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12 ED&C Act, sec. 201(i) articles intended to be rubbed, poured, sprinkled, or sprayed on, introduced
into, or otherwise applied to the human body...for cleansing, beautifying, promoting attractiveness,
or altering the appearance.

3 Not every product marketed as soap meets FDA's definition of the term. FDA interprets the term

"soap" to apply only when --

e The bulk of the nonvolatile matter in the product consists of an alkali salt of fatty acids and the
product's detergent properties are due to the alkali-fatty acid compounds, and

The product is labeled, sold, and represented solely as soap [21 CFR 701.20].



RER . REFEG K2 RIERZESE IPEEDZRTE > 5 - B
A BT ANFRAM D M- R RS A e gl
FHAE XA T ZAMEpfhi s A2 F EFpF > TR T S0
AF B ERA N E o oa AR R -

S - . e + 23+ 2 X

"37—-;‘}\ B EL7_ 0 EER

&Py # W& 52 R (Food, Drug, and Cosmetic Act, # -
FD&C Act)iha & » AL ET ~ iofy ~ B ~ inh & AFEF K A "%* p e

vl E K//Tf”l afez_*t > 4 TRH A p e f ""ﬁ’*’”ﬁ’fﬁ’f#le i gy
Ry 14

\\\

?%iﬁ%%ﬁ@“#%iﬁéﬁi%’%{iaﬂg
(Over-the-counter drug » OTC drug) » % % feit P &FHe - A48 > & ¥ 3
A e BT A e A 2 & $+—*§F%¢,%i?5ﬁﬁ(g
FFORAVEEF ST B ARG R) AT ARFRE BT E
ST 0 Dlde o AR R R GRE Y TRt REH L bR R

AN B R EY S FIZARY P EIsREEA R o F o JREp L iR
HRPpFEL ey 8 B 38 747 F 0 &b 7F#iap LH
MEFFBARGBEREIREE T R B EELE R
2_E_o

FD&C sz e P » &G i eh T 2 Ei b Al Bpr

. P 2 15
RF EREEL &R

$23 wmHIYBEREERZ EETE

A 3. 7 R R =1
-3 LR ZEEREIA

EREE bR S PRRL R R ER R TR A

Y FD &C Act, sec. 201(g)(1) : (A) articles intended for use in the diagnosis, cure, mitigation,
treatment, or prevention of disease..and (B) articles (other than food) intended to affect the structure
or any function of the body of man or other animals.

> FDA, Is It a Cosmetic, a Drug, or Both? (or Is It Soap?), available at http://www.cfsan.fda.gov/
-218.html (last visited May 19, 2008).

18 Council Directive 76/768/EEC of 27 July 1976 on the approximation of the laws of the Member

States relating to cosmetic products (the "Cosmetics Directive™)
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7 Council Directive 76/768/EEC of 27 July 1976 on the approximation of the laws of the
Member States relating to cosmetic products , Article 1:”1. A "cosmetic product” means any
substance or preparation intended for placing in contact with the various external parts of the
human body (epidermis, hair system, nails, lips and external genital organs) or with the teeth and
the mucous membranes of the oral cavity with a view exclusively or principally to cleaning them,
perfuming them or protecting them in order to keep them in good condition, change their

appearance or correct body odours....”

8 ANNEX |

ILLUSTRATIVE LIST BY CATEGORY OF COSMETIC PRODUCTS
— Creams, emulsions, lotions, gels and oils for the skin (hands, face, feet, etc.).
— Face masks (with the exception of peeling products).

— Tinted bases (liquids, pastes, powders).

— Make-up powders, after-bath powders, hygienic powders, etc.

— Toilet soaps, deodorant soaps, etc.

— Perfumes, toilet waters and eau de Cologne.

— Bath and shower preparations (salts, foams, oils, gels, etc.).

— Depilatories.

— Deodorants and anti-perspirants.

— Hair care products:

— hair tints and bleaches,

— products for waving, straightening and fixing,

— setting products,

— cleansing products (lotions, powders, shampoos),

— conditioning products (lotions, creams, oils),

— hairdressing products (lotions, lacquers, brilliantines).

— Shaving products (creams, foams, lotions, etc.).

— Products for making up and removing make-up from the face and the eyes.
— Products intended for application to the lips.

— Products for care of the teeth and the mouth.

— Products for nail care and make-up.

— Products for external intimate hygiene.

— Sunbathing products.

— Products for tanning without sun.
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— Skin-whitening products.

— Anti-wrinkle products.

1% Directive 2004/27/EC of the European Parliament and of the Council of 31 March 2004
amending Directive 2001/83/EC on the Community code relating to medicinal products for
human use Medicinal product : (a) Any substance or combination of substances presented as

having properties for treating or preventing disease in human beings; or

(b) Any substance or combination of substances which may be used in or administered to

human beings either with a view to restoring, correcting or modifying physiological functions

by exerting a pharmacological, immunological or metabolic action, or to making a medical

diagnosis."
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s/cos-218.html (last visited May 19, 2008).
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> 1) Registering cosmetic manufacturing establishments. Cosmetic manufacturers or packers whose
products are in commercial distribution in the United States
2) Filing Cosmetic Product Ingredient Statements (CPIS). A cosmetic manufacturer, packer, or
distributor should file a statement for each product the firm has entered into commercial distribution
in the United States.
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%% Labeling means all labels and other written, printed or graphic matter on or accompanying a product.

% the part of the label most likely displayed or examined under customary conditions of display for
sale (21 CFR 701.10)
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May 19, 2008).
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% Council Directive 76/768 of 27 July 1976 on the approximation of the laws of the Member States
relating to cosmetic products (*Cosmetics Directive™).
Council Directive 76/768/EEC , Article 2:" Cosmetic products put on the market within the

Community must not be liable to cause damage to human health when they are applied under normal
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conditions of use.” Article 3:" Member States shall take all necessary measures to ensure that only
cosmetic products which conform to the provisions of this Directive and its Annexes may be put on
the market.” Article 3:" Member States shall take all necessary measures to ensure that only
cosmetic products which conform to the provisions of this Directive and its Annexes may be put on

the market. ---”
87 Council Directive 76/768/EEC Article 2 :

A cosmetic product put on the market within the Community must not cause damage to human
health when applied under normal or reasonably foreseeable conditions of use, taking account, in
particular, of the product's presentation, its labelling, any instructions for its use and disposal as
well as any other indication or information provided by the manufacturer or his authorized agent

or by any other personresponsible for placing the product on the Community market.
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1. Member States shall take all measures necessary to ensure that
cosmetic products may be marketed only if the container and
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and visible lettering; the information mentioned in point (g) may,
however, be indicated on the packaging alone:
3 Article 7a
1. The manufacturer or his agent or the person to whose order a cosmetic product is manufactured or
the person responsible for placing an imported cosmetic product on the Community market shall for
control purposes keep the following information readily accessible to the competent authorities of
the Member State concerned at the address
specified on the label in accordance with Article 6 (1) (a)---
™ Council Directive 76/211/EEC of 20 January 1976 on the approximation of the laws of the Member

States relating to the making-up by weight or by volume of certain prepackaged products
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