above

No ☐
	Formulation 1:
Ethanol
Glycerol
Hydrogen peroxide
Formulation 2:
Propan-2-ol
Glycerol
Hydrogen peroxide
	WHO-recommended formulations
for hygienic hand disinfection
(formulations Ethanol and Propan2-ol)
	PT 1
	For professional healthcare only
	17/03/2020
	10/09/2020
	
	
	
	

	
	Article 55(1)?
Yes ☒
1.	Notification:
 
2.	National law(s):
[Insert]
No ☐
	The disinfectants contain at least one of the following active substances Ethanol Propan-1-olPropan-2-ol Hydroxen peroxide (only PT1) Sodium hypochlorite Sodium dichloro isocyanurate (only PT2)
	Products for disinfection that are authorized to the Dutch market under Dutch National Law, the BPR (except for Union Authorisations) against viruses (including SARSCoV-2), for the disinfection of hands (PT1) or surfaces in the healthcare sector (PT2), and the products that are temporarily released for the disinfection of hands and surfaces in the health care sector under the Temporary exemptions for hand disinfection and the disinfection surfaces
	PT 1
PT 2
	Professional user in healthcare
	03/04/2020
	29/09/2020
	
	
	
	

	[bookmark: _Toc37956482]Poland
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
Registration under national procedure
No ☐
	Ethanol
Propan-2-ol
Combination of active substances
	Biocides with the active
substances
	PT 1
PT 2
PT 4
	 
	10/03/2020
	31/10/2020
	
	
	Export restriction seems to be in place 
	Office for Registration of Medicinal Products, Medical Devices and Biocidal Products
Biocidal Products Assessment Unit

biocides@urpl.gov.pl

pb@urpl.gov.pl 

+48 22 49 20 900

	[bookmark: _Toc37956483]Portugal
	Article 55(1)?
Yes ☐
1. Notification:
Nothing on circabc yet
2. National law(s):
[Insert]
No ☐
[Insert]
	Approved active substances: isopropanol, Propan-1-ol, sodium hypochlorite


	
	PT 1, 2, 3
	Existing notifications (before approval of the active substances) remain valid until potential centralization of the applications at EU level.
Companies that did not submit previous notification will have to apply for an authorization in accordance with article 55(1)..
	
	
	
	
	
	Direção-Geral da Saúde (DGS)

geral@dgs.pt

+351 218 430 500

	
	
	Active substances not yet approved at European level (e.g.: ethanol) 


	Disinfectant biocidal products
	TP1, 2, 4
	For this kind of products, the national rules oblige companies to notify the authorities, which is a simpler procedure (when compared to BPR authorizations). In normal situations, these notifications are submitted to the Authorities in a paper format, with certified signature and sent by registered mail. During this period of crisis, as a derogation from this normal procedure, the authorities accept these notifications by e-mail.

	
	
	
	
	
	

	[bookmark: _Toc37956484]Romania
	Article 55(1)?
Yes ☐
3. Notification:
Nothing on circabc yet
1. National law(s):
Article 10 of Military Ordinance no. 4
No ☐
	
	
	
	Only punctually to biocidal industries that have a solid experience 
	
	
	
	
	Export restriction seems to be in place [Insert]
	Ministry of Health
National Committee for Biocidal Products

biocide@insp.gov.ro

+40 21 311 86 20

Information from Ministry:
'Article 10 - (1) during the state of emergency, the Center for Medical-Military Scientific Research, the Center for Scientific Research on Defense, CBRN1 and Ecology, the Research Agency for Military Technical and Technology and the national Institute for Research on Medical-Military Development "Cantacuzino" shall be authorized for the approval/authorization of materials, components, Medical equipment and devices necessary for the prevention and control of spread, as well as for the treatment of SAR-CoV-2 virus infection and biocids respectively.’ 

	[bookmark: _Toc37956485]Slovak Republic
	Article 55(1)?
Yes ☒
1. Notification:
no pdf available yet
2. National law(s):
[Insert]
No ☐
[Insert]
	Ethanol 

Isopropanol
Peracetic acid
Hydrogen peroxide


	Klercide 70/30 IPA 
Klercide Sporicidal Low Residue Peroxide 
Klercide Sporicidal Enhanced Peroxide 
INCIDIN OXYFOAM S 
DrySan Oxy 
Ozonit Super
Ozonit PERformance 
Hyg-dez surface
Fortea VIRUS KILLER
Lactosan HPX 2,5% 
DusIPA
DusIPA G
DEZIX Dezinfekčný prípravok na ruky s izopropylalkoholom
CHLÓRNAN SODNÝ C19
	1, 2, 4
	Obligation to collect and keep records of sale volumes, customer identifications etc. in the whole supply chain, lies with the decision holder
	
	
	free
	Article 95 applies
	
	Ministry of Economy of the Slovak Republic

Centre for Chemical Substances and Preparations
Biocides Unit

biocides@mhsr.sk

+4212 4854 4513
+421 907 957 583 



	[bookmark: _Toc37956486]Slovenia
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
[Insert]
No ☐
	Propan-2-ol, 
Hydrogen peroxide
Propan-2-ol
	HAND SANITIZER
STELLA izopropilni alkohol 70 %
	PT 1
PT 2
	PT1 for use in health and other institutions by professional users 

PT 2 for use by general public and professional users
	30/03/2020
	26/09/2020
	
	Substance may be purchased from entities not listed on Article 95 List
	
	Chemicals Office of the Republic of Slovenia, Ministry of Health

gp-ursk.mz@gov.si

+386 1 400 6051

	
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
[Insert]
No ☐
	Propan-2-ol
	70% Izopropanol
	PT 2
	Derogation granted to one pharmaceutical company to donate product for use in health and other public institutions, in units of Armed Forces, Policy and Administration and economic operators.
	26/03/2020
	22/09/2020
	
	
	
	

	[bookmark: _Toc37956487]Spain
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
Real Decreto 463/2020 and Notice to producers of 24 March 2020 (both in Spanish)
No ☐
	- Propan-1-ol
- Propan-2-ol
	Biocides containing the active
substances. 
	PT 1
PT 2
PT 4
	Non-professional user (general public) Professional user Trained professional 
- 
	24/03/2020
	24/09/2020
	
	Derogation from Article 95 in place. Substance may be purchased from entities not listed on Article 95 List, but sources have to be notified to the authorities


Information to submitted to the authority: the commercial name of the product, composition, information on safety requirements, contact information of the firm, registration number of the product in other member states where they are commercialized, purity of active substance, identification of relevant impurities and method of analysis for a.s.

If a dossier has been already submitted for national authorization, the Spanish authority does not allow to switch the claim to Article 55(1) BPR.

Authorities claim the lack of a fast track procedure for surface disinfectants
	
	Ministry of Health
sgsasl@mscbs.es
+34 91 5962085

	
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s): the above Real Decreto and
Notice to producers of 31 March 2020 
No ☐

	Active chlorine released
from sodium hypochlorite
(CAS number: 7681-52-9)
	Biocides containing the active
substances 
	PT 2
PT 4
	Non-professional user (general public) Professional user Trained professional 
	31/03/2020
	01/10/2020
	
	See above
	
	

	
	Article 55(1)?
Yes ☐
1. Notification:
Nothing on circabc yet
2. National law(s):
the above Real Decreto and Notice to producers of 27 March 2020 (both in Spanish)
No ☐

	Concerns active substances undergoing evaluation:
-Cloruro de C12-16-alquildimetilbencilamonio (ADBAC/BKC (C12-16))
-Cloruro de C12-18-alquildimetilbencilamonio (ADBAC (C12-18))
-Cloruro de C12-14-alquildimetilbencilamonio (ADBAC (C12-14))
-Cloruro de C12-14-alquiletilbencilamonio (ADEBAC (C12-14))
-Cloruro de didecildimetilamonio (DDAC (C8-10))
-Cloruro de didecildimetilamonio (DDAC)
-Cloruro de dimetiloctadecil[3-(trimetoxisilil)propil]amonio
	
	PT 2, 4
	
	
	
	
	
 See above
	
	

	
	Article 55(1)?
Yes ☐
1. Notification:
Nothing on circabc yet
No ☒
2. National law(s):
Procedural instructions for TP1 products containing ethanol (in Spanish) 

	Ethanol 
	
	TP1 
	Only applies to producers that had been previously authorized to commercialize products containing ethanol before.

.
	
	
	
	Producers should, after the payment of a fee, submit to the AEMPS at biocidas-aemps@aemps.es, an application containing the data listed here.

The authorizations are granted for three months and producers can request an extension within 15 days before the expiry date. 
	
	

	
	Article 55(1)?
Yes ☐
1. Notification:
Nothing on circabc yet
No ☒
1. National law(s):
Orden SND/321/2020, de 3 de abril (in Spanish) 
	Use of bioethanol in the composition of such products for a period corresponding to the implementation period of Royal Decree 463/2020. 
For such uses, the bioethanol must comply with the following conditions: 
– Metanol < 200 ppm (V/V).
– Acetaldehído < 10 ppm (V/V).
– Benceno < 2 ppm (V/V).
– Total, de otras impurezas < 300 ppm.

The total mix of carcinogenic components must be <0,1%.

	Hand disinfectant
	PT 1
	
	
	
	
	
	
	

	[bookmark: _Toc37956488]Sweden
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
Beslut om dispens 20 March 2020  (in Swedish)
No ☐
	Propan-1-ol
Propan-2-ol
	Disinfectants containing 1- or 2-
propanol
	PT 1-4
	Sale to general public only though pharmacies or grocery stores 
	20/03/2020
	16/09/2020
	SEK 15.000 (around EUR 1.347)
	Until 30 June, the Swedish Chemicals Agency accepts manufacturing and selling of disinfectants without the suppliers being on the Article 95 List

Until the 30 April, the Swedish Chemicals Agency accepts labelling also in English, Danish, and Norwegian
	
	Swedish Chemicals Agency

kemi@kemi.se

+46 8 519 41100

	
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
Beslut om dispens 20 March 2020
No ☐
	Active chlorine generated from
sodium chloride by electrolysis
Active chlorine released from
hypochlorous acid
	Disinfectants containing
- Active chlorine generated
from sodium chloride by
electrolysis
or
- Active chlorine released from hypochlorous acid
	PT 1
	Sale to general public only though pharmacies or grocery stores
	20/03/2020
	16/09/2020
	SEK 15.000 (around EUR 1.347)
	See above 
	
	

	
	Article 55(1)?
Yes ☒
1. 
Notification:

2. National law(s):
Beslut om dispens 20 March 2020
No ☐
	-Hydrogen Peroxide
-Active chlorine released
from sodium hypochlorite
	Disinfectants containing
- Hydrogen Peroxide
or
- Active chlorine released
from sodium hypochlorite
	PT 1-4
	Sale to general public only though pharmacies or grocery stores
	23/03/2020
	19/09/2020
	SEK 15.000 (around EUR 1.347)
	See above 
	
	

	
	Article 55(1)?
Yes ☐
3. Notification:
4. National law(s):
No ☒ 
See KEMI FAQ
	Ethanol
	
	
	
	
	
	SEK 15.000 (around EUR 1.347)
	See above 
	
	

	[bookmark: _Toc37956489]United Kingdom
	Article 55(1)?
Yes ☐
1. Notification:
2. National law(s):
No ☒
Also see HSE FAQ

	Ethanol: Transitional rules, no authorization required (see HSE FAQ)
	
	
	
	
	
	
	HSE will adopt a pragmatic and proportionate approach to regulatory requirements that relate to supply chain obligations during this period. The focus of any HSE activity by inspectors will be to ensure that products on the market are effective in combating the coronavirus and do not pose an unacceptable risk to people or the environment. 

HSE expects product manufacturers to take all reasonable steps to source ingredients in such a way that compliest with Article 95 obligations.

However, HSE Inspectors will take a sensible and proportionate approach if they come across hand sanitisers that are not strictly in line with normal BPR supply chain requirements under Article 95, recognising the urgent wider need for safe and effective products.

In making commercial decisions, manufacturers need to be mindful of maintaining high levels of safety and efficacy of the products they make available to the public and others.
	
	Health and Safety Executive (HSE)
pa.biocides@hse.gov.uk

	
	Article 55(1)?
Yes ☒
3. 
Notification:

4. National law(s):
[Insert]
Also see HSE FAQ
No ☐
	Propan-2-ol


	WHO-recommended handrub Formulation 2 (Propan-2-ol)
	PT 1
	Companies must notify HSE to obtain derogation certificate:

biocidesenquiries@hse.gov.uk  using ‘Propan-2-ol Article 55’ as the subject title


	30/03/2020
	25/09/2020
	
	See above.












	
	

	Non-EU Member States

	[bookmark: _Toc37956490]Iceland (EEA)
	Article 55(1)?
Yes ☐
1. Notification:
[Insert] 
2. National law(s):
[Insert]
No ☐
[Insert]
	
	
	
	
	
	
	EUR 500
	
	
	Environment and Food Agency of Iceland

ust@ust.is

+354 591 2000

	[bookmark: _Toc37956491]Liechtenstein (EEA)
	Article 55(1)?
Yes ☐
1. Notification:
[Insert] 
2. National law(s):
[Insert]
No ☐
[Insert]
	
	
	
	
	
	
	
	
	
	

	[bookmark: _Toc37956492]Norway (EEA)
	Article 55(1)?
Yes ☐
3. Notification:
[Insert] 
4. National law(s):
[Insert]

No ☐
[Insert]
	Norway is currently considering certain general derogations for disinfectants in PT 1,2 and 4 containing ethanol, propan-1-ol og propan-2-ol. They will update our webpages with further information as soon as a formal decision is made.
	
	
	
	
	
	
	
	
	Norwegian Environment Agency

biocides@miljodir.no

+47 735 80500

	[bookmark: _Toc37956493]Switzerland(EFTA)
	1. National law(s):
Ordinance 1 August 2005 and 
Décision 28 February 2020
	70 à 80 % d’éthanol [No CAS 64-17-5], ou
– 60 à 80 % de 1-propanol [No CAS 71-23-8], ou
– 60 à 80 % de 2-propanol [No CAS Nr. 67-63-0], ou
– 60 à 80 % d’un mélange des alcools précités, et
– ≤ 0,5 % d’autres adjuvants tels que parfum, colorants ou glycérine, et
– ≤ 2 % de méthyléthylcétone, ou
– ≤ 5 % de 2-propanol comme agent dénaturant, et
– x %3 d’eau.
	
	PT 1, 2, 4
	
	
	31/08/2020
	
	Derogation from Article 95 possible. Substance may be purchased from entities not listed on Article 95 List, but need to be notified to authorities (authorization certificate will be issued if agreed)
	
	Notification Authority for Chemicals

cheminfo@bag.admin.ch

+41 58 462 73 05

	[bookmark: _Toc37956494]Montenegro (Candidate)
	1. National law(s):
[Insert]
	
	
	
	
	
	
	
	
	
	

	[bookmark: _Toc37956495]Turkey (Candidate)
	1. National law(s):
Turkish Ministry of Health, 23th March 2020 and new regulation or amendment to dated 31.12.2009/ 27449 numbered official gazette as well as Art 15 of Turkish Biocidal regulation. Decree (dated 19.3.2020). 

Issues a 3-months-valid transitional approval certificate (stability and efficiency tests must be submitted within 1 month otherwise this approval will be revoked). 

Authorities implemented an accelerated registration program for disinfectant, hygienic and antibacterial cleaners. 

Formerly, registration took min. 6 months while it is now provided in 2 to 3 weeks (but the related authorizations are valid for 3 months)
In Turkey there is not the opportunity to use non-approved ingredients in the formulation.
	
	
	
	
	
	
	
	
	
	


[bookmark: Verdatum]
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NOTIFICATION OF DEROGATION PURSUANT TO ARTICLE 55(1) OF REGULATION (EU) NO 


528/2012 


 Notifying Member State1   


Belgium  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Federal Public Service 


Health, Food chain safety and 


Environment 


covid19.gestautor@health.fgov.be 


 


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


0 


 Product name 


Protectol® schützt (I) 


 Product type 


PT 1  


 Active substance(s) 


Propan-2-ol (CAS-nr 67-63-0) 


 Target organism(s) 


SARS-CoV-2 


 User category 


General public 


Professional user 


 Starting date of the action based on Art. 55 (1) of the BPR 


26/03/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


22/09/2020  


 


 Description of danger the derogation is intended to address 


                                                 


 







 danger to public health 


The wide spread of the SARS-CoV-2 Coronavirus has led to a shortage of 


disinfectants in Belgium. Disinfection products have become virtually unavailable 


in pharmacies and drugstore.  


In Belgium, alcohol based products are the most commonly used for disinfection 


products. However, because of the high demand stocks of alcohol based products 


have decreased dramatically and a sufficient supply cannot longer be guaranteed 


over a longer period of time. 


It should be noted that the number of people in Belgium diagnosed with SARS-


CoV-2 infection is rapidly increasing. As a consequence of this development we 


expect a further grow of the demand for disinfectants for which shortage has been 


already notified. 


In order to secure the supply of disinfecting products a temporary exemption for the 


making available on the market and use of Protectol® schützt (I) product for hand-


disinfection has been granted. 


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Belgium 


 Absence of any other means to contain the danger 


Because of the high demand most of the products for hand disinfectants have been 


sold out. Belgium is facing a shortage of disinfectant product that have been 


identified as essential to prevent SARS-Cov-2 spread. 


 Limited and controlled use 
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Art 55(1)_Coronavirus emergency derogation_BE_RADIA C 182 .pdf


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


528/2012 


 Notifying Member State1   


Belgium  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Federal Public Service 


Health, Food chain safety and 


Environment 


 


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


0 


 Product name 


RADIA C 182 


 Product type 


PT 1  


 Active substance(s) 


Propan-2-ol  (CAS-nr. 67-63-0) 


 Target organism(s) 


SARS-CoV-2 


 User category 


General public 


Professional user 


 Starting date of the action based on Art. 55 (1) of the BPR 


22/03/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


18/09/2020  


 


 Description of danger the derogation is intended to address 


                                                 


 







 danger to public health 


The wide spread of the SARS-CoV-2 Coronavirus has led to a shortage of 


disinfectants in Belgium. Disinfection products have become virtually unavailable 


in pharmacies and drugstore.  


In Belgium, alcohol based products are the most commonly used for disinfection 


products. However, because of the high demand stocks of alcohol based products 


have decreased dramatically and a sufficient supply cannot longer be guaranteed 


over a longer period of time. 


It should be noted that the number of people in Belgium diagnosed with SARS-


CoV-2 infection is rapidly increasing. As a consequence of this development we 


expect a further grow of the demand for disinfectants for which shortage has been 


already notified. 


In order to secure the supply of disinfecting products a temporary exemption for the 


making available on the market and use of RADIA C 182 product for hand-


disinfection has been granted.  


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Belgium 


 Absence of any other means to contain the danger 


Because of the high demand most of the products for hand disinfectants have been 


sold out. Belgium is facing a shortage of disinfectant product that have been 


identified as essential to prevent SARS-Cov-2 spread.  


 Limited and controlled use 
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Art 55(1)_Coronavirus emergency derogation_BE_SOLUTION HYDROALCOOLIQUE.pdf


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


528/2012 


 Notifying Member State1   


Belgium  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Federal Public Service 


Health, Food chain safety and 


Environment 


covid19.gestautor@health.fgov.be 


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


0 


 Product name 


SOLUTION HYDROALCOOLIQUE 


 Product type 


PT 1  


 Active substance(s) 


Propan-2-ol (CAS-nr 67-63-0) 


 Target organism(s) 


SARS-CoV-2 


 User category 


General public 


Professional user 


 Starting date of the action based on Art. 55 (1) of the BPR 


01/04/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


28/09/2020  


 


 Description of danger the derogation is intended to address 


                                                 


 







 danger to public health 


The wide spread of the SARS-CoV-2 Coronavirus has led to a shortage of 


disinfectants in Belgium. Disinfection products have become virtually unavailable 


in pharmacies and drugstore.  


In Belgium, alcohol based products are the most commonly used for disinfection 


products. However, because of the high demand stocks of alcohol based products 


have decreased dramatically and a sufficient supply cannot longer be guaranteed 


over a longer period of time. 


It should be noted that the number of people in Belgium diagnosed with SARS-


CoV-2 infection is rapidly increasing. As a consequence of this development we 


expect a further grow of the demand for disinfectants for which shortage has been 


already notified. 


In order to secure the supply of disinfecting products a temporary exemption for the 


making available on the market and use of SOLUTION HYDROALCOOLIQUE 


product for hand-disinfection has been granted. 


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Belgium 


 Absence of any other means to contain the danger 


Because of the high demand most of the products for hand disinfectants have been 


sold out. Belgium is facing a shortage of disinfectant product that have been 


identified as essential to prevent SARS-Cov-2 spread. 


 Limited and controlled use 
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NOTIFICATION OF DEROGATION PURSUANT TO ARTICLE 55(1) OF REGULATION (EU) NO 


528/2012 


 Notifying Member State1   


Belgium  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Federal Public Service 


Health, Food chain safety and 


Environment 


covid19.gestautor@health.fgov.be 


 


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


0 


 Product name 


Solution hydroalcoolique désinfectante 


 Product type 


PT 1  


 Active substance(s) 


Propan-2-ol (CAS-nr 67-63-0) 


 Target organism(s) 


SARS-CoV-2 


 User category 


General public 


Professional user 


 Starting date of the action based on Art. 55 (1) of the BPR 


26/03/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


22/09/2020  


 


 Description of danger the derogation is intended to address 


                                                 


 







 danger to public health 


The wide spread of the SARS-CoV-2 Coronavirus has led to a shortage of 


disinfectants in Belgium. Disinfection products have become virtually unavailable 


in pharmacies and drugstore.  


In Belgium, alcohol based products are the most commonly used for disinfection 


products. However, because of the high demand stocks of alcohol based products 


have decreased dramatically and a sufficient supply cannot longer be guaranteed 


over a longer period of time. 


It should be noted that the number of people in Belgium diagnosed with SARS-


CoV-2 infection is rapidly increasing. As a consequence of this development we 


expect a further grow of the demand for disinfectants for which shortage has been 


already notified. 


In order to secure the supply of disinfecting products a temporary exemption for the 


making available on the market and use of Solution hydroalcoolique désinfectante 


product for hand-disinfection has been granted. 


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Belgium 


 Absence of any other means to contain the danger 


Because of the high demand most of the products for hand disinfectants have been 


sold out. Belgium is facing a shortage of disinfectant product that have been 


identified as essential to prevent SARS-Cov-2 spread. 


 Limited and controlled use 
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Art 55(1)_Coronavirus emergency derogation_BE_Solution hydroalcoolique recommandée par l’OMS.pdf


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


528/2012 


 Notifying Member State1   


Belgium  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Federal Public Service 


Health, Food chain safety and 


Environment 


covid19.gestautor@health.fgov.be 


 


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


0 


 Product name 


Solution hydroalcoolique recommandée par l’Organisation 


mondiale de la Santé pour l’antisepsie des mains 


 Product type 


PT 1  


 Active substance(s) 


Propan-2-ol (CAS-nr 67-63-0) 


 Target organism(s) 


SARS-CoV-2 


 User category 


General public 


Professional user 


 Starting date of the action based on Art. 55 (1) of the BPR 


29/03/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


25/09/2020  


 


                                                 


 







 Description of danger the derogation is intended to address 


 danger to public health 


The wide spread of the SARS-CoV-2 Coronavirus has led to a shortage of 


disinfectants in Belgium. Disinfection products have become virtually unavailable 


in pharmacies and drugstore.  


In Belgium, alcohol based products are the most commonly used for disinfection 


products. However, because of the high demand stocks of alcohol based products 


have decreased dramatically and a sufficient supply cannot longer be guaranteed 


over a longer period of time. 


It should be noted that the number of people in Belgium diagnosed with SARS-


CoV-2 infection is rapidly increasing. As a consequence of this development we 


expect a further grow of the demand for disinfectants for which shortage has been 


already notified. 


In order to secure the supply of disinfecting products a temporary exemption for the 


making available on the market and use of Solution hydroalcoolique recommandée 


par l’Organisation mondiale de la Santé pour l’antisepsie des mains product for 


hand-disinfection has been granted. 


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Belgium 


 Absence of any other means to contain the danger 


Because of the high demand most of the products for hand disinfectants have been 


sold out. Belgium is facing a shortage of disinfectant product that have been 


identified as essential to prevent SARS-Cov-2 spread. 


 Limited and controlled use 
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NOTIFICATION OF DEROGATION PURSUANT TO ARTICLE 55(1) OF REGULATION (EU) NO 


528/2012 


 Notifying Member State1   


Belgium  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Federal Public Service 


Health, Food chain safety and 


Environment 


covid19.gestautor@health.fgov.be 


 


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


0 


 Product name 


TueTous Alcogel 


 Product type 


PT 1  


 Active substance(s) 


Propan-2-ol (CAS-nr 67-63-0) 


 Target organism(s) 


SARS-CoV-2 


 User category 


General public 


Professional user 


 Starting date of the action based on Art. 55 (1) of the BPR 


31/03/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


27/09/2020  


 


 Description of danger the derogation is intended to address 


                                                 


 







 danger to public health 


The wide spread of the SARS-CoV-2 Coronavirus has led to a shortage of 


disinfectants in Belgium. Disinfection products have become virtually unavailable 


in pharmacies and drugstore.  


In Belgium, alcohol based products are the most commonly used for disinfection 


products. However, because of the high demand stocks of alcohol based products 


have decreased dramatically and a sufficient supply cannot longer be guaranteed 


over a longer period of time. 


It should be noted that the number of people in Belgium diagnosed with SARS-


CoV-2 infection is rapidly increasing. As a consequence of this development we 


expect a further grow of the demand for disinfectants for which shortage has been 


already notified. 


In order to secure the supply of disinfecting products a temporary exemption for the 


making available on the market and use of TueTous Alcogel product for hand-


disinfection has been granted. 


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Belgium 


 Absence of any other means to contain the danger 


Because of the high demand most of the products for hand disinfectants have been 


sold out. Belgium is facing a shortage of disinfectant product that have been 


identified as essential to prevent SARS-Cov-2 spread. 


 Limited and controlled use 


 


 


 






Art 55(1)_Coronavirus emergency derogation_AT (Industry)_ethanol, propan-1-ol, propan-2-ol.pdf


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


528/2012 


 Notifying Member State1   


Austria  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Ministry for Climate Action, 


Environment, Energy, Mobility, 


Innovation and Technology 


 


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


0 


 Product name 


Products containing ethanol, 1-


propanole and 2-propanole 


 Product type 


PT 1, PT 2, PT 4 


 Active substance(s) 


Ethanole, 1-Propanole, 2-


Propanole 


 Target organism(s) 


SARS-CoV-2 


 User category 


General public 


Professional user 


 Starting date of the action based on Art. 55 (1) of the BPR 


19/03/2020  


 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 


 danger to public health 


The wide spread of the SARS-CoV-2 Corona virus has led to a shortage of 


disinfectants. In many applications disinfection products have become virtually 


unavailable, neither for hand disinfection nor for surface disinfection. In Austria, 


ethanol is the most commonly used active substance for disinfection products. 


However, because of the high demand stocks of ethanol based products have 


decreased dramatically and a sufficient supply cannot longer be guaranteed over a 


longer period of time. 


It should be noted that the number of people in Austria diagnosed with SARS-CoV-


2 infection continues to increase rapidly. As a consequence of this development we 


expect a further grow of the demand for disinfectants. This also includes increased 


preventive use in households, public health facilities, hospitals and food production.   


In order to secure the supply of disinfection products a temporary exemption for the 


making available on the market and use of products containing 70-80%w/w ethanol, 


60-80%w/w 1-propanol or 70-80%w/w 2-propanol is granted to producers of 


disinfectants. For the interim period the alcohols may be purchased from producers 


not listed under the BPR provided they comply with the quality criteria set out in 


the exemption.  


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Austria 


 Absence of any other means to contain the danger 


Because of the high demand most of the products for hand and surface disinfectants 


have been sold out and stocks of available products, in particular ethanol based 


products, are decreasing rapidly.  


 Limited and controlled use 


Exemption has been granted to licensed producers of disinfectants as well as 


producers of ethanol. They are required to report to the chamber of commerce and 


Ministry of Climate Action. 
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Notification Croatia.docx
Obavijest proizvođačima etanola i

proizvođačima biocidnih proizvoda koji sadrže etanol







S obzirom da je zbog novonastale situacije vezane za COVID-19 ograničena nabava aktivne tvari etanola, za potrebe izrade biocidnih pripravaka vrste 1, 2 i 4, dopušta se uporaba sirovina farmaceutske čistoće ili za etanol poljoprivrednog podrijetla zahtjevi iz Priloga I Uredbe (EZ) br. 110/2008 Europskog parlamenta i Vijeća od 15. siječnja 2008.  o definiciji, opisivanju, prezentiranju, označavanju i zaštiti zemljopisnih oznaka jakih alkoholnih pića i stavljanju izvan snage Uredbe Vijeća (EEZ) br. 1576/89, od dobavljača koji nisu na popisu iz članka 95. Uredbe (EU) br. 528/2012 Europskog parlamenta i Vijeća o stavljanju na raspolaganje na tržištu i uporabi biocidnih proizvoda, pod određenim uvjetima:



-             pravna/fizička osoba mora imati registriranu djelatnost proizvodnje alkohola / kemikalija / kozmetike / deterdženata (dostaviti izvadak iz registra trgovačkog suda / obrtnog registra)

-             potrebno je osigurati kontrolu kvalitete proizvodnog postupka  (npr. ugovor o kontroli zdravstvene ispravnosti/sukladnosti  s ovlaštenim laboratorijem prema HR EN ISO/IEC 17025)

-             dostaviti ispitni izvještaj/certifikat analize

 



Evaluaciju sirovine te po potrebi provjeru specifikacija provodit će Hrvatski zavod za javno zdravstvo.



Proizvođači etanola gore navedene dokaze dostavljaju na adresu ekologija@hzjz.hr .



Ova iznimka odobrava se do 1.9.2020.  



Oni koji udovoljavaju uvjetima moći će biti dobavljači etanola formulatorima biocidnih proizvoda, koji će se svoje biocidne proizvode registrirati bez dokaza o ispunjavanju uvjeta iz članka 95. Uredbe (EU) br. 528/2102 tijekom gore navedenog razdoblja.
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Art 55(1)_Coronavirus emergency derogation_DK_TUNAP.pdf


  


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


528/2012 


 Notifying Member State1   


Denmark  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Danish Environmental Protection 


Agency 


biocides@mst.dk 


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


 


 Product name 


TUNAP Hånddesinfektionsmiddel 


 Product type 


PT 1  


 Active substance(s) 


Propan-2-ol 


 Target organism(s) 


Virus and bacteria 


 User category 


Professional 


Non-professional 


 Starting date of the action based on Art. 55 (1) of the BPR 


03/04/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


30/06/2020  


 


                                                 


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



mailto:biocides@mst.dk





 Description of danger the derogation is intended to address 


 danger to public health 


Due to the outbreak of COVID-19, Denmark has experienced a shortage of biocidal 


products for disinfection of hands. Not only general stores, but also pharmacies and 


hospitals have experienced a lack of supply of these products. 


The number of people diagnosed with this virus continues to increase in Denmark 


and therefore, it is expected that the availability of disinfectant products for hands 


will continue to be a challenge.  


Therefore, we have granted derogation of this product containing 70 % propan-2-ol. 


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Denmark 


 Absence of any other means to contain the danger 


The Danish EPA has been informed that there is a shortage of biocidal products for 


hand disinfection due to the outbreak of the COVID-19. In order to contain the 


spread of the virus and to ensure public health, this product is authorised by 


derogation, c.f. article 55(1) of the BPR. 


 Limited and controlled use 


- 
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Art 55(1)_Coronavirus emergency derogation_DK_UniBlue UDF2_UDW2.pdf


  


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


528/2012 


 Notifying Member State1   


Denmark  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Miljøstyrelsen (Danish EPA) biocides@mst.dk 


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


 


 Product name 


Uniblue UDF2/UDW2 


 Product type 


PT 2 , PT 3 and PT 4  


 Active substance(s) 


Tartaric acid, Lactic acid Lavender 


oil, Peppermint oil 


 Target organism(s) 


Bacteria, Mycobacteria, Yeast, 


Virus 


 User category 


Non-prof, Prof, Industrial 


 Starting date of the action based on Art. 55 (1) of the BPR 


03/04/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


30/09/2020  


 


                                                 


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







 Description of danger the derogation is intended to address 


 danger to public health 


On 11 March 2020 the World Health Organisation (WHO) declared a COVID-19 


pandemic. 


There is a shortage of disinfection products available for Healthcare personal, food 


industry, and for consumers. 


☐ danger to animal health 


- 


☐ danger to environment 


- 


 Geographical area of use 


Denmark 


 Absence of any other means to contain the danger 


There is a current shortage of disinfections products with effectiveness against 


virus.   


 Limited and controlled use 


- 
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NOTIFICATION OF DEROGATION PURSUANT TO ARTICLE 55(1) OF REGULATION (EU) NO 


528/2012 


 Notifying Member State1   


Denmark  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Danish Environmental Protection 


Agency 


biocides@mst.dk 


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


 


 Product name 


WHO, formulation 2 


 Product type 


PT 1  


 Active substance(s) 


Propan-2-ol 


 Target organism(s) 


Virus 


 User category 


Professionals 


General public 


 Starting date of the action based on Art. 55 (1) of the BPR 


23/03/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


30/06/2020  


 


                                                 


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







 Description of danger the derogation is intended to address 


 danger to public health 


Due to the outbreak of COVID-19, Denmark has experienced a shortage of biocidal 


products for disinfection of hands. Not only general stores, but also pharmacies and 


hospitals have experienced a lack of supply of these products. 


The number of people diagnosed with this virus continues to increase in Denmark 


and therefore, it is expected that the availability of disinfectant products for hands 


will continue to be a challenge.  


Therefore, a temporary derogation is possible for the making available on the market 


and use of biocidal products with the WHO formulation 2 (active substance: propan-


2-ol). Furthermore, due to limitations in the availability of the active substances 


propan-2-ol and ethanol from article 95 suppliers, a temporary derogation is given 


for active substance suppliers, who are currently not listed in article 95 for propan-2-


ol and ethanol in PT1.  


☐ danger to animal health 


 


☐ danger to environment 


 


 Geographical area of use 


Denmark 


 Absence of any other means to contain the danger 


The Danish EPA has been informed that there is a shortage of biocidal products for 


hand disinfection due to the outbreak of the COVID-19. Furthermore, supply of 


active substances from article 95 suppliers is insufficient to fulfil the demand at the 


moment. 


In order to contain the spread of the virus and to ensure public health, these products 


are essential.  


 Limited and controlled use 


Manufacturers of biocidal products with the WHO formulation II has to apply for a 


temporary authorisation from the Danish EPA. 


Manufacturers of biocidal products has to inform the Danish EPA of any alternative 


source of the active substance used in the biocidal product.  
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NOTIFICATION OF DEROGATION PURSUANT TO ARTICLE 55(1) OF REGULATION (EU) NO 


528/2012 


 Notifying Member State1   


Estonia  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Health Board KOOBiotsiid@terviseamet.ee 


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


 


 Product name 


WHO Formulation 2 


 Product type 


PT 1       


 Active substance(s) 


Propan-2-ol 


 Target organism(s) 


SARS-CoV-2 


 User category 


General public 


Professional user 


 Starting date of the action based on Art. 55 (1) of the BPR 


27/03/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


01/05/2020  


The government of Estonia has declared an emergency situation due to the pandemic spread of 


the coronavirus in the world and the likely further spread of the virus within Estonia. Unless 


decreed otherwise by the government, the emergency situation remains in force until 1 May 


2020. 


                                                 


 







 Description of danger the derogation is intended to address 


 danger to public health 


As a result of the wide spread of the SARS-CoV-2 coronavirus, disinfectants for 


hand disinfection are increasingly in demand across Estonia. 


The number of confirmed cases of virus SARS-CoV-2 in Estonia is increasing 


rapidly. 


Since the novel coronavirus SARS-CoV-2 is transmitted in a similar way to the flu 


virus, as a droplet infection, the recommendation to disinfect the hands and surfaces 


can also be transferred in case of contact with SARS-Cov-2.  


Appropriate hand disinfectants are practically no longer available on the market but 


the need will grow for use in households, public areas, public health facilities and 


hospitals. There are shortages in supply chain for biocidal products. 


In order to secure the supply of hand disinfection products a temporary derogation 


for the making available on the market and use of the hand disinfectants with the 


WHO formulation 2 (containing propan-2-ol) have been granted in Estonia. 


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Estonia 


 Absence of any other means to contain the danger 


Due to the urgent demand of the hand disinfectants the procedure according to the 


art 17 of BPR is too time consuming to get products on the market for the critical 


period. 


 Limited and controlled use 


Manufacturers of biocidal products with the WHO formulation II has to apply for a 


temporary registration via transitional measure from Health Board. 
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NOTIFICATION OF DEROGATION PURSUANT TO ARTICLE 55(1) OF REGULATION (EU) NO 


528/2012 


 Notifying Member State1   


Estonia  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Health Board KOOBiotsiid@terviseamet.ee 


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


 


 Product name 


Biocide containing ethanol 


 Product type 


PT 1; PT 2; PT4       


 Active substance(s) 


Ethanol 


 Target organism(s) 


SARS-CoV-2 


 User category 


General public 


Professional user 


 Starting date of the action based on Art. 55 (1) of the BPR 


19/03/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


01/05/2020  


The government of Estonia has declared an emergency situation due to the pandemic spread of 


the coronavirus in the world and the likely further spread of the virus within Estonia. Unless 


decreed otherwise by the government, the emergency situation remains in force until 1 May 


2020. 


                                                 


 







 Description of danger the derogation is intended to address 


 danger to public health 


As a result of the wide spread of the SARS-CoV-2 coronavirus, disinfectants for 


hand and surface disinfection are increasingly in demand across Estonia. 


The number of confirmed cases of virus SARS-CoV-2 in Estonia is increasing 


rapidly. 


Since the novel coronavirus SARS-CoV-2 is transmitted in a similar way to the flu 


virus, as a droplet infection, the recommendation to disinfect the hands and surfaces 


can also be transferred in case of contact with SARS-Cov-2.  


Appropriate disinfectants are practically no longer available on the market but the 


need will grow for use in households, public areas, public health facilities and 


hospitals. There are shortages in supply change both for active substances and 


biocidal products. 


In order to secure the supply of disinfection products a temporary exemption from 


the BPR article 95 for the making available on the market and use of the 


disinfectants containing ethanol have been granted in Estonia. 


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Estonia 


 Absence of any other means to contain the danger 


Due to the high demand of the hand and surface disinfectants in most countries the 


supply of active substances from the Art 95 List suppliers is limited. 


 Limited and controlled use 


Exemption has been granted only for registrations via transitional measure. 
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NOTIFICATION OF DEROGATION PURSUANT TO ARTICLE 55(1) OF REGULATION (EU) NO 


528/2012 


 Notifying Member State1   


Finland  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Finnish Safety and Chemicals 


Agency 


ca_biocides@tukes.fi 


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


 


 Product name 


OxiskinPlus 


 Product type 


PT 1;PT2 


 Active substance(s) 


Hydrogen peroxide  3% 


 Target organism(s) 


SARS-CoV-2 


 User category 


General Public, Professional  


 Starting date of the action based on Art. 55 (1) of the BPR 


27/03/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


23/09/2020  


 


 Description of danger the derogation is intended to address 


                                                 


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







 danger to public health 


The spread of the SARS-CoV-2 virus strongly increases demand for disinfectants in Finland.  


Suppliers of disinfectant products that can be made available on the market and used in 


accordance with a granted authorisation cannot meet the demand of customers.    


The use of disinfectants is essential to prevent the spread of novel coronavirus and the 
number of people in Finland who have been diagnosed with such an infection is increasing. 
Therefore, in order to secure the supply of disinfection products a temporary exemption 
according to Article 55(1) of Regulation No 528/2012 for the making available on the market 
and use of the OxiskinPlus for hand-disinfection/surface disinfection have been granted.  


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Finland 


 Absence of any other means to contain the danger 


The shortage of disinfectant products will remain or further increase in the near future 


because of the difficulties of formulators to source biocidal active substances and the 


continuously increasing demand due to the spread  of the SARS-CoV-2 coronavirus.  


It is therefore necessary to use the derogation possibility provided in Article 55(1) of 
Regulation No 528/2012 to ensure a stable, and if possible, increase the supply of hand rub 
and surface disinfectants to contain the spread of the disease. 


 Limited and controlled use 


Product have to be registered in  the national chemicals product register.  
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NOTIFICATION OF DEROGATION PURSUANT TO ARTICLE 55(1) OF REGULATION (EU) NO 


528/2012 


 Notifying Member State1   


France  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Ministry for an ecological and 


solidary Transition 


biocides@developpement-


durable.gouv.fr 


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


2 


Ministerial order, March 6th 


Ministerial order, March 13th 


Ministerial order, March 20th, modifying ministerial order March 13th  


 Product name 


3 products containing ethanol (WHO 


formulation as well as 2 additional 


formulations discussed with 


manufacturers) 


1 product containing isopropanol 


(WHO formulation) 


 Product type 


PT 1 


 Active substance(s) 


Ethanol, Propan-2-ol 


 Target organism(s) 


SARS-CoV-2 


 User category 


General public 


Professional user 


 Starting date of the action based on Art. 55 (1) of the BPR 


                                                 


 



https://www.legifrance.gouv.fr/affichTexte.do?cidTexte=JORFTEXT000041697126&fastPos=9&fastReqId=579322875&categorieLien=cid&oldAction=rechTexte

https://www.legifrance.gouv.fr/affichTexte.do?cidTexte=JORFTEXT000041721724&categorieLien=id

https://www.legifrance.gouv.fr/affichTexte.do?cidTexte=JORFTEXT000041741016&categorieLien=id





06/03/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


31/05/2020  


 


 Description of danger the derogation is intended to address 


 danger to public health 


The wide spread of the SARS-CoV-2 Corona virus has led to a shortage of 


disinfectants, especially hand disinfectants. The number of infections in France 


continues to grow rapidly, and demand for hand disinfectants keeps increasing 


following shortage all over the country especially in healthcare facilities. 


The French ministry of health requested that the production of hand disinfectants be 


facilitated through the granting of derogations under the BPR. 


The first derogation was granted on March 6th for the production of the two WHO 


formulations by pharmacists only.  


As this didn’t not solve the shortage, additional derogations were given on March 


13th and March 20th to allow industrial facilities with the appropriate knowledge and 


abilities to contribute to the production and to place on the market several 


formulations of hand disinfectant not currently authorized. 


As of March 20th, 4 derogatory formulations are authorized in France and described 


in detail in the annex of Ministerial order from March 13th. 


These derogations end on May 31st.  


During the derogation period, alcohol may be purchased from producers other than 


art.  95 of the BPR considering the shortage of ethanol all over the country. 


However, the derogation specifies the sources allowed in order to guarantee the 


safety and efficacy of the end product. 


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


France 


 Absence of any other means to contain the danger 


Because of the high demand most of the products for hand disinfection have been 


sold out and stocks of available products, in particular ethanol based products, are 


decreasing rapidly. Many hospitals and healthcare facilities are out of stock. 


 Limited and controlled use 



https://www.legifrance.gouv.fr/affichTexte.do;jsessionid=68AA8807087456FAEAFF03D4AA00C01F.tplgfr25s_3?cidTexte=JORFTEXT000041721724&dateTexte=20200324





Exemption has been granted to certain producers only and for a limited time. 


Manufacturers must follow the formulations described in a ministerial order and 


meet requirements on the source of components. Regulation on production, 


including risk mitigation measures for storage of inflammable products, applies. 


The following producers can manufacture the products described in the ministerial 


order: 


- Pharmacists: formulation 1 (WHO, ethanol) and formulation 2 (WHO, propan-


2-ol) 


- Industrial facilities: WHO formulations 1 and 2, formulation 3 (ethanol), 


formulation 4 (ethanol) 
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NOTIFICATION OF DEROGATION PURSUANT TO ARTICLE 55(1) OF REGULATION (EU) NO 


528/2012 


 Notifying Member State1   


Germany  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Federal Institute for Occupational 


Safety and Health 


chemg@baua.bund.de 


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


 


 Product name 


WHO Formulation 2; 70% (v/v) 


Propan-2-ol in aqueous solution 


 Product type 


PT 1  


 Active substance(s) 


Propan-2-ol 


 Target organism(s) 


SARS-CoV-2 


 User category 


Non-professional user 


Professional user 


 Starting date of the action based on Art. 55 (1) of the BPR 


04/03/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


31/08/2020  


 


                                                 


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







 Description of danger the derogation is intended to address 


 danger to public health 


As a result of the spread of the SARS-CoV-2 coronavirus, disinfectants for hygienic 


hand disinfection are increasingly in demand in Germany. Appropriate preparations 


are practically no longer available in pharmacies and drugstores. 


Since the novel coronavirus SARS-CoV-2 is transmitted in a similar way to the flu 


virus, namely as a droplet infection, the recommendation to disinfect the hands can 


also be transferred to contact with people who are infected with SARS-Cov-2. The 


number of people in Germany who have been diagnosed with such an infection is 


currently still very small, but a shortage of disinfectants has already occurred. With 


the expected increase in households in which sick people are located, the objective 


need for hand disinfection will also increase. 


There is also a need for preventive use in households with defensively weakened 


people with an increased risk of infection or people in need of care to protect them. 


In addition to the products with the active ingredient ethanol, the supply of products 


with the active ingredient isopropanol must also be ensured. 


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Germany 


 Absence of any other means to contain the danger 


As a result of the spread of the SARS-CoV-2 coronavirus, disinfectants for hygienic 


hand disinfection are increasingly in demand in Germany. Appropriate, authorized 


preparations (or preparations for which the evaluation as biocidal products is 


ongoing) are practically no longer available in pharmacies and drugstores. The 


pharmacopeia grade ingredients used for authorized preparations will soon no 


longer be available in the required quantities either. 


 Limited and controlled use 


The two preparations in question are only to be manufactured and placed on the 


market by pharmacies and the pharmaceutical industry 
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NOTIFICATION OF DEROGATION PURSUANT TO ARTICLE 55(1) OF REGULATION (EU) NO 


528/2012 


 Notifying Member State1   


Germany  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Federal Institute for Occupational 


Safety and Health 


chemg@baua.bund.de 


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


 


 Product name 


Products for hygienic hand 


disinfection 


 Product type 


PT 1  


 Active substance(s) 


Propan-2-ol; Propan-1-ol; Ethanol 


 Target organism(s) 


SARS-CoV-2 


 User category 


Professional user 


 Starting date of the action based on Art. 55 (1) of the BPR 


13/03/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


09/09/2020  


 


 Description of danger the derogation is intended to address 


                                                 


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







 danger to public health 


The spread of the SARS-CoV-2 virus strongly increases demand for disinfectants 


for hygienic hand disinfection in Germany.  


Suppliers of disinfectant products that can be made available on the market and used 


in accordance with a granted authorisation cannot meet the current demand.    


The use of disinfectants is essential to prevent the spread of novel coronavirus and 


the number of people in Germany who have been diagnosed with such an infection 


is increasing. Therefore, in order to secure the supply of disinfection products a 


temporary exemption according to Article 55(1) of Regulation No 528/2012 for the 


making available on the market and use of products for hygienic hand-disinfection 


have been granted in Germany. 


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Germany 


 Absence of any other means to contain the danger 


As a result of the spread of the SARS-CoV-2 virus, disinfectants for hygienic hand 


disinfection are increasingly in demand in Germany.  


The shortage of disinfectant products will remain or further increase in the near 


future because of the difficulties of formulators to source biocidal active substances 


and the continuously increasing demand due to the spread  of the SARS-CoV-2 


coronavirus.  


It is therefore necessary to use the derogation possibility provided in Article 55(1) 


of Regulation No 528/2012 to increase the supply of hygienic hand disinfectants to 


contain the spread of the disease. 


 Limited and controlled use 


The formulations in question may only be manufactured and placed on the market 


by pharmacies, the pharmaceutical and chemical industry and legal entities under 


public law and may only be distributed to professional users. 
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NOTIFICATION OF DEROGATION PURSUANT TO ARTICLE 55(1) OF REGULATION (EU) NO 


528/2012 


 Notifying Member State1


Austria 


 Competent Authority granting the temporary derogation


Organisation Email address 


Ministry for Climate Action, 


Environment, Energy, Mobility, 


Innovation and Technology 


 


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


0 


 Product name


WHO II Formulation 


 Product type


PT 1 PT 2 


 Active substance(s)


2-Propanole


 Target organism(s)


SARS-CoV-2 


 User category


General public 


Professional user 


 Starting date of the action based on Art. 55 (1) of the BPR


12/03/2020 


 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







 danger to public health 


The wide spread of the SARS-CoV-2 Corona virus has led to a shortage of 


disinfectants. In drugstores and pharmacies disinfection products have become 


virtually unavailable, neither for hand disinfection nor for surface disinfection. In 


Austria, ethanol is the most commonly used active substance for disinfection 


products. However, because of the high demand stocks of ethanol based products 


have decreased dramatically and a sufficient supply cannot longer be guaranteed 


over a longer period of time. 


It should be noted that the number of people in Austria diagnosed with SARS-CoV-


2 infection is rapidly increasing. As a consequence of this development we expect 


a further grow of the demand for disinfectants. This also includes increased 


preventive use in households, public health facilities and hospitals. 


In order to secure the supply of disinfection products a temporary exemption for the 


making available on the market and use of the 2-propanol WHO formulation for 


hand-disinfection and a similar formulation (without glycerol) for surface 


disinfection have been granted to pharmacies in Austria.  


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Austria 


 Absence of any other means to contain the danger 


Because of the high demand most of the products for hand and surface disinfectants 


have been sold out and stocks of available ethanol based products are decreasing 


rapidly.  


 Limited and controlled use 


Exemption has been granted to pharmacies only. They are required to report to their 


representatives (chamber of pharmacists) and Ministry of Climate Action. 
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Bundesanstalt für Arbeitsschutz und Arbeitsmedizin, Postf. 17 02 02, 0-44061 Dortmund


Bundesanstalt für Arbeitsschutz 
und Arbeitsmedizin


Federal Institute for Occupational 
Safety and Health


Bundesstelle für Chemikalien 
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44149 Dortmund 
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Kontakt / Contact: 
chemg@baua.bund.de


Aktenzeichen / Our reference(s): 
5.0-710 30/01.00003


Dortmund, 09.04.2020


Allgemeinverfügung zur Zulassung 2-Propanol-haltiger und Ethanol-haltiger Biozidprodukte zur 
hygienischen Händedesinfektion zur Abgabe an und Verwendung durch berufsmäßige Verwender 
und Verbraucher sowie zur Zulassung 1-Propanol-haltiger Biozidprodukte zur hygienischen 


Händedesinfektion zur Abgabe an und Verwendung durch berufsmäßige Verwender aufgrund einer 
Gefahr für die öffentliche Gesundheit und zur Aufhebung der Ailgemeinverfügungen vom 4. und 


vom 20. März 2020 (Aktenzeichen 710 30/01.00001 und 710 30/01.00002)


Hiermit gibt die Bundesstelle für Chemikalien als zuständige Behörde nach Abstimmung mit dem 


Bundesministerium für Umwelt, Naturschutz und nukleare Sicherheit die folgende Allgemeinverfügung 


gemäß Artikel 55 Absatz 1 der Verordnung (EU) Nr. 528/2012 bekannt.


Sitz Dortmund 
Friedrich-Henkel-Weg 1-25 
44149 Dortmund 
Telefon (02 31) 90 71-0 
Telefax (0231)9071-2454


Standort Berlin 
Nöldnerstr. 40/42 
10317 Berlin 
Telefon (o 30) 515 48-0 
Telefax (o 30) 5 15 48-4170


Standort Dresden 
Fabricestr. 8 
01099 Dresden 
Telefon (03 51) 563 9-5 
Telefax (03 5ij| 56^9-5210


Außenstelle Chemnitz 
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Telefax (03 71) 3 35 18-6222


Bankverbindung - Bundeskasse Trier 
Deutsche Bundesbank - Filiale Saarbrücken 
BLZ; 590 000 00 - Konto-Nr.: 590 010 20 
BIC ; MARKDEF1590 (für Auslandszahlungen) 
IBAN: DE81590000000059001020







Allgemeinverfügung


Aktenzeichen 5.0- 710 30/01.00003 


(Fassung vom 15.April 2020)


Allgemeinverfügung zur Zulassung 2-Propanol-haltiger und Ethanol-haltiger Biozidprodukte zur 


hygienischen Händedesinfektion zur Abgabe an und Verwendung durch berufsmäßige Verwender und 


Verbraucher sowie zur Zulassung 1-Propanol-haltiger Biozidprodukte zur hygienischen 


Händedesinfektion zur Abgabe an und Verwendung durch berufsmäßige Verwender aufgrund einer 


Gefahr für die öffentliche Gesundheit und zur Aufhebung der Allgemeinverfügungen vom 4. und vom 20. 


März 2020 (Aktenzeichen 710 30/01.00001 und 710 30/01.00002)


1. Rechtsgrundlagen


Ethanol-haltige Biozidprodukte zur hygienischen Händedesinfektion dürfen aufgrund der Übergangsregeln 


des Artikels 89 Absatz 2 der Verordnung (EU) Nr. 528/2012 für alte Wirkstoffe in Deutschland zurzeit noch 


zulassungsfrei auf dem Markt bereitgestellt und verwendet werden. Allerdings darf der Wirkstoff unter den 


Übergangsregeln nur von Herstellern auf der von der Europäischen Chemikalienagentur gemäß Artikel 95 


der Verordnung (EU) Nr. 528/2012 geführten Liste bezogen werden, wodurch die Verfügbarkeit stark 


begrenzt ist.


Biozidprodukte zur hygienischen Händedesinfektion mit den Wirkstoffen 1-Propanol oder 2-Propanol 


unterliegen gemäß Artikel 17 und Artikel 19 der Verordnung (EU) Nr. 528/2012 einer Zulassungspflicht.


Der Wirkstoff 2-Propanol wurde gemäß Artikel 90 Absatz 2 der Verordnung (EU) Nr. 528/2012 im Hinblick 


auf seine Verwendung in Biozidprodukten der Produktart 1 (Desinfektionsmittel für die menschliche 


Hygiene) gemäß Anhang V der Verordnung (EU) Nr. 528/2012 geprüft.


Mit der Durchführungsverordnung (EU) 2015/407 der Kommission vom 11. März 2015 über die 


Genehmigung von 2-Propanol als Wirkstoff zur Verwendung in Biozidprodukten der Produktarten 1, 2 und 


4 wurde 2-Propanol vorbehaltlich der im Anhang der Durchführungsverordnung (EU) 2015/407 festgelegten 


Spezifikationen und Bedingungen als Wirkstoff zur Verwendung in Biozidprodukten der Produktarten 1, 2 


und 4 genehmigt.


Der Wirkstoff 1-Propanol wurde gemäß Artikel 90 Absatz 2 der Verordnung (EU) Nr. 528/2012 im Hinblick 


auf seine Verwendung in Biozidprodukten der Produktart 1 (Desinfektionsmittel für die menschliche 


Hygiene) gemäß Anhang V der Verordnung (EU) Nr. 528/2012 geprüft.


Mit der Durchführungsverordnung (EU) 2017/2001 der Kommission vom 8. November 2017 über die 


Genehmigung von 1-Propanol als Wirkstoff zur Verwendung in Biozidprodukten der Produktarten 1, 2 und 


4 wurde 1-Propanol vorbehaltlich der im Anhang der Durchführungsverordnung (EU) 2017/2001
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festgelegten Spezifikationen und Bedingungen als Wirkstoff zur Verwendung in Biozidprodukten der 


Produktarten 1, 2 und 4 genehmigt.


2-Propanol-haltige Biozidprodukte der Produktarten 1, 2 und 4 dürfen in der Europäischen Union seit dem 


01.07.2016 gemäß Artikel 17 und 19 der Verordnung (EU) Nr. 528/2012 nur noch auf dem Markt 


bereitgestellt und verwendet werden, wenn sie zunächst gemäß der Verordnung (EU) Nr. 528/2012 


zugelassen worden sind.


1-Propanol-haltige Biozidprodukte der Produktarten 1, 2 und 4 dürfen in der Europäischen Union seit dem 


01.05.2019 gemäß Artikel 17 und 19 der Verordnung (EU) Nr. 528/2012 nur noch auf dem Markt 


bereitgestellt und verwendet werden, wenn sie zunächst gemäß der Verordnung (EU) Nr. 528/2012 


zugelassen worden sind.


Gemäß Artikel 55 Absatz 1 der Verordnung (EU) Nr. 528/2012 kann eine zuständige Behörde abweichend 


von den Artikeln 17 und 19 befristet für eine Dauer von höchstens 180 Tagen die Bereitstellung eines 


Biozidprodukts auf dem Markt oder die Verwendung eines Biozidprodukts, das nicht die in dieser 


Verordnung niedergelegten Voraussetzungen für die Erteilung einer Zulassung erfüllt, für eine beschränkte 


und kontrollierte Verwendung unter der Aufsicht der zuständigen Behörde gestatten, wenn dies aufgrund 


einer Gefahr für die öffentliche Gesundheit, die Tiergesundheit oder für die Umwelt notwendig ist, die mit 


anderen Mitteln nicht eingedämmt werden kann.


Infolge der Verbreitung des Coronavirus SARS-CoV-2 werden in Deutschland verstärkt Desinfektionsmittel 


zur Händedesinfektion nachgefragt. Durch die starke Nachfrage, insbesondere auch durch private 


Anwender, besteht eine allgemeine Knappheit dieser Produkte, die sich auch auf Krankenhäuser, 


Pflegeeinrichtungen, Arztpraxen und andere Einrichtungen auswirkt.


Bei der zu erwartenden weiteren Zunahme der Zahl erkrankter Personen ist sicherzustellen, dass 


insbesondere in Krankenhäusern, Pflegeeinrichtungen, Arztpraxen oder anderen Einrichtungen sowie auch 


für die breite Bevölkerung in ausreichendem Umfang Händedesinfektionsmittel zur Verfügung stehen. Da 


das neuartige Coronavirus SARS-CoV-2 ähnlich übertragen wird wie das Grippevirus, nämlich als 


Tröpfcheninfektion, kann die Empfehlung, sich die Hände zu desinfizieren, auch auf den Kontakt mit 


Personen übertragen werden, die mit SARS-CoV-2 infiziert sind.


Aus der eingetretenen allgemeinen Knappheit an Desinfektionsmitteln und Wirkstoffen zur Herstellung von 


Desinfektionsmitteln sowie aus der Notwendigkeit, der Ausbreitung von Infektionen mit dem neuen 


Coronavirus auch durch Präventionsverhalten der breiten Bevölkerung entgegenzutreten, ergibt sich das 


Erfordernis einer Zulassung von zusätzlichen Produkten.
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2. Anwendungsbereich


Diese Allgemeinverfügung gilt für die Herstellung und die Bereitstellung auf dem Markt der folgenden 


Rezepturen zur hygienischen Händedesinfektion:


Wirkstoff: 2-Propanol


Mittel Gehaltsangaben für die Formulierung des Mittels''


Rezeptur 1


• 2-Propanol der Reinheit 99,8%2 75,15 ml


• 3% Wasserstoffperoxid in wässriger Lösung 4,17 ml


• Glycerol der Reinheit 98%^ 1,45 ml


• Gereinigtes Wasser^ auf 100,00 ml auffüllen


Rezeptur 2


• 2-Propanol der Reinheit 99,8%2 81,46 ml


• 3% Wasserstoffperoxid in wässriger Lösung 4,17 ml


• Glycerol der Reinheit 98%® 0,73 ml


• Gereinigtes Wasser^ auf 100,00 ml auffüllen


Rezeptur 3


2-ProDanol 70% fv/v):


• 2-Propanol der Reinheit 99,8%^ 70 ml


• Gereinigtes Wasser^ 30 ml


Wirkstoff: Ethanol


Mittel Gehaltsangaben für die Formulierung des Mittels''


Rezeptur 4


• Ethanol der Mindestreinheit 96%® 83,33 ml


• 3% Wasserstoffperoxid in wässriger Lösung 4,17 ml


• Glycerol der Reinheit 98% ^ 1,45 ml


• Gereinigtes Wasser^ auf 100,00 ml auffüllen


Rezeptur 5


• Ethanol der Mindestreinheit 96%® 89,06 ml


• 3% Wasserstoffperoxid in wässriger Lösung 4,17 ml


• Glycerol der Reinheit 98%^ 0,73 ml


• Gereinigtes Wasser^ auf 100,00 ml auffüllen


Rezeptur 6


Ethanol 70% (v/vl;


• Ethanol der Mindestreinheit 96%® 72,91 ml


• Gereinigtes Wasser^ 27,19 ml


Rezeptur 7


Ethanol 80% (v/v):


• Ethanol der Mindestreinheit 96%® 83,33 ml


• Gereinigtes Wasser^ 16,67 ml
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Wirkstoff: 1-Propanol


Mittel Gehaltsangaben für die Formulierung des Mittels''


Rezeptur 8


1-Propanol 70% (v/v):
• 1-Propanoi der Reinheit 99,8%® 70 ml
• gereinigtes Wasser^ 30 ml


nur zur Abgabe an berufsmäßige Verwender


sowie für Rezepturen, die o.g. Wirkstoffe enthalten und für die entweder eine begrenzt viruzide 


Wirksamkeit oder eine bakterizide, levurozide und begrenzt viruzide Wirksamkeit nachgewiesen ist und für 


die gemäß Artikel 89 Absatz 3 der Verordnung (EU) Nr. 528/2012 fristgerecht ein Antrag auf Zulassung 
gestellt worden ist.


Die Genehmigung gilt für die Herstellung und die Bereitstellung auf dem Markt der genannten 


Biozidprodukte durch Apotheken, die pharmazeutische und chemische Industrie sowie juristische 


Personen des öffentlichen Rechts in Deutschland zur Abgabe an und Verwendung durch berufsmäßige 


Verwender und Verbraucher, im Fall der 1-Propanol-haltigen Rezeptur 8 nur zur Abgabe an und 


Verwendung durch berufsmäßige Verwender.


Es ist zu beachten, dass für Desinfektionsmittel in der ambulanten und stationären Patientenversorgung 


die jeweils höheren genannten Konzentrationen an 2-Propanol oder Ethanol in den 4-Komponenten- 


Rezepturen (Rezepturen 2 und 5) oder die einfachen Rezepturen 3 oder 7 zu verwenden sind, wenn die 


Wirksamkeitsanforderungen der EN 1500 zur bakteriziden Wirkung innerhalb von 30s erfüllt sein sollen.


Bei der Herstellung der Desinfektionsmittel nach Rezepturen 1,2, 4 und 5 Ist zu beachten, dass diese nach 


Abfüllung in das Behältnis und vor Abgabe 72 h lagern müssen, um möglicherweise vorhandene Sporen 
zu inaktivieren.


Für das Etikett oder die Gebrauchsanweisung sind folgende Hinweise zu beachten:


Gebrauchsanweisung
Rezeptur 1, 
Rezeptur 4, 
Rezeptur 6


Zur Verwendung die Hände zweimal mit jeweils etwa 3 ml der Lösung einreiben 
und jeweils 30 Sekunden feucht halten.


Rezeptur 2, 
Rezeptur 3, 
Rezeptur 5, 
Rezeptur 7, 
Rezeptur 8


Zur Verwendung die Hände mit etwa 3 ml der Lösung einreiben und 30 Sekunden 
feucht halten.


5/7







3. Zulassung


Nach Artikel 55 Absatz 1 der Verordnung (EU) Nr. 528/2012 erteile ich die Zulassung für Biozidprodukte 


i.S.v. Ziff. 2 zur hygienischen Händedesinfektion zur Vorbeugung von Infektionen mit dem neuartigen 


Coronavirus SARS-CoV-2.


Anmerkung: Bei öffentlich bekannt gegebenen Allgemeinverfügungen ist eine Begründung gern. § 39 Abs. 


2 Nr. 5 VwVfG entbehrlich.


4. Nebenbestimmungen


Die Angaben auf dem Etikett und in dem Merkblatt müssen die Anforderungen des Art. 69 der Verordnung 


(EU) Nr. 528/2012 erfüllen.


5. Außerkrafttreten/Widerruf


5.1 Diese Allgemeinverfügung tritt zum 06. Oktober 2020 außer Kraft.


5.2 Diese Allgemeinverfügung wird unter dem Vorbehalt des jederzeitigen Widerrufs erteilt.


5.3 Mit dieser Allgemeinverfügung werden die Allgemeinverfügungen vom 04. März 2020 und vom 


13. März 2020 (aktualisiert am 20. März 2020) aufgehoben.


Bundesanstalt für Arbeitsschutz und Arbeitsmedizin 


Bundesstelle für Chemikalien 


Friedrich-Henkel-Weg 1-25 


44149 Dortmund 


Dortmund, 09.04.2020


Im Auftrag


Dr. Ann Bambauer 
Dir'in u. Profin
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^ Es ist vom Hersteller sicherzustellen, dass bezogen auf das Mittel keine gefährlichen Verunreinigungen 


enthalten sind (z.B. keine CMR-Stoffe oberhalb 0,1%, hautsensibilisierende Stoffe etc.).


2 Die Rezeptur ist bei der Verwendung von 2-Propanol mit einer abweichenden Reinheit, mindestens aber 


98%, entsprechend anzupassen. Die Reinheit des Wirkstoffes ist über entsprechende Analysezertifikate 


des Herstellers zu belegen.


2 Die Rezeptur ist bei der Verwendung von Glycerol mit einer geringeren Reinheit entsprechend 


anzupassen. Glycerol muss eine. Mindestreinheit von 85% aufweisen.


Gereinigtes Wasser wird aus Trinkwasser mit den folgenden Methoden hergestellt:


• Destillation


• Ionenaustauscher


• Umkehrosmose


• Andere, geeignete Methode


Das gereinigte Wasser muss auch nach der Herstellung die mikrobiologischen Anforderungen nach §5 der 


Trinkwasserverordnung erfüllen.


® Die Rezeptur ist bei der Verwendung von Ethanol der Mindestreinheit 96% entsprechend anzupassen, 


wenn bei Zusatz eines Vergällungsmittels die Reinheit reduziert wird.


® Die Rezeptur ist bei der Verwendung von 1-Propanol mit einer abweichenden Reinheit, mindestens aber 


98%, entsprechend anzupassen. Die Reinheit des Wirkstoffes ist über entsprechende Analysezertifikate 
des Herstellers zu belegen.
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und Arbeitsmedizin


Federal Institute for Occupational 
Safety and Health
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Deutschland / Germany


Kontakt / Contact: 
chemg@baua.bund.de


Aktenzeichen / Our reference(s); 
5.0-710 30/06.00002


Dortmund, 07.04.2020


Allgemeinverfügung zur Zulassung des Biozidprodukts „Biobor JF“ zur präventiven 


antimikrobieilen Behandiung von Kraftstoffsystemen vorübergehend stiilgelegter Flugzeuge 


durch den berufsmäßigen Verwender aufgrund einer Gefahr für die öffentliche Gesundheit


Hiermit gibt die Bundesstelle für Chemikalien als zuständige Behörde nach Abstimmung mit dem 
Bundesministerium für Umwelt, Naturschutz und nukleare Sicherheit die Allgemeinverfügung zur 


Zulassung der Einfuhr, Bereitstellung auf den Markt und Verwendung des Biozidprodukts „Biobor JF“ zur 


präventiven antimikrobiellen Behandlung von Kraftstoffsystemen vorübergehend stillgelegter Flugzeuge 


durch den berufsmäßigen Verwender gemäß Artikel 55 Absatz 1 der Verordnung (EU) Nr. 528/2012 


bekannt.
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Allgemeinverfügung


Aktenzeichen. 5.0- 710 30/06.00002


Zulassung der Einfuhr, Bereitstellung auf den Markt und Verwendung des Biozid Produkts „Biobor JF“ zur 


präventiven antimikrobiellen Behandlung von Kraftstoffsystemen vorübergehend stillgelegter Flugzeuge 


durch den berufsmäßigen Verwender aufgrund einer Gefahr für die öffentliche Gesundheit


1. Rechtsgrundlagen


Die massive Einschränkung des weltweiten Luftverkehrs infolge der Coronavirus SARS-CoV-2 Pandemie 


führt zur vorübergehenden Stilllegung von zahlreichen Flugzeugen auf deutschen Flughäfen. Bei der 


Stilllegung von Flugzeugen kann es zur Kontamination des Flugkraftstoffs in Kraftstofftank- und 


Kraftstoffleitungssystemen mit Kohlenwasserstoff-verwertender Mikroorgansimen kommen. Dies kann 


nach Wiederaufnahme des Flugbetriebs die Lufttüchtigkeit des Triebwerks gefährden und zu 
sicherheitsrelevanten Störungen in der Kraftstoffversorgung führen.


Halter (Flugzeug- bzw. Triebwerkshersteller) von Musterzulassungen für Luftfahrzeuge gemäß 


Verordnung (EU) 2018/1139 stellen daher für die Betreiber von Luftfahrzeugen behördlich genehmigte 


Verfahren und Anweisungen für den Fall der vorübergehenden Stilllegung zur Verfügung. Diese sollen 


die Lufttüchtigkeit nach Wiederaufnahme des Flugverkehrs gewährleisten. Die Luftfahrzeugbetreiber 


müssen sich grundsätzlich an derartige Anweisungen der Hersteller halten um den luftrechtlichen 
Vorgaben zu genügen. Zu den genehmigten und umzusetzenden Verfahren zählt die biozide Behandlung 


des Flugkraftstoffs mit dem Biozidprodukt „Biobor JF“ zur Vermeidung der Kontamination mit 


Mikroorganismen.


Das Biozidprodukt „Biobor JF“ enthält die Wirkstoffe 1. 2,2’ - (l-methyltrimethylenedioxy)bis - (4-methyl-1, 


3, 2-dioxaborinane) (CAS-Nr.: 2665-13-6) und 2. 2,2’ - oxybis (4, 4, 6 - trimethyl-1,3, 2-dioxaborinane) 


(CAS-Nr.: 14697-50-8). Diese sind in der Verordnung (EG) Nr. 1451/2007 als identifizierte Wirkstoffe, 


aber nicht als notifizierte Wirkstoffe gelistet. Daher sind Biozidprodukte mit diesen Wirkstoffen seit dem 


01.09.2006 nicht mehr verkehrsfähig und gemäß Artikel 19 der Verordnung (EU) Nr. 528/2012 nicht 


zulassungsfähig.
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Gemäß Artikel 55 Absatz 1 der Verordnung (EU) Nr. 528/2012 kann eine zuständige Behörde 


abweichend von den Artikeln 17 und 19 befristet für eine Dauer von höchstens 180 Tagen die 


Bereitstellung eines Biozidprodukts auf dem Markt oder die Verwendung eines Biozidprodukts, das nicht 


die in dieser Verordnung niedergelegten Voraussetzungen für die Erteilung einer Zulassung erfüllt, für 


eine beschränkte und kontrollierte Verwendung unter der Aufsicht der zuständigen Behörde gestatten, 


wenn dies aufgrund einer Gefahr für die öffentliche Gesundheit, die Tiergesundheit oder für die Umwelt 


notwendig ist, die mit anderen Mitteln nicht eingedämmt werden kann.


Um eine sichere Wiederinbetriebnahme der derzeit stillgelegten Flugzeuge in Deutschland zu 


ermöglichen söllte es den Luftfahrzeugbetreibern ermöglicht werden den behördlich genehmigten 


Verfahren und Anweisungen der Flugzeug- bzw. Triebwerkshersteller zu folgen. Daher sollte das 


Biozidprodukt „Biobor JF“ zur antimikrobiellen Kraftstoffbehandlung bei stillgelegten Flugzeugen zur 


Verfügung stehen. Eine solche sichere Wiederinbetriebnahme im Einklang mit der Wahrung der 


öffentlichen Sicherheit ist nach entsprechender Prüfung weder unter Einsatz anderer Mittel noch anderer 


Methoden möglich.


2. Anwendungsbereich


Diese Allgemeinverfügung gilt für die Einfuhr, Bereitstellung auf den Markt und Verwendung des 


Biozidprodukts „Biobor JF“ des Herstellers „Hammonds Fuel Additives“ zur präventiven antimikrobiellen 


Behandlung von Kraftstoffsystemen vorübergehend stillgelegter Flugzeuge durch den berufsmäßigen 


Verwender. Die Anwendung hat entsprechend den Vorgaben des Halters der relevanten 
Musterzulassung gemäß Verordnung (EU) 2018/1139 zu erfolgen.


3. Zulassung


Nach Artikel 55 Absatz 1 der Verordnung (EU) Nr. 528/2012 erteile ich die Zulassung für das 


Biozidprodukt i.S.v. Ziff. 2 zur antimikrobiellen Kraftstoffbehandlung bei vorübergehend stillgelegten 


Flugzeugen zur Sicherstellung der Lufttüchtigkeit nach Wiederaufnahme des Flugbetriebs.


Anmerkung: Bei öffentlich bekannt gegebenen Allgemeinverfügungen ist eine Begründung gern. § 39 


Abs. 2 Nr. 5 VwVfG entbehrlich.


4. Nebenbestimmungen


Die Angaben auf dem Etikett und in dem Merkblatt müssen die Anforderungen des Art. 69 der 


Verordnung (EU) Nr. 528/2012 erfüllen.
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5. Außerkrafttreten / Widerruf


5.1 Diese Allgemeinverfügung tritt zum 04.10.2020 außer Kraft.


5.2 Diese Allgemeinverfügung wird unter dem Vorbehalt des jederzeitigen Widerrufs erteilt.


Bundesanstalt für Arbeitsschutz und Arbeitsmedizin 


Bundesstelle für Chemikalien 


Friedrich-Henkel-Weg 1-25 


44149 Dortmund


Dr. Ann Bambauer (Dienstsiegel) 
Dir'in u. Profin
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ANNEX I 


 


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


528/2012 


 Notifying Member State1   


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.gov.hu 


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


 


 Product name 


WHO formulations, products in 


line with ECDC recommendations, 


and production permits for 


previously authorised formulations 


under the scope of transitional 


measures 


 Product type 


PT1 and PT2  


 Active substance(s) 


Ethanol, Propan-2-ol, Sodium 


hypochlorite, ADBAC, DDAC, 


glutaraldehyde 


 Target organism(s) 


Viruses, (bacteria, fungi) 


 User category 


General public, professional, 


industrial 


 Starting date of the action based on Art. 55 (1) of the BPR 


16/03/2020  


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



mailto:tisztifoorvos@nnk.gov.hu
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 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 


 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. 


☐ danger to animal health 


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


☐ 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. 
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NOTIFICATION OF DEROGATION PURSUANT TO ARTICLE 55(1) OF REGULATION (EU) NO 


528/2012 


 Notifying Member State1   


Ireland 


 Competent Authority granting the temporary derogation 


Organisation Email address 


Pesticide Control Division,  


Dept. of Agriculture Food and the 
Marine 


Biocide-authorisations@agriculture.gov.ie 


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


0 


 Product name 


Propan-1-ol and propan-2-ol 
containing products 


 Product type 


PT 1 


 Active substance(s) 


Propan-1-ol, propan-2-ol 


 Target organism(s) 


SARS-CoV-2 


 User category 


Professional (General) 


 Starting date of the action based on Art. 55 (1) of the BPR 


20/03/2020 


 End date of the action  based on Art. 55 (1) of the BPR 


16/09/2020 


                                                 


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







 Description of danger the derogation is intended to address


 danger to public health


The spread of COVID-19 and the increase in  number of confirmed cases of 
COVID-19 has led to the increased use and demand from the general public, health 
care professionals,  public health care facilities and hospitals of hand sanitising and 
human hygiene disinfectants. 
The Irish Ministry of Health and Health Services Executive which have 
responsibility for public health services in Ireland have indicated a severe shortage 
of PT1 products available to them. 


☐ danger to animal health


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


☐ danger to environment


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


 Geographical area of use


Ireland 


 Absence of any other means to contain the danger


Availability of PT1 products is restricted due to the unprecedented national and 
global demand for these products 


 Limited and controlled use


Applicants have been informed that exemption has been granted initially for a 
period until 30th June 2020. If exemption is no longer needed at this time then the 
derogation will be revoked.  


Every product containing propan-1-ol or propan-2-ol to which this derogation 
applies must be applied for separately to the Irish competent authority and will be 
granted product specific registration numbers 
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NOTIFICATION OF DEROGATION PURSUANT TO ARTICLE 55(1) OF REGULATION (EU) NO 


528/2012 


 Notifying Member State1   


Austria  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Ministry for Climate Action, 


Environment, Energy, Mobility, 


Innovation and Technology 


biozide@bmk.gv.at 


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


0 


 Product name 


WHO II Formulation  


 Product type 


PT 1; PT 2 


 Active substance(s) 


2-Propanole 


 Target organism(s) 


SARS-CoV-2 


 User category 


General public 


Professional user 


 Starting date of the action based on Art. 55 (1) of the BPR 


23/03/2020  


 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 


                                                 


 







 danger to public health 


The wide spread of the SARS-CoV-2 Corona virus has led to a shortage of 


disinfectants. In drugstores and pharmacies disinfection products have become 


virtually unavailable, neither for hand disinfection nor for surface disinfection. In 


Austria, ethanol is the most commonly used active substance for disinfection 


products. However, because of the high demand stocks of ethanol based products 


have decreased dramatically and a sufficient supply cannot longer be guaranteed 


over a longer period of time. 


It should be noted that the number of people in Austria diagnosed with SARS-CoV-


2 infection is rapidly increasing. As a consequence of this development we expect 


a further grow of the demand for disinfectants. This also includes increased 


preventive use in households, public health facilities and hospitals. 


In order to secure the supply of disinfection products a temporary exemption for the 


making available on the market and use of the 2-propanol WHO formulation for 


hand-disinfection and a similar formulation (without glycerol) for surface 


disinfection have been granted to pharmacies in Austria.  


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Austria 


 Absence of any other means to contain the danger 


Because of the high demand most of the products for hand and surface disinfectants 


have been sold out and stocks of available ethanol based products are decreasing 


rapidly.  


 Limited and controlled use 


Exemption has been granted to military pharmacies only. They are required to report 


to the Ministry of Defense and Ministry of Climate Action. 
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NOTIFICATION OF DEROGATION PURSUANT TO ARTICLE 55(1) OF REGULATION (EU) NO 


528/2012 


 Notifying Member State1   


Italy  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Ministero della salute 


Direzione generale dei dispositivi 


medici e del servizio farmaceutico 


dgfdm@postacert.sanita.it 


biocidi@sanita.it 


 


 


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


 


 Product name 


 HOLLUDES PROMANO GEL 


 Product type 


PT 1  


 Active substance(s) 


 Propan-1-ol e  Propan-2-ol 


 Target organism(s) 


Bacteria, yeasts and enveloped 


viruses 


 User category 


 Professional 


 Starting date of the action based on Art. 55 (1) of the BPR 


08/04/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


05/10/2020  


                                                 


 



mailto:dgfdm@postacert.sanita.it
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 Description of danger the derogation is intended to address 


 danger to public health 


The wide spread of the SARS-CoV-2 Coronavirus has led to a shortage of 


disinfectants in Italy.. . 


It should be noted that the number of people in Italy diagnosed with SARS-CoV-2 


infection is rapidly increasing. As a consequence of this development we expect a 


further grow of the demand for disinfectants for which shortage has been already 


notified. 


In order to secure the supply of disinfecting products a temporary exemption for the 


making available on the market and use of  HOLLUDES PROMANO GEL product 


for hand-disinfection has been granted. 


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Italy 


 Absence of any other means to contain the danger 


Because of the high demand most of the products for hand disinfectants have been 


sold out. Italy is facing a shortage of disinfectant product that have been identified 


as essential to prevent SARS-Cov-2 spread. 


 Limited and controlled use 
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NOTIFICATION OF DEROGATION PURSUANT TO ARTICLE 55(1) OF REGULATION (EU) NO 


528/2012 


 Notifying Member State1   


Italy  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Ministero della salute 


Direzione generale dei dispositivi 


medici e del servizio farmaceutico 


dgfdm@postacert.sanita.it 


biocidi@sanita.it 


 


 


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


 


 Product name 


 HOLLUDES PROMANO MED 


 Product type 


PT 1  


 Active substance(s) 


 Propan-1-ol e  Propan-2-ol 


 Target organism(s) 


Bacteria, yeasts, enveloped 


viruses, norovirus and 


adenovirus 


 User category 


 Professional 


 Starting date of the action based on Art. 55 (1) of the BPR 


08/04/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


05/10/2020  


                                                 


 



mailto:dgfdm@postacert.sanita.it
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 Description of danger the derogation is intended to address 


 danger to public health 


The wide spread of the SARS-CoV-2 Coronavirus has led to a shortage of 


disinfectants in Italy. 


It should be noted that the number of people in Italy diagnosed with SARS-CoV-2 


infection is rapidly increasing. As a consequence of this development we expect a 


further grow of the demand for disinfectants for which shortage has been already 


notified. 


In order to secure the supply of disinfecting products a temporary exemption for the 


making available on the market and use of  HOLLUDES PROMANO MED product 


for hand-disinfection has been granted. 


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Italy 


 Absence of any other means to contain the danger 


Because of the high demand most of the products for hand disinfectants have been 


sold out. Italy is facing a shortage of disinfectant product that have been identified 


as essential to prevent SARS-Cov-2 spread. 


 Limited and controlled use 
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NOTIFICATION OF DEROGATION PURSUANT TO ARTICLE 55(1) OF REGULATION (EU) NO 


528/2012 


 Notifying Member State1


Latvia 


 Competent Authority granting the temporary derogation


Organisation Email address 


Latvian Environment, Geology and 


Meteorology Centre 


lvgmc@lvgmc.lv


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


0 


 Product name


WHO I Formulation 


 Product type


PT 1 


 Active substance(s)


Ethanol 


 Target organism(s)


Enveloped viruses to which 


COVID-19 is belong 


 User category


General public 


Professional user 


 Starting date of the action based on Art. 55 (1) of the BPR


19/03/2020 


 End date of the action  based on Art. 55 (1) of the BPR


14/09/2020 


 Description of danger the derogation is intended to address







 danger to public health 


Justification: 


 the spread of virus COVID-19,  


 the number of confirmed cases of virus COVID-19 in Latvia; 


 increased preventive use in domestic area, public health facilities and 


hospitals. 


 the stocks of hand-sanitizing products on ethanol base have decreased and a 


sufficient supply cannot longer be guaranteed over a longer period of time.  


Latvian Environment, Geology and Meteorology Centre (LEGMC) as Latvian 


Compentent Authority on Regulation (EU) No 528/2012 has issued a order on 


March 19th an order based on Article 55(1) of the Regulation (EU) No 528/2012 


allowing placing on the market and use of hand disinfectants manufactured 


according WHO reccomended formula No 1.  


LEGMC is able to recommend a labelling elements according to CLP Regulation 


and statements on use. 


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Latvia 


 Absence of any other means to contain the danger 


Stocks of available ethanol based products are decreasing rapidly.  


 Limited and controlled use 


Derogation is granted to pharmacies only.  


 


 


 






image42.emf
Art  55(1)_Coronavirus emergency derogation_LU_ethanol_propan-2-ol.pdf


Art 55(1)_Coronavirus emergency derogation_LU_ethanol_propan-2-ol.pdf


  


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


528/2012 


 Notifying Member State1   


Luxembourg  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Ministère de l’Environnement, du 


Climat et du Développement durable 


biocides@aev.etat.lu 


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


/ 


 Product name 


WHO formulation I and II 


 Product type 


PT 1  


 Active substance(s) 


Ethanol 


Propan-2-ol 


 Target organism(s) 


SARS-CoV-2 


 User category 


General public 


Professional user 


 Starting date of the action based on Art. 55 (1) of the BPR 


26/03/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


15/09/2020  


 


                                                 


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







 Description of danger the derogation is intended to address 


 danger to public health 


As a result of the spread of the SARS-CoV-2 virus, disinfectants for hygienic hand 


disinfection are increasingly in demand in Luxembourg.  


The shortage of disinfectant products will remain or further increase in the near future 


because of the difficulties of formulators to source biocidal active substances and the 


continuously increasing demand due to the spread  of the SARS-CoV-2 coronavirus.  


It is therefore necessary to use the derogation possibility provided in Article 55(1) of 


Regulation No 528/2012 to ensure a stable, and if possible, increase the supply of 


hand rub and surface disinfectants to contain the spread of the disease. 


☐ danger to animal health 


/ 


☐ danger to environment 


/ 


 Geographical area of use 


Luxembourg 


 Absence of any other means to contain the danger 


The risk of lack of disinfectants to limit the spread of Coronavirus SARS-CoV-2 


that can cause Covid-19.  


 Limited and controlled use 


Distribution only through pharmacies.  
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NOTIFICATION OF DEROGATION PURSUANT TO ARTICLE 55(1) OF REGULATION (EU) NO 


528/2012 


 Notifying Member State1   


Malta   


 Competent Authority granting the temporary derogation 


Organisation Email address 


Malta Competition and Consumer 


Affairs Authority  


biocides@mccaa.org.mt 


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


0 


 Product name 


Handex Hand Sanitizer Refreshing Gel 


 Product type 


PT 1 


 Active substance(s) 


Ethanol, Propan-2-ole 


 Target organism(s) 


 


 User category 


General public 


 


 Starting date of the action based on Art. 55 (1) of the BPR 


15/03/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


15/06/2020  


 


 Description of danger the derogation is intended to address 


 danger to public health 


                                                 


 



mailto:biocides@mccaa.org.mt





The wide spread of the COVID-19 Corona virus has led to a shortage of 


disinfectants. In drugstores and pharmacies disinfection products have become 


virtually unavailable, neither for hand disinfection nor for surface disinfection. In 


Malta, alcohol based products are highly recommended as disinfection products. 


Due to the high demand disinfectants for human hygiene are already out of stock. 


The first case of COVID-19 was confirmed in Malta on 7th March 2020 and there 


are already 64 cases to-date, thus infection is rapidly increasing. The spread of the 


virus is expected to keep increasing thus further increasing the demand for human 


disinfection both by the general public as well as in health care facilities.  


To ensure that human disinfectants are available during this period, human 


disinfectants are being authorised in line with Article 55(1) of the BPR. The 


authorisation is subject to the conditions that the products are used on the local 


market only, appropriate records are kept and that they are supplied to the end user 


with an accompanying adequate label, evaluated by MCCAA and that the products 


used are not dispensed in containers used for food and drink.  


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Malta 


 Absence of any other means to contain the danger 


Because of the high demand most of the products for hand and surface disinfectants 


have been sold out and are out of stock.   


 Limited and controlled use 


Exemption is being granted to alcohol based products which do not contain 


impurities or components classified as carcinogenic category 1.  
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NOTIFICATION OF DEROGATION PURSUANT TO ARTICLE 55(1) OF REGULATION (EU) NO 
528/2012 


• Notifying Member State1


Netherlands 


• Competent Authority granting the temporary derogation
Organisation Email address 


Ministry of Infrastructure and 
Water Management Biociden_NL@minienw.nl 


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


• Product name


Products for hand disinfection 
formulated by the Laboratory of 
Pharmacists in The Netherlands 
(LNA) 


• Product type


PT 1 


• Active substance(s)


Ethanol 


Glycerol 


Propan-2-ol 


• Target organism(s)


SARS-CoV-2 
 


• User category


Professional user 
in healthcare 


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







• Starting date of the action based on Art. 55 (1) of the BPR


10/03/2020 


• End date of the action  based on Art. 55 (1) of the BPR


05/09/2020 


• Description of danger the derogation is intended to address
 danger to public health


The spread of COVID-19 virus strongly increases the demand for disinfectants in 
The Netherlands. The Ministry of Public Health has monitored the availability of 
disinfectants and concluded that shortages arose due to the fact that suppliers of 
disinfectant products that can be made available on the market and are being used in 
accordance with a granted authorization, cannot meet the current demand. Without 
these disinfectants professional users in healthcare in the Netherlands cannot do their 
work in a safe and effective manner which results in a danger for public health. 


The raw materials used by the Pharmacists are in compliance with the European 
Pharmacopoeia. Efficacy of the formulations in the LNA-statement 
“Handdisinfection for professional use” (in Dutch: LNA-mededeling 
‘Handdesinfectantia voor professioneel gebruik’) is evaluated by the Dutch 
National Institute for Public Health and Environment (RIVM).  


 


☐ danger to animal health


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


☐ danger to environment


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


• Geographical area of use
Netherlands 


• Absence of any other means to contain the danger
As a result of the spread of the COVID-19 virus, disinfectants for hygienic hand 
disinfection are increasingly in demand in healthcare in The Netherlands. Increasing 
production capacity of autorised products has not alleviate the shortages.   
In contrary, the shortage of disinfectant products might even further increase in the near 
future because of the difficulties of formulators to source biocidal active substances and 
the continuously increasing demand due to the spread of the COVID-19 virus.  
It is therefore necessary to use the derogation provided in Article 55(1) of Regulation No 
528/2012 to increase the supply of hygienic hand disinfectants to contain the spread of 
the disease.  


• Limited and controlled use
The exempted biocides should be produced, packaged and stored according to the 
guidance in the LNA-statement “Handdisinfection for professional use” (in Dutch: 







LNA-mededeling ‘Handdesinfectantia voor professioneel gebruik’, version 20 
March 2020). 
The production of the exempted substances is only allowed for Pharmacies. 
The exempted biocides may only be distributed to, and used by professional users in the 
healthcare sector.  
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NOTIFICATION OF DEROGATION PURSUANT TO ARTICLE 55(1) OF REGULATION (EU) NO 
528/2012 


• Notifying Member State1


Netherlands 


• Competent Authority granting the temporary derogation
Organisation Email address 


Ministry of Infrastructure and 
Water Management Biociden_NL@minienw.nl 


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


• Product name


Products authorised under Dutch 
National Law or the BPR, for 
hygienic hand disinfection (without 
a virucidal claim) 


• Product type


PT 1 


• Active substance(s)
Products with at least one of the 
following active sustances: 


• Alcohols (minimum 70%);


• Hydrogen peroxide
(minimum 0,5%); and


• Sodium Hypochlorite
(minimum 0,1%).


• Target organism(s)


SARS-CoV-2 
 


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







• User category


 Professional user 
in healthcare 


• Starting date of the action based on Art. 55 (1) of the BPR


14/03/2020 


• End date of the action  based on Art. 55 (1) of the BPR


09/09/2020 


• Description of danger the derogation is intended to address
 danger to public health


The spread of COVID-19 virus strongly increases the demand for disinfectants in 
The Netherlands. The Ministry of Public Health has monitored the availability of 
disinfectants and concluded that shortages arose due to the fact that suppliers of 
disinfectant products that can be made available on the market and are being used in 
accordance with a granted authorization, cannot meet the current demand. Without 
these disinfectants professional users in healthcare in the Netherlands cannot do their 
work in a safe and effective manner which results in a danger for public health. 
Therefore, in order to secure this supply of disinfection products, a temporary 
exemption according to Article 55(1) of Regulation No 528/2012, for distribution 
and use of authorized products with the above mentioned active substances for 
hygienic hand-disinfection including disinfection against COVID-19 virus, has been 
granted in The Netherlands.  


 


☐ danger to animal health


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


☐ danger to environment


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


• Geographical area of use
Netherlands 


• Absence of any other means to contain the danger
As a result of the spread of the COVID-19 virus, disinfectants for hygienic hand 
disinfection are increasingly in demand in healthcare in The Netherlands. Increasing 
production capacity of authorized products has not alleviate the shortages.   
In contrary, the shortage of disinfectant products might even further increase in the near 
future because of the difficulties of formulators to source biocidal active substances and 
the continuously increasing demand due to the spread of the COVID-19 virus.  







It is therefore necessary to use the derogation provided in Article 55(1) of Regulation No 
528/2012 to increase the supply of hygienic hand disinfectants to contain the spread of 
the disease.  


• Limited and controlled use


Products may only be distributed to, and used by professional users in the healthcare 
sector.  
To be effective against COVID19 virus, alcohols, hydrogen peroxide and sodium 
hypochlorite should be applied according to the existing users instructions of the 
products, on cleaned hands. 
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NOTIFICATION OF DEROGATION PURSUANT TO ARTICLE 55(1) OF REGULATION (EU) NO 
528/2012 


• Notifying Member State1   


Netherlands  


• Competent Authority granting the temporary derogation 
Organisation Email address 


Ministry of Infrastructure and 
Water Management 


 
Biociden_NL@minienw.nl 


 


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


 


• Product name 


Products authorised under Dutch 
National Law or the BPR, without a 
virucidal claim, for disinfection of 
surfaces in healthcare, cosmetic or 
pharmaceutical industry or for use 
in spaces for human residence. 


• Product type 


PT 2  


• Active substance(s) 
Biocides contain at least one of the 
following substances: 


• Alcohols (minimum 70%);  


• Sodium Hypochlorite 
(minimum 0,025% active 
Chlorine); and 


• Sodium Dichloro 
Isocyanurate  


(in a user concentration of 
minimum 1.000 ppm active 
Chlorine).  


                                                 


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







• Target organism(s)


SARS-CoV-2 
 


• User category


Professional user 
in healthcare 


• Starting date of the action based on Art. 55 (1) of the BPR


25/03/2020 


• End date of the action  based on Art. 55 (1) of the BPR


20/09/2020 


• Description of danger the derogation is intended to address
 danger to public health


The spread of COVID-19 virus strongly increases the demand for disinfectants in 
The Netherlands. The Ministry of Public Health has monitored the availability of 
disinfectants and concluded that shortages arose due to the fact that suppliers of 
disinfectant products that can be made available on the market and are being used in 
accordance with a granted authorization, cannot meet the current demand. Without 
these disinfectants professional users in healthcare in the Netherlands cannot do their 
work in a safe and effective manner which results in a danger for public health. 


☐ danger to animal health


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


☐ danger to environment


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


• Geographical area of use
Netherlands 


• Absence of any other means to contain the danger
As a result of the spread of the COVID-19 virus, disinfectants for hygienic surface 
disinfection are increasingly in demand in healthcare in The Netherlands. Increasing 
production capacity of autorised products has not alleviate the shortages.   







In contrary, the shortage of disinfectant products might even further increase in the near 
future because of the difficulties of formulators to source biocidal active substances and 
the continuously increasing demand due to the spread of the COVID-19 virus.  
It is therefore necessary to use the derogation provided in Article 55(1) of Regulation No 
528/2012 to increase the supply of hygienic surface disinfectants to contain the spread of 
the disease. The exemption is essential for increasing the  available amount of 
disinfectants available for surface disinfection in hospitals and health care 
institutions.  


• Limited and controlled use
The exemption is for products authorised under Dutch National Law or the BPR, without 
a virucidal claim, for disinfection of surfaces in healthcare, cosmetic or pharmaceutical 
industry or for use in spaces for human residence. 
For professionals in health care only. 
The usage instructions as part of the authorisations should be followed. 
The intended uses include the disinfection of surfaces, materials, equipment and furniture 
that is not used for direct contact with food or animal feed. The products should not be 
used directly on humans or animals. 


The products should be applied on clean surfaces. 


Sodium Hypochlorite and Sodium Dichloro Isocyanurate are corrosive. Avoid 
encroachment of metals and other sensitive materials.  
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NOTIFICATION OF DEROGATION PURSUANT TO ARTICLE 55(1) OF REGULATION (EU) NO 
528/2012 


• Notifying Member State1


Netherlands 


• Competent Authority granting the temporary derogation
Organisation Email address 


Ministry of Infrastructure and 
Water Management Biociden_NL@minienw.nl 


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


• Product name


WHO-recommended formulations 
for hygienic hand disinfection 
(formulations Ethanol and Propan-
2-ol)


• Product type


PT 1 


• Active substance(s)


Formulation 1: 


Ethanol   


Glycerol 


Hydrogen peroxide 


Formulation 2: 


Propan-2-ol  


Glycerol  


Hydrogen peroxide 


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







• Target organism(s)


SARS-CoV-2 
 


• User category


Professional user 
in healthcare 


• Starting date of the action based on Art. 55 (1) of the BPR


17/03/2020 


• End date of the action  based on Art. 55 (1) of the BPR


10/09/2020 


• Description of danger the derogation is intended to address
 danger to public health


The spread of COVID-19 virus strongly increases the demand for disinfectants in 
The Netherlands. The Ministry of Public Health has monitored the availability of 
disinfectants and concluded that shortages arose due to the fact that suppliers of 
disinfectant products that can be made available on the market and are being used in 
accordance with a granted authorization, cannot meet the current demand. Without 
these disinfectants professional users in healthcare in the Netherlands cannot do their 
work in a safe and effective manner which results in a danger for public health. 


☐ danger to animal health


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


☐ danger to environment


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


• Geographical area of use
Netherlands 


• Absence of any other means to contain the danger
As a result of the spread of the COVID-19 virus, disinfectants for hygienic hand 
disinfection are increasingly in demand in healthcare in The Netherlands. Increasing 
production capacity of autorised products has not alleviate the shortages.   
In contrary, the shortage of disinfectant products might even further increase in the near 
future because of the difficulties of formulators to source biocidal active substances and 
the continuously increasing demand due to the spread of the COVID-19 virus.  







It is therefore necessary to use the derogation provided in Article 55(1) of Regulation No 
528/2012 to increase the supply of hygienic hand disinfectants to contain the spread of 
the disease.  


• Limited and controlled use
The products  must comply with the specified WHO formulations. 
Products may only be distributed to, and used by professional users in healthcare. 
Trade or production of the exempted formulations is only allowed for companies and 
institutions that are able to do this in a safe manner, due to their profession. 
The WHO guidance should be followed: WHO-recommended handrub formulations. 
Revision April 2010.  
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NOTIFICATION OF DEROGATION PURSUANT TO ARTICLE 55(1) OF REGULATION (EU) NO 


528/2012 


 Notifying Member State 


Poland  


 Competent Authority granting the temporary derogation 


Organisation Email address 


The Office for Registration of 


Medicinal Products, Medical 


Devices and Biocidal Products 


pb@urpl.gov.pl 


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


-  


 Product name 


Biocides with below active 


substances 


 Product type 


PT 1 PT 2 PT 4 


 Active substance(s) 


Ethanol 


Propan-2-ol 


Combination of active substances 


 Target organism(s) 


SARS-CoV-2 


 User category 


General public 


Professional user 


 Starting date of the action based on Art. 55 (1) of the BPR 


10/03/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


31/10/2020  


 Description of danger the derogation is intended to address 


 danger to public health 







The wide spread of virus SARS-CoV-2 has led to a shortage of disinfectants in 


supply change, both for active substances and biocidal products. 


The number of confirmed cases of COVID-19 in Poland is increasing rapidly.  


In such situation the need for commonly available disinfectants for the public, 


households, public health facilities and hospitals is fundamental.  


Taking into account above mentioned arguments in Poland disinfectants are being 


authorised in line with Article 55(1) of the BPR. 


 


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Poland 


 Absence of any other means to contain the danger 


Because of the high demand most of the products for hand and surface disinfection 


have been sold out and are out of stock. Absence of any other means to contain the 


danger. 


 Limited and controlled use 


Territory of Poland where the state of epidemic has been introduced. 


Enforcement authorities were informed and asked for supervision of products 


authorised according to Article 55.1 of the BPR. 
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NOTIFICATION OF DEROGATION PURSUANT TO ARTICLE 55(1) OF REGULATION (EU) NO 


528/2012 


 Notifying Member State1   


Slovenia  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Chemicals Office of the Republic of 


Slovenia 


gp-ursk.mz@gov.si 


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


1 


 Product name 


HAND SANITIZER 


STELLA izopropilni alkohol 70 % 


 
 


 Product type 


PT 1, PT 2  


 Active substance(s) 


Propan-2-ol, Hydrogen peroxide 


Propan-2-ol 


 Target organism(s) 


Enveloped viruses to which  


COVID-19 is belong 


 User category 


Professional users 


General  public and professional 


users 


 Starting date of the action based on Art. 55 (1) of the BPR 


30/03/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


                                                 


 







26/09/2020 


 Description of danger the derogation is intended to address


 danger to public health


The spread of the SARS-CoV-2 virus strongly increases demand for disinfectants for 


hygienic hand and surface disinfection in Slovenia.  


Suppliers of disinfectant products that can be made available on the market and used 


in accordance with a granted authorisation cannot meet the demand of customers.    


The use of disinfectants is essential to prevent the spread of novel coronavirus and 


the number of people in Slovenia who have been diagnosed with such an infection is 


increasing. Therefore, in order to secure the supply of disinfection products a 


temporary exemption according to Article 55(1) of Regulation No 528/2012 for the 


making available on the market and use of the: 
- HAND SANITIZER for hand disinfection and


- STELLA izopropilni alkohol 70 % for hand and surface disinfection,


have been granted in  Slovenia.


☐ danger to animal health


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


☐ danger to environment


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


 Geographical area of use


Slovenia 


 Absence of any other means to contain the danger


As a result of the spread of the SARS-CoV-2 virus, disinfectants for hygienic hand 


disinfection are increasingly in demand in Slovenia.  


The shortage of disinfectant products will remain or further increase in the near future 


because of the difficulties of formulators to source biocidal active substances and the 


continuously increasing demand due to the spread  of the SARS-CoV-2 coronavirus. 


It is therefore necessary to use the derogation possibility provided in Article 55(1) of 


Regulation No 528/2012 to ensure a stable, and if possible, increase the supply of 


hand rub and surface disinfectants to contain the spread of the disease. 


 Limited and controlled use


Derogation is granted to two companies in order to place on the Slovenian market a: 


- PT1 biocidal product for use in health and other public institutions by


professional users,







- PT1 and PT2 biocidal product for use by general public and professional


users.



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NOTIFICATION OF DEROGATION PURSUANT TO ARTICLE 55(1) OF REGULATION (EU) NO 


528/2012 


 Notifying Member State1   


Slovenia  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Chemicals Office of the Republic of 


Slovenia 


gp-ursk.mz@gov.si 


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


0 


 Product name 


70% Izopropanol 


 Product type 


PT 2  


 Active substance(s) 


Propan-2-ol 


 Target organism(s) 


Enveloped viruses to which  


COVID-19 belongs 


 User category 


Professional users 


 Starting date of the action based on Art. 55 (1) of the BPR 


26/03/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


22/09/2020  


 


 Description of danger the derogation is intended to address 


 danger to public health 


                                                 


 







The spread of the SARS-CoV-2 virus strongly increases demand for disinfectants for 


hygienic hand disinfection in Slovenia.  


Suppliers of disinfectant products that can be made available on the market and used 


in accordance with a granted authorisation cannot meet the demand of customers.    


The use of disinfectants is essential to prevent the spread of novel coronavirus and 


the number of people in Slovenia who have been diagnosed with such an infection 


is increasing. Therefore, in order to secure the supply of disinfection products a 


temporary exemption according to Article 55(1) of Regulation No 528/2012 for the 


making available on the market and use of the 70% Izopropanol for surface 


disinfection have been granted in  Slovenia. 


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Slovenia 


 Absence of any other means to contain the danger 


As a result of the spread of the SARS-CoV-2 virus, disinfectants for hygienic hand 


disinfection are increasingly in demand in Slovenia.  


The shortage of disinfectant products will remain or further increase in the near future 


because of the difficulties of formulators to source biocidal active substances and the 


continuously increasing demand due to the spread  of the SARS-CoV-2 coronavirus.  


It is therefore necessary to use the derogation possibility provided in Article 55(1) of 


Regulation No 528/2012 to ensure a stable, and if possible, increase the supply of 


hand rub and surface disinfectants to contain the spread of the disease. 


 Limited and controlled use 


Derogation is granted to one pharmaceutical company in order to donate a PT2 


biocidal product for use in health and other public institutions, in units of the 


Slovenian Armed Forces, Police and Administration of the Republic of Slovenia for 


Civil Protection and Disaster Relief and by economic operators. 


  
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ANNEX I 


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


528/2012 


 Notifying Member State1


Spain 


 Competent Authority granting the temporary derogation


Organisation Email address 


Ministry of Health sgsasl@mscbs.es 


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


 Product name


Biocides containing the active 
substances mentioned below. 


 Product type


PT 1, PT 2, PT4 


 Active substance(s)


- Propan-1-ol


- Propan-2-ol


 Target organism(s)


SARS-CoV-2 


 User category


Non-professional user (general 
public) 


Professional user 


Trained professional 


 Starting date of the action based on Art. 55 (1) of the BPR


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







24/03/2020 


 End date of the action  based on Art. 55 (1) of the BPR


24/09/2020 


 Description of danger the derogation is intended to address


 danger to public health


The government of Spain has declared an alarm status (Real Decreto 463/2020) 
due to the pandemic spread of the coronavirus in the world and the likely further 
spread of the virus within Spain.  


As a result of the presence of coronavirus SARS-CoV-2 the recommendation to 
disinfect the hands and surfaces by all experts is a priority measure in order to stop 
the transmission of the virus between people.  


Therefore, the demand of this kind of products is being increased and have 
produced a shortage of active substances and biocidal products in the market.  


Considering the evolution of this virus and the rapid transmission between people, 
it is necessary to authorize more suppliers for these active substances for the 
manufacturing of disinfectants. 


☐ danger to animal health


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


☐ danger to environment


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


 Geographical area of use


Spain 


 Absence of any other means to contain the danger


Shortage due to SARS-CoV-2 crisis 


 Limited and controlled use


The manufacturer should notified the source of active substances and products 
which invoke this measure. This information should be sent to the following email 
address: sgsasl@mscbs.es 
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Art 55(1)_Coronavirus emergency derogation_ES_active chlorine released from sodium hypochlorite.pdf


ANNEX I 


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


528/2012 


 Notifying Member State1


Spain 


 Competent Authority granting the temporary derogation


Organisation Email address 


Ministry of Health sgsasl@mscbs.es 


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


 Product name


Biocides containing the active 
substance mentioned below. 


 Product type


PT 2, PT4 


 Active substance(s)


- Active chlorine released
from sodium hypochlorite
(CAS number: 7681-52-9) 


 Target organism(s)


SARS-CoV-2 


 User category


Non-professional user (general 
public) 


Professional user 


Trained professional 


 Starting date of the action based on Art. 55 (1) of the BPR


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







31/03/2020 


 End date of the action  based on Art. 55 (1) of the BPR


01/10/2020 


 Description of danger the derogation is intended to address


 danger to public health


The government of Spain has declared an alarm status (Real Decreto 463/2020) 
due to the pandemic spread of the coronavirus in the world and the likely further 
spread of the virus within Spain.  


As a result of the presence of coronavirus SARS-CoV-2 the recommendation to 
disinfect the hands and surfaces by all experts is a priority measure in order to stop 
the transmission of the virus between people.  


Therefore, the demand of this kind of products is being increased and have 
produced a shortage of active substances and biocidal products in the market.  


Considering the evolution of this virus and the rapid transmission between people, it 
is necessary to authorize more suppliers for these active substances for the 
manufacturing of disinfectants. 


☐ danger to animal health


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


☐ danger to environment


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


 Geographical area of use


Spain 


 Absence of any other means to contain the danger


Shortage due to SARS-CoV-2 crisis 


 Limited and controlled use


The manufacturer of active substance should notified the source which invoke this 
measure. This information should be sent to the following email address: 
sgsasl@mscbs.es 






Art 55(1)_Coronavirus emergency derogation_BE_ACIDOFOAM CF & Sopuroxid 3.2.pdf


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


528/2012 


 Notifying Member State1   


Belgium  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Federal Public Service 


Health, Food chain safety and 


Environment 


 


 


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


0 


 Product name 


ACIDOFOAM CF 


Sopuroxid 3.2 


 Product type 


PT 2  


 Active substance(s) 


Peracetic acid (CAS-nr. 79-21-0) 


 Target organism(s) 


SARS-CoV-2 


 User category 


General public 


Professional user 


 Starting date of the action based on Art. 55 (1) of the BPR 


22/03/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


18/09/2020  


 


                                                 


 







 Description of danger the derogation is intended to address 


 danger to public health 


The wide spread of the SARS-CoV-2 Coronavirus has led to a shortage of 


disinfectants in Belgium. Disinfection products have become virtually unavailable 


in pharmacies and drugstore.  


In Belgium, alcohol based products are the most commonly used for disinfection 


products. However, because of the high demand stocks of alcohol based products 


have decreased dramatically and a sufficient supply cannot longer be guaranteed 


over a longer period of time. 


It should be noted that the number of people in Belgium diagnosed with SARS-


CoV-2 infection is rapidly increasing. As a consequence of this development we 


expect a further grow of the demand for disinfectants for which shortage has been 


already notified. 


In order to secure the supply of disinfecting products a temporary exemption for the 


making available on the market and use of ACIDOFOAM CF and Sopuroxid 3.2 


products for surface disinfection has been granted for which a virucide activity has 


been demonstrated.  


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Belgium 


 Absence of any other means to contain the danger 


Because of the high demand Belgium is facing a shortage of disinfectant product 


that have been identified as essential to prevent SARS-Cov-2 spread.  


 Limited and controlled use 
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NOTIFICATION OF DEROGATION PURSUANT TO ARTICLE 55(1) OF REGULATION (EU) NO 


528/2012 


 Notifying Member State1


Sweden 


 Competent Authority granting the temporary derogation


Organisation Email address 


The Swedish Chemicals Agency kemi@kemi.se 


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


0 


 Product name


Disinfectants containing 1- or 2-


propanol  


 Product type


PT 1-4 


 Active substance(s)


1- or 2-propanol (CAS-nr: 71-23-8,


CAS-nr: 67-63-0)


 Target organism(s)


Coronavirus SARS-CoV-2 and 


other harmful organisms due to the 


risk of lack of disinfectants 


 User category


General public 


Professional use 


 Starting date of the action based on Art. 55 (1) of the BPR


20/03/2020 


 End date of the action  based on Art. 55 (1) of the BPR


16/09/2020 







 Description of danger the derogation is intended to address 


 danger to public health 


Justification: 


 the break out of COVID-19,  


 the recommendation from the Swedish government, the Public Health 


Agency of Sweden and WHO to use disinfectants to prevent spreading of 


the virus, as a complement to cleaning and hand washing.  


 The risk of lack of disinfectants to limit the spread of Coronavirus SARS-


CoV-2 that can cause Covid-19 


On 20 March the Swedish Chemicals Agency issued a derogation based on article 


55 Article 55(1) of the Regulation (EU) No 528/2012 allowing placing on the 


market and use of disinfectants in pt 1-4 containing 1- or 2-propanol (CAS-nr: 71-


23-8, CAS-nr: 67-63-0) as the active substance with the following conditions 


- For surface disinfection: 45 vol-%  


- For hand disinfection: 60 vol-%  


Sale to the general public may only be made through pharmacies and grocery 


stores.  


  


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Sweden 


 Absence of any other means to contain the danger 


The risk of lack of disinfectants to limit the spread of Coronavirus SARS-CoV-2 


that can cause Covid-19 


 Limited and controlled use 


Sales to the general public may only be made through pharmacies and grocery 


stores.  
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NOTIFICATION OF DEROGATION PURSUANT TO ARTICLE 55(1) OF REGULATION (EU) NO 


528/2012 


 Notifying Member State1


Sweden 


 Competent Authority granting the temporary derogation


Organisation Email address 


The Swedish Chemicals Agency kemi@kemi.se 


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


0 


 Product name


Disinfectants containing 


 Active chlorine generated


from sodium chloride by


electrolysis


or 


 Active chlorine released


from hypochlorous acid


 Product type


PT 1 


 Active substance(s)


Active chlorine generated from 


sodium chloride by electrolysis 


Active chlorine released from 


hypochlorous acid  


 Target organism(s)


Coronavirus SARS-CoV-2 and 


other harmful organisms due to the 


risk of lack of disinfectants 


 User category







General public  


Professional use 


 Starting date of the action based on Art. 55 (1) of the BPR 


20/03/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


16/09/2020  


 


 Description of danger the derogation is intended to address 


 danger to public health 


Justification: 


 the break out of COVID-19,  


 the recommendation from the Swedish government, the Public Health 


Agency of Sweden and WHO to use disinfectants to prevent spreading of 


the virus, as a complement to cleaning and hand washing.  


 The risk of lack of disinfectants to limit the spread of Coronavirus SARS-


CoV-2 that can cause Covid-19 


On 20 March the Swedish Chemicals Agency issued a derogation based on article 


55 Article 55(1) of the Regulation (EU) No 528/2012 allowing placing on the 


market and use of disinfectants in pt 1 containing active chlorine generated from 


sodium chloride by electrolysis or active chlorine released from hypochlorous acid  


with the following conditions: 


The person responsible for the making available shall make sure that instructions 


are enclosed with the packaging. The instructions shall ensure that a sufficiently 


disinfecting effect is reached when using the products.  


Sales to the general public may only be made  


1. of ready-to-use solutions and  


2. through pharmacies or grocery stores.  


  


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Sweden 


 Absence of any other means to contain the danger 







The risk of lack of disinfectants to limit the spread of Coronavirus SARS-CoV-2 


that can cause Covid-19 


 Limited and controlled use 


Sales to the general public may only be made through pharmacies or grocery stores.  
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NOTIFICATION OF DEROGATION PURSUANT TO ARTICLE 55(1) OF REGULATION (EU) NO 


528/2012 


 Notifying Member State1


Sweden 


 Competent Authority granting the temporary derogation


Organisation Email address 


The Swedish Chemicals Agency kemi@kemi.se 


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


0 


 Product name


Disinfectants containing 


 Hydrogen Peroxide


or 


 Active chlorine released


from sodium hypochlorite


 Product type


PT 1-4 


 Active substance(s)


 Hydrogen Peroxide


 Active chlorine released


from sodium hypochlorite


 Target organism(s)


Coronavirus SARS-CoV-2 and 


other harmful organisms due to the 


risk of lack of disinfectants 


 User category


General public  


Professional use 







 Starting date of the action based on Art. 55 (1) of the BPR 


23/03/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


19/09/2020  


 


 Description of danger the derogation is intended to address 


 danger to public health 


Justification: 


 the break out of COVID-19,  


 the recommendation from the Swedish government, the Public Health 


Agency of Sweden and WHO to use disinfectants to prevent spreading of 


the virus, as a complement to cleaning and hand washing.  


 The risk of lack of disinfectants to limit the spread of Coronavirus SARS-


CoV-2 that can cause Covid-19 


On 23 March the Swedish Chemicals Agency issued a derogation based on article 


55 Article 55(1) of the Regulation (EU) No 528/2012 allowing placing on the 


market and use of disinfectants in pt 1 containing hydrogen peroxide (CAS nr 7722-


84-1) or active chlorine released from sodium hypochlorite (CAS nr 7681-52-9) 


with the following conditions: 


The person responsible for the making available shall make sure that instructions 


are enclosed with the packaging. The instructions shall ensure that a sufficiently 


disinfecting effect is reached when using the products.  


Sales to the general public may only be made through pharmacies or grocery stores.  


Sales to the general public of disinfectants in pt 1 may only be made of ready-to-use 


solutions.   


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Sweden 


 Absence of any other means to contain the danger 


The risk of lack of disinfectants to limit the spread of Coronavirus SARS-CoV-2 


that can cause Covid-19 


 Limited and controlled use 


Sales to the general public may only be made through pharmacies or grocery stores.  







 






image56.emf
Art  55(1)_Coronavirus emergency derogation_UK_WHO formula 2.pdf


Art 55(1)_Coronavirus emergency derogation_UK_WHO formula 2.pdf


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


528/2012 


 Notifying Member State1   


United Kingdom  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Health and Safety Executive pa.biocides@hse.gov.uk 


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


N/A 


 Product name 


WHO-recommended handrub 


Formulation 2 (Propan-2-ol) 


 Product type 


PT 1  


 Active substance(s) 


Propan-2-ol 


 Target organism(s) 


SARS-CoV-2 


 User category 


General public, professional 


 Starting date of the action based on Art. 55 (1) of the BPR 


30/03/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


25/09/2020  


 


 Description of danger the derogation is intended to address 


 danger to public health 


                                                 


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







On 11 March 2020 the World Health Organisation (WHO) declared a COVID-19 


pandemic. 


As of 9am on 25 March 2020, a total of 97,019 people have been tested in the UK, 


of which 87,490 were confirmed negative and 9,529 were confirmed positive. 463 


patients in the UK who tested positive for COVID-19 have died. 


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


United Kingdom 


 Absence of any other means to contain the danger 


WHO advises that COVID-19 "is a respiratory virus which spreads primarily 


through droplets generated when an infected person coughs or sneezes, or through 


droplets of saliva or discharge from the nose". WHO also advises that the best way 


to prevent spreading of the virus is to frequently wash hands with soap and water 


or clean them with an alcohol-based hand rub.  


Alcohol-based hand sanitiser products are therefore in extremely high demand 


which has led to unprecedented supply shortages of such products in the UK. 


 Limited and controlled use 


Companies must notify HSE and be granted permission to make products available 


in accordance with the permit issued under the derogation. 
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NOTIFICATION OF DEROGATION PURSUANT TO ARTICLE 55(1) OF REGULATION (EU) NO 


528/2012 


 Notifying Member State1   


Belgium  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Federal Public Service 


Health, Food chain safety and 


Environment 


covid19.gestautor@health.fgov.be 


 


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


0 


 Product name 


Aero-Sense Alcohol Hand Gel 70% 


 Product type 


PT 1  


 Active substance(s) 


Propan-2-ol (CAS-nr 67-63-0) 


 Target organism(s) 


SARS-CoV-2 


 User category 


General public 


Professional user 


 Starting date of the action based on Art. 55 (1) of the BPR 


25/03/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


21/09/2020  


 


 Description of danger the derogation is intended to address 


                                                 


 







 danger to public health 


The wide spread of the SARS-CoV-2 Coronavirus has led to a shortage of 


disinfectants in Belgium. Disinfection products have become virtually unavailable 


in pharmacies and drugstore.  


In Belgium, alcohol based products are the most commonly used for disinfection 


products. However, because of the high demand stocks of alcohol based products 


have decreased dramatically and a sufficient supply cannot longer be guaranteed 


over a longer period of time. 


It should be noted that the number of people in Belgium diagnosed with SARS-


CoV-2 infection is rapidly increasing. As a consequence of this development we 


expect a further grow of the demand for disinfectants for which shortage has been 


already notified. 


In order to secure the supply of disinfecting products a temporary exemption for the 


making available on the market and use of Aero-Sense Alcohol Hand Gel 70% 


product for hand-disinfection has been granted. 


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Belgium 


 Absence of any other means to contain the danger 


Because of the high demand most of the products for hand disinfectants have been 


sold out. Belgium is facing a shortage of disinfectant product that have been 


identified as essential to prevent SARS-Cov-2 spread. 


 Limited and controlled use 


 


 Applications submitted for the  product and/or granted authorisations  


 


 


 


 


                                                 


 This section will be removed when publishing the notification in CIRCABC 
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NOTIFICATION OF DEROGATION PURSUANT TO ARTICLE 55(1) OF REGULATION (EU) NO 


528/2012 


 Notifying Member State1   


Belgium  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Federal Public Service 


Health, Food chain safety and 


Environment 


covid19.gestautor@health.fgov.be 


 


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


0 


 Product name 


ALCANAF 


 Product type 


PT 1  


 Active substance(s) 


Propan-2-ol (CAS-nr 67-63-0) 


 Target organism(s) 


SARS-CoV-2 


 User category 


General public 


Professional user 


 Starting date of the action based on Art. 55 (1) of the BPR 


26/03/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


22/09/2020  


 


 Description of danger the derogation is intended to address 


                                                 


 







 danger to public health 


The wide spread of the SARS-CoV-2 Coronavirus has led to a shortage of 


disinfectants in Belgium. Disinfection products have become virtually unavailable 


in pharmacies and drugstore.  


In Belgium, alcohol based products are the most commonly used for disinfection 


products. However, because of the high demand stocks of alcohol based products 


have decreased dramatically and a sufficient supply cannot longer be guaranteed 


over a longer period of time. 


It should be noted that the number of people in Belgium diagnosed with SARS-


CoV-2 infection is rapidly increasing. As a consequence of this development we 


expect a further grow of the demand for disinfectants for which shortage has been 


already notified. 


In order to secure the supply of disinfecting products a temporary exemption for the 


making available on the market and use of ALCANAF product for hand-disinfection 


has been granted. 


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Belgium 


 Absence of any other means to contain the danger 


Because of the high demand most of the products for hand disinfectants have been 


sold out. Belgium is facing a shortage of disinfectant product that have been 


identified as essential to prevent SARS-Cov-2 spread. 


 Limited and controlled use 
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NOTIFICATION OF DEROGATION PURSUANT TO ARTICLE 55(1) OF REGULATION (EU) NO 


528/2012 


 Notifying Member State1   


Belgium  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Federal Public Service 


Health, Food chain safety and 


Environment 


covid19.gestautor@health.fgov.be  


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


0 


 Product name 


ALCOGEL 


 Product type 


PT 1  


 Active substance(s) 


Propan-2-ol (CAS-nr 67-63-0) 


 Target organism(s) 


SARS-CoV-2 


 User category 


General public 


Professional user 


 Starting date of the action based on Art. 55 (1) of the BPR 


01/04/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


28/09/2020  


 


 Description of danger the derogation is intended to address 


                                                 


 







 danger to public health 


The wide spread of the SARS-CoV-2 Coronavirus has led to a shortage of 


disinfectants in Belgium. Disinfection products have become virtually unavailable 


in pharmacies and drugstore.  


In Belgium, alcohol based products are the most commonly used for disinfection 


products. However, because of the high demand stocks of alcohol based products 


have decreased dramatically and a sufficient supply cannot longer be guaranteed 


over a longer period of time. 


It should be noted that the number of people in Belgium diagnosed with SARS-


CoV-2 infection is rapidly increasing. As a consequence of this development we 


expect a further grow of the demand for disinfectants for which shortage has been 


already notified. 


In order to secure the supply of disinfecting products a temporary exemption for the 


making available on the market and use of ALCOGEL product for hand-disinfection 


has been granted. 


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Belgium 


 Absence of any other means to contain the danger 


Because of the high demand most of the products for hand disinfectants have been 


sold out. Belgium is facing a shortage of disinfectant product that have been 


identified as essential to prevent SARS-Cov-2 spread. 


 Limited and controlled use 
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NOTIFICATION OF DEROGATION PURSUANT TO ARTICLE 55(1) OF REGULATION (EU) NO 


528/2012 


 Notifying Member State1   


Belgium  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Federal Public Service 


Health, Food chain safety and 


Environment 


covid19.gestautor@health.fgov.be 


 


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


0 


 Product name 


ALCO-JETH 75 Gel 


 Product type 


PT 1  


 Active substance(s) 


Propan-2-ol (CAS-nr 67-63-0) 


 Target organism(s) 


SARS-CoV-2 


 User category 


General public 


Professional user 


 Starting date of the action based on Art. 55 (1) of the BPR 


01/04/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


28/09/2020  


 


 Description of danger the derogation is intended to address 


                                                 


 







 danger to public health 


The wide spread of the SARS-CoV-2 Coronavirus has led to a shortage of 


disinfectants in Belgium. Disinfection products have become virtually unavailable 


in pharmacies and drugstore.  


In Belgium, alcohol based products are the most commonly used for disinfection 


products. However, because of the high demand stocks of alcohol based products 


have decreased dramatically and a sufficient supply cannot longer be guaranteed 


over a longer period of time. 


It should be noted that the number of people in Belgium diagnosed with SARS-


CoV-2 infection is rapidly increasing. As a consequence of this development we 


expect a further grow of the demand for disinfectants for which shortage has been 


already notified. 


In order to secure the supply of disinfecting products a temporary exemption for the 


making available on the market and use of ALCO-JETH 75 Gel product for hand-


disinfection has been granted. 


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Belgium 


 Absence of any other means to contain the danger 


Because of the high demand most of the products for hand disinfectants have been 


sold out. Belgium is facing a shortage of disinfectant product that have been 


identified as essential to prevent SARS-Cov-2 spread. 


 Limited and controlled use 
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Art 55(1)_Coronavirus emergency derogation_BE_ALCO-JETH 75 Liquid.pdf


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


528/2012 


 Notifying Member State1   


Belgium  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Federal Public Service 


Health, Food chain safety and 


Environment 


covid19.gestautor@health.fgov.be 


 


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


0 


 Product name 


ALCO-JETH 75 Liquid 


 Product type 


PT 1  


 Active substance(s) 


Propan-2-ol (CAS-nr 67-63-0) 


 Target organism(s) 


SARS-CoV-2 


 User category 


General public 


Professional user 


 Starting date of the action based on Art. 55 (1) of the BPR 


01/04/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


28/09/2020  


 


 Description of danger the derogation is intended to address 


                                                 


 







 danger to public health 


The wide spread of the SARS-CoV-2 Coronavirus has led to a shortage of 


disinfectants in Belgium. Disinfection products have become virtually unavailable 


in pharmacies and drugstore.  


In Belgium, alcohol based products are the most commonly used for disinfection 


products. However, because of the high demand stocks of alcohol based products 


have decreased dramatically and a sufficient supply cannot longer be guaranteed 


over a longer period of time. 


It should be noted that the number of people in Belgium diagnosed with SARS-


CoV-2 infection is rapidly increasing. As a consequence of this development we 


expect a further grow of the demand for disinfectants for which shortage has been 


already notified. 


In order to secure the supply of disinfecting products a temporary exemption for the 


making available on the market and use of ALCO-JETH 75 Liquid product for hand-


disinfection has been granted. 


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Belgium 


 Absence of any other means to contain the danger 


Because of the high demand most of the products for hand disinfectants have been 


sold out. Belgium is facing a shortage of disinfectant product that have been 


identified as essential to prevent SARS-Cov-2 spread. 


 Limited and controlled use 
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NOTIFICATION OF DEROGATION PURSUANT TO ARTICLE 55(1) OF REGULATION (EU) NO 


528/2012 


 Notifying Member State1   


Belgium  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Federal Public Service 


Health, Food chain safety and 


Environment 


 


 


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


0 


 Product name 


Alphades 


 Product type 


PT 2  


 Active substance(s) 


Hydrogen peroxide (CAS-nr. 7722-84-1) 


Lactic acid (CAS-nr.79-33-4) 


 Target organism(s) 


SARS-CoV-2 


 User category 


General public 


Professional user 


 Starting date of the action based on Art. 55 (1) of the BPR 


23/03/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


19/09/2020  


 


                                                 


 







 Description of danger the derogation is intended to address 


 danger to public health 


The wide spread of the SARS-CoV-2 Coronavirus has led to a shortage of 


disinfectants in Belgium. Disinfection products have become virtually unavailable 


in pharmacies and drugstore.  


In Belgium, alcohol based products are the most commonly used for disinfection 


products. However, because of the high demand stocks of alcohol based products 


have decreased dramatically and a sufficient supply cannot longer be guaranteed 


over a longer period of time. 


It should be noted that the number of people in Belgium diagnosed with SARS-


CoV-2 infection is rapidly increasing. As a consequence of this development we 


expect a further grow of the demand for disinfectants for which shortage has been 


already notified. 


In order to secure the supply of disinfecting products a temporary exemption for the 


making available on the market and use of Alphades product for surface disinfection 


has been granted for which a virucide activity has been demonstrated.  


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Belgium 


 Absence of any other means to contain the danger 


Because of the high demand Belgium is facing a shortage of disinfectant product 


that have been identified as essential to prevent SARS-Cov-2 spread.  


 Limited and controlled use 
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Art 55(1)_Coronavirus emergency derogation_BE_Autoactin.pdf


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


528/2012 


 Notifying Member State1   


Belgium  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Federal Public Service 


Health, Food chain safety and 


Environment 


 


 


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


0 


 Product name 


Autoactin 


 Product type 


PT 1  


 Active substance(s) 


Propan-2-ol (CAS-nr. 67-63-0) 


 Target organism(s) 


SARS-CoV-2 


 User category 


General public 


Professional user 


 Starting date of the action based on Art. 55 (1) of the BPR 


22/03/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


18/09/2020  


 


 Description of danger the derogation is intended to address 


                                                 


 







 danger to public health 


The wide spread of the SARS-CoV-2 Coronavirus has led to a shortage of 


disinfectants in Belgium. Disinfection products have become virtually unavailable 


in pharmacies and drugstore.  


In Belgium, alcohol based products are the most commonly used for disinfection 


products. However, because of the high demand stocks of alcohol based products 


have decreased dramatically and a sufficient supply cannot longer be guaranteed 


over a longer period of time. 


It should be noted that the number of people in Belgium diagnosed with SARS-


CoV-2 infection is rapidly increasing. As a consequence of this development we 


expect a further grow of the demand for disinfectants for which shortage has been 


already notified. 


In order to secure the supply of disinfecting products a temporary exemption for the 


making available on the market and use of Autoactin product for hand-disinfection 


has been granted.  


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Belgium 


 Absence of any other means to contain the danger 


Because of the high demand most of the products for hand disinfectants have been 


sold out. Belgium is facing a shortage of disinfectant product that have been 


identified as essential to prevent SARS-Cov-2 spread.  


 Limited and controlled use 
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Art 55(1)_Coronavirus emergency derogation_BE_Gel hydroalcoolique mains 75%.pdf


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


528/2012 


 Notifying Member State1   


Belgium  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Federal Public Service 


Health, Food chain safety and 


Environment 


covid19.gestautor@health.fgov.be 


 


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


0 


 Product name 


Gel hydroalcoolique mains 75% 


 Product type 


PT 1  


 Active substance(s) 


Propan-2-ol (CAS-nr 67-63-0) 


 Target organism(s) 


SARS-CoV-2 


 User category 


General public 


Professional user 


 Starting date of the action based on Art. 55 (1) of the BPR 


30/03/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


26/09/2020  


 


 Description of danger the derogation is intended to address 


                                                 


 







 danger to public health 


The wide spread of the SARS-CoV-2 Coronavirus has led to a shortage of 


disinfectants in Belgium. Disinfection products have become virtually unavailable 


in pharmacies and drugstore.  


In Belgium, alcohol based products are the most commonly used for disinfection 


products. However, because of the high demand stocks of alcohol based products 


have decreased dramatically and a sufficient supply cannot longer be guaranteed 


over a longer period of time. 


It should be noted that the number of people in Belgium diagnosed with SARS-


CoV-2 infection is rapidly increasing. As a consequence of this development we 


expect a further grow of the demand for disinfectants for which shortage has been 


already notified. 


In order to secure the supply of disinfecting products a temporary exemption for the 


making available on the market and use of Gel hydroalcoolique mains 75%  product 


for hand-disinfection has been granted. 


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Belgium 


 Absence of any other means to contain the danger 


Because of the high demand most of the products for hand disinfectants have been 


sold out. Belgium is facing a shortage of disinfectant product that have been 


identified as essential to prevent SARS-Cov-2 spread. 


 Limited and controlled use 


 


 Applications submitted for the  product and/or granted authorisations  


 


 


 


 


                                                 


 This section will be removed when publishing the notification in CIRCABC 
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Art 55(1)_Coronavirus emergency derogation_BE_HOLIS - spray hydro-alcoolique .pdf


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


528/2012 


 Notifying Member State1   


Belgium  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Federal Public Service 


Health, Food chain safety and 


Environment 


 


 


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


0 


 Product name 


HOLIS - spray hydro-alcoolique 


 Product type 


PT 1  


 Active substance(s) 


Propan-2-ol (CAS-nr 67-63-0) 


 Target organism(s) 


SARS-CoV-2 


 User category 


General public 


Professional user 


 Starting date of the action based on Art. 55 (1) of the BPR 


16/03/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


12/09/2020  


 


 Description of danger the derogation is intended to address 


                                                 


 







 danger to public health 


The wide spread of the SARS-CoV-2 Coronavirus has led to a shortage of 


disinfectants in Belgium. Disinfection products have become virtually unavailable 


in pharmacies and drugstore.  


In Belgium, alcohol based products are the most commonly used for disinfection 


products. However, because of the high demand stocks of alcohol based products 


have decreased dramatically and a sufficient supply cannot longer be guaranteed 


over a longer period of time. 


It should be noted that the number of people in Belgium diagnosed with SARS-


CoV-2 infection is rapidly increasing. As a consequence of this development we 


expect a further grow of the demand for disinfectants for which shortage has been 


already notified. 


In order to secure the supply of disinfecting products a temporary exemption for the 


making available on the market and use of HOLIS - spray hydro-alcoolique product 


for hand-disinfection has been granted. 


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Belgium 


 Absence of any other means to contain the danger 


Because of the high demand most of the products for hand disinfectants have been 


sold out. Belgium is facing a shortage of disinfectant product that have been 


identified as essential to prevent SARS-Cov-2 spread. 


 Limited and controlled use 
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Art 55(1)_Coronavirus emergency derogation_BE_Laquick Pro & Desinfectz Pro.pdf


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


528/2012 


 Notifying Member State1   


Belgium  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Federal Public Service 


Health, Food chain safety and 


Environment 


 


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


0 


 Product name 


Laquick Pro  


Desinfectz Pro 


 Product type 


PT 2  


 Active substance(s) 


Hydrogen peroxide (CAS-nr. 7722-84-1) 


Lactic acid (CAS-nr.79-33-4) 


 Target organism(s) 


SARS-CoV-2 


 User category 


General public 


Professional user 


 Starting date of the action based on Art. 55 (1) of the BPR 


23/03/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


19/09/2020  


 


                                                 


 







 Description of danger the derogation is intended to address 


 danger to public health 


The wide spread of the SARS-CoV-2 Coronavirus has led to a shortage of 


disinfectants in Belgium. Disinfection products have become virtually unavailable 


in pharmacies and drugstore.  


In Belgium, alcohol based products are the most commonly used for disinfection 


products. However, because of the high demand stocks of alcohol based products 


have decreased dramatically and a sufficient supply cannot longer be guaranteed 


over a longer period of time. 


It should be noted that the number of people in Belgium diagnosed with SARS-


CoV-2 infection is rapidly increasing. As a consequence of this development we 


expect a further grow of the demand for disinfectants for which shortage has been 


already notified. 


In order to secure the supply of disinfecting products a temporary exemption for the 


making available on the market and use of Laquick Pro and Desinfectz Pro products 


for surface disinfection has been granted for which a virucide activity has been 


demonstrated.  


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Belgium 


 Absence of any other means to contain the danger 


Because of the high demand Belgium is facing a shortage of disinfectant product 


that have been identified as essential to prevent SARS-Cov-2 spread.  


 Limited and controlled use 
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Art 55(1)_Coronavirus emergency derogation_BE_Nerta Manobac 100.pdf


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


528/2012 


 Notifying Member State1   


Belgium  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Federal Public Service 


Health, Food chain safety and 


Environment 


covid19.gestautor@health.fgov.be 


 


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


0 


 Product name 


Nerta Manobac 100 


 Product type 


PT 1  


 Active substance(s) 


Propan-2-ol (CAS-nr 67-63-0) 


 Target organism(s) 


SARS-CoV-2 


 User category 


General public 


Professional user 


 Starting date of the action based on Art. 55 (1) of the BPR 


27/03/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


23/09/2020  


 


 Description of danger the derogation is intended to address 


                                                 


 







 danger to public health 


The wide spread of the SARS-CoV-2 Coronavirus has led to a shortage of 


disinfectants in Belgium. Disinfection products have become virtually unavailable 


in pharmacies and drugstore.  


In Belgium, alcohol based products are the most commonly used for disinfection 


products. However, because of the high demand stocks of alcohol based products 


have decreased dramatically and a sufficient supply cannot longer be guaranteed 


over a longer period of time. 


It should be noted that the number of people in Belgium diagnosed with SARS-


CoV-2 infection is rapidly increasing. As a consequence of this development we 


expect a further grow of the demand for disinfectants for which shortage has been 


already notified. 


In order to secure the supply of disinfecting products a temporary exemption for the 


making available on the market and use of Nerta Manobac 100 product for hand-


disinfection has been granted. 


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Belgium 


 Absence of any other means to contain the danger 


Because of the high demand most of the products for hand disinfectants have been 


sold out. Belgium is facing a shortage of disinfectant product that have been 


identified as essential to prevent SARS-Cov-2 spread. 


 Limited and controlled use 
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Art 55(1)_Coronavirus emergency derogation_BE_Ontsmettingsmiddel oppervlakken-Vloeistof.pdf


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


528/2012 


 Notifying Member State1   


Belgium  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Federal Public Service 


Health, Food chain safety and 


Environment 


covid19.gestautor@health.fgov.be  


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


0 


 Product name 


Ontsmettingsmiddel oppervlakken – Vloeistof 


 Product type 


PT 2  


 Active substance(s) 


Propan-2-ol (CAS-nr. 67-63-0) 


 Target organism(s) 


SARS-CoV-2 


 User category 


General public 


Professional user 


 Starting date of the action based on Art. 55 (1) of the BPR 


26/03/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


22/09/2020  


 


 Description of danger the derogation is intended to address 


                                                 


 







 danger to public health 


The wide spread of the SARS-CoV-2 Coronavirus has led to a shortage of 


disinfectants in Belgium. Disinfection products have become virtually unavailable 


in pharmacies and drugstore.  


In Belgium, alcohol based products are the most commonly used for disinfection 


products. However, because of the high demand stocks of alcohol based products 


have decreased dramatically and a sufficient supply cannot longer be guaranteed 


over a longer period of time. 


It should be noted that the number of people in Belgium diagnosed with SARS-


CoV-2 infection is rapidly increasing. As a consequence of this development we 


expect a further grow of the demand for disinfectants for which shortage has been 


already notified. 


In order to secure the supply of disinfecting products a temporary exemption for the 


making available on the market and use of Ontsmettingsmiddel oppervlakken – 


Vloeistof products for surface disinfection has been granted for which a virucide 


activity has been demonstrated.  


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Belgium 


 Absence of any other means to contain the danger 


Because of the high demand Belgium is facing a shortage of disinfectant product 


that have been identified as essential to prevent SARS-Cov-2 spread.  


 Limited and controlled use 
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Art 55(1)_Coronavirus emergency derogation_BE_Phago products.pdf


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


528/2012 


 Notifying Member State1   


Belgium  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Federal Public Service 


Health, Food chain safety and 


Environment 


 


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


0 


 Products name 


Phago’Sanit 


Phago’Spore 


Phago’Wipes spore 


 Product type 


PT 2  


 Active substance(s) 


Peracetic acid (CAS-nr. 79-21-0) 


 Target organism(s) 


SARS-CoV-2 


 User category 


General public 


Professional user 


 Starting date of the action based on Art. 55 (1) of the BPR 


22/03/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


18/09/2020  


 


                                                 


 







 Description of danger the derogation is intended to address 


 danger to public health 


The wide spread of the SARS-CoV-2 Coronavirus has led to a shortage of 


disinfectants in Belgium. Disinfection products have become virtually unavailable 


in pharmacies and drugstore.  


In Belgium, alcohol based products are the most commonly used for disinfection 


products. However, because of the high demand stocks of alcohol based products 


have decreased dramatically and a sufficient supply cannot longer be guaranteed 


over a longer period of time. 


It should be noted that the number of people in Belgium diagnosed with SARS-


CoV-2 infection is rapidly increasing. As a consequence of this development we 


expect a further grow of the demand for disinfectants for which shortage has been 


already notified. 


In order to secure the supply of disinfecting products a temporary exemption for the 


making available on the market and use of Phago’Sanit, Phago’Spore and 


Phago’Wipes spore products for surface disinfection has been granted for which a 


virucide activity has been demonstrated.  


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Belgium 


 Absence of any other means to contain the danger 


Because of the high demand Belgium is facing a shortage of disinfectant product 


that have been identified as essential to prevent SARS-Cov-2 spread.  


 Limited and controlled use 
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Art 55(1)_Coronavirus emergency derogation_BE_Phytogel By HUCKERT'S sanitizer.pdf


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


528/2012 


 Notifying Member State1   


Belgium  


 Competent Authority granting the temporary derogation 


Organisation Email address 


Federal Public Service 


Health, Food chain safety and 


Environment 


covid19.gestautor@health.fgov.be  


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


0 


 Product name 


Phytogel By HUCKERT'S sanitizer 


 Product type 


PT 1  


 Active substance(s) 


Propan-1-ol (CAS-nr 71-23-8) 


 Target organism(s) 


SARS-CoV-2 


 User category 


General public 


Professional user 


 Starting date of the action based on Art. 55 (1) of the BPR 


27/03/2020  


 End date of the action  based on Art. 55 (1) of the BPR 


23/09/2020  


 


 Description of danger the derogation is intended to address 


                                                 


 







 danger to public health 


The wide spread of the SARS-CoV-2 Coronavirus has led to a shortage of 


disinfectants in Belgium. Disinfection products have become virtually unavailable 


in pharmacies and drugstore.  


In Belgium, alcohol based products are the most commonly used for disinfection 


products. However, because of the high demand stocks of alcohol based products 


have decreased dramatically and a sufficient supply cannot longer be guaranteed 


over a longer period of time. 


It should be noted that the number of people in Belgium diagnosed with SARS-


CoV-2 infection is rapidly increasing. As a consequence of this development we 


expect a further grow of the demand for disinfectants for which shortage has been 


already notified. 


In order to secure the supply of disinfecting products a temporary exemption for the 


making available on the market and use of Phytogel By HUCKERT'S sanitizer 


product for hand-disinfection has been granted. 


☐ danger to animal health 


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


☐ danger to environment 


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


 Geographical area of use 


Belgium 


 Absence of any other means to contain the danger 


Because of the high demand most of the products for hand disinfectants have been 


sold out. Belgium is facing a shortage of disinfectant product that have been 


identified as essential to prevent SARS-Cov-2 spread. 


 Limited and controlled use 
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