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1. Background  

Water-soluble zinc compounds are used in oral cosmetic products to reduce oral malodour, 

tartar, and plaque formation. Currently, water-soluble zinc salts are regulated under entry 24 of 

Annex III to Regulation (EC) 1223/2009 (Cosmetics Regulation). More specifically, entry 24 

allows the use of Zinc Salts with the exception of Zinc 4-hydroxybenzenesulphonate and Zinc 

Pyrithione, up to a maximum concentration of 1% (as Zinc).  

 

With the exception of zinc 4-hydroxybenzenesulphonate and zinc pyrithione, the water-soluble 

zinc salts to be considered in the assessment of safety for use in oral hygiene products to include 

zinc acetate, zinc chloride, zinc gluconate, zinc glutamate, zinc citrate, zinc sulphate (already 

considered in SCCS/1586/17) 1.  

 

In July 2014, the German Federal Institute for Risk Assessment (BfR) submitted a dossier 

expressing potential safety concerns related to the use of Zinc salts in oral products such as 

toothpaste and mouthwash in particular for specific age groups.  

 

In February 2016, Cosmetics Europe submitted a safety dossier to demonstrate that the 

combined exposure from food and oral care products is safe up to 1% and 0.1% in toothpastes 

and in mouthwashes, respectively, for all age groups. 

 

In June 2018, the SCCS concluded that the use of Zinc in toothpaste and mouthwash per se is 

safe. However, SCCS highlighted that the dietary intake was not taken under consideration and 

the committee ‘cannot advise which portion of the upper limit should be allocated to exposure 

from cosmetic products’. In its Opinion (SCCS/1586/17) , the SCCS stated that when assessing 

exposure to chemicals, allocation factors that reflect a reasonable level of exposure may be 

applied, while still being protective. The SCCS also added that any additional source of 

exposure may lead to exceeding the upper limits, because the default values used in this 

assessment were based on conservative estimates.  

 

 

1 Opinion on water-soluble zinc salts used in oral hygiene products - Submission I  

https://ec.europa.eu/health/sites/default/files/scientific_committees/consumer_safety/docs/sccs_o_207.pdf


 
 

In May 2021, Cosmetics Europe submitted a new dossier reviewing the available database and in 

particular, the methodology and choices that led to the definition by the Scientific Committee on 

Food (SCF) of Tolerable Daily Upper Intake levels. Submission II includes considerations of the 

reported dietary exposures, absorption kinetics, and the age-dependent usage of oral care 

products by consumers. 

 

 

 

2. Terms of reference 

 

 

• Does the SCCS consider that water soluble zinc salts are safe up to 1 % (as zinc) in 

toothpaste and 0.1% (as zinc) in mouthwash, for both adults and children? If not, the 

SCCS is requested to provide safe concentrations for each age group.  

 

 

• Does the SCCS consider that the contribution of the cosmetic products among the 

overall/total exposure to zinc is still of concern? 

 

 

3. Deadline 

      9 months 

 

4. Supporting documents 

 

Safety of Zinc Salts in Oral Care Products for Children. Cosmetics Europe – May 2021 

 

 

 

➔ The SCCS approved this mandate by written procedure on 2 February 2023 


