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KKDIK Uyumlu Guivenlik Bilgi Formu
Safety Data Sheet Compatible with KKDIK

Guvenlik Bilgi Formlari (GBF) kimyasal maddeler, ka-
nsimlar ve tasarlanmis kimyasal salinimi olan egyalar
icin hazirlanan, kimyasallarin fizikokimyasal, saghk
ve cevre zararliliklarini, bu zararlara karsi alinmasi
gereken onlemleri, resmi dizenlemeler ile cercevesi
belirlenmis belli bir disiplin ve kurallar bitlini iginde
aciklayan belgelerdir.

Turkiye'de kimyasallarin zararlari ve alinmasi gereken
Onlemlere dair GBF hazirlanmasi ile ilgili tarihceye
baktigimizda durum soyledir:

o jlk resmi diizenleme “11 Temmuz 1993 tarihli,
21634 sayili, Zararli Kimyasal Madde ve Uriinle-
rinin Kontrolii Yonetmeligi” olmustur. Bu yonet-
melik, farkindaligin saglanmasi bakimindan atilan
ilk adim olmasi sebebiyle kendine 6zel bir 6Gneme
sahiptir. Ancak endustri tarafindan uygulanmasi
noktasinda beklenilen seviyeye ulasamamistir.

e 26 Aralik 2008 Tarihinde yayimlanan “27092 sayili,
Tehlikeli Maddeler ve Miistahzarlara iliskin Guven-
lik Bilgi Formlarinin Hazirlanmasi ve Dagitiimasi
Hakkinda Yonetmelik”, GBF hazirlama yetkisini
akredite kurulustan sertifika almaya hak kazanan
kisilere vermesiyle birlikte hem GBF'lerin kalitesi
yUkselmis hem de farkindalik seviyesi yukselmistir.

e 13 Aralik 2014 tarihinde, “29204 sayili, Zarar-
I Maddeler ve Karsimlara iliskin Guvenlik Bilgi
Formlari Hakkinda Yoénetmelik” ile birlikte kimya
enduUstrisinin blyuk cogunlugu piyasaya sunmus
olduklar kimyasallara ait GBF hazirlanmasi gerekli-
liklerine hakim olmustur.

* GBF'lerin hazirlanmasi  hakkinda yayimlanan
“30105 sayili, KKDIK (Kimyasallarin Kaydi, Deger-
lendirmesi, izni ve Kisitlanmasi) Yonetmeliginin Ek-
2'si”, bu sureg icindeki en son basamak olmustur.
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Safety Data Sheet (SDS) is written for chemical sub-
stances, mixtures and designed for articles with
chemical release. Physicochemical, health and envi-
ronmental hazards of chemicals, the measures to be
taken against these damages, official requlations and
framework defined in a certain set of discipline and
documents are defined.

In Turkey, when we look at the history of the prepa-
ration of SDS on the hazardous of chemicals and the
precautions to be taken, the situation is as follows:

* The first regulation was "’ Regulation on Control
of Harmful Chemical Substances and Products,
21634 number and date of 11%. July 1993. This
regulation was important because this was first
step for awareness raising. However, this legisla-
tion was not achieved to expected limits for ap-
plied by industry.

e “Implementing Regulation on the Preparation
and Distribution of Safety Data Sheets No 27092
on Dangerous Substances and Preparations’ was
published in date of 26™. December 2008. Autho-
rization of prepare SDS was given from accredited
institution. Therefore, quality and awareness were
increased.

* The Regulation of Hazardous Substances and Mix-
tures, number of 29204 was published in date of
13t December 2014. Large majority from chemi-
cals industry was they fulfilled the SDS require-
ments for their chemicals to put on market.

e This was the last step in the process about the
write of SDSs was published as the Annex Il of
KKDIK (Registration, Evaluation, Authorization
and Restriction of Chemicals) number of (TC)
No.30105.
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KKDIK'in yayimlanmasi ile 29204 sayili Yénetmelige
uyumlu GBF'lerin 31 Aralik 2023 tarihine kadar di-
zenlenmesine izin verilmistir. Bu tarihten sonra 30105
saylll Yonetmelige (KKDIK) uyumlu GBF'ler hazirlamak
zorunlu olacaktir. Eger KKDIK'te belirtilen gerekli ko-
sullar saglanabiliyorsa, bu tarihten énce de KKDIK
uyumlu GBF’ler hazirlanabilecektir.

Bu noktada KKDIK uyumlu GBF ve gereklilikleri hakkin-
da bilgi vermek, yanlis bilinenleri diizeltmek isterim.

KKDIK Yonetmeligi, AB boélgesinde 2006 yilinda ya-
yimlanan, 1907 sayili REACH Tuzigu ile blyik oranda
esdeger olup, Turkiye'nin kendine 6zel resmi dizen-
lemesidir. EndUstride “Turk REACH” olarak da tanim-
lanmaktadir. Yonetmelikte gecen tarifiyle bu Yonetme-
ligin amaci; insan sagligi ve gevrenin ylksek diizeyde
korunmasini saglamak, maddelerin zararlarinin deger-
lendirilmesine yonelik alternatif yontemleri 6zendir-
mek, rekabeti ve yeniligi artirmak Gzere kimyasallarin
kaydi, degerlendirilmesi, izni ve kisitlanmasina iliskin
idari ve teknik usul ve esaslari diizenlemektir.

KKDIK toplamda 18 ekten olusmakta ve Ek-2 GBF'lerin
hazirlanmasi hakkindaki hikamleri igermektedir. Ek-2
hakkinda bahsetmeden 6énce KKDIK hakkinda bazi
onemli noktalar belirtmek gerekmektedir.

Bunlar;

1. 31.12.2020 tarihine kadar 1 ton veya tzeri miktar-
da Turkiye'de Uretilen veya Turkiye'ye ithal edilen
maddeler icin Cevre ve Sehircilik Bakanligi'na 6n-
kayit yapilacaktir.

2. 1.1.2021- 31.12.2023 tarihleri arasinda 6n ka-
yit yapilan maddeler igin kayit stireci olacaktir.
31.12.2023 tarihinden sonra bir madde 1 tonu
askin olarak Uretilecek veya ithal edilecek ise kayit
ettiriimeden piyasaya surllemeyecektir.

3. On kayit yapilan maddeler icin 1.1.2021 itibariy-
le Kimyasal Guvenlik Raporu hazirlanmaya bas-
lanacaktir. Kimyasal Guvenlik Raporu (KGR) ayni
zamanda KKDIK uyumlu GBF hazirlanabilmesini
saglayan bir unsurdur. KGR olmadan KKDIiK uyum-
lu GBF hazirlanabilmesi teknik olarak mimkin
degildir. Bu sebeple, Guvenlik Bilgi Formlarinin
31.12.2023 tarihinden sonra KKDIK Yénetmeligine
gore hazirlanmasi zorunlu olacaktir.

4. Kisitlamalara dair olan EK 17’ye iliskin hiktmleri
ise detaylan yonetmelikte verildigi Gzere ilgili mad-
deleri sirasiyla yayimindan 6 ay sonra (31/12/2017),
31/12/2018, 31/12/2019, 31/12/2021 tarihlerinde
yurarlige girmis olacaktir.

The SDS which is written according to regulation of
29204 that will be valid until the date of 31 De-
cember 2023. After this date, it will be obligatory
to write of SDSs in compliance with Regulation (TC)
No 30105. If necessary, conditions can be fulfilled in
the KKDIK, KKDIK compliant SDSs can be prepared
before this date.

At this point, | would like to inform about the com-
patible SDS with KKDIK and its requirements and to
correct the wrong known.

KKDIK regulation is substantially equivalent with the
REACH regulation No.1907 which is published in
2006 in the EU region. It is also defined as “Turkish
REACH" in chemical industry. The purpose of this By-
law is to ensure a high level of protection of human
health and the environment, including the promo-
tion of alternative methods for assessment of haz-
ards of substances while enhancing competitiveness
and innovation.

The KKDIK Regulation consists of 18 annexes in total
and Annex-2 includes the provisions on the prepa-
ration of SDSs. Before mentioning about Annex-2,
some important points about KKDIK should be men-
tioned.

These;

1. Pre-registration for substances that manufac-
tured in Turkey or imported into Turkey in the
amount of 1 tonne or over must be done until
31.12.2020.

2. The registration will be done between 1.1.2021
and 31.12.2023 for pre-registered substances
over 1 tonne cannot be place on the market
without registration after 31.12.2023.

3. For the substances that have been pre-regis-
tered, Chemical Safety Report will be started to
prepare as of 1.1.2021. The Chemical Safety Re-
port (CSR) is also a factor that enables the prepa-
ration of a KKDIK compliant SDS. It is not techni-
cally possible to prepare KKDIK compliant SDS
without CSR. For this reason, it will be obligatory
to prepare the Safety Data Sheets in accordance
with the Regulation of KKDIK as of 31.12.2023.

4. The provisions of Annex 17 will come into force
6 months later (31/12/2017) after its publi-
cation respectively 31/12/2018, 31/12/2019,
31/12/2021, 31/12/2022 as detailed in the regu-
lation.
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Bir GBF'nin KKDIK uyumlu olabilmesi icin asagidaki
kosullari sagliyor olmasi gerekir.

1. GBF bir Kimyasal Degerlendirme Uzmani ( KDU)
Tarafindan Hazirlanmalidir

Yoénetmelik hikimleri uyarinca ve konulari Ek-18'de
belirtilen bashklardan olusan toplam 64 saat egitim
alma sarti bulunan Kimyasal Degerleme Uzmanlari,
bu egitimleri bakanlik onayli kuruluslardan almak zo-
rundadir. Ardindan TURKAK tarafindan (TS EN) 1SO/
IEC 17024 standardina gore akredite olmus kurulus-
larin sinavlarina girerek 70 veya Uzeri puan almalan
durumunda Kimyasal Degerlendirme Uzmani Yeterli-
lik Belgesi almaya hak kazanacaklardir.

Sadece bir KDU, Kimyasal Glvenlik Raporu hazirla-
ma yetkisine sahiptir. Ayni zamanda sadece bir KDU,
KKDIK uyumlu GBF hazirlayabilir.

2. Kimyasal Guvenlik Raporuna Sahip Olmasi Ge-
rekir

30105 sayili KKDIK Yénetmeliginin GBF'ler hakkin-
daki eki Ek-2, Madde 0.1.2. soyle aciklar; Guvenlik
Bilgi Formu’nda verilen bilgiler Kimyasal Guvenlik
Raporu’nda verilen bilgilerle tutarlilk icinde olur.
Kimyasal Guvenlik Raporu’nun tamamlanmis oldugu
durumlarda, ilgili maruz kalma senaryosu, Guvenlik
Bilgi Formu’nun ekine konulur.

Madde GBF'lerinin KKDIK uyumlu olabilmesi icin
KGR'ye sahip olmasi gerekirken, karisim GBF'lerinde
ise kansimin zararl olarak siniflandiriimasina etki
eden maddelerin bir KGR'ye sahip olmasi beklenir. Bu
durum GBF'lerin bashk “15.2 Kimyasal Guvenlik De-
gerlendirmesi” altinda belirtilir. KGR'lerin 1.1.2021 ta-
rihi itibariyle olusturulmaya baslanacagi dustnulecek
olursa, 2022 yilindan sonra KKDIK uyumlu GBF'lerin
hazirlanmasi takvimsel olarak mimkin olabilir.

3. Maddenin KKDIK Kayit Numarasi Olmalidir
KKDIK uyumlu madde GBF'sinin baslk 1.1'i altinda
kayit numarasi, karisim GBF'sinde ise igindeki bile-
senlerden KKDIK kayit kosulunu saglayanlarin kayit
numaralarinin GBF baslik 3.2 altinda belirtilmesi ge-
rekmektedir.

Kimyasal Guvenlik Raporu

Kimyasal Giivenlik Raporu, KKDIK kayit siirecinin bir
sonucu olarak olusturulan bir belge olup, kayit etti-
renin maruz kalma senaryolar aracihgiyla kimyasalla-
rin tim kullanicilarina bilgi sagladigi temel kaynaktir.

Aralik / December - Ocak / January 2019

SDS should meet the following conditions to be com-
pliant with KKDIK (Turkish REACH) regulation.

1.SDS Should be Prepared by a Chemical Assess-
ment Specialist

Chemical Assessment Specialists which attend a total
of 64 hours of training in accordance with the provi-
sions of the KKDIK Regulation and headlines specified
in Annex 18, must take this training from ministerial
approved institutions. After sit for the examinations
of the institutions that are accredited by TURKAK as
per the (TS EN) ISO / IEC 17024 standard, they will be
eligible to receive a Certificate of Proficiency by pass-
ing the exam with a grade of 70 or more.

Only a Chemical Assessment Specialist is authorized
to prepare a Chemical Safety Assessment. Also, only
a Chemical Assessment Specialist can be writing a
SDS which is compliant with KKDIK (Turkish REACH).

2. Chemical Safety Assessment Must be Available.
Annex-2 of the KKDIK Regulation with No. 30105
on attachment about GBFs, Article 0.1.2. explains as
following,; The information given in the Safety Data
Sheet is consistent with the information provided in
the Chemical Safety Report. When the Chemical Safe-
ty Report has been completed, the relevant exposure
scenario will be attached to the Safety Data Sheet.

Chemical Safety Assessment of substance must be
available for compliant with KKDIK, also Chemical
Safety Assessment of the substance which effect the
classification of the mixture is expected to be avail-
able in mixture SDS. This situation is specified under
the headlines “15.2. Chemical Safety Assessment”.
It is possible according to calendar to prepare SDS
which is compliant with KKDIK after 2022, when it is
take into consideration that Chemical Safety Assess-
ments to be prepared as the date of 1.1.2021.

3. Substance Must Have Registration Number
Registration number should be specified under title
1.1 for KKDIK compliant SDS for substance and it
should be specified under title 3.2 for the substances
which fulfill the requirement of KKDIK registration
conditions in the mixture.

Chemical Safety Report

The Chemical Safety Report is a document that cre-
ated as a result of the KKDIK registration process and
the primary source for the registrant to provide in-
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Ayni zamanda madde degerlendirmesi, izni ve kisit-
lama dahil olmak tzere diger KKDIK stregleri icin bir
temel olusturur.

Kimyasal Glvenlik Degerlendirmesi, belirli bir operas-
yonel kosul ve risk yonetimi 6nlemleri uygulandigin-
da, bir maddeye maruz kalmadan kaynaklanan risk-
lerin imalat ve kullanim sirasinda kontrol edildigini
gOstermektedir. Bir maddenin bu kullanim kosullari
Kimyasal Guvenlik Raporu’nun 6nemli bir bileseni
olan maruz kalma senaryosunu olusturur.

Kimyasal Gulvenlik Raporu, tiim kisimlarinda tek ba-
sina bir belge olarak kolayca anlasilabilir olmal ve
kimyasal guvenlik degerlendirmesiyle ilgili tim bil-
gileri icermelidir. Zararlilik ve maruz kalma degerlen-
dirmelerinde uygulanan ilkeler, yapilan varsayimlar
ve cikarlan sonuclar seffaf, gtvenilir olmali ve dogru
belgelendirilmelidir.

Kayit dosyasinda sunulmasi gereken Kimyasal Gliven-
lik Raporu’nun, Ek-1'de belirtilen formatta olmasi ge-
rekmektedir.

Kaydettiren basina yillik 10 ton ve Gzeri miktarlarda
olan ve KKDIK Yénetmeligi uyarinca kayda tabi olan
tim maddeler icin bir kimyasal glvenlik degerlendir-
mesi yapilir ve bir Kimyasal Guvenlik Raporu hazirla-
nir. Kimyasal Glvenlik Raporu, kendi halinde, karisim
icinde ya da esya icinde her madde veya madde gru-
bu icin yonetmeligin ilgili maddelerinde ve Ek-1'de
belirtildigi gibi hazirlanan kimyasal guvenlik deger-
lendirmesini igerir.

Kimyasal Guvenlik Degerlendirmesi yapmasi gereken
herhangi bir aktor, Guvenlik Bilgi Formu'ndaki bilgile-
rin bu degerlendirmedeki bilgiler ile tutarlilik igerisin-
de olmasini saglar. Gulvenlik Bilgi Formu bir karisim
icin hazirlanmis ve tedarik zincirindeki aktor, s6z ko-
nusu karisim icin bir Kimyasal Guvenlik Degerlendir-
mesi yapmissa; karisimin, Guvenlik Bilgi Formu’nun
karisim icindeki her bir kimyasal maddenin Kimyasal
Guvenlik Raporu yerine, yalnizca karisimin kendi Kim-
yasal Guvenlik Raporu ile tutarlilik iginde olmasi ye-
terlidir.

Maruz Kalma Senaryosu

Yonetmelikte belirtilen tanimi ile; “insanin ve cevre-
nin maddeye maruz kalmasini kontrol altina almak
icin, maddenin tek bir belirli stireci ya da kullanimini
veya birkag suireci ya da kullanimini kapsayabilen ima-

formation to all users of chemicals through Exposure
Scenarios. It also provides a basis for other KKDIK
processes including substance assessment, authori-
zation and restriction.

The Chemical Safety Assessment shows that when a
specific operational condition and risk management
measures are implemented, risks arising from expo-
sure to a substance are controlled during manufac-
ture and use. These terms of use of a substance con-
stitute the exposure scenario which is an important
component of The Chemical Safety Report.

The Chemical Safety Report should be easily under-
stood as a stand-alone document in all its parts and
should contain all relevant information on the chemi-
cal safety assessment. Principles applied in the as-
sessment of hazard and exposure, assumptions, and
extracted results should be transparent, reliable and
documented as correctly.

The Chemical Safety Report to be submitted in the
registration dossier must be in the format which
specified in Annex-1.

A Chemical Safety Assessment shall be carried out for
all substances subject to registration in accordance
with the KKDIK regulation, in quantities of 10 tonnes
or more per registrant per year and a Chemical Safety
Report is prepared. The Chemical Safety Report shall
contain a Chemical Safety Assessment for its own
form, in the mixture or in articles for each substance
or group of substances which should be preapred in
the relevant articles of the regulation and as specified
in Annex-1.

Any actor who should be made a Chemical Safety As-
sessment, ensures that the information in the Safety
Data Sheet is consistent with the information con-
tained in this assessment. If the Safety Data Sheet
was prepared for a mixture and the actor in the sup-
ply chain made a Chemical Safety Assessment for the
mixture, it is sufficient that the Safety Data Sheet is
consistent with the Chemical Safety Report of the
mixture rather than the Chemical Safety Report of
each chemical substance in the mixture.

Exposure Scenario

Definition in the regulation is “The set of conditions,
including operational conditions and risk manage-
ment measures, that describe how the substance is
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latcl veya ithalat¢inin maddenin imal edilisini ya da
yasam-donglsi boyunca kullanimini tanimlayan ve
maruz kalma kontrollerini ya da alt kullanicillara ma-
ruz kalma kontrolleri konusunda tavsiyelerini acikla-
yan, isletim kosullar ve risk yonetimi énlemleri dahil,
kosullar battnaduar”.

Kaydettiren basina yillik 10 ton ve lzeri miktarlarda
olan, zararl siniflandirmaya sahip ve KKDIK Yénetme-
ligi uyarinca kayda tabi olan tim maddeler icin hazir-
lanan Kimyasal Guvenlik Raporu, ayrica maruz kalma
senaryosu da icermek zorundadir.

g-GBF (Genisletilmis Guvenlik Bilgi Formu)

Maruz kalma senaryosu iceren GBF'ler, g-GBF olarak

isimlendirilmektedir. Guvenlik Bilgi Formu'nun ana

gOvdesine eklenerek olusturulur. Maruz kalma se-

naryosunun formati KKDiK'de tanimlanmamistir. Bu

durum, tedarikginin bilgileri farkh sekillerde sunabi-

lecegi anlamina gelse bile ECHA (Avrupa Kimyasallar

Ajansi) ve paydaslari, kullanilan dizeni ve kullanilan

ifadeleri uyumlu hale getirmek icin calisma yapmislar

ve asagidaki dort bolimu iceren maruz kalma senar-

yosu icin bir format énermislerdir:

e Baslik bolum,

*  Maruz kalmayi etkileyen kullanim sartlari,

¢ Maruz kalma tahmini,

e Alt kullanicllara kullanimlarinin maruz kalma se-
naryosu sinirlari icinde olup olmadigini degerlen-
dirmek icin rehber.

Maruz kalma senaryosu sadece madde GBF'lerinde
degil, kansim GBF'lerinde de olmasi gerekmektedir.
Bazi sektor kuruluslari, SUMI (Safe Use of Mixtures
Information/Karisim Bilgilerinin  Guivenli  Kullanimi)
olarak adlandirilan, kabul edilmis bir formati kullana-
rak, ortak GrGn turleri icin bilginin gtvenli kullanimini
gelistirebilirler. Formulatorler, Grinleri ve kullanimlari
icin uygun SUMI'leri secebilir ve bunlari Guvenlik Bilgi
Formu’na ek olarak saglayabilirler.

CRAD, KDU egitimleri vermek Gizere Bakanhk'tan yetki
almis ilk egitim kurulusudur. Konusunda uzman egit-
menleriyle KDU egitimleri vermektedir. Ayni zamanda
KDU sertifikasina sahip ekibiyle KKDIK uyumu icin ge-
rekli tim hizmetleri kimya endustrisine sunabilmek-
tedir.

Kaynaklar

e 30105 sayili, Kimyasallarin Kaydi, Degerlendiril-
mesi, izni Ve Kisitlanmasi Hakkinda Yénetmelik
ve ekleri.

* ECHA web sayfasi, gtncel yayinlar.
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manufactured or used during its life-cycle and how
the manufacturer or importer controls, or recom-
mends downstream users to control, exposures of
humans and the environment. These exposure sce-
narios may cover one specific process or use or sev-
eral processes or uses as appropriate.”

The Chemical Safety Report must also include an ex-
posure scenario for per registrant all substances of
10 tonnes or more per year, with a hazard classifi-
cation and which must be registered in accordance
with the KKDIK Regulation.

SDS (Extended Safety Data Sheet)

The SDS containing the Exposure Scenario is named

e-SDS. It is created by adding it to the main body of

the Safety Data Sheet. The format of the exposure

scenario is not defined in the KKDIK Regulation. Even

if this means that the supplier can present informa-

tion in different ways, the ECHA (European Chemicals

Agency) and its stakeholders have worked to harmo-

nize the layout and the expressions used, and have

proposed a format for the exposure scenario, which

includes the following four chapters:

e Title,

e Term of use affecting exposure,

e Exposure estimation,

* Q@uide to assess whether their use is within the
limits of the exposure scenario for downstream
users.

Exposure Scenarios will be present in the SDS of mix-
ture, not only in SDSs of substance. Some sector or-
ganizations can improve the safe use of information
for common product types, using an accepted format
called SUMI (Safe Use of Mixtures Information). For-
mulators can select the appropriate SUMIs for their
products and their uses and provide them in addition
to the Safety Data Sheet.

CRAD is the first training institution authorized by
the ministry to provide trainings for CSA(Chemical
Safety Advisor). CRAD, provides CSA training with its
expert trainers. At the same time, with its CSA certi-
fied team, it is able to offer all necessary services to
the chemical industry for adapt with KKDIK.
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