Inceleme / Review

5 ape = == T
.

.
—t — —

Bulent Ozdemir

Mevzuat Uyum Danismani / Regulatory Compliance Advisor
CRAD Cevre Risk Analiz Denetim ve Eg. Hizm. Ltd. 3ti.

REACH Uyumlu Guvenlik Bilgi Formu (E-SDS)

ve CLP Uyumlu Etiket

REACH Compliant Safety Data Sheets (E-SDS) & CLP Compliant

Labels

AR K ("‘;' | al=14 Ir. o
A.D. DOIJEeSITI

2

sb+am hacl= ~ T {
At acla ~
IKTAN Dasiadl. Uri

>‘de uygulamaya hazir

mISINIZ:

Has already been implemented into the EEA. Are you ready for Turkish imple-

mentation?

ok

1907/2006 EC REACH tlzagunin yayinlanmasindaki
amac, kimyasallar kontrol altina alarak, zararhliklarina
dair uluslararasi gecerlilikte ortak bir veri bankasina sa-
hip olmak ve bu veriler sayesinde ortak bir zararlilik ile-
tisim diline ulasmaktir. Endustrinin elbirligi ile elde ede-
cegi veriler sonucunda bir kimyasal hammaddenin tok-
sikolojik, ekotoksikolojik degerleri hakkinda bilimsel ve-
rilere dayali bir fikir birligine variimasi bunun sonucun-
da ortak bir risk siniflandirmasinin saglanarak bir anlam
kargasasinin ve bilgi kirliliginin online gecilmesi planlan-
maktadir. A.B. bélgesinin Birlesmis Milletlerin kimyasal-
larin siniflandiriimasi ve etiketlenmesi konusunda Kire-
sel Uyumluluk Sistemine gegisi icin (CLP)1272/2008 sayi-
li A.B. ydnetmeligini yayimlamasiyla birlikte bu dustince
hayata gecirilmis bulunmaktadir. (EU) No 453/2010 sa-
yili ydnetmelikle REACH kapsaminda bulunan Guvenlik
Bilgi Formlarinin hazirlanmasi icin en son gecerli kriterle-
ri ortaya koymustur.

The main purpose of publishing REACH 1907/2006 EC,
is to acquire an internationally approved common data
bank regarding their harmfulness and by means of such
data to attain a communicative language, keeping the
chemicals under control. As a result of the data to be ob-
tained by the industry in a full co-ordination, it has been
planning to arrive at a consensus with regard to toxico-
logic and ecotoxicologic values of a chemical raw mate-
rial based on scientific data and therefore to avoid any
information pollution and ambiguities ensuring a com-
mon risk classification. Along with the publication of
the Regulation EC 453/2010 by the European authorities
in order to adopt the United Nations Globally Harmoni-
zed System with regard to the classification and labelling
of chemicals, such project has been put into practice. On
the other hand, the Regulation EC 1272/2008, having
the nature of guidance document concerning the prepa-
ration of SDSs and labels for chemical substances/ mix-
tures, sets up the rules and provisions regarding “classi-
fication, labelling and packaging (CLP)".
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Kimyasal mevzuatlara iliskin dinyadaki bu tir gelismeleri
yakindan takip eden ulkemiz otoriteleri de gerek stirmek-
te olan A.B. mevzuatlarina uyum sureci gerekse de kire-
sel uyumu saglamak icin calismalarini strdirmektedir. Bu
amacla, T.C. Cevre ve Sehircilik Bakanhgi, bu yil CLP uy-
gulamalarinin tlkemizdeki bir karsiig olacak sekilde bir
taslak yayimlamistir. Bu taslak hali hazirda gelistiriimek-
te olup, bu yil sonuna kadar son hali verilerek yonetme-
lik olarak yayimlanmasi beklenmektedir. Turk kimya en-
dustrisinde halen kullanilmakta olan mevcut siniflandir-
ma, etiketleme, ambalajlama kurallari sektér Gyelerince
henliz net olarak anlasiilmamis ve uygulanmasinda gesit-
li glclikler yasanmaktayken; siniflandirma, etiketleme,
ambalajlamaya dair yeni kurallar getirecek olan bu yeni
sisteme uyum anlaminda zorluklarin kayda deger sekil-
de artacagini diisinmekteyiz. Bu sistemin uygulanmaya
baslanmasiyla, bir yandan Guvenlik Bilgi Formlarinin for-
mati ve icerigi degisirken, diger yandan da etiketler yeni
kurallara gore olusturulacaktir.

1Haziran 2007 tarihinden beri A.B'de yururlikte olan
1907/2006 sayil REACH Yonetmeligi uyarinca, yilda 10
tonun Uzerinde piyasaya arz edilen ve tehlike siniflandir-
masina sahip olan kimyasal maddelerin insan saghg ve
cevreye ybnelik maruziyetlerinin kontroll amaciyla na-
sil guvenli bir bicimde elleglenecegini gdsteren Maruzi-
yet Senaryolarinin, “genisletiimis glvenlik bilgi formlari
(e-SDS)" olusturacak sekilde gtivenlik bilgi formuna ek-
lenmesi gerekmektedir. Bu yeni guvenlik bilgi formlari
“e-SDS” olarak anilmaktadir.

UrlininGzin asagidaki sartlar karsiliyor olmasi halinde,
e-SDS tabir edilen Urline ait genisletilmis glvenlik bil-
gi formunu, kimyasalin ilk sevkiyati 6ncesinde veya en
geg sevkiyat ile birlikte musterilerinize basili sekilde veya
elektronik ortamda sunmaniz ve teslim kaydini tutmaniz
gerekmektedir:

* Tehlikeli, PBT/ vPvB (persistan, biyobirikimli, toksik/
cok persistan, ¢ok biyobirikimli) veya SVHC olarak si-
“niflandirilmis bir madde ya da karisimsa; veya

* Tehlike siniflandirmasi olmamasina ragmen, insan
saghgl ve cevreye yonelik tehlikeye sahip olan bir
maddeden gaz olmayan karisimlar icin agirlikca >%
1, gaz karisimlari iginse hacmen % 0.2 oranlarinda
iceren bir karisimsa; veya

* Tehlike siniflandirmasi olmamasina ragmen, kati veya
sivi karigimlarda ( gaz karnisimlari harig) agirlikca %=
0.1'lik tekil konsantrasyona sahip PBT, vPvB veya
SVHC madde iceren karisimsa;

« Karisimin iceriginde en az bir “isyeri Maruziyet
Limiti”’ ne sahip kimyasal bulunuyor ise;

Guvenlik bilgi formlarindaki temel degisiklikler asagidaki
gibi siralanabilir:

Turkish authorities that closely follow the developments
in terms of chemical legislation across the world have
been still working in order to ensure global regulatory
compliance. For that purpose, the Turkish Ministry of En-
vironment and Urbanization published a draft document
this year which corresponds to CLP implementations.

This draft document is still been promoting and is expec-
ted to be published until the end of this year following
finalizing Studies.

We are of opinion that, while the regulatory rules regar-
ding classification, labelling and packaging of chemicals
which are currently tackled by the Turkish industry are
not exactly grasped and implied, it will not be easy the
compliance with this new system which will bring new
obligations with regard to classification, labelling and
packaging.

Following the entry in force of such legislation, both the
format and content of safety data sheets will change and
the labels will be prepared according to the new requi-
rements.

For substances that are sold in quantities of more than
10 tonnes per year and are classified as dangerous, Expo-
sure Scenarios describing how a substance can be safely
handled to control exposures to both human health and
the environment shall be appendixed to SDS, forming ex-
tended safety data sheets (e-SDS). This new SDS/e-SDS is
known as “REACH SDS”".

You need to supply REACH SDS to your customers befo-
re or at time of the first delivery of chemical in paper or
electronic format if your product is:

» Substance or a mixture that is classified as hazardo-
us, or PBT/vPvB or SVHC;

* A mixture that is not classified as dangerous, but
contains a substance posing human health or envi-
ronmental hazards with a concentration of >1%w/w
for non-gaseous mixtures or 0.2%v/v for gas;

* A mixture that is not classified as dangerous, but
contains a substance that is PBT, or vPvB, or SVHC in
an individual concentration of = 0.1 % by weight for
mixtures that are solid or liquids (i.e., hon-gaseous
mixtures);

*  The major changes of safety data sheets are outlined
as below:
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Bolim 1: Madde/ mistahzar ve sirket/ is sahibinin ta-
nitimi: (Mevcut ise) kayit numarasi gereklidir;

Maddenin/ karisimin bilinen kullanimlari ve tavsiye edil-
meyen kullanimlari eklenir; Yetkili kisinin e-posta adresi
belirtilir;

Bolum 2: Tehlikelerin Tanitim:

Urline ait etiket bilgilerini (karisimlar icin R ve S ibarele-
ri, sembol(ler); maddeler icin R ibareleri ve ayni zamanda
H-P bildirimleri, piktogram(lar)) verilir. Tehlikeli ve tehli-
keli olmayan karisimlar seklinde ayirin; Tehlike siniflandir-
masina neden olmayan diger tehlikeleri belirtin (6r. Toz-
luluk, ozon incelmesi gibi) CLP'nin V no’lu bashg: ve DSD
(Tehlikeli Maddeler Direktifi'ne) uygun siniflandirma*;

Bolum 3: Bilesimi/ icindekiler Hakkinda Bilgi:
Tehlikeli olarak siniflandirilmis, OELV degerine sahip veya
PBT/ vPvB tiim maddelerin belirtiimesi gerekir; Bu bolim-
de farkli olarak ham maddelerin kendilerine ait siniflan-
dirmalari, eski ve yeni her iki siniflandirma yoéntemiyle de
(CLP- H bildirimleri ve DSD-R ibareleri) belirtilir.

Bélum 7: Ellegleme ve Depolama:

Bir kimyasal gtvenlik raporu (CSR) gerekliligi varsa, Maru-
ziyet senaryosu ile uyumlu bilgi yer almalidir; “Ellecleme”
bashg: altinda gevreyi koruyucu énlemleri ekleyin; “Ozel
(spesifik) kullanimlar” adli yeni alt bélim;

Bolum 8: Maruziyet Kontrolleri/ Kisisel Korunma (Csr
Gerekiyorsa)

Maddeye ait DNEL ved PNEC degerleri verilir;
Maruziyet senaryosunda belirtilen tanimlanmis kullanim-
lara ait Risk Yonetim Tedbirlerinin bir 6zeti eklenmelidir;

Bolum 11, 12: Toksikoloji Bilgisi ve Ekolojik Bilgi:
Toksik ve ekolojik test sonuclari, test yontemleriyle bera-
ber sunulmalidir;

Bolum 15: Mevzuat Bilgileri:

Kimyasal Givenlik Raporu (CSA) yapilip yapilmadigini be-
lirtin; Maddenin bir izin/ kisitlamaya tabi olup olmadigi-
ni belirtin;

Boliim 16: Diger Bilgiler:
R climleciklerinin (tehlike ibareleri) ve H bildirimlerinin
metinleri eksiksiz olarak listelenecektir;

Degisikligi durumunda, eklenen, silinen veya degistirilen
bilgileri belirtin;

*1 Aralik 2010’dan 1 Haziran 2015 tarihine kadar, mad-
deler hem 67/548/EEC sayili eski Yonetmelige (DSD) hem
de CLP Yénetmeligi'ne uygun olarak siniflandirilacaklar-
dir.

* REACH kayrt numarasi edinildiginde;

* Tehlikeli maddeler icin 1 Aralik 2010’dan itibaren;

Section 1: Identification of substance or mixture and
company:

Registration No. is required (when available); Identified
uses and uses advice against for the substance/mixture
shall be added; E-mail address of competent person is
needed;

Section 2: Hazards Identification:

Product label information (for mixtures R and S phrases,
symbol(s); for substances R phrases as well as H-P state-
ments, pictograms) shall be provided. Distinguish betwe-
en mixtures that are and are not hazardous, Mention ot-
her hazards that do not result in classification (e.g., dusti-
ness, ozone depletion) Classification as in Title V CLP and
DSD (see note);

Section 3: Composition & Information on Ingredi-
ents:

All substances classified as hazardous or those with
OELVs or PBT/vPvB need to be reported; differently from
the former DPD, the hazard classifications referring to
each ingredient shall be rovided in accordance with for-
mer and new classification methods as well. (CLP - H sta-
tements and DSD — R phrases)

Section 7: Handling and Storage:

Where CSR required, information to be consistent with
Exposure Scenario (ES);Under “Handling” include mea-
sures to protect environment; New section on “Specific
uses”;

Section 8: Exposure controls/personal protection (If
CSR is required):

DNELsand PNECsforsubstance shallbe provided; Summary
of Risk Management Measures(RMM) shall included for
identified uses as set out in ES;

Section 11, 12: Toxicological Information and Ecolo-
gical information:

Summaries of toxic tests and ecological tests need to be
provided accompanied by relevant test methods;

Section 15: Regulatory information:

Indicate if CSA has  been carried  out;
Indicate if the substance subject to authorization/restric-
tion.

Section 16: Other Information:

Full text of R phrases (hazard statements) and H state-
ments to be listed; In case of any revision, indicate in-
formation added/deleted/revised;

Note 1: From 1 December 2010 until 1 June 2015, subs-
tance shall be classified in accordance with both 67/548/
EEC (DSD) and CLP regulation.
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tehlikeli karigimlar icin 1 Aralik 2015'ten itibaren;
yeni bir tehlike bilgisi veya Risk yonetimi tedbir-
lerini etkileyebilecek bir bilgi mevcut oldugunda;
bir madde CLP Yonetmeligi'ne uygun olarak siniflan-
dirildiginda;

* REACH kapsaminda bir izin verildiginde veya izin tale-
bi reddedildiginde;

* REACH kapsaminda bir kisitlama uygulandiginda;

Givenlik bilgi formunun en kisa zamanda glincellenme-
si ve geriye donuk olarak gecmis 12 ay boyunca Grinu
tedarik etmis musterilere en kisa stirede iletilmesi gerek-
mektedir.

Bir REACH Kayit Numarasi Alindiginda REACH SDS Na-
sil Glncellenmelidir?

Kayit numarasi eklenir; bilinen (kayit dosyasinda ta-
nimh) kullanimlar ve énerilmeyen kullanimlar eklenir;
mevcutsa,her tirli risk yonetim tedbirini iceren maruzi-
yet senaryolari eklenir; guvenlik bilgi formunda yer alan
bilgi, ilgili madde igin Kimyasal Guvenlik Raporu’ndaki
bilgiyle, karisim icinse, bu karisim icin bir Kimyasal Gi-
venlik Degerlemesi (CSA) varsa bununla uyumlu olmali-
dir; DNEL (turetilmis etkisizlik seviyesi) ve PNEC (tahmin
edilen etkisizlik konsantrasyonu) mevcut ise verilmelidir.

Not: Bir guvenlik bilgi formu glncellendiginde, formun
"Revizyon (yeni dizenleme) tarihi” adi verilen en son ta-
rihli versiyonu tim musterilere saglanmalidir.

REACH Yonetmeligi'ne Gére Genisletilmis Gulvenlik
Bilgi Formu (E-SDS) Nedir?

Maruziyet Senaryolari (Kimyasal Guvenlik Raporu’ndan —
kayit dosyasinin bir bolimu), REACH kaydi tamamlandik-
tan sonra givenlik bilgi formuna eklenmelidir. Glncellen-
mis glivenlik bilgi formu “genisletiimis” gtvenlik bilgi for-
mu veya eSDS olarak anilir. ‘Maruziyet Senaryosu’, ope-
rasyonel sartlar ve risk yonetim tedbirlerini de icerecek
sekilde, maddenin hayat dongusi boyunca nasil Uretilip
kullanildigini ve Gretici veya ithalatginin, maddenin insan
sagligi ve cevreye maruziyetlerini nasil kontrol atinda tut-
tugunu veya alt kullanicilara kontroli hakkinda 6nerileri-
ni tanimlar.

Not 1: e-SDS, yalnizca yilda 10 tonun tizerinde satiimakta
olan ve tehlikeli olarak siniflandirilmis maddeler igin ge-
reklidir.

Not 2: Bir e-SDS, yizlerce sayfayi bulabilmektedir. Kendi-
lerine bir e-SDS ulastiginda musteriler, kendi 6zgin kul-
lanimlarina uygun maruziyet senaryosunu/ senaryolarini
tespit etmelidirler. Kendi kullanimlarinin kapsam icinde
olmamasi halinde kendi maruziyet senaryolarini olustur-
malari gerekecektir.

Note 2: An example of REACH SDS prepared by CIRS can
be found here.

SDS shall be updated a.s.a.p:

* Once a REACH registration number is acquired;
e For hazardous substance from 1 Dec 2010,
 For hazardous mixture from 1 Dec 2015;
e When new hazard information or information that
may affect the risk management measures becomes
available;

When a substance or mixture is classified according to
the CLP Regulation; Once an authorisation under REACH
is granted or refused,; Once a restriction under REACH
has been imposed.

Registration number shall be added; identified use(s)
and uses advised against shall be added, Exposure sce-
narios including any risk management measures shall be
added when available; The information in the SDS sho-
uld be consistent with the information in the chemical
safety report (CSR) for that substance, or a mixture if a
Chemical safety assessment (CSA) for the mixture is ava-
ilable; DNEL (derived no effect level) and PNEC (predic-
ted no effect concentration) shall be given when avai-
lable.

Note: When a SDS is updated, the new dated version of
the SDS, identified as ‘Revision: date’ shall be supplied
to all customers.

Exposure Scenarios (from Chemical Safety Report - one
part of registration dossier) shall be annexed to SDS after
REACH registration is completed. The updated SDS is cal-
led extended Safety Data Sheet or eSDS. ‘Exposure Sce-
nario’ means the set of conditions, including operational
conditions and risk management measures, that descri-
be how the substance is manufactured or used during
its life-cycle and how the manufacturer or importer cont-
rols, or recommends downstream users to control, expo-
sures of humans and the environment.

Note 1: e-SDS is only required for substances that are
sold in quantities of more than 10 tonnes per year and
are classified as hazardous.

Note 2: e-SDS could reach hundreds of pages. When cus-
tomers receive an eSDS, they will need to identify the re-
levant ES(s) for their own particular uses. If their uses are
not covered, they will need to develop their own ESs.

For Substances: In SDSs a “dual” classification in accor-
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Maddeler: 1 Aralik 2010 tarihinden itibaren hem DSD
hem de CLP'ye gére Guvenlik Bilgi Formlarinda “cifte” si-
niflandirilacak (dual classification); etiketleme ve amba-
lajlamalari ise sadece CLP nin yeni kriterleri uygulanacak-
tir.

Karisimlar: 1 Haziran 2015'e kadar DPD’ye gore siniflan-
dirilip, etiketlenebilecekler; bu zaman zarfinda “tercihen”
CLP uygulanmak istenirse, Guvenlik Bilgi Formlarinda cif-
te siniflandirma uygulanip, etiket ve ambalajlar sadece
CLP’ye uygun olacak.

1 Haziran 2015 tarihinden itibaren, hem maddeler hem
de kansimlar sadece CLP’ye gore siniflandirlacak, etiket-
lenecek ve ambalajlanacak.

Kisaltmalar

* Registration, Evaluation, Authorisation and Restricti-
on of Chemicals (REACH)

* GHS - Globally Harmonized System of Classification
and Labelling of Chemicals

¢ CLP - Guidance on classification, labelling and pac-
kaging

*  GHS - Kimyasallarin Siniflandirma ve Etiketlendirilme-
leri igin Global Uyum Sistemi

* CLP - Kimyasal madde ve Mustehzarlar icin Siniflan-
dirma, Etiketleme ve Paketleme Yonetmeligi

* *persistent, bioaccumulative and toxic (PBT), or very
persistent and very bioaccumulative (vPvB), substan-
ce of very high conern(SVHC).
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For Substances: In SDSs a “dual” classification in accor-
dance both with DSD and CLP has been taken part sin-
ce 1 December 2010 and labelling and packaging have
been in accordance with CLP only.

For Mixtures: The mixtures can be classified and label-
led in accordance with DSD until 1 June 2015, during
that time in case where CLP is required to apply “prefe-
rably”, a dual classification will be applied in SDSs when
labels and packages will only be in accordance with CLP
requirements

And finally, during 1 June 2015, both substances sand
mixtures will only be classified, labelled and packaged
according to CLP.

* Registration, Evaluation, Authorisation and Restricti-
on of Chemicals (REACH)

* GHS - Globally Harmonized System of Classification
and Labelling of Chemicals

* CLP - Guidance on classification, labelling and pac-
kaging

*  GHS - Kimyasallarin Siniflandirma ve Erfﬁ‘et!endf'rﬁme-
leri icin Global Uyum Sistemi :

* CLP - Kimyasal madde ve Mustahzarlar icin Siniflan-
dirma, Etiketleme ve Paketleme Yonetmeligi

* *persistent, bioaccumulative and toxic (PBT)@rvery
persistent and very bioaccumulative (vPvBjsSubstan-
ce of very high concern(SVHC).




