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REGULATION (EC) No 1907/2006 (REAChH)

This Regulation lays down specific duties and obligations on
manufacturers, importers and downstream users of
substances on their own, in preparations and in articles.

Bu yonetmelik kendi halinde, karisim icinde veya bir esya
icinde bulunan maddelerin ureticilerine, ihracatg¢ilarina ve alt
kullanicilarina  belli gorevler ve sorumluluklar sart

.4

kosmaktadir.

It entered into force on 1st June 2007 and

contains a number of deadlines which will
be progressively implemented until 15t June

Yonetmelik 1 Haziran 2007°de yururluge
girmis olup, 1 Haziran 2018 tarihine kadar
asamali bir sekilde uygulanacak olan bir
surece sahiptir
Ankara, May 21 2015 The “new” Regulation No 190;(;?32

1 0O0NT7IDONNC memesels vianmmvt DAL Vammndvuasiier




ENERN el o st ICARO

Kisaltma:

Acronym of:

- Registration: all substances - Kimyasallarin Kaydi: Tum

(M/12 1 ton/year) ' | maddeler (M/I1 2 1 ton/yil)
- Evaluation: all substances - Degerlendirilmesi: Kayit
registered edilen tim maddeler
- Authorisation and - izin ve Kisitlanmasi: Yiiksek
Restriction of Chemicals: onem arz eden tim
for Substances of Very maddeler i¢in

High Concern.

Ankara, May 21 2015 The “new” Regulation No 1907/2006
REACh
.
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Article 1

1. The purpose of this Regulation is to ensure a high level of protection of human health
and the environment, including the promotion of alternative methods for assessment of
hazards of substances, as well as the free circulation of substances on the internal
market while enhancing competitiveness and innovation.

2. [...] shall apply to the manufacture, placing on the market or use of such substances on
their own, in preparations or in articles [...]

3. This Regulation is based on the principle that it is for manufacturers, importers and
downstream users to ensure that they manufacture, place on the market or use such
substances that do not adversely affect human health or the environment.

Madde 1

1. isbu tuzik’in amaci, maddelerin tehlikelerinin degerlendirilmesine yonelik alternatif
yontemlerin 6zendirilmesi dahil, yiiksek bir insan saghgi ve ¢evre koruma diizeyinin
saglanmasinin yani sira bir taraftan rekabeti ve yeniligi arttirirken bir yandan da
maddelerin i¢ pazarda serbest dolasiminin saglanmasidir.

2. [...] bu hukdmler tek baslarina, mistahzarlarda ya da esyalarda bulunan maddelerin
tiretiminde, pazara sunulmasinda ya da kullaniminda uygulanacaktir [...]

3. isbu Tuzik insan sadghdgini ya da ¢cevreyi olumsuz etkilemeyen maddelerin iiretilmesini,
pazara sunulmasini ya da kullanilmasini saglamanin direticilerin, ithalatgilarin ve alt
kullanicilarin gorevi oldugu ilkesini temel almaktadir.

Ankara, May 21 2015 The “new” Regulation No 1907/2006
REACh
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No data, no market
Veri yoksa, pazar da yok
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Article 5 - No data, no market

[...] substances on their own, in preparations or in articles
shall not be manufactured in the Community or placed
on the market unless they have been registered [...]

Madde 5 - Veri yoksa, pazar da yok

[...] tek baslarina bulunan, miistahzar icindeki ya da esya
icindeki maddeler kayit edilmedikleri takdirde Topluluk
icinde imal edilemez ya da pazara sunulamazlar. [...]

ICARO

The “new” Regulation No 1907/2006
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REACh
Registration
Key element of REACH!

Requires industry to obtain appropriate information on
substances (technical dossier and, where requested,
chemical safety assessments) and to communicate such
information to the Agency.

Kayit
REACH Anahtar Elementi!

Maddeleri hakkinda uygun bilgileri elde etmek (teknik dosya
ve istendiginde kimyasal guvenlik degerlendirmeleri) ve ilgili
bilgileri Ajans’a iletmek icin endustriye ihtiya¢c duyulmaktadir.

Ankara, May 21 2015 The “new” Regulation No 1907/2006
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REACh
ROLES IN THE SUPPLY CHAIN: WHO IS SUBJECT TO REACH

REGULATION?

TEDARIK ZiNCIRINDE ROLLER: REACH YONETMELIGINE KiMLER
TABI?
Manufacturer: | Any natural or legal person established within the Community

who manufactures a substance within the Community (Article
3(9))

imalatgi: Topluluk icinde yerlesik olan ve Topluluk igcinde bir madde imal
eden herhangi bir gergek veya tiizel kisi

Importer Any natural or legal person established within the Community
who is responsible for import (Article 3(11))

ithalatgi Topluluk icinde yerlesik olan ve ithalattan sorumlu olan herhangi
bir gercek veya tiizel kisi

Only Any natural or legal person established within the Community
Representative | and appointed by a manufacturer, formulator or producer of an
article established outside the EU to fulfill the obligations of
importers

Tek Temsilci ithalat zorunluluklarini yerine getirmek lizere, bir esyay! iireten
veya formiile eden AB disinda yerlesik olan gergek veya tiizel kisi

tarafindan atanan AB icinde yerlesik gergek veya tiizel kisi

The "new” Regulation No 1907/2006
REAChH
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REACh ROLES IN THE SUPPLY CHAIN: IMPORTER
TEDARIK ZINCIRINDE ROLLER: iTHALATCI

@ Who is responsible for the registration in case
of import?

In case of import, the registration should be
made by the legal entity established in the EU
who is responsible for the import. The
responsibility for import depends on many
factors such as who orders, who pays, who is
dealing with the customs formalities, but this
might not be conclusive on its own.

Maddelerin ithalati halinde kayittan kimler
sorumludur?

ithalat séz konusu oldugunda, AB iginde
ithalattan sorumlu tuzel kisi tarafindan
maddelerin kayit islemi gergeklestirilmelidir.
ithalat sorumlulugu kimin talep ettigi, kimin
odedigi, gumriuk formaliteleri ile kimin ilgili
oldugu gibi pek ¢ok faktore baghdir ancak bu
. tek basina ikna edici olmayabilir.

The “new” Regulation No 1907/2006
REAChH
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What does all this really mean to my company?

Role identification

Substance identification

Joint submission or
single registration

Collaborations with other
Companies in a SIEF

Collaboration
with a Consortium

Preparation of
registration dossier

Ensuring the availability of
an updated e-SDS

The “new” Regulation No 1907/2006
REAChH

A NONTZ7IDONANE memeanls v amn: DAL Ve mbdoam il

Ankara, May 21 2015



ENSER No data, no market
ENERJI Veri yoksa, pazar da yok |CARO
What does all this really mean to my company?

Role identification
Substance identification g

— 3 REACh referent

single registration

A\

5 O
Collaborations with other = 4
Companies in a SIEF - X

v _
v

Collaboration 1
with a Consortium

Preparation of
registration dossier

Ensuring the availability of
an updated e-SDS

The “new” Regulation No 1907/2006
REAChH
.
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Veri yoksa, pazar da yok

PLAN (PLANLA)

® Check of any new requirements and duties (preliminary

analysis)
® Yeni zorunluluklarin ve sorumluluklarin kontrolt (6n analiz)
¢ Implementation of the planned actions @ o
® Planlanan eylemlerin uygulanmasi o g
CHECK (KONTROL ET) ¥ fL

® Check that the actions have been implemented as had been pIanneJ

(identifying roles, training, collecting of documents, sharing the documents,
etc.)

® Planlanmis olan eylemlerin planlandigi gibi uygulanip uygulanmadiginin
kontrolU (rollerin belirlenmesi, dokumanlarin toplanmasi, paylasiimasi vb.)

® Periodic verification of compliance with current regulations, and with
internal company procedures

® Guncel yonetmelikler ve sirket ici prosedurler ile uygunlugun periyodik

dogrulamalari - .
Ankara, May 21 2015 The “new” Regulation No 1907/2006

REACh
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Exemplified REACh Registration process
Orneklendirilmis REACh Kayit siireci

(Inquiry to) Inquiry to Letter of Acc.ess or
ECHA e membership of

Consortium

1-3 months

Free of charge Up to 1 month

Free of charge L i 2 AT

10 — 200 k€

r E( :HA Registration
@ - dossier
EUROPEAN CHEMICALS AGENCY

Up to 2 months Up to 3 months
Up to 33.201 € Cost: Variable

Time consuming and sometimes expensive!!

The “new” Regulation No 1907/2006
REAChH
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VECHA

EUROPEAN CHEMICALS AGENCY

Registration number

0Z-XXXXXXXXXX-XX-XXXX
to be reported also in SDS

IUCLID S

no data, no market
no registration, no
production
no registration, no import

Veri yoksa, pazar yok
Kayit yoksa, uretim yok
Kayit yoksa, ithalat yok

Ankara, May 21 2015 The “new” Regulation No 190R7|/§A(\)((;)g
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Registration

Companies will have to draw up
a technical dossier containing
iInformation on:

Legal entity registering the
substance

Properties (chemical-physical,
tox, eco-tox...)

Uses identified
Manipulation
Classification
etc..

of the substance in its own that
will be sent to the European
Chemicals Agency (ECHA)

Ankara, May 21 2015

I[CARO
Kayit

Sirketler Avrupa Kimyasallar
Ajansr’na (ECHA)
gonderilecek olan ve
asagidakiler ile ilgili bilgileri
icerecek Dbir teknik dosya
hazirlamak durumundadir:

- Maddeyi kayit ettiren tuzel
Kisi
- Maddenin ozellikleri

(kimyasal-fiziksel, toksik, eko-
toksik...)

- Maddenin belirlenen
kullanimlan

-Siniflandirma gibi..

The “new” Regulation No 1907/2006
REACh
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A substance is defined in REACH (Article 3(1)):

“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”.

Bir madde REACH yonetmeliginde su sekilde tanimlanmaktadir
(Madde 3(1)):

“madde: dogal hali veya bir tiretim slreci sonucu elde edilmis,
tim katkilar ve slre¢ sirasinda olusmus tim
safsizliklar dahil, kararliigi etkilenmeksizin veya
bilesimi degismemek kosulu ile ayrilabilecek ¢éziictiler
haric, kimyasal bir element ve bunun bilesikleridir.”

The “new” Regulation No 1907/2006
REAChH
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Mono-constituent Substance: Concentration of the main
constituent 280% (w/w)

Tek bilesenli madde: Temel bilesenin derisimi 280% (w/w)

Example:

@)
Acetone CAS 67-64-1 )J\

EC 200-662-2 HC™  CHs

Multi-constituent Substance: Concentration of the main
constituents present at concentrations generally 2 10% and < 80%

(wiw).
Cok bilesenli madde: Temel bilesenlerin derisimi genellikle = 10%
ve < 80% (w/w) arasindadir

Generally named as:

“‘Reaction mass of [main constituent 1] and [main constituent 2]

The “new” Regulation No 1907/2006
Ank 21 2015
n aaﬂ’@’ P REAChH
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REACh

Substances of Unknown or Variable composition
(UVCB):

- Relatively large number of constituents, a large part of the
composition may be unknown, and the variability of
composition is relatively large or poorly predictable;

- Correct identification based on many factors, depending
also on production process as well as the starting
material.

Bilinmeyen ya da Cesitli bilesim maddeleri (UVCB):

- Kismen cok sayili bilesenler, buyltk oranda bilinmeyen
bilesime sahip, kismen buyuk oranda degisken veya
tahmin edilmesi zor bilesim

- Bilesimi dogru belirleme pek cok faktore ve baslangic
materyalinin yani sira uretim prosesine de baghdir.

Ankara, May 21 2015 The “new” Regulation No 1907/2006
REACh
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UVCB Substance looking at the production process, quite
similar composition but different production process:

EC 265-056-2: Naphtha (petroleum), light catalytic cracked (A
complex combination of hydrocarbons produced by the distillation of
products from a catalytic cracking process. It consists of
hydrocarbons having carbon numbers predominantly in the range of
C4 through C11 and boiling in the range of approximately -20°C to
190°C. It contains a relatively large proportion of unsaturated
hydrocarbons.)

UVCB maddeler oldukgca benzer bilesimde olmalarina ragmen
farkh uretim prosesleri gosterebilirler:

EC 265-075-6: Nafta (petrol), hafif termal parcalanma (cracking)
(Bir termal parcalanma prosesinde urunlerin distilasyonu ile olusan
hidrokarbonlarin kompleks bir kombinasyonudur. Kaynama noktasi
yaklasik olarak -10°C ile 130°C arasinda ve karbon sayisi agirhkli
olarak C4 ile C8 arasinda degiskenlik gosteren buyluk oranda
doymamis hidrokarbonlardan olusmaktadir.)

The “new” Regulation No 1907/2006
REAChH
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THE TECHNICAL DOSSIER

In general, the technical dossier contains information about:

= The identity of the substance

= Information on the manufacture and use of the substance

= The classification and labelling of the substance

= Guidance on its safe use

* (Robust) study summaries of the information on the intrinsic
properties

Genellikle, teknik dosya asagidakiler hakkinda bilgiler icermektedir:
= Maddenin kimligi

= Maddenin tretimi ve kullanimi hakkinda bilgi

= Maddenin siniflandiriimasi ve etiketlenmesi

= Maddenin guvenli kullanimi igin rehberlik

= Maddenin kendine has ozelliklerine ait bilgilerin ozetleri

Ankara, May 21 2015 The “new” Regulation No 1907/2006
REACh
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Strategy for decisions:
the case of toxicity data

Data sharing between registrant and literature data are
essential steps to prepare the specific sections of the
technical dossier.

The lack of data on an intrinsic property essential for
classification and labelling trigger the need for new data to
be obtained.

Kayit ettiren ve literatuir verisi arasindaki veri paylasimi,
teknik dosyanin spesifik bolumlerini hazirlamak igin gerekl
bir asamadir.

Siniflandirma ve etiketleme icin gerekli olan temel
ozelliklere ait bir veri eksikligi, yeni veri temin etme
gerekliligine yol agmaktadir.

The “new” Regulation No 1907/2006
REAChH
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Strategy for decisions: the case of toxicity data

In vitro .
Literature data

Company data

In vitro
(yapay ortam/canli
disinda)

Literatur verisi
Sirket verisi

In silico
In silico
Grouping of
substance NEW In vivo data
and Read-across <9 YENI In vivo
Maddelerin (canli icinde)
gruplandiriimasi veri
ve capraz okuma Weight of evidence
approach o
Kanitlarin agirhgi The “new” Regulation No 1907/2006

Ankara, May 21 2015
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Wrap up

IF substances Produced/imported > 1t/y

3

Article 5
No data, no market

" 4

v

Exemptions EU Registration
E_f\lg Giustification document about deadlines
~§:( the production of substance in > 1000 t/y December 2010
= compliance with art. 2 (7)(b) > 100 t/y May 2013

‘ > 1t/t18

In all cases, the burden of
proof rests with the

manufacturer/importer ~
that wishes to use this %;:
exemption for his substance no data, no market
Ankara, May 21 2015 The “new” Regulation No 1907/2006

REACh

A NONTZ7IDONANE memeanls v amn: DAL Ve mbdoam il



