Regulation (EC) No 1223/2009 of the European Parliament and of the Council of
30 November 2009 on cosmetic products

KOZMETIK URUNLER YONETMELIGI TASLAGI

TASLAK METNI HAZIRLAYAN
KURUMUN YORUMLARI

CHAPTER I
SCOPE, DEFINITIONS

Article 1
Scope and objective
This Regulation establishes rules to be complied with by any cosmetic product made
available on the market, in order to ensure the functioning of the internal market and a
high level of protection of human health.

BIRINCI BOLUM
Amacg, Kapsam, Yasal Dayanak, Tanimlar

Amacg

MADDE 1 - (1) Bu Yonetmeligin amaci, insan sagliginin yiiksek
diizeyde korunmasini saglamak tizere, piyasada bulundurulan kozmetik
iirlinlere iliskin usul ve esaslar1 diizenlemektir.

Kapsam

MADDE 2 — (1) Bu Y6netmelik kozmetik {iriinleri kapsar.

(2) Bu Yonetmelik, 4 iincii maddenin birinci fikrasinin (0) bendinde
belirtilen amagclar dogrultusunda yutulmasi, solunmasi, enjekte edilmesi
veya insan viicudunun igine yerlestirilmesi amacglanan madde veya
karigimlar1 kapsamaz.

*** Yonetmelik kapsamindan agikca hari¢ tutmak
icin Madde 4(2) bu maddeye dercedilmistir.

Dayanak

MADDE 3 — (1) Bu Yénetmelik; 05/03/2020 tarihli ve 7223 sayil1 Uriin
Giivenligi ve Teknik Diizenlemeler Kanunu’na, 24/3/2005 tarihli ve
5324 sayili Kozmetik Kanunu’nun 7 nci maddesine ve 15/07/2018
tarinli ve 30479 sayili Resmi Gazete’de yayimlanan 4 No’lu
Bakanliklara Bagl, ilgili, iliskili Kurum ve Kuruluslar ile Diger Kurum
ve Kuruluslarin Teskilati Hakkinda Cumhurbaskanligi Kararnamesi’nin
508 inci ve 796 nc1 maddelerine dayanilarak hazirlanmistir.

Article 2
Definitions
(1) For the purposes of this Regulation, the following definitions shall apply:

Tammlar
MADDE 4 — (1) Bu Yonetmelikte yer alan;

a) Bitmis kozmetik {iriin: Piyasaya arz edildigi veya son kullaniciya
temin edildigi sekliyle nihai formiilasyondaki kozmetik {iriin veya
prototipini,

*#4% Madde 18(3)(a)’daki tanim bu maddeye
dercedilmistir.

(m) ‘colorants’ means substances which are exclusively or mainly intended to colour the
cosmetic product, the body as a whole or certain parts thereof, by absorption or reflection
of visible light; in addition, precursors of oxidative hair colorants shall be deemed
colorants;

b) Boyar maddeler: Okside edici sa¢ boyalarmin dnciil maddeleri de
dahil olmak {lizere, goriiniir 15181 sogurmak veya yansitmak suretiyle
yalnizca veya esasen bir kozmetik {irlinii, viicudun tamamini veya belirli
kisimlarini renklendirmesi amaglanan maddeleri,




¢) CAS numarast: Kimyasal Kuramlar Servisi tarafindan verilen
numarayi,

***Maddelerin ve Karisimlarin Siniflandirilmasi,
Etiketlenmesi ve Ambalajlanmast Hakkinda
Yonetmelik’ten alinmugtir.

(p) ‘serious undesirable effect’ means an undesirable effect which results in temporary
or permanent functional incapacity, disability, hospitalisation, congenital anomalies or
an immediate vital risk or death;

¢) Ciddi istenmeyen etki: Gegici veya kalici fonksiyonel yetersizlik,
sakatlik, hastanede tedavi altina alinma, konjenital anomaliler veya ani
hayati risk ya da 6liimle sonuglanan istenmeyen bir etkiyi,

(s) ‘frame formulation’ means a formulation which lists the category or function of
ingredients and their maximum concentration in the cosmetic product or gives relevant
guantitative and qualitative information whenever a cosmetic product is not covered or
only partially covered by such a formulation.

*** The Commission shall provide indications for the establishment of the frame
formulation and adapt them regularly to technical and scientific progress.

d) Cergeve formiilasyon: Bilesenlerin kategorisi veya fonksiyonunu ve
bunlarin kozmetik {irtindeki konsantrasyonunu listeleyen
formiilasyonu ya da bu tiir bir formiilasyon ile ifade edilmediginde veya
kismen ifade edildiginde ilgili kozmetik {irliniin nicel ve nitel bilgilerini

azami

veren formiilasyonu,

**%  Komisyonun gorev alanma girdiginden
alinmamustir.
(e) ‘distributor’ means any natural or legal person in the supply chain, other than the | e) Dagitici: Bir kozmetik tiriinii tedarik zincirinde yer alarak piyasada
manufacturer or the importer, who makes a cosmetic product available on the | bulunduran, imalat¢1 veya ithalat¢1 disindaki gergek veya tilizel kisiyi,
Community market;
f) EC Numarasi: Maddenin yapisal ozelligine gore Avrupa | ***Zararlh Maddeler ve Karigimlara Iligkin

Komisyonunca verilmig olan numarayt,

Givenlik Bilgi Formlar1 Hakkinda Y 6netmelik’ten
alinmustir.

(r) ‘recall’ means any measure aimed at achieving the return of a
cosmetic product that has already been made available to the end
user;

g) Geri ¢agirma: Nihai kullanicinin elinde bulunan bir kozmetik iiriiniin
iktisadi isletmeciye geri getirilmesini amaglayan her tiirlii dnlemi,

g) IUPAC adi: Maddenin, Uluslararas1 Temel ve Uygulamali Kimya
Birligi tarafindan verilen adini,

***Maddelerin ve Karisimlarin Siniflandirilmasi,
Etiketlenmesi ve Ambalajlanmast Hakkinda
Yonetmelik’ten alinmstir.

(d) ‘manufacturer’ means any natural or legal person who manufactures a cosmetic
product or has such a product designed or manufactured, and markets that cosmetic
product under his name or trademark

h) Imalatci: Bir kozmetik iiriinii imal ederek ya da {iriiniin tasarimim
veya imalatini yaptirarak kendi isim veya ticari markasi ile piyasaya arz
eden gercek veya tiizel kisiyi,




(o) ‘undesirable effect” means an adverse reaction for human health attributable to the
normal or reasonably foreseeable use of a cosmetic product;

1)istenmeyen etki: Bir kozmetik iiriiniin normal ya da makul
ongoriilebilir kullaniminda insan sagligi igin advers bir etkiyi,

(1) ‘importer’ means any natural or legal person established within the Community, who
places a cosmetic product from a third country on the Community market;

i) Ithalatc1: Bir kozmetik iiriinii ithal ederek piyasaya arz eden gercek
veya tiizel kisiyi,

falelad j) lyi imalat uygulamalari: Kozmetik iiriinlerin {iretimi, kontroli,
depolanmasi ve sevkiyati asamalarinda kalite sartlarini yerine
getirmesine yonelik yeterli giiveni saglamak icin gerekli olan standart
hale getirilmis biitiin planli ve sistemli faaliyetleri,

**k*

k) Kanun: 30/3/2005 tarihli ve 5324 sayili Kozmetik Kanununu,

(c) ‘mixture’ means a mixture or solution composed of two or more
substances;

l) Karisim: Iki veya daha fazla maddenin bir araya gelmesi veya ¢ozelti
olusturmasini,

*k*k

m) Komisyon: Avrupa Birligi Komisyonunu,

(1) ‘preservatives’ means substances which are exclusively or mainly intended to inhibit
the development of micro-organisms in the cosmetic product;

n) Koruyucular: Yalnizca veya esasen mikroorganizmalarin kozmetik
iiriinde geligsmesini engellemesi amaglanan maddeleri,

(a) ‘cosmetic product’ means any substance or mixture intended to beplaced in contact
with the external parts of the human body (epidermis, hair system, nails, lips and external
genital organs) or withthe teeth and the mucous membranes of the oral cavity with a
viewexclusively or mainly to cleaning them, perfuming them, changingtheir appearance,
protecting them, keeping them in good conditionor correcting body odours;

0) Kozmetik iiriin: Insan viicudunun dis kisimlarina; epiderma,
tirnaklar, killar, saglar, dudaklar ve dis genital organlarina veya disler
ile agiz mukozasina uygulanmak iizere hazirlanmis, tek veya temel
amaci1 bu kisimlari temizlemek, koku vermek, goriiniimiinii degistirmek,
bunlar1 korumak, iyi bir durumda tutmak veya viicut kokularini

diizeltmek olan biitiin madde veya karigimlari,

*k*k

6) Kurum: Tiirkiye Ilag ve Tibbi Cihaz Kurumunu,




(b) ‘substance’ means a chemical element and its compounds in the natural state or
obtained by any manufacturing process, including any additive necessary to preserve its
stability and any impurity deriving from the process used but excluding any solvent
which may be separated without affecting the stability of the substance or changing its
composition;

p) Madde: Maddenin stabilitesini etkilemeden veya bilesimini
degistirmeksizin ayrilabilen herhangi bir ¢oziicii harig, islemden
kaynaklanan safsizliklar1 ve stabilitesini korumasi i¢in eklenen katki
maddeleri dahil, dogal halde bulunan veya herhangi bir imalat iglemi ile
elde edilmis kimyasal element veya bilesiklerini,

(k) ‘nanomaterial’ means an insoluble or biopersistant and intentionally manufactured
material with one or more external dimensions, or an internal structure, on the scale from
110 100 nm;

r) Nanomateryal: Boyutlar1 1 ila 100 nm arasinda olan, bir veya daha
fazla dis boyuta veya bir i¢ yapiya sahip olan ve ¢dziinmeyen veya
biyopersistan yapida olacak sekilde imal edilmis olan bir materyali,

(f) ‘end user’ means either a consumer or professional using the cosmetic product;

s) Nihai kullanici: Kozmetik tiriinii kullanan tiiketiciyi veya profesyonel
olarak uygulayan kisiyi,

(g) ‘making available on the market’ means any supply of a cosmetic product for
distribution, consumption or use on the Community market in the course of a commercial
activity, whether in return for payment or free of charge;

s) Piyasada bulundurma: Bir kozmetik {irliniin ticari bir faaliyet yoluyla,
bedelli veya bedelsiz olarak dagitim, tiiketim veya kullanim i¢in yurt i¢i
piyasaya saglanmasini,

(q) ‘withdrawal’ means any measure aimed at preventing the making available on the
market of a cosmetic product in the supply chain;

t) Piyasadan ¢ekme: Tedarik zincirindeki bir kozmetik iirliniin piyasada
bulundurulmasini 6nlemeyi amaglayan her tiirlii tedbiri,

(h) ‘placing on the market’ means the first making available of a cosmetic product on the
Community market ;

u) Piyasaya arz: Bir kozmetik iiriiniin, yurt i¢i piyasada ilk kez
bulundurulmasini,

*k*k

i) Prototip: Seri iiretime gegmemis olan ve bitmis {iriiniin kopyalandigi
veya nihai olarak gelistirildigi ilk model veya tasarimi,

v) Teblig: ... tarihli ve ... sayili Resmi Gazete’de yayimlanan, Kozmetik
Uriin Bilesenlerine iliskin Tebligi,

1223/2009 sayili Tuzik’in Ek II, III, IV, V ve
VD’s1 Teblig olarak Yonetmelik ile es zamanlh
yayimlanacaktir.

(n) ‘UV-filters’ means substances which are exclusively or mainly intended to protect
the skin against certain UV radiation by absorbing, reflecting or scattering UV radiation;

y) UV filtreleri: UV iginlari1 sogurmak, yansitmak veya dagitmak
yoluyla yalnizca veya esasen cildi belirli UV 1sinlarina kars1 korumast
amaclanan maddeleri,




(j) ‘harmonised standard’ means a standard adopted by one of the European
standardisation bodies listed in Annex | to Directive 98/34/EC of the European
Parliament and of the Council of 22 June 1998 laying down a procedure for the provision

z) Uyumlagtirilmig standart: Uyumlastirilmis Avrupa Birligi Mevzuatim
uygulamak amaciyla Avrupa Komisyonun talebine istinaden kabul
edilen bir Avrupa standartini

of information in the field of technical standards and regulations and of rules on | ifade eder.
information society services (1) on the basis of a request made by the Commission in
accordance with Article 6 of that Directive;

Article 2 Fxk *** Kapsam baglikli 2 nci maddeye derc edilmistir.

Definitions
(2) For the purposes of point (a) of paragraph 1, a substance or mixture intended to be
ingested, inhaled, injected or implanted into the human body shall not be considered to
be a cosmetic product.
(3) In view of the various definitions of nanomaterials published by different bodies and ***  Komisyonun gorev alanina girdiginden
the constant technical and scientific developments in the field of nanotechnologies, the almmmamustir.
Commission shall adjust and adapt point (k) of paragraph 1 to technical and scientific
progress and to definitions subsequently agreed at international level. That measure,
designed to amend non-essential elements of this Regulation, shall be adopted in
accordance with the regulatory procedure with scrutiny referred to in Article 32(3)
CHAPTER II BOLUM II
SAFETY, RESPONSIBILITY, FREE MOVEMENT Giivenlilik, Sorumluluk, Serbest Dolagim
Article 3
Safety Giivenlilik

A cosmetic product made available on the market shall be safe for human health when
used under normal or reasonably foreseeable conditions of use, taking account, in
particular, of the following:

(a) presentation including conformity with Directive 87/357/EEC,;

(b) labelling;

(c) instructions for use and disposal;

(d) any other indication or information provided by the responsible person defined in
Avrticle 4. The provision of warnings shall not exempt persons defined in Articles 2 and
4 from compliance with the other requirements laid down in this Regulation.

MADDE 5 - (1) Piyasada bulunan bir kozmetik iiriin, ozellikle
asagidakiler dikkate aliarak, normal veya makul 6ngoriilebilir kullanim
kosullart altinda kullanildiginda insan sagligi igin giivenli olur:

a)14/03/2003 tarihli ve 25048 sayil1 Resmi Gazete’de yayimlanan 4822
Hakkinda Degisiklik
Yapilmasina Dair Kanunun 24/A maddesine de uygun olacak sekilde

sayili Tiiketicinin Korunmasi Kanunda
iriiniin sunumu,

b) Etiketleme,

¢) Kullanim ve imha talimatlari,

¢) 6 nc1 maddede tanimlanan yetkili temsilci tarafindan saglanan diger
her tiirlii veri veya bilgi.

(2) Uriine iliskin gerekli uyarilarin verilmis olmasi 4 {incii ve 6 nc1
maddelerde tanimlanan kisileri bu Yonetmelikte belirtilen diger

gerekliliklere uymaktan muaf tutmaz.

Article 4
Responsible Person

1. Only cosmetic products for which a legal or natural person is designated within the
Community as ‘responsible person’ shall be placed on the market.

2. For each cosmetic product placed on the market, the responsible person shall ensure
compliance with the relevant obligations set out in this Regulation.

3. For a cosmetic product manufactured within the Community, and not subsequently
exported and imported back into the Community, the manufacturer established within
the Community shall be the responsible person.

Yetkili Temsilci

MADDE 6 - (1) Kozmetik iiriinler yalnizca, yurt iginde yerlesik gergek
veya tiizel kisinin yetkili temsilci olarak atanmasi sartiyla piyasaya arz
edilir.

(2) Yetkili temsilci, piyasaya arz edilen her bir kozmetik iiriin i¢in bu
Yonetmelikte belirtilen ilgili yiikiimliiliiklere uyulmasini saglar.

(3) Yurt i¢inde imal edilen kozmetik tiriinler igin:




The manufacturer may designate, by written mandate, a person established within the
Community as the responsible person who shall accept in writing.

4. Where, for a cosmetic product manufactured within the Community, and not
subsequently exported and imported back into the Community, the manufacturer is
established outside the Community, he shall designate, by written mandate, a person
established within the Community as the responsible person who shall accept in writing.
5. For an imported cosmetic product, each importer shall be the responsible person for
the specific cosmetic product he places on the market.

The importer may, by written mandate, designate a person established within the
Community as the responsible person who shall accept in writing.

6. The distributor shall be the responsible person where he places a cosmetic product on
the market under his name or trademark or modifies a product already placed on the
market in such a way that compliance with the applicable requirements may be affected.
The translation of information relating to a cosmetic product already placed on the
market shall not be considered as a modification of that product of such a nature that
compliance with the applicable requirements of this Regulation may be affected.

a) Imalatc1 yurt icinde yerlesik ise yetkili temsilci imalatcidir. Ancak
imalatg1, yurt iginde yerlesik bir Kkisiyi mutabakat ile
yetkilendirerek yetkili temsilci olarak atayabilir.

yazili

b) imalatcimin yurt disinda yerlesik olmasi halinde, yurt i¢inde yerlesik
bir kisi yazili mutabakat ile yetkilendirilerek yetkili temsilci olarak
atanir.

(4) ithal edilen kozmetik iiriinler icin yetkili temsilci ithalatcidir. Ancak
ithalat¢i, yurt icinde yerlesik bir Kkisiyi mutabakat ile
yetkilendirerek yetkili temsilci olarak atayabilir.

yazilt

(5) Dagitici; kendi adi veya ticari markasi altinda bir kozmetik tiriinii
piyasaya arz etmesi ya da piyasaya arz edilmis bir kozmetik iiriinde
uygulanabilir gerekliliklere uygunlugu etkileyebilecek bir degisiklik
yapmasi halinde yetKkili temsilci olur.

(6) Halihazirda piyasaya arz edilmis bir kozmetik iiriinle ilgili bilgilerin
terctime edilmesi, bu Yonetmeligin tirtine uygulanabilir gerekliliklerine
uygunlugu etkileyebilecek bir degisiklik olarak degerlendirilmez.

(7) Yetkili temsilci sorumlu teknik eleman istihdam eder. Sorumlu
teknik eleman, piyasaya arz edilecek triiniin kozmetik mevzuati, iyi
imalat uygulamalar1 ve ilgili diger mevzuata uygunlugunun
kontroliinden sorumludur. Eczaci veya kozmetik alaninda iki yil fiilen
calismis oldugunu belgelemek kaydiyla kimyager, biyokimyager, kimya
miihendisi, biyolog veya mikrobiyolog sorumlu teknik eleman olarak

gorevlendirilebilir.

Article 5
Obligations of responsible persons

1. Responsible persons shall ensure compliance with Articles 3, 8, 10, 11, 12, 13, 14,
15, 16, 17, 18, Article 19(1),(2) and (5), as well as Articles 20, 21, 23 and 24.

2. Responsible persons who consider or have reason to believe that a cosmetic product
which they have placed on the market is not in conformity with this Regulation shall
immediately take the corrective measures necessary to bring that product into
conformity, withdraw it or recall it, as appropriate. Furthermore, where the cosmetic
product presents a risk to human health, responsible persons shall immediately inform
the competent national authorities of the Member States in which they made the product
available and of the Member State in which the product information file is readily

Yetkili temsilcinin yiikiimliiliikleri

MADDE 7 — (1) Yetkili temsilciler; 5 inci, 10 uncu, 12 ila 20 inci
maddelere, 21 inci maddenin birinci, ikinci ve besinci fikralarina ve 22
nci, 23 iinci, 25 inci ve 26 nc1 maddelere uygunlugu saglar.

(2) Yetkili temsilciler, piyasaya arz ettikleri bir kozmetik iiriiniin bu
Yonetmelige uygun olmadigimi degerlendirmesi veya buna iligkin
gerekgesi olmasi halinde bu triinii uygun hale getirmek, geri ¢ekmek
veya geri cagirmak i¢in gerekli diizeltici 6nlemleri derhal alir. Kozmetik
iriiniin insan sagligr igin bir risk teskil ettigi durumlarda, yetkili
temsilciler, dzellikle uygunsuzluk ve yapilan her tiirlii diizeltici faaliyet
ile ilgili olarak Kurumu derhal bilgilendirir.




accessible, giving details, in particular, of the non-compliance and of the corrective
measures taken.

3. Responsible persons shall cooperate with these authorities, at the request of the latter,
on any action to eliminate the risks posed by cosmetic products which they have made
available on the market. In particular, responsible persons shall, further to a reasoned
request from a competent national authority, provide it with all the information and
documentation necessary to demonstrate the conformity of specific aspects of the
product, in a language which can be easily understood by that authority.

(3) Yetkili temsilci; piyasada bulundurdugu kozmetik {iriinlere iliskin
riskleri ortadan kaldirmak i¢in Kurumla is birligi yapar. Yetkili temsilci,
ozellikle Kurumun talebi tizerine tirtiniin belirli yonlerinin uygunlugunu
kanitlamak i¢in gereken tiim bilgi ve dokiimantasyonu Tiirkce veya
Ingilizce sunar.

Article 6

Obligations of distributors
1. In the context of their activities, when making a cosmetic product available on the
market, distributors shall act with due care in relation to applicable requirements.
2. Before making a cosmetic product available on the market distributors shall verify
that:
— the labelling information provided for in Article 19(1)(a), (e) and (g) and Article 19(3)
and (4) is present,

— the language requirements provided for in Article 19(5) are fulfilled,
— the date of minimum durability specified, where applicable under Article 19(1), has
not passed.

3. Where distributors consider or have reason to believe that:

— a cosmetic product is not in conformity with the requirements laid down in this
Regulation, they shall not make the product available on the market until it has been
brought into conformity with the applicable requirements

— a cosmetic product which they have made available on the market is not in conformity
with this Regulation, they shall make sure that the corrective measures necessary to bring
that product into conformity, withdraw it or recall it, as appropriate, are taken.

Furthermore, where the cosmetic product presents a risk to human health, distributors
shall immediately inform the responsible person and the competent national authorities
of the Member States in which they made the product available, giving details, in
particular, of the non- compliance and of the corrective measures taken.

4. Distributors shall ensure that, while a product is under their responsibility, storage or
transport conditions do not jeopardise its compliance with the requirements set out in
this Regulation.

5. Distributors shall cooperate with competent authorities, at the request of the latter, on
any action to eliminate the risks posed by products which they have made available on
the market. In particular, distributors shall, further to a reasoned request from a
competent national authority, provide it with all the information and documentation

Dagiticimin Yiikiimliiliikleri

MADDE 8 - (1) Dagiticilar, faaliyetleri baglaminda, bir kozmetik tiriini
piyasada bulundururken, triine uygulanabilir gerekliliklere &zel
ihtimam gosterir.

(2) Dagiticilar, bir kozmetik tiriinii piyasada bulundurmadan once:

a) 21 inci maddenin birinci fikrasinn (), (d), (f), (g), (&), (h), ve (1)
bentleri ile liglincii ve dordiincii fikralar1 uyarinca etiketleme bilgilerinin
mevcut oldugunu,

b) 21 inci maddenin besinci fikrasinda belirtilen dil gerekliliklerinin
yerine getirildigini,

c) 21 inci maddenin birinci fikrasi kapsaminda belirtilen minimum
dayanma tarihinin gegilmedigini

dogrular.

(3) Dagiticilar:

a) Bir kozmetik {irtiniin bu Yonetmelikte belirtilen gerekliliklere uygun
olmadigin1 degerlendirmesi veya buna iliskin gerekgeleri olmasi
halinde, ilgili gerekliliklere uygun hale getirilene kadar tiriinii piyasada
bulundurmaz,

b) Piyasada bulundurduklari bir kozmetik iriiniin bu Yonetmelige
uygun olmadigin1 degerlendirmesi veya buna iliskin gerekgeleri olmasi
halinde, tiriinii uygun hale getirmek, geri ¢ekmek veya geri ¢agirmak
icin gerekli diizeltici onlemlerin alinmasini saglar. Dagiticilar, kozmetik
iirinlin insan saglig igin bir risk teskil ettigi durumlarda, &zellikle
uygunsuzluk ve yapilan her tiirlii diizeltici faaliyet ile ilgili olarak
Kurumu ve yetkili temsilciyi derhal bilgilendirir.

(4) Dagiticilar; depolama ve nakliye kosullarinin, sorumluluklar
altindaki  {irtinlerin  bu  Yonetmelikte belirtilen
uygunlugunu tehlikeye atmamasini saglar.

gerekliliklere




necessary to demonstrate the conformity of the product with the requirements listed
under paragraph 2, in a language which can be easily understood by that authority.

(5) Dagiticilar, piyasada bulundurduklari irtinlerin olusturdugu riskleri
ortadan kaldirmaya yonelik herhangi bir faaliyette Kurumla isbirligi
yapar. Dagiticilar, Kurumun istegi {izerine, 6zellikle, iriiniin ikinci
fikrada listelenen sartlara uygunlugunu gostermek icin gerekli tiim bilgi
ve dokiimanlari, Kuruma Tiirkce veya Ingilizce iletir.

Article 7
Identification within the supply chain
At the request of a competent authority:

— responsible persons shall identify the distributors to whom they supply the cosmetic
product,

— the distributor shall identify the distributor or the responsible person from whom, and
the distributors to whom, the cosmetic product was supplied.

This obligation shall apply for a period of three years following the date on which the
batch of the cosmetic product was made available to the distributor.

Tedarik zinciri icinde tanimlama

MADDE 9 - (1) Kurumun talebi iizerine, bir kozmetik {iriin
parti/serisinin dagitictya sunuldugu tarihten itibaren ii¢ yillik bir siire
igin:

a) Yetkili temsilciler, kozmetik iiriinii verdikleri dagiticilara,

b) Dagiticilar, kozmetik Uriinii aldiklari dagiticilara veya yetkili
temsilciye ve kozmetik {irinii verdikleri dagiticilara

iliskin bilgileri sunar.

Article 8
Good manufacturing practice
1. The manufacture of cosmetic products shall comply with good manufacturing practice
with a view to ensuring the objectives of Article 1.

2. Compliance with good manufacturing practice shall be presumed where the
manufacture is in accordance with the relevant harmonised standards, the references of
which have been published in the Official Journal of the European Union.

Iyi imalat Uygulamalan
MADDE 10 - (1) Kozmetik iirinlerin imalati, 1 inci maddede belirtilen
amagclar1 saglamak iizere, iyi imalat uygulamalarina uygun olur.

(2) Imalatin, Avrupa Birligi Resmi Gazetesi’'nde referans numaralari
yayimlanmis olan ilgili uyumlagtirilmis standartlara uygun oldugu
durumlarda, iyi imalat uygulamalarina uygun oldugu varsayilir.

Article 9
Free movement
Member States shall not, for reasons related to the requirements laid down in this
Regulation, refuse, prohibit or restrict the making available on the market of cosmetic
products which comply with the requirements of this Regulation.

Serbest Dolasim

MADDE 11 — (1) Bu Yonetmelikte belirtilen gereklilikleri karsilayan
kozmetik driinlerin, bu Yonetmelikte yer alan gereklilikler ile ilgili
dolayi, piyasada  bulundurulmasi
yasaklanmaz veya kisitlanmaz.

(2) Ulkede yerlesik imalatg1 kozmetik iiriin ihracat sertifikasi i¢in
elektronik kayit sistemi iizerinden basvuru yapilir. Bagvuruya
iliskin is ve islemler bu Yo6netmelik dogrultusunda yayimlanacak

nedenlerden reddedilmez,

ilgili kilavuz hiikiimlerine gore yiiriitiiliir.




CHAPTER I11
SAFETY ASSESSMENT, PRODUCT INFORMATION FILE, NOTIFICATION

Article 10
Safety assessment
1. In order to demonstrate that a cosmetic product complies with Article 3, the
responsible person shall, prior to placing a cosmetic product on the market, ensure that
the cosmetic product has undergone a safety assessment on the basis of the relevant
information and that a cosmetic product safety report is set up in accordance with Annex
l.

The responsible person shall ensure that:

(a) the intended use of the cosmetic product and the anticipated systemic exposure to
individual ingredients in a final formulation are taken into account in the safety
assessment;

(b) an appropriate weight-of-evidence approach is used in the safety assessment for
reviewing data from all existing sources;

(c) the cosmetic product safety report is kept up to date in view of additional relevant
information generated subsequent to placing the product on the market.

The first subparagraph shall also apply to cosmetic products that have been notified
under Directive 76/768/EEC.

The Commission, in close cooperation with all stakeholders, shall adopt appropriate
guidelines to enable undertakings, in particular small and medium-sized enterprises, to
comply with the requirements laid down in Annex I.

Those guidelines shall be adopted in accordance with the regulatory procedure referred
to in Article 32(2).

BOLUM 3
Giivenlilik Degerlendirmesi, Uriin Bilgi Dosyas, Bildirim

Giivenlilik Degerlendirmesi

MADDE 12 — (1) Yetkili temsilci, bir kozmetik {iriniin 5 inci maddeye
uygun oldugunu gostermek igin iirliniin piyasaya arz edilmeden once
ilgili bilgiler temelinde bir giivenlilik degerlendirmesine tabi tutulmasini
ve Ek I uyarinca bir kozmetik iiriin giivenlilik degerlendirme raporunun
hazirlanmasini saglar.

(2) Yetkili temsilci:

a) Kozmetik tiriiniin amaglanan kullanimi ve nihai formiilasyondaki her
bir Dbilesen icin beklenen giivenlilik
degerlendirmesinde dikkate alinmasini,

b) Giivenlilik degerlendirmesinde, mevcut tiim kaynaklardaki verilerin
incelenmesi i¢in uygun bir kanit agirlig1 yonteminin kullanilmasin,

sistemik maruziyetin,

¢) Kozmetik iiriin giivenlilik degerlendirme raporunun, tirliniin piyasaya
arz edilmesinin ardindan elde edilen ilgili ek bilgiler 1s18inda giincel
tutulmasini saglar.

(3) Kurum, Ek I'de belirtilen gerekliliklere uyulmasini saglamak igin
gerektiginde kilavuzlar hazirlar.

**%  Halihazirda yiiriirliikte

Y 6netmeligi
alinmamustir.

kapsaminda

olan Kozmetik
uygulandigindan




2. The cosmetic product safety assessment, as set out in Part B of Annex | shall be carried
out by a person in possession of a diploma or other evidence of formal qualifications
awarded on completion of a university course of theoretical and practical study in
pharmacy, toxicology, medicine or a similar discipline, or a course recognised as
equivalent by a Member State.

(4) Ek I’de detaylar verilen kozmetik iirtin giivenlilik degerlendirmesi;
eczacilik, toksikoloji, tip veya benzer bir disiplinde teorik ve pratik
olarak verilmis iiniversite egitimini veya bunlara denkligi Kurum
tarafindan kabul edilen bagka bir egitim programini tamamladigini
gosterir bir diploma veya diger resmi yeterlilik kaniti olan bir kisi
tarafindan yapilir.

3. Non-clinical safety studies referred to in the safety assessment according to paragraph
1 and carried out after 30 Jule 1988 for the purpose of assessing the safety of a cosmetic
product shall comply with Community legislation on the principles of good laboratory
practice, as applicable at the time of performance of the study, or with other international
standards recognised as being equivalent by the Commission or the ECHA.

(5) Birinci fikrada belirtilen giivenlilik degerlendirmelerinde atifta
bulunulan klinik olmayan giivenlilik ¢alismalari, 9/3/2010 tarihli ve
27516 sayih Resmi Gazete’de yayimlanan Iyi Laboratuvar
Uygulamalar1 Prensipleri, Test Birimlerinin Uyumlastiriimas1, lyi
Laboratuvar Uygulamalarinin ve Calismalarin Denetlenmesi Hakkinda
Yonetmelik hiitkiimlerine veya AB Komisyonun ya da Avrupa
Kimyasallar Ajansinin (ECHA) esdeger olarak tamdigr diger
standartlara uygun olarak yapilir.

Article 11
Product information file
1. When a cosmetic product is placed on the market, the responsible person shall keep a
product information file for it. The product information file shall be kept for a period of
ten years following the date on which the last batch of the cosmetic product was placed
on the market.

Uriin Bilgi Dosyasi

MADDE 13 - (1) Yetkili temsilci, bir kozmetik tiriin piyasaya arz
edildiginde bu iiriine iliskin {iriin bilgi dosyasini1 kozmetik iiriiniin son
partisi/serisinin piyasaya arz edilmesini takip eden on yil boyunca
saklar.

2. The product information file shall contain the following information and data which
shall be updated as necessary:

(a) a description of the cosmetic product which enables the product information file to
be clearly attributed to the cosmetic product;

(2) Uriin bilgi dosyas1, asagidaki bilgi ve verileri igerir ve gerektiginde
giincellenir:

a) Uriin bilgi dosyasinin kozmetik iiriine agikca atfedilmesini saglayan,
kozmetik {irtiniin tanimini,

(b) the cosmetic product safety report referred to in Article 10(1);

b) 12 nci maddenin birinci fikrasinda atifta bulunulan kozmetik {irtin
giivenlilik raporunu,

(c) a description of the method of manufacturing and a statement on compliance with
good manufacturing practice referred to in Article 8;

¢) Imalat yonteminin agiklamasi ve 10 uncu maddede belirtilen iyi
imalat uygulamalarina uyulduguna dair beyani,

(d) where justified by the nature or the effect of the cosmetic product, proof of the effect
claimed for the cosmetic product

c) Kozmetik iriiniin  yapisi veya etkisine dayanilarak
gerekcelendirildigi durumlarda, kozmetik trtiniin sahip oldugu iddia
edilen etkiye iligkin kaniti,

2 (e) data on any animal testing performed by the manufacturer, his agents or suppliers,
relating to the development or safety assessment of the cosmetic product or its
ingredients, including any animal testing performed to meet the legislative or regulatory
requirements of third countries.

d) Kozmetik iiriin veya bilesenlerinin gelistirilmesiyle ya da giivenlilik
degerlendirmesiyle ilgili olarak imalat¢i, temsilcileri veya tedarikgileri
tarafindan, Tirkiye ve AB iiyesi iilkeler digindaki {ilkelerin yasal veya
diizenleyici gerekliliklerini karsilamak i¢in yapilanlar da dahil olmak
tizere yapilan her tiirlii hayvan testlerine iliskin verileri.
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3. The responsible person shall make the product information file readily accessible in
electronic or other format at his address indicated on the label to the competent authority
of the Member State in which the file is kept.

(3) Yetkili temsilci, liriin bilgi dosyasini, etikette belirtilen adresinde
elektronik ya da bagka bir formatta Kurumun erisimine hazir halde
bulundurur.

3. The information contained in the product information file shall be available in a
language which can be easily understood by the competent authorities of the Member
State.

(4) Uriin bilgi dosyast, Tiirkce veya Ingilizce olarak hazirlanr.

4. The requirements provided in paragraphs 1 to 3 of this Article shall also apply to
cosmetic products that have been notified under Directive 76/768/EEC.

*#%  Halizhazirda yiirirlikte olan Kozmetik
Yonetmeligi
alinmamustir.

kapsaminda da uygulandigindan

Avrticle 12
Sampling and analysis
1. Sampling and analysis of cosmetic products shall be performed in a reliable and
reproducible manner.

2. In the absence of any applicable Community legislation, reliability and reproducibility
shall be presumed if the method used is in accordance with the relevant harmonised
standards, the references of which have been published in the Official Journal of the
European Union.

Ornek Alma ve Analiz

MADDE 14 — (1) Kozmetik triinler i¢in 6rnek alma ve analiz islemleri
giivenilir ve tekrarlanabilir bir sekilde gergeklestirilir.

(2) Ornek alma ve analiz islemlerinde kullanilan yéntem, Kurum
tarafindan yayimlanan kilavuzlara uygun olur. Ayrica, yontem Avrupa
Birligi Resmi Gazetesi’nde referans numaralar1 yayimlanmis olan ilgili
uyumlastirilmis standartlara uygunsa giivenilir ve tekrarlanabilir oldugu
kabul edilir.

Article 13

Notification
1. Prior to placing the cosmetic product on the market the responsible person shall
submit, by electronic means, the following information to the Commission:
() the category of cosmetic product and its name or names, enabling its specific
identification;

Bildirim

MADDE 15 - (1) Yetkili temsilci, bir kozmetik {iriin piyasaya arz
edilmeden once, ulusal elektronik kayit sistemi araciligiyla Kurum’a
asagidaki bilgileri bildirir:

a) Kozmetik triintin spesifik olarak tanimlamasini miimkiin kilan
Teblig’in Ek 1’inde yer alan kategorisi ve ad(lar)1,

(b) the name and address of the responsible person where the product information file is
made readily accessible;

b) Uriin bilgi dosyasinin bulundugu yetkili temsilcinin ad1 ve adresi,

(c) the country of origin in the case of import;

¢) Ithal iiriinlerde iiriin mensei,

(d) the Member State in which the cosmetic product is to be placed on the market;

(e) the contact details of a physical person to contact in the case of necessity;

¢) Ihtiyag halinde, iletisim kurulacak gercek bir kisinin iletisim bilgileri,

() the presence of substances in the form of nanomaterials and:

(i) their identification including the chemical name (IUPAC) and other descriptors as
specified in point 2 of the Preamble to Annexes Il to VI to this Regulation;

(ii) the reasonably foreseeable exposure conditions;

d) Nanomateryal formundaki maddelerin varlig: ve:

(1) Kimyasal adlari (IUPAC) ve Teblig’in 4 {incii maddesinde yer alan
diger dahil olmak tizere bu maddelerin
tanimlamalarini,

tanimlayicilar da

(2) Makul dngoriilebilir maruz kalma kosullarini.

Preamble olarak bahsedilen hiikiimler Teblig
maddelerine eklenmistir.

(g) the name and the Chemicals Abstracts Service (CAS) or EC number of substances
classified as carcinogenic, mutagenic or toxic for reproduction (CMR), of category 1A
or 1B, under Part 3 of Annex VI to Regulation (EC) No 1272/2008;

e) 11/12/2013 tarihli ve 28848 sayili Resmi Gazetede yayimlanan
Maddelerin ve Karisimlarin = Siniflandirilmasi, Etiketlenmesi ve
Ambalajlanmas1 Hakkinda Yonetmeligin Ek VI’sinin Uglincii Béliimii
uyarinca kategori 1A veya 1B kapsamindaki kanserojen, mutajen veya

iireme icin toksik olarak siiflandirilan maddeler de dahil olmak tizere
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kozmetik iirinlerde kullanilan maddelerin adi ve CAS veya EC
numarasi,

(h) the frame formulation allowing for prompt and appropriate medical treatment in the
event of difficulties.

The first subparagraph shall also apply to cosmetic products notified under Directive
76/768/EEC.

) Acil durumlarda hizli ve uygun tibbi tedavi saglamak iizere ¢erceve
formiilasyonu dahil hacim veya miktar oranlarinin araliklar seklinde
belirtildigi formiilasyonu

*#%  Halizhazirda yiirirlikte olan Kozmetik
Yonetmeligi kapsaminda da uygulandigindan
almmamugtir.

2. When the cosmetic product is placed on the market, the responsible person shall notify
to the Commission the original labelling, and, where reasonably legible, a photograph of
the corresponding packaging.

(2) Birinci fikra uyarinca kozmetik tiriin bildirimi yapilirken yetkili
temsilci, ulusal elektronik kayit sistemi araciligiyla Kuruma okunabilir
sekilde iiriiniin orijinal etiketini, Tiirkge etiketini ve {irlin ambalajini
sunar.

3. As from 11 July 2013, a distributor who makes available in a Member State a cosmetic
product already placed on the market in another Member State and translates, on his own
initiative, any element of the labelling of that product in order to comply with national
law, shall submit, by electronic means, the following information to the Commission:
(a) the category of cosmetic product, its name in the Member State of dispatch and its
name in the Member State in which it is made available, enabling its specific
identification;

(b) the Member State in which the cosmetic product is made available;

(c) his name and address;

(d) the name and address of the responsible person where the product information file is
made readily accessible.

*#% Ulusal kayit sisteminde dagiticilarin bdyle bir
yiikiimliiliigii bulunmamaktadir.

4. Where a cosmetic product has been placed on the market before 11 July 2013 but is
no longer placed on the market as from that date, and a distributor introduces that product
in a Member State after that date, that distributor shall communicate the following to the
responsible person:

(a) the category of cosmetic product, its name in the Member State of dispatch and its
name in the Member State in which it is made available, enabling its specific
identification;

(b) the Member State in which the cosmetic product is made available;

(c) his name and address.

On the basis of that communication, the responsible person shall submit to the
Commission, by electronic means, the information referred to in paragraph 1 of this
Avrticle, where notifications according to Article 7(3) and Article 7a (4) of Directive
76/768/EEC have not been carried out in the Member State in which the cosmetic
product is made available.

*#% Ulusal kayit sisteminde dagiticilarin bdyle bir
yiikiimliiliigii bulunmamaktadir.

5. The Commission shall, without delay, make the information referred to in points (a)
to (g) of paragraph 1, and in paragraphs 2 and 3 available electronically to all competent
authorities.

That information may be used by competent authorities only for the purposes of market
surveillance, market analysis, evaluation and consumer information in the context of
Articles 25, 26 and 27.

***%  Komisyonun gorev alanma girdiginden
alinmamustir.

6. The Commission shall, without delay, make the information referred to in paragraphs
1, 2 and 3 available electronically to poison centres or similar bodies, where such centres
or bodies have been established by Member States.

(3) Kurum, birinci ve ikinci fikrada belirtilen bilgileri, yalnizca tibbi
tedavi amaciyla kullanilmak iizere, Ulusal Zehir Danisma Merkezine
elektronik olarak gecikmeksizin iletir.
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That information may be used by those bodies only for the purposes of medical
treatment.

7. Where any of the information set out in paragraphs 1, 3 and 4 changes, the responsible
person or the distributor shall provide an update without delay.

(4) Yetkili temsilci, birinci fikrada yer alan bilgilerden herhangi birinin
degismesi halinde bilgileri gecikmeksizin giinceller.

8. The Commission may, taking into account technical and scientific progress and
specific needs related to market surveillance, amend paragraphs 1 to 7 by adding
requirements.

Those measures, designed to amend non-essential elements of this Regulation, shall be
adopted in accordance with the regulatory procedure with scrutiny referred to in Article
32(3).

***%  Komisyonun gorev alanma girdiginden
alinmamustir.

CHAPTER IV
RESTRICTIONS FOR CERTAIN SUBSTANCES
Article 14
Restrictions for substances listed in the Annexes
1. Without prejudice to Article 3, cosmetic products shall not contain any of the
following:

(2) prohibited substances

— prohibited substances listed in Annex II;

(b) restricted substances

— restricted substances which are not used in accordance with the restrictions laid down
in Annex I1;

(c) colorants

(i) colorants other than those listed in Annex IV and colorants which are listed there but
not used in accordance with the conditions laid down in that Annex, except for hair
colouring products referred to in paragraph 2;

(i) without prejudice to points (b), (d)(i) and (e)(i), substances which are listed in Annex
IV but which are not intended to be used as colorants, and which are not used in
accordance with the conditions laid down in that Annex;

(d) preservatives

(i) preservatives other than those listed in Annex V and preservatives which are listed
there but not used in accordance with the conditions laid down in that Annex;

(i) without prejudice to points (b), (c)(i) and (e)(i), substances listed in Annex V but
which are not intended to be used as preservatives, and which are not used in accordance
with the conditions laid down in that Annex;

(e) UV-filters
(i) UV-filters other than those listed in Annex VI and UV-filters which are listed there
but not used in accordance with the conditions laid down in that Annex;

DORDUNCU BOLUM
Belirli Maddelere Getirilen
Simirlandirmalar
Teblig’de listelenen maddelere getirilen sinirlandirmalar
MADDE 16 - (1) Kozmetik iiriinler, 5 inci madde hiikiimleri sakli
kalmak kosuluyla, asagidakilerden herhangi birini igermez:
a) Teblig’in Ek II’sinde listelenen yasakli maddeleri,

b) Teblig’in Ek III’inde belirtilen sinirlandirmalara uygun olarak
kullanilmayan maddeleri,

c¢) Boyar maddeler:

1) ikinci fikrada belirtilen sa¢ boyalar1 hari¢ olmak iizere, Teblig’in Ek
IV’iinde listelenenler disindaki boyar maddeler ve ayni ekte listelendigi
halde belirtilen kosullara uygun olarak kullanilmayan boyar maddeleri,
2) (b) bendi, (¢) bendinin (1) numarali alt bendi ve (d) bendinin (1)
numarali alt bendi hiikiimleri sakli kalmak kaydiyla, Teblig’in Ek
IV’inde listelenen ancak boyar madde olarak kullanilmalari
amaglanmayan ve aym Ek’te belirtilen kosullara uygun olarak
kullanilmayan maddeleri,

¢) Koruyucular:

1) Teblig’in Ek V’inde listelenenler disinda kalan koruyucular ve ayni
ekte listelendigi halde belirtilen kosullara uygun olarak kullanilmayan
koruyuculari,

2) (b) bendi, (c) bendinin (1) numarali alt bendi ve (d) bendinin (1)
numarali alt bendi hiikiimleri sakli kalmak kaydiyla, Teblig’in Ek
V’inde listelenen ancak koruyucu olarak kullanilmas1 amaglanmayan ve
ayni Ek’te belirtilen kosullara uygun olarak kullanilmayan maddeleri,

d) UV-filtreleri

1) Teblig’in EK VI’sinda listelenenler disinda kalan UV filtreleri ve ayni
ekte listelendigi halde belirtilen kosullara uygun olarak kullanilmayan
UV filtrelerini,

2) (b) bendi, (c) bendinin (1) numarali alt bendi ve (¢) bendinin (1)
numarali alt bendi hiikiimleri sakli kalmak kaydiyla, Teblig’in Ek

13



(i) without prejudice to points (b), (c)(i) and (d)(i), substances listed in Annex VI but
which are not intended to be used as UV-filters and which are not used in accordance
with the conditions laid down in that Annex.

2. Subject to a decision of the Commission to extend the scope of Annex IV to hair
colouring products, such products shall not contain colorants intended to colour the hair,
other than those listed in Annex IV and colorants intended to colour the hair which are
listed there but not used in accordance with the conditions laid down in that Annex.

VI’sinda listelenen ancak UV filtresi olarak kullanilmalart
amaglanmayan ve aymi Ek’te belirtilen kosullara uygun olarak
kullanilmayan maddeleri.

(2) Kozmetik iriinler, Teblig’in Ek IV’iinde belirtilenler disinda,
saclarm, killarin ve tiiylerin boyanmasi amaciyla kullanilan boyar
maddeleri ve aymi ekte listelendigi halde belirtilen kosullara uygun
olarak kullanilmayan boyar maddeleri igermez.

The decision of the Commission referred to in the first subparagraph, designed to amend
non-essential elements of this Regulation, shall be adopted in accordance with the
regulatory procedure with scrutiny referred to in Article 32(3).

Article 15
Substances classifiedas CMR substances
1. The use in cosmetic products of substances classified as CMR substances, of category
2, under Part 3 of Annex VI to Regulation (EC) No 1272/2008 shall be prohibited.

Kanserojen, mutajen ve iireme ic¢in toksik maddeler olarak
siniflandirilan maddeler

MADDE 17 — (1) Maddelerin ve Karisgimlarin Simiflandirilmast,
Etiketlenmesi ve Ambalajlanmasi1 Hakkinda Yo6netmeligin Ek VI’sinin
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However, a substance classified in category 2 may be used in cosmetic products where
the substance has been evaluated by the SCCS and found safe for use in cosmetic
products. To these ends the Commission shall adopt the necessary measures in
accordance with the regulatory procedure with scrutiny referred to in Article 32(3) of
this Regulation.

Uciincii Boliimii uyarinca kategori 2 kanserojen, mutajen ve iireme icin
toksik maddeler olarak siniflandirilan maddelerin kozmetik tiriinlerde
kullanimi, Kurum ilgili maddenin kullanimimin giivenli oldugunu
degerlendirmedigi siirece yasaktir.

2. The use in cosmetic products of substances classified as CMR substances, of category
1A or 1B under Part 3 of Annex VI to Regulation (EC) No 1272/2008 shall be prohibited.
However, such substances may be used in cosmetic products by way of exception where,
subsequent to their classification as CMR substances of category 1A or 1B under Part 3
of Annex VI to Regulation (EC) No 1272/2008, all of the following conditions are
fulfilled:

(a) they comply with the food safety requirements as defined in Regulation (EC) No
178/2002 of the European Parliament and of the Council of 28 January 2002 laying down
the general principles and requirements of food law, establishing the European Food
Safety Authority and laying down procedures in matters of food safety ( 1);

(b) there are no suitable alternative substances available, as documented in an analysis
of alternatives;

(c) the application is made for a particular use of the product category with a known
exposure; and

(d) they have been evaluated and found safe by the SCCS for use in cosmetic products,
in particular in view of exposure to these products and taking into consideration the
overall exposure from other sources, taking particular account of vulnerable population
groups.

Specific labelling in order to avoid misuse of the cosmetic product shall be provided in
accordance with Article 3 of this Regulation, taking into account possible risks linked to
the presence of hazardous substances and the routes of exposure.

In order to implement this paragraph, the Commission shall amend the Annexes to this
Regulation in accordance with the regulatory procedure with scrutiny referred to in
Avrticle 32(3) of this Regulation within 15 months of the inclusion of the substances
concerned in Part 3 of Annex V1 to Regulation (EC) No 1272/2008.

On imperative grounds of urgency, the Commission may use the urgency procedure
referred to in Article 32(4) of this Regulation.

(2) Maddelerin ve Karisimlarin Siniflandirilmasi, Etiketlenmesi ve
Ambalajlanmas1 Hakkinda Yonetmeligin Ek VI’smin Ugiincii Boliimii
uyarinca Kategori 1A veya 1B kanserojen, mutajen ve lireme igin toksik
maddeler olarak simiflandirilan maddelerin  kozmetik {iriinlerde
kullanimi1  yasaktir. Ancak asagidaki sartlarin  tamami yerine
getirildiginde bu kapsamdaki maddelerin  kozmetik {rtinlerde
kullanilabilmeleri i¢in muafiyet taninabilir:

a) 13/06/2010 tarihli ve 27610 sayili Resmi Gazete’de yayimlanan 5996
sayil1 Veteriner Hizmetleri, Bitki Sagligi, Gida ve Yem Kanunu’nda
tanimlanan gida giivenligi gerekliliklerine uymalart,

b) Dokiimante edilmis bir analiz ile uygun bir alternatif maddenin
olmadiginin gosterilmesi,

¢) Basvurunun, maruziyeti bilinen bir iriin kategorisinin belirli bir
kullanimi i¢in yapilmis olmasi ve

¢) Hassas popiilasyon gruplar1 dzel olarak dikkate alinarak ve diger
kaynaklardan toplam maruziyet de goz oniinde bulundurularak, Kurum
tarafindan, bu maddelerin kozmetik trinlerde kullanilmalarinin
uriinlere maruz kalma agisindan degerlendirilmesi ve giivenli
bulunmasi.

(3) Tehlikeli maddelerin varligi ve maruz kalma yollariyla baglantili
muhtemel riskler g6z oniinde bulundurularak, kozmetik iiriiniin yanlis
kullaniminin 6nlenmesi amaciyla 5 inci madde uyarinca spesifik
etiketleme yapilir.
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The Commission shall mandate the SCCS to re-evaluate those substances as soon as
safety concerns arise, and at the latest five years after their inclusion in Annexes IlI to
VI to this Regulation, and at least every subsequent five years.

(4) Kurum, bu maddelerin kullanimina iliskin giivenlilik endiseleri
ortaya ciktiginda maddeleri yeniden degerlendirir ve gerektiginde
Tebligin ilgili eklerini giinceller.

**%  Komisyonun gorev alanma girdiginden

alinmamustir.
3. By 11 January 2012, the Commission shall ensure that appropriate guidance is ***  Komisyonun goérev alanma girdigiden
developed with the aim of enabling a harmonised approach to the development and use almmmamustir.
of overall exposure estimates in assessing the safe use of CMR substances. This guidance
shall be developed in consultation with the SCCS, the ECHA, the EFSA and other
relevant stakeholders, drawing, as appropriate, on relevant best practice.
4. When Community or internationally agreed criteria for identifying substances with **%  Komisyonun gorev alanma girdigiden

endocrine-disrupting properties are available, or at the latest on 11 January 2015, the
Commission shall review this Regulation with regard to substances with endocrine-
disrupting properties.

alinmamustir.

Article 16
Nanomaterials
1. For every cosmetic product that contains nanomaterials, a high level of protection of
human health shall be ensured.

Nanomateryaller
MADDE 18 — (1) Nanomateryal i¢eren her kozmetik {iriin i¢in insan
sagliginin yiiksek diizeyde korunmasi saglanir.

2. The provisions of this Article do not apply to nanomaterials used as colorants, UV-
filters or preservatives regulated under Article 14, unless expressly specified.

(2) Ozellikle belirtilmedigi miiddetce, bu madde hiikiimleri, 16 nc1
maddede diizenlenen boyar madde, UV filtresi veya koruyucu olarak
kullanilan nanomateryallere uygulanmaz.

3. In addition to the notification under Article 13, cosmetic products containing
nanomaterials shall be notified to the Commission by the responsible person by
electronic means six months prior to being placed on the market, except where they have
already been placed on the market by the same responsible person before 11 January
2013.

***The information notified to the Commission shall contain at least the following:

(a) the identification of the nanomaterial including its chemical name (IUPAC) and other
descriptors as specified in point 2 of the Preamble to Annexes Il to VI,

(3) 15 inci madde kapsamindaki bildirime ek olarak, nanomateryal
iceren kozmetik triinler, piyasaya arz edilmeden alt1 ay 6nce yetkili
temsilci tarafindan ulusal elektronik kayit sistemi araciligiyla Kuruma
bildirilir. Bu bildirim asgari olarak asagidakileri igerir:
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(b) the specification of the nanomaterial including size of particles, physical and
chemical properties;

(c) an estimate of the quantity of nanomaterial contained in cosmetic products intended
to be placed on the market per year;

(d) the toxicological profile of the nanomaterial;

(e) the safety data of the nanomaterial relating to the category of cosmetic product, as
used in such products;

() the reasonably foreseeable exposure conditions.

a) IUPAC adi ve Tebligin 4 lincii maddesinde belirtilen tanimlayicilar
da dahil olmak iizere nanomateryalin tanimlamasini,

b) Partikiil biytkliigi, fiziksel ve kimyasal dzellikler de dahil olmak
iizere, nanomateryalin spesifikasyonlarini,

) Bir yilda piyasaya arz edilmesi planlanan kozmetik {iriinlerin iiretimi
icin gerekli olan toplam nanomateryalin tahmini miktarini,

¢) Nanomateryalin toksikolojik profilini,

d) Nanomateryalin kullanildigi kozmetik {iriiniin kategorisine gore
nanomateryalin giivenlilik verilerini,

e) Makul 6ngoriilebilir maruziyet kosullarini.

In the latter case, cosmetic products containing nanomaterials placed on the market shall
be notified to the Commission by the responsible person between 11 January 2013 and
11 July 2013 by electronic means, in addition to the notification in Article 13.

*#% 2015 yilindan beri nanomateryallerin bildirimi
yapilmaktadir.

The first and the second subparagraphs shall not apply to cosmetic products containing
nanomaterials that are in conformity with the requirements set out in Annex I11.

(4) Ugiincii fikra, Teblig’in Ek III’iinde belirtilen gereklilikleri
karsilayan nanomateryalleri i¢eren kozmetik iirlinlere uygulanmaz.

##* [eiincii fikraya dercedilmistir.

The responsible person may designate another legal or natural person by written mandate
for the notification of nanomaterials and shall inform the Commission thereof.

(5) Yetkili temsilci, baska bir ger¢ek veya tiizel kisiyi nanomateryal
bildirimi yapmak tizere yazili olarak yetkilendirebilir ve Kurumu bu
dogrultuda bilgilendirir.

The Commission shall provide a reference number for the submission of the
toxicological profile, which may substitute the information to be notified under point (d).

**%  Komisyonun gorev alanma girdiginden
alinmamustir.

4. In the event that the Commission has concerns regarding the safety of a nanomaterial,
the Commission shall, without delay, request the SCCS to give its opinion on the safety
of such nanomaterial for use in the relevant categories of cosmetic products and on the
reasonably foreseeable exposure conditions. The Commission shall make this
information public. The SCCS shall deliver its opinion within six months of the
Commission's request. Where the SCCS finds that any necessary data is lacking, the
Commission shall request the responsible person to provide such data within an
explicitly stated reasonable time, which shall not be extended. The SCCS shall deliver
its final opinion within six months of submission of additional data. The opinion of the
SCCS shall be made publicly available.

(6) Bir nanomateryalin giivenliligi ile ilgili tereddiit hasil oldugunda,
Kurum, s6z konusu nanomateryalin ilgili kozmetik iiriin kategorilerinde
kullanimi ve makul Ongoriilebilir maruziyet kosullar1 iizerindeki
giivenliligini degerlendirir. Kurum, bu amagla, 37 nci madde uyarinca
teskil edilen Danisma Komisyonlarindan goriis alabilir. Bu
degerlendirme igin gerekli olan bilgilerde eksiklik tespit edilmesi
halinde Kurum, yetkili temsilciden bu bilgileri sunmasini talep eder.
Yetkili temsilci, Kurumun talep ettigi bilgileri 10 is giinii iginde sunar.
Bu kapsamda yapilacak test ve analizlerin ilave siire gerektirmesi
durumunda Kurum bir defaya mahsus olarak ek siire verebilir.

5. The Commission may, at any time, invoke the procedure in paragraph 4 where it has
any safety concerns, for example due to new information supplied by a third party.

(7) Kurum, 6 nci fikrada belirtilen degerlendirme sonucunda giivenlilik
endiselerinin hakli oldugu durumlarda, ilgili nanomateryalin kullanimi
ile iligkili endiselerini Komisyona bildirir.
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6. Taking into account the opinion of the SCCS, and where there is a potential risk to ***%  Komisyonun gorev alanma girdiginden
human health, including when there is insufficient data, the Commission may amend almmamustir.

Annexes Il and I1I.

7. The Commission may, taking into account technical and scientific progress, amend ***  Komisyonun gorev alanina girdiginden
paragraph 3 by adding requirements. almmamustir.

8. The measures, referred to in paragraphs 6 and 7, designed to amend non-essential **%  Komisyonun gorev alanina girdiginden
elements of this Regulation, shall be adopted in accordance with the regulatory procedure almmmamuistir.

with scrutiny referred to in Article 32(3).

9. On imperative grounds of urgency the Commission may use the procedure referred to ***  Komisyonun gorev alanmmna girdiginden

in Article 32(4).

alinmamustir.

10. The following information shall be made available by the Commission:

(@) By 11 January 2014, the Commission shall make available a catalogue of all
nanomaterials used in cosmetic products placed on the market, including those used as
colorants, UV-filters and preservatives in a separate section, indicating the categories of
cosmetic products and the reasonably foreseeable exposure conditions. This catalogue
shall be regularly updated thereafter and be made publicly available.

(b) The Commission shall submit to the European Parliament and the Council an annual
status report, which will give information on developments in the use of nanomaterials
in cosmetic products within the Community, including those used as colorants, UV-
filters and preservatives in a separate section. The first report shall be presented by 11
July 2014 The report update shall summarise, in particular, the new nanomaterials in
new categories of cosmetic products, the number of notifications, the progress made in
developing nano-specific assessment methods and safety assessment guides, and
information on international cooperation programmes.

(8) Kurum, piyasaya arz edilen kozmetik iiriinlerde boyar madde, UV
filtresi ve koruyucu olarak kullanilanlar da dahil olmak iizere kullanilan
tiim nanomateryallerin bir katologunu, kozmetik {iriin kategorileri ve
makul Ongoriilebilir maruziyet kosullarimi belirterek yayimlar. Bu
katalog diizenli olarak giincellenir.

11. The Commission shall regularly review the provisions of this Regulation concerning
nanomaterials in the light of scientific progress and shall, where necessary, propose
suitable amendments to those provisions.

The first review shall be undertaken by 11 July 2018.

**%  Komisyonun gorev alanina

alinmamustir.

girdiginden

Article 17
Traces of prohibited substances
The non-intended presence of a small quantity of a prohibited substance, stemming from
impurities of natural or synthetic ingredients, the manufacturing process, storage,
migration from packaging, which is technically unavoidable in good manufacturing
practice, shall be permitted provided that such presence is in conformity with Article 3.

Yasakh madde kalintilar

MADDE 19 — (1) lyi imalat uygulamalar1 kapsaminda teknik olarak
kagmilmaz olan, dogal veya sentetik bilesenlerin safsizliklarindan,
imalat siirecinden, depolamadan ve ambalajdan gegislerden
kaynaklanan ve Kkasitli olmayan kiiciikk bir orandaki yasakli madde
varligina, irliniin 5 inci maddeye uygun olmasi halinde izin verilir.

CHAPTER V
ANIMAL TESTING
Article 18
Animal testing
1. Without prejudice to the general obligations deriving fromArticle 3, the following
shall be prohibited:

(a) the placing on the market of cosmetic products where the final formulation, in order
to meet the requirements of this Regulation, has been the subject of animal testing using
a method other than an alternative method after such alternative method has been

BESINCi BOLUM
Hayvan Testleri

Hayvan Testi

MADDE 20 - (1) Bir kozmetik iiriiniin givenliligine iliskin 5 inci
maddedeki genel yikiimliliikler sakli kalmak kosuluyla asagidakiler
yasaktir:

a) Bu Yonetmelik gerekliliklerini karsilamak iizere hayvan testlerine
tabi olan, Kurum tarafindan kabul edilen valide edilmis alternatif
yontemler haricindeki bir yontemin kullanildigi nihai bir formiilasyon
igeren kozmetik Uriinlerin piyasaya arzi,
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validated and adopted at Community level with due regard to the development of
validation within the OECD;

(b) the placing on the market of cosmetic products containing ingredients or
combinations of ingredients which, in order to meet the requirements of this Regulation,
have been the subject of animal testing using a method other than an alternative method
after such alternative method has been validated and adopted at Community level with
due regard to the development of validation within the OECD;

b) Bu Yonetmelik gerekliliklerini kargilamak {izere hayvan testlerine
tabi olan, Kurum tarafindan kabul edilen valide edilmis alternatif
yontemler haricindeki bir yontemin kullanildig {iriin bilesenlerini veya
iiriin bilesenleri kombinasyonlarini igeren kozmetik iiriinlerin piyasaya
arzi,

(c) the performance within the Community of animal testing of finished cosmetic
products in order to meet the requirements of this Regulation;

c) Bu Yonetmeligin gerekliliklerini karsilamak amaciyla, bitmis
kozmetik tirlinlerin yurt i¢inde hayvan testlerinin yapilmasi,

d) the performance within the Community of animal testing of ingredients or
combinations of ingredients in order to meet the requirements of this Regulation, after
the date on which such tests are required to be replaced by one or more validated
alternative methods listed in Commission Regulation (EC) No 440/2008 of 30 May 2008
laying down test methods pursuant to Regulation (EC) No 1907/2006 of the European
Parliament and of the Council on the Registration, Evaluation, Authorisation and
Restriction of Chemicals (REACH) (1) or in Annex VIII to this Regulation.

¢) Bu Yonetmeligin gerekliliklerini karsilamak amaciyla, Ek III’te veya
11/12/2013 tarihli ve 28848 sayili Resmi Gazete’de yayimlanan
Maddelerin ve Karisgimlarin  Fiziko-Kimyasal, Toksikolojik ve
Ekotoksikolojik Ozelliklerinin Belirlenmesinde Uygulanacak Test
Yontemleri Hakkinda Yonetmelikte belirtilen izin verilen validasyonu
yapilmig alternatif testlerin diginda kalan hayvan testlerinin bilesen veya
bilesen kombinasyonlarina yonelik yapilmasi.

2. The Commission, after consulting the SCCS and the European Centre for the
Validation of Alternative Methods (ECVAM) and with due regard to the development
of validation within the OECD, has established timetables for the implementation of the
provisions under points (a), (b) and (d) of paragraph 1, including deadlines for the
phasing-out of the various tests. The timetables were made available to the public on 1
October 2004 and sent to the European Parliamentand the Council. The period for
implementation was limited to 11 March 2009 in relation to points (a), (b) and (d) of
paragraph 1.

In relation to the tests concerning repeated-dose toxicity, reproductivetoxicity and
toxicokinetics, for which there are no alternatives yet underconsideration, the period for
implementation of paragraph 1(a) and (b) shall be limited to 11 March 2013.

*%* Son tarih gecildiginden alinmamustir.

The Commission shall study possible technical difficulties in complying with the ban in
relation to tests, in particular those concerning repeated dose toxicity, reproductive
toxicity and toxicokinetics, for which thereare no alternatives yet under consideration.
Information about the provisional and final results of these studies forms part of the
yearly reports presented pursuant to Article 35.

On the basis of these annual reports, the timetables established as referred to in the first
subparagraph, could be adapted up to 11 March 2009 in relation to the first subparagraph
and may be adapted up to 11 March 2013 in relation to the second subparagraphand after
consultation of the entities referred to in the first subparagraph.

*#%  Komisyonun gorev alanina girdiginden
alinmamustir.

The Commission shall study progress and compliance with the deadlines as well as
possible technical difficulties in complying with the ban. Information about the
provisional and final results of the Commission studies forms part of the yearly reports
presented pursuant to Article 35. If these studies conclude, at the latest two years prior
to the end of the maximum period referred to in the second subparagraph, that for
technical reasons one or more testsr eferred to in that subparagraph will not be developed
and validated before the expiry of the period referred to therein it shall inform the
European Parliament and the Council and shall put forward a legislative proposal in
accordance with Article 251 of the Treaty.

**% Son tarih gecildiginden alinmamustir.

In exceptional circumstances, where serious concerns arise as regards the safety of an
existing cosmetic ingredient, a Member State may request the Commission to grant a

(2) Mevcut bir kozmetik iiriin bileseninin giivenliligine iliskin ciddi
kaygilarin ortaya c¢iktig1 istisnai durumlarda, asagidaki kosullarin
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derogation from paragraph 1. The request shall contain an evaluation of the situation and
indicate the measures necessary. On this basis, the Commission may, after consulting the
SCCS and by means of a reasoned decision, authorise the derogation. That authorisation
shall lay down the conditions associated with this derogation in terms of specific
objectives, duration and reporting of the results.

A derogation shall be granted only where:

(a) the ingredient is in wide use and cannot be replaced by another

ingredient capable of performing a similar function;

(b) the specific human health problem is substantiated and the need to

conduct animal tests is justified and is supported by a detailed

research protocol proposed as the basis for the evaluation.

saglanmasi halinde Kurum, amacini, siiresini ve kapsamini belirterek
birinci fikradan istisna taniyabilir ve Komisyon’a bildirir:

a) Ilgili iiriin bileseninin yaygin olarak kullanilmasi ve benzeri bir islevi
yerine getirebilecek diger bir iiriin bileseni ile degistirilememesi,

b) Insan saghgina yonelik spesifik problem oldugu gosterildiginde
hayvan testleri yapilmasina duyulan ihtiyacin gerekcelendirilmesi ve
detayl1 bir aragtirma protokolii ile desteklenmesi.

The decision on the authorisation, the conditions associated with it and the final result
achieved shall be part of the annual report presented by the Commission in accordance
with Article 35. The measures referred to in the sixth subparagraph, designed to amend
non-essential elements of this Regulation, shall be adopted in accordance with the
regulatory procedure with scrutiny referred to in Article 32(3).

**%  Komisyonun gorev alanma girdiginden

alinmamustir.

3. For the purposes of this Article and Article 20:

(a) ‘finished cosmetic product’ means the cosmetic product in its final formulation, as
placed on the market and made available to the end user, or its prototype;

(b) ‘prototype’ means a first model or design that has not been produced in batches, and
from which the finished cosmetic product is copied or finally developed.

***%  Tamimlar
dercedilmistir.

baslikli

4

uncu

maddeye

CHAPTER VI
CONSUMER INFORMATION
Article 19

Labelling
(1)Without prejudice to other provisions in this Article, cosmetic products shall be made
available on the market only where the container and packaging of cosmetic products
bear the following information in indelible, easily legible and visible lettering:

BOLUM VI
TUKETICILERE YONELIK BIiLGIiLER

Etiketleme

MADDE 21 — (1) Bu maddedeki diger hiikiimler sakli kalmak kaydiyla
kozmetik iirlinler ancak i¢ ve dis ambalajlarinda bulunan asagidaki
bilgilerin silinemez, kolayca okunabilir ve goriilebilir olmasi halinde
piyasada bulundurulabilir:

(a) the name or registered name and the address of the responsible person. Such
information may be abbreviated in so far as the abbreviation makes it possible to identify
that person and his address. If several addresses are indicated, the one where the
responsible person makes readily available the product information file shall be
highlighted. The country of origin shall be specified for imported cosmetic products;

a) Yetkili temsilcinin adi veya kayith unvam ve adresi. Bu bilgiler,
yetkili temsilciyi ve adresini tanimlamayr miimkiin kilacak sekilde
kisaltilabilir. halinde, yetkili
temsilcinin {iriin bilgi dosyasin1 hazir bulundurdugu adres belirtilir. ithal
kozmetik {iriinlerin mensei belirtilir.

Birden fazla adresin belirtilmesi

(b)the nominal content at the time of packaging, given by weight or by volume, except
in the case of packaging containing less than five grams or five millilitres, free samples
and single-application packs; for pre-packages normally sold as a number of items, for
which details of weight or volume are not significant, the content need not be given
provided the number of items appears on the packaging. This information need not be
given if the number of items is easy to see from the outside or if the product is normally
only sold individually;

b) Bes gram veya bes mililitrenin altindaki ambalajlar, bedelsiz
numuneler ve tek dozluk tirtinler hari¢ olmak tizere agirlik ya da hacim
cinsinden ambalajlama anindaki nominal igerik. Agirlik veya hacim
detaylarinin 6nemli olmadigi, birden fazla birim iiriiniin tek ambalajda
satildig1 durumlarda, birim iiriin sayisinin ambalaj tizerinde belirtilmesi
kosuluyla, ambalaj igindeki birimlere miktar yazilmasi gerekmez. Uriin
sayisinin disaridan rahatlikla gériilebilmesi halinde ya da {iriin normalde
tek basina satiliyor ise iiriin sayisinin ambalaj iizerinde belirtilmesine
gerek yoktur.
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(c) the date until which the cosmetic product, stored under appropriate conditions, will
continue to fulfil its initial function and, in particular, will remain in conformity with
Article 3 (‘date of minimum durability”’).

The date itself or details of where it appears on the packaging shall be preceded by the
symbol shown in point 3 of Annex VII or the words: ‘best used before the end of”.

The date of minimum durability shall be clearly expressed and shall consist of either the
month and year or the day, month and year, in that order. If necessary, this information
shall be supplemented by an indication of the conditions which must be satisfied to
guarantee the stated durability.

Indication of the date of minimum durability shall not be mandatory for cosmetic
products with a minimum durability of more than 30 months. For such products, there
shall be an indication of the period of time after opening for which the product is safe
and can be used without any harm to the consumer. This information shall be indicated,
except where the concept of durability after opening is not relevant, by the symbol shown
in point 2 of Annex VI followed by the period (in months and/or years);

¢) Bir kozmetik iiriiniin, normal sartlar altinda depolandig1 takdirde,
baslangictaki fonksiyonlarin1 yerine getirmeye ve Ozellikle 5 inci
maddeye uygun kalmaya devam ettigi minimum dayanma tarihi.

1) Bu tarihe veya ambalaj tizerinde bulundugu yere iliskin verilecek
detaylardan 6nce, Ek II’nin 3. maddesinde belirtilen sembol veya “
tarihinden 6nce kullanilmalidir” ifadesi gelir.

2) Tarih agikga ve sirasiyla “ay, yi1l” ya da “giin, ay, yil” olarak belirtilir.
Gerektiginde, tiriiniin belirtilen dayanikliliginin garanti edilebilmesi i¢in
karsilanmas1 gereken sartlara dair ek bilgi verilir.

3) Minimum dayanma siiresi otuz ay1 gegen kozmetik iiriinlerde, tarih
belirtilmesi zorunlu degildir. Ancak bu {iriinlerde, lirliiniin agilmasindan
itibaren glivenli olacagi ve tiiketiciye bir zarar vermeksizin
kullanilabilecegi siire belirtilir.  Agildiktan sonra  dayaniklilik
kavraminin aranmadigi iriinler hari¢ olmak {izere, Ek II’'nin 2.
maddesinde verilen sembolii takiben kullanim siiresi ay ve/veya yil
olarak belirtilir.

(d) particular precautions to be observed in use, and at least those listed in Annexes |11
to VI and any special precautionary information on cosmetic products for professional
use;

¢) Kullanimda dikkate alinmasi gereken 6zel uyarilar ve en azindan
Teblig’in EK 111 ila VI’sinda listelenen tedbirler ve profesyonel kullanim
amagli kozmetik triinler ile ilgili biitiin 6zel ihtiyati bilgiler belirtilir.

(e) the batch number of manufacture or the reference for identifying the cosmetic
product. Where this is impossible for practical reasons because the cosmetic products are
too small, such information need appear only on the packaging;

d) Kozmetik iiriiniin tammlanmasi igin imalat parti veya seri numarasi
ile varsa imalatcinin verdigi referans numarasi belirtilir. Kozmetik
iiriiniin ¢ok kiiclik olmasi nedeniyle bunun uygulanmasiin imkansiz
olmas1 halinde bu bilgiler, dis ambalajin {izerinde bulunur.

(F) the function of the cosmetic product, unless it is clear from its presentation;

e) Uriiniin sunum sekli itibariyle acik¢a belli olmadig takdirde, ambalaj
iizerinde riiniin fonksiyonu belirtilir.

(9) a list of ingredients. This information may be indicated on the packaging alone. The
list shall be preceded by the term ‘ingredients’.

For the purpose of this Article, an ingredient means any substance or mixture
intentionally used in the cosmetic product during the process of manufacturing. The
following shall not, however, be regarded as ingredients:

(i) impurities in the raw materials used,;
(ii) subsidiary technical materials used in the mixture but not present in the final product

f) Uriin bilesenlerinin listesi dis ambalajda belirtilir. Buna ek olarak i¢
ambalajda da belirtilebilir. Bu listenin basina, “liriin bilesenleri” ifadesi
veya ayni anlama gelen Tiirkge veya Ingilizce bir ifade yazilir. Bu
maddedenin amaglar1 dogrutusunda {iriin bileseni; imalat siirecinde
kozmetik triin igerisinde kasitli olarak kullanilan her tiirlii madde veya
karigim anlamina gelir. Ancak Sasagidakiler {iriin bileseni olarak
degerlendirilmez:

1) Kullanilan ham maddedeki safsizliklar,
2) Karigimda kullanilan ancak nihai {iriinde bulunmayan yardimci teknik
maddeler.

(g) Perfume and aromatic compositions and their raw materials shall be referred to by
the terms ‘parfum’ or ‘aroma’. Moreover, the presence of substances, the mention of
which is required under the column ‘Other’ in Annex III, shall be indicated in the list of
ingredients in addition to the terms parfum or aroma.

g) Parfiimler, aromatik bilesikler ve bunlarin ham maddeleri “parfiim”
ya da “aroma” terimleri ile ifade edilir. Ayrica, Teblig’in Ek III’tiniin
“diger” siitununa gore belirtilmesi gereken maddelerin varligi, {iriin
bilesenleri listesinde parfiim veya aroma terimlerine ek olarak belirtilir.

(9)The list of ingredients shall be established in descending order of weight of the
ingredients at the time they are added to the cosmetic product. Ingredients in
concentrations of less than 1 % may be listed in any order after those in concentrations
of more than 1 %.

g) Uriin bilesenleri listesi, kozmetik iiriine eklendikleri zamandaki
agirliklar baz aliarak azalan agirlik siralamasi seklinde verilir. %1°den
az olan konsantrasyonlarda bulunan bilesenler, %1’den yiiksek
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konsantrasyonda bulunan bilesenler siralandiktan sonra, herhangi bir
siralamayla verilebilirler.

(9)All ingredients present in the form of nanomaterials shall be clearly indicated in the
list of ingredients. The names of such ingredients shall be followed by the word ‘nano’
in brackets.

h) Nanomateryal seklinde bulunan biitiin bilesenler, iiriin bilesenleri
listesinde acikea belirtilir. Bu bilesenlerin yanina parantez i¢inde “nano”
ifadesi yazilir.

(9)Colorants other than colorants intended to colour the hair may be listed in any order
after the other cosmetic ingredients. For decorative cosmetic products marketed in
several colour shades, all colorants other than colorants intended to colour the hair used
in the range may be listed, provided that the words ‘may contain’ or the symbol ‘+/-’ are
added. The CI (Colour Index) nomenclature shall be used, where applicable.

1) Saclarin, killarin ve tiiylerin boyanmasi amaciyla kullanilanlar
disindaki boyar maddeler, diger kozmetik bilesenlerinin ardindan
herhangi bir siralamayla listelenebilir. Saglarin, killarin ve tiiylerin
boyanmasi amaciyla kullanilan boyar maddeler hari¢ olmak iizere,
cesitli renk tonlarinda piyasaya arz edilen dekoratif kozmetik iiriinler
icin renk cesitleri i¢inde bulunan boyar maddeler, “igerebilir” ifadesi
ya da “+/-” sembolii koyulmas1 kaydiyla listelenebilir. Uygulanabildigi
hallerde, Renk Indeksi (CI) kullanilir.

(2)Where it is impossible for practical reasons to label the information mentioned in
points (d) and (g) of paragraph 1 as provided, the following applies:

— the information shall be mentioned on an enclosed or attached leaflet, label, tape, tag
or card;

— unless impracticable, this information shall be referred to by abbreviated information
or the symbol given in point 1 of Annex VII, which must appear on the container or
packaging for the information referred in point (d) of paragraph 1 and on packaging for
the information referred in point (g) of paragraph 1.

(2) Birinci fikranm (¢), (f), (g), (g), (h) ve (1) bentlerinde belirtilen
bilgilerin etikete eklenmesinin uygulamada miimkiin olmamasi halinde
asagidakiler yapilir:

1) Bilgiler, kozmetik iiriine ekli ya da ilisige konmus bir brostir, etiket,
kagt serit, fis ya da kart iizerinde verilir.

2) Uygulanabildigi hallerde, birinci fikranin (¢) bendinde belirtilen
bilgiler i¢in i¢ veya dig ambalajda ve birinci fikranin (f), (g), (g), (h) ve
(1) bentlerinde belirtilen bilgiler i¢in dis ambalajda bulunmasi gereken
kisaltmalarla ya da Ek II’nin 1. maddesinde verilen sembol ile bu
bilgilere atifta bulunulur.

3. In the case of soap, bath balls and other small products where it is impossible for
practical reasons for the information referred to in point (g) of paragraph 1 to appear on
a label, tag, tape or card or in an enclosed leaflet, this information shall appear on a notice
in immediate proximity to the container in which the cosmetic product is exposed for
sale.

(3) Birinci fikranin (f), (g), (), (h) ve (1) bentlerinde belirtilen bilgilerin
bir etiket, kagit serit, fis veya kart ya da eklenmis bir brosiirde
bulunmasinin uygulamada imkénsiz oldugu sabun, banyo toplar1 ve
diger kiiciik tirlinler s6z konusu oldugunda, bu bilgiler, iiriiniin satisa
sunuldugu ambalajin hemen yakininda bulunan bir notta verilir.

4. For cosmetic products that are not pre-packaged, are packaged at the point of sale at
the purchaser's request, or are pre-packaged for immediate sale, Member States shall
adopt detailed rules for indication of the information referred to in paragraph 1.

(4) Satisa hazir sekilde ambalajlanmamus, satis yerinde miisterinin istegi
ile ambalajlanan veya aninda satilmak iizere satig yerinde onceden
ambalajlanmis kozmetik iiriinler:

a) Yetkili temsilci tarafindan bildirimi yapilan formiilasyona uygun olur,
b) Nihai kullaniciya, birinci fikradaki bilgilerin yer aldig1 bir bilgi karti
ile birlikte sunulur,

¢) Dolum ve ambalajlama islemleri iyi imalat uygulamalarina uygun
olacak sekilde sunulur.
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5. The language of the information mentioned in points (b), (c), (d) and (f) of paragraph
1 and in paragraphs (2), (3) and (4) shall be determined by the law of the Member States
in which the product is made available to the end user.

(5) Birinci fikranin (b), (c), (¢) ve (e) bentlerinde ve iki ila dordiincii
fikralarda belirtilen bilgiler Tiirk¢e sunulur.

6. The information mentioned in point (g) of paragraph 1 shall be expressed by using the
common ingredient name set out in the glossary provided for in Article 33. In the absence
of a common ingredient name, a term as contained in a generally accepted nomenclature
shall be used.

(6) Birinci fikranin (f), (g), (&), (h) ve (1) bentlerinde belirtilen bilgiler,
32 nci maddede atifta bulunulan, ortak bilesen adlarina yonelik sozlik
kullanilarak belirtilir. Ortak bilesen adinin bulunmamasi halinde, genel
olarak kabul edilmis bir terminolojide bulunan bir ad kullanilir.

Article 20
Product claims
1. In the labelling, making available on the market and advertising of cosmetic products,
text, names, trade marks, pictures and figurative or other signs shall not be used to imply
that these products have characteristics or functions which they do not have.

Uriin iddialar

MADDE 22 - (1) Kozmetik iiriinlerin etiketlemesinde, piyasada
bulundurulmasinda, tamitiminda ve reklamlarinda, bu iiriinlerin sahip
olmadig 6zellikler veya fonksiyonlarin bulundugunu ima eden metinler,
adlar, ticari markalar, resimler ve figiliratif veya diger isaretler
kullanilamaz.

(2) The Commission shall, in cooperation with Member States, establish an action plan
regarding claims used and fix priorities for determining common criteria justifying the
use of a claim.

After consulting the SCCS or other relevant authorities, the Commission shall adopt a
list of common criteria for claims which may be used in respect of cosmetic products, in
accordance with the regulatory procedure with scrutiny referred to in Article 32(3) of
this Regulation, taking into account the provisions of Directive 2005/29/EC.

By 11 July 2016, the Commission shall submit to the European Parliament and the
Council a report regarding the use of claims on the basis of the common criteria adopted
under the second subparagraph. If the report concludes that claims used in respect of
cosmetic products are not in conformity with the common criteria, the Commission shall
take appropriate measures to ensure compliance in cooperation with the Member States.

(2) Kurum, kozmetik iiriinlerde kullanilabilecek iddialara iligkin ortak
kriterler listesi olusturur ve buna aykiri olan {iriinlerin uygunlugunu
saglamak lizere gerekli tedbirleri alir.

3. The responsible person may refer, on the product packaging or in any document,
notice, label, ring or collar accompanying or referring to the cosmetic product, to the fact
that no animal tests have been carried out only if the manufacturer and his suppliers have
not carried out or commissioned any animal tests on the finished cosmetic product, or its
prototype, or any of the ingredients contained in it, or used any ingredients that have
been tested on animals by others for the purpose of developing new cosmetic products.

(3) Yalnizca, imalat¢inin ya da tedarikgilerinin bitmis kozmetik {irtinde,
prototipinde ya da igerdigi herhangi bir bilesende hayvan testi yapmamig
ya da yaptirmamis olmasi halinde veya baskalar tarafindan yeni bir
kozmetik iiriin gelistirmek amaciyla hayvanlar iizerinde test edilmis
herhangi bir bilegen kullanmamis olmas1 halinde; yetkili temsilci, {iriin
ambalajinda ya da {lirliniin beraberindeki veya iiriinden bahseden her
tiirli dokiimanda, notta, etikette, kagit serit ya da kartta herhangi bir
hayvan testi yapilmadigini ifade edebilir.

Article 21

Access to information for the public

Without prejudice to the protection, in particular, of commercial secrecy and of
intellectual property rights, the responsible person shall ensure that the qualitative and
guantitative composition of the cosmetic product and, in the case of perfume and

Kamunun bilgilendirilmesi

MADDE 23 - (1) Yetkili temsilci, 6zellikle ticari sirlarin ve fikri
miilkiyet haklarinin korunmasi sakli kalmak kosuluyla, kozmetik
iirliniin nicel ve nitel bilesiminin, parfiim ve aromatik bilesimler olmasi
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aromatic compositions, the name and code number of the composition and the identity
of the supplier, as well as existing data on undesirable effects and serious undesirable
effects resulting from use of the cosmetic product are made easily accessible to the public
by any appropriate means.

durumunda bilesimlerin ad1 ve kod numarasi ile birlikte tedarik¢inin
adinin, kozmetik iirliniin kullanimindan kaynaklanan istenmeyen
etkilere ve ciddi istenmeyen etkilere iliskin mevcut verilerin uygun
yontemlerle kamunun erisimine agik olmasini saglar.

The quantitative information regarding composition of the cosmetic product required to
be made publicly accessible shall be limited to hazardous substances in accordance with
Article 3 of Regulation (EC) No 1272/2008.

(2) Kozmetik iiriiniin nicel bilesimine iligkin kamunun erisimine
sunulmas1  gereken bilgiler, Maddelerin  ve Karigimlarin
Siniflandirilmasi,  Etiketlenmesi ve Ambalajlanmas1t  Hakkinda
Yonetmeligin 5 inci maddesinin kapsadigi tehlikeli maddelerle sinirl
olur.

CHAPTER VII
MARKET SURVEILLANCE
Article 22

In-market control

Member States shall monitor compliance with this Regulation via in- market controls of
the cosmetic products made available on the market. They shall perform appropriate
checks of cosmetic products and checks on the economic operators on an adequate scale,
through the product information file and, where appropriate, physical and laboratory
checks on the basis of adequate samples.

YEDINCi BOLUM
Piyasa Gozetimi ve Denetimi

Piyasa Kontrolii

MADDE 24 - (1) Kurum, piyasaya arz edilen kozmetik iiriinlerin bu
Yonetmelige uygun oldugunu, insan ve halk sagligi ile giivenligini
tehlikeye atmadigim i¢ piyasa kontrolleri yoluyla izler. Kurum, bu
amagla piyasa gozetim ve denetimi faaliyetleri yiiriiterek uygun dlgekte,
iirin bilgi dosyasi ve miimkiin oldugu hallerde uygun numuneler
tizerinde yapilan ilgili fiziksel kontroller ve laboratuvar testleri yoluyla
kozmetik {iriinlerin ve iktisadi isletmecilerin kontroliinii yapar.

Member States shall also monitor compliance with the principles of good manufacturing
practices.

(2) Kurum ayrica iyi imalat uygulamalarina uygunlugu da izler.

(3) Kozmetik iirlinlerin iiretim yeri denetimleri, piyasa gozetim ve
denetimi ile denetim kapsaminda numune alma, uyari, geri cekme, imha,
iretim yerinin 1slah1 ve kapatilmasi hususlart Kurum tarafindan
belirlenir.

Member States shall entrust to market surveillance authorities the necessary powers,
resources and knowledge in order for those authorities to properly perform their tasks.

Member States shall periodically review and assess the functioning of their surveillance
activities. Such reviews and assessments shall be carried out at least every four years and
the results thereof shall be communicated to the other Member States and the
Commission and be made available to the public, by way of electronic communication
and, where appropriate, by other means.

(4) Kurum, piyasa gozetimi ve denetimi faaliyetlerini periyodik olarak
asgari dort y1lda bir gézden gegirir ve sonuglar1 Komisyona ve AB Uyesi
tilkelere bildirir. Bu inceleme, elektronik olarak ve gerektiginde diger
yollarla kamunun erisimine sunulur.

Article 23
Communication of serious undesirable effects
1. In the event of serious undesirable effects, the responsible person and distributors shall
without delay notify the following to the competent authority of the Member State where
the serious undesirable effect occurred:
(a) all serious undesirable effects which are known to him or which may reasonably be
expected to be known to him;
(b) the name of the cosmetic product concerned, enabling its specific identification;
(c) the corrective measures taken by him, if any.

Ciddi istenmeyen etkilerin bildirimi

MADDE 25 - (1) Ciddi istenmeyen etkilerin meydana gelmesi
durumunda, yetkili temsilci ve dagiticilar, asagidaki bilgileri Kuruma ve
iirliinlin imalatcisina derhal bildirir:

a) Kendisi tarafindan bilinen veya bilinmesi beklenen tiim ciddi
istenmeyen etkileri;

b) Kozmetik iiriiniin spesifik olarak tanimlanmasina imkan verecek
sekilde adn,

¢) Varsa, kendisi tarafindan alinan diizeltici dnlemleri.
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2. Where the responsible person reports serious undesirable effects to the competent
authority of the Member State where the effect occurred, that competent authority shall
immediately transmit the informationreferred to in paragraph 1 to the competent
authorities of the other Member States.

(2) Kurum; yetkili temsilci tarafindan ciddi istenmeyen etki bildirimi
yapildiginda, birinci fikrada belirtilen bilgileri Ticaret Bakanligi
araciligiyla AB liyesi tilkelerin yetkili otoritelerine iletir.

3. Where distributors report serious undesirable effects to the competent authority of the
Member State where the effect occurred, that competent authority shall immediately
transmit the information referred to in paragraph 1 to the competent authorities of the
other Member States and to the responsible person.

(3) Kurum; dagitici, son kullanict veya saglik profesyoneli tarafindan
ciddi istenmeyen etki bildirimi yapildiginda, birinci fikrada belirtilen
bilgileri yetkili temsilciye ve Ticaret Bakanlig1 araciligiyla AB {iyesi
iilkelerin yetkili otoritelerine iletir.

4. Where end users or health professionals report serious undesirable effects to the
competent authority of the Member State where the effect occurred, that competent
authority shall immediately transmit the information on the cosmetic product concerned
to the competent authorities of the other Member States and to the responsible person.

5. Competent authorities may use the information referred to in this Article for the
purposes of in-market surveillance, market analysis, evaluation and consumer
information in the context of Articles 25, 26 and 27.

(4) Kurum, bu maddede belirtilen bilgileri; 27, 28 ve 29 uncu maddeler
cergevesinde piyasa gézetimi ve denetimi, pazar analizi, degerlendirme
ve tiiketicileri bilgilendirme amacglariyla kullanabilir.

Article 24
Information on substances

In the event of serious doubt regarding the safety of any substance contained in cosmetic
products, the competent authority of a Member State in which a product containing such
a substance is made available on the market may by reasoned request require the
responsible person to submit a list of all cosmetic products for which he is responsible
and which contain this substance. The list shall indicate the concentration of this
substance in the cosmetic products.

Competent authorities may use the information referred to in this Article for the purposes
of in-market surveillance, market analysis, evaluation and consumer information in the
context of Articles 25, 26 and 27.

Kozmetik iiriinlerin icerdigi maddelere iliskin bilgiler

MADDE 26 — (1) Kurum, kozmetik tiriinlerin igerdigi herhangi bir
maddenin giivenliligine iliskin ciddi siiphelerin olmasi durumunda,
yetkili temsilciden s6z konusu maddeyi igeren kozmetik iriinlerin
listesini, bu maddenin iiriinlerde bulundugu konsantrasyon bilgileri ile
birlikte talep eder. Kurum, bu maddede belirtilen bilgileri; 27, 28 ve 29
uncu maddeler gergevesinde piyasa gozetimi ve denetimi, pazar analizi,
degerlendirme ve tiiketicileri bilgilendirme amaglariyla kullanabilir.

Article 25

Non-compliance by the responsible person
1. Without prejudice to paragraph 4, competent authorities shall require the responsible
person to take all appropriate measures, including corrective actions bringing the
cosmetic product into conformity, the withdrawal of the product from the market or its
recall, within an expressly mentioned time limit, commensurate with the nature of the
risk, where there is non-compliance with any of the following:
(a) the good manufacturing practice referred to in Article 8;
(b) the safety assessment referred to in Article 10;
(c) the requirements for the product information file referred to in Article 11,
(d) the provisions on sampling and analysis referred to in Article 12;
(e) the notification requirements referred to in Articles 13 and 16;
() the restrictions for substances referred to in Articles 14, 15 and 17;

(g) the animal testing requirements referred to in Article 18;
(h) the labelling requirements referred to in Article 19(1), (2), (5) and (6);
(i) the requirements related to product claims set out in Article 20;

SEKIZINCI BOLUM
Uygunsuzluklar, Koruma Onlemleri ve idari Yaptirimlar

YetkKili temsilcinin yiikiimliiliiklerine iliskin uygunsuzluklar
MADDE 27 — (1) Ugiincii fikra hiikiimleri sakli kalmak kaydiyla
Kurum, asagidakilerden herhangi birine uyulmamasi halinde, risk ile
orantili olarak Kurumun belirledigi makul bir siirede, yetkili temsilciden
irtinii uygun hale getirecek diizeltici 6nlemler ile {iriiniin piyasadan
cekilmesi ya da geri ¢agirilmasi da dahil olmak lizere uygun tim
diizeltici faaliyetleri yerine getirmesini talep eder:

a) 10 uncu maddede yer alan iyi imalat uygulamalari,

b) 12 nci maddede yer alan giivenlilik degerlendirmesi,

¢) 13 {incii maddede yer alan {iriin bilgi dosyast ile ilgili gereklilikler,
¢) 14 {incii maddede yer alan 6rnek alma ve analiz ile ilgili hiikiimler,
d) 15 inci ve 18 inci maddede yer alan bildirim ile ilgili gereklilikler,
e)16 nci, 17 nci ve 19 uncu maddede yer alan kozmetik {riinlerde
kullanilan maddelere iliskin kisitlamalar,

) 20 nci maddede yer alan hayvan testi gereklilikleri,

) 21 inci maddenin birinci, ikinci, besinci ve altinci fikralarinda yer alan
etiketleme gereklilikleri,

&) 22 nci maddede yer alan iiriin iddialar ile ilgili gereklilikler,
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(j) the access to information for the public referred to in Article 21;

(k) the communication of serious undesirable effects referred to in Article 23;
(I the information requirements on substances referred to in Article 24,

h) 23 iincii maddede yer alan kamunun bilgilendirilmesi ile ilgili
hiikiimler,

1) 25 inci maddede yer alan ciddi istenmeyen etkilerin bildirimi,

i) 26 nc1 maddede yer alan kozmetik tirtinlerde kullanilan maddeler ile
ilgili gerekli bilgiler.

2. Where applicable, a competent authority shall inform the competent authority of the
Member State in which the responsible person is established of the measures which it
has required the responsible person to take.

*** Yetkili temsilci Tiirkiye’de yerlesik olacaktir.

3. The responsible person shall ensure that the measures referred to in paragraph 1 are
taken in respect of all the products concerned which are made available on the market
throughout the Community.

(2) Yetkili temsilci, piyasaya arz edilen ilgili biitiin {iriinler i¢in birinci
fikrada belirtilen 6nlemlerin alinmasini saglar.

4. In the case of serious risks to human health, where the competent authority considers
that the non-compliance is not limited to the territory of the Member State in which the
cosmetic product is made available on the market, it shall inform the Commission and
the competent authorities of the other Member States of the measures which it has
required the responsible person to take.

(3) Kurum, insan saghgi agisindan ciddi risk olmasi durumunda,
uygunsuzlugun yurt i¢i ile sinirli olmadigini diisiinmesi halinde yetkili
temsilci tarafindan alinan Onlemler konusunda Ticaret Bakanligi
araciligryla Komisyonu ve AB iiyesi iilkeleri bilgilendirir.

5. The competent authority shall take all appropriate measures to prohibit or restrict the
making available on the market of the cosmetic product or to withdraw the product from
the market or to recall it in the following cases:

(a) where an immediate action is necessary in the event of serious risk to human health;
or

(b) where the responsible person does not take all appropriate measures within the time
limit referred to in paragraph 1.

In the event of serious risks to human health, that competent authority shall inform the
Commission and the competent authorities of the other Member States, without delay,
of the measures taken.

30. maddede yer verilmistir.

6. In the absence of a serious risk to human health, in the event that the responsible
person does not take all appropriate measures, the competent authority shall without
delay inform the competent authority of the Member State in which the responsible
person is established of the measures taken.

7. For the purposes of paragraphs 4 and 5 of this Article, the information exchange
system provided for in Article 12(1) of Directive 2001/95/EC of the European Parliament
and of the Council of 3 December 2001 on general product safety (1) shall be used.
Article 12(2), (3) and (4) of Directive 2001/95/EC and Article 23 of Regulation (EC) No
765/2008 of the European Parliament and of the Council of 9 July 2008 setting out the
requirements for accreditation and market surveillance relating to the marketing of
products (2) shall also apply.

Avrticle 26
Non-compliance by distributors
Competent authorities shall require distributors to take all appropriate measures,
including corrective actions bringing the cosmetic product into conformity, the
withdrawal of the product from the market or its recall, within a given reasonable time

Dagiticilarin yiikiimliiliiklerine iliskin uygunsuzluklar

MADDE 28 - (1) Kurum, 8 inci maddede belirtilen gerekliliklere
uygunsuzluk oldugu durumlarda, risk ile orantili olarak Kurumun
belirledigi makul bir stirede, dagiticilardan tiriinii uygun hale getirecek
diizeltici 6nlemler ile tirtiniin piyasadan ¢ekilmesi, geri ¢agirilmasi ya da
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limit, commensurate with the nature of the risk, where there is non-compliance with
obligations laid down in Article 6.

imhas1 da dahil olmak iizere uygun tiim diizeltici faaliyetleri yerine
getirmesini ister.

Article 27
Safeguard clause
1. In the case of products meeting the requirements listed in Article 25(1), where a
competent authority ascertains, or has reasonable grounds for concern, that a cosmetic
product or products made available on the market present or could present a serious risk
to human health, it shall take all appropriate provisional measures in order to ensure that
the product or products concerned are withdrawn, recalled or their availability is
otherwise restricted.

Koruma énlemleri

MADDE 29 - (1) Kurum, bu Yonetmeligin gereklerine uygun olmasina
ragmen insan sagligina ciddi bir risk teskil eden ya da edebilecek olan
kozmetik Ttriinlerin piyasadan g¢ekilmesini, geri ¢agirilmasini ya da
iiriine erigimin kisitlanmasini saglamak amaciyla gerekli biitiin tedbirleri
alir.

2. The competent authority shall immediately communicate to the Commission and the
competent authorities of the other Member States the measures taken and any supporting
data.

For the purposes of the first subparagraph, the information exchange system provided
for in Article 12(1) of Directive 2001/95/EC shall be used.

Acrticle 12(2), (3) and (4) of Directive 2001/95/EC shall apply.

(2) Kurum, bu madde kapsaminda gergeklestirilen faaliyetler ve
destekleyici veriler ile ilgili olarak gerektiginde, Ticaret Bakanligi
araciligryla AB Komisyonu ile bilgi paylasimi yapar.

3. The Commission shall determine, as soon as possible, whether the provisional
measures referred to in paragraph 1 are justified or not. For that purpose it shall,
whenever possible, consult the interested parties, the Member States and the SCCS.

4. Where the provisional measures are justified, Article 31(1) shall apply.

5. Where the provisional measures are not justified the Commission shall inform the
Member States thereof and the competent authority concerned shall repeal the
provisional measures in question.

Article 28
Good administrative practices
1. Any decision taken pursuant to Articles 25 and 27 shall state the exact grounds on
which it is based. It shall be notified by the competent authority without delay to the
responsible person, who shall at the same time be informed of the remedies available to
him under the law of the Member State concerned and of the time limits to which
remedies are subject.

idari yaptirnmlar

MADDE 30 — (1) 27 ve 29 uncu maddeler uyarinca Kurum tarafindan
aliman kararlar ve tedbirler yetkili temsilciye gerekgeleriyle birlikte
makul bir siirede bildirilir.

2. Except in the case where immediate action is necessary for reasons of serious risk to
human health, the responsible person shall have the opportunity to put forward his
viewpoint before any decision is taken.

(2) Insan saghig acisinda ciddi risk teskil eden nedenlerden dolay: acil
onlem alinmasi gereken durumlar disinda, herhangi bir karar alinmadan
once yetkili temsilciye, kendi goriigiinii Kuruma bildirmesi i¢cin makul
bir stire verilir.

3. Where applicable, the provisions mentioned in paragraphs 1 and 2 shall apply with
regard to the distributor for any decisions taken pursuant to Articles 26 and 27.

3 Uygulanabildigi hallerde, birinci ve ikinci fikralarda belirtilen
hiikiimler dagitic1 ile ilgili olarak 28 ve 29 uncu maddeler uyarinca
alinan kararlar i¢in de uygulanir.

(4) Kurum, asagidaki durumlarda, kozmetik {iriinin piyasada
bulundurulmasim yasaklamak veya kisitlamak ya da iirlinii piyasadan
¢ekmek veya geri cagirmak ve Uriinlerin, giivenli hale getirilmesinin
imkansiz oldugu durumlarda, tasidiklari risklere gore kismen veya
tamamen imha edilmesi i¢in gereken tiim dnlemleri alir.
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a) Insan saghg acisindan ciddi bir risk olmasi halinde acilen harekete
gecilmesi gereken durumlarda ya da

b) Yetkili temsilcinin birinci fikrada belirtilen siire zarfinda gerekli tiim
onlemleri almamasi durumunda.

(5) Dérdiincii fikrada belirtilen onlemler hakkinda gerekli bilgilerin
masraflar tiretici tarafindan karsilanmak tizere, iilke genelinde dagitimi
yapilan iki gazete ile iilke genelinde yaym yapan iki televizyon
kanalinda ve internette ilam1 suretiyle risk altindaki kisilere
duyurulmasini saglar. Risk altindaki kisilerin yerel yayin yapan gazete
ve televizyon kanallar1 vasitasiyla bilgilendirilmesinin miimkiin oldugu
durumlarda bu duyuru yerel basin ve yayin organlari yoluyla risk
altindaki kisilerin tespit edilebildigi durumlarda ise bu kisilerin
dogrudan bilgilendirilmesi yoluyla yapilir.

Article 29

Cooperation between competent authorities
1. The competent authorities of the Member States shall cooperate with each other and
with the Commission to ensure the proper application and due enforcement of this
Regulation and shall transmit to each other all information necessary with a view to
applying this Regulation uniformly.
2. The Commission shall provide for the organisation of an exchange of experience
between the competent authorities in order to coordinate the uniform application of this
Regulation.
3. Cooperation may be part of initiatives developed at international level.

Isbirligi

MADDE 31 - (1) Komisyonun,
uygulanmasina imkan vermek {izere gerekli bilgi alisverisine dair
organizasyonuna Kurum katilim saglar ve bu dogrultuda AB {iyesi

bu Yonetmelik’in  yeknesak

tilkelerin yetkili otoriteleri ve Komisyonla igbirligi yapar.

Article 30

Cooperation regarding verification of product information files
The competent authority of any Member State where the cosmetic product is made
available may request the competent authority of the Member State where the product
information file is made readily accessible to verify whether the product information file
satisfies the requirements referred to in Article 11(2) and whether the information set out
therein provides evidence of the safety of the cosmetic product.
The requesting competent authority shall provide a motivation for the request.
Upon that request, the competent authority requested shall, without undue delay and
taking into account the degree of urgency, carry out the verification and shall inform the
requesting competent authority of its findings.

*** Yetkili temsilci Tiiirkiye’de yerlesik olup

urin  bilgi  dosyasint  bulunduracagindan

alinmamustir.

Avrticle 31

Amendment of the Annexes
1. Where there is a potential risk to human health, arising from the use of substances in
cosmetic products, which needs to be addressed on a Community-wide basis, the
Commission may, after consulting the SCCS, amend Annexes 1l to VI accordingly.
Those measures, designed to amend non-essential elements of this Regulation, shall be
adopted in accordance with the regulatory procedure with scrutiny referred to in Article
32(3).
On imperative grounds of urgency, the Commission may use the urgency procedure
referred to in Article 32(4).

**%  Komisyonun gorev alanma girdiginden
almmamustir.
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2. The Commission may, after consulting the SCCS, amend Annexes Il to VI and VIII
for the purposes of adapting them to technical and scientific progress.

Those measures, designed to amend non-essential elements of this Regulation, shall be
adopted in accordance with the regulatory procedure with scrutiny referred to in Article
32(3).

3. Where it appears necessary, in order to ensure the safety of cosmetic products placed
on the market, the Commission may, after consulting the SCCS, amend Annex I.

Those measures, designed to amend non-essential elements of this Regulation, shall be
adopted in accordance with the regulatory procedure with scrutiny referred to in Article
32(3).

Avrticle 32
Committee procedure

1. The Commission shall be assisted by the Standing Committee on Cosmetic Products.
2. Where reference is made to this paragraph, Articles 5 and 7 of Decision 1999/468/EC
shall apply, having regard to the provisions of Article 8 thereof.

The period laid down in Article 5(6) of Decision 1999/468/EC shall be set at three
months.

3. Where reference is made to this paragraph, Article 5a(1) to (4) and Article 7 of
Decision 1999/468/EC shall apply, having regard to the provisions of Article 8 thereof.
4. Where reference is made to this paragraph, Article 5a(1), (2), (4) and (6) and Article
7 of Decision 1999/468/EC shall apply having regard to the provisions of Article 8
thereof.

**%  Komisyonun gorev alanma girdiginden
alinmamustir.

Article 33
Glossary of common ingredient names

The Commission shall compile and update a glossary of common ingredient names. To
this end, the Commission shall take account of internationally recognised nomenclatures
including the International Nomenclature of Cosmetic Ingredients (INCI). That glossary
shall not constitute a list of the substances authorised for use in cosmetic products.

The common ingredient name shall be applied for the purpose of labelling cosmetic
products placed on the market at the latest twelve months after publication of the glossary
in the Official Journal of the European Union.

Ortak bilesen adlar s6zliigii

MADDE 32 - (1) Kurum tarafindan, Uluslararas1 Kozmetik
Bilesenlerin Adlandirilmasi (INCI) dikkate alinarak kozmetik tiriinlerde
kullanilan bilesenlerin yer aldigi bir sézliik yayimlanir ve gerektiginde
giincellenir. Bu sozliik kozmetik iirlinlerde kullanimina izin verilen
bilesenler listesi olarak degerlendirilmez.

Article 34
Competent authorities, poison control centres or assimilated entities
1. Member States shall designate their national competent authorities.

Ulusal Zehir Danisma Merkezi
MADDE 33 — (1) Kurum, Ulusal Zehir Danisma Merkezinin iletisim
bilgilerini Komisyona bildirir.

2. Member States shall communicate the details of authorities referred to in paragraph 1
and of the poison centres and similar bodies referred to in Article 13(6) to the
Commission. They shall communicate an update of these details as necessary.

3. The Commission shall compile and update a list of the authorities and bodies referred
to in paragraph 2 and make it available to the public.

Article 35
Annual report on animal testing
Every year the Commission shall present a report to the European Parliament and the
Council on:
(1) progress made in the development, validation and legal acceptance of alternative
methods. The report shall contain precise data on the number and type of experiments
relating to cosmetic products carried out on animals. The Member States shall be obliged
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to collect that information in addition to collecting statistics as laid down by Directive
86/609/EEC. The Commission shall in particular ensure the development, validation and
legal acceptance of alternative test methods which do not use live animals;

(2) progress made by the Commission in its efforts to obtain acceptance by the OECD
of alternative methods validated at Community level and recognition by third countries
of the results of the safety tests carried out in the Community using alternative methods,
in particular within the framework of cooperation agreements between the Community
and these countries;

(3) the manner in which the specific needs of small and medium-sized enterprises have
been taken into account.

Avrticle 36

Formal objection against harmonised standards
1. When a Member State or the Commission considers that a harmonised standard does
not entirely satisfy the requirements set out in the relevant provisions of this Regulation,
the Commission or the Member State concerned shall bring the matter before the
Committee set up by Article 5 of Directive 98/34/EC, giving its arguments. The
Committee shall deliver its opinion without delay.
2. In the light of the Committee's opinion, the Commission shall decide to publish, not
to publish, to publish with restriction, to maintain, to maintain with restriction or to
withdraw the references to the harmonised standard concerned in the Official Journal of
the European Union.
3. The Commission shall inform the Member States and the European standardisation
body concerned. It shall, if necessary, request the revision of the harmonised standards
concerned.

Article 37

Penalties
Member States shall lay down the provisions on penalties applicable for infringement of
the provisions of this Regulation and shall take all measures necessary to ensure that they
are implemented. The penalties provided for must be effective, proportionate and
dissuasive. The Member States shall notify those provisions to the Commission by 11
July 2013 and shall notify it without delay of any subsequent amendment affecting them.

Aykir1 davramslar hakkinda uygulanacak cezai yaptirimlar
MADDE 34 — (1) Bu Yo6netmelige ve bu Yonetmeligin uygulanmasina
yonelik olarak yiirirliige konulan mevzuat hiikiimlerine uymayanlar
hakkinda fiilin mahiyeti ve niteligine gore, 24.03.2005 tarihli ve 5324
sayili Kozmetik Kanunu, 05.03.2020 tarihli ve 7223 sayili Uriin
Giivenligi ve Teknik Diizenlemeler Kanunu ve Tiirk Ceza Kanununun
ilgili hiikiimleri uygulanir.

Article 38
Repeal

Directive 76/768/EEC is repealed with effect from 11 July 2013, with the exception of
Article 4b which is repealed with effect from 1 December 2010.
References to the repealed Directive shall be understood as references to this Regulation.
This Regulation shall be without prejudice to the obligations of the Member States
relating to the time-limits for transposition into national law of the Directives set out in
Part B of Annex IX.
However, the competent authorities shall continue to keep available the information
received pursuant to Article 7(3) and Article 7a(4) of Directive 76/768/EEC and
responsible persons shall continue to keep readily accessible the information collected
pursuant to Article 7a of that Directive until 11 July 2020.

Yiiriirliikten kaldirilan mevzuat
MADDE 35 — (1) 23.05.2005 tarihli ve 25823 sayili Resmi Gazete’de
yayimlanan Kozmetik Yonetmeligi yiiriirliikkten kaldirtlmistir.

Article 39
Transitional provisions
By way of derogation from Directive 76/768/EEC, cosmetic products which comply with
this Regulation may be placed on the market before 11 July 2013.
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As from 11 January 2012, by way of derogation from Directive 76/768/EEC, notification
carried out in accordance with Article 13 of this Regulation shall be considered to
comply with Article 7(3) and Article 7a(4) of that Directive

Article 40

Entry into force and date of application
1. This Regulation shall enter into force on the [twentieth day after its publication in the
Official Journal of the European Union
2. It shall apply from 11 July 2013, with the exception of:
— Article 15(1) and (2) which shall apply from 1 December 2010, as well as Articles
14, 31 and 32 to the extent that they are necessary to apply Article 15(1) and (2); and
— Avticle 16(3) second subparagraph, which shall apply from 11 January 2013.
This Regulation shall be binding in its entirety and directly applicable in all Member
States.

Yiiriirliikk ve Uygulama Tarihi

MADDE 36 - (1) Bu Yonetmelik, yayimi tarihinden bir yil sonra
yiirtirliige girer.

(2) Yiiriirlikten kaldirilan, 23/05/2005 tarihli ve 25823 sayili Resmi
Gazete’de yayimlanan Kozmetik Yonetmeligine diger diizenlemelerde
yapilan atiflar bu Yonetmelik’e yapilmis olarak kabul edilir.

(3) Bu yonetmeligin 16’ mc1 maddesi yayinlandigi tarihte uygulanir.

Damisma komisyonlari

MADDE 37 — (1) Kurum, gerektiginde biinyesinde bulunan teknik
diizenleme ve danigma komisyonlarina ilave olarak gecici veya daimi
danigma komisyonlart olusturabilir. Danisma komisyonlariin
calisma usul ve esaslari ile gorev, yetki ve sorumluluklart Kurum
tarafindan belirlenir.

Uyumlastirilan Avrupa Birligi mevzuati

MADDE 38— (1) Bu Yonetmelik, kozmetik iiriinlere iliskin 30/11/2009
tarinli ve (AT) 1223/2009 sayili Avrupa Parlamentosu ve Konsey
Tiiziigh dikkate alinarak Avrupa Birligi mevzuatina uyum gergevesinde
hazirlanmustir.

Yiiriitme
MADDE 39 — (1) Bu Yénetmelik hiikiimlerini Tiirkiye flag ve Tibbi
Cihaz Kurumu Bagkani yiiriitiir.

ANNEX 1/B COSMETIC PRODUCT SAFETY REPORT

EK 1 KOZMETIiK URUN GUVENLILiK RAPORU

The cosmetic product safety report shall, as a minimum, contain the following:
PART A — Cosmetic product safety information

1. Quantitative and qualitative composition of the cosmetic product

The qualitative and quantitative composition of the cosmetic product,
including chemical identity of the substances (incl. chemical name, INCI,
CAS, EINECS/ELINCS, where possible) and their intended function. In the
case of perfume and aromatic compositions, description of the name and
code number of the composition and the identity of the supplier.

2. Physical/chémical characteristics and stability of the cosmetic product
The physical and chemical characteristics of the substances or mixtures, as
well as the cosmetic product.

The stability of the cosmetics product under reasonably foreseeable storage
conditions.

3. Microbiological quality

The microbiological specifications of the substance or mixture and the
cosmetic product. Particular attention shall be paid to cosmetics used
around the eyes, on mucous membranes in general, on damaged skin, on
children under three years of age, on elderly people and persons showing
compromised immune responses.

Results of preservation challenge test.

Kozmetik tiriin giivenlilik raporu asgari olarak asagidaki
unsurlari igerir:
KISIM A — Kozmetik Uriin Giivenlilik Bilgileri

1. Kozmetik iiriiniin kantitatif ve kalitatif bilesimi

Kozmetik iirliniin kimyasal kimligi (varsa kimyasal isim,
INCI, CAS, EINECS/ELINCS dahil) ve bunlarin 6ngoriilen
islevleri de dahil olmak iizere kozmetik iiriinlin kantitatif ve
kalitatif bilesimi. Parfiim ve aromatik bilesimleri i¢in bilesimin
ismi ve kod numarasina ve tedarik¢inin kimligine iliskin a¢iklama.

2. Kozmetik iiriiniin fiziksel/kimyasal o6zellikleri ve

stabilitesi

Madde veya karigimlarin ayni zamanda kozmetik iiriiniin
fiziksel ve kimyasal 6zellikleri.

Makul 6ngoriilebilir depolama kosullari altinda kozmetik
iiriinlerin stabilitesi.
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4. Impurities, traces, information about the packaging material

The purity of the substances and mixtures.

In the case of traces of prohibited substances, evidence for their technical
unavoidability.

The relevant characteristics of packaging material, in particular purity and
stability.

5. Normal and reasonably foreseeable use

The normal and reasonably foreseeable use of the product. The reasoning
shall be justified in particular in the light of warnings and other explanations
in the product labelling.

6. Exposure to the cosmetic product

Data on the exposure to cosmetic product taking into consideration the
findings under Section 5 in relation to

1) The site(s) of application;

2) The surface area(s) of application;

3) The amount of product applied;

4) The duration and frequency of use;

5) The normal and reasonably foreseeable exposure route(s);

6) The targeted (or exposed) population(s). Potential exposure of a specific
population shall also be taken into account.

The calculation of the exposure shall also take into consideration the toxicological effects
to be considered (e.g. exposure might need to be calculated

per unit area of skin or per unit of body weight). The possibility of
secondary exposure by routes other than those resulting from direct application should
also be considered (e.g. non-intended inhalation of sprays, nonintended ingestion of lip
products, etc.).

Particular consideration shall be given to any possible impacts on exposure
due to particle sizes.

7. Exposure to the substances

Data on the exposure to the substances contained in the cosmetic product for
the relevant toxicological endpoints taking into account the information
under Section 6.

8. Toxicological profile of the substances

Without prejudice to Article 18, the toxicological profile of substance
contained in the cosmetic product for all relevant toxicological endpoints.

A particular focus on local toxicity evaluation (skin and eye irritation), skin
sensitisation, and in the case of UV absorption photo-induced toxicity shall
be made.

All significant toxicological routes of absorption shall be considered as well
as the systemic effects and margin of safety (MoS) based on a no observed
adverse effects level (NOAEL) shall be calculated. The absence of these
considerations shall be duly justified.

Particular consideration shall be given to any possible impacts on the toxicological
profile due to

— particle sizes, including nanomaterials,

— impurities of the substances and raw material used, and

— interaction of substances.

Any read-across shall be duly substantiated and justified.

The source of information shall be clearly identified.

9. Undesirable effects and serious undesirable effects

All available data on the undesirable effects and serious undesirable effects
to the cosmetic product or, where relevant, other cosmetic products. This
includes statistical data.

10. Information on the cosmetic product

Other relevant information, e.g. existing studies from human volunteers or

3. Mikrobiyolojik Kalite

Madde veya karigsimin ve kozmetik iiriiniin mikrobiyolojik
spesifikasyonlari.

Go6z ¢evresinde, genel olarak mukoza zarlarinda, hasarli ciltte, {i¢
yas alt1 cocuklarda, yaslilarda ve riskli bagisiklik yanit1 gésteren
kisilerde kullanilan kozmetiklere 6zel bir dikkat gosterilmelidir.

Koruyucu tarama-zorlama (challenge test) sonuclari.

4. Safsizhklar, kahntilar, ambalaj materyali

hakkinda bilgi

Madde ve karisimlarin safligi.

Yasakli maddelerin eser miktarlarda varliginda, bu
maddelerin teknik olarak kac¢inilmaz olduguna iliskin kanitlar.
Ozellikle saflik ve stabilite olmak {izere ambalaj materyalinin
ilgili 6zellikleri.

5. Normal ve makul olarak éngoriilebilir kullanim

Uriiniin normal ve makul olarak dngériilebilir kullanimu.
Ozellikle iiriin etiketinde yer alan uyarilar ve diger agiklamalar
15181nda, degerlendirme gerekcelendirilmelidir.

6. Kozmetik iiriine maruziyet

Kisim A (5) dikkate alinarak, kozmetik iiriine iliskin
maruziyet bilgileri:

1) Uygulama yeri/yerleri,

2) Uygulama yiizey alani/alanlari,

3) Uygulanan iiriin miktart,

4) Kullanim siiresi ve sikligi,

5) Normal ve makul 6ngoriilebilir maruziyet yolu/yollart,

6) Hedeflenen (veya maruz kalan) popiilasyonlar. Belirli
bir popiilasyonun potansiyel maruziyeti de dikkate alinmalidir.

Maruziyet hesaplamalarinda, toksikolojik etkiler de
dikkate almmalidir (Ornegin; maruziyetin cildin birim alanina
veya birim viicut agirligma gore hesaplanmasi gerekebilir).
Dogrudan uygulama yolu disinda maruz kalinan diger yollar
nedeniyle ortaya ¢ikacak ikincil maruziyet olasiliklar1 da dikkate
alinmalhdir (Ornegin; spreylerin istemsiz solunmasi, dudak
iirlinlerinin istemsiz olarak yenmesi/yutulmasi vs.).

Partikiil biiyiikliigiine bagli maruziyet sonucunda ortaya
cikacak olasi etkiler 6zellikle dikkate alinmalidir.

7. Formiilde yer alan maddelere maruziyet

Kisim A (6)’da yer alan bilgiler dikkate alinmak suretiyle
ilgili toksikolojik siirlar i¢in kozmetik {iriinde bulunan maddelere
maruziyet durumlarina iligkin bilgiler.

8. Formiilde yer alan maddelerin toksikolojik profili

Ilgili biitiin toksikolojik smirlar icin kozmetik iiriinde
bulunan maddenin toksikolojik profili.
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the duly confirmed and substantiated findings of risk assessments carried out
in other relevant areas.

Lokal toksisite degerlendirmesine (cilt ve goz iritasyonu),
cilt hassasiyetine ve UV absorpsiyonu durumunda foto
indiiklenmis toksisiteye 6zellikle dikkat edilmelidir.

Istenmeyen etkinin gdzlenmedigi maddenin en yiiksek
uygulama miktarina [NO(A)EL] dayanarak hesaplanan giivenlilik
sinir1 (MoS) dikkate alinmalidir. Ayn1 zamanda emiliminin tiim
onemli toksikolojik profilleri degerlendirilmelidir. Bu etmenlerin
bulunmayisinin gerekgeleri belirtilir.

Toksikolojik profil degerlendirilirken asagidakilerden
kaynaklanan herhangi bir muhtemel etki iizerinde 0Ozellikle
durulur:

* nanomateryaller de dahil olmak iizere partikiil
biyiikliikleri,

* kullanilan maddelerin ve hammaddelerin safsizliklari,

* bu maddelerin birbiri ile etkilesimi.

Yapilan karsilastirmali degerlendirmeler uygun sekilde
dogrulanmal1 ve gerekcelendirilmelidir.

Bilginin kaynag1 acik¢a tanimlanmalidir.

9. Istenmeyen Etkiler ve Ciddi Istenmeyen Etkiler

Kozmetik iiriin/iiriinler ile ilgili istenmeyen etkiler ve ciddi
istenmeyen etkiler hakkindaki tiim veriler. Istatistiksel veriler de
buna dahildir.

10. Kozmetik iiriin bilgisi

Ornegin goniillii insanlarla yapilmis mevcut galismalar ya
da diger ilgili alanlarda risk degerlendirmelerinden elde edilen
teyit edilmis ve dogrulanmis bulgular gibi diger ilgili bilgiler.

PART B — Cosmetic product safety assessment

1. Assessment conclusion

Statement on the safety of the cosmetic product in relation to Article 3.

2. Labelled warnings and instructions of use

Statement on the need to label any particular warnings and instructions of
use in accordance with Article 19(1)(d).

3. Reasoning

Explanation of the scientific reasoning leading to the assessment conclusion
set out under Section 1 and the statement set out under Section 2. This
explanation shall be based on the descriptions set out under Part A.

Where relevant, margins of safety shall be assessed and discussed.

There shall be inter alia a specific assessment for cosmetic products intended
for use on children under the age of three and for cosmetic products intended
exclusively for use in external intimate hygiene.

Possible interactions of the substances contained in the cosmetic product
shall be assessed.

The consideration and non-consideration of the different toxicological
profiles shall be duly justified.

Impacts of the stability on the safety of the cosmetic product shall be duly
considered.

KISIM B- Kozmetik Uriin Giivenlilik Degerlendirmesi

1. Degerlendirme sonucu
Kozmetik {riiniin giivenliligi ile 1ilgili beyan ve
degerlendirmenin sonug bilgileri.
2. Etikette yer alan uyarilar ve kullanma
talimatlan
Belirli uyarilar1 ve kullanma talimatlarin etikette belirtme
gerekliligine iligskin beyan.
3. Gerekcelendirme
Kisim B (1)’de yer alan degerlendirme sonucu ile Kisim B
(2)’de yer alan beyanlarin temelini olusturan bilimsel
gerekcelendirmenin agiklamasi. Bu agiklama, Kisim A’da yer alan
aciklayic1 bilgilere dayandirilir. Ilgili olmasi durumunda
giivenlilik siirlar degerlendirilmeli ve tartisiimalidir.
Digerlerinin yan1 sira, ii¢ yas altindaki ¢ocuklarda
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4. Assessor's credentials and approval of part B
Name and address of the safety assessor.

Proof of qualification of safety assessor.

Date and signature of safety assessor.

kullanilmas1 dngoriilen kozmetik fiiriinlere ve yalnizca dis genital
bolge temizligi i¢in kullanilmasit ongoriilen kozmetik {iriinlere
iliskin 6zel bir degerlendirme bulunmalidir.

Kozmetik {iirlinlin igerdigi maddelerin olasi etkilesimleri
degerlendirilmelidir.

Farkli toksikolojik profillerin ele alinmis olmasi ve
olmamas1 durumlar1 gerektigi gibi gerekcelendirilmelidir.

Stabilitenin kozmetik {riinlin glivenliligi iizerindeki
etkileri gerektigi gibi gbz 6niinde bulundurulmalidir.

4. Giivenlilik degerlendirme sorumlusu ile
ilgili bilgiler ve Kisim B’nin onaylanmasi
Giivenlilik degerlendirme sorumlusunun adi ve adresi,
Giivenlilik degerlendirme sorumlusunun diplomas: ve
yeterli tecriibesi olduguna iliskin belgeler (Kozmetik Yonetmeligi
12 nci maddesinde belirtilmistir),
Giivenlilik degerlendirme sorumlusunun imzasi ve tarih.

ANNEX V111 SYMBOLS USED ON PACKAGING/CONTAINER

Ek I
Ambalajlarda / Kaplarda Kullamilan Semboller

1. Reference to enclosed or attached information
2. Period-after-opening
3. Date of minimum durability

1. Tlave bilgiye bakiniz.
2. Agildiktan sonra kullanim stiresi
3. Minimum dayanma siiresi

ANNEX VIII
LIST OF VALIDATED ALTERNATIVE METHODS TO ANIMAL
TESTING

Ek 111
Hayvan Testlerine Alternatif Valide Edilmis Yontemler
Listesi
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