  Skip to main content 
 [image: EU flag]An official EU website
An official website of the European Union
  How do you know?  All official European Union website addresses are in the <b>europa.eu</b> domain
 	 Other sites	 EFSA
	 Open EFSA
	 EFSA Journal
	 Connect




    [image: Home - European Food Safety Authority] European Food Safety Authority 

   en English Select your language
 
Many pages on this website have been translated using automatic translation. All reasonable efforts have been made to provide an accurate translation. The reference text is the English version.

	български[Автоматично]
	español[Automatic]
	čeština[Automatické]
	dansk[Automatisk]
	Deutsch[Automatic]
	eesti[automaatne]
	ελληνικά[Αυτόματα]
	English
	français[Automatic]
	Gaeilge[Uathoibríoch]
	hrvatski[Automatski]
	italiano[Automatic]

	latviešu[Automātiski]
	lietuvių[Automatinis vertimas]
	magyar[Automatikus]
	Malti[Awtomatika]
	Nederlands[Automatisch]
	polski[Automatyczne]
	português[Automático]
	română[Automat]
	slovenčina[Automatický]
	slovenščina[Strojno]
	suomi[Automaattinen]
	svenska[Automatisk]








   	Calendar

   Menu
 	 About	 About us	 Mission and values
	 Transparency
	 Working practices
	 Trusted science
	 External experts


	 Governance	 Management Board members
	 Executive Director
	 Operational Management


	 Documents	 Corporate publications


	 Partners	 EU Member States
	 EU institutions and agencies
	 Competent organisations in Member States
	 International
	 Stakeholder engagement




	 Newsroom	 All contents	 News
	 Campaigns
	 Data visualization
	 Videos
	 Podcast
	 Infographics
	 Factsheets




	 Topics	 All topics
	 Animal health
	 Animal welfare
	 Antimicrobial resistance
	 Chemical contaminants in food and feed
	 Foodborne zoonotic diseases
	 Nutrition
	 Pesticides
	 Qualified presumption of safety (QPS)
	 Glossary


	 Resources	 Data reports
	 Data standardisation	 Food tracing


	 Data collection
	 Methodology	 Guidance
	 Evidence


	 Tools and resources	 Dietary Exposure (DietEx) tool




	 Publications
	 Applications	 Application procedures	 Biological hazards and animal welfare
	 Feed additives
	 Food contact materials
	 Food improvement agents
	 GMO
	 Novel food
	 Nutrition
	 Pesticides


	 Services for applicants	 Services for SMEs
	 Ask a question


	 Toolkit
	 QPS assessment
	 Confidentiality and sanitisation


	 Engage	 Procurement	 Closed tenders below €143k
	 Instructions and forms


	 Grants
	 ISA scheme
	 Fellowship Programme
	 Calls for data
	 Consultations
	 Observers
	 Research Platform
	 Stakeholders	 Engagement platforms
	 Engagement in risk assessment
	 Calls for stakeholders
	 Stakeholder registration




	 Careers	 Working at EFSA
	 Benefits
	 Scientists
	 Experts
	 Staff members
	 Traineeships
	 How to apply
	 Open positions


	 Calendar
	 Other sites	 Open EFSA
	 EFSA Journal
	 Connect




 


 Search 
 





 Main navigation
	About	About us	Mission and values
	Transparency
	Working practices
	Trusted science
	External experts


	Governance	Management Board members
	Executive Director
	Operational Management


	Documents	Corporate publications


	Partners	EU Member States
	EU institutions and agencies
	Competent organisations in Member States
	International
	Stakeholder engagement




	Newsroom	All contents	News
	Campaigns
	Data visualization
	Videos
	Podcast
	Infographics
	Factsheets




	Topics	All topics
	Animal health
	Animal welfare
	Antimicrobial resistance
	Chemical contaminants in food and feed
	Foodborne zoonotic diseases
	Nutrition
	Pesticides
	Qualified presumption of safety (QPS)
	Glossary


	Resources	Data reports
	Data standardisation	Food tracing


	Data collection
	Methodology	Guidance
	Evidence


	Tools and resources	Dietary Exposure (DietEx) tool




	Publications
	Applications	Application procedures	Biological hazards and animal welfare
	Feed additives
	Food contact materials
	Food improvement agents
	GMO
	Novel food
	Nutrition
	Pesticides


	Services for applicants
	Toolkit
	QPS assessment
	Confidentiality and sanitisation


	Engage	Procurement	Closed tenders below €143k
	Instructions and forms


	Grants
	ISA scheme
	Fellowship Programme
	Calls for data
	Consultations
	Observers
	Research Platform
	Stakeholders	Engagement platforms
	Engagement in risk assessment
	Calls for stakeholders
	Stakeholder registration




	Careers	Working at EFSA
	Benefits
	Scientists
	Experts
	Staff members
	Traineeships
	How to apply
	Open positions





     	Home
	Publications




 
 


  Scientific Opinion on the use of high viscosity white mineral oils as a food additive 

 Published:
24 November 2009



 Adopted:
20 March 2009





 Share:	  Share via Twitter 
	  Share via Facebook 
	  Share via Linkedin 







 [image: EFSA Journal logo] Wiley Online Library
 Full article:
 Read online at EFSA Journal
 Full article (online viewer)








Meta data
  DOI
https://doi.org/10.2903/j.efsa.2009.1387


 Keywords
High viscosity white mineral oils; CAS Number 8042-47-5; Liquid paraffin; Paraffinum Liquidum.


 On request from
European Commission


 Question Number
EFSA-Q-2008-003



 Panels
Food Additives and Flavourings



 Panel members at the time of adoption
F. Aguilar, U.R. Charrondiere, B. Dusemund, P. Galtier, J. Gilbert, D.M. Gott, S. Grilli, R. Guertler, J.
Koenig, C. Lambré, J-C. Larsen, J-C. Leblanc, A. Mortensen, D. Parent-Massin, I. Pratt, I.M.C.M. Rietjens, I. Stankovic,
P. Tobback, T. Verguieva, R.A. Woutersen


 Contact
Unit-ANS@efsa.europa.eu






 
 Abstract
The Panel on Food Additives and Nutrient Sources added to Food (ANS) provides a scientific opinion on the safety of high viscosity white mineral oils (HVMO) (CAS Registry Number 8042-47-5) when used as food additives. HVMO have previously been evaluated by the EC Scientific Committee for Food (SCF) (1995) and the Joint FAO/WHO Expert Committee on Food Additives (JECFA) (1995, 2002). The SCF allocated a Temporary Group ADI of 0-4 mg/kg bw/day for white paraffinic oils which included white mineral oils with a viscosity higher than 8.5 cSt at 100°C. In 2002, JECFA recommended an ADI of 0 – 20 mg/kg bw/day for HVMO. Dietary exposure to HVMO did not produce adverse effects in subchronic toxicity and chronic toxicity/carcinogenicity studies in rats. Infiltration of histiocytes (granulomas) in mesenteric lymph nodes and oil deposition in the liver were considered to be an indication of exposure to white mineral oils rather than an adverse effect. The NOAEL for HVMO was considered to be 1200 mg/kg bw/day, the highest dose tested. Using this NOAEL and applying an uncertainty factor of 100 the Panel established an ADI of 12 mg/kg bw/day for HVMO (kinematic viscosity ≥ 11 mm²/s (cSt) at 100 °C, a carbon number > 28 at 5 % distillation point and an average molecular weight > 500 g/mol). The Panel considered the dietary exposure to HVMO from current uses as well as proposed uses, and estimated that the potential dietary exposures for high level consumers (95th/97.5th) would reach up to approximately 13 mg/kg bw/day for adults and 19 mg/kg bw/day for children. The Panel considers these estimates to be very conservative since high levels of exposure from different sources, in consumers only, have been added up.
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