


78 g e



- 3
7E g e

Peeee
e 88 OI Ooid H
Y ol 5 B

population

2771 2| =

b} SPEE AT 72198 7IF)
[ 1,038 &4

EU 2|4 =(27703):

EQ maA ofUME wyjof, HPZAS, SME=3 Hiopg, AEH, T2AE 2 AEZ|O}, O|EEZ|0F, ALQ,
Z2EZ O2|A, N3, "otal, ETE, £24l7|0}, 2|£0IL of, BtEH|O}, |AEL|O}, E2H|L|O}, 7| ZT2A,
ZE}, £712|of, £0}tL|0F, 2 20}E|O}






8 s 212 A
EU Cosmetics Directive
76/768/EEC

SCC(Scientific Committee
on Cosmetology, 212=
et Hs]) M

SlEE =9 ok dof
25t afstA 2|4l HR6t
HEIER 4

A2 HA2 SCCsed
(Scientific Committee

on Consumer Safety,
AH|A} QFA afst 2| S])

1980=ICH~1990CH

SCCse| 2tsha] AsiS Hie
L=

‘80ALCof|= AFE IS8t
BEH e|2E Y
‘9oACiofl= AFE IS8t
A2 A 2| AE A Y

8 ol E nd AlA
EU Regulation
1223/2009/EC



02 E =EE 8 M2

2> Directive 2} Regulation2| x}0]

Directive Regulation
76/768 — 1223/2009

SHHEOf| Cist EU ZA|o| A l2lat 235t S§ :

-
ves9 BUT-.. JV A&




O g

'IT=l

Z 1074

9| Z (chapter)f|

22.12.2009

Ce]

Official Journal of the European Union

L 342/59

Regulation 1223/2009

REGULATION (EC) No 1223/2009 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 30 November 2009

on cosmetic products

(recast)

(Text with EEA relevance]

THE FUROPEAN PARLIAMENT AND THE COUNCIL OF THE EURO-
PEAN UNION,

Having regard to the Treaty establishing the European Commu-
nity, and in particular Asticle 95 thereof,

Having regard to the proposal from the Commission,

Having regard to the opinion of the European Economic and
Social Committee (1),

Regulation (EC)

Acting in accordance with the procedure laid down in Article 251
of the Treaty (3),

Whereas:

No 1223/2009

3

Z21 40712] 28 (article) 3}

10712] 4 A (annex) 2 LAE|0 Y2

NV,

EUR-LEX

Council Directive 76/768/EEC of 27 July 1976 on the
approximation of the laws of the Member States relating to
cosmetic products (*) has been significantly amended on
several occasions. Since further amendments are to be
made, in this particular case it should be recast as one
single text in the interests of clarity.

A Regulation is the appropriate legal instrument as it
imposes clear and detailed ules which do not give room
for diverging transposition by Member States. Moreover, a
Regulation ensures that legal requirements are imple-
mented at the same time throughout the Community.

This Regulation aims at simplifving procedures and
streamlining terminology, thereby reducing administrative
burden and ambiguities. Moreover, it strengthens certain
elements of the regulatory framework for cosmetics, such
as in-market control, with a view to ensuring a high level
of protection of human health.

This Regulation comprehensively harmonises the rules in
the Community in order to achieve an internal market for
cosmetic products while ensuring a high level of protec-

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:32009R1223

The environmental concerns that substances used in cos-
metic products may raise are considered through the appk-
cation of Regulation (EC) No 1907/2006 of the European
Parliament and of the Council of 18 December 2006 con-
ceming the Registration, Evaluation, Authorisation and
Restriction of Chemicals (REACH] and establishing a Euro-
pean Chemicals Agency (¢), which enables the assessment
of ntal safety in a ] manner.

This Regulation relates only to cosmetic products and not
to medicinal products, medical devices or biocidal prod-
ucts. The delimitation follows in particular from the
detailed definition of cosmetic products, which refers both
to their areas of application and to the purposes of their
use

The assessment of whether a product is a cosmetic prod-
uct has to be made on the basis of a case-by-case assess-
ment, taking into account all characteristics of the product
Cosmetic products may include creams, emulsions, lotions,
gels and oils for the skin, face masks, tinted bases (liquids,
pastes, powders), make-up pawders, after-bath powders,
hygienic powders, toilet soaps, deodorant soaps, perfumes,
toilet waters and eau de Cologne, bath and shower prepa-
rations (salts, foams, oils, gels), depilatories, deodorants
and ann -perspirants, hair colorants, pmducLs for waving,

ing and fixing hair, hai products, hair-
cleansing products (lotions, powders, shampoos), hair-
conditioning products (lotions, creams, oils), hairdressing
products (lotions, lacquers, brilliantines), shaving products
(creams, foams, lotions), make-up and products removing
make-up, 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 with-
out sun, skin-whitening products and anti-wrinkle
products.

The Commission should define the categories of cosmatic
products which are relevant for the application of this

Regulation.
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I Cosmetic Product Safety Report(CPSR : 2}’E QHH/d "Il R A)

List of substances prohibited in cosmetic products( HIE3%| 4 & 2|AE)

I List of substances which cosmetic products must not contain except to the restrictions laid down(H{&ste H|$t d& 2|AE)
1\ List of colorants allowed in cosmetic products(AH80| &{7HEl XM E|AE)
Y, List of preservatives allowed in cosmetic products(At&0| &{7tE EEH| 2|AE)

VI List of UV filters allowed in cosmetic products(A&0| 57+l UV XIEHY| 2| AE)

VI Symbols used on packaging/container(Z&/87(0] Al2E A'EH)

VI List of validated alternative methods to animal testing(SZCHH| A|E™ 2|AE)

Part A, Repealed directive with its successive amendments
IX

Part B, List of time-limits for transposition into national law and application

X Correlation table between Directive 76/768/EEC and regulation (EC) No 1223/2009
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CE Guidelines on the Management of Undesirable Effects and reporting of Serious
Undesirable Effects in the European Union [March 2016]

Guidelines on Product Information File (PIF) Requirement [Update March 2015 ]

Compliance with regulation 1223/2009 on cosmetic products roles responsibilities along
the supply chain, a practical guide [ July 20161

Guiding Principles on Responsible Advertising and Marketing Communication [2012]
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ARTICLE 2

Definitions

al] ©&
R

(a) ‘cosmetic product’ means any substance or mixture

intended to be placed in contact with the 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 mainly to cleaning

them, perfuming them, changing their appearance, protecting

them, keeping them in good condition or correcting body

odours;
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* Ccreams
 emulsions

* |otions

« gels and oils for the skin

« face masks

 tinted bases (liquids, pastes, powders)
 make-up powders

« after-bath powders

* hygienic powders

» toilet soaps

« deodorant soaps

16



Perfumes

toilet waters and eau de Cologne

bath and shower preparations (salts, foams, oils, gels)
depilatories

deodorants and anti-perspirants

hair colorants

products for waving

straightening and fixing hair

hair-setting products

hair-cleansing products (lotions, powders, shampoos)

17
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hair-conditioning products (lotions, creams, oils)
hairdressing products (lotions, lacquers, brilliantines)
shaving products (creams, foams, lotions)
make-up and products removing make-up
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

skin-whitening products and anti-wrinkle products

18



AA|E=(Borderline products)

MANUAL OF THE WORKING GROUP ON COSMETIC PRODUCTS
(SUB-GROUP ON BORDERLINE PRODUCTS) ON THE SCOPE OF
APPLICATION OF THE COSMETICS REGULATION (EC) NO 1223/2009
(ART. 2(1)(A))

VERSION 5.2 (SEPTEMBER 2020)

PLEASE NOTE: THIS MANUAL IS A DOCUMENT PREPARED BY THE SUB-GROUP
ON BORDERLINE PRODUCTS AND THEN APPROVED BY THE WORKING GROUP
ON COSMETIC PRODUCTS.'

THIS MANUAL IS NOT A EUROPEAN COMMISSION DOCUMENT. IT SHALL ONLY
SERVE AS “TOOL” AND IS A COLLECTION OF PRACTICE FOR THE

CASE-BY-CASE APPLICATION OF UNION LEGISLATION BY THE MEMBER-STATES.

IT IS FOR THE NATIONAL COMPETENT AUTHORITIES AND NATIONAL COURTS TO
ASSESS ON A CASE-BY-CASE BASIS, WHICH REGULATORY FRAMEWORK
APPLIES.

THE VIEWS EXPRESSED IN THIS MANUAL ARE NOT LEGALLY BINDING; ONLY
THE EUROPEAN COURT OF JUSTICE CAN GIVE AN AUTHORITATIVE
INTERPRETATION OF UNION LAW. THIS MANUAL CANNOT BE REGARDED AS
REFLECTING THE OFFICIAL POSITION OF THE EUROPEAN COMMISSION.

Version 5.2 September 2020 contains the following changes:

e Two new entries: "Cosmetic kits” and Dual function soap;
» Several minor references updated and improved consistency of
entries (clerical changes).

Introduction 1
1. Type of Product— Substance or Mixture 3
1.1. Tongue brushes releasing a substance or a mixture 3
1.2, Clothes releasing a substance or a mixture 3
1.3. Tooth picks and tooth floss 4
1.4. Patches 4
1.5. Washable, temporary “tattoos” 5
1.6. Wipes 5
1.7. Wig 5
1.8. Tattoo removal devices 6
1.9. Wet razors rel ing substances/r i 6
2. Application site 6
21. Vagina 6
2.2 Ingestion (tablets) -
2.3. Ingestion (chewing gum) 8
2.4, Masal sprays 9
2.5. Tooth whitening products, placed inside the tooth 10
3. Intended Cosmetic Purpose 11
3.1. Borderline with Toys 11
3.1.1. Products which, according to their p ion, are to be used as
make-up on dolls 11
3.1.2. Products which, according to their presentation, are destined to be used as
make-up on chil 11
3.1.3. Bath Products for Children with a Play Value 12
3.1.4. Face paints, body paints, aerography 12
3.2. Borderline with Biocides 13
3.21. Leave-on products presented as iseptic” or ial” 13
3.3. Borderline with Pharmaceutical / Medicinal Products 13
3.3.1. Products which, ing to their p ion, are ir ded to ly or
mainly relieve joint pain 13
3.3.2. Products which, according to their p ion, are i ded to address
“itching” 14
3.3.3. Product containing substam:es whl:h restore correct or modify physlologlcal
functions by exerting a phar log logical or lic action
3.3.4. Products 1g sub 1ces sti ing hair growth or reducing hair loss IS
3.3.5. Products that make eyelashes grow 16
3.3.6. Products for in-grown hairs 17
3.3.7. Products that make the lips swell 17
3.3.8. Products reducing cellulite 18
3.3.9. ces applied with skin hi 18
3.3.10. Products delivered through mntophnresls or simi i 19
3.3.11. Products delivered through invasive techniques, such as needle roller 19

19
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http://ec.europa.eu/growth/tools-databases/cosing/

EUR-LEX AlO|E
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=celex:32009R1223
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Legal NOTICE | LOOKIES | LONTACT | S23rcn | CHYNST \e11) v

Cosing AIO|E
http://ec.europa.eu/growth/t

Single Market and Industry Entrepreneurship Access to finance Sectors
ools-databases/cosing/
- g
CosIng
m SR
Simple search
Acvancad ssarch You can search for the name of a substance (displayed in small letters) as it is referred to in the Cosmetics

Reference data Regulation/Directive or for the name of an INGREDIENT (displayed in CAPITAL LETTERS), listed in the Inventory for
labelling purposes, or for the name of a FRAGRANCE also in the Inventory.
Regulations/Directives
CosIng allows also users to search for relevant CAS and EC numbers.

Functions The current data in the database can be found under the default status as "active”, whereas historical data have
the status “not active".

Abbreviations

User manual

Version MY
Name @ or I o =

Cosmetics - links CAS/EC #

Scope

(n )
o
e Status : CAS H.ii or
C

Events

Contracts and grants E m — E 74 AH
— 2 [ == Ry |

Public consultations or go to the:

Publications ® Advanced search

* Proposed for the Inventory

* CosIng's Reference Data (Regulations, Directives, Annexes, Functions, Abbreviations)
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Cosing AIO|E.

o
(@) = IX = 7
1) U0 SUE Y2 U 22
Legal notice | Cookies | Contact | Search | Engusn (en)

*
* *

GROWTH

Internal Market, Industry, Entrepreneurship and SMEs

*, ok
gk

European
Commission

European Commission > Growth > Sectors > Cosmetics> CosIng > Reference data > Annexes

OESwm &

Entrepreneurship
and SMEs

Single Market and Industry

Standards

Regulation Annexes Directive Annexes

Access to finance

for SMEs

http://ec.europa.eu/growth/t
ools-databases/cosing/

Sectors

EC Regulation (v.2)

CosIng
Search 9 3 m e :_ [ | I
List of Regulation Annexes & et =4 5=
) g H =0 A =22 /3.
Simple search
Advanced search -
. HHEI-3|-E'='2I D=
# Description Parts H =22
i COSMETIC PRODUCT SAFETY REPORT
Regulations/Directives Il |LIST OF SUBSTANCES PROHIBITED IN COSMETIC PRODUCTS AI._R? I. [ 3'. ZFAH Z.II o232
LSS Il |LIST OF SUBSTANCES WHICH COSMETIC PRODUCTS MUST NOT |- o ow 17 1/
Functions CONTAIN EXCEPT SUBJECT TO THE RESTRICTIONS LAID DOWN
Abbreviations v LIST OF COLORANTS ALLOWED IN COSMETIC PRODUCTS AI-.9.7 I-hal- E}_Z-" 23
— —
User manual v LIST OF PRESERVATIVES ALLOWED IN COSMETIC PRODUCTS o o L
VI  |LIST OF UV FILTERS ALLOWED IN COSMETIC PRODUCTS - -
— A7 351 219 M 2fchy| 22
icle | Article 1 o/lcod (i i ==
Cosmetics - links 15

News

Events

7 records
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Regulation 1223/2009
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Article 4

Responsible person

Only cosmetic products for which a legal or natural
person is designated within the Community as
‘responsible person’ shall be placed on the market.
For each cosmetic product placed on the market, the
responsible person shall ensure compliance with the

relevant obligations set out in this Regulation.

25
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4

| WA |
European Commission AtO|EO{|A

7|2/ E “CPNP User Manual” 2 Z4Ai5l0] C}e2E
https://ec.europa.eu/commission/index_en

cC
—_

rr

Of2ff AIO|EQME CI22E 715
https://ec.europa.eu/growth/sectors/cosmetics/cpnp_en

GROWTH
Intemal Market, Industry

Guide to Using

CPNP

Cosmetic Products Notification Portal

For Responsible Persons and Distributors

Last Update: 08/02/2017


https://ec.europa.eu/commission/index_en

Ol2lf AIO|E => CPNP 24| 2&l
https://ec.europa.eu/growth/sectors
/cosmetics/cpnp_en

* Frequently Asked Questions
on CPNP

« Tutorial on access to CPNP

European
Commission

GROWTH

Internal Market, Industry, Entrepreneurship and SMEs

European Commission > Growth > Sectors > Cosmetics > Cosmetic Product Notification Portal

HRECES

&rch I

Cosmeti

Legislation

Scientific and Technical
Assassment

Cosmetic ingredient w
database

Cosmetic Product
Notification Portal

Cosmetic products - (v
specific topics

Ban on Animal Testing
Market Surveillance

International Cooperation

Cosmetics - links

News

Events

Single Market and
Standards

Industry Entrepreneurship  Access to finance

and SMEs for SMEs

Cosmetic Product Notification Portal

The Cosmetic Products Notification Portal (CPNP) isfh free of charge online notification
system created for the implementation of Regulatiofl (EC)_No 1223/200% on cosmetic
ified i there is no need for any further

notification at national level within the EU.

Regulation (EC)_No 1223/2009 {Article 13) requires that the responsible persons and, under certain
circumstances, the distributors of cosmetic products submit seme information about the products they
place or make available on the European market through the CPNP.

is making this information available electronically to:

= Competent Authorities (for the purposes of market surveillance, market analysis, evaluation and
consumer information)

Poison Centres or similar bodies established by EU countries (for the purposes of medical
treatment).

s accessible to:

s Competent Authorities
= European Poison Centres

= Cosmetic products responsible persons

Distributors of cosmetic products.

31
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lmportant

The product name must be detailed enough to enable the specific identification of the cosmetic
product. It should include the trade mark/brand, the product line and the specific name of
the product as they appear on the product. The complete name should include the function
unless it is part of the specific name of the product.

Examples:

1. Trade Mark / Brand
2. Product Line
3. Specific name (function included)

The complete name of the product is:

Trade Mark / Brand + Product Line + specific name (function included), e.g.:
— Niveo / Repair & Shine smoothing cream

— Niveo / Repair & Shine smoothing shampoo silk

— Elisa / Erden Five Minutes Cream Intensive lip repair balm

| —Chenal/ Hydra Star Serum Hydratant Repulpant Intense

“| —Yves St Vincent / Opium Bleu Eau de parfum




** product Name: ** Language:
MARINE MARINE SKINCARE / BlueMiracle Hyaluron Feuchtigkeitsmaske Deutsch [DE]
’ SKy.\' .. : E Shades (if applicable):
** product Name: ** Language:
MARINE SKINCARE / BlueMiracle Hyaluronate Moistering Mask English [EN]

Shades (if applicable):

** product Name: ** Language:
MARINE SKINCARE / BlueMiracle Masque Hyaluronique Hydratant francais [FR]

Shades (if applicable):

|+
&

| St



06 CPNP M
CPNP ALTLA| 7| 5Hs Afat

. RP(AZQ| 0|5 U F2

A O]
T AN

e

. TRA| ot

ot

22|20l Afzte| HEt HHE

rr

* Responsible person * Contact person

Choose a contact pers

on
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Select the appropriate option button to indicate whether the product is imported in the

European Community. If you select Yes, an additional Country of origin selection box
will appear:

Pruaull vealy WO yu vl WGLE Maracy U PIoLALL uEauy Ul LhE arked

* Is this product imported in the Community? * Yes No

* Country of origin: Select a country 8

* Member State of first placing on the market: Select a country :
A . A B e AL h At e B BB P AL At b oy o b o Al | Mt e M Al o A A g AP ah B At el o
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~ Carcinogenic, Mutagenic or toxic for Reproduction (CMR) substances

CMR substances are substances classified as carcinogenic, mutagenic or toxic for reproduction. They can be of
category 1A (known), 1B (presumed), or 2 (suspected). They are banned for use in cosmetic products, apart from
exceptional cases laid down in Article 15 of Regulation (EC) N°1223/2009 on cosmetic products (More information).

* Does the product contain CMR substances of category 1A or 1B? Yes No

The data proposed in autocomplete are retrieved from the Cosmetic Ingredients/Substances database (Cosing).
The list of substances, CAS number and EC number proposed are intended to help you in your notification. The list

M; is not exhaustive and the substances are not necessarily used in cosmetic products nor approved for such use.
Substances not selected from the autocomplete will be marked with &7,

* INCI/Chemical/IUPAC Name * CAS number * EC Number



~ Nanomaterials

an insoluble or biopersistant and intentionally sfactured material with one or more external dimensions, or
an internal structure, on the scale from 1 to 100 nm.

6 Article 2(1) of Regulation (EC) N* 1223/2009 on ¢ etic products defines terial’ as the following:

* Does the product contain nanomaterials? * Yes No

Please note that nanomaterials that are not covered by an authorisation cannot legally be used in cosmetic
= product placed on the EU market.
@ Substances in the form of nanomaterials shall be either notified in the CPNP under Articie 16 six months prior
to being placed on the market or be already present in Annex IV of Regulation (EC) N* 1223/2009 on cosmetic
products as colorants, in Annex V as preservatives or in Annex VI as UV filters.

* Rinse off / Leave on Rinse off Leave on

* Exposure route Dermal Oral Inhalation

Show 10 E]u-nlrics Search:

No matching records found

Showing O to 0 of 0 entres First Previous Next Last
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Category of
cosmetic
product

Physical
form

38

You have to select here 3 category levels, starting by the Level 1, followed
subsequently by Levels 2 and 3:

- Category of cosmetic product:

Level 1

Level 2

Level 3

The choice of a category at Level 1 determines the categories available at

Level 2; the choice of a category at Level 2 will determine the categories
available at Level 3.

All existing categories are available under the useful links tab of CPNP.

Pull down the selection box to select the physical form of the product.

Note: 'Liquid' includes formulations (e.g. solution or milks) with low
viscosity, typically below 10.000 cp

* Physical form

* Is the product pres{,




06 CPNP 413

4> CPNP AlTIA| 7|215H= AFst

- E52|0|H

In the majority of the cases, the selection box will offer 3 options, i.e.
Predefined frame formulation, Exact concentrations or Concentration
ranges.

The & reminds you that all ingredients names must be expressed using
INCI names, when available, and that all ingredients quantities shall be
expressed using % w/w

* Please choose the notification type: & Plaa i [ 3
Plaase choose one
Predefined frame formulabion
Exact concenirations
Concentration ranges

In some cases, depending on the categories of cosmetic products
selected, there may be no existing predefined frame formulation. In such
cases, only two options will be available, i.e. 'Exact concentrations’ or
'‘Concentration ranges'.
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CPNP AlZA| 7|15t A

St

40

Original labelling & original packaging

Original labelling (image)

Show 10 [z]entries

Mo matching records found

Original labelling (text)

Original packaging (photograph)

Show 10 L] entries

No matching records found

Options

Options

Add document

Search:

First Previous Next Last

Add document

Search:

First Previous Next Last
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« Regulation 1223/2009 #| 192

Y4 7tol ==t

» Cosmetic Europe : Guidelines on Cosmetic Products Labelling 2011

Q SR

 HIO|M Tl = shdEE ofLlet S Tol7|, SAITH, e, MZIHE Sof T

|°I

s, AT} SO B35S HYB0E 25 X2
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A|71to] 3071ES
= SF Ar87(Z B7))

Product identity
statement of what
the praduct is

Finger pointing
to the book:
this symbol tells you look
elsewhers In the packaging
for additional information,
for example in a leaflet,
card or tag

Name/location

of manufacturer
or distributor

Der griine punkt
denotes that our Company
contributes to Ewropean
programmes for the proper
dispasal and recycling of
all packing components.

43

Warnings/cautions

INCI list:
—® All ingredients

are shown In descending
s uxtare arder of concentration
ok The ingradient listing also

includes the generic name

emepeebiviny iy for any petfume orfand
G E flavour
= Country of origin
203:( :) _—_ Netcontents

i

PAO:

The *Perlod After Opening”
symbol tells you the time
limitwithin which the
product should be used
after opening it provided
the praduct has been stored
under normal conditions.
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- RP2| 0|51 F4+= PIF(AZEETY) S| BaR|Q| F40

ESS LR PEE

’

CREED
Fragrances Production
Rue de Nemours - 77760 Ury
EcoMundo - 34 Avenue des
Champs Elysées
75008 Paris, FRANCE
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CREED
Fragrances Production
EcoMundo 75008 FRANCE
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2. HA|

ARZ|E HEE A| BA|5HOF &t

e

- EU 2|2 m7Ioj|M A|=E 3=,

MADE IN KOREA



2(5ml &= 5g O|5t2] AIZ, RRAE, 1318 HZ S)E Helstns
Simjo| T2 B

2278, 1, 2|, ME|0|E] .= Ri2|0|E = 77|

200 ml
or
200 ml / 6.7 fl oz
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- S2wA7Isto] 3071 ol5tel B,

used before the end of” O|2}= &+,
e 1Zo| DAA| A EAIQ BH| Y/Y/H 2O HA|

o) MMYYY K= MMYY
DDMMYYYY E= DDMMYY

- SARA|7I5t0] 3071 o4l AL,

4 2l 27| BEAQ e RAE BAIE AR 712 @H BAl
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5. AFEA| F2|Abed

+ AFEAl 2|FHZ0F & SEot F2|AL

HEH2E ALEE|= =0l T

o3

2|0 BE5M I~ VI Q| isof] EHE ALE,
SHet Fo|Afet0| EA|=[0{OF &

o

0ll) Sodium fluoride & eF5tl U= AHIS2 Of2l 2= YHEA| S0l 27|5H0f ¢t
‘Children of 6 years and younger : Use a pea sized amount for supervised brushing to
minimize swallowing. In case of intake of fluoride from other sources consult a dentist

or doctor
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5. AFRA| 20| AFS

.+ EfTHE O|R2 YRS 2ol BAIY £ Ol B0 52 Ei HRE 2123, 21,
EI0|Z, EfL S TS| ARBA| FOIAREHS BAISHOF BH(0] Wil Of2He| 7|52 &

7| Ee= 20| EAloHof &)
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6. A& batch H=

« A|RZ}Q| batch HEL} 3}

=gez 44
» batch #H=0f| Clist

E
=

o

5t &

HEAI
o~

24t d2|/Es RAL|
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B1E 0| 7150l Cifet o] EfT5hm of2fo] ALY 5 0= HOllE 4512 Qf=Chn
20i5| M2 22 879 T YA 7|50k 3

v HZe| olE (2, 27| Y £I)) O S0f YA

v HZe| 0|5 (2 S0 32), SE 4B

v HBe| MY 27 (YHHo = gE|E SH3 9T 20| B, 0E 0]

“waterproof mascara”), 1%, 21 U CtE HEfL} 7|SS(0f|E S0 O}0] M=E

HLE = 18)



o2l >3

2|2E = “ingredients"2t= 02 A|2H&|0{0f 5HH, INCl 2= HA|

=
dee SF =22 712l (1%0[52] =2 1%0ld 5522 &2 Floll Ao =M=
g+ UAS

v ADHE AH|Q|st 2K = CIE 22| Foll Y2le| &A2 BI|et = US
v' Colour shades : ‘may contain’ or the symbol ‘+/-’
v Cl(Colour Index)2HH= 7|2} : CI 77491, CI1 77891 -
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Perfumes / Fragrances / Aromatic compositions

v" INCl name : Parfum or Aroma

Lie=4
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I2 E2fol= 2= HE= 0lF

ChE2 HE R 25014 57| Ti20f| 7[AHstA]
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8. 425
EU Regulation 1223/2009 A|19%

2241 I OJA] ‘Other'2F 5f0fA 275[= EZ9 ZA= parfum 5= aroma 2f= £0/0) £I712 §2=
50// HA[E[0fOf 2tLf,

istan ce identification Restrictions

Reference Wording of conditions o
number Chemical name/INN |Nal.m- of Commmlw CAS number EC number Froduct type, body parts M:Lxunuml concentration i Other use and warnings
ngredients Glossary / k ready for use preparation
a b [S d e f g h i
68 Benzyl alcohol Benzyl alcohol 00-51-6 202-859-9 The presence of the

substance must be indi-
cated in the list of ingre-
dients referred to in
Article 19(1)(g) when its
concentration exceeds
— 0,001 % in
leave-on products
— 0,01 % in rinse-off
products




A PHNE F MY

HA| CHA:

<k|='|3=|

o o

Leave-on product

- AojUiR] = A2l

= Z1tot0] ehrklof

0.001%

=1 o
(A)AIE 7C>:|_I_

EU Regulation 1233/20092| 244 11 of 2= 267 5S4 A&

HA| 7|12 )

Rinse-off product

. KlojUi= H|Z0jIM 0.01% £

2325101 #REl0] U 2
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(38l 2671 L2{A(allergens)

* Amyl Cinnamal * Cinnamyl Alcohol
* Amylcinnamyl * Citral

Alcohol * Citronellol
* Anise Alcohol e Coumarin
* Benzyl Alcohol * Eugenol
* Benzyl Benzoate * Farnesol
* Benzyl Cinnamate  « Geraniol

* Benzyl Salicylate
* Butylphenyl
Methylpropional

* Hexyl Cinnamal

* Hydroxyisohexyl 3-
cyclohexene
Carboxaldehyde

MBS 2 >

o™/

* Hydroxycitronellal

* Isoeugenol

* Alpha-isomethyl
Ionone

* Limonene

* Linalool

* Methyl 2-Octynoate

* Oak Moss Extract

* TreeMoss Extract

* Cinnamal
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(Product claims)
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Regulation 1223/2009

=g

Article 20 20z

Product claims A& 241 (Product claims)

1. In the labelling, making available on the market and 1. 2PEZloA A|ZSo| otojjet Zn, 27, HA, AHE, zot Y
advertising of cosmetic products, text, names, trade marks, H|520|7L} 7|g} CtE EAl= JZIS0| 71A| YA| 2
pictures and figurative or other signs shall not be used to imply EMEZ 7[R 1 Q= Zix = AA|GH= HO 2 AFEE|H oF =L}

that these products have characteristics or functions which

they do not have.



08 HE e+t

2> o=zl

Guidelines to Commission Regulation (EU) No
655/2013 laying down common criteria for
the justification of claims used in relation to
cosmetic products

KSS7|1ED
v HE F+(legal compliance)
v At M(truthfulness)
v AlZ(evidence support)
v Z4d(honesty)
v 34 Md(fairness)
v B X2 M(informed decision making)

ANNEX]

Common criteria for claims used in relation to cosmetic products

According to Commuission Regulation (EU) No 655/2013 claims on cosmetic products shall
conform to the following common criteria

[ N

. Legal compliance
Truthfulness

. Evidential suppert
Henesty

Faimess

6. Informed decision-making
These common criteria are of equal importance and are frther elaborated in the table below.

Criterion Description Examples of claims (only
illustrative and not
exhaustive) and remarks
Legal Claims that indicate that the product has been | The clam ‘rhis  product

compliance

authorised or approved by a competent authority
within the Union shall not be allowed since
a cosmetic product is allowed on the Union
market without amy governmental approval
Equally, 2 CE-mark shall not be applied on
cosmetic products as this would make the
consumer think that they are under a regulatory
regime different from the Cosmetic Product
Fegulation.

The acceptability of a claim shall be based on
the perception of the average end user of
a cosmetic product, who is reasonably well-
informed and reasonably observemt and
circumspect, taking into account social, cultural
and linguistic fatcors in the market m question.

Claims which convey the idea that a product has
a specific benefit when this benefit is mere
compliance with minimum legal requirements
shall not be allowed.

complies with provisions of
the EU cosmerics legisiation”
15 not allowed since all
products placed on the EU
market must comply.

The clam ‘skin care product
does mot comtain  Jydro-
guinone’ 15 not allowed, as
hydroquinone 15 banned by
EU cosmetics legislation for
this use.

Truthfulness

Neither the general presentation of the cosmetic
product nor individual claims made for the
product shall be based on false or mrelevant
mformation

The claim ‘silicons-free " shall
not be made if the product
contains sihcone.




1. HE ZF4(Legal compliance)

Ofell =+t= S18EIA| %S

This product complies with the EU Regulation,

Skin care product does not contain hydroguinone,
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2. AA M (Truthfulness)

2Fof A=0] &2[E= gl7ofI 2ICHH Silicone-free’
oro
Lo O

=7 of&E[A/ |

SA|=Z 7 Z2 AL B5 Bt 25611 QICHH 48-
hour hydration’ 2= o{&£%/X &=

63



3. A'=(Evidential support)

this perfume gives you wings’ Zf 2'0f Zf3tsl A2 =0 E 92

22{L} ‘even skin tone’ Z2f Z

Lo HE2 HE

5t 322 QI ZE/0j0F B
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£l SO Zoll7AH A== BOfZHC= 210 Z7{5f0],
one million consumers prefer this product’ 2f

of= X2 of&5/A & E




5. M (Fairness)

Low in allergens because without preservatives’

BH= BH2 ZH 0 2JHhE
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6. AEA|&d(Informed decision-making)

ﬂ/l;'WEI 7‘7#[_/;’970/ Ef/"l/ L'Iy/(l-O/ 0/0”"/' A o/ }// gﬂ_l.;lof_z 21'_2/0,70/' of

OfoF 2B 7[2 CHALO Z 5t XYZE0/2f3 J/=2 £0f(technical language)
= AIE5f= 42 X Z 8

67/



PIF

(Product Information File)
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09 PIF

®

« Regulation 1223/2009 A| 112

2

e ‘ PIF #X|7[Zt A ©HIO|EE?
+ SHES| 0FR|2} 3| (batch)7H Al &0 £AIE
L2 RE 10W SOHEH

- TRA| geolE

(0l : re-formulation, A12t5t HL2k2 HEAK)

YA 7to| EEtel

» Guidelines on Product Information File (PIF)

i &4 i =
Requirement [Update March 2015 ] @ 01 - °EHE Etl'ol' EI ._7|"7
+ 2t 24 or CH2 HAl(ex : SO|24)

rl

@ o{C|of K 2ts|0F 8l=7}7 @ ot Q10| = %/ dotH k| =72

« HE ZZ0 EAIE RP(YYA})2| FAZ|0f 22t - FFY=0| gl olsiE +~ U= AY
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9 PIF

PIFO|| EHOFOF & T4 Abgt

01 03

S 4H AR A GMP &4 MAUM S=4d A=
Product Description Method of manufacturing & GMP Data of animal testing

PIF 22 X

OHoIE

02

HE QM HOM =551 Y3A=
Cosmetic Product Safety Report Poof of effect claimed

Part A. Safety Information
Part B. Safety Assessment



PIF

2> PIFO|| EfOtOF & T4 ALt

01 EU Regulation 1223/2009 A| 11X
HE LY
Product Description (a) HIE W2 MAS 27|20 ste2te FaketA O sH2rE2 Zi0j2tn ofZ 4= U= SHAE 4

 PIFEAHIEE, AIE32E, 7|El AE HS E Zolsljof et
o =M CPNP AlDA| A3 0|23} =50} &
« CPNP AL 22REI & AEQ| AMAHSE PIFO]| HA|SH= Z{0| HE!

. ATE|7| MY A9 HBe| HES 0| ST BY HZARE
= 18
= o

- AIFEOIM 2 AF2| 710l

HE T A Satof &



PIF
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PIFO|| HOFOF & T4 Abgt

02

A otHd BN
Cosmetic Product Safety Report

Part A. Safety Information
Part B. Safety Assessment

EU Regulation 1223/2009 A 112

r°l'
N

o [

EU Regulation 1223/2009 <A1 | Cosmetic Product Safety Report(CPSR)

OH TIHALS| 2t

A WIH= B4 19| part BOIM T3 X o2, £

. BME o
Akt 20}, S 5| 2420| o3 0|9t SS5HCHD AHE MA20A O|2H, ADH o
0| cst 23S OF2 20| ChEk BH9| = BA A7 SHS 2 Ao| o5 35
ofof &



PIF

PIFO|| HOFOF & T4 Abgt

EU Regulation 1223/2009 £<£A1 | Cosmetic Product Safety Report(CPSR)

Part A - Cosmetic product safety information

e PartA:CtMM HE

v Az WAL 24 A
v HEo| 22|, 35t EAM U orM A
v/ olgg 23
02 v EAN EAES EO|A, T HE
AHIZ QM4 H M v Uuby 32|02 o|AT7HsE HIE AR Y
Cosmetic Product Safety Report v SRZLE AR
v 22 LEYE
e v QEALRol Chet HE

v SIS dR



PIF

2> PIFOj| EHofo} et T4

St
o

EU Regulation 1223/2009 <A1 1 Cosmetic Product Safety Report(CPSR)

02

A otHd BN
Cosmetic Product Safety Report

Part A. Safety Information
Part B. Safety Assessment

Part B - Cosmetic product safety assessment

- L0
ory Wy AE
AZ T BI|Z ALSA| ZD2T U ABA| Fo|AfE
22
OHN WIS 2K ZHAM L 2E 5
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PIF

2)  PIFO]| SFOfoF 8 T4 Absh

03

AR A GMP &4 MAUM
Method of manufacturing & GMP (C) MIBROM O125F GMPL| 20| CH3H 7| A9 M2 HHH MoiA

EU Regulation 1223/2009 A| 112

*  EUUOIM R-S&l= s E2 Az 712(GMP)O| Ci2h Al 2{0{oF &
« B3 E7c= GMPIL Y A 220 Al E ZotE BEZ(0] - CEN/ISO 22716)

[ My — |
= (2= 2ok, OE BES [RE 37, AYA= 1 BE0] CEN/ISO
227162t SS5H7{LL O =2 +EUAIE YSOIEE 2+ S + US
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PIFO|| HOFOF & T4 Abgt

550 A=
Poof of effect claimed

EU Regulation 1223/2009 A| 112

(d) stdEe| 2t =2atof| 2o YYHS ST B2, A=

. EA|1*1$?WI Coll YSe =+

0)4

rE
[e)
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PIFO|| HOFOF & T4 Abgt

S=4d 2=
Data of animal testing

EU Regulation 1223/2009 A| 112

(e) M3zl YA E= A
Az L 740| AMEo)| CiE o

M
o
Jof A=Yt of3l +lElE S=

- 20139 3EFH 21330 thist S=24¢

HdH =4

% T ALO|E 23
http://curia.europa.eu/juris/document/document,jsf?docid=17514

&doclang=EN

9
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http://curia.europa.eu/juris/document/document.jsf?docid=175149&doclang=EN
http://curia.europa.eu/juris/document/document.jsf?docid=175149&doclang=EN
http://curia.europa.eu/juris/document/document.jsf?docid=175149&doclang=EN
http://curia.europa.eu/juris/document/document.jsf?docid=175149&doclang=EN

09 PIF

PIF 22 U AG|0|E

€D oicjon = 2si0f st
« AHE ZZ0f| EA[E RP(ARNL| A0 2t
€ P 931712 2 Anloj= L7
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1) Azt B8 (SUE)Y| 3t 20

® =z uz €D ol masor st e

« Regulation 1223/2009 #|| 23X « AlZbst HL2F2 (serious undesirable effects: SUE)
LAH =22 G20l 7|5 O], Zoff, Y4,
MAA I, S4HQ 2|FAH 2 =22 £

AAl 7to| =2tel
» CE Guidelines on the Management of
Undesirable Effects and reporting of roy ACHA, 232 Al 23]

Serious Undesirable Effects in the
European Union [March 2016] Q _||__7|. E_T'_3H0|= 3|'E7|'?

* RP(HYA}), 7S EA
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- End of the document -
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