The grey area between a drug and a

cosmetic product |
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* Cosmeceutical is frequently used to describe
\..
products that are known to have biological action
but which are regulated as(cosmetlcsi

* the cosmetic industry uses this word to refer to

LOSIT

metic products that have medicinal or drug-like

p_eneflts ,

* Food, Drug, and Cosmetic Act doe 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
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* Cosmetics are not approved by FDA prior to sal?)
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Definitions of Cosmetics and Directives

e Limited X
authority)

* Legislations
remained
unchanged since
1938

* MoCRA 2022
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¢ Continuous
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* Model of
modern _
cosmetic ok
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worldwide =
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e Cosmetic
Directive (ACD)
is in force in all
10 ASEAN
member
countries

e Modeled |
after the EU |
Directive
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~Without
. affecting
| structure or
_ function

. <S> o Articles for

cleansing,

‘beautifying,

promoting

attractiveness,

or altering the
appearance

e Any substance or
mixture &Igced in_
contact with external
parts or with teeth and
oral cavity {@@)clean®

° Same as EU

@perfume, change thelo

appearance, protec protect,
keep them in y good A
condition or corre&:)

Body odor”
o Allowed to have mild

Pharmaceutical \’%

activlties ‘ |
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N \ Classifications

e Cosmetics Ve Cosmetics @eg“'a‘m" :
_* oTC drug- )< Drugs 8 defines two categories:
Ze

¢ Normal cosmetics
3 Cosmetic

Special cosmetics
| Product *\Japaniregulations
@ Ve Drugs defines two categories:

Cosmetics & Special
cosmetics
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Cosmetic exporters

has to meets the s i ‘ -
other countries & WU\ g uloti—yns (el ),
definitions and ) - '

regulations

Same product
categorized in
different ways in
different countries

Labelling

requirements

What
Does that
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Shampoo

Cosmetic
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Antidandruff

Active
Ingredient
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Antidandruff
Shampoo

Drug and
Cosmetic
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Antidandruff

Antidandruff

Active Shampoo

Cosmetic Ingredient

Cosmetics
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Antidandruff Antidandruff

Shampoo - . el
o Active Shampoo

Cosmetic Ingredient Lk Quasi Drug
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* OTC Drug-
Cosmetics

¢ Cosmetic -

Special- purpose
cosmetics
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* Based on
laims and
(Dingredients
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} * Cosmetics are * According to

| not subject to * Fill electronic country
FDA premarket application and ACY PN g
approval designate ;
e “EDA. responsible
Registered” personnel for
logo not, gact: product
allowed el Tay

2B ol b s o th’)‘f%’q@.

& " 2

2 Ps e L A J?Q‘H ) UL./" \
VAAY \('4’\"“\ al A SES™ 29 w‘c’"

. J:f._ Jje"

10/8/2024 S4ja iamed, PO



107872024 Saja Hamed, Ph.D
> & ! ? -
sy \Z Ss 06 518 Xy
ey G gy,

Use of ingredients =D Wl
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Huda Beauty pays nearly $2m 1o, sett]e
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The Dubai-based make-up brand used banned ingredients in the palette line




Testing the product safety

; §°5'“fi“"s‘:‘a"e 10 e Provide informationon ~ * Previously
e sate an K

BRI e assessment of product mentioned
responsible safety

»Noguidelines on e Prohibit animal testing
how to assure safety :

o In-market e Nano material

,  surveillance | containing cosmetics
oUyol Ay /:d'\ shall be authorized
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Labeling i = A |
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* Cosmetics produced or distributed for retail sale to
consumers are required to bear an ingredient

2

declaration. The ingredients must be declared in j’m RPN PRVINLY

descending order of predominance. NS (9535 £
* Color additives and ingredients present at(1%)o . oy o 2805
may be listed in any order but must follow after the <%, JJ,JJ

higher concentration ingredients.
. Cosmetlcs which are also drugs must
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Common nam o =

Aloe vera leaf gel

S

INCI namo

Aloa Barbadensis Leaf Ju«:el"i

Beeswax Beeswax'”’
Cetyl alcohol Cety! Alcohof™
SR i e
e A i T
Cocamidopropy! betaine (from coconut oil) | Cocamidopropyl Betaine"

Decyl glucosfde | . | Decyl Giucoside*f’i

Extra virgin om oll Olea Europaea (Olive) Fruit Oif"

Hemp oil Cannabis Sativa Seed Qif"

Jasmine oil Jasminum Officinale (Jasmine) Oif"

Jojoba ofl Simmondsia Chinensis (Jojoba) Seed Qit"
Lavender oil Lavandula Angustifoiia (Lavender) Qif"

Lemon peel oll Citrus Medica Limonum (Lemon) Peei Qif"!
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