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Yonetmelikler

Yeni EU Cosmetic Products Regulation “(EC) No 1223/2009” 30 Ekim 2009 tarihinde kabul
edilmigtir. Bu yeni regulasyonun hukumleri 11 Temmuz 2013 tarihinden itibaren gecerli olarak
Cosmetics Directive (76/768/EEC) in yerini almigtir.
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REGULATION (EC) No 1223/2009 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 30 November 2009

»>B COUNCIL DIRECTIVE

of 27 July 1976
on cosmetic products on the approximation of the kaws of the Member States relating to cosmetic products

(recast) (76/768/EEC)

(Text with EEA relevance)
(OJ L 262, 27.9.1976, p. 169)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EURO- (5)  The environmental concerns that substances used in cos-
PEAN UNION, metic products may raise are considered through the appli-
cation of Regulation (EC) No 1907/2006 of the European
Parliament and of the Council of 18 December 2006 con- Amended by:
Having regard to the Treaty establishing the European Commu- cerning the Registration, Evaluation, Authorisation and
nity, and in particular Article 95 thereof, Restriction of Chemicals (REACH) and establishing a Euro- Official Journal
pean Chemicals Agency (4), which enables the assessment
of environmental safety in a cross-sectoral manner. No page date
Having regard to the proposal from the Commission, ® M1 Council Directive 79/661/EEC of 24 July 1979 L192 35 31.7.1979
M2 Commission Directive 82/147/EEC of 11 February 1982 L 63 26 6.3.1982
Having regard to the opinion of the European Economic and (6)  This Regulation relates only to cosmetic products and not BM3  Council Directive 82/368/EEC of 17 May 1982 L 167 ! 15.6.1982
Social Committee (1), to medicinal products, medical devices or biocidal prod- »M4  Commission Directive 83/191/EEC of 30 March 1983 L 109 23 26.4.1983
B ’ ) »M5  Commission Directive 83/341/EEC of 29 June 1983 LI88 15 13.7.1983
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Yonetmelikler
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Yeni EU Cosmetic Products Regulation “(EC) No 1223/2009” 30 Ekim 2009 tarihinde kabul
edilmigtir. Bu yeni regulasyonun hukumleri 11 Temmuz 2013 tarihinden itibaren gegerli olacak
ve Cosmetics Directive (76/768/EEC) in yerini alacaktir.

Temel degisiklikler yanda siralanmistir.
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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 EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EURO- (5)
PEAN UNION,

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

Having regard to the proposal from the Commission,

Having regard to the opinion of the European Economic and (8)
Social Committee (1),

The environmental concerns that substances used in cos-
metic products may raise are considered through the appli-
cation of Regulation (EC) No 1907/2006 of the European
Parliament and of the Council of 18 December 2006 con-
cerning the Registration, Evaluation, Authorisation and
Restriction of Chemicals (REACH) and establishing a Euro-
pean Chemicals Agency (4), which enables the assessment
of environmental safety in a cross-sectoral manner.

This Regulation relates only to cosmetic products and not
to medicinal products, medical devices or biocidal prod-

Merkezi bir dijital platformda bildirim (notification)
hukiumlerinin uyumlastiriimasi.

* Product Information File (PIF)

* Cosmetic Product Safety Information (CPSI)

* Cosmetic Product Safety Assessment (CPSA)
Dosyalarinin hazirlanmasinda daha ag¢ik hukumler
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Kozmetik nedir?

Article 2.1 a defines cosmetic products as 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 odors.

insan viicudunun dis yiizeyleri (epidermis,
sa¢, tirnak, dudak, eksternal genital
organlar) ile ya da dis ve oral mukoza ile
temas eden ve temizleme, hos bir koku
verme, gorunumiunu degistirme, koruma, iyi
durumda tutma ve wvicut kokusunu
duzenleme amaciyla kullanilan madde veya
karisimlara KOZMETIK denir.

- e = :
COLIPA GUIDELINES ON' COSMETIC
PRODUCT LABELLING, 2011
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Kozmetikler ve Avrupa Birligi Pazari

1 - UrGinin EU yonetmeliklerine gére kozmetik
olup olmadigi tespit edilmelidir

Peruk kozmetik bir drinmudur?
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1 - UrGinin EU yonetmeliklerine gére kozmetik
olup olmadigi tespit edilmelidir

Peruk kozmetik bir drinmudur?

Cevap: hayir

Kozmetikler bir madde yada mustahzar
olmalidir. Peruk mevzuata gore bir
mustahzar olmadigindan kozmetik
sayllamaz ve Kozmetik yonetmeligine tabi
degildir.




Kirdan veya dis ipleri
kozmetik bir Grinmuduir?

Cevap: hayir

Hayir bu Urlnler madde yada
mustahzar olmadigindan
kozmetik bir Grin degildir ve

kozmetik  yonetmeligine tabi
degildirler. Ancak bu urlnler
koku verici veya ferahlatici
maddeler igerir ise bu maddeler
kozmetik regulasyonu
kapsaminda girmektedir.
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Tukurukte ¢oziunup yutularak agizdaki kotu kokulara
karsi gelistirilmis tablet formundaki bir Grin kozmetik
urinmudur?

Cevap: hayir

Kozmetik direktifi kozmetikleri su sekilde tanimlamaktadir:

Insan viicudunun ¢esitli dis (external) bolgeleri ile

(epidermis, sag¢, tirnak, dudaklar ve eksternal genital

organlar) yada digler, agiz mukozasi ile temel olarak

temizleme, koku verme, gorunuslerini degistirme, vucut

kokusunu duzenleme yada iyi durumda tutmak amaciyla

temas eden madde yada mustahsarlara kozmetik denir.

Bu tanimlama 2 temel kavram Uzerine oturmaktadir.

1. Uygulama vyeri (vucut, dis yada mukoz membranlar
uygulanir)

2. Amaclanan ana fonksiyon (temizleme, koku verme,
gorunusun duzeltilmesi, vucut kokularinin
dizenlenmesi, koruma ve iyi durumda tutma)

Daha fazla bilgi icin:
http://ec.europa.eu/consumers/
sectors/cosmetics/files/doc/manual__
borderlines_version50 _en.pdf

Kozmetik direktifine goére; yutulan, inhale edilen, insan
vlicuduna injekte yada implante edilen urunler kozmetik
olarak tanimlanmamaktadir.
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Kozmetikler ve Avrupa Birligi Pazari

2 - Urlin iceriginin Avrupa Birliginde
yasak olup olmadigi bilinmelidir

22.12.2009 Official Journal of the European Union L 34259

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 EURQPEAN PARLIAMENT AND THE COUNCIL OF THE EURO- 3} The environmental concerns that substances used in cos-

PEAN UNION, metic products may raise are considered through the appli-
cation of Regulation (EC) No 1907/2006 of the European
Parliament and of the Council of 18 December 2006 con-

Having regard to the Treaty establishing the Eurepean Commu- cerning the Registration, Evaluation, Authorisation and

nity, and in particular Article 95 thereof, Restriction of Chemicals (REACH) and establishing a Euro-
pean Chemicals Agency (*), which enables the assessment
of environmental safety in a cross-sectoral manner.

Having regard to the proposal from the Commission,
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22.12.2009 Official Journal of the European Union L 342(83

ANNEX II

LIST OF SUB5STANCES FROHIBITED IN COSMETIC PRODUCTS

Reference Substance identification
number Chemical name/TNN CAS number EC number
a b c d

1 MN-{5-Chlorobenzoxazol-2-yljacetamide 35783-57-4

2 (2-Acetoxyethylitrimethylammeonium hydrexide {Acetylcheline) and its | 51-84-3 200-1258-9
salts
2-Fropanediol and itz salts, when used as a substance in hair dye 102/ 6s-27-1
products

1327 3-[[4-[Ethyl{2-Hydroxyethyl)Amino]-2-Nitrophenyl] Amino]-1, 114087-41-1f
2-Propanedicl and its salts, when used as a substance in hair dye 114087-42-2
products

1328 Ethanaminium, 2390-60-5 219-232-0
N-[4-|[4-{diethylamino)phenyl] [4-{ethylaminc)-1-naphthalenyl]
methylene]-2, 5-cyclohexadien-1-ylidene]-M-cthyl-, and its salts, when
used as a substance in hair dye products
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ANNEX I

LIST OF SUBSTANCES WHICH COSMETIC PRODUCTS MUST NOT CONTAIN EXCEPT SUBJECT TQ THE RESTRICTIONS LAID DOWN

Substance identification Restrictions
Reference Wording of conditions of
number . | Mame of Comman - ) ~ Maximum concentration in use and warnings
Chemical name/INN Ingredient= Glossary CAS number EC number Product type, body parts ready for use preparation Other
a b < d e f z h i
la Boric acid, borates Boric acid 10043-35-3/ 233-139-3f (a) Tale (a) 5% (as boric acid) |(a) Mottobeusedin [(a) Mot to be used for
and tetraborates with 11113-30-1 234-743-4 products for chil- children under 3
the exception of dren under 3 years years of age
bst Mo 1184 i f
;un;in;: N " o age Mot to be uzed on
Mot to be used on ]:ltt]ing or irritated
peeling or irritated zkin
skin if the concen-
tration of free
soluble borates
exceeds 1,5 % (as
boric acid)
{b) Oral products (b} 0,1 % (as boric (b) Mot to be used in (b) Not to be swallowed
acid) pro-ﬂucrs for chil-
1 1. Wat ta he ticad far
156 (4-(4-Aminophenyl) |Basic Violet 14 632-99.5 211-189-6 (a) Oxidising colouring |{a) 0.3 % In combination with
(4-iminocyclohexa- | (CI 42510} agents for hair dye- hydrogen peroxide the
2 5-d[|:ny|[d:r|t} ing maximuim use concen-
methyl)j- tration upon application
l-mﬂhy]mﬂlnc ib) N'an—ox:id:is-i.ng b} 0,3% i=0.15%

hydrochloride
(Cl 42510) and other
sales

colouring agents
for hair dyeing

Mot to be used after
31.12.2009

BTLITFE T

N

13 A Jo [pumof [Erjo
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Kozmetikler ve Avrupa Birligi Pazari

ANNEX IV

9LTTHE

LIST OF COLORANTS ALLOWED IN COSMETIC PRODUCTS

Preamble

|

Without prejudice to other provizions in this Regulation, a colorant shall include its salts and lakes and when a colorant is expressed as a specific zalt, its other zales and lakes shall alzo be included.

Substance identification Conditions
Reference Colour index Maximum con- “;ul;fii:f:f[;“'
number Chemical Name c?:n::flr.ll:;:;i:]zn CAS number EC number Colour Product type, Body parts :::E?;r:l: Other and warnings

Glossary preparation

a b C d e f g h i j o

1 Sodium triz(1,2-naphthoquinone 10006 Creen Rinse-off products Er

1-oximato-0, 0 ferrate(1-) =

g

2 Trisodium tris|5,6-dihydro-5- 10020 Creen Not te be used in products i

{(hydroxyimine)-6-oxonaphthalene-2- applied on mucous mem- -1

152 Phenol, 4,4'-(3H-2,1-benzoxathiol-3- Bromocresal green | 76-60-8 200-972-8 Green Rinse-off preducts
ylidene)bis| 2,6-dibromo-3-methyl-.5.5-
dioxide

153 Sodium 4-[(4,5-dihydro-3-methyl-5-oxc- | Acid red 195 12220-24-5 |— Red Not to be used in products
1-phenyl-1H-pyrazol-4-yljazo]-3- applied on mucous mem-
hydroxynaphthalene-1-sulpheonate brames
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ANNEX V

LIST OF PRESERVATIVES ALLOWED IN COSMETIC PRODUCTS

Substance identification Conditions
Reference Maximum T:'.:;:Iing 1;[
i - conditions of use
namber Chemical name/INN e CAS number FCnumber | PO IPR Body | coneeeaen | other and warningz
preparation
a b c d e f g h i
1 Benzoic acid and its sodium salt | Benzoic acid 65-85-0 200-618-2 Rinze-off products. 2,5 % (acid)
except oral prod-
Sodium Benzoate 532-32-1 J08-534-8 etz
Oral products 1.7 % (acid)
Leave-on products | 0.5 % (acid)
la Salts of benzoic acid other than | Ammenium benzoate, calcium | 1863%-63-4, 2090-05-3, 582- 217-468-9, 0,5 % (acid)
that listed under reference num- |benzoate, potassium benzoate, |235-2, 353-70-8, 4337-66-0, 218-235-4,
ber 1 and esters of benzoic acid | magnesium benzoate, MEA- 93-38-3, 93-89-0, 2315-68-0, |209-4381-3,
benzoate, methyl benzoate, 136-60-7, 120-530-3, 939-48-0, | 209-045-2,
:d1_'|."| benzeoate, prop}'] benzoate, | 93-99-2 224-387-2,
3 years of age
57 J_-Meth}']-ll{-isothiam]-'i-on: Mc't]'l)’]jmﬂ'lia?.ol[non: 2682-20-4 220-239-58 0,01 %

THL/THE

0 |
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ANNEX VI

LIST OF UV FILTERS ALLOWED IN COSMETIC PRODUCTS

Substance identification Conditions
Referance Waximum con- Wc.lrld.ing of con-
b Product type. centration in ditions of use
numzer Chemical name/INN/XAN Mame of Commen Ingredients Glossary CAS number EC number body pa:rE i ready for use Crther and warnings
preparation
a b c d e f g h i
1 4-Amincbenzoic acid PABA 150-13-0 205-753-0 5%
2 NN N-Trimethyl-4-{2-oxobomn-3-ylidenemethyl) Camphor Benzalkonium Methosul- | 52793-97-2 258-19 -8 6%
anilinitm rru:th}'] sulfate 1 fate
3 Benzoic acid, J_-h}-'drcu}-'-, 3,3,54r'imcth}']q'c]oh:x}'] Homoszalate 118-56-9 204-260-8 10 %
ester[Homosalate
4 T Huvdrarrd matharvhanranhanans Mndhenrane Panranhenome T 131.57.7 MENT1.5 10 % Cantaine
I Lhmethicodiethylbenzalmalonate Folyzilicone-13 FALER P SFE 23§ Sip-UUU-5 JLTR ]
27 Titanium dioxide (%) Titanium Dioxide 13463-67-7/ 2136-675-5/ 5%
1317-70-0/ 205-280-1/
1317-80-2 2]15-282-2
28 Benzoic acid, 2-[4-({dicthylamino}-2-hydroxybenzoyl]-, Diethylamino Hydroxybenzoyl Hexyl | 302776-68-7 443-E60-6 10 % in sun-

hcxy]csbcr

Benzoate

SCheCTy PfDd-
ucts

GOOTTLTE

|

0| [EDYO
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3 - Uriin bilgi dosyas! Product Information File PIF; her bir kozmetik arun igin hazirlanmalidir

“P|F” ve yetkili makamlarin denetimine agik durumda
olmalidur.
22.12.2009 Official Journal of the European Union L 342/59

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 EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EURO- (5)  The environmental concerns that substances used in cos-
PEAN UNION, metic products may raise are considered through the appli-
ratian Af Damulation (O KNa 1007004 AF tha Furanaan
22.12.2009 Official Journal of the European Union L 342/79
ANNEX |

COSMETIC PRODUCT SAFETY REPORT
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Yonetmelikler

Kozmetik Grlinin tanimlanmasi

Kozmetik Grinun guvenlik raporu
Cosmetic Product Safety Report
(CPSR)

Uretim metodu ile ilgili
aciklamalar ve GMP’ye
uygunlugunun belirtiimesi

Kozmetik drtinin etkileri ile ilgili
kanitlar

Kozmetik Grunun ve igerikleri ile
ilgili guivenlik degerlendirmesinde
kullanilabilecek hayvan testleri
verileri.

Kisim A — Kozmetik Grun guvenlik bilgileri
Cosmetic Product Safety Information

Kozmetik Urtnin kantitarif ve kalitatif

kompozisyonu

Kozmetik Urinun stabilitesi ve fiziksel / kimyaasal

ozellikleri
Mikrobiyal kalitesi

Safsizliklar ve paketleme materyali ile ilgili bilgiler
Makul sinirlar icinde 6ngorulebilir ve normal

kullanim

Kozmetik Griine maruziyet (cosmetic pruduct)

Maddelere maruziyet (substance)
Maddenin toksikolojik profili

istenmeyen etkiler ve ciddi istenmeyen etkiler

Kozmetik trun ile ilgili bilgi

Kisim B — Kozmetik Grtin glvenlik degerlendirmesi

Cosmetic Product Safety Assessment

Degerlendirme sonucu
Kullanim bilgileri ve etiketli uyarilar
Karar

Degerlendirenin kimlik bilgileri ve onayi
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A

ANNEX I

COSMETIC PRODUCT SAFETY REPORT

PART A — (Cosmetic product safety information

(==

=T e L R R o

Quantitative and qualitative composition of the cosmetic product
Physical/chemical characteristics and stability of the cosmetic product
Microbiological quality

Impurities, traces, information about the packaging material

Normal and reasonably foreseeable use

Exposure to the cosmetic product

Exposure to the substances

Toxicological profile of the substances

Undesirable effects and serious undesirable effects

10. Information on the cosmetic product

PART B —Cosmetic product safety assessment

2.
3.
4

Assessment conclusion
Labelled warnings and instructions of use
Reasoning

Assessor’s credentials and approval of part B
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ANNEX I

COSMETIC PRODUCT SAFETY REPORT : . .. -
Kozmetik  urtnun  toksisite  profili,

PART A — (Cosmetic product safety information icerdigi  tim  bilesenler : goz .O.nunde
bulundurularak degerlendirilmelidir.
 Cilt ve goz iritasyonu,

(==

Quantitative and qualitative composition of the cosmetic product

2. Physical/chemical characteristics and stability of the cosmetic product « Cilt hassasiyeti,
3. Microbiological quality » Fototoksiste
4 Impurities, traces, information about the packaging material gibi lokal toksik etkiler de 6zellikle 962
5.  Normal and reasonably foreseeable use onunde bulundurulmalidir.
6. Exposure to the cosmetic product > _ >
Olasi tum absorbsiyon vyollari g6z
7. Exposure to the substances e , , .
_ _ onunde bulundurularak sistemik etkiler
8. Toxicological profile of the substances icin
9. Undesirable effects and serious undesirable effects « No Observed Adverse Effect Level
10. Information on the cosmetic product “NOAEL”
PART B —Cosmetic product safety assessment geggrlerl belirlenmeli ve bu degerler
Uzerinden
1. Assessment conclusion * Margin of Safety “MoS”
Labelled warnings and instructions of use (NOAEL / Exposure)

2.
3.  Reasoning hesaplanmalidir.
4

Assessor’s credentials and approval of part B
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Kozmetik Urlnlerde maruziyetin tahmini

Ornek;

Koruyucu (preservative)
amacla kullanilan bir “X”
kimyasal maddesi icin

maruziyet degerlendirmesi.

Bu “preservative’e maruz kalinabilecek tum kozmetik

uriinler bir arada dusunulmeli ve toplam maruziyet

hesaplanmalidir.

Mumkiin olabilecek en yuksek maruziyet uzerinden toplam

maruziyet hesaplanmalidir.

- Bayanlarin kullanim sikhgi ve miktari baz alinir.

« Tum kozmetik Uurlnlerin en asirnn miktarda kullanildigi
varsayilir.

» Degerlendirecegimiz “preservative”’in tium kozmetik
uriinlerde maksimum diizeyde bulundugu kabul edilir.

Kozmetik urunlerde maruziyet degerlendirilirken genelde
kozmetikler 4 ana grupta incelenmektedir;

Oral hijyen arunleri

Goz urunleri

Temizlenerek uzaklastirilmayan urunler

Temizlenerek uzaklagtirilan trunler
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%) Product type Total amount ingested Frequency of Exposure
S yp per application (g) application per day grams/day
e}
o
S Toothpaste 1,40 (Rf:0.17) 2 0,48
3]
& Mouthwash 10,0 (Rf: 0.1) 3 3,00
(=)
>
“_:6 Lipstick 0,01 4 0,04
O  Total 3,52
Total amount per Frequency of Exposure
FREC IS application (g) application per day grams/day
§ Eye make-up 0,010 2 0,020
2 Mascara 0,025 1 0,025
2 Liner 0,005 1 0,005
Total 0,050
Total amount per Frequency of Exposure
" HIZCILER B application (g) application per day grams/day
.§ Face cream 0,8 2 1,6
o
;— General purp. cream 1,2 2 2,4
o
g Body lotion 8 1 8,0
'E Anti-perspirant 0,5 1 0,5
= Hair styling prod. 5 2 1,0
Total 13,5
Total amount per Frequency of Exposure
Product type S .
@ application (g) application per day grams/day
(8]
-§ Make-up remover 2,5 (Rf: 0.1) 2 0,50
%L Shower gel 5,0 (Rf: 0.01) 1 0,05
& Shampoo 8,0 (Rf: 0.01) 1 0,08
c
®  Hair conditioner 14,0 (Rf: 0.01) 0,28 0,04
Total 0,67
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Table 2 : Calculation of the daily exposure to cosmetics using Colipa data
[SCCNFP/0321/02].
Product type ::L';;I:;;: Freq;lfencv R;t:t';triﬂ“ Ex[;:::re HulthDt:ctzglsaﬂlg;npel;gllectlon
applied application calculated ErErRA cerihEon
Hair care
Shampoo 8.04qg 1/ day 0.01 0.08 g/day
Hair conditioner 14.0g 0.28 / day 0.01 0.04 g/day
Ez;izgng 5.0 2 / day 0.1 1.00 g/day Scientific Committee on Consumer Products
N . SCCP
O::'fna;:enn'?;lair 100 ml 1/ month 0.1 Not
gyes (30 min.) ' calculated®
[~ i .
hair dyes (and ssml | L/ wesk 0.1 Not
lotions) (20 min.) calculated
Bathing, showering
Shower gel 5.0qg | 2 f day | 0.01 0.10 g/day THE SCCP'S NOTES OF GUIDANCE
Skin care
Face cream 084 2/ day 1.0 1.6 o/day FOR THE TESTING OF COSMETIC INGREDIENTS AND THEIR
Slzr::al purpose 1.2g 2 / day 1.0 2.4 g/day SAFETY EVALUATION
Body lotion 8.0g 1 [ day 1.0 8.0 g/day
Make-up and nail care 6™ REVISION
Make-up remover 2.5g 2 [ day 0.1 0.5 g/day
Eye make-up 0.01 g 2 f day 1.0 0.02 gfday
Mascara 0.025g 1/ day 1.0 0.025 gfday
Eyeliner 0.005 g 1/ day 1.0 0.005 gfday
Lipstick, lip salve 0.01 g 4 day 1.0 0.04 g/day
Deodorant
Foellilf_ora"t stick / 0.5g 1.0 / day 1.0 0.50 g/day
Oral hygiene
Toothpaste (adult) 1.4qg 2.0 f day 0.17 0.48 g/day
Mouthwash 10.0g 3.0/ day 0.10 3.0 g/day

. - . - - I . th : -2
Finally, for a2 sunscreen lotion, an application of 18.0 g/day is assumed to be a Adopted by the SCCP during the 107 plenary mesting of 19 December 2006

realistic value [SCCNFR/D321/02].



Eye products Oral hygiene products

Non rinse-off products

Rinse-off products

Product type

Toothpaste
Mouthwash
Lipstick
Total

Product type

Eye make-up
Mascara
Liner

Total

Product type

Face cream

General purp. cream
Body lotion
Anti-perspirant

Hair styling prod.

Total

Product type

Make-up remover
Shower gel
Shampoo

Hair conditioner

Total

Yonetmelikler

Total amount ingested

per application (g)
1,40
10,0

0,01

Total amount per
application (g)

0,010
0,025
0,005

Total amount per
application (g)

0,8
1,2
8
0,5
5

Total amount per
application (g)

2,5 (Rf: 0.1)

5,0 (Rf: 0.01)
8,0 (Rf: 0.01)
14,0 (Rf: 0.01)

Frequency of
application per day

2
3
4

Frequency of
application per day

2
1
1

Frequency of
application per day

2
2
1
1
2

Frequency of
application per day

2

2

1
0,28
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Exposure
grams/day

0,48
3,00
0,04

S

Exposure
grams/day

0,020
0,025
0,005
0,050

Exposure
grams/day

1,6
2,4
8,0
0,5
1,0
13,5

Exposure
grams/day

0,50
0,05
0,08
0,04
0,67

Kozmetiklere maruziyet

Total oral hijyen: 3,52 ¢
Total g6z urunleri: 0,05¢
Total “non rinse-off” Grtnler: 13,50 g
Total “rinse-off” Uriunler: 0,67 g
Total maruziyet: 17.74 g

Preservative maruziyeti (X)

A (g/day) x 1000ma/g x C (%)/100 x DA, (%)/100

9]
m
I

60 kg

Absorblanan miktar

Oral darunler igin absorbsiyon %2100
kabul edilir.

Veri yok ise cilt den absorbsiyon da
%100 kabul edilir.



Yonetmelikler

ANKARA UNIVERSITESI
Eczacilik Fakiiltesi,
F. Toksikoloji Anabilim Dali

Kozmetikler ve Avrupa Birligi Pazari

Margin of Safety

“Margin of Safety” nin hesaplanmasi

Uygulanan koruyucunun maksimum miktari (mg) A
Koruyucunun arundeki % miktari C
insan viicut agirhgi (kg) 60
Cilt den maksimum absorbsiyon (%) DAp
Sistemik maruziyet dozu (mg/kg/bw) “SED” %
Margin of Safety (MoS) N;};;'L

Kozmetiklere maruziyet

Total oral hijyen: 3,52 ¢
Total g6z urunleri: 0,05¢
Total “non rinse-off” Grtnler: 13,50 g
Total “rinse-off” Uriunler: 0,67 g
Total maruziyet: 17.74 g

Preservative maruziyeti (X)

A (g/day) x 1000ma/g x C (%)/100 x DA, (%)/100

SED =

60 kg

Absorblanan miktar

Oral darunler igin absorbsiyon %2100
kabul edilir.

Veri yok ise cilt den absorbsiyon da
%100 kabul edilir.



Yonetmelikler
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Margin of Safety

“Margin of Safety” nin hesaplanmasi

Uygulanan koruyucunun maksimum miktari (mg) A
Koruyucunun arundeki % miktari C
insan viicut agirhgi (kg) 60
Cilt den maksimum absorbsiyon (%) DAp
Sistemik maruziyet dozu (mg/kg/bw) “SED” %
NOAEL

Margin of Safety (MoS) SED

Margin of Safety’
nin 100 den buyuk
olmasi gerekiyor.

Kozmetiklere maruziyet

Total oral hijyen: 3,52 ¢
Total g6z urunleri: 0,05¢
Total “non rinse-off” Grtnler: 13,50 g
Total “rinse-off” Uriunler: 0,67 g
Total maruziyet: 17.74 g

Preservative maruziyeti (X)

A (g/day) x 1000ma/g x C (%)/100 x DA, (%)/100

SED =

60 kg

Absorblanan miktar

Oral darunler igin absorbsiyon %2100
kabul edilir.

Veri yok ise cilt den absorbsiyon da
%100 kabul edilir.
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BECHA

The rules goveming cosmetic products m E C H A

Guidance on inthe Europezn Linion http://echa.europa.eu

information requirements and
chemical safety assessment
Chapter R.15: Consumer exposure

estimation
Guidance on
Valume 3 information requirements and
Guidelines chemical safety assessment

Cosmetic products Chapter R.15: Consumer exposure estimation

Notes of guidance for testing of
cosmetic ingredients for their safety

evaluation
1999 Edition
May 2008
(version 1.1) m ELROPEAN COMMISSION Version: 2
Enterpse Direciorate-Ganaral
Difectorate-General HES and CONsUMEr FTOEcion April 2010 \

Guidance for the implementation of REACH
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22122009

Official Journal of the Furopean Union 134259

REGULATION (EC) Neo 1223/2000 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 30 November 2009

on cosmetic products

(recast)
(Text with EEA relevance)

‘THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE FURC-
PEAN UNION,

Having regard to the Treaty establithing the European Commu-
nity, and in particular Article 95 thereof,

Having regard to the proposal from the Commission,

Having regard to the opinion of the European Eronemic and
Social Committe (1),

Acting in accordance with the procadure laid down in Article 251
of the Treaty {3,

Whereas

(1)  Council Directive 76768/EEC of 27 July 1976 on the
approximation of the laws of the Member Seates relating to
cosmatic 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

m A ion is the appropriaie leg: as it
imposes clear and dtailed rules which do not give room
for diverging transposition by Member States. Moreover, a
Regulation enzurez that legal requirements are imple-
mented at the same time throughout the Community

{3}  This Regulation aims at simplifying procedures and
: . thereby reducing administraty
burden and ambiguities. Moreover, it strengthens cartain
elemants of the regulstory framework for cosmetics, such
as in-market control, with a view to ensuring a high level
of prataction of human health.

) This Regulation comprehensively harmonizes the rules in
the Community in order to achieve an intemnal market for
cosmetic products while ensuring  high level of protec-
tion of human health

(1) 0] C 27, 3.22009, p. 34

(%) Opinion of the European Parliament of 24 March 2009 [noe yee pub-
lished in the Official Journal) and Council Decision of 20 November
2009,

(%) O] L 262, 2731976, p. 163,

(5}  The environmental concerns that substances used in cos-
metic products may raise are considered through the appli-
cation of Regulation (EC) No 19072006 of the Furopean
Parliament and of the Council of 18 December 2006 con-
cerning the Registration, Evaluation, Authorisation and
Restriction of Chemicals (REACH) and establishing 2 Furo-
pean Chemicals Agency (%), which enables the assessment
of environmental zafety in a cross-sectoral manner.

{8} 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 applicarion and to the purposes of their
use.

{7} 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 zccount 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 powdsrs, 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 anti-perspirants, hair colorants, product: for waving,
straightening and fixing hair, hair-setting products, hair-
cleansing products (lotions, powders, shampoos), hair-
conditioning products (lotions, creams, oils), hairdressing
products {lotions, lacquers, brilliantinas], 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, procucts for
nail care and make-up, products for external intimate
hypgiens, sunbathing products, preducts for tanning with-
out zun, skin-whitening preducts and anti-wrinkle

products.

{8 The Commiszion chould define the casepories of cosmetic
products which are relevant for the application of this

Regulation

(%  Cosmetic products should be safe under normal or reazon-
ably foresseable conditions of use In particular, a risk-
benefit reasoning should not justify a risk to human health.

) OJ L 39, 30.12.2006, p. 1.

COLIPA GUIDELINES ON COSMETIC
PRODUCT LABELLING, 2011
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4 - Uriiniin etiketlemesi

AB deki adresi:
Nominal igerigi: agirlik, hacim
Raf omru:

Raf omru 30 aydan fazla
olanlar igin. Uriin agcildiktan
sonra ka¢ ay kullanilabilecegi
de belirtilir.

Kum saati sembollu; 30
aydan az kullanim omrine
sahip urunleri igin.

6 months

08/2012

Kullanim igin 6zel uyarilar;
Batch numarasi:

Uriiniin fonksiyonu:
icindekiler listesi:

Nanopartikiil igerigi belirtilmelidir.
Ornek: Titanium dioxide (nano)

Geldigi lilke (mense) belirtilmelidir.



