2014.12.16 feliilv.

BIZTONSAGI ADATLAP
készllt az 1907/2006/EK rendeletnek megfeleléen azt 453/2010/EK rendeletnek

|1 AZ ANYAG ES A VALLALAT AZONOSITASA
1.1 TERMEKAZONOSITO

Az anyag megnevezése: Tartarsav (L+) (99+%)
Kereskedelmi megnevezés: Természetes tartarsav
Nincs regisztracié Reach: 01-2119537204-47-0005

1.2 AZ ANYAG SZOKASOS FELHASZNALASA
Savasitd, antioxidans, izfokozo és iz stabilizator.
Elelmiszeripar (tartdsitdszerek, lekvarok, zselék és kekszfélék gyartasanal, valamint az édesiparban).
Gydgyszer- és kozmetikai ipar (gydgyszerek, pezsg6tablettak és oldhaté aszpirin gyartasaban, antibiotikum-
szirupoknal vivéanyag és savanyitoszer természetes arckrémek és testapolok gyartasanal).
Miszaki ipar (gipszkészitésnél késleltet6szer, hasznaljak vizall6 cementek és hészigeteld anyagok
kialakitasanal. Hasznalatos a textiliparban, bdriparban, keramiaiparban, galvaniparban és
tisztitdszerekben, hasznaljak laboratoriumi vegyszerként, a banyaszatban és az offshore iparban ).

1.3. A BIZTONSAGI ADATLAP SZALLITOJANAK ADATAI
Forgalmazd: Kévés Béla Kft.
6230 Soltvadkert, Arpad u. 16.
Tel.: 06 78 481 368 e-mail: bolt@floravita.hu

1.4. SURGOSSEGI TELEFONSZAM
Egészségiigyi Toxikolégiai Tajékoztaté Szolgalat H-1096 Budapest, Nagyvarad tér 2.
Tel: +36 80 201-199 (ingyenes, éjjel-nappal hivhatd szam) +36 1 476-6464, e-mail: ettsz@okbi.antsz.hu

2 VESZELYESSEG SZERINTI BESOROLAS

2.1. AZ ANYAG VAGY A KEVEREK OSZTALYOZASA

1272/2008/EK rendelet szerinti osztalyozads

GHSO05: mar6 anyagok

H318: Sulyos szemkarosodast okoz

P280: Védbkesztyli/védbruha/szemvédd/arcveédd hasznalata kotelezd.

P305+P351+P338: SZEMBE KERULES ESETEN: Ovatos 6blités vizzel tdbb percen keresztiil. Adott esetben
kontaktlencsék eltavolitasa, ha kbnnyen megoldhaté. Az 6blités folytatasa.

67/54/EGK és 1999/45/EK rendelet szerinti osztalyozas

Xi - IRRITATIV

R41 — sulyos szemkarosodast okozhat

S36/37/39 - megfelel6 védbruhazatot, védbékesztylit, és szem-/arcvédét kell viselni
S26 — Ha szembe jut, b8 vizzel azonnal ki kell mosni, és orvoshoz kell fordulni.

A veszély leirasokat és az R mondatok teljes szovegét lasd a 16. szakaszban

2.2. CIMKEZESI ELEMEK
1272/2008/EK rendelet szerinti osztalyozas
Veszélyességi piktogramok

MARO ANYAGOK

Avvertenza:
Figyelmeztetés
Veszély


http://www.mazzarispa.com/
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mailto:ivan@mazzarispa.com

A veszély azonositasa
Sulyos szemkarosodast okoz

Javasolt ovintézkedések

Védobkesztyli/védbruha/szemvédb/arcvédd hasznalata kotelezd.

SZEMBE KERULES ESETEN: Ovatos &blités vizzel tobb percen keresztiil. Adott esetben kontaktlencsék
eltavolitasa, ha kénnyen megoldhaté. Az dblités folytatasa.

2.3. EGYEB VESZELYEK
Nem all rendelkezésre informacio.

3 OSSZETETEL/AZ OSSZETEVOKRE VONATKOZO ADATOK

CAS-szam: 87-69-4 (99+%)

IUPAC név: Tartarsav

CAS név: Butandisav, 2,3-dihidroxi- [R-(R,R)]-
EK-szam: 201-766-0

Molekulasuly: 150,09 g/mol

Keplet C4H605

Molekularis képlet: HOOCCH(OH)CH(OH)COOH

4 ELSOSEGELY-NYUJTASI INTEZKEDESEK

4.1. AZ ELSOSEGELY-NYUJTASI INTEZKEDESEK ISMERTETESE

Belélegzés esetén: A sériltet tavolitsuk el az érintett terlletrél, és tartsuk szabad levegdn. Ha sziikséges,
hivjunk orvost.

Ha bdrre kertil: Mossuk le b6 vizzel és szappannal. Vegylk le a szennyezett ruhazatot. Ha az irritacio
tovabbra is fennall, forduljunk orvoshoz.

Ha szembe kertdil: Azonnal mossuk, legalabb 10 percen at folyovizzel a szemhéjszélek széthuzasaval.
Ha szlkséges, hivjunk szemorvost.

Lenyelés esetén: Itassunk a sérllttel sok vizet. Ha szlikséges, hivjunk orvost.

4.2. ALEGFONTOSABB - AKUT ES KESLELTETETT — TUNETEK ES HATASOK
[rritacio.

4.3. A SZUKSEGES AZONNALI ORVOSI ELLATAS ES KULONLEGES ELLATAS JELZESE
Expozici6 esetén forduljunk orvoshoz.

5 TUZVEDELMI INTEZKEDESEK

5.1. OLTOANYAG
A megdfelel6 oltéanyag: Viz, CO,, oltéhab, oltopor.
Az alkalmatlan oltéanyag: Nincs korlatozas.

5.2. AZ ANYAGBOL VAGY A KEVEREKBOL SZARMAZO KULONLEGES VESZELYEK
Tlz esetén veszélyes gazok és g6zok kepzédhetnek.

5.3. TUZOLTOKNAK SZOLO JAVASLAT
Védbfelszerelés: Ne tartézkodjunk a veszélyes zénaban 6nlélegzé készllék nélkal.

6 INTEZKEDESEK VELETLENSZERU EXPOZICIONAL

6.1. SZEMELYI OVINTEZKEDESEK, EGYENI VEDOESZKOZOK ES VESZHELYZETI ELJARASOK
Kerlljuk el a porképz8dést, és ne lélegezzik be a keletkezb port. Kerlljik az anyaggal vald érintkezést. Zart
helyiségekben biztositsuk a friss levegé bejutasat.

6.2. KORNYEZETVEDELMI OVINTEZKEDESEK
Ne engedjik meg, hogy az anyag a csatornaba keruljon.

6.3. ATERULETI ELHATAROLAS ES A SZENNYEZES-MENTESITES MODSZEREI ES ANYAGAI
Gyljtsiik be, és a visszanyeréshez megfelel§ tartalyban taroljuk. Kertljik a porképzést. Az 6sszegyljtést
kdvetben az esetleges maradvanyokat vizzel tisztitsuk.

6.4. HIVATKOZAS MAS SZAKASZOKRA
Hulladékkezelési informaciok, lasd a 13. szakaszt.

7 KEZELES ES TAROLAS

7.1. ABIZTONSAGOS KEZELESRE IRANYULO OVINTEZKEDESEK



Megfeleld elszivd rendszerrel. Korlatozzuk a porképzddést. Kerlljik az anyag szembe, bérre, vagy ruhara
kerllését. A tartalyt taroljuk Iégmentesen lezarva. Kerlljik az anyag lenyelését és belélegzését.

7.2. A BIZTONSAGOS TAROLAS FELTETELEI, AZ ESETLEGES OSSZEFERHETETLENSEGGEL EGYUTT
Jol lezarva. Friss levegdjli, szaraz helyen.

7.3. MEGHATAROZOTT VEGFELHASZNALAS (VEGFELHASZNALASOK)
Lasd az 1.2 pontot

|8 AZ EXPOZICIO ELLENORZES/EGYENI VEDELEM

8.1. ELLENORZESI PARAMETEREK:
DN(M)EL-ek a dolgozék szamdra

EXPOZICIOS MINTAZAT | UT LEIRAS oneL/pmeL | (HELYESBITPTT) DOZIS
s ane s DNEL i
Hos’szutavu — altalanos B6ron at (Szarmaztatott 2.9 mgtt kg/nap NOAEL: 145 mgi/tt kg{nap
hatasok . . (50-es AF-et alapul véve)
hatasmentes szint)
weanan 1 DNEL . 3
rI;Iacl)%sszl:(tavu — altalanos Belégzés | (Szarmaztatott 5,2 mg/m?® NOAEC: 260.0 mg/m

hatasmentes szint) (50-es AF-et alapul véve)

DN(M)EL-ek a lakossdg szamdra

EXPOZICIOS MINTAZAT | UT LEIRAS pneL /pomeL | (HEL YESLB”:_’IL?:ST) bozis
DNEL

NOAEL: 150 mg/tt kg/nap

Hosszutavu — altalanos

hatasok Béron at (Szgrmaztatott _ 1,5 mg/tt kg/nap (100-as AF-et alapul véve)
hatasmentes szint)

e vl DNEL . 3
Hos’szutavu — altalanos Belégzés  |(Szarmaztatott 1,3 mg/m? NOAEC: 130 mg/m ]
hatasok . . (100-as AF-et alapul véve)

hatasmentes szint)

e vl DNEL .

E:;sszuktavu ~ altalanos Szajon at | (Szarmaztatott 8,1 mg/tt kg/nap NOAEL: 810 mg/tt kg/nap

(100-as AF-et alapul véve)

hatasmentes szint)

8.2. AZ EXPOZIiCIO ELLENORZESE

8.2.1. Megfelel6 miiszaki ellenbrzés
Gondoskodjunk a megdfeleld szell6zésrdl, kuléndsen zart helyen.

8.2.2. Egyéni o6vintézkedések
A védbruhdzatot a hely és a munka tipusa szerint kell megvéalasztani. Vegyuk le az esetleges szennyezett

ruhazatot. Javasoljuk a bér krémmel torténé védelmét. Az anyaggal folytatott munkavégzést kdévetben
mossunk kezet.

Szem-/arcvédelem
Hasznaljunk vegyszer elleni védé szemiiveget.

Kézvédelem

Olyan helyzetben, amikor az anyag a kézzel érintkezhet, viseljink az EN374 szerint tesztelt megfelel§
keszty(t. Megfeleld védbkesztyiit és véddruhazatot kell hasznalni.

Légutak védelme
Amikor por keletkezik, hasznaljunk védémaszkot. Hasznaljunk P2 szilard részecske sziirét.

8.2.3. Kornyezeti expozicio-ellenérzések
A szennyvizet ne engedjuk ki kdzvetlenul a kérnyezetbe.

9  FIZIKAI ES KEMIAI TULAJDONSAGOK

9.1. AZ ALAPVETO FIZIKAI ES KEMIAI TULAJDONSAGOKRA VONATKOZO INFORMACIO

Halmazallapot: Szilard fehér kristaly

Szin: Fehér

Szag: Szagtalan

SzagkUszobérték: Nem all rendelkezésre informacio
pH: 2,2 Solution 0,1 N

Olvadaspont: 169 °C 1013 hPa-nal

Forraspont: 179,1 °C 1013 hPa (mbar)-nal



Gyulladaspont: > 100 °C 102,3 kPa (mbar)-nal

Parolgasi sebesség: Nem all rendelkezésre informacio
Gyulékonysag (szilard, gaz): Nem gyulékony

Gyulékonysag also hatara: Nem all rendelkezésre informacio
Gyulékonysag felsd hatara: Nem all rendelkezésre informacio
Gdbznyomas: <5 Pa 20 °C-on

Goézsliriség: Nem all rendelkezésre informacié
Relativ siiriiség (viz=1): 1,76 g/cm® 20°C-on
Oldékonysag: 1.390 g/l 20 °C-on.

Megoszlasi hanyados: n-oktanol/viz: Log Kow (Pow): -1,91 20 °C-on
Ongyulladasi hémérséklet: 375 °C 1.013 hPa-nal

Bomlasi hémérséklet: Nem all rendelkezésre informacio
Viszkozitas: Nem all rendelkezésre informacio
Robbanasveszélyes tulajdonsagok: Nem robbanasveszélyes.
Oxidalé tulajdonsagok: Nem oxidalo.

10 STABILITAS ES REAKCIOKESZSEG

10.1. REAKCIOKESZSEG
Normal kérilmények kézott stabil.

10.2. KEMIAI STABILITAS
A termék normal kérnyezeti feltételek kdzott kémiailag stabil.

10.3. A VESZELYES REAKCIOK LEHETOSEGE
Fluédr, fémek, ezlist

10.4. KERULENDO® KORULMENYEK
Erés melegités.

10.5. NEM OSSZEFERHETO ANYAGOK
Nem all rendelkezésre informacio

10.6. VESZELYES BOMLASTERMEKEK
Nem all rendelkezésre informacio

11 TOXIKOLOGIAI ADATOK

11.1. A TOXIKOLOGIAI HATASOKRA VONATKOZO INFORMACIO

Akut toxicitas
Szajon at: LD50: > 2000 mg/tt kg patkany szamara
B&ron at: LD50: > 2000 mg/tt kg patkany szamara
CSA-hoz hasznalt értékek:
LD50 (szajon at): 2000 mg/tt kg
LD50 (b&rén at): 2000 mg/tt kg
A besorolas vagy be nem sorolas indoklasa
Az Eurépai Uni6 Hivatalos Lapja 1272/2008 (CLP) 2008 December 16-i kiadasa szerint a tartarsav nem tartozik
az akut toxicitas veszélyességi kategdriaba. Ellenben hangsulyozni kell, hogy a tartarsav a GHS osztalyozasi
rendszerben az akut ordlis toxicitas 5. kategorigjaba tartozik.

BORIRRITACIO:
A regisztralt anyag in vivo bérirritacids/korrdzids tesztjét az OECD 404-es irdnyelvének megfeleléen hajtottak
végre: akut bdrirritacié/korrdzié hiteles GLP laboratériumban. A tanulmanyt az 1-es klimisch kéd hatalya ala
tartozénak lehet tekinteni: fenntartas nélkil megbizhat6. Az eredmények szerint toxikus hatas nem volt
észlelhetd. Két masik in vitro tanulmany is megerdsitette ezt az eredményt. Tehat a tartarsav irritativ hatasat
nem irritdlénak lehet tekinteni.
CSA-hoz hasznalt értékek: Bobrirritacio/korrozio: nem irritald.

SZEMIRRITACIO:
A regisztralt anyag in vitro szemirritacios tesztjét az OECD 437-es iranyelvének megfeleléen hajtottak végre:
Szarvasmarha-szaruhartya opacitasanak és permeabilitasanak mérésén alapulé vizsgalati modszer a
szemkorroziot és a sulyos szemirritdciot okozd anyagok azonositasara. A tanulményt az 1-es klimisch kéd
hatalya ala tartozénak és kulcs tanulmanynak tekintjiik: fenntartas nélkiill megbizhat6. Es a teszteredmény
szerint a tartarsav erdsen irrital6 hatasu.
CSA-hoz hasznalt értékek: Szemirritacio: erésen irritald

BORSZENZIBILIZACIO



A kovetkez6 informacidt kell tekintetbe venni barmely veszély / kockazatmegitélésnél:
Bérszenzitizacié (OECD 429): nem szenzitizald.
CSA-hoz hasznalt értékek: nem szenzitizalo.

LEGZOSZERVI SZENZIBILIZACIO
CSA-hoz hasznalt értékek. Nincs rendelkezésre all6 adat.

ISMETELT DOZISU TOXICITAS
A tartarsav ismételt oralis dézisu toxicitasa a 004-es kulcstanulmanybdl vezethetd le interpolaciéval. Ebben a
tanulmanyban Monoszddium L(+)-tartratot etettek patkanyokkal rendes étrendjik részeként két évig, 25600,
42240, 60160 és 76800 ppm-es mennyiségben, és az L(+)-tartrat legmagasabb koncentraciéjanal sem volt
karos hatas tapasztalhat6. Ezért ésszerli a 76800 ppm-es tartratot, ami egyenld 2460 mg/tt kg/nappal, a
tartarsav NOAEL-jének valasztani. Tovabba a kulcstanulmanyban a tesztanyag Monoszdédium L (+) —tartrat volt,
a tartarsav natriummmal képzett séja. Hasznalhato interpolacié alapjaul szolgalé tanulmanynak, mivel a két
vegyi anyag alapvet6 kémiai felépitése azonos.
A kovetkez6 informaciodt kell tekintetbe venni barmely veszély / kockazatmegitélésnél:
Nem tapasztaltak karos hatast néstény és him patkanyoknal 3.1 g/tt kg/nap és 4.1 g/tt kg/nap L(+) —tartrat dozis
esetén, amely 2.46 g/tt kg/nap és 3.2 g/tt kg/nap L(+) —tartarsavnak felel meg.
CSA-hoz hasznalt értékek: (bevitel: szajon at):
NOAEL: 2460 mg/tt kg/nap (krénikus; patkany)
A besorolas vagy be nem sorolas indoklasa
A tartarsav ismételt oralis dozisu toxicitasanak DNEL-je 2460 mg/tt kg/nap, specifikus szervi toxicitds nem volt
észlelhetd, ezért a be nem sorolas indokolt.

MUTAGENITAS
Az FDA 71-55 vegyllet mutagenikus kiértékelésérdl sz6lé FDA jelentés tébb tanulmanybdl all, melyek a széban
forgd anyag genotoxicitasat in vitro és in vivo korilmények kozt vizsgaljak. Az in vitro tanulmanyokban 4 host-
mediated assay-t végeztek, kettd teszt késziilt baktériumokkal (S. typhimurium) és ketté élesztégombaval
(Saccharomyces cerevisiae), valamint egy emlés kromoszomaaberraciés tesztet (emberi embrionikus
tidészovettel) folytattak le, kilonb6z6 koncentracios szinteken. Az in vivo tanulmanyok koéziil két dominans
halalozéasi tesztet és két eml8s csontveld kromoszomaaberracios tesztet végeztek kuldnbdzd koncentracidk
sorozataival patkanyokon. Egyik vizsgalt koncentréacié esetében sem taldltak genetikus toxicitast. igy levonhato
a kovetkeztetés, hogy az L(+) —tartarsav nem mutagenikus.
A kovetkez6 informaciot kell tekintetbe venni barmely veszély / kockazatmegitélésnél: in vitro és in vivo
kisérletek soran nem talaltak nyomat a tartarsav genetikus toxicitasanak.
CSA-hoz hasznalt értékek: Genetikus toxicitads: negativ

RAKKELTO HATAS
Nincs rendelkezésre allé adat.
Az OECD 453-as iranyelvéhez hasonld, vagy azzal megegyezd kombindlt krénikus toxicitas/karcinogenicitas
tanulméany megtalalhaté az ismételt dozisu toxicitas alatt.

REPRODUKCIOS TOXICITAS
Az FDA 71-55 teratoldgiai kiértékelésérdl szold FDA jelentés tobb tanulmany dsszegzése, melyek a tartarsav
teratogenicitasat kildonb6z6 fajokban vizsgaljak: egér, patkany, horcsdg és nyul, sziletés elbtti fejlédési toxicitas
teszt hasznalataval. Az eredmények szerint a legnagyobb adagu dézis, egereknél 274 mg/tt kg, patkanyoknal
181 mg/tt kg, horcsdgoknél 225 mg/tt kg, és nyulaknal 215 mg/tt kg, beadasa esetén sem keletkeztek a
tesztallatokban teratogenikus hatasok. Ezért ezeket a szinteket meg lehet hatarozni, mint az egyes tesztek
NOAEL-jei. A biztonsagossag biztositasa érdekében, tekintetbe véve azt is, hogy a tartarsav toxikokinetikaja
patkanyokban alaposan kutatott teriiletnek szamit, a patkany NOAEL-jét valasztottuk a tovabbi szamitasokhoz
dézisleird kezdépontnak.
A kovetkezd informaciot kell tekintetbe venni barmely veszély / kockazatmegitélésnél: Az FDA 71-55
teratologiai kiértékelésérél szélo FDA jelentés 4 kulcstanulmanyt tartalmaz, melyekben kilénb6z8 fajokon
vizsgaltak a fejlédési toxicitast/teratogenicitast. A tanulmanyokban nem talaltak teratogenikus hatast.
CSA-hoz hasznalt értékek: (bevitel: szajon at): NOAEL: 181 mg/tt kg/nap

ASPIRACIO VESZELY
Nincs aspiracios toxicitasi besorolas.

12 OKOLOGIAI INFORMACIOK

12.1 TOXICITAS

AKUT VIiZBELI TOXICITAS
A halakkal, vizibolhakkal és algakkal szembeni akut vizbeli toxicitas nagyobb, mint 1 mg/l (96h LC50 (halak) >
100 mg/l, 48h EC50 (vizibolhak) = 93.3mg/l, és 72h ErC50 (algak) =51.4 mg/l). Ennek eredményeképp az



anyag nem felel meg az akut besorolas kévetelményeinek az 1272/2008/EK Rendelet |. Melléklet 4.1. szakasza
szerint.

KRONIKUS ViZBELI TOXICITAS
A halakkal, vizibolhakkal és algakkal szembeni akut vizbeli toxicitas nagyobb, mint 10 mg/l és alacsonyabb,
mint 100 mg/l (96h LC50 (halak) > 100 mg/l, 48h EC50 (vizibolhak) = 93.3mg/l, és 72h ErC50 (algak) =51.4
mg/l). Ezen felll az anyag nagyon oldékony, bioldgiailag kénnyen lebomlé, és Log Kow-ja -1.91. Ennek
eredményeképp az anyag nem felel meg az krénikus besorolas kévetelményeinek az 1272/2008/EK Rendelet .
Melléklet 4.1. szakasza szerint.

12.2 PERZISZTENCIA ERTEKELES
Az 1907/2006/EK rendelet XlIl. Melléklete és az Utmutatd a tajékoztatasi kdvetelményekhez és a kémiai
biztonsagi értékeléshez R.11 PBT értékelés fejezete alapjan egy anyag nem felel meg a ,perzisztens (P)” és
.hagyon perzisztens (vP)” kritériumoknak ha biolégiailag kénnyen lebomlé.  Mivel az anyag bizonyitottan
biologiailag kdnnyen lebomld, 80% folotti biodegradacidval, nem tekintheté perzisztensnek vagy nagyon
perzisztensnek.

12.3 BIOAKKUMULACIOS ERTEKELES
Az 1907/2006/EK rendelet XlIl. Melléklete és az Utmutatd a tajékoztatasi kdvetelményekhez és a kémiai
biztonsagi értékeléshez R.11 PBT értékelés fejezete alapjan egy anyag nem felel meg a ,bioakkumulativ (B)” és
,nagyon bioakkumulativ (nB)” kritériumoknak ha BCF-e 2000 alatt van vagy log Kow-ja 4.5 alatt van.
A BCF-et illetéen nincs kisérleti adat. Ugyanakkor a log Kow negativ, és a bioakkumulacié kritériuma alatt van
(log Kow 4.5). gy levonhat6 a kdvetkeztetés, hogy az anyag nem bioakkumulativ vagy nagyon bioakkumulativ.

12.4 TOXICITAS ERTEKELES
Az 1907/2006/EK rendelet XlIl. Melléklete és az Utmutatd a tajékoztatasi kdvetelményekhez és a kémiai
biztonsagi értékeléshez R.11 PBT értékelés fejezete alapjan egy anyag nem felel meg a kritériumnak, ha nincs
bizonyiték kronikus toxicitasara és nincs az emberi egészségre nézve karcinogénként, (1.,2. kategodria),
mutagénként (1., 2. kategoria) vagy a reprodukciot karositoként (1., 2., 3. kategéria) besorolva. Mivel az anyag
nem mérgezd és nincs az emberi egészségre karosként besorolva, ezek a kritériumok nem teljeslinek. Ezen
felll az anyag vizi organizmusok szdmara sem toxikus.

12.5 OSSZEFOGLALAS ES VEGSO KOVETKEZTETESEK A PBT-ROL VAGY A VPVB-ROL
Az anyag nem felel meg a PBT vagy vPvB tulajdonsagok kritériumainak.

12.6 KIBOCSATAS JELLEMZOK
Mivel az anyag nem felel meg a PBT vagy vPvB tulajdonsagok kritériumainak, nincs szikség kibocsatasi
kiértékelésre.

13 ARTALMATLANITASI SZEMPONTOK

13.1. HULLADEKKEZELESI MODSZEREK
A kémiai maradvanyanyagok artalmatlanitasat altaldban az egyes EK orszagokban specifikus térvények és
rendeletek szabalyozzak.
Olaszorszagban az artalmatlanitds a hatalyos jogszabalyok szerint és a helyi térvényeknek megfeleléen kell
térténjen. Javasoljuk, hogy vegyék fel a kapcsolatot az illetékes hatésagokkal vagy a felhatalmazott
szakcégekkel, akik tajékoztatast tudnak adni az artalmatlanitas modjardl.
A csomagoléanyagok artalmatlanitdsa a nemzeti jogszabalyok szerint kell torténjen. A szennyezett
csomagoldéanyagokat ugyanolyan gondosan kell kezelni, mint a veszélyes anyagokat. A nem szennyezett
csomagoldéanyagok, amennyiben eltéré szabalyozas nem érvényes, normal hulladékként kezelhetdék és
Ujrahasznosithatok.

14 SZALLITASRA VONATKOZO INFORMACIOK

KOzUTI/VASUTI SZALLITAS ADR/RID
Az anyag szallitas szempontjabdl nincs veszélyes termékként besorolva.

TENGERI SZALLITAS IMDG
Az anyag szallitds szempontjabdl nincs veszélyes termékként besorolva.

LEGI SZALLIiTAS ICAO ES IATA
Az anyag szallitas szempontjabdl nincs veszélyes termékként besorolva.



15 SZABALYOZASSAL KAPCSOLATOS INFORMACIOK

15.1. AZ ANYAGGAL KAPCSOLATOS BIZTONSAGI, EGESZSEGUGYI ES KORNYEZETVEDELMI
ELOIRASOK/JOGSZABALYOK

A REACH rendelet szerinti engedélyezés:
Nem szerepel az engedélykoteles kiilondsen aggalyos anyagok (SVHC) listajan

A REACH rendelet szerinti felhasznalas korlatozas:
A VIl Cim (XVII. Melléklet, 2. Figgelék, 28. pont) értelmében nem esik korlatozas ala.

15.2 KEMIAI BIZTONSAGI ERTEKELES
A kémiai biztonsagi értékelés el lett végezve.

16 EGYEB INIFORMACIOK

A vonatkozé H mondatok felsorolasa:
H318: Sulyos szemkarosodast okoz

A vonatkozé R mondatok felsoroldsa:
R41 — sulyos szemkarosodast okozhat

EXPOZICIOS KIERTEKELES

A tartarsav expoziciés forgatokonyveinek attekintése EF # Expoziciés forgatokényv
1 Az anyag gyartasa - ipari

Készitmény és (Ujra)csomagolt anyagok és keverékek - ipari

Az anyag ipari felhasznalasa - kdztes

Felhasznalas épitdipari terlleten - szakmai

Felhasznalas épitdipari terlleten - fogyasztoéi

Felhasznalas keramiagyartasban - szakmai

Felhasznalas keramiagyartasban tertleten - fogyasztoi

Felhasznalasa tisztitoszerekben - fogyasztoi

O~NOORPAWN

Oktatasra vonatkozé informaciok:

A potencidlisan az anyagnak kitett dolgozékat a jelen biztonsagi adatlap tartalma alapjan megfelel6 oktatasban
kell részesiteni.

A legfontosabb szakirodalmi hivatkozasok és adatforrdasok:
Természetes tartarsav regisztracios dosszié

A roviditések és betiiszok felolddsa:

DNEL = Szarmaztatott hatasmentes szint

DMEL = Szarmaztatott minimalis hatasu szint

EC50 = Effektiv koncentracié

IC50 = Gatlé koncentracio, 50%

LC50 = Halalos koncentracio, 50%

LD50 = Kozepes halalos dozis

PNEC = Becsult hatasmentes koncentracié

PBT = Perzisztens, bioakkumulativ és mérgez8 anyag
TLV®TWA = Kiszdbérték korlat — idével sulyozott atlag
TLV®STEL = Kiszdbérték korlat — révididejl expozicios korlat
vPvB = nagyon perzisztens és nagyon bioakkumulativ

Felllvizsgalat id6pontja: 2014.12.16 sz. felllv.
A biztonsagi adatlap készitésének oka: az expozicids elbirasok frissitése (mellékelve)

A jelen biztonsagi adatlapban talalhaté adatok és informaciok a kit6ltés idépontjaban rendelkezésre allé informacidkon alapulnak. A jelen
dokumentumban szerepld iniforméaciok helytelen hasznalatdbdl szarmazé személyi sériilésért és anyagi karért a tarsasag semmilyen
felel6sséget nem vallal.



EC number:
201-766-0

CAS number:
87-69-4

Tartaric acid

9.1a. Manufacture of Substance — Industrial

9.1.1 Exposure Scenario

Section 1

Exposure Scenario Title

Title

Manufacture of substances, (tartaric acid, CAS 87-69-4)

Sector of Use

Industrial (SU3, SU8, SU9)

Process Category

PROCI, PROC2, PROC3, PROC4, PROC8a, PROC8b, PROC9

Product Category / Article
Category

PC35, PC39, AC4

Environmental Release
Category

ERC1

Processes, tasks, activities
covered

Manufacture of the substance. Includes, material transfers, storage,
maintenance and loading (including marine vessel/barge, road/rail car and
bulk container), sampling.

Section 2

Operational conditions and risk management measures

Section 2.1

Control of worker exposure

Product characteristics

Physical form of product

Solid

Vapour pressure

<5Paat20°C

Concentration of substance in
product

Covers percentage substance in the product up to 100%

Amounts used

not applicable

Frequency and duration of use

Covers daily exposures up to 8 hours (unless stated differently)

Human factors not influenced
by risk management

not applicable

Other Operational Conditions
affecting worker exposure

Operational Conditions

Risk management measures

1 - Use in closed process, no
likelihood of exposure

No specific measures identified

2 - Use in closed, continuous
process with occasional
controlled exposure

No specific measures identified

3 - Use in closed batch process
(synthesis or formulation)

No specific measures identified

4 - Use in batch and other
process (synthesis) where
opportunity for exposure arises

Provide a good standard of general ventilation. Natural ventilation is from
doors, windows etc.

Wear chemically resistant gloves (effectiveness 90% - tested to EN374) in
combination with ‘basic’ employee training

8a -Transfer of chemicals
from/to vessels/ large containers
at non dedicated facilities

Wear a respirator conforming to EN140/143 (effectiveness 80%) with
Type P1 filter or better

Wear chemically resistant gloves (effectiveness 90% - tested to EN374) in
combination with ‘basic’ employee training PPE16

8b -Transfer of chemicals
from/to vessels/ large containers
at dedicated facilities

Wear a respirator conforming to EN140/143 (effectiveness 80%) with
Type P1 filter or better
Wear suitable gloves tested to EN374 - effectiveness 80%

9 -Transfer of chemicals into
small containers (dedicated
filling line)

Wear a respirator conforming to EN140/143 (effectiveness 80%) with
Type P1 filter or better
Wear suitable gloves tested to EN374 - effectiveness 80%

Section 2.2

Control of environmental exposure
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EC number: Tartaric acid CAS number:
201-766-0 87-69-4

No exposure assessment presented for the environment.

Section 3 Exposure Estimation
3.1. Health
Health sub-headings Predicted exposures are not expected to exceed the applicable exposure

limits (given in section 8 of the SDS) when the operational conditions/risk
management measures given in section 2 are implemented.

Section 4 Guidance to check compliance with the Exposure Scenario
4.1. Health
Health sub-headings The ECETOC TRA tool has been used to estimate workplace exposures

unless otherwise indicated.

Where other Risk Management Measures/Operational Conditions are
adopted, then users should ensure that risks are managed to at least
equivalent levels.

Additional good practices (Operational Conditions and Risk Management Measures) beyond the REACH
Chemical Safety Assessment established within Chemical Industry are also advised and communicated through
Safety Data Sheets but are not necessarily required to control risk as laid out in section 10.1.

9.1.2 Exposure Estimation

9.1.2.1 Human Health

The endpoint for which the available data may trigger a qualitative risk characterization includes eye irritation
and is described in section 10. This qualitative CSA approach aims to reduce/avoid contact when there is no
basis for setting a DNEL or DMEL for a certain human health endpoint, i.e. when the available data for this
effect do not provide quantitative dose-response information, but there exist toxicity data of a qualitative nature.

Exposure Estimation for all other human health endpoint covered by DNEL or DMEL is performed in context of
risk assessment and set in relation to the respective DNEL/DMEL(s) as shown in the Appendix to section 10.
Resulting risk characterization ratios (RCR) are presented in section 10.1.

9.1.2.2 Environment

In the chemical safety assessment performed according to Article 14(3) in connection with Annex I section 3
(Environmental Hazard Assessment) and section 4 (PBT/ vPvB Assessment) no hazard was identified. Therefore
according to REACH Annex I (5.0) an exposure estimation and risk characterization is not necessary; however a
qualitative risk assessment is provided in section 10.

9.2 Formulation & (Re)packing of Substances and Mixtures — Industrial

9.2.1 Exposure Scenario

Section 1 Exposure Scenario Title

Title Formulation & (re)packing of substances and mixtures (tartaric acid, CAS
87-69-4)

Sector of Use Industrial (SU3, SU10)

Process Category PROC 5, PROC8a, PROC8b, PROC 9

Product Category / Article PC35, PC39, AC4

Category

Environmental Release ERC2

Category
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EC number:
201-766-0

CAS number:
87-69-4

Tartaric acid

Processes, tasks, activities covered

Formulation, packing and re-packing of the substance and its mixtures in
batch or continuous operations, including storage, materials transfers,
mixing, large and small scale packing, sampling, maintenance.

Section 2

Operational conditions and risk management measures

Section 2.1

Control of worker exposure

Product characteristics

Physical form of product

Solid

Vapour pressure

<5Paat20°C

Concentration of substance in
product

Covers percentage substance in the product up to 100%

Amounts used

not applicable

Frequency and duration of use

Covers daily exposures up to 8 hours (unless stated differently)

Human factors not influenced
by risk management

not applicable

Other Operational Conditions
affecting worker exposure

Operational Conditions

Risk management measures

8a -Transfer of chemicals
from/to vessels/ large containers
at non dedicated facilities

Wear a respirator conforming to EN140/143 (effectiveness 80%) with
Type P1 filter or better

Wear chemically resistant gloves (tested to EN374 — effectiveness 90%) in
combination with ‘basic’ employee training

5 -Mixing or blending in batch
processes (multistage and/or
significant contact)

Wear a respirator conforming to EN140/143 (effectiveness 80%) with
Type P1 filter or better

Wear chemically resistant gloves (tested to EN374 — effectiveness 90%) in
combination with ‘basic’ employee training

8b -Transfer of chemicals
from/to vessels/ large containers
at dedicated facilities

Wear a respirator conforming to EN140/143 (effectiveness 80%) with
Type P1 filter or better
Wear suitable gloves tested to EN374 (effectiveness 80%)

9 -Transfer of chemicals into
small containers (dedicated

Wear a respirator conforming to EN140/143 (effectiveness 80%) with
Type P1 filter or better

filling line) Wear suitable gloves tested to EN374 (effectiveness 80%)
Section 2.2 Control of environmental exposure

No exposure assessment presented for the environment
Section 3 Exposure Estimation
3.1. Health

Health sub-headings

Predicted exposures are not expected to exceed the applicable exposure
limits (given in section § of the SDS) when the operational conditions/risk
management measures given in section 2 are implemented.

Section 4

Guidance to check compliance with the Exposure Scenario

4.1. Health

Health sub-headings

The ECETOC TRA tool has been used to estimate workplace exposures
unless otherwise indicated.

Where other Risk Management Measures/Operational Conditions are
adopted, then users should ensure that risks are managed to at least
equivalent levels.

Additional good practices (Operational Conditions and Risk Management Measures) beyond the REACH
Chemical Safety Assessment established within Chemical Industry are also advised and communicated through
Safety Data Sheets but are not necessarily required to control risk as laid out in section 10.2.
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201-766-0

CAS number:
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9.2.2 Exposure Estimation

9.2.2.1 Human Health

The endpoint for which the available data may trigger a qualitative risk characterization includes eye irritation
and is described in section 10. This qualitative CSA approach aims to reduce/avoid contact when there is no
basis for setting a DNEL or DMEL for a certain human health endpoint, i.e. when the available data for this
effect do not provide quantitative dose-response information, but there exist toxicity data of a qualitative nature.

Exposure Estimation for all other human health endpoint covered by DNEL or DMEL is performed in context of
risk assessment and set in relation to the respective DNEL/DMEL(s) as shown in the Appendix to section 10.
Resulting risk characterization ratios (RCR) are presented in section 10.2.

9.2.2.2 Environment

In the chemical safety assessment performed according to Article 14(3) in connection with Annex I section 3
(Environmental Hazard Assessment) and section 4 (PBT/ vPvB Assessment) no hazard was identified. Therefore
according to REACH Annex I (5.0) an exposure estimation and risk characterization is not necessary; however a
qualitative risk assessment is provided in section 10.

9.3 Use at industrial site — Intermediate

9.3.1 Exposure Scenario

Section 1

Exposure Scenario Title

Title

Use as Intermediate, (tartaric acid, CAS 87-69-4)

Sector of Use

Industrial (SU3, SU8, SU9)

Process Category

PROC1, PROC2, PROC3, PROC4, PROC8a, PROC8b, PROC9

Product Category / Article
Category

PC35, PC39, AC4

Environmental Release
Category

ERC6a, ERC6b

Processes, tasks, activities
covered

Use as an intermediate of the substance. Includes, material transfers,
storage, maintenance and loading (including marine vessel/barge, road/rail
car and bulk container), sampling.

Section 2

Operational conditions and risk management measures

Section 2.1

Control of worker exposure

Product characteristics

Physical form of product

Solid

Vapour pressure <5Paat20°C
Concentration of substance in Covers percentage substance in the product up to 100%
product

Amounts used

not applicable

Frequency and duration of use

Covers daily exposures up to 8 hours (unless stated differently)

Human factors not influenced
by risk management

not applicable

Other Operational Conditions
affecting worker exposure

Operational Conditions

Risk management measures

1 - Use in closed process, no
likelihood of exposure

No specific measures identified

2 - Use in closed, continuous
process with occasional

No specific measures identified
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controlled exposure

3 - Use in closed batch process
(synthesis or formulation)

No specific measures identified

4 - Use in batch and other
process (synthesis) where
opportunity for exposure arises

Provide a good standard of general ventilation. Natural ventilation is from
doors, windows etc.

Wear chemically resistant gloves (effectiveness 90% - tested to EN374) in
combination with ‘basic’ employee training

8a -Transfer of chemicals
from/to vessels/ large containers
at non dedicated facilities

Wear a respirator conforming to EN140/143 (effectiveness 80%) with
Type P1 filter or better

Wear chemically resistant gloves (effectiveness 90% - tested to EN374) in
combination with ‘basic’ employee training PPE16

8b -Transfer of chemicals
from/to vessels/ large containers
at dedicated facilities

Wear a respirator conforming to EN140/143 (effectiveness 80%) with
Type P1 filter or better
Wear suitable gloves tested to EN374 - effectiveness 80%

9 -Transfer of chemicals into
small containers (dedicated
filling line)

Wear a respirator conforming to EN140/143 (effectiveness 80%) with
Type P1 filter or better
Wear suitable gloves tested to EN374 - effectiveness 80%

Section 2.2

Control of environmental exposure

No exposure assessment presented for the environment.

Section 3

Exposure Estimation

3.1. Health

Health sub-headings

Predicted exposures are not expected to exceed the applicable exposure
limits (given in section 8 of the SDS) when the operational conditions/risk
management measures given in section 2 are implemented.

Section 4

Guidance to check compliance with the Exposure Scenario

4.1. Health
Health sub-headings

The ECETOC TRA tool has been used to estimate workplace exposures
unless otherwise indicated.

Where other Risk Management Measures/Operational Conditions are
adopted, then users should ensure that risks are managed to at least
equivalent levels.

Additional good practices (Operational Conditions and Risk Management Measures) beyond the REACH
Chemical Safety Assessment established within Chemical Industry are also advised and communicated through
Safety Data Sheets but are not necessarily required to control risk as laid out in section 10.1.

9.3.2 Exposure Estimation

9.3.2.1 Human Health

The endpoint for which the available data may trigger a qualitative risk characterization includes eye irritation
and is described in section 10. This qualitative CSA approach aims to reduce/avoid contact when there is no
basis for setting a DNEL or DMEL for a certain human health endpoint, i.e. when the available data for this

effect do not provide quantitative dose-response information, but there exist toxicity data of a qualitative nature.

Exposure Estimation for all other human health endpoint covered by DNEL or DMEL is performed in context of
risk assessment and set in relation to the respective DNEL/DMEL(s) as shown in the Appendix to section 10.
Resulting risk characterization ratios (RCR) are presented in section 10.1.

9.3.2.2 Environment

In the chemical safety assessment performed according to Article 14(3) in connection with Annex I section 3
(Environmental Hazard Assessment) and section 4 (PBT/ vPvB Assessment) no hazard was identified. Therefore
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according to REACH Annex I (5.0) an exposure estimation and risk characterization is not necessary; however a
qualitative risk assessment is provided in section 10.

9.4 Uses in Construction application —Professional

9.4.1 Exposure Scenario

Section 1

Exposure Scenario Title

Title

Construction (Professional Application); tartaric acid, CAS 87-69-4

Use Descriptor

Sector of Use: Professional (SU22)

Process Categories

PROCS8a, PROC8b, PROC9

Environmental Release
Categories

ERC 8c, ERC 8f

Processes, tasks, activities
covered

Covers the use in construction (application of concrete in construction
activities)

Section 2

Operational conditions and risk management measures

Section 2.1

Control of worker exposure

Product characteristics

Physical form of product

Solid

Vapour pressure

<5Paat20°C

Concentration of substance in
product

Covers percentage substance in the product up to 100 %

Amounts used

Not applicable

Frequency and duration of use

Covers daily exposures up to 8 hours (unless stated differently)

Human factors not influenced
by risk management

Not applicable

Other Operational Conditions
affecting worker exposure

Assumes a good basic standard of occupational hygiene is implemented

Operational Conditions

Risk Management Measures

8a -Transfer of chemicals
from/to vessels/ large containers
at non dedicated facilities

Wear a respirator conforming to EN140/143 (effectiveness 80%) with
Type P1 filter or better

Wear chemically resistant gloves (tested to EN374 — effectiveness 90%) in
combination with ‘basic’ employee training PPE16

8b -Transfer of chemicals
from/to vessels/ large containers
at dedicated facilities

Wear a respirator conforming to EN140/143 (effectiveness 80%) with
Type P1 filter or better
Wear suitable gloves tested to EN374 (effectiveness 80%)

9 -Transfer of chemicals into
small containers (dedicated

Wear a respirator conforming to EN140/143 (effectiveness 80%) with
Type P1 filter or better

filling line) Wear suitable gloves tested to EN374 (effectiveness 80%)
Section 2.2 Control of environmental exposure
No exposure assessment presented for the environment.
Section 3 Exposure Estimation
3.1. Health | Predicted exposures are not expected to exceed the applicable exposure
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EC number: Tartaric acid CAS number:
201-766-0 87-69-4

limits (given in section 8 of the SDS) when the operational conditions/risk
management measures given in section 2 are implemented.

Section 4 Guidance to check compliance with the Exposure Scenario

4.1. Health The ECETOC TRA tool has been used to estimate workplace exposures
unless otherwise indicated. G21

Where other Risk Management Measures/Operational Conditions are
adopted, then users should ensure that risks are managed to at least
equivalent levels. G23

Additional good practices (Operational Conditions and Risk Management Measures) beyond the REACH
Chemical Safety Assessment established within Chemical Industry are also advised and communicated through
Safety Data Sheets but are not necessarily required to control risk as laid out in section 10.3.

9.4.2 Exposure Estimation

9.4.2.1 Human Health

The endpoint for which the available data may trigger a qualitative risk characterization includes eye irritation
and is described in section 10. This qualitative CSA approach aims to reduce/avoid contact when there is no
basis for setting a DNEL or DMEL for a certain human health endpoint, i.e. when the available data for this
effect do not provide quantitative dose-response information, but there exist toxicity data of a qualitative nature.

Exposure Estimation for all other human health endpoint covered by DNEL or DMEL is performed in context of
risk assessment and set in relation to the respective DNEL/DMEL(s) as shown in the Appendix to section 10.
Resulting risk characterization ratios (RCR) are presented in section 10.3.

9.4.2.2 Environment

In the chemical safety assessment performed according to Article 14(3) in connection with Annex I section 3
(Environmental Hazard Assessment) and section 4 (PBT/ vPvB Assessment) no hazard was identified. Therefore
according to REACH Annex I (5.0) an exposure estimation and risk characterization is not necessary; however a
qualitative risk assessment is provided in section 10.

9.5 Uses in Construction application — Consumer

9.5.1 Exposure Scenario

Section 1 Exposure Scenario Title

Title Construction (Consumer Application); tartaric acid, CAS
87-69-4

Sector of Use (SU code) 21

Use Descriptor (AC codes) AC4

Processes, tasks, activities Covers the use in construction (stone, plaster, cement)

covered

Environmental Release ERC10a, ERCl1a

Category

Specific Environmental Release

Category

Section 2 Operational conditions and risk management measures

Section 2.1 Control of consumer exposure

Product characteristics | |

2012-09-27 CSR-PI-5.4.0 CHEMICAL SAFETY REPORT 72




EC number:
201-766-0

CAS number:
87-69-4

Tartaric acid

Physical form of product

solid

Vapour pressure <5Paat20°C
Concentration of substance in Unless otherwise stated, cover concentrations up to 1%
product

Amounts used

Unless otherwise stated, covers use amounts up to130g;
covers skin contact area up to 1000 cm2

Frequency and duration of
use/exposure

Unless otherwise stated, covers use frequency up to 1 times
every 3 months; covers exposure up to 2 hour per event

Other Operational Conditions
affecting exposure

Unless otherwise stated assumes use at ambient
temperatures; assumes use in a 20 m’ room; assumes use
with typical ventilation

Section 2.1.1

Product categories

ACH4: stone, plaster, cement

oC

Unless otherwise stated, covers concentrations up to 1%;
covers use up to 4 events / year;

covers use up to 1 time/on day of use;

covers skin contact area up to 1000 cm2 for each use event,
covers use amounts up to 130g;

covers use in room size of 20m3;

for each use event, covers exposure up to 2hr/event

RMM

No specific RMMs identified beyond those OCs stated

Section 2.2

Exposure Estimation

No exposure assessment presented for the environment.

Section 3

Exposure Estimation

3.1. Health

Health sub-headings

Predicted exposures are not expected to exceed the
applicable consumer reference values when the operational
conditions/risk management measures given in section 2 are
implemented.

Section 4

Guidance to check compliance with the Exposure
Scenario

4.1. Health

Health sub-headings

The ECETOC TRA tool has been used to estimate
workplace exposures unless otherwise indicated.

Where other Risk Management Measures/Operational
Conditions are adopted, then users should ensure that risks
are managed to at least equivalent levels.

Additional good practices (Operational Conditions and Risk Management Measures) beyond the REACH
Chemical Safety Assessment established within Chemical Industry are also advised and communicated through
Safety Data Sheets but are not necessarily required to control risk as laid out in section 10.4.

These additional measures are presented in the appendix to section 10 and are coded blue. To control risks as
described by RCRs presented in section 10.1a only Operational Conditions and Risk Management measures as
described in section 2.2 above (coded black in the appendix to section 10) have been taken into account.

9.5.2 Exposure Estimation

9.5.2.1 Human Health

The endpoint for which the available data may trigger a qualitative risk characterization includes eye irritation
and is described in section 10. This qualitative CSA approach aims to reduce/avoid contact when there is no
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basis for setting a DNEL or DMEL for a certain human health endpoint, i.e. when the available data for this
effect do not provide quantitative dose-response information, but there exist toxicity data of a qualitative nature.

Exposure Estimation for all other human health endpoint covered by DNEL or DMEL is performed in context of
risk assessment and set in relation to the respective DNEL/DMEL(s) as shown in the Appendix to section 10.
Resulting risk characterization ratios (RCR) are presented in section 10.4.

9.6 Uses in Ceramics application — Professional

9.6.1 Exposure Scenario

Section 1

Exposure Scenario Title

Title

Ceramics (Professional Application); tartaric acid, CAS 87-69-4

Use Descriptor

Sector of Use: Professional (SU22)

Process Categories

PROCS8a, PROC8b, PROC9

Environmental Release
Categories:

ERC8c, ERC8f

Processes, tasks, activities
covered

Covers the application of ceramics in construction activities

Section 2

Operational conditions and risk management measures

Section 2.1

Control of worker exposure

Product characteristics

Physical form of product

Solid

Vapour pressure

<5Paat20°C

Concentration of substance in
product

Covers percentage substance in the product up to 100 %

Amounts used

Not applicable

Frequency and duration of use

Covers daily exposures up to 8 hours (unless stated differently)

Human factors not influenced
by risk management

Not applicable

Other Operational Conditions
affecting worker exposure

Assumes a good basic standard of occupational hygiene is implemented

Risk Management Measures

8a -Transfer of chemicals
from/to vessels/ large containers
at non dedicated facilities

Provide a good standard of general ventilation. Natural ventilation is from
doors, windows etc.

Wear chemically resistant gloves (tested to EN374 — effectiveness 90%) in
combination with ‘basic’ employee training

8b -Transfer of chemicals
from/to vessels/ large containers
at dedicated facilities

Wear a respirator conforming to EN140/143 (effectiveness 80%) with
Type P1 filter or better
Wear suitable gloves tested to EN374 (effectiveness 80%)

9 -Transfer of chemicals into
small containers (dedicated
filling line)

Wear a respirator conforming to EN140/143 (effectiveness 80%) with
Type P1 filter or better
Wear suitable gloves tested to EN374 (effectiveness 80%)

Section 2.2

Control of environmental exposure

No exposure assessment presented for the environment.

Section 3

Exposure Estimation
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3.1. Health
Health sub-headings Predicted exposures are not expected to exceed the applicable exposure

limits (given in section 8 of the SDS) when the operational conditions/risk
management measures given in section 2 are implemented.

Section 4 Guidance to check compliance with the Exposure Scenario
4.1. Health
Health sub-headings The ECETOC TRA tool has been used to estimate workplace exposures

unless otherwise indicated.

Where other Risk Management Measures/Operational Conditions are
adopted, then users should ensure that risks are managed to at least
equivalent levels.

Additional good practices (Operational Conditions and Risk Management Measures) beyond the REACH
Chemical Safety Assessment established within Chemical Industry are also advised and communicated through
Safety Data Sheets but are not necessarily required to control risk as laid out in section 10.5.

9.6.2 Exposure Estimation

9.6.2.1 Human Health

The endpoint for which the available data may trigger a qualitative risk characterization includes eye irritation
and is described in section 10. This qualitative CSA approach aims to reduce/avoid contact when there is no
basis for setting a DNEL or DMEL for a certain human health endpoint, i.e. when the available data for this
effect do not provide quantitative dose-response information, but there exist toxicity data of a qualitative nature.

Exposure Estimation for all other human health endpoint covered by DNEL or DMEL is performed in context of
risk assessment and set in relation to the respective DNEL/DMEL(s) as shown in the Appendix to section 10.
Resulting risk characterization ratios (RCR) are presented in section 10.5.

9.6.2.2 Environment

In the chemical safety assessment performed according to Article 14(3) in connection with Annex I section 3
(Environmental Hazard Assessment) and section 4 (PBT/ vPvB Assessment) no hazard was identified. Therefore
according to REACH Annex I (5.0) an exposure estimation and risk characterization is not necessary; however a
qualitative risk assessment is provided in section 10.

9.7 Uses in Ceramics application — Consumer

9.7.1 Exposure Scenario

Section 1 Exposure Scenario Title

Title Ceramics (Consumer Use); tartaric acid, CAS 87-69-4
Sector of Use (SU code) 21

Use Descriptor (AC codes) AC4

Processes, tasks, activities Covers general exposures to consumers arising from the use
covered of ceramic tiles for flooring and walls

Environmental Release ERC 10a, ERC 11a

Category

Specific Environmental Release

Category

Section 2 Operational conditions and risk management measures
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Section 2.1

Control of consumer exposure

Product characteristics

Physical form of product

solid

Vapour pressure <5Paat20°C
Concentration of substance in Unless otherwise stated, cover concentrations up to 1%
product

Amounts used

Unless otherwise stated, covers use amounts up to 1350g;
covers skin contact area up to 1000 cm2;

Frequency and duration of
use/exposure

Unless otherwise stated, covers use frequency up to 1 times
every 4 months; covers exposure up to 2 hours per event

Other Operational Conditions
affecting exposure

Unless otherwise stated assumes use at ambient
temperatures; assumes use in a 20 m’ room; assumes use
with typical ventilation.

Section 2.1.1

Product categories

AC4: ceramics

oC

Unless otherwise stated, covers concentrations up to 1%;
covers use up to 3 events/year;

covers use up to 1 time/on day of use;

covers skin contact area up to 1000 cm2;

for each use event, covers use amounts up to 1350g;
covers use in room size of 20m3;

for each use event, covers exposure up to 2hr/event.

RMM

No specific RMMs identified beyond those OCs stated

Section 2.2

Control of environmental exposure - these can be hidden
or removed in this consumer GES

No exposure

assessment presented for the environment.

3.1. Health

Health sub-headings

Predicted exposures are not expected to exceed the
applicable consumer reference values when the operational
conditions/risk management measures given in section 2 are
implemented.

Section 4

Guidance to check compliance with the Exposure
Scenario

4.1. Health

Health sub-headings

The ECETOC TRA tool has been used to estimate
workplace exposures unless otherwise indicated.

Where other Risk Management Measures/Operational
Conditions are adopted, then users should ensure that risks
are managed to at least equivalent levels.

Additional good practices (Operational Conditions and Risk Management Measures) beyond the REACH
Chemical Safety Assessment established within Chemical Industry are also advised and communicated through
Safety Data Sheets but are not necessarily required to control risk as laid out in section 10.6.

9.7.2 Exposure Estimation

9.7.2.1 Human Health

The endpoint for which the available data may trigger a qualitative risk characterization includes eye irritation
and is described in section 10. This qualitative CSA approach aims to reduce/avoid contact when there is no
basis for setting a DNEL or DMEL for a certain human health endpoint, i.e. when the available data for this
effect do not provide quantitative dose-response information, but there exist toxicity data of a qualitative nature.

Exposure Estimation for all other human health endpoint covered by DNEL or DMEL is performed in context of
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risk assessment and set in relation to the respective DNEL/DMEL(s) as shown in the Appendix to section 10.
Resulting risk characterization ratios (RCR) are presented in section 10.6.

9.7.2.2 Environment

In the chemical safety assessment performed according to Article 14(3) in connection with Annex I section 3
(Environmental Hazard Assessment) and section 4 (PBT/ vPvB Assessment) no hazard was identified. Therefore
according to REACH Annex I (5.0) an exposure estimation and risk characterization is not necessary; however a
qualitative risk assessment is provided in section 10.

9.8 Uses in cleaning agents — Consumer

9.8.1 Exposure Scenario

Section 1 Exposure Scenario Title

Title Uses in cleaning agents — Consumer, tartaric acid, CAS 87-
69-4

Sector of Use (SU code) 21

Use Descriptor (PC codes) PC35

Processes, tasks, activities
covered

Covers general exposures to consumers arising from
washing and cleaning products.

Environmental Release ERC 8a

Category

Section 2 Operational conditions and risk management measures
Section 2.1 Control of consumer exposure

Section 2.1.1 1. Contributing scenario — Laundry hand wash

Product characteristics

Physical form of product

liquid

Vapour pressure

<5Paat20°C

Concentration of substance in
product

Unless otherwise stated, cover concentrations up to 5%

Amounts used

Unless otherwise stated, covers use amounts up to 7.8g;
covers skin contact area up to 35.7 cm2 (finger tips);

Frequency and duration of
use/exposure

Unless otherwise stated, covers use frequency up to 4 times
Per week; covers exposure up to 1 hour per event

Other Operational Conditions
affecting exposure

Unless otherwise stated assumes use at ambient
temperatures; assumes use in a 20 m’ room; assumes use
with typical ventilation.

Product categories

PC 35 washing and cleaning ocC Unless otherwise stated, covers concentrations up to 15%;
products — laundry hand wash covers use up to 2 events/week;
covers skin contact area up to 35.7 cm2 (finger tips);
for each use event, covers use amounts up to 7.8¢g
(considering 1% wash solution);
covers use in room size of 20m3;
for each use event, covers exposure up to lhr/event.
RMM Wear suitable gloves
Section 2.1.2 2. Contributing scenario — Hand dishwashing
Product characteristics
Physical form of product liquid
Vapour pressure <5Paat20°C
Concentration of substance in Unless otherwise stated, cover concentrations up to 5%
product
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Amounts used Unless otherwise stated, covers use amounts up to 3g; covers
skin contact area up to 35.7 cm2 (finger tips);
Frequency and duration of Unless otherwise stated, covers use frequency up to2 times
use/exposure per day; covers exposure up to 1 hours per event
Other Operational Conditions Unless otherwise stated assumes use at ambient
affecting exposure temperatures; assumes use in a 20 m’ room; assumes use
with typical ventilation.
Product categories
PC 35 washing and cleaning oC Unless otherwise stated, covers concentrations up to 5%;
products — hand dishwashing covers use up to 2 events/day;
covers skin contact area up to 35.7 cm2;
for each use event, covers use amounts up to 3g;
covers use in room size of 20m3;
for each use event, covers exposure up to lhr/event.
RMM Wear suitable gloves
Section 2.1.3 3. Contributing scenario — surface cleaners (powder)
Product characteristics
Physical form of product solid
Vapour pressure <5Paat20°C
Concentration of substance in Unless otherwise stated, cover concentrations up to 5%
product
Amounts used Unless otherwise stated, covers use amounts up to 20g;
covers skin contact area up to 35.7 cm2;
Frequency and duration of Unless otherwise stated, covers use frequency up to 2 times
use/exposure per week; covers exposure up to 1 hour per event
Other Operational Conditions Unless otherwise stated assumes use at ambient
affecting exposure temperatures; assumes use in a 20 m® room; assumes use
with typical ventilation.
Product categories
PC 35 washing and cleaning oC Unless otherwise stated, covers concentrations up to 1%;
products — surface cleaners covers use up to 2 events/week;
(powder) covers skin contact area up to 35.7 cm2 (finger tips);
for each use event, covers use amounts up to 20g;
covers use in room size of 20m3;
for each use event, covers exposure up to lhr/event.
RMM Wear suitable gloves.
Section 2.1.4 3. Contributing scenario — surface cleaners (spray)
Product characteristics
Physical form of product liquid
Vapour pressure <5Paat20°C
Concentration of substance in Unless otherwise stated, cover concentrations up to 5%
product
Amounts used Unless otherwise stated, covers use amounts up to 5g; covers
skin contact area up to 35.7 cm2 (finger tips);
Frequency and duration of Unless otherwise stated, covers use frequency up to 1 times
use/exposure Per week; covers exposure up to 1 hour per event
Other Operational Conditions Unless otherwise stated assumes use at ambient
affecting exposure temperatures; assumes use in a 20 m’ room; assumes use
with typical ventilation.
Product categories
PC 35 washing and cleaning ocC Unless otherwise stated, covers concentrations up to 5%;
products — surface cleaners covers use up to 1 events/week;
(spray) covers skin contact area up to 35.7 cm2 (finger tips);
for each use event, covers use amounts up to 5g;
covers use in room size of 20m3;
for each use event, covers exposure up to lhr/event.
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RMM Wear suitable gloves.

Section 2.2 Control of environmental exposure

No exposure assessment presented for the environment.

3.1. Health

Health sub-headings Predicted exposures are not expected to exceed the
applicable consumer reference values when the operational
conditions/risk management measures given in section 2 are
implemented.

Section 4 Guidance to check compliance with the Exposure
Scenario

4.1. Health

Health sub-headings The ECETOC TRA tool has been used to estimate

workplace exposures unless otherwise indicated.

The “Table of habits and practices for consumer products in
Western Europe” Developed by A.L.S.E. (2002) has been
used to set the operational condition as listed in section 2.1.
The table can be found in the A.I.S.E. web site:
http://www.aise.eu/reach/?page=exposureass_sub3

Where other Risk Management Measures/Operational
Conditions are adopted, then users should ensure that risks
are managed to at least equivalent levels.

Additional good practices (Operational Conditions and Risk Management Measures) beyond the REACH
Chemical Safety Assessment established within Chemical Industry are also advised and communicated through
Safety Data Sheets but are not necessarily required to control risk as laid out in section 10.6.

9.8.2 Exposure Estimation

9.8.2.1 Human Health

The endpoint for which the available data may trigger a qualitative risk characterization includes eye irritation
and is described in section 10. This qualitative CSA approach aims to reduce/avoid contact when there is no
basis for setting a DNEL or DMEL for a certain human health endpoint, i.e. when the available data for this
effect do not provide quantitative dose-response information, but there exist toxicity data of a qualitative nature.

Exposure Estimation for all other human health endpoint covered by DNEL or DMEL is performed in context of
risk assessment and set in relation to the respective DNEL/DMEL(s) as shown in the Appendix to section 10.
Resulting risk characterization ratios (RCR) are presented in section 10.6.

9.8.2.2 Environment

In the chemical safety assessment performed according to Article 14(3) in connection with Annex I section 3
(Environmental Hazard Assessment) and section 4 (PBT/ vPvB Assessment) no hazard was identified. Therefore
according to REACH Annex I (5.0) an exposure estimation and risk characterization is not necessary; however a
qualitative risk assessment is provided in section 10.
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10. RISK CHARACTERISATION

QUALITATIVE RISK ASSESSMENT OF RISKS FROM EYE IRRITATING SUBSTANCES
Eyve damage - Risk of serious damage to eye (R41) QUALITATIVE CSA

The purpose of the qualitative risk characterisation is to assess " the likelihood that effects are avoided when
implementing the exposure scenario..." (REACH Annex 1, Section 6.5).

This qualitative Chemical Safety Assessment (CSA) approach aims to reduce/avoid contact when there is no
basis for setting a DNEL or DMEL for a certain human health adverse effect, i.e. when the available data for this
adverse effect do not provide quantitative dose-response information, but there exist toxicity data appropriate to
allow a qualitative risk characterisation. The end points for which the available data may trigger a qualitative risk

characterisation includes eye damage (R41).

This general qualitative CSA approach aims to reduce/avoid contact or incidents with the substance. However,
implementation of risk management measures (RMMs) and operational conditions (OCs) need to be proportional
to the degree of concern for the health hazard presented by the substance. Exposures should be controlled to at
least the levels that represent an acceptable level of risk, i.e. implementation of the chosen RMMs will ensure
that the likelihood of an event occurring due to the hazard of the substance is negligible, and the risk is
considered to be controlled to a level of no concern.

For eye damage a qualitative risk characterisation was conducted.

A review of these RMMs indicates that if the user complies with the following generic statements, risks due to
eye damage can be considered to be adequately controlled; as eye exposure often arises via skin (people rub their

eyes with fingers) also skin protection has been taken into account:

The implementation of relevant RMMs will ensure that the likelihood of an event occurring due to the substance
hazard of eye irritation is negligible and the risk is considered to be controlled to a level of no concern.

For the eye damage (R41) hazard a qualitative risk characterisation has been conducted consistent with the
considerations and risk management measures identified in the Table below.

Solid substance that causes eye damage, classified R41 (Risk of serious damage to eyes) respectively H318
(Causes serious eye damage).

Precautionary Components of the Qualitative Risk Assessment PPE
Statements
Prevention: e Containment as appropriate; e  Chemical googles
e P280: Wear e  Minimise number of staff exposed;
protective e Wear gloves (tested to EN374) if direct hand
gloves/protective contact with the substance is likely; wash off skin
clothing/eye contamination immediately;
protection/face e  Segregation of the emitting process;
protection. e Good standard of general ventilation;
e Minimization of manual phases;
Response: e Avoidance of conctact with contaminated tools

e P305+P351 +P338:
IF IN EYES: Rinse
cautiously with water
for several minutes.
Remove contact
lenses, if present and
easy to do. Continue
rinsing.

and objects;

Regular cleaning of equipment and work area;

e  Ensure suitable management/supervision is in
place to check that the RMMs in place are being
used correctly and OCs followed;

e Train staff on good practice to prevent / minimise
exposures and to report any eye problems that may
develop;
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| e Adopt good standards of personal hygiene.
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QUALITATIVE CHEMICAL RISK ASSESSMENT FOR THE ENVIRONMENT

On the basis of currently available data on physico-chemical properties, environmental fate and behaviour,
ecotoxicity and toxicity to humans, the substance has been assessed not to be a PBT or vPvB. In addition, the
substance is neither legally classified as ‘dangerous for the environment’ according to directive 67/548/EEC nor
according to Table 3.1 of regulation (EC) No 1272/2008. Consequently, according to REACH regulation (EC)
No 1907/2006, Article 14.4, an exposure assessment and risk characterisation for the environment, addressing
quantitatively all identified uses of the registrant, is not required.

The purpose of this chapter is to reflect qualitatively the exposure and risk situation in the EU that results from
industrial sources of substance production and subsequent uses.

ENVIRONMENTAL DISTRIBUTION AND BEHAVIOUR

Tartaric acid has a high solubility in water. Besides that, the substance has a low log POW and hence sorption to
solid mater (soil and sediment) is expected to be low.

PRODUCTION

Aquatic environment

Most production sites are equipped with best available techniques for waste water such as sewage treatment
plants that result in the efficient removal of the substance prior to entering natural water resources.

Consequently, release from production is expected to be low and risks are controlled.

Atmosphere

Releases to the atmosphere are expected to be low as major production sites are equipped with risk management

measures in order to comply with regulatory requirements for discharges to air.
USES

The major use of the substance is industrial whereas the other main uses are professional and consumer uses in
construction and ceramics applications. All such uses release mainly to the waste water stream and due to the
very good biodegradability of the substance such waste water can be easily cleaned in industrial or municipal
waste water treatment plants. Consequently, release from production is expected to be low and risks are
controlled.

Aquatic environment and soil

The substance as such has shown no significant toxicity in acute tests performed with aquatic species. The fish,
daphnia, and algae acute aquatic toxicity are greater than 10 mg/l and lower than 100 mg/L (96h LC50 (fish) >
100 mg/L, 48h EC50 (daphnia) = 93.3mg/L, and 72h ErC50 (algae) =51.4 mg/L). As well, the substance is very
soluble and ready biodegradable.

As a conclusion from Log Kow of -1.91, it can be stated that the substance has only a very low bioaccumulation
potential. Consequently, the substance is not considered to be persistent and will be easily removed from any
water stream by microbial activity - this holds true also for biodegradability in sediment as well as soil. Sorption
to sediment or soil is considered to be very low according to low log POW data. Hence, it is unlikely that

relevant concentration could build up in the environment.

In all cases waste should become collected and recycled whenever technically feasible in accordance with

regulations.

Atmosphere

Release to the atmosphere from industrial and large professional sites are expected to comply with regulatory
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requirements for discharges to air. Releases from other professional uses and consumer uses are diffuse and
expected to be low.

INDIRECT EXPOSURE OF HUMANS VIA THE ENVIRONMENT

Tartaric acid has a low bioaccumulation potential in the environment and is readily biodegradable. The
bioconcentration factor for fish is considered to be very low and hence it is not expected that there is a
significant exposure for humans or predators via the local environment.

Summary
From the above, it can be seen that tartaric acid presents very little hazard to the aquatic and terrestrial
environment. Exposure to the environment is also expected to be low as the largest releases are likely to come

from industrial activities, which are controlled by employing standard practices such as reducing emission to air,

good housekeeping and discharging to waste water treatment. It can therefore be concluded that under normal
circumstances, tartaric acid does not pose a risk to the environment. Indirect exposure of humans via the

environment is considered to be negligible.
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10.1. Manufacture of Substance — Industrial

10.1.1 Human Health

The following provides an overview on Risk Characterization Ratios (RCR) derived by using the parameters
(Control of workers exposure, Operational Conditions and Risk Management measures) as specified in the
Section 2.1 of the Exposure scenario in section 9.1.1.

For all calculations the DNELSs as described in section 5.11 of this Chemical Safety Report have been used.

Sector of use [PROC/PC RCR RCR RCR
inhalative dermal combined
Industrial - |PROCI
SuU8/9/3 Closed process (no sampling)
0.002 0.118 0.120
Industrial - |PROC2
SuU8/9/3 Closed continuous process (with
sampling) 0.096 0.472 0.569
Industrial - [PROC3
SU8/9/3 Closed batch process (with sampling)
0.192 0.118 0.310
Industrial - [PROC4
SuU8/9/3 batch process with exposure
0.673 0.236 0.909
Industrial - |PROCS8a
SuU8/9/3 Non dedicated discharging to/from
vessels 0.192 0.473 0.665
Industrial - |PROCS8b
SuU8/9/3 Dedicated discharging to/from vessels
0.192 0.473 0.665
Industrial - |PROC9
SU3/SU10 [Transfer of chemicals into small
containers (dedicated filling line) 0.192 0.473 0.665

A screen of the tool used with all parameters and values can be seen in the Appendix to this section, part 1.

10.1.2 Indirect Exposure of humans via the environment

Indirect exposure of humans to tartaric acid via the environment is considered to be negligible do to the intrinsic

properties of tartaric acid (readily biodegradability, no potential for bioaccumulation, non-persistent).

10.2 Formulation & (Re)packing of Substances and Mixtures — Industrial

10.2.1 Human Health

The following provides an overview on Risk Characterization Ratios (RCR) derived by using the parameters
(Control of workers exposure, Operational Conditions and Risk Management measures) as specified in the
Section 2.1 of the Exposure scenario in section 9.2.1.

For all calculations the DNELSs as described in section 5.11 of this Chemical Safety Report have been used.

Sector of use |PROC/PC RCR RCR RCR
inhalative dermal combined
Industrial - |PROCS5 Mixing or blending
SU3/SU10
0.192 0.473 0.665
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Industrial - |PROC8a Non-dedicated discharging to/from
SU3/SU10 |vessels

0.192 0.473 0.665
Industrial - |PROCS8b Dedicated discharging to/from
SU3/SU10 |vessels

0.192 0.473 0.665
Industrial - [PROC9 Transfer of substance/mixture into
SU3/SU10 |small containers

0.192 0.473 0.665

A screen of the tool used with all parameters and values can be seen in the Appendix to this section, part 2.

10.2.2 Indirect Exposure of humans via the environment

Indirect exposure of humans to tartaric acid via the environment is considered to be negligible do to the intrinsic

properties of tartaric acid (readily biodegradability, no potential for bioaccumulation, non-persistent).

10.3. Use at industrial sites — Intermediate

10.3.1 Human Health

The following provides an overview on Risk Characterization Ratios (RCR) derived by using the parameters

(Control of workers exposure, Operational Conditions and Risk Management measures) as specified in the

Section 2.1 of the Exposure scenario in section 9.1.1.

For all calculations the DNELSs as described in section 5.11 of this Chemical Safety Report have been used.

Sector of use [PROC/PC RCR RCR RCR
inhalative dermal combined
Industrial - |PROCI1
SU8/9/3 Closed process (no sampling)
0.002 0.118 0.120
Industrial - |PROC2
SuU8/9/3 Closed continuous process (with
sampling) 0.096 0.472 0.569
Industrial - |PROC3
SU8/9/3 Closed batch process (with sampling)
0.192 0.118 0.310
Industrial - |PROC4
SU8/9/3 batch process with exposure
0.673 0.236 0.909
Industrial - |PROC8a
SU8/9/3 Non dedicated discharging to/from
vessels 0.192 0.473 0.665
Industrial - |PROCS8b
SuU8/9/3 Dedicated discharging to/from vessels
0.192 0.473 0.665
Industrial - |PROC9
SU3/SU10 [Transfer of chemicals into small
containers (dedicated filling line) 0.192 0.473 0.665

A screen of the tool used with all parameters and values can be seen in the Appendix to this section, part 1.

10.3.2 Indirect Exposure of humans via the environment

Indirect exposure of humans to tartaric acid via the environment is considered to be negligible do to the intrinsic

properties of tartaric acid (readily biodegradability, no potential for bioaccumulation, non-persistent).
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10.4 Uses in Construction application —Professional

10.4.1 Human Health

The following provides an overview on Risk Characterization Ratios (RCR) derived by using the parameters
(Control of workers exposure, Operational Conditions and Risk Management measures) as specified in the
Section 2.1 of the Exposure scenario in section 9.3.1.

For all calculations the DNELSs as described in section 5.11 of this Chemical Safety Report have been used.

Sector of use |PROC/PC RCR RCR RCR
inhalative dermal combined
Professional |PROC 8a -Transfer of chemicals from/to
-SU22  |vessels/ large containers at non dedicated
facilities 0.192 0.473 0.665
Professional |PROC 8b -Transfer of chemicals from/to
-SU22  |vessels/ large containers at dedicated facilities
0.192 0.473 0.665
Professional [PROC 9 -Transfer of chemicals into small
-SU22  |containers (dedicated filling line)
0.192 0.473 0.665

A screen of the tool used with all parameters and values can be seen in the Appendix to this section, part 3.

10.4.2 Indirect Exposure of humans via the environment
Indirect exposure of humans to tartaric acid via the environment is considered to be negligible do to the intrinsic
properties of tartaric acid (readily biodegradability, no potential for bioaccumulation, non-persistent).

10.5 Uses in Construction application — Consumer

10.5.1 Human Health

The following provides an overview on Risk Characterization Ratios (RCR) derived by using the parameters
(Control of workers exposure, Operational Conditions and Risk Management measures) as specified in the
Section 2.1 of the Exposure scenario in section 9.4.1.

For all calculations the DNELSs as described in section 5.11 of this Chemical Safety Report have been used.

Sector of use |AC RCR RCR RCR

inhalative dermal combined
Consumer - [AC4: stone, plaster, cement 2.50E-02 4.44E-01 4.44E-01
SuU21

A screen of the tool used with all parameters and values can be seen in the Appendix to this section, part 4.

10.5.2 Indirect Exposure of humans via the environment

Indirect exposure of humans to tartaric acid via the environment is considered to be negligible do to the intrinsic
properties of tartaric acid (readily biodegradability, no potential for bioaccumulation, non-persistent).
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10.6 Uses in Ceramic application — Professional

10.6.1 Human Health

The following provides an overview on Risk Characterization Ratios (RCR) derived by using the parameters
(Control of workers exposure, Operational Conditions and Risk Management measures) as specified in the
Section 2.1 of the Exposure scenario in section 9.5.1.

For all calculations the DNELSs as described in section 5.11 of this Chemical Safety Report have been used.

Sector of use |PROC/PC RCR RCR RCR
inhalative dermal combined

Professional [PROC 8a -Transfer of chemicals from/to
- SU22 vessels/ large containers at non dedicated

facilities 0.192 0.473 0.665
Professional |PROC 8b -Transfer of chemicals from/to
- SU22 vessels/ large containers at dedicated

facilities 0.192 0.473 0.665
Professional [PROC 9 -Transfer of chemicals into
- SuU22 small containers (dedicated filling line)

0.192 0.473 0.665

A screen of the tool used with all parameters and values can be seen in the Appendix to this section, part 5.

10.6.2 Indirect Exposure of humans via the environment
Indirect exposure of humans to tartaric acid via the environment is considered to be negligible do to the intrinsic
properties of tartaric acid (readily biodegradability, no potential for bioaccumulation, non-persistent).

10.7 Uses in Ceramic application — Consumer

10.7.1 Human Health

The following provides an overview on Risk Characterization Ratios (RCR) derived by using the parameters
(Control of workers exposure, Operational Conditions and Risk Management measures) as specified in the

Section 2.1 of the Exposure scenario in section 9.6.1.

For all calculations the DNELSs as described in section 5.11 of this Chemical Safety Report have been used.

Sector of use [AC RCR RCR RCR

inhalative dermal combined
Consumer - |AC4: ceramic articles 2.60E-01 7.11E-01 9.71E-01
SU21

A screen of the tool used with all parameters and values can be seen in the Appendix to this section, part 6.

10.7.2 Indirect Exposure of humans via the environment

Indirect exposure of humans to tartaric acid via the environment is considered to be negligible do to the intrinsic
properties of tartaric acid (readily biodegradability, no potential for bioaccumulation, non-persistent).
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10.8 Uses in Cleaning agents — Consumer

10.8.1 Human Health

The following provides an overview on Risk Characterization Ratios (RCR) derived by using the parameters
(Control of workers exposure, Operational Conditions and Risk Management measures) as specified in the
Section 2.1 of the Exposure scenario in section 9.6.1.

For all calculations the DNELSs as described in section 5.11 of this Chemical Safety Report have been used.

Sector of use |PC RCR RCR RCR
inhalative dermal combined

Consumer - |PC35:Washing and cleaning products

SU21 (including solvent based products) — 6.09E-01 9.92E-02 7.09E-01
Laundry hand wash

Consumer - |PC35:Washing and cleaning products

21 (including solvent based products) — Hand 5.36E-01 3.97E-01 9.33E-01
dishwashing

Consumer - |PC35:Washing and cleaning products

21 (including solvent based products) — 9.38E-01 5.95E-03 9.43E-01
Surface cleaners (powder)

Consumer - |PC35:Washing and cleaning products

21 (including solvent based products) — 7.81E-01 1.98E-02 8.01E-01
surface cleaners - spray

A screen of the tool used with all parameters and values can be seen in the Appendix to this section, part 6.

10.8.2 Indirect Exposure of humans via the environment

Indirect exposure of humans to tartaric acid via the environment is considered to be negligible do to the intrinsic

properties of tartaric acid (readily biodegradability, no potential for bioaccumulation, non-persistent).
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9.1. Exposure scenario 1: Use at industrial site - Use at industrial site

Environment contributing scenario(s):

Use at industrial site ERC 6a
Worker contributing scenario(s):
Use as laboratory reagent PROC 15

9.1.1. Environmental contributing scenario 1: Use at industrial site

On the basis of currently available data on physico-chemical properties, environmental fate and behaviour, ecotoxicity
and toxicity to humans, the substance has been assessed not to be a PBT or vPvB. In addition, the substance is neither
legally classified as ‘dangerous for the environment” according to directive 67/548/EEC nor according to Table 3.1 of
regulation (EC) No 1272/2008. Consequently, according to REACH regulation (EC) No 1907/2006, Article 14.4, an
exposure assessment and risk characterisation for the environment, addressing quantitatively all identified uses of the
registrant, is not required.

Table 1. Contribution to oral intake for man via the environment from local contribution
Tartaric acid has a low bioaccumulation potential in the environment and is readily biodegradable. The

bioconcentration factor for fish is considered to be very low and hence it is not expected that there is a significant
exposure for humans or predators via the local environment.

9.1.2. Worker contributing scenario 1: Use as laboratory reagent (PROC 15)

9.1.2.1. Conditions of use

|Method
Product (article) characteristics
« Dustiness of material: High TRA Worker v3
« Concentration of substance in mixture: Substance as such TRA Worker v3
Amount used (or contained in articles), frequency and duration of use/exposure
* Duration of activity: < 8 hours TRA Worker v3
Technical and organisational conditions and measures
« General ventilation: Good general ventilation (3-5 air changes per hour) TRA Worker v3
« Containment: No TRA Worker v3
« Local exhaust ventilation: no [Effectiveness Inhal: 0%] TRA Worker v3
« Occupational Health and Safety Management System: Advanced TRA Worker v3
Conditions and measures related to personal protection, hygiene and health evaluation
* Dermal Protection: No [Effectiveness Dermal: 0%] TRA Worker v3
* Respiratory Protection: No [Effectiveness Inhal: 0%] TRA Worker v3
Other conditions affecting workers exposure
* Place of use: Indoor TRA Worker v3
* Process temperature (for solid): Ambient TRA Worker v3
« Skin surface potentially exposed: One hand face only (240 cm2) TRA Worker v3

9.1.2.2. Exposure and risks for workers
The exposure concentrations and risk characterisation ratios (RCR) are reported in the following table.

Table 2. Exposure concentrations and risks for workers
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Route of exposure and type of effects |Exposure concentration Risk characterisation
Inhalation, systemic, long-term 3.5 mg/m3 (TRA Worker v3) RCR =0.673

Dermal, systemic, long-term 0.34 mg/kg bw/day (TRA Worker v3) RCR =0.117

Eye, local Qualitative (see below)
Combined routes, systemic, long-term RCR =0.79

Conclusion on risk characterisation

Eye damage - Risk of serious damage to eye (R41, H318) QUALITATIVE CSA

The purpose of the qualitative risk characterisation is to assess " the likelihood that effects are avoided when
implementing the exposure scenario..." (REACH Annex 1, Section 6.5).

This qualitative Chemical Safety Assessment (CSA) approach aims to reduce/avoid contact when there is no basis for
setting a DNEL or DMEL for a certain human health adverse effect, i.e. when the available data for this adverse effect
do not provide quantitative dose-response information, but there exist toxicity data appropriate to allow a qualitative
risk characterisation. The end points for which the available data may trigger a qualitative risk characterisation includes
eye damage.

This general qualitative CSA approach aims to reduce/avoid contact or incidents with the substance. However,
implementation of risk management measures (RMMSs) and operational conditions (OCs) need to be proportional to the
degree of concern for the health hazard presented by the substance. Exposures should be controlled to at least the levels
that represent an acceptable level of risk, i.e. implementation of the chosen RMMSs will ensure that the likelihood of an
event occurring due to the hazard of the substance is negligible, and the risk is considered to be controlled to a level of
no concern.

For eye damage a qualitative risk characterisation was conducted.

A review of these RMM s indicates that if the user complies with the following generic statements, risks due to eye
damage can be considered to be adequately controlled; as eye exposure often arises via skin (people rub their eyes with
fingers) also skin protection has been taken into account:

The implementation of relevant RMMs will ensure that the likelihood of an event occurring due to the substance hazard
of eye irritation is negligible and the risk is considered to be controlled to a level of no concern.
For the eye damage hazard a qualitative risk characterisation has been conducted consistent with the considerations and
risk management measures identified below.

Components of the Qualitative Risk Assessment
« Containment as appropriate;
« Minimise number of staff exposed,;
« Wear gloves (tested to EN374) if direct hand contact with the substance is likely; wash off skin contamination
immediately;
« Segregation of the emitting process;
« Good standard of general ventilation;
« Minimization of manual phases;
 Avoidance of contact with contaminated tools and objects;
* Regular cleaning of equipment and work area;
« Ensure suitable management/supervision is in place to check that the RMMs in place are being used correctly and
OCs followed;
« Train staff on good practice to prevent / minimise exposures and to report any eye problems that may develop;
» Adopt good standards of personal hygiene.
PPE
« Chemical googles
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9.2. Exposure scenario 2: Use at industrial site - Industrial use in oilfield
industries
Sector of use:

SU 2a, Mining, (without offshore industries)
SU 2b, Offshore industries

Environment contributing scenario(s):

Industrial use in Construction Application ERC5
Worker contributing scenario(s):

Use in closed process, no likelihood of exposure PROC 1
Use in closed, continuous process with occasional controlled exposure PROC 2
Use in closed batch process (synthesis or formulation) PROC 3
Use in batch and other process (synthesis) where opportunity for exposure arises PROC 4

Mixing or blending in batch processes for formulation of preparations and articles (multistage PROC 5
and/or significant contact)

Transfer of substance or preparation (charging/discharging) from/to vessels/large containersat PROC 8a
non-dedicated facilities

Transfer of substance or preparation (charging/discharging) from/to vessels/large containers at PROC 8b
dedicated facilities

Transfer of substance or preparation into small containers (dedicated filling line, including PROC 9
weighing)
Use as laboratory reagent PROC 15

9.2.1. Environmental contributing scenario 1: Industrial use in oilfield industries

On the basis of currently available data on physico-chemical properties, environmental fate and behaviour, ecotoxicity
and toxicity to humans, the substance has been assessed not to be a PBT or vPvB. In addition, the substance is neither
legally classified as ‘dangerous for the environment” according to directive 67/548/EEC nor according to Table 3.1 of
regulation (EC) No 1272/2008. Consequently, according to REACH regulation (EC) No 1907/2006, Article 14.4, an
exposure assessment and risk characterisation for the environment, addressing quantitatively all identified uses of the
registrant, is not required.

Table 3. Contribution to oral intake for man via the environment from local contribution

Tartaric acid has a low bioaccumulation potential in the environment and is readily biodegradable. The
bioconcentration factor for fish is considered to be very low and hence it is not expected that there is a significant
exposure for humans or predators via the local environment.

9.2.2. Worker contributing scenario 1: Use in closed process, no likelihood of exposure (PROC
1)

9.2.2.1. Conditions of use

Method
Product (article) characteristics
« Dustiness of material: High TRA Worker v3
« Concentration of substance in mixture: Substance as such TRA Worker v3
Amount used (or contained in articles), frequency and duration of use/exposure
« Duration of activity: < 8 hours TRA Worker v3
Technical and organisational conditions and measures
« General ventilation: Basic general ventilation (1-3 air changes per hour) TRA Worker v3
« Containment: Closed system (minimal contact during routine operations) TRA Worker v3
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Method

« Local exhaust ventilation: no [Effectiveness Inhal: 0%] TRA Worker v3
« Occupational Health and Safety Management System: Advanced TRA Worker v3
Conditions and measures related to personal protection, hygiene and health evaluation

 Dermal Protection: No [Effectiveness Dermal: 096] TRA Worker v3
« Respiratory Protection: No [Effectiveness Inhal: 0%] TRA Worker v3
Other conditions affecting workers exposure

* Place of use: Indoor TRA Worker v3
« Process temperature (for solid): Ambient TRA Worker v3
« Skin surface potentially exposed: One hand face only (240 cm2) TRA Worker v3

9.2.2.2. Exposure and risks for workers

The exposure concentrations and risk characterisation ratios (RCR) are reported in the following table.

Table 4. Exposure concentrations and risks for workers

Route of exposure and type of effects Exposure concentration Risk characterisation
Inhalation, systemic, long-term 0.01 mg/m3 (TRA Worker v3) RCR < 0.01

Dermal, systemic, long-term 0.034 mg/kg bw/day (TRA Worker v3) |RCR =0.012

Eye, local Qualitative (see below)
Combined routes, systemic, long-term RCR =0.014

Conclusion on risk characterisation

Eye damage - Risk of serious damage to eye (R41, H318) QUALITATIVE CSA
The purpose of the qualitative risk characterisation is to assess " the likelihood that effects are avoided when
implementing the exposure scenario..." (REACH Annex 1, Section 6.5).

This qualitative Chemical Safety Assessment (CSA) approach aims to reduce/avoid contact when there is no basis for
setting a DNEL or DMEL for a certain human health adverse effect, i.e. when the available data for this adverse effect
do not provide quantitative dose-response information, but there exist toxicity data appropriate to allow a qualitative
risk characterisation. The end points for which the available data may trigger a qualitative risk characterisation includes
eye damage.

This general qualitative CSA approach aims to reduce/avoid contact or incidents with the substance. However,
implementation of risk management measures (RMMSs) and operational conditions (OCs) need to be proportional to the
degree of concern for the health hazard presented by the substance. Exposures should be controlled to at least the levels
that represent an acceptable level of risk, i.e. implementation of the chosen RMMs will ensure that the likelihood of an
event occurring due to the hazard of the substance is negligible, and the risk is considered to be controlled to a level of
no concern.

For eye damage a qualitative risk characterisation was conducted.

A review of these RMMs indicates that if the user complies with the following generic statements, risks due to eye
damage can be considered to be adequately controlled; as eye exposure often arises via skin (people rub their eyes with
fingers) also skin protection has been taken into account:

The implementation of relevant RMMs will ensure that the likelihood of an event occurring due to the substance hazard
of eye irritation is negligible and the risk is considered to be controlled to a level of no concern.
For the eye damage hazard a qualitative risk characterisation has been conducted consistent with the considerations and
risk management measures identified below.

Components of the Qualitative Risk Assessment
« Containment as appropriate;
« Minimise number of staff exposed,;
« Wear gloves (tested to EN374) if direct hand contact with the substance is likely; wash off skin contamination
immediately;
« Segregation of the emitting process;
« Good standard of general ventilation;
« Minimization of manual phases;
 Avoidance of contact with contaminated tools and objects;
* Regular cleaning of equipment and work area;
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« Ensure suitable management/supervision is in place to check that the RMMs in place are being used correctly and

OCs followed;
« Train staff on good practice to prevent / minimise exposures and to report any eye problems that may develop;

« Adopt good standards of personal hygiene.
PPE
» Chemical googles

9.2.3. Worker contributing scenario 2: Use in closed, continuous process with occasional
controlled exposure (PROC 2)

9.2.3.1. Conditions of use

Method
Product (article) characteristics
« Dustiness of material: High TRA Worker v3
« Concentration of substance in mixture: Substance as such TRA Worker v3
Amount used (or contained in articles), frequency and duration of use/exposure
« Duration of activity: < 8 hours TRA Worker v3
Technical and organisational conditions and measures
« General ventilation: Basic general ventilation (1-3 air changes per hour) TRA Worker v3
» Containment: Closed continuous process with occasional controlled exposure TRA Worker v3
« Local exhaust ventilation: no [Effectiveness Inhal: 0%] TRA Worker v3
« Occupational Health and Safety Management System: Advanced TRA Worker v3
Conditions and measures related to personal protection, hygiene and health evaluation
 Dermal Protection: No [Effectiveness Dermal: 096] TRA Worker v3
* Respiratory Protection: No [Effectiveness Inhal: 0%] TRA Worker v3
Other conditions affecting workers exposure
* Place of use: Indoor TRA Worker v3
* Process temperature (for solid): Ambient TRA Worker v3
« Skin surface potentially exposed: Two hands face (480 cm2) TRA Worker v3

9.2.3.2. Exposure and risks for workers

The exposure concentrations and risk characterisation ratios (RCR) are reported in the following table.

Table 5. Exposure concentrations and risks for workers

Route of exposure and type of effects |Exposure concentration Risk characterisation
Inhalation, systemic, long-term 1 mg/m?3 (TRA Worker v3) RCR =0.192
Dermal, systemic, long-term 1.37 mg/kg bw/day (TRA Worker v3) RCR =0.472
Eye, local Qualitative (see below)
Combined routes, systemic, long-term RCR = 0.665

Conclusion on risk characterisation

Eye damage - Risk of serious damage to eye (R41, H318) QUALITATIVE CSA

The purpose of the qualitative risk characterisation is to assess " the likelihood that effects are avoided when
implementing the exposure scenario..." (REACH Annex 1, Section 6.5).

This qualitative Chemical Safety Assessment (CSA) approach aims to reduce/avoid contact when there is no basis for
setting a DNEL or DMEL for a certain human health adverse effect, i.e. when the available data for this adverse effect
do not provide quantitative dose-response information, but there exist toxicity data appropriate to allow a qualitative
risk characterisation. The end points for which the available data may trigger a qualitative risk characterisation includes

eye damage.
This general qualitative CSA approach aims to reduce/avoid contact or incidents with the substance. However,
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implementation of risk management measures (RMMSs) and operational conditions (OCs) need to be proportional to the
degree of concern for the health hazard presented by the substance. Exposures should be controlled to at least the levels
that represent an acceptable level of risk, i.e. implementation of the chosen RMMs will ensure that the likelihood of an
event occurring due to the hazard of the substance is negligible, and the risk is considered to be controlled to a level of
no concern.

For eye damage a qualitative risk characterisation was conducted.

A review of these RMMs indicates that if the user complies with the following generic statements, risks due to eye
damage can be considered to be adequately controlled; as eye exposure often arises via skin (people rub their eyes with
fingers) also skin protection has been taken into account:

The implementation of relevant RMMs will ensure that the likelihood of an event occurring due to the substance hazard
of eye irritation is negligible and the risk is considered to be controlled to a level of no concern.
For the eye damage hazard a qualitative risk characterisation has been conducted consistent with the considerations and
risk management measures identified below.

Components of the Qualitative Risk Assessment
« Containment as appropriate;
* Minimise number of staff exposed,;
* Wear gloves (tested to EN374) if direct hand contact with the substance is likely; wash off skin contamination
immediately;
« Segregation of the emitting process;
» Good standard of general ventilation;
« Minimization of manual phases;
 Avoidance of contact with contaminated tools and objects;
« Regular cleaning of equipment and work area;
« Ensure suitable management/supervision is in place to check that the RMMs in place are being used correctly and
OCs followed,;
« Train staff on good practice to prevent / minimise exposures and to report any eye problems that may develop;
» Adopt good standards of personal hygiene.
PPE
« Chemical googles

9.2.4. Worker contributing scenario 3: Use in closed batch process (synthesis or formulation)
(PROC 3)

9.2.4.1. Conditions of use

Method
Product (article) characteristics
* Dustiness of material: High TRA Worker v3
« Concentration of substance in mixture: Substance as such TRA Worker v3
Amount used (or contained in articles), frequency and duration of use/exposure
* Duration of activity: < 8 hours TRA Worker v3
Technical and organisational conditions and measures
« General ventilation: Basic general ventilation (1-3 air changes per hour) TRA Worker v3
« Containment: Closed batch process with occasional controlled exposure TRA Worker v3
* Local exhaust ventilation: no [Effectiveness Inhal: 0%] TRA Worker v3
« Occupational Health and Safety Management System: Advanced TRA Worker v3
Conditions and measures related to personal protection, hygiene and health evaluation
» Dermal Protection: No [Effectiveness Dermal: 0%] TRA Worker v3
« Respiratory Protection: No [Effectiveness Inhal: 0%] TRA Worker v3
Other conditions affecting workers exposure
* Place of use: Indoor TRA Worker v3
« Process temperature (for solid): Ambient TRA Worker v3
« Skin surface potentially exposed: One hand face only (240 cm2) TRA Worker v3

9.2.4.2. Exposure and risks for workers
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The exposure concentrations and risk characterisation ratios (RCR) are reported in the following table.

Table 6. Exposure concentrations and risks for workers

Route of exposure and type of effects |Exposure concentration Risk characterisation
Inhalation, systemic, long-term 1 mg/m?3 (TRA Worker v3) RCR =0.192

Dermal, systemic, long-term 0.69 mg/kg bw/day (TRA Worker v3) RCR =0.238

Eye, local Qualitative (see below)
Combined routes, systemic, long-term RCR=0.43

Conclusion on risk characterisation

Eye damage - Risk of serious damage to eye (R41, H318) QUALITATIVE CSA
The purpose of the qualitative risk characterisation is to assess " the likelihood that effects are avoided when
implementing the exposure scenario..." (REACH Annex 1, Section 6.5).

This qualitative Chemical Safety Assessment (CSA) approach aims to reduce/avoid contact when there is no basis for
setting a DNEL or DMEL for a certain human health adverse effect, i.e. when the available data for this adverse effect
do not provide quantitative dose-response information, but there exist toxicity data appropriate to allow a qualitative
risk characterisation. The end points for which the available data may trigger a qualitative risk characterisation includes
eye damage.

This general qualitative CSA approach aims to reduce/avoid contact or incidents with the substance. However,
implementation of risk management measures (RMMSs) and operational conditions (OCs) need to be proportional to the
degree of concern for the health hazard presented by the substance. Exposures should be controlled to at least the levels
that represent an acceptable level of risk, i.e. implementation of the chosen RMMs will ensure that the likelihood of an
event occurring due to the hazard of the substance is negligible, and the risk is considered to be controlled to a level of
no concern.

For eye damage a qualitative risk characterisation was conducted.

A review of these RMMs indicates that if the user complies with the following generic statements, risks due to eye
damage can be considered to be adequately controlled; as eye exposure often arises via skin (people rub their eyes with
fingers) also skin protection has been taken into account:

The implementation of relevant RMMs will ensure that the likelihood of an event occurring due to the substance hazard
of eye irritation is negligible and the risk is considered to be controlled to a level of no concern.
For the eye damage hazard a qualitative risk characterisation has been conducted consistent with the considerations and
risk management measures identified below.

Components of the Qualitative Risk Assessment

« Containment as appropriate;

« Minimise number of staff exposed,;

« Wear gloves (tested to EN374) if direct hand contact with the substance is likely; wash off skin contamination
immediately;

« Segregation of the emitting process;

« Good standard of general ventilation;

< Minimization of manual phases;

 Avoidance of contact with contaminated tools and objects;

* Regular cleaning of equipment and work area;

« Ensure suitable management/supervision is in place to check that the RMMs in place are being used correctly and
OCs followed:;

« Train staff on good practice to prevent / minimise exposures and to report any eye problems that may develop;

» Adopt good standards of personal hygiene.

PPE
 Chemical googles

9.2.5. Worker contributing scenario 4: Use in batch and other process (synthesis) where
opportunity for exposure arises (PROC 4)

9.2.5.1. Conditions of use

Method

Product (article) characteristics
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Method
« Dustiness of material: High TRA Worker v3
« Concentration of substance in mixture: Substance as such TRA Worker v3
Amount used (or contained in articles), frequency and duration of use/exposure
* Duration of activity: < 8 hours TRA Worker v3
Technical and organisational conditions and measures
 Containment: Semi-closed process with occasional controlled exposure TRA Worker v3
« Occupational Health and Safety Management System: Advanced TRA Worker v3
Conditions and measures related to personal protection, hygiene and health evaluation
» Dermal Protection: Yes (chemically resistant gloves conforming to EN374) TRA Worker v3
[Effectiveness Dermal: 80%)]
« Respiratory Protection: Yes (Respirator with APF of 10) [Effectiveness Inhal: 90%] TRA Worker v3
Other conditions affecting workers exposure
* Place of use: Outdoor TRA Worker v3
« Process temperature (for solid): Ambient TRA Worker v3
« Skin surface potentially exposed: Two hands face (480 cm?2) TRA Worker v3

9.2.5.2. Exposure and risks for workers

The exposure concentrations and risk characterisation ratios (RCR) are reported in the following table.

Table 7. Exposure concentrations and risks for workers

Route of exposure and type of effects |Exposure concentration Risk characterisation
Inhalation, systemic, long-term 1.75 mg/m3 (TRA Worker v3) RCR =0.336

Dermal, systemic, long-term 1.372 mg/kg bw/day (TRA Worker v3) RCR =0.473

Eye, local Qualitative (see below)
Combined routes, systemic, long-term RCR=0.81

Conclusion on risk characterisation

Eye damage - Risk of serious damage to eye (R41, H318) QUALITATIVE CSA
The purpose of the qualitative risk characterization is to assess " the likelihood that effects are avoided when
implementing the exposure scenario..." (REACH Annex 1, Section 6.5).

This qualitative Chemical Safety Assessment (CSA) approach aims to reduce/avoid contact when there is no basis for
setting a DNEL or DMEL for a certain human health adverse effect, i.e. when the available data for this adverse effect
do not provide quantitative dose-response information, but there exist toxicity data appropriate to allow a qualitative
risk characterization. The end points for which the available data may trigger a qualitative risk characterization includes
eye damage.

This general qualitative CSA approach aims to reduce/avoid contact or incidents with the substance. However,
implementation of risk management measures (RMMSs) and operational conditions (OCs) need to be proportional to the
degree of concern for the health hazard presented by the substance. Exposures should be controlled to at least the levels
that represent an acceptable level of risk, i.e. implementation of the chosen RMMs will ensure that the likelihood of an
event occurring due to the hazard of the substance is negligible, and the risk is considered to be controlled to a level of
no concern.

For eye damage a qualitative risk characterization was conducted.

A review of these RMM s indicates that if the user complies with the following generic statements, risks due to eye
damage can be considered to be adequately controlled; as eye exposure often arises via skin (people rub their eyes with
fingers) also skin protection has been taken into account:

The implementation of relevant RMMs will ensure that the likelihood of an event occurring due to the substance hazard
of eye irritation is negligible and the risk is considered to be controlled to a level of no concern.
For the eye damage hazard a qualitative risk characterization has been conducted consistent with the considerations and
risk management measures identified below.

Components of the Qualitative Risk Assessment
« Containment as appropriate;
« Minimise number of staff exposed,;
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« Wear gloves (tested to EN374) if direct hand contact with the substance is likely; wash off skin contamination
immediately;

« Segregation of the emitting process;

« Good standard of general ventilation;

* Minimization of manual phases;

 Avoidance of contact with contaminated tools and objects;

* Regular cleaning of equipment and work area;

« Ensure suitable management/supervision is in place to check that the RMMs in place are being used correctly and
OCs followed;

« Train staff on good practice to prevent / minimise exposures and to report any eye problems that may develop;

« Adopt good standards of personal hygiene.

PPE
« Chemical googles

9.2.6. Worker contributing scenario 5: Mixing or blending in batch processes for formulation
of preparations and articles (multistage and/or significant contact) (PROC 5)

9.2.6.1. Conditions of use

‘Method
Product (article) characteristics
« Dustiness of material: High TRA Worker v3
« Concentration of substance in mixture: Substance as such TRA Worker v3
Amount used (or contained in articles), frequency and duration of use/exposure
« Duration of activity: < 8 hours TRA Worker v3
Technical and organisational conditions and measures
« Containment: No TRA Worker v3
« Occupational Health and Safety Management System: Advanced TRA Worker v3

Conditions and measures related to personal protection, hygiene and health evaluation

 Dermal Protection: Yes (chemically resistant gloves conforming to EN374 with basic TRA Worker v3
employee training) [Effectiveness Dermal: 90%]

* Respiratory Protection: Yes (Respirator with APF of 10) [Effectiveness Inhal: 90%] TRA Worker v3
Other conditions affecting workers exposure

« Place of use: Outdoor TRA Worker v3
* Process temperature (for solid): Ambient TRA Worker v3
« Skin surface potentially exposed: Two hands face (480 cm2) TRA Worker v3

9.2.6.2. Exposure and risks for workers

The exposure concentrations and risk characterisation ratios (RCR) are reported in the following table.

Table 8. Exposure concentrations and risks for workers

Route of exposure and type of effects |Exposure concentration Risk characterisation
Inhalation, systemic, long-term 1.75 mg/m3 (TRA Worker v3) RCR =0.336
Dermal, systemic, long-term 1.371 mg/kg bw/day (TRA Worker v3) |RCR =0.473
Eye, local Qualitative (see below)
Combined routes, systemic, long-term RCR =0.809

Conclusion on risk characterisation

Eye damage - Risk of serious damage to eye (R41, H318) QUALITATIVE CSA
The purpose of the qualitative risk characterisation is to assess " the likelihood that effects are avoided when

implementing the exposure scenario..." (REACH Annex 1, Section 6.5).
This qualitative Chemical Safety Assessment (CSA) approach aims to reduce/avoid contact when there is no basis for
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setting a DNEL or DMEL for a certain human health adverse effect, i.e. when the available data for this adverse effect
do not provide quantitative dose-response information, but there exist toxicity data appropriate to allow a qualitative
risk characterisation. The end points for which the available data may trigger a qualitative risk characterisation includes
eye damage.

This general qualitative CSA approach aims to reduce/avoid contact or incidents with the substance. However,
implementation of risk management measures (RMMs) and operational conditions (OCs) need to be proportional to the
degree of concern for the health hazard presented by the substance. Exposures should be controlled to at least the levels
that represent an acceptable level of risk, i.e. implementation of the chosen RMMs will ensure that the likelihood of an
event occurring due to the hazard of the substance is negligible, and the risk is considered to be controlled to a level of
no concern.

For eye damage a qualitative risk characterisation was conducted.

A review of these RMM s indicates that if the user complies with the following generic statements, risks due to eye
damage can be considered to be adequately controlled; as eye exposure often arises via skin (people rub their eyes with
fingers) also skin protection has been taken into account:

The implementation of relevant RMMs will ensure that the likelihood of an event occurring due to the substance hazard
of eye irritation is negligible and the risk is considered to be controlled to a level of no concern.
For the eye damage hazard a qualitative risk characterisation has been conducted consistent with the considerations and
risk management measures identified below.

Components of the Qualitative Risk Assessment
« Containment as appropriate;
* Minimise number of staff exposed,;
» Wear gloves (tested to EN374) if direct hand contact with the substance is likely; wash off skin contamination
immediately;
« Segregation of the emitting process;
« Good standard of general ventilation;
« Minimization of manual phases;
« Avoidance of contact with contaminated tools and objects;
* Regular cleaning of equipment and work area;
« Ensure suitable management/supervision is in place to check that the RMMs in place are being used correctly and
OCs followed,;
« Train staff on good practice to prevent / minimise exposures and to report any eye problems that may develop;
« Adopt good standards of personal hygiene.
PPE
» Chemical googles

9.2.7. Worker contributing scenario 6: Transfer of substance or preparation
(charging/discharging) from/to vessels/large containers at non-dedicated facilities (PROC 8a)

9.2.7.1. Conditions of use

Method
Product (article) characteristics
« Dustiness of material: High TRA Worker v3
« Concentration of substance in mixture: Substance as such TRA Worker v3
Amount used (or contained in articles), frequency and duration of use/exposure
« Duration of activity: < 8 hours TRA Worker v3
Technical and organisational conditions and measures
» Containment: No TRA Worker v3
« Occupational Health and Safety Management System: Advanced TRA Worker v3

Conditions and measures related to personal protection, hygiene and health evaluation

« Dermal Protection: Yes (chemically resistant gloves conforming to EN374 with specific |TRA Worker v3
activity training) [Effectiveness Dermal: 95%]

* Respiratory Protection: Yes (Respirator with APF of 10) [Effectiveness Inhal: 90%] TRA Worker v3
Other conditions affecting workers exposure
* Place of use: Outdoor TRA Worker v3
* Process temperature (for solid): Ambient TRA Worker v3
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Method
« Skin surface potentially exposed: Two hands (960 cm2) TRA Worker v3

9.2.7.2. Exposure and risks for workers
The exposure concentrations and risk characterisation ratios (RCR) are reported in the following table.

Table 9. Exposure concentrations and risks for workers

Route of exposure and type of effects |Exposure concentration Risk characterisation
Inhalation, systemic, long-term 3.5 mg/m3 (TRA Worker v3) RCR =0.673

Dermal, systemic, long-term 0.686 mg/kg bw/day (TRA Worker v3) RCR =0.236

Eye, local Qualitative (see below)
Combined routes, systemic, long-term RCR=0.91

Conclusion on risk characterisation

Eye damage - Risk of serious damage to eye (R41, H318) QUALITATIVE CSA
The purpose of the qualitative risk characterisation is to assess " the likelihood that effects are avoided when
implementing the exposure scenario..." (REACH Annex 1, Section 6.5).

This qualitative Chemical Safety Assessment (CSA) approach aims to reduce/avoid contact when there is no basis for
setting a DNEL or DMEL for a certain human health adverse effect, i.e. when the available data for this adverse effect
do not provide quantitative dose-response information, but there exist toxicity data appropriate to allow a qualitative
risk characterisation. The end points for which the available data may trigger a qualitative risk characterisation includes
eye damage.

This general qualitative CSA approach aims to reduce/avoid contact or incidents with the substance. However,
implementation of risk management measures (RMMSs) and operational conditions (OCs) need to be proportional to the
degree of concern for the health hazard presented by the substance. Exposures should be controlled to at least the levels
that represent an acceptable level of risk, i.e. implementation of the chosen RMMs will ensure that the likelihood of an
event occurring due to the hazard of the substance is negligible, and the risk is considered to be controlled to a level of
no concern.

For eye damage a qualitative risk characterisation was conducted.

A review of these RMMs indicates that if the user complies with the following generic statements, risks due to eye
damage can be considered to be adequately controlled; as eye exposure often arises via skin (people rub their eyes with
fingers) also skin protection has been taken into account:

The implementation of relevant RMMs will ensure that the likelihood of an event occurring due to the substance hazard
of eye irritation is negligible and the risk is considered to be controlled to a level of no concern.
For the eye damage hazard a qualitative risk characterisation has been conducted consistent with the considerations and
risk management measures identified below.

Components of the Qualitative Risk Assessment
« Containment as appropriate;
« Minimise number of staff exposed,;
* Wear gloves (tested to EN374) if direct hand contact with the substance is likely; wash off skin contamination
immediately;
« Segregation of the emitting process;
» Good standard of general ventilation;
* Minimization of manual phases;
 Avoidance of contact with contaminated tools and objects;
« Regular cleaning of equipment and work area;
« Ensure suitable management/supervision is in place to check that the RMMs in place are being used correctly and
OCs followed,;
« Train staff on good practice to prevent / minimise exposures and to report any eye problems that may develop;
« Adopt good standards of personal hygiene.
PPE
« Chemical googles

9.2.8. Worker contributing scenario 7: Transfer of substance or preparation
(charging/discharging) from/to vessels/large containers at dedicated facilities (PROC 8b)

9.2.8.1. Conditions of use
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Method
Product (article) characteristics
* Dustiness of material: High TRA Worker v3
« Concentration of substance in mixture: Substance as such TRA Worker v3
Amount used (or contained in articles), frequency and duration of use/exposure
« Duration of activity: < 8 hours TRA Worker v3
Technical and organisational conditions and measures
« Containment: Semi-closed process with occasional controlled exposure TRA Worker v3
« Occupational Health and Safety Management System: Advanced TRA Worker v3

Conditions and measures related to personal protection, hygiene and health evaluation

 Dermal Protection: Yes (chemically resistant gloves conforming to EN374 with basic TRA Worker v3
employee training) [Effectiveness Dermal: 90%]

* Respiratory Protection: Yes (Respirator with APF of 10) [Effectiveness Inhal: 90%] TRA Worker v3
Other conditions affecting workers exposure

« Place of use: Outdoor TRA Worker v3
* Process temperature (for solid): Ambient TRA Worker v3
« Skin surface potentially exposed: Two hands (960 cm2) TRA Worker v3

9.2.8.2. Exposure and risks for workers

The exposure concentrations and risk characterisation ratios (RCR) are reported in the following table.

Table 10. Exposure concentrations and risks for workers

Route of exposure and type of effects |Exposure concentration Risk characterisation
Inhalation, systemic, long-term 1.75 mg/m3 (TRA Worker v3) RCR =0.336
Dermal, systemic, long-term 1.371 mg/kg bw/day (TRA Worker v3) |RCR =0.473
Eye, local Qualitative (see below)
Combined routes, systemic, long-term RCR =0.809

Conclusion on risk characterisation

Eye damage - Risk of serious damage to eye (R41, H318) QUALITATIVE CSA
The purpose of the qualitative risk characterisation is to assess " the likelihood that effects are avoided when
implementing the exposure scenario..." (REACH Annex 1, Section 6.5).

This qualitative Chemical Safety Assessment (CSA) approach aims to reduce/avoid contact when there is no basis for
setting a DNEL or DMEL for a certain human health adverse effect, i.e. when the available data for this adverse effect
do not provide quantitative dose-response information, but there exist toxicity data appropriate to allow a qualitative
risk characterisation. The end points for which the available data may trigger a qualitative risk characterisation includes
eye damage.

This general qualitative CSA approach aims to reduce/avoid contact or incidents with the substance. However,
implementation of risk management measures (RMMSs) and operational conditions (OCs) need to be proportional to the
degree of concern for the health hazard presented by the substance. Exposures should be controlled to at least the levels
that represent an acceptable level of risk, i.e. implementation of the chosen RMMs will ensure that the likelihood of an
event occurring due to the hazard of the substance is negligible, and the risk is considered to be controlled to a level of
no concern.

For eye damage a qualitative risk characterisation was conducted.

A review of these RMMs indicates that if the user complies with the following generic statements, risks due to eye
damage can be considered to be adequately controlled; as eye exposure often arises via skin (people rub their eyes with
fingers) also skin protection has been taken into account:

The implementation of relevant RMMs will ensure that the likelihood of an event occurring due to the substance hazard
of eye irritation is negligible and the risk is considered to be controlled to a level of no concern.
For the eye damage hazard a qualitative risk characterisation has been conducted consistent with the considerations and
risk management measures identified below.
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Components of the Qualitative Risk Assessment
« Containment as appropriate;
« Minimise number of staff exposed,;
« Wear gloves (tested to EN374) if direct hand contact with the substance is likely; wash off skin contamination
immediately;
« Segregation of the emitting process;
« Good standard of general ventilation;
* Minimization of manual phases;
 Avoidance of contact with contaminated tools and objects;
* Regular cleaning of equipment and work area;
« Ensure suitable management/supervision is in place to check that the RMMs in place are being used correctly and
OCs followed;
« Train staff on good practice to prevent / minimise exposures and to report any eye problems that may develop;
« Adopt good standards of personal hygiene.
PPE
« Chemical googles

9.2.9. Worker contributing scenario 8: Transfer of substance or preparation into small
containers (dedicated filling line, including weighing) (PROC 9)

9.2.9.1. Conditions of use

‘Method
Product (article) characteristics
« Dustiness of material: High TRA Worker v3
« Concentration of substance in mixture: Substance as such TRA Worker v3
Amount used (or contained in articles), frequency and duration of use/exposure
« Duration of activity: < 8 hours TRA Worker v3
Technical and organisational conditions and measures
« Containment: Semi-closed process with occasional controlled exposure TRA Worker v3
« Occupational Health and Safety Management System: Advanced TRA Worker v3
Conditions and measures related to personal protection, hygiene and health evaluation
 Dermal Protection: Yes (chemically resistant gloves conforming to EN374) TRA Worker v3
[Effectiveness Dermal: 80%]
« Respiratory Protection: Yes (Respirator with APF of 10) [Effectiveness Inhal: 90%] TRA Worker v3
Other conditions affecting workers exposure
* Place of use: Outdoor TRA Worker v3
« Process temperature (for solid): Ambient TRA Worker v3
« Skin surface potentially exposed: Two hands face (480 cm2) TRA Worker v3

9.2.9.2. Exposure and risks for workers

The exposure concentrations and risk characterisation ratios (RCR) are reported in the following table.

Table 11. Exposure concentrations and risks for workers

Route of exposure and type of effects |Exposure concentration Risk characterisation
Inhalation, systemic, long-term 1.4 mg/m3 (TRA Worker v3) RCR =0.269
Dermal, systemic, long-term 1.372 mg/kg bw/day (TRA Worker v3) |RCR =0.473
Eye, local Qualitative (see below)
Combined routes, systemic, long-term RCR =0.742

Conclusion on risk characterisation

Eye damage - Risk of serious damage to eye (R41, H318) QUALITATIVE CSA
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The purpose of the qualitative risk characterisation is to assess " the likelihood that effects are avoided when
implementing the exposure scenario..." (REACH Annex 1, Section 6.5).
This qualitative Chemical Safety Assessment (CSA) approach aims to reduce/avoid contact when there is no basis for
setting a DNEL or DMEL for a certain human health adverse effect, i.e. when the available data for this adverse effect
do not provide quantitative dose-response information, but there exist toxicity data appropriate to allow a qualitative
risk characterisation. The end points for which the available data may trigger a qualitative risk characterisation includes
eye damage.

This general qualitative CSA approach aims to reduce/avoid contact or incidents with the substance. However,
implementation of risk management measures (RMMSs) and operational conditions (OCs) need to be proportional to the
degree of concern for the health hazard presented by the substance. Exposures should be controlled to at least the levels
that represent an acceptable level of risk, i.e. implementation of the chosen RMMs will ensure that the likelihood of an
event occurring due to the hazard of the substance is negligible, and the risk is considered to be controlled to a level of
no concern.

For eye damage a qualitative risk characterisation was conducted.

A review of these RMM s indicates that if the user complies with the following generic statements, risks due to eye
damage can be considered to be adequately controlled; as eye exposure often arises via skin (people rub their eyes with
fingers) also skin protection has been taken into account:

The implementation of relevant RMMs will ensure that the likelihood of an event occurring due to the substance hazard
of eye irritation is negligible and the risk is considered to be controlled to a level of no concern.

For the eye damage hazard a qualitative risk characterisation has been conducted consistent with the considerations and
risk management measures identified below.

Components of the Qualitative Risk Assessment

« Containment as appropriate;

« Minimise number of staff exposed,;

« Wear gloves (tested to EN374) if direct hand contact with the substance is likely; wash off skin contamination
immediately;

« Segregation of the emitting process;

« Good standard of general ventilation;

< Minimization of manual phases;

 Avoidance of contact with contaminated tools and objects;

* Regular cleaning of equipment and work area;

« Ensure suitable management/supervision is in place to check that the RMMs in place are being used correctly and
OCs followed;

« Train staff on good practice to prevent / minimise exposures and to report any eye problems that may develop;

» Adopt good standards of personal hygiene.

PPE

» Chemical googles

9.2.10. Worker contributing scenario 9: Use as laboratory reagent (PROC 15)

9.2.10.1. Conditions of use

|Method
Product (article) characteristics
* Dustiness of material: High TRA Worker v3
« Concentration of substance in mixture: Substance as such TRA Worker v3
Amount used (or contained in articles), frequency and duration of use/exposure
« Duration of activity: < 8 hours TRA Worker v3
Technical and organisational conditions and measures
* General ventilation: Good general ventilation (3-5 air changes per hour) TRA Worker v3
« Containment: No TRA Worker v3
* Local exhaust ventilation: no [Effectiveness Inhal: 0%] TRA Worker v3
« Occupational Health and Safety Management System: Advanced TRA Worker v3
Conditions and measures related to personal protection, hygiene and health evaluation
 Dermal Protection: No [Effectiveness Dermal: 0%] TRA Worker v3
* Respiratory Protection: No [Effectiveness Inhal: 0%] TRA Worker v3
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Method
Other conditions affecting workers exposure
* Place of use: Indoor TRA Worker v3
« Process temperature (for solid): Ambient TRA Worker v3
« Skin surface potentially exposed: One hand face only (240 cm2) TRA Worker v3

9.2.10.2. Exposure and risks for workers
The exposure concentrations and risk characterisation ratios (RCR) are reported in the following table.

Table 12. Exposure concentrations and risks for workers

Route of exposure and type of effects |Exposure concentration Risk characterisation
Inhalation, systemic, long-term 3.5 mg/m3 (TRA Worker v3) RCR =0.673

Dermal, systemic, long-term 0.34 mg/kg bw/day (TRA Worker v3) RCR =0.117

Eye, local Qualitative (see below)
Combined routes, systemic, long-term RCR =0.79

Conclusion on risk characterisation
Eye damage - Risk of serious damage to eye (R41, H318) QUALITATIVE CSA

The purpose of the qualitative risk characterisation is to assess " the likelihood that effects are avoided when
implementing the exposure scenario..." (REACH Annex 1, Section 6.5).

This qualitative Chemical Safety Assessment (CSA) approach aims to reduce/avoid contact when there is no basis for
setting a DNEL or DMEL for a certain human health adverse effect, i.e. when the available data for this adverse effect
do not provide quantitative dose-response information, but there exist toxicity data appropriate to allow a qualitative
risk characterisation. The end points for which the available data may trigger a qualitative risk characterisation includes
eye damage.

This general qualitative CSA approach aims to reduce/avoid contact or incidents with the substance. However,
implementation of risk management measures (RMMSs) and operational conditions (OCs) need to be proportional to the
degree of concern for the health hazard presented by the substance. Exposures should be controlled to at least the levels
that represent an acceptable level of risk, i.e. implementation of the chosen RMMs will ensure that the likelihood of an
event occurring due to the hazard of the substance is negligible, and the risk is considered to be controlled to a level of
no concern.

For eye damage a qualitative risk characterisation was conducted.

A review of these RMM s indicates that if the user complies with the following generic statements, risks due to eye
damage can be considered to be adequately controlled; as eye exposure often arises via skin (people rub their eyes with
fingers) also skin protection has been taken into account:

The implementation of relevant RMMs will ensure that the likelihood of an event occurring due to the substance hazard
of eye irritation is negligible and the risk is considered to be controlled to a level of no concern.
For the eye damage hazard a qualitative risk characterisation has been conducted consistent with the considerations and
risk management measures identified below.

Components of the Qualitative Risk Assessment
« Containment as appropriate;
* Minimise number of staff exposed,;
« Wear gloves (tested to EN374) if direct hand contact with the substance is likely; wash off skin contamination
immediately;
« Segregation of the emitting process;
« Good standard of general ventilation;
« Minimization of manual phases;
 Avoidance of contact with contaminated tools and objects;
* Regular cleaning of equipment and work area;
« Ensure suitable management/supervision is in place to check that the RMMs in place are being used correctly and
OCs followed,;
« Train staff on good practice to prevent / minimise exposures and to report any eye problems that may develop;
« Adopt good standards of personal hygiene.
PPE
» Chemical googles
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10. RISK CHARACTERISATION RELATED TO COMBINED
EXPOSURE

10.1. Human health
10.1.1. Workers

10.1.2. Consumer

10.2. Environment (combined for all emission sources)

10.2.1. All uses (regional scale)
10.2.1.1. Total releases

On the basis of currently available data on physico-chemical properties, environmental fate and behaviour, ecotoxicity
and toxicity to humans, the substance has been assessed not to be a PBT or vPvB. In addition, the substance is neither
legally classified as ‘dangerous for the environment’ according to directive 67/548/EEC nor according to Table 3.1 of
regulation (EC) No 1272/2008. Consequently, according to REACH regulation (EC) No 1907/2006, Article 14.4, an
exposure assessment and risk characterisation for the environment, addressing quantitatively all identified uses of the
registrant, is not required.

10.2.1.2. Regional exposure

On the basis of currently available data on physico-chemical properties, environmental fate and behaviour, ecotoxicity
and toxicity to humans, the substance has been assessed not to be a PBT or vPvB. In addition, the substance is neither
legally classified as “‘dangerous for the environment’ according to directive 67/548/EEC nor according to Table 3.1 of
regulation (EC) No 1272/2008. Consequently, according to REACH regulation (EC) No 1907/2006, Article 14.4, an
exposure assessment and risk characterisation for the environment, addressing quantitatively all identified uses of the
registrant, is not required.

Man via environment

Tartaric acid has a low bioaccumulation potential in the environment and is readily biodegradable. The
bioconcentration factor for fish is considered to be very low and hence it is not expected that there is a significant
exposure for humans or predators via the local environment.

10.2.2. Local exposure due to all wide dispersive uses

Not relevant, since environmental risk assessment is not required.

10.2.3. Local exposure due to combined uses at a site

Not relevant, since environmental risk assessment is not required.
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