
1. Azelaic acid and its salts: Azelaic acid and its salts are being considered for addition to the list of 

restricted substances due to therapeutic properties at certain concentrations and risk of skin 

irritation at high concentrations. In the Consultation, proposed maximum concentrations 

permitted were 0.3% for leave-on products and 10% for rinse-off products. Following the review 

of comments, the maximum concentration permitted has been revised to 14% for all cosmetic 

products. 

Table 1. Proposed Hotlist Conditions for Azelaic acid and its salts  

Ingredient Information Restriction 

Chemical 

CAS (including 

but not 

limited to) 

Synonyms and 

Related 

Compounds 

(including but 

not limited to) 

Conditions 

of Use by 

product 

type 

Maximum 

Concentration 

Permitted 

Warnings and 

Cautionary 

Statements (to 

the effect of) 

Azelaic 

acid and 

its salts 

123-99-9; 

52457-54-2; 

132499-85-5; 

17265-13-3; 

27825-99-6 

Nonanedioic 

acid; Disodium 

Azelate; 

Dipotassium 

Azelate 

 
14% 

 

 

2. Retinoic acid: The Consultation indicated the entry would be revised to clarify that derivatives 

and salts of retinoic acid are captured by the entry. Additional information regarding certain 

retinoic acid derivatives was received during the Consultation. Following the review of 

comments, the Retinoic acid entry on the Prohibited section of the Hotlist will be revised to 

clarify that only retinoic acid and its salts are captured by the entry. A new entry for Retinoic 

acid derivatives, outlining evidence of safety to be provided to Health Canada to support safety 

of products with these ingredients, will be added to the Restricted section of the Hotlist . 

Table 2. Proposed Hotlist Conditions for Retinoic acid or its salts 

Ingredient 

CAS (including but not 

limited to) 

Synonyms and Related Compounds (Including 

but not limited to) 

Retinoic acid and its 

salts  

302-79-4; 4759-48-2 Tretinoin; cis-Retinoic Acid 

 

Table 3. Proposed Hotlist Conditions for Retinoic acid derivatives 



Ingredient Information Restriction 

Chemical 

CAS 

(including 

but not 

limited 

to) 

Synonyms and 

Related 

Compounds 

(including but not 

limited to) 

Conditions of Use 

by product type 

Maximum 

Concentration 

Permitted 

Warnings 

and 

Cautionary 

Statements 

(to the effect 

of) 

Retinoic 

acid 

derivatives 

893412-

73-2; 

15498-

86-9; 

74534-

80-8; 

144952-

02-3; 

119207-

20-4 

Hydroxypinacolone 

Retinoate; Retinyl 

Retinoate; Ethyl 

Lactyl Retinoate; 

Tocopheryl 

Retinoate; 

Ascorbyl 

Retinoate; Glyceryl 

Diretinoate 

Manufacturers 

should have the 

following 

information on 

hand as it may be 

requested by 

Health Canada: 

1. Product 

labelling  

2. Clinical study 

demonstrating 

minimal skin 

irritation when 

used according 

to directions 

  

 

3. Alpha-Hydroxy Acids: Polyhydroxy acids (PHAs) and bionic acids do not have their own entry on the 

Hotlist, however they are captured under the entry for alpha-hydroxy acids (AHAs), since they meet 

the chemical definition of AHAs. The entry will be revised to clarify that PHAs and bionic acids with 

alpha-hydroxyl groups, as well as their salts, are captured by the existing entry.  

 

We received a significant volume of comments contending that the dermal effects of PHAs and 

bionic acids are significantly lower than those of other AHAs at the levels used in cosmetics, but the 

data provided by stakeholders was insufficient to support this claim. Thus, no significant changes to 

the AHA entry included in the Consultation will be made. An additional individual entry for PHAs and 

bionic acids will be added to better highlight that the ingredients are captured under the "Alpha-

hydroxy acids" entry. 

 

Table 4. Proposed Hotlist Conditions for Polyhydroxy acids and bionic acids with alpha hydroxyl 

groups 



Ingredient Information Restriction 

Chemical 

CAS 

(including 

but not 

limited 

to) 

Synonyms and 

Related 

Compounds 

(including but not 

limited to) 

Conditions of 

Use by product 

type 

Maximum 

Concentration 

Permitted 

Warnings and 

Cautionary 

Statements 

(to the effect 

of) 

Polyhydroxy 

acids and 

bionic acids 

with alpha 

hydroxyl 

groups 

 
Gluconolactone; 

Ammonium 

gluconate; 

Lactobionic acid; 

Calcium 

lactobionate 

 

See "Alpha-

hydroxy acids". 

  

 

 

https://www.canada.ca/en/health-canada/services/consumer-product-safety/cosmetics/cosmetic-ingredient-hotlist-prohibited-restricted-ingredients/hotlist.html#alphahydro
https://www.canada.ca/en/health-canada/services/consumer-product-safety/cosmetics/cosmetic-ingredient-hotlist-prohibited-restricted-ingredients/hotlist.html#alphahydro

