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The definitions

Slightly different ways of regulating the cosmetic and 

personal care industry, different way to define what a 

cosmetic is according to its effects, and high degree 

of safety, are the main features of a compared 

cosmetic legislation among Europe, Asia, America 

and Australia.

This is valid also for cosmetic ingredients which can 

be considered under chemical laws or under 

cosmetic rules
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USA

Cosmetics are defined in §201(i) of the Act as 

“(1) articles intended to be rubbed, poured, sprinkled or sprayed on, 

introduced into, or otherwise applied to the human body or any part 

thereof for cleansing, beautifying, promoting attractiveness or altering 

the appearance, and 

(2) articles intended for use as a component of any such articles; except 

that such term shall not include soap.” Cosmetics have been classified 

into several categories: skincare, fragrances, eye and other makeup, 

manicure products, hair coloring preparations, shampoos, deodorants, 

shaving products, baby products, bath oils and bubble-baths, 

toothpaste, mouthwashes (including breath mints or strips) and tanning 

products.

Federal Food, Drug and Cosmetic Act (FDC Act) 21 United States Code (U.S.C.) 301 et seq. 

Fair Packaging and Labeling Act (FPLA) 15 U.S.C. 1451 et seq. 

Code of Federal Regulations (CFR), Title 21, Parts 1-99 e 700-799. 

Department of Commerce Requirements Concerning Labeling of the Country of Origin of 

Imported Products, 19 CFR, Part 134. 

Bureau of Alcohol, Tobacco and Firearms (BATF) - Distribution and Use of Denatured Alcohol 

and Rum, 27 CFR, Part 20. 
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USA

Chemical Inventory basics: 

How TSCA defines “chemical substance”

TSCA defines a “chemical substance” as any organic or inorganic 

substance of a particular molecular identity, including any combination of 

these substances occurring in whole or in part as a result of a chemical 

reaction or occurring in nature, and any element or uncombined radical.

Chemicals substances on the Inventory include:

Organics; Inorganics; Polymers; and Chemical substances of unknown or 

variable composition, complex reaction products, and biological materials 

(UVCBs).

Chemical substances not on the Inventory are those with uses not 

regulated under TSCA. The use of these chemical substances is governed 

by other U.S. statutes on, for example: Pesticides, Foods and food 

additives, Drugs, Cosmetics, Tobacco and tobacco products, Nuclear 

materials, or Munitions.
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USA

The proposed Modernization of Cosmetics

Regulation Act (MCRA) of 2018, will

change the standards of cosmetics

production and safety to that

approximating food ingredients — a move

that may be very costly and disruptive for

some cosmetics companies.

Special case – OTC

(Drug)

Topical Antiseptic Products: Hand

Sanitizers and Antibacterial Soaps

Sunscreen Information.

Modernization

FD&C Act
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Canada

All cosmetics sold in Canada must be safe to use and must not pose any

health risk. They must meet the requirements of the Food and Drugs Act

and the Cosmetic Regulations (C.R.C., c. 869)

Cosmetics are defined as "any substance or mixture of substances,

manufactured, sold or represented for use in cleansing, improving or

altering the complexion, skin, hair or teeth and includes deodorants and

perfumes." This definition also includes cosmetics used by professional

esthetic services, as well as bulk institutional products (e.g. hand soap

in school restrooms).

Food and Drugs Act e Cosmetic Regulations P.C. 1977-2659 and futher am.. 

Consumer Packaging and Labeling Act e Consumer Packaging and Labeling Regulations. 

Canadian Environmental Protection Act (CEPA) 

Weights and Measure Act, Dec 1977. 

Charte de la Langue Française. 
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Canada

New Substances Notification Regulations (Chemicals and 

Polymers)

SOR/2005-247

CANADIAN ENVIRONMENTAL PROTECTION ACT, 1999

No exemptions are indicated for cosmetic ingredients (only a reduced

regulatory requirements based on structure or quantity)

Chemical Inventory in Canada:

DSL (Domestic Substances List) 

NDSL (Non Domestic Substances List) 

https://laws-lois.justice.gc.ca/eng/acts/C-15.31
https://it.wikipedia.org/wiki/File:Flag_of_Canada.svg


Canada

ICL - In Commerce List of Food and Drugs Act Substances

It is an “additional” positive list: since September 2001, substances in 

products regulated under the Food and Drugs Act (FDA) have been 

subject to the New Substances Notification Regulations (NSNR) of 

the Canadian Environmental Protection Act, 1999 (CEPA 1999). 

Substances which were in products that were regulated under 

the FDA and that were in Canadian commerce between 01 January 1987 

and 13 September 2001 were placed on an administrative list, called the 

In Commerce List.

The In Commerce List contains substances found in pharmaceuticals, 

veterinary drugs, biologics and genetic therapies, cosmetics, medical 

devices and food additives. The In Commerce List consists of 4 sub-lists 

and is a static administrative list which will not change.

Chemicals in this list but not notified under CEPA (DSL) can be used in 

Canada ad Cosmetic Ingredients

https://it.wikipedia.org/wiki/File:Flag_of_Canada.svg
http://laws-lois.justice.gc.ca/eng/regulations/SOR-2005-247/FullText.html
http://laws-lois.justice.gc.ca/eng/acts/C-15.31/index.html


Canada

Cosmetic Ingredient Hotlist

List of Ingredients that are Prohibited for Use in Cosmetic Products

List of Ingredients that are Restricted for Use in Cosmetic Products

Cosmetic-Drug Interface
These are products that may share the characteristics of both "cosmetic" and 

"drug", as defined in the Food and Drugs Act, making them more difficult to classify. 

Such products may include, for example, acne therapy, anti-perspirants, anti-

dandruff products, fluoride-containing anti-caries products, medicated skin products, 

diaper rash products, antiseptic skin cleansers, sunburn protectants, skin whiteners 

and tooth whiteners.

In Canada, a product at the cosmetic-drug interface (PCDI) can be regulated by one 

of three sets of regulations under the Food and Drugs Act, depending on their 

ingredients and on the claims they make:

the Cosmetic Regulations

the Food and Drug Regulations

the Natural Health Products Regulations

https://www.canada.ca/en/health-canada/services/consumer-product-safety/cosmetics/cosmetic-ingredient-hotlist-prohibited-restricted-ingredients/hotlist.html
https://www.canada.ca/en/health-canada/services/consumer-product-safety/cosmetics/cosmetic-ingredient-hotlist-prohibited-restricted-ingredients/hotlist.html
http://laws.justice.gc.ca/en/F-27/index.html
http://laws.justice.gc.ca/en/F-27/C.R.C.-c.869/index.html
http://laws-lois.justice.gc.ca/eng/regulations/C.R.C.,_c._870/
http://laws-lois.justice.gc.ca/eng/regulations/SOR-2003-196/
https://it.wikipedia.org/wiki/File:Flag_of_Canada.svg


Brasil

Cosmetic is defined in Brasil as:

toiletries (personal hygiene, personal care products), cosmetics and 

perfumes: 

they are preparations consisting of natural or synthetic substances, for 

external use on various parts of the human body, skin, capillary system, 

nails, lips, external genital organs, teeth and mucous membranes the 

oral cavity, with the exclusive or main purpose of cleaning them, 

perfuming them, changing their appearance and or correcting body 

odors and or protecting them or keeping them in good condition.

DOU nº 74, Seção 1, p.8 20/04/1998 Estabelece Critérios para Inclusão, Exclusão e Alteração de 

Concentração de Substâncias utilizadas em Produtos de Higiene Pessoal, Cosméticos e 

Perfumes

ANVISA DIRECTIVE- RDC No. 7, 10 FEBRUARY 2015 (COSMETICS & TOILETRIES AND 

PERFUMES REGISTRATION PROCEDURES AND REQUIREMENTS)

DOU Nº 116, Seção 1, 20/06/2016 Dispõe sobre o "Regulamento Técnico MERCOSUL sobre lista 

de substâncias que não podem ser utilizadas em produtos de higiene pessoal, cosméticos e 
perfumes“.

https://it.wikipedia.org/wiki/File:Flag_of_Brazil.svg


Brasil

4 lists

I- List of preservative action substances allowed for toiletries, 

cosmetics, and perfumes - Resolution - RDC No. 29 of June 10, 2012 

and its updates; 

II- List of permitted colorants for toiletries, cosmetics, and perfumes 

- Resolution - RDC No. 44 of August 9, 2012 and its updates; 

III- List of substances that personal hygiene products, cosmetics, 

and perfumes should not contain except in the conditions and 

restrictions set for Resolution – RDC No. 03 of January 18, 2012 and 

its updates; 

IV- List of ultraviolet filters allowed to toiletries, cosmetics, and 

perfumes - Resolution - RDC No. 47 of March 16, 2006 and its 

updates; 

V- List of substances that cannot be used in personal hygiene 

products, cosmetics and perfumes - Resolution - RDC No. 48 of 

March 16, 2006 and its updates. 

https://it.wikipedia.org/wiki/File:Flag_of_Brazil.svg


Brasil

2 risk group

GRAU 1

Definition Products Grade 1: toiletries ( personal hygiene, and 

personal care products), cosmetics, and perfumes are those products 

whose formulation complies with the definition adopted in item I of 

Annex I of his resolution and that are characterized by having basic or 

elementary properties, the proof of which is not initially required and 

do not require detailed information on their mode of use and its use 

restrictions, due to the intrinsic characteristics of the product

GRAU 2

Definition Products Grade 2: toiletries ( personal hygiene, and 

personal care products), cosmetics, and perfumes whose formulation 

complies with the definition adopted in item I of Annex I of this 

resolution and that they have specific indications, whose 

characteristics require proof of safety and / or effectiveness as well as 

information and care, mode and restrictions of use

https://it.wikipedia.org/wiki/File:Flag_of_Brazil.svg


Brasil

GRAU 2
1. Hydrogen peroxide 10-40 volumes preparations (including creamy, except the products of 

medicinal use). 2. Underarm antiperspirant. 3. Feet antiperspirant. 4. Tan activator / 

accelerator. 5. Child lipstick and lip gloss. 6. Solar / Anti-solar Blocker. 7. Child blush / rouge

8. Suntan. 9. Suntan simulators. 10. Skin lightener. 11. Nail chemical bleaching. 12. Brightener

for hair and body hair. 13. Children's Colony, Children´s Eau de Cologne. 14. Anti-dandruff / 

Anti-fall Conditioner 15. Children´s Conditioner. 16. Anti-caries toothpaste 17. Antiplaque

dentifrice. 18. Anti decay, anti-tartar dentifrice. 19. Whitening / chemical bleaching toothpaste. 

20. Toothpaste for sensitive teeth. 21. Children´s toothpaste. 22. Chemical depilatory. 23. Hair

bleaching. 24. Underarm antiperspirant deodorant. 25. Deodorant antiperspirant for the feet. 

26. Deodorant for intimate use. 27. Antiplaque mouthwash. 28. Antiseptic Mouthwash. 29. 

Children's Mouthwash. 30. Anti-dandruff / anti-fall hair rinse. 31. Children´s capillary rinse / 

wash. 32. Dye / color hair rinse. 33. Chemical scrub "peeling", chemical peeling . 34. 

Children´s nail polish, enamel for children's nails. 35. Children's hair fixative. 36. Wet Wipes

for infant hygiene. 37. Makeup with sunscreen. 38. Product of children cleaning / sanitizing. 

39. Product for smoothing and / or dyeing. 40. Product for eyes area (except the makeup ones, 

and / or moisturizing action, and / or makeup remover). 41. Product to avoid nail biting. 42. 

Product to curl hair. 43. Product for acne-prone skin. 44. Product for wrinkles. 45. Protector

product for children's skin. 46. Lip balm with sunscreen. 47. Sunscreen. 48. Children's 

sunblock. 49. Cuticle remover. 50. Chemical nicotine stain remover. 51. Insect repellent. 52. 

Antiseptic soap. 53. Children's Soap. 54. Intimate use soap. 55. Children´s talc / starch. 56. 

Antiseptic talc / powder. 57. Temporary / progressive / permanent hair dye. 58. Capillary tonic / 

lotion. 59. Anti-dandruff / anti-fall shampoo. 60. Colorant shampoo. 61. Anti-dandruff / anti-fall

conditioner shampoo. 62. Children´s conditioner shampoo. 63. Children´s shampoo.

https://it.wikipedia.org/wiki/File:Flag_of_Brazil.svg


Brasil

No Chemical Inventory

No Notification of cosmetic ingredients

But…

Imported cosmetic needs a notification to the ANVISA 

(Agência Nacional de Vigilância Sanitária) for GRAU 1 

and a registration for GRAU 2 cosmetics

Chemicals cited in Portaria 71/96 - Anexo XV  are 

considered to define risk

https://it.wikipedia.org/wiki/File:Flag_of_Brazil.svg


India 

As per the Drug and cosmetic act 1940, “cosmetic” means any article 

intended to be rubbed, poured, sprinkled or sprayed on, or introduced 

into, or otherwise applicated to, the human body or any part thereof for 

cleansing, beautifying, promoting attractiveness, or altering the 

appearance, and includes any article intended for use as a component of 

cosmetic.

Import and Registration of Cosmetics on May 19th, 2010. 

Drugs and Cosmetics Act, 1940, and amend.(Act 22, 1995 e 2007). 

Drugs and Cosmetics Rules, 1945 , and amend.(III Amendment 1994). 

Drugs (Prices Control) Order, 1987 and 1995. 

Standards of Weight and Measures Act, 1976, e Rules, 1977 , and amend. 

Poisons Act, 1919. 

Indian Standards - Bureau of Indian Standards (BIS). 

Ministry of Health and Family Welfare Notification no. GSR 11(E) del 07/01/91. 

Indian Packaging Commodities Regulation Order (1975) 

Trade and Merchandise Marks Act (1958) and Rules (1969), as amended 

Guidelines for cosmetic claims on packs 

Code for self regulation in advertising

https://it.wikipedia.org/wiki/File:Flag_of_India.svg


India 

Registration of Import of Cosmetics

A Gazette Notification G.S.R 426(E) dated 19th May 2010 has been issued 

by the Government of India for amending the Drugs & Cosmetics Rules, 

1945 providing for registration of import of cosmetics into the Country. This 

provision was to come into effect from the 1st April, 2011. But in view of the 

various possible difficulties apprehended by the stakeholders, its 

implementation was deferred till the 31st March, 2013.

All cosmetic products that are imported for sale in India now need to be 

registered with the Central Drugs Standard Control Organisation

(CDSCO) which has been appointed as the licensing authority for the 

purpose of these rules. This new ‘registration’ requirement is primarily to 

regulate indiscriminate import of beauty and personal care products by 

traders with no accountability for contents and no mechanism to fix 

responsibility in case a consumer is not satisfied with the quality. The new 

regulation is an attempt to check the sale of sub-standard cosmetic 

products and also to harmonise import requirements with products 

manufactured in India.

https://it.wikipedia.org/wiki/File:Flag_of_India.svg


India 

In INDIA no chemical inventory

Only a generic notification of hazardous chemicals for specific 

substances 

No specific notification for cosmetic ingredients

Bureau of Indian Standards (BIS) has provided the specification 

for some group of cosmetics (i.e. for Skin Creams and Lipstick 

in the Indian Standards (IS) 6608:2004 and 9875:1990 

respectively)

Some restrictions for heavy metals in raw materials, dyes colors 

(pigments lakes) if used in the manufacture of skin creams and 

lipstick, Synthetic Organic Colors and Natural Organic Colors 

used in the Cosmetic

https://it.wikipedia.org/wiki/File:Flag_of_India.svg


Australia

Cosmetic is defined in Australia as a substance or preparation (product)

A cosmetic is a substance that is designed to be used on any external 

part of the human body—or inside the mouth—to change its odours, 

change its appearance, cleanse it, keep it in good condition, perfume it 

or protect it.

Cosmetics in Australia are classified under the scope of industrial 

chemicals

Cosmetics Standard 2007 

NICNAS Cosmetic Guidelines 2007 

Trade Practices (Consumer Product Information Standards) (Cosmetics) Amendment 

Regulations, 1998, no. 1. 

Australian Standard AS/NZS – Sunscreen Products 2604-2012. 

Trade Practices (Consumer Product Information Standards) (Cosmetics) Regulations, Statutory 

Rules 1991, no. 327. 

Therapeutic Goods Act 1989 and further amend. 

Therapeutic Goods Order no.48. 

Trade Practices Act 1974. 

Therapeutic Goods (Excluded Goods) Order No. 1 of 1992. 

Industrial Chemicals (Notification and Assessment) Act 1989. 

https://it.wikipedia.org/wiki/File:Flag_of_Australia.svg


Australia

All importers of cosmetics or cosmetic ingredients and/or 

manufacturers of cosmetic ingredients must be registered with 

NICNAS.

All ingredients in a cosmetic product must be listed on the 

Australian Inventory of Chemical Substances (the Inventory) or 

notified to NICNAS for pre-market assessment unless an exemption 

applies.

All ingredients not on the AICS and notified to NICNAS will be 

subject to public health, work health and safety (WHS), and 

environmental risk assessment.

All ingredients not on the AICS and introduced under an exemption 

from notification and some permit categories are subject to annual 

reporting and record keeping requirements.

https://www.nicnas.gov.au/register-your-business
https://www.nicnas.gov.au/chemical-inventory
https://www.nicnas.gov.au/notify-your-chemical/Annual-reporting
https://www.nicnas.gov.au/notify-your-chemical/how-to-notify/Record-keeping
https://it.wikipedia.org/wiki/File:Flag_of_Australia.svg


Australia

NICNAS regulates the importation and manufacture of chemicals for 

'industrial' use, which includes cosmetics and soaps. Chemicals for human 

therapeutic use, such as medicines, are regulated by the Therapeutic Goods 

Administration (TGA).

Cosmetics

Deodorant

Soothes dry skin

Covers pimples

Smooths wrinkles 

Therapeutic

Anti-perspirant

Relieves rashes 

Heals pimples

Aids in repair of skin tissue

The Cosmetics Standard 2007 “sunsetted” on 1 October 2018. The 

content of the Cosmetics Standard has been reproduced in the new 

Therapeutic Goods (Excluded Goods) Determination 2018 

(Determination), a new instrument under the Therapeutic Goods Act 

1989, which commenced on 1 October 2018.

http://www.tga.gov.au/
https://it.wikipedia.org/wiki/File:Flag_of_Australia.svg


Africa

A group of countries follow EU cosmetic regulation principles  where the 

cosmetic definition is aligned with the EU's and countries follow the EU 

ingredients annexes within cosmetics regulation 1223/2009.

Looking back to the colonial past, countries including Kenya follow a "heritage 

from the Commonwealth" for regulation, which has also been inspired by 

India's cosmetics controls. This is based on a standard for cosmetic finished 

products, which prevents innovative products reaching the market.

Thirdly, Cameroon, for example, adopts a system promoted by the World Trade 

Organisation (WTO) to help emerging countries control their imports. 

Delegation of services and public health responsibilities are given to third party 

certifiers.

In general for Ingredients for Cosmetics:

No Chemical Inventory

No Cosmetic Ingredients Inventory

Refer to local and existing cosmetic rules

http://www.google.it/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=2ahUKEwj5wtbkpoffAhUG2xoKHcNfAJUQjRx6BAgBEAU&url=http://www.meteoweb.eu/2012/03/nelle-donne-europee-ce-tracca-di-africa-risale-a-11-000-anni-fa-infatti-la-prima-migrazione-femminile-dal-continente-nero-verso-leuropa/126167/&psig=AOvVaw3u9qXJFjTgBtShCwzC3W7Q&ust=1544051605521264


Europe

Regulation (EC) N° 1223/2009 on cosmetic products is the main 

regulatory framework for finished cosmetic products when 

placed on the EU market. It strengthens the safety of cosmetic 

products and streamlines the framework for all operators in the 

sector. The Regulation simplifies procedures to the extent that 

the internal market of cosmetic products is now a reality.

The Regulation replaces Directive 76/768/EC, which was 

adopted in 1976 and had been substantially revised on 

numerous occasions. It provides a robust, internationally 

recognised regime, which reinforces product safety while 

taking into consideration the latest technological 

developments, including the possible use of nanomaterials. The 

previous rules on the ban of animal testing were not modified.

http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:02009R1223-20160812&from=EN
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:31976L0768&locale=en
https://it.wikipedia.org/wiki/File:Flag_of_Europe.svg


Europe

Strengthened safety requirements for cosmetic products

Manufacturers need to follow specific requirements in the 

preparation of a product safety report prior to placing a product 

on the market.

Introduction of the notion of “responsible person”

Only cosmetic products for which a legal or natural person is 

designated within the EU as a “responsible person” can be 

placed on the market. The new Cosmetics Regulation allows the 

precise identification of the responsible person is and clearly 

outlines their obligations.

Centralised notification of all cosmetic products placed on the 

EU market

Manufacturers will need to notify their products only once – via 

the EU Cosmetic Products Notification Portal (CPNP).

https://ec.europa.eu/growth/sectors/cosmetics/cpnp_en
https://it.wikipedia.org/wiki/File:Flag_of_Europe.svg


Europe

New rules for the use of nanomaterials in cosmetic products

Colourants, preservatives and UV-filters, including those that 

are nanomaterials, must be explicitly authorised. Products 

containing other nanomaterials not otherwise restricted by the 

Cosmetics Regulation will be the object of a full safety 

assessment at EU level if the Commission has concerns. 

Nanomaterials must be labelled in the list of ingredients with 

the word “nano” in brackets following the name of the 

substance, e.g. “titanium dioxide (nano)”.

https://ec.europa.eu/growth/sectors/cosmetics/products/nanomaterials_en
https://it.wikipedia.org/wiki/File:Flag_of_Europe.svg


Europe

REACH Regulation (1907/2006) applicable for cosmetic 

ingredients (only substance)

Exemption for quantity and  natural substances 

For the registered substances important the cosmetic use

clearly indicated in the registration dossier

https://it.wikipedia.org/wiki/File:Flag_of_Europe.svg


• The European Commission cooperates with its partners on 
cosmetic products at both the EU and international level. 
Cooperation at the international level is focused on enhancing 
trade with non-EU countries.

• What is ICCR?

• Established in 2007, the International Cooperation on 
Cosmetics Regulation (ICCR) is a voluntary international group 
of cosmetics regulatory authorities from Brazil, Canada, the 
European Union, Japan and the United States. This group of 
regulatory authorities meet on an annual basis to discuss 
common issues on cosmetics safety and regulation, as well as 
enter into a constructive dialogue with relevant cosmetics 
industry trade associations.

• https://ec.europa.eu/growth/sectors/cosmetics/international_en

International Activity



Five Regulatory Authorities

Brazil, Canada, the European Union, Japan and the United States
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Tic-Tac-Toe



Tic-Tac-Toe

Country Chemical

Inventory

Required

Ingredient

notification required

in cosmetic rules

Chemical Cosmetic

limitation

USA N N Y

CAN Y N (ICL) Y

BRA N N Y

IND N N Y

AUS Y N Y

EUR Y (substance) N Y



Remember

The cosmetic ingredients need a 

toxicology profile

This is our commitment to ensure the 

safe use of final cosmetic products

Thanks for you attention


