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Basic definitions

* Cosmetics:
- ‘Cosmetic’ is derived from the Greek Kosmesis (adorning)
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Definition of a cosmetic product

* Food and Drug Administration (FDA)
* The US Food, Drug and Cosmetic (FDC) Act defines cosmetics as:

(1) Articles intended to be rubbed, poured, sprinkled or sprayed on,
applied to the human body for cleansing, beautifying, promoting
attractiveness, or altering the appearance.
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(2) Articles intended for use as a component of any such articles;
except that such term shall not include soap”

“Soap include only those soaps intended for cleansing the human
body, that are labeled, sold and represented solely as soap, and that
consist primarily of nonvolatile detergent from an alkali salt of fatty
acids”
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SOAP according to USFDA

* It cleanses our hands and body—> non-cosmetic (traditional soap)
* Moisturizing and deodorizing = cosmetic

* Antibacterial, antiperspirant, anti-acne = OTC drug-Cosmetic
product
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Basic definitions

* There is a significant difference between cosmetic products and
drugs

* Drugs are defined in the FDC Act as:

Articles intended for use in the diagnosis, cure, mitigation, treatment
or prevention of disease in man..... Articles intended to affect the
structure or and function of the body.
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The grey area between a drug and a
cosmetic product

* A cosmetic product is not meant to affect the structure or function of
the skin

* Nowadays this ‘strict” definition is becoming more and more blurred

* In the past nearly all cosmetics were no more than simple
moisturizing, cleansing, or colouring products

* The legal difference between a cosmetic and a Drug is determined by
what?

- E.g. Salicylic acid

- FDA relies on the representation made for the product in its labeling
“any display of written, printed, or graphic matter”

- Intended use vs. chemical composition
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* Currently, many cosmetic products are marketed
with statements such as:
“ Accelerates the renewal of cells”
“ build up supportive tissue in the skin”
“ Repairs sun damage to the skin”
“ Repairs skin aging”

* These claims changes in the function and structure
of the tissue

“will temporarily improve the appearance of ....signs
of aging”
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The grey area between a drug and a
cosmetic product

» Cosmeceuticalis frequently used to describe
products that are known to have biological action
but which are regulated as cosmetics

*the cosmetic industry uses this word to refer to
cosmetic products that have medicinal or drug-like
benefits

* Food, Drug, and Cosmetic Act does not recognize
the term "cosmeceutical"
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Consequences of drug status:

* It is more burdensome and expensive for a product to be
classified as a drug rather than a cosmetic

* A “new drug” may not be marketed at all without prior
FDA approval

* Cosmetics are not approved by FDA prior to sale.
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Definitions of Cosmetics and Directives

=

e Limited e Continuous * Cosmetic
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e Legislations 2009) 10 ASEAN
remained e Model of member
unchanged modern countries
since 1938 cosmetic e Modeled
regulations after the EU
worldwide Directive
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USA

e Articles for
cleansing,
beautifying,
promoting
attractiveness,
or altering the
appearance
without
affecting
structure or
function

Any substance or
mixture placed in
contact with external
parts or with teeth and
oral cavity to clean,
perfume, change their
appearance, protect,
keep them in good
condition or correct
body odor”

Allowed to have mild
Pharmaceutical
activities

ASEAN

e Same as EU
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Classifications

USA

e Cosmetics

e OTC drug-
Cosmetic
Product

® Drugs

e Cosmetics
¢ Drugs

¢ China regulation

defines two categories:

* Normal cosmetics

e Special cosmetics

¢ Japan regulations
defines two categories:

¢ Cosmetics & Special
cosmetics

* Quasi Drug
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Cosmetic exporters
has to meets the
other countries
definitions and
regulations

Same product
categorized in Labelling
different ways in requirements
16 different countries

What
Does that
Means?
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In Jordan

Antidandruff Antidandruff

Active
Ingredient

Shampoo Shampoo

Cosmetic .
Cosmeceuticals




In Japan

Antidandruff

Active
Ingredient

Shampoo

Cosmetic

In EU

Antidandruff

Active
Ingredient

Shampoo

Cosmetic

Antidandruff
Shampoo

Quasi Drug

Antidandruff
Shampoo

Cosmetics

padic 15,38 clel cosmatics Lsush Sunscreen J 4wsilly Ly
) ) g Bl 56 5 developed UV filter agd ) slay
Caa Shed OTC oy inn IS juab Lain ¢ (5 5) (Bl g pdius
34 steps o g s gall juan 9 Al jeun agale Al

shead paniue (0 )Y special purpose cosmatics oLl

(¥ dua



e OTC Drug-
Cosmetics

[

* Cosmetics

¢ Cosmetic -
Special- purpose
cosmetics

: }

Premarket approval

¢ Cosmetics are e According to
not subject to e Fill electronic country
FDA premarket application and
approval designate

e “FDA responsible
Registered” personnel for
logo not each product
allowed
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Use of ingredients

e Can use almost e More exhaustive lists ¢ Same As EU
any raw materials * Ingredients are regulated » With more
without any by the annexes: restriction in China
approval or DL AELELE, e China positive list is
limitation ingredients;

a major blockage to
innovation and
consumers travel to
other countries, to

e Annex IlI: restricted
ingredients;
e Annex IV: positive list of

e Restriction for
color additives,
¢ Short list of

. colors
pl’Oh!blted and e Annex VI: positive list of buy the latest
restricted preservatives product they want!

ingredients * Annex VII: positive list of

UV filters;
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Testing the product safety

. Cosmfetics have to e Provide information on * Previously
be safe and mentioned
manufacturer are assessment of product
responsible safety

* No guidelines on . —_ ) .
how to assure safety Prohibit animal testing

e * Nano material
surveillance containing cosmetics
shall be authorized
before market
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Labeling

* Cosmetics produced or distributed for retail sale to
consumers are required to bear an ingredient
declaration. The ingredients must be declared in
descending order of predominance.

* Color additives and ingredients present at 1% or less
may be listed in any order but must follow after the
higher concentration ingredients.

* Cosmetics which are also drugs must first identify the
drug ingredient(s) as “active ingredients(s)” before
listing the cosmetic ingredients.
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International Nomenclature of Cosmetic
Ingredients (INCI)

INCI standards for International Nomenclature of Cosmetic Ingredients. The
INCI system was established in the early 1970's by the Personal Care
Products Council (former CTFA, Cosmetic, Toiletry, and Fragrance
Association) and the list is maintained by the Personal Care Products Council.
INCI names are used in the United States, the European Union, China,
Japan, and many other countries, for listing ingredients on cosmetic product
labels. With few exceptions, the INCI labeling names in all countries are the
same,

At the moment, there are more than 16000 ingredients in INCI list, which is
the most comprehensive listing of ingredients used in cosmetic and personal
care products. The complete INCI list can be obtained in CD-ROM, book
format or as website access through provided by the Personal Care Products
Council.

If you would like to search INCI name for your product for free, you may
also try EU inventory of cosmetic ingredients - CosIng.

Application of INCI Name

Companies can apply for an INCI name here. There is a $200.00 charge per
trade name. It takes 3-6 months from the date an INCI application is
submitted to be assigned an INCI name.



personal care products 4ic J s oai e 3 ke a-

.council

w‘ ‘;_"M\ ("‘“YL’ M (‘-\:\-\é RN L.\<JA C .m:ﬁ<.3 (JLG LAS ‘_,’_.1’_1-

Common name -
Aloe vera leaf gel
Beeswax
Cetyl alcohol
Cinnamon leaf oil
Citric acid
Cocamidopropyl betaine (from coconut oil)
Decyl glucoside
Extra virgin olive oil
Hemp oil
Jasmine oil
Jojoba oil
Lavender oil

Lemon peel oil

. generic name o shay (e

L Tasal) s

INCI name
Aloe Barbadensis Leaf Juice'"!
Beeswax""
Cetyl Alcohol"
Cinnamomum Cassia Leaf Oif"
Citric Acia*!"
Cocamidopropy! Betaine'"
Decyl Glucoside*!"
Olea Europaea (Olive) Fruit Oif"
Cannabis Sativa Seed Oil"!
Jasminum Officinale (Jasmine) oif"
Simmondsia Chinensis (Jojoba) Seed Oil"!

Lavandula Angustifolia (Lavender) oif"

Citrus Medica Limonum (Lemon) Peel Oil"
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Furinea water
Raspberry extract

Red rose water

Roman chamomile oil

Saponified oil of coconut

Saponified oil of palm

Shea butter

Sodium Coco Sulfate

Sodium laureth sulfate (from coconut oil)
Sodium Lauryl Sulfate (from coconut oil)
Spearmint leaf oil

Sunflower oil

Tea tree oil

Valencia orange peel oil

Vegetable Glycerin

Vitamin E

water (Aqua)* "

Rubus Idaeus (Raspberry) Fruit Extract
Rosa Damascena Flower Water'"
Anthemis Nobilis Flower Oif"

Sodium Cocoate!"

Sodium Palmate""

Butyrospermum Parkii (Shea Butter)!"
Sodium Coco-Sulfate'"

Sodium Laureth Sulfate"!

Sodium Lauryl Sulfate'”

Mentha Viridis (Spearmint) Leaf Qil"
Helianthus Annuus (Sunfiower) Seed Oil"
Melaleuca Alternifolia (Tea Tree) Leaf Oif"
Citrus Aurantium Dulcis (Orange) Peel Oil"
Glycerin"!

Tocopherof”

Wintergreen leaf oil Gaultheria Procumbens (Wintergreen) Leaf Oifl"!
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Understanding the ingredient list/INCI list

* Plant ingredients are easy to spot because they are
listed with their Latin names (always two words) and a
common name in brackets, e.g. rosmarinus officinalis
(rosemary) oil, which is rosemary essential oil;
helianthus annuus (sunflower) seed oil, which is
sunflower oil.

Zainab Alzwahreh

26 aromatic compounds and fragrance substances, found in particular in
essential oils, must be included in the list of ingredients as soon as they are
more than 0.01% present in rinse-off products and more than 0.001% in
leave-on products. A legal notice, intended to warn and protect people
sensitized to these allergenic molecules, whether they are of synthetic or
natural origin. Note: this list is currently being revised at European level, and
should soon lead to new regulations for these substances.

Allergens

INGREDIENTS Ingredients ® Ingrediénten
A, Cyclomethicone!, Mica igredienti » Zusammensetzung
‘olvbutene, Tnisostearin ee i s avellana (Ha




