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« The Regulation on Chemicals Registration, Evaluation,
Authorisation and Restriction (KKDIK) prepared by the Ministry
of Environment and Urban Planning (MoEU) was published in the
Official Gazette on 23th of June 2017.

« The Regulation will enter into force on December 234, 2017,
six months after its publication, except the provisions for which
a transitional period is granted.
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Regulations Revoked by KKDIK:
~ Regulaon  DateofRevocation

The Regulation on Inventory and Control of 23.06.2017
Chemicals “KEK” (dated as 26t of December,
2008 and numbered as 27092)

The Regulation on the Restriction and 23.12.2017
Prohibition of Hazardous Substances and
Mixtures (dated as 26t" of December, 2008 and

numbered as 27092)

The Regulation on Preparation and Issue of 31.12.2023
Safety Data Sheets for Dangerous Substances

and Preparations “GBF Regulation” (dated as

13th of December, 2014 and numbered as

29204)
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« Unlike REACH, the chemical safety report must be signed by a
Chemical Safety Expert with the necessary qualifications as
detailed in Annex-18 of KKDIK.

* |t is stated that this practice is implemented due to the

problems experienced in REACH implementation in Europe.
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For an international company exporting their chemical products to
Turkey there are three main options to choose from:

A. Firstly, regulatory compliance with these new regulations may be
left to the Turkish importers but that requires that the importers
are provided with detailed, potentially confidential business
information necessary for compliance

B. Alternatively, the exporter may appoint their Turkish subsidiary as
representative to comply with the regulations (The expert work
can be outsourced from a reliable service provider)

C. Finally, the work can be outsourced directly by naming as
representative a professional service provider operating in Turkey
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Chemical Control Reform: KKDIK
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Harmonisation of Turkish Chemicals Regulations
with EU REACH&CLP Expected By 2023

It is in force till 315t
of December 2023.
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Continuous Work to Maintain Compliance:
The Nature of Activities Before/After Registration

Dossier Updates & Authorisation Enforcement /
New Registrations Applications Inspections
Keeping
Specialty Chemicals Magazine

Evaluations,
Supply Chain
Communication
Tim Becker, Chief REACH Officer / REACHLaw

Compliance Checks
www.reachlaw.fi REACPHLAW

. Other Turkish
Legal issues .
regulations

Adapted from ”Managing the Patchwork”



« KKDIK stands for Kimyasallarin Kaydi, Degerlendirilmesi, izni ve
Kisitlanmasi which translates into Chemicals Registration,
Evaluation, Authorisation and Restriction i.e. REACH

« SEA stands for Maddelerin Ve Karisimlarin Siniflandirilmasi,
Etiketlenmesi Ve Ambalajlanmasi Yonetmeligi which translates
into Regulation on Classification, Labelling and Packaging of
Dangerous Substances and Preparations i.e. CLP

« GBF stands for Zararli Maddeler ve Karisimlara iliskin Giivenlik
Bilgi Formlar1 Hakkinda Yonetmelik which translates into
Regulation on Preparation and Issue of Safety Data Sheets for
Dangerous Substances and Preparations i.e. SDS

» SEA classification and labelling regulation implemented two years
before KKDIK, whereas in the EU REACH came first
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KKDIK Pre-SIEF (On-MBDF)

« All registrants must register the substance’s identity and its role in the
supply chain through the Chemical Registry System on the web page of the
MoEU from on-MBDF section by the date of 315t of December, 2020.

« Companies that have done Classification-Inventory Notification (SEA) will be
able to move this information to the on-MBDF entry screen.

* The registration process will begin after the on-MBDF period lasting until
315t of December 2020 and will be completed by 315t of December 2023 for
all chemical substances above 1 tonne.
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KKDIK Registrations

» All substances manufactured or imported in its own form or in a mixture of
1 tonne or more per year before 315t of December, 2023 must be registered
at the latest by the date of 315t of December, 2023.

* The registration process is carried out by submitting a registration dossier
including specific information (test data and etc.) to the MoEU for the raw
materials placed in Turkish market and subject to registration by the
regulation.
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Present Chemicals Regulatory Obligations

KKDIK Deadlines

Pre-registration (6n-MBDF) until 31.12.2020 — the application system is

open NoOw.

Restrictions It will enter into force in 5 different dates.
(Article 66)

Authorisation Date will be determined for each substance
separately once the addition is completed to
the Annex 14.
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GBF - Safety Data Sheets

« The Regulation on Preparation and Issue of Safety Data Sheets for
Hazardous Substances and Preparations (Zararli Maddeler ve Karisimlara
iliskin Guvenlik Bilgi Formlar1 Hakkinda Yonetmelik “GBF”) of December
13, 2014 requires companies to prepare compliant SDS in Turkish language
by a certified expert (in Turkey) and submitted to the MoEU.

« Validated and certified Turkish SDS needs to be submitted to the MoEU
and a copy is provided to the customer.
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Labels

» In accordance with The Regulation on Classification, Labelling and
Packaging (Maddelerin Ve Kanisimlarin Siniflandirnlmasi, Etiketlenmesi Ve
Ambalajlanmasi Yonetmeligi “SEA”) of December 11, 2013 requires that
labels of hazardous substances and mixtures have to be harmonized with

the regulation.
« Submission of labels is not required to the MoE.
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« Repeals and replaces KEK, the Inventory and Control Regulation (Art. 64(1b))
* Min. of Env. and Urb. (MEU) named as Competent Authority (Art. 4(00))
* Pre-registration by 31 Dec 2020 and registration by 31 Dec 2023 (Trans. Art. 2(1))
« No Data, No Market (Art. 6)
« General obligation to register substances over 1 tonne per year (Art. 7)
— Polymers excluded (2(7)a), but not monomers in polymers (Art. 7(3))
* CL-substances in articles >1 tonne/annum, >0,1% w/w, notification to MEU (Art.8.2)
« Only Representative, natural or legal person resident in Turkey (Art. 9)
 REACH-type full registration dossier required (Art. 11)
* New testing according to GLP (Art 14(4))
« Data sharing in MBDFs (SIEFs) (Art. 25)
« Dossier evaluations and compliance checks (Art. 36-37) carried out
« Substance evaluations (Art. 40) based on a risk-based approach
« Authorisation process for CRM and PBT, vPvB- substances (Art. 47-49)
« Authorisations granted for limited time upon application (Art. 50-54)
« Restriction process for substances presenting an unacceptable risk (Art. 57-58)
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« The Regulation on the Restriction and Prohibition of Hazardous
Substances and Mixtures, published in the Official Gazette and
dated as 26t" of December, 2008 and numbered as 27092, already
transferred some REACH restrictions to the domestic legislation.

« With the entering into force of the KKDIK Regulation, the number
of list of restriction increased to 66 certain lines (entries) will
enter into force at the end of the specified transition periods, but
the ones not having specific date will start to be applied once the
Regulation enters into force.

» Restrictions restrict or completely prohibit the use of certain
chemical substances on the market and / or the application of the
certain chemical substance in the market.
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» Hazardous substances carried specific criteria will be subject to
the permission if they are included on the List of Substances
Requiring Authorisation.

« Substances nominated to be listed will be determined by the MoEU
in accordance with the REACH Regulation and will be published on
the website of the MoEU.

» The materials listed shall not be supplied or used in the market
unless the authorization is received within the period of time
specified by the manufacturer, importer or downstream user.
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» Prices shall be specified on the unit price list to be published every year
on the internet page of MoEU.

« Within the scope of the KKDIK, discounts will apply to SME companies for
the fees that changes by depending on tonnage band and size of the
companies.
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« Joint registration cost of will be determined according to mutually
agreed cost sharing principles among the companies. This cost will be
determined for the MBDF and is an additional cost, independent from
the application cost to the MoEU.

« Keeping some information confidential during registration process is
possible, but may require payment of additional fees.

« The requirement of having an Only representative for companies that do
not have legal entities in Turkey is also an additional (separate) cost that
needs to be taken into consideration.
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1. Has a in place, which clearly sets out parties’ responsibilities
2. Submits

his client’s substances once KKDIK takes effect

Is available and responds duly to

Keeps available

Keeps available information on importers and volumes
Determines the to this end
Monitors

10. Complies with , €.g. dossier and SDS
updates...

11. Has the required to
fulfil its duties and compliance management systems in place
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« Classification and labelling inventory notifications (Art. 40-43, Annex 8)

— Hazardous substances on their own or in mixtures either on their own or in a mixture
above the concentration limits specified in SEA Annex 2, which results in the classification
of the mixture as hazardous must be notified (Art- 40(1)b)

— Notification obligation applies to the Annex 8 list (Art. 40(1)a):
» Substance or mixture produced or imported one tonne or more per year per producer,
» Substances intended to be released one tonne per year per goods producer or
importer,

» Substances present as monomer material or chemically bound in the polymer at a
rate of 2% (w/w), and present in an amount of one tonne per year or more per
producer or importer and,

« Substances that are found in goods in an amount of one ton or more per goods
producer or importer, and with a concentration (w/w) of over 0.1 % in the goods;

— Classified as category 1A, 1B (CMR category 1A, 1B) as carcinogenic, mutagenic,
or toxic to the reproductive system, or

— Persistent, bioaccumulative or toxic (PBT) , or
— Very persistent, very bioaccumulative (vPvB) features, or
— Endocrine disrupting (ED) features.
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Within one month of market entry

Previous deadlines:

1st June 2015 for classification and labelling of
substances (T. Art. 1)

1st June 2016 for classification and labelling of mixtures
(T. Art. 1)

1st June 2015 for C&L inventory notifications for goods
placed on the market before 1st June 2015 (Art.1) and
then within one month after the substance has been
placed on the market (Art. 52(a))
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« Manufacturers or importers or manufacturer or importer groups supplying
substances to the market and Representatives of Non-Turkish Companies may
submit (Art. 41)

* Information to be submitted (Art. 41) :
— Name, address, telephone number, fax number and e-mail address.
— Name of contact person
— Place of manufacture.
— Substance identity
— Substance classification

— Information and justification must be provided when a substance cannot be classified as
belonging to hazard classes or differentiations, due to lack or inconclusive

— If appropriate, the specific concentration limit values and M-factors
— Hazard phrases for the substance together with labeling
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« All fields need to be filled in for notification to pass completeness check:
— Company Information
— Facility Information
— Reference Material Information
— Classification and Labelling Information
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C&L Notification in Practice Using KKS IT-Tool

It comprises of two steps application:

on-MBDF (Pre-SIEF)

 Registration of basic information of the substance (e.g.
name, CAS and EC No)

Substance Management

« Classification and Labelling Registration
» Registration of the manufacturer and OR information
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[13/12/2014-29204 - sayili resmi gazete]

« GBF provisions are still valid until 315t of December 2023.

« But safety data sheets may be prepared in accordance with the provisions
set out in the KDDIK from 23 of December, 2017, depending on the

company. (Provisional Article 2)
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Requires:

» Detailed information about properties of hazardous substances and mixtures

* Precautions with respect hazardous properties of mixtures and substances

* Required information to protect human health and environment from negative

properties of mixtures and substances

is to be;

* Provided by supplier of substances/mixtures

* Free of charge

* In Turkish

» Authored by a person with the necessary certification

* One copy of SDS submitted to MOEUP via http://online.cevre.gov.tr/
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Yazilim Portalr|(;evre Bilgi' Sistemi

Duyurular

Cevre Bilgi Sisteminin (onfine.cevre.gov.tr) yenileme calsmalan tamamlanmak ilizere olup,
Firma ve Tesis(sube) bilgileri Maliye Bakanhg: sistemlerinden alinacaktir. Bu kapsamda Firma
ve tesis (sube) bilgilerinde eksiklik olanlarin ya da tesis (sube) kaydi olmayanlarin ivedilikle
Maliye Bakanhgma basvuruda bulunarak bilgilerini gunoelemesl gerekmektedir.

Atk Ambalaj Uygulamasina girisler atikambalaj.cevre.gov.tr adresinden yapilacaktir. Bilgi icin
(D 312) 586 30 64 - 65 nolu telefonlan araymiz.

Atk Beyan Uygulamasinda yasanan sorunlar icin (0 312) 410 17 - 24 - 94- 75 nolu telefonlan
arayabilirsiniz

iizin Lisans Uygulamasina girigler izinlisans.cevre.gov.tr adresinden yapilacaktir.
Destek icin izinfisans@csb.gov.tr adresi veya (0 312) 410 10 00 nolu telefonu arayiniz.

Cevre Bilgi Sistemi ve Amaacl

isletme ve Tesis Kayit islemleri

Firma/ isletme Yeni Tesis Ekleme

izle giriniz!
Sisteme i sorun yasayanlar fbs@cevre.gov.tr adresine ‘Kullama Adr','Vergi No' ile sorunlarim zetleyen bir mail atarak yardim alabilirler.
Yardim Masasi ::312] 285 71 73 numarah tefondan dahili 2405, 2406 destek verilmektedir.
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« Chemical Expert trained and certified by Turkish Certification Bodies

» GBF Preparation Expert trained and certified by Turkish Certification
Bodies

» GBF regulation is to be followed until 31st of December 2023.
Therefore, the certificate of GBF Preparation Experts is still valid till
2023 (to be renewed periodically).
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The Certification Process is organised by

Turkak (Turkish Accreditation Agency)
(Article 7)

Training in Turkey organised by a Turkak
accredited Certification Bodies (Art. 7)

Examination for Candidates at the end
of course (Art. 8)

Qualification Certificate is provided to
the Candidate if the Examination is
passed (Art. 9)

Certificate is valid for 3 years, must be
renewed periodically (Art. 9)
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Turkish Certification Bodies Accredited by Turkak
- Training and Examinations in Turkish only

TURKISH ACCREDITATION AGENCY

symbol £ | B corea

Accreditation Symbol

TURKAK provides Accreditation Symbol for the Accredited Bodies to be used in the output documents to be issued for the
accredited services. The terms and conditions for the use of accreditation symbol for the accredited conformity assessment body

for promotional purposes etc are described in the TURKAK Guideline given below

editation Symbol contains information about the accreditation field, accreditation standard and unique number of the
B, the accreditation number

eline R10-06 "Terms and conditions of TURKAK Accreditation Symbol/Mark for the accredited bodies and its clients”

TURKAK Accreditation Symbol

C

| TURKA(R

| )

Accreditation Field
| Standard Nr
Accreditation Nr

|
|
|
| =
|
l
I
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GBF Legal Requirements

*  SDS must be prepared according to the Annex | format (Art. 5.5)
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1 Madde/Karisimin ve Sirket/ Is |dentification of the
Sahibinin Tanimi Substance/Mixture and of the
Compant Undertaking

2 Zararhlik Tanimlamasi Hazards Identification
3 Bilesimi / icerigi Hakkinda Bilgi Composition/Information or
Ingredients

4 Ik Yardim Onlemleri First Aid Measures

5 Yanginla Miicadele Onlemlers Firefighting Measures

6 Kaza Sonucu Yayilma Onlemleri  Accidental Release Measures

7 Kullanma ve Depolama Handling and Storage

8 Maruziyet Kontrolleri/ Kigisel Exposure Controls/Personal
Koruma Protection
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Titles of SDS Sections

# of Name of the section-GBF Name of the section-SDS (EU

Sectio | (SEA) REACH)

ns

9 Fiziksel ve Kimyasal Ozellikler Physical and Chemical Properties
10 Kararlilik ve Tepkime Stability and Reactivity

11 Toksikoloji Bilgisi Toxicological Information

12 Ekolojik Bilgi Ecological Information

13 Bertaraf Bilgileri Disposal Considerations

14 Tasimacilik Transport Information

15 Mevzuat Bilgisi Regulatory Information

16 Diger Bilgiler Other Information
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« Address of supplier is provided in Section 1.3. In this section, supplier needs to be
company located in Turkey.

« Every importer in Turkey is a Supplier for that chemical according to Turkish

Regulations. Therefore, importer’s adress should be provided in section 1.3.

« If there is more than one importer in Turkey and there is no main supplier company

located in Turkey, same SDS requires to be reproduced for every single importer.
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Information of author should be given in section 16 (Other Information).
«  Name & Surname of the preparer

«  Contact information

«  Certificate number

. Name of institution where the author has been trained
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« SDS has to be prepared in Turkish (Art. 5.4)

* None of the sections is to be left blank. If there is missing information or
it is insufficient for the purpose, ‘uygulamasi yok (not applicable)’, ‘bilgi
yoktur (no information available)’ and ‘ozel hukim yok (no special
provisions)’ can be used (Art 5.9)

* An electronic copy of SDS is to be submitted to the Ministry of
Environment and Urban Planning (Art 5.14)

« On each page of SDS, total page number and current page number must be
provided (Art 5.7)
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« If there are more than one pages in the SDS, all information included in section 1
must be placed at the header of each page (Art. 5.6)

Preparation
date
iKiNCi BOLUM .
R New version date
JUVENLIK BILGI FORMU FORMATI
Regulation name L % Q‘ Version number
GUVENLIK BiLGi FORMU
Formun diizenlenmesinde kullanlan mevzuat ‘ P b
age numpoer
Form number Madde/Karisim adi; g
Hazirlama Tarihi:
Yeni Diizenleme Tarihi:
Kaginci Diizenleme Oldugu:
Form No: X Sayfa No: 1/2 \
||
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 Wrong section names
« Inappropriate or totally meaningless translations

«  "Bu madde hizla hidroliz icsel ekotoksikolojik dzellikleri en kritik ayrisma Uriin,
izopropil alkol ile ilgili oldugu icin.« - Translates into: This substance is rapidly
hydrolyzed ecotoxicological properties of the critical internal decomposition
products to be related to isopropyl alcohol - This is totally meaningless in both
languages, it is not even a sentence.

« Wrong or outdated format for SDS is used
« Hazard classes should be provided in Turkish

* In section 15, regulatory information needs to be given. A common mistake is that
CLP and REACH are mentioned. It is important to indicate that the SDS is prepared
according to Turkish regulations. The regulations should be given in these section.
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«  The commercially available SDS authoring software cannot handle Turkish SDSs

« SEA (Turkish CLP) classifications remain in English or in incomprehensible
Turkish

« Usually only standard phrases are translated by the authoring software
« Section names are usually translated wrong or not at all

« Having the authorised specialist certification is a strict legal requirement
« Sufficient experience is not enough, certification is required
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« KKDIK was published in the Official Gazette on 23th of June 2017 by MoEU.

 KKDIK will enter into force on 23rd of December 2017, six months after its
publication, except the applications for which the transitional period is granted.

« SEA compliance needs to be taken care of within one month of market entry.
« There are three main ways of complying with GBF
« Prepare SDS drafts in-house and get them certified by an authorised specialist

« Due to numerous mistakes in the automatically generated SDSs, the scope
of the certification work might be close to preparation from scratch

« Qutsource SDS preparation to an authorised specialist
« The work is usually done on the basis of a REACH-compliant SDS in English
« Recruit a dedicated Turkish SDS specialist
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Contact:
Riku Rinta-Jouppi
Partner and Head of Global Compliance

+358 40 773 8143

REACHLaw Ltd.
Vanrikinkuja 3
02600 Espoo
Finland

. - = :
= = Denach

www.reachlaw.fi

REACHLAW



mailto:riku.rinta-jouppi@reachlaw.fi
http://www.reachlaw.fi/

