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KKDIK: Tall Qil Fatty Acids - TOFA (Tall Ya&q: Yag Asitleri) Ek 5.9 uyarinca Kayit
Yiikumlilugunden Muafiyeti

23 Haziran 2017 tarihli 30105 sayili Kimyasallarin Kaydi, Degerlendirilmesi, izni Ve
Kisitlanmasi Hakkinda Yénetmeliginin (KKDIK) Tall Oil Fatty Acids (TOFA - CAS #: 61790-12-
3; EINECS: 263-107-3) Ek 5.9 uyarinca kayit yikiamliiliginden olasi muafiyetine uygulanmasi

Ozet

Bu belge, Tall Oil Fatty Acids (TOFA) muhtemel kaydi ve Ozellikle kayittan muafiyetin gecerli
olup olmadidi konusunda TOFA’nin durumunu ortaya koymaktadir.

Madde hakkindaki mevcut bilgilere ve mevzuat hakkindaki anlayisimiza dayanarak, TOFA ve
tuzlarinin Yonetmeligin Ek 5.9' unun uygulanmasi yoluyla kayittan muaf olduguna inaniyoruz.
Bu belgede muafiyet durumu agiklanmaktadir.

Muafiyetler

KKDIK Yénetmeligi Ek 5, tek tek maddeleri ve kayit zorunlulugundan muaf olan madde
gruplarini listeler; kriterler genellikle gegerlidir. Ek 5.9, dogal olarak olusan bazi maddelerin
kayittan muaf olabilmek icin yerine getirmesi gereken kriterleri ortaya koymaktadir (bu belgenin
Ek 1'ine bakiniz).

Ek 5.9

KKDIK yénetmeligi Ek 5.9 uyarinca muafiyetin uygulanabilmesi igin bir takim kriterlerin
karsilanmasi gerekmektedir. Bu kriterlerin 6zeti ve bu kriterlerin Uretilen TOFA tarafindan nasil
kargilandi§i asagida belirtilmistir:
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1. Madde dogal kaynaklardan elde edilmelidir.

TOFA, ham tall yaginin (CTO) parcalanmasiyla Uretilir. CTO, kagit imalatinin ve
Ozellikle Kraft Hamuru Prosesinin bir yan Griniddr. Dogal olarak olusan regine asitleri,
yag asitleri ve g¢esitli gam tdrlerinin ahsabinda bulunan nétr bilesenler iceren koyu
kahverengi viskoz bir maddedir. TOFA bu nedenle dogal kaynaklardan, yani
agaclardan elde edilir.

Madde "kimyasal olarak degistirilmis" degildir.

CTO'nun odundan cikarilmasi islemi sirasinda, esterlenmis bilesenlerin hidrolizi
diginda bilegenlerde hicbir kimyasal degigiklik gerceklesmez (Bakanligin Ek-5 Kayittan
muafiyet Rehberi, 6zellikle yag asitleri elde etmek icin ester hidrolizinin bir ‘kimyasal
degisiklik' olarak kabul edilmedigini ve bu nedenle bu muafiyetin kapsaminda oldugunu
belirtir). TOFA'nin (ve diger fraksiyonlarin) dretilmesi icin CTO'nun ayrilma iglemi,
damitma yoluyla fiziksel bir ayirmadir ve herhangi bir kimyasal degisiklik icermez.

Madde tehlikeli olarak siniflandirma kriterlerini kargilamaz ve Ek 13'de belirtilen
kriterlere gore bir PBT veya vPvB degildir.

TOFA, 28848 sayili ‘Maddelerin ve Karigsimlarin Siniflandiriimasi, Etiketlenmesi ve
Ambalajlanmasi Hakkinda Ydnetmelik’ Ek 1'inde listelenmemistir. 10 ton veya Uzeri
madde kaydi icin gerekli olan giivenilir test verileri (diger bir deyisle KKDIK Yénetmeligi
Ek 8 bilgi gereklilikleri) TOFA i¢in mevcuttur. Mevcut verilere dayanarak, TOFA insan
saghgr veya cevre igin tehlikeli olarak siniflandirma kriterlerini karsilamamaktadir.
TOFA, bir PBT veya vPvB maddesi i¢in Ek 13'deki kriterleri kargilamamaktadir. TOFA,
‘yuksek dnem arz eden maddeler' aday listesinde degildir (Subat 2020 itibariyle).

Madde C6 ve C24'ten bir yag asidi olmalidir.

TOFA bir UVCB! maddesi olarak kabul edilir. UVCB'ler bilinmeyen veya degisken
kompozisyon, karmasik reaksiyon Urlinleri veya biyolojik maddelerdir?. Yukarida
belirtildigi gibi, TOFA ham tall yaginin (CTO) pargalanmasiyla uretilir. Sonra, ¢esitli cam
turlerinin ahsabinda mevcut olan dogal olarak olusan recine asitleri, yag asitleri ve notr
bilesenler igerir. TOFA bilesimi, gam turlerinin ve CTO ayirma iglemlerinde kullanilan
islem parametrelerinin bir fonksiyonudur.

Genel olarak, TOFA % 90-99 yag asitleri icerir**®. % 90'dan az yag asidi ve minimum
% 10 regine asitleri iceren tirler genellikle damitiimis tall yagi olarak adlandirilir®, TOFA'
daki yag asitleri en ¢ok C16-20 yag asitleri igindir ve doymus, doymamis ve ¢oklu
doymamis yag asitlerini igerir. Ana bilesenler oleik asit (CASRN 112-80-1) ve linoleik
asit (CASRN 60-33-3) 'tir3#5.
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Sonug

Elimizdeki bilgilere, s6z konusu maddeyi ve KKDIK ydnetmeligini anlamamiza dayanarak,
TOFA ve tuzlarinin Ek 5.9 kapsamindaki kriterleri karsiladigi distntlmektedir ve bu nedenle
Madde 2(5)(a)(2) uyarinca TOFA ve tuzlar kayit yapma yukimliligtinden muaftir.

Elimizdeki bilgilere, s6z konusu maddeyi ve KKDIK yénetmeligini anlamamiza dayanarak, bu
belgeyi imzalayan CHEMLEG ve Avrupa TOFA (ureticileri olarak gorigumiz TOFA ve
tuzlarinin Ek 5.9 kapsamindaki kriterleri karsiladigi yonindedir ve bu nedenle Madde
2(5)(a)(2) uyarinca TOFA ve tuzlar kayit yapma yukamlaliginden muaftir.
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Bu belge HARRPA (iyelerinden birinin (DRT, SAS) talebi Gizerine HARRPA icin hazirlanmistir. Belge
HARRPA ve CHEMLEG tarafindan su durumlarda onaylanmistir:

- CHEMLEG, Tirkiye'de kimya endistrisine uyum saglayan isletmelere trtnlerini
ticarilestirmelerine yardimci olmak icin “kimyasal mevzuata uygunluk” hizmeti
veren bir danismanlik sirketidir.

- HARRPA: Hidrokarbon Recineleri, Rosin Recineleri ve Cam Kimyasallari Ureticileri
Dernegi (HARRPAisa kar amaci gitmeyen uluslararasi Sektor Grubu). Avrupa
Kimya Endstrisi Konseyi (Cefic) yapisi iginde faaliyet gostermektedir. HARRPA,
Avrupali regine Ureticilerini temsil eder. HARRPA regineleri Avrupa'daki 15 Uye
sirketi yeniden bir araya getirir. Uyelerin Avrupa'da 32 iiretim tesisi ve 3000'den

fazla galisani vardir. www.harrpa.eu


http://www.harrpa.eu/
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“EK 5 formu KKDIK Yénetmeligi”

EXEMPTIONS FROM THE OBLIGATION TO REGISTER IN ACCORDANCE
WITH ARTICLE 2(5)(a)(2)

9. Maddelerin ve Karisimlarin Siniflandiriimasi, Etiketlenmesi ve Ambalajlanmasi Hakkindaki
Yonetmelige gore alevlenir sivi ve buhar(H224, H225, H226), cildi tahrig edici (H315) veya
gOzleri tahris edici (H319) olarak siniflandirilanlar istisna olusturmak (zere, zararli
siniflandirma kriterlerini karsilamadiklari strece ve bu Yonetmeligin ek-13’deki kriterlere gore
kalici, biyobirikimli ve toksik veya ¢ok kalici ve ¢ok biyobirikimli olarak siniflandiriimadiklari ve
49 uncu maddesinin birinci fikrasina gore son iki yil icinde 47 nci maddenin (e) bendinde
tanimlandidi gibi yuksek 6nem arz eden maddelerden olmadiklari surece, dodal kaynaklardan
elde edilen ve kimyasal olarak degistiriimemis asagida yer alan maddeler:

Bitkisel kati yaglar, bitkisel sivi yaglar, bitkisel mumlar; hayvansal kati yaglar, hayvansal sivi
yaglar, hayvansal mumlar, C6 ila C24 zincirli yad asitleri ve bunlarin potasyum, sodyum,
kalsiyum ve magnezyum tuzlari; gliserol.
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KKDIK: Exemption of Tall Oil Fatty Acids (TOFA) from the Obligation to Reqgister
under Annex 5.9

The application of Turkish Regulation no. 30105 dated June 23, 2017 on the Registration,
Evaluation, Authorization and Restriction of Chemicals (KKDIK) to the possible exemption of
Tall Oil Fatty Acids (TOFA - CAS #: 61790-12-3; EINECS #: 263-107-3) from the obligation to
register under Annex 5.9.

Summary

In this document, the position of tall oil fatty acids (TOFA) has been presented regarding the
possible registration of TOFA, especially for the fact that whether an exemption from
registration is applicable.

Based on the available information on the substance and our understanding of the legislation,
we believe that TOFA and its salts are exempt from registration through the implementation of
Annex 5.9 of the Regulation. This document explains the case of the exemption.

Exemptions

KKDIK Regulation Annex 5 individually lists substances and substance groups that are exempt
from the obligation to register, and the criteria generally apply. Annex 5.9 lists the criteria that
certain naturally occurring substances have to satisfy in order to be exempt from registration
(see Annex 1 to this letter).

Annex 5.9

Certain criteria have to be met in order to apply the exemption pursuant to KKDIK Regulation
Annex 5.9. The summary of those criteria and how these criteria are met by the produced
TOFA has been described below:
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1. The substance must be obtained from natural sources.

TOFA is produced by the fractionation of crude tall oil (CTO). CTO is a co-product of
paper manufacturing, the Kraft Pulp Process in particular. It is a dark brown viscous
substance containing naturally occurring resin acids, fatty acids, and neutral
components that are present in the wood of various pine species. TOFA is therefore
obtained from natural sources, namely trees.

The substance is not ‘chemically modified’.

During the extraction process of CTO from wood, no chemical modification is
experienced in the constituents other than the hydrolysis of esterified constituents (the
Ministry’s guidelines on the exemption from registration (Annex-5) specifically states
that ester hydrolysis to obtain fatty acids is not considered to be a ‘chemical
modification’ and is therefore within the scope of this exemption). The fractionation of
CTO to produce TOFA (and the other fractions) is a physical separation by distillation,
and does not involve any chemical modification.

The substance does not meet the hazard classification criteria, nor it is PBT or
vPVB in accordance with the criteria set-out in Annex 13.

TOFA is not listed on Annex 1 of the Regulation nr. 28848 on Classification, Labelling
and Packaging of Substances and Mixtures'. Reliable test data, consistent with that
required for a registration of a substance at 10 tonnes or above (i.e. information
requirements of KKDIK Regulation Annex 8) are available for TOFA. On the basis of
the available data, TOFA does not meet the classification criteria for being hazardous
to human health or the environment. Furthermore, TOFA does not meet the criteria
indicated in Annex 13 for a PBT or vPvB substance. TOFA is not on the candidate list
of ‘substances of very high concern’ (as of February 2020).

The substance must be a fatty acid from C6 and C24.

TOFA is considered to be a UVCB! substance. UVCBs are substances of Unknown or
Variable composition, complex reaction products or biological materials?. As stated
above, TOFA is produced by the fractionation of crude tall oil (CTO). The latter contains
naturally occurring resin acids, fatty acids, and neutral components as they are present
in wood originating from various pine species. The TOFA composition is a function of
the originating pine species, and the process parameters used in the CTO fractionation.
Generally, TOFA contains 90-99% fatty acids®*°. Grades with less than 90% fatty acids
and a minimum of 10% rosin acids are often referred to as Distilled Tall Oil®. The fatty
acids in TOFA are for the utmost part C16-20 fatty acids and include saturated,
unsaturated and polyunsaturated fatty acids. Main components are oleic acid (CARN
112-80-1) and linoleic acid (CASRN 60-33- 3)*4°
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Conclusion

Depending on the available information, and our understanding of the substance in question
and KKDIK Regulation, it is considered that TOFA and its salts satisfies the criteria under
Annex 5.9 and is therefore exempt from the obligation to register in accordance with Article

2(9)(@)(2).

It is the opinion of the European TOFA producers and CHEMLEG, who have signed this
document, based on the information available to us, our understanding of the substance in
guestion, and our understanding of the Turkish Regulation KKDIK, that TOFA and its salts
satisfies the criteria under Annex 5.9 and is therefore exempt from the obligation to register in
accordance with Article 2(5)(a)(2).
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This document has been prepared for HARRPA at the request of one of the HARRPA member (DRT,
SAS). The document has been approved by HARRPA and CHEMLEG while:

- CHEMLEG is a consultancy company in Turkey providing “chemical regulatory
compliance” services to the enterprises aligned within chemical industry for
helping them to commercialize their products.

- HARRPA: The Hydrocarbon Resins, Rosin Resins and Pine Chemicals Producers
Association (HARRPA is a non-profit making international Sector Group. It
operates within the European Chemical Industry Council (Cefic) structure.
HARRPA represents the European producers of resins. The HARRPA resins
regroup 15 member companies in Europe. The members have 32 production
sites in Europe and employ more than 3000 people. More information about
HARRPA can be found on its website www.harrpa.eu
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Annex 1

‘ANNEX 5 form KKDIK Regulation”

EXEMPTIONS FROM THE OBLIGATION TO REGISTER IN ACCORDANCE WITH
ARTICLE 2(5)(a)(2)

9. The following substances obtained from natural sources, if they are not chemically modified,
unless they meet the criteria for hazard classification according to Regulation on Classification,
Labelling and Packaging of Substances and Mixtures with the exception of those classified as
flammable liquid and vapor (H224, H225, H226), as a skin irritant (H315) or as an eye irritant
(H319), or unless they are classified as persistent, bioaccumulative and toxic or very persistent
and very bio-accumulative according to the criteria set out in Annex 13, or unless they were
identified in accordance with the first paragraph of Article 49 at least two years previously as
substances of very high concern as described in item (e) of Article 47:

Vegetable fats, vegetable oils, vegetable waxes; animal fats, animal oils, animal waxes; fatty
acids from C6 to C24 and their potassium, sodium, calcium and magnesium salts; glycerol.”
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