BEZPECNOSTNI LIST

podle nafizeni Komise (EU) 2020/878, v platném znéni

DL-Malic Acid

Datum vytvoreni 28.5.2021
Datum revize 18.4.2023 Cislo verze 2.0
ODDIL 1: Identifikace latky/smési a spoleénosti/podniku
1.1. Identifikator vyrobku DL-Malic Acid
Latka / smés latka
Chemicky nazev DL-Malic Acid
Cislo CAS 617-48-1
Cislo ES (EINECS) 210-514-9
Registracni Cislo 01-2119552463-40-XxXX

1.2, PFislusna urcena pouziti latky nebo smési a nedoporucena pouziti
Uréena pouziti latky
potravinaiska prisada; primyslové pouziti.
Nedoporucena pouziti latky
neuvedeno
Prilohou bezpecnostniho listu je scénar expozice.
1.3. Podrobné udaje o dodavateli bezpecnostniho listu

Dodavatel
Jméno nebo obchodni jméno HSH Chemie s.r.o.
Adresa Walterovo nameésti 329/3, Praha 5, 158 00
Ceska republika
Identifikaéni &islo (ICO) 26152011
DIC CZ26152011
Telefon +420 261 22 3555
Email czechrepublic@hsh-chemie.com
Adresa www stranek www.hsh-chemie.com
Adresa elektronické posty odborné zplisobilé osoby odpovédné za bezpeénostni list
Jméno HSH Chemie s.r.o.
Email czechrepublic@hsh-chemie.com

1.4. Telefonni ¢islo pro naléhavé situace

Telefonni Cislo pro naléhavé situace: Toxikologické informacni stfedisko, Klinika pracovniho Iékafstvi VSeobecné
fakultni nemocnice v Praze (24 hodinova sluzba) +420 224 91 92 93, 224 915 402.

ODDIL 2: Identifikace nebezpeénosti

2.1. Klasifikace latky nebo smési
Klasifikace latky podle nafizeni (ES) ¢. 1272/2008
Latka je klasifikovana jako nebezpecna.

Skin Irrit. 2, H315
Eye Irrit. 2, H319

PIny text vSech klasifikaci a H-vét je uveden v oddile 16.
Nejzavaznéjsi nepriznivé Gcinky na lidské zdravi a Zivotni prostredi
Drazdi k(zi. Zplsobuje vazné podrazdéni odi.
2.2. Prvky oznaceni
Vystrazny symbol nebezpecnosti

Signalni slovo
Varovani

Standardni véty o nebezpecnosti

H315 Drazdi k{zi.
H319 Zplsobuje vazné podrazdéni odi.
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(1) crore BEZPECNOSTNI LIST
podle nafizeni Komise (EU) 2020/878, v platném znéni

DL-Malic Acid

Datum vytvoreni 28.5.2021
Datum revize 18.4.2023 Cislo verze 2.0
Pokyny pro bezpecné zachazeni
P264 Po manipulaci dikladn& omyijte ruce a zasazené &asti téla.
P280 Pouzivejte ochranné rukavice.
P302+P352 PRI STYKU S KOz1: Omyjte velkym mnoZstvim vody a mydla.
P305+P351+P338 PRI ZASAZENI OCI: Né&kolik minut opatrné vyplachujte vodou. Vyjméte kontaktni
Cocky, jsou-li nasazeny a pokud je lze vyjmout snadno. Pokracujte ve vyplachovani.
P321 Odborné oSetreni (viz doplfikové instrukce pro prvni pomoc na tomto Stitku).
P337+P313 Pretrvava-li podrazdéni oci: Vyhledejte Iékarfskou pomoc/osetieni.
2.3. Dalsi nebezpecnost

Latka nema vlastnosti vyvolavajici naruseni endokrinni ¢innosti v souladu s kritérii stanovenymi v nafizeni Komise v
pfenesené pravomoci (EU) 2017/2100 nebo v nafizeni Komise (EU) 2018/605. Latka nesplfiuje kritéria pro latky PBT
nebo vPVvB v souladu s pfilohou XIII, nafizeni (ES) ¢. 1907/2006 (REACH), v platném znéni. Prach mize se vzduchem
tvofit vybusnou smés.

ODDIL 3: SloZeni/informace o slozkach
3.1. Latky

Chemicka charakteristika

Nize uvedena latka.

TS ST a o Obsah v % | Klasifikace dle nafizeni (ES) ¢.
Identifikacni Cisla Nazev latky hmotnosti 1272/2008 Pozn.
hlavni slozka latky
CAS: 617-48-1 DL-Malic Acid =99 Skin Irrit. 2, H315
ES: 210-514-9 Eye Irrit. 2, H319
Registracni Cislo:
01-2119552463-40-
XXXX
Index: 607-146-00-X fumaric acid <1 Eye Irrit. 2, H319
CAS: 110-17-8
ES: 203-743-0
Registracni Cislo:
vyjmuto

PIny text vSech klasifikaci a H-vét je uveden v oddile 16.

ODDIL 4: Pokyny pro prvni pomoc

4.1. Popis prvni pomoci
Dbejte na vlastni bezpecnost. Projevi-li se zdravotni potize nebo v pfipadé pochybnosti, uvédomte lékare a
poskytnéte mu informace z tohoto bezpecnostniho listu.
Pi1 vdechnuti
Okamzité preruste expozici, dopravte postizeného na Cerstvy vzduch.
PFi styku s kazi
Odlozte potfisnény odév. Omyjte postizené misto velkym mnozstvim pokud mozno vlazné vody. Pokud nedoslo k
poranéni pokozky, je vhodné pouzit i mydlo, mydlovy roztok nebo Sampon. Zajistéte lékarské oSetreni, pretrvava-li
podrazdéni kize.
Pl zasazZeni odi
Ihned vyplachujte oci proudem tekouci vody, rozeviete o¢ni vicka (tfeba i nasilim); pokud ma postizeny kontaktni
CoCky, neprodlené je vyjméte. Vyplach provadéjte nejméné 10 minut. Zajistéte Iékarské, pokud mozno odborné
osetreni.
PFi poziti
NEVYVOLAVEJTE ZVRACENI! Vyplachnéte Ustni dutinu vodou a dejte vypit 2-5 dI vody. U osoby, kterd méa zdravotni
obtiZe, zajistéte Iékarské oSetreni.
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(1) crore BEZPECNOSTNI LIST
podle nafizeni Komise (EU) 2020/878, v platném znéni

DL-Malic Acid

Datum vytvoreni 28.5.2021
Datum revize 18.4.2023 Cislo verze 2.0

4.2. Nejdilezitéjsi akutni a opozdéné symptomy a Gacinky
P#i vdechnuti
Neocekavaji se.
Pii styku s kGzi
Drazdi kzi.
Pl zasaZeni oci
ZpUlsobuje vazné podrazdéni odi.
PFi poziti
Podrazdéni, nevolnost.
4.3. Pokyn tykajici se okamzité IékaiFské pomoci a zvlastniho oSetreni
Lécba symptomaticka.

ODDIL 5: Opat¥eni pro haseni pozaru
5.1. Hasiva
Vhodna hasiva
CO2, péna odolna alkoholu, prasek, voda -tfistény proud.
Nevhodna hasiva
Voda - plny proud.
5.2. zZvlastni nebezpecnost vyplyvajici z latky nebo smési

Pfi pozaru mize dochdzet ke vzniku oxidu uhelnatého a uhli¢itého a dalSich toxickych plynd. Vdechovani
nebezpeénych rozkladnych (pyrolyznich) produktl méze zplsobit vazné poskozeni zdravi.

5.3. Pokyny pro hasice
PouZijte izola¢ni dychaci pfistroj a celotélovy ochranny oblek. Samostatny dychaci prfistroj a protichemicky ochranny

oblek, pouze je-li pravdépodobny osobni (blizky) kontakt s chemickou latkou. Kontaminované hasivo nenechte
uniknout do kanalizace, povrchovych a spodnich vod.

ODDIL 6: Opat¥eni v pFipadé nahodného Gniku
6.1. Opatreni na ochranu osob, ochranné prostiredky a nouzové postupy

PouZivejte osobni ochranné pracovni prostfedky. Postupujte podle pokyn{ obsaZenych v oddilech 7 a 8. Zabrarite
kontaktu s pokozkou a oc¢ima.

6.2. Opatieni na ochranu Zivotniho prostredi

Zabrarite kontaminaci plidy a Uniku do povrchovych nebo spodnich vod.
6.3. Metody a material pro omezeni tuniku a pro cisténi

Produkt vhodnym zplisobem mechanicky shromazdéte. Sebrany material odstrarite dle pokynt v oddile 13.
6.4. Odkaz na jiné oddily

Viz oddil 7., 8. a 13.

ODDIL 7: Zachazeni a skladovani

7.1. Opatieni pro bezpecné zachazeni
Zabrarite kontaktu s pokozkou a odima. Po manipulaci dikladné omyijte ruce a zasazené &asti té&la. Pfi pouzivani
tohoto vyrobku nejezte, nepijte ani nekurte. Pouzivejte osobni ochranné pracovni prostfedky podle oddilu 8. Dbejte

na platné pravni predpisy o bezpecnosti a ochrané zdravi. Svléknéte kontaminované obleceni a pred opétovnym
pouzitim vyperte.

7.2. Podminky pro bezpecné skladovani latek a smési véetné nesluditelnych latek a smési

Skladujte v tésné uzavienych obalech na chladnych a suchych mistech k tomu uréenych. Zajistéte dobré odvétravani.
7.3. Specifické konec¢né/specificka konecna pouziti

neuvedeno

ODDIL 8: Omezovani expozice/osobni ochranné prostiedky
8.1. Kontrolni parametry
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HSH Chemie

BEZPECNOSTNI LIST

podle nafizeni Komise (EU) 2020/878, v platném znéni

DL-Malic Acid

Datum vytvoreni 28.5.2021
Datum revize 18.4.2023 Cislo verze 2.0

DNEL

DL-Malic Acid

Pracgvn.ici / Cesta_ Hodnota Ucinek Stanoveni hodnoty | Zdroj

spotrebitelé expozice

Pracovnici Inhalaéné 5,33 Chronické ucinky systémové
mg/m3

Pracovnici Inhalacné 104 mg/m3 | Akutni Ucinky systémové

Pracovnici Inhalacné 32 mg/m3 | Akutni Gc¢inky systémové

Pracovnici Inhalacné 104 mg/m3 | Akutni uc¢inky mistni

Pracovnici Dermalné 2 mg/kg Chronické Gcinky systémové
TH/den

Pracovnici Dermalné 40 mg/kg | Chronické ucinky mistni
TH/den

Pracovnici Dermalné 1 mg/cm2 | Chronické ucinky mistni

Pracovnici Dermalné 1 mg/cm2 | Chronické Ucinky systémové

Spotrebitelé Inhalaé¢né 1,6 mg/m3 | Chronické Ucinky systémové

Spotrebitelé Inhala¢né 52 mg/m3 | Chronické Gc¢inky mistni

Spotrebitelé Inhala¢né 1,6 mg/m3 | Akutni U¢inky systémové

Spotrebitelé Inhala¢né 52 mg/m3 | Akutni Uc¢inky mistni

Spotrebitelé Dermalné 6 mg/kg Chronické Gcinky systémové
TH/den

Spotrebitelé Dermalné 20 mg/kg | Chronické Gcinky mistni
TH/den

Spotrebitelé Dermalné 0,5 mg/cm?2| Akutni Gc¢inky systémové

Spotrebitelé Dermalné 0,4 mg/cm?2| Akutni Gcinky mistni

Spotrebitelé Oralné 6 mg/kg Chronické ucinky systémové
TH/den

Spotrebitelé Oralné 20 mg/kg | Chronické ucinky mistni
TH/den

PNEC

DL-Malic Acid

Cesta expozice Hodnota Stanoveni hodnoty Zdroj

Pitna voda 0,1 mg/I

Morska voda 0,01 mg/I

Voda (obcasny Unik) 1 mg/I

Mikroorganismy v 3 mg/I

systémech Cisténi

odpadnich vod

Dbejte obvyklych opatfeni na ochranu zdravi pfi praci a zejména na dobré vétrani. Toho lze dosdahnout pouze
mistnim odsavanim nebo Gcinnym celkovym vétranim. PFi praci nejezte, nepijte a nekufte. Po praci a pred

prestavkou na jidlo a oddech si dikladné omyjte ruce vodou a mydlem.

Tésné prilnavé ochranné bryle dle normy EN 166.

PFi intenzivnim styku pouzivat ochranné rukavice (EN 374). V kazdém pripadé by mély byt ochranné rukavice pred
pouZitim testovany vzhledem k jejich vhodnosti na daném pracovisti (tj. mechanickd odolnost, snaSenlivost s
produktem a antistatické vlastnosti). Ridte se pokyny a informacemi tykajici se pouzivani, skladovani, péce a vymény
rukavic vyrobce. Ochranné rukavice musi byt okamzité vyménény, pokud jsou poskozené nebo opotfebované.
Rozvrhnéte si praci tak, abyste zabranili trvalému pouzivani ochrannych rukavic. Material rukavic: nitrilkauc¢uk. doba
prdniku materidlem: 480min. Tloustka materidlu: 0,11 mm.

Jind ochrana: Ochranny pracovni odév (vhodny material: guma, neoprene. nitrilova pryz)

8.2. Omezovani expozice
Ochrana o¢i a oblic¢eje
Ochrana kiize
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BEZPECNOSTNI LIST
podle nafizeni Komise (EU) 2020/878, v platném znéni

DL-Malic Acid

HSH Chemie

Datum vytvoreni
Datum revize

28.5.2021

18.4.2023 Cislo verze 2.0

Ochrana dychacich cest
Polomaska s protiprachovym filtrem pfi prekroceni expozi¢nich limitd latek nebo ve $patné vétratelném prostiedi.

Tepelné nebezpedi
Neuvedeno.
Omezovani expozice zivotniho prostredi

Dbejte obvyklych opatfeni na ochranu Zivotniho prostredi, viz bod 6.2.

Dalsi adaje
PFilohou bezpecnostniho listu je scénar expozice.

ODDIL 9: Fyzikalni a chemické vlastnosti

9.1. Informace o zakladnich fyzikalnich a chemickych vlastnostech
Skupenstvi pevné
Barva bila
Zapach bez zdpachu
Bod tani/bod tuhnuti 129 °C
Bod varu nebo pocatecni bod varu a rozmezi bodu varu 150 °C
Hoflavost udaj neni k dispozici
Dolni a horni mezni hodnota vybusnosti udaj neni k dispozici
Bod vzplanuti udaj neni k dispozici
Teplota samovzniceni udaj neni k dispozici
Teplota rozkladu udaj neni k dispozici
pH Udaj neni k dispozici
Kinematicka viskozita udaj neni k dispozici
Rozpustnost ve vodé 500 g/L pfi 25 °C
Rozdélovaci koeficient n-oktanol/voda (logaritmicka 1.3 pii 24 °C
hodnota)
Tlak pary 0.0004 Pa pfi 25 °C
Hustota a/nebo relativni hustota
hustota udaj neni k dispozici
relativni hustota 1.6 pfi 20°C
Relativni hustota pary udaj neni k dispozici
Charakteristiky Castic udaj neni k dispozici
9.2, Dalsi informace

Diasociacni konstanta ve vodé: pKa pfi 20°C: 3.3

Granulometrie: vice nez 90% dle vahy ma velikost ¢astic nad 87 um.

ODDIL 10: Stalost a reaktivita

10.1. Reaktivita

Za normalniho zplsobu pouziti nedochazi k nebezpecné reakci s dalsimi latkami.
10.2. Chemicka stabilita

PFi normalnich podminkach je produkt stabilni.
10.3. Moznost nebezpeénych reakci

Nejsou znamy.
10.4. Podminky, kterym je tieba zabranit

Horko, plameny, jiskry a neslucitelné materialy.
10.5. Neslucitelné materialy

Chrante pred silnymi kyselinami, zasadami a oxidacnimi Cinidly.
10.6. Nebezpecné produkty rozkladu

Za normalniho zplsobu pouziti nevznikaji. PFi vysokych teplotdch a pfi pozaru vznikaji nebezpe¢né produkty, jako

napf. oxid uhelnaty a oxid uhlicity.

ODDIL 11: Toxikologické informace

11.1. Informace o tfFidach nebezpecnosti vymezenych v nafizeni (ES) ¢. 1272/2008
Pro latku nejsou zadné toxikologické Udaje k dispozici.
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HSH Chemie

BEZPECNOSTNI LIST

podle nafizeni Komise (EU) 2020/878, v platném znéni

DL-Malic Acid

Datum vytvoreni 28.5.2021
Datum revize 18.4.2023 Cislo verze 2.0
Akutni toxicita
Na zé&kladé dostupnych dajl nejsou kritéria pro klasifikaci spinéna.
DL-Malic Acid
Cesta expozice Parametr Hodnota Doba expozice |[Druh Pohlavi
LD50 10700 mg/kg Potkan (Rattus M
norvegicus)
LD50 9300 mg/kg Potkan (Rattus F
norvegicus)
fumaric acid
Cesta expozice Parametr Hodnota Doba expozice |[Druh Pohlavi
Oralné LD50 9300 mg/kg Potkan (Rattus
norvegicus)
Dermalné LD50 20000 mg/kg Kralik
Ziravost / drazdivost pro kazi
Drazdi kdzi.
Vazné poskozeni oci / podrazdéni oci
Zplsobuje vazné podrazdéni o¢i.
Senzibilizace dychacich cest / senzibilizace kiize
Na zakladé dostupnych Gdajd nejsou kritéria pro klasifikaci spin&na.
Mutagenita v zarodecnych bunkach
Na zakladé dostupnych Gdajd nejsou kritéria pro klasifikaci spln&na.
Karcinogenita
Na z&kladé dostupnych Gdajl nejsou kritéria pro klasifikaci spinéna.
Toxicita pro reprodukci
Na zakladé dostupnych UGdajd nejsou kritéria pro klasifikaci spinéna.
Toxicita pro specifické cilové organy - jednorazova expozice
Na z&kladé dostupnych dajl nejsou kritéria pro klasifikaci spinéna.
Toxicita pro specifické cilové organy — opakovana expozice
Na zakladé dostupnych (dajd nejsou kritéria pro klasifikaci spln&na.
Nebezpecnost pfi vdechnuti
Na z&kladé dostupnych Gdaji nejsou kritéria pro klasifikaci spinéna.
11.2. Informace o dal$i nebezpecnosti
neuvedeno
ODDIL 12: Ekologické informace
12.1. Toxicita
Akutni toxicita
DL-Malic Acid
Parametr Metoda Hodnota Doba expozice Druh Prostredi
LC50 OECD 203 >100 mg/I 96 hodin Ryby (Oncorhynchus
mykiss)
EC50 240 mg/I 48 hodin Dafnie (Daphnia
magna)
EC50 OECD 201 >100 mg/I 72 hodin Rasy (Selenastrum
capricornutum)
fumaric acid
Parametr Metoda Hodnota Doba expozice Druh Prostredi
EC50 245 mg/I 48 hodin Ryby (Branchydanio
rerio)
EC50 73,6 mg/I 24 hodin Korysi (Crustacea)
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BEZPECNOSTNI LIST

podle nafizeni Komise (EU) 2020/878, v platném znéni

DL-Malic Acid

Datum vytvoreni 28.5.2021
Datum revize 18.4.2023 Cislo verze 2.0
fumaric acid
Parametr Metoda Hodnota Doba expozice Druh Prostredi
EC50 41 mg/I 72 hodin Rasy a dalsi vodni
rostliny
12.2. Perzistence a rozlozitelnost
neuvedeno
12.3. Bioakumulaéni potencial
Neuvedeno.
12.4. Mobilita v padé
Neuvedeno.
12.5. Vysledky posouzeni PBT a vPvB
Produkt neobsahuje latky spliujici kritéria pro latky PBT nebo vPvB v souladu s pfilohou XIII, nafizeni (ES) C.
1907/2006 (REACH), v platném znéni.
12.6. Vlastnosti vyvolavajici naruseni ¢innosti endokrinniho systému
S ohledem na necilové organismy latka nema vlastnosti vyvolavajici naruseni ¢innosti endokrinniho systému, protoze
nesplnuje kritéria stanovena v pfiloze B nafizeni (EU) 2017/2100.
12.7. Jiné nepfFiznivé Gcinky

Neuvedeno.

ODDIL 13: Pokyny pro odstrafiovani

13.1.

Metody nakladani s odpady

Nebezpeci kontaminace Zivotniho prostredi, postupujte podle zdkona ¢. 541/2020 Sb. o odpadech, v platném znéni, a
podle provéadécich predpisli o zneskodfovani odpadl. Postupuijte podle platnych predpisd o znedkodriovani odpadd.
Nepouzity vyrobek a znecistény obal ulozte do oznacenych nadob pro sbér odpadu a predejte k odstranéni opravnéné
osobé k odstranéni odpadu (specializované firmé), kterd ma opravnéni k této Cinnosti. Nepouzity vyrobek nevylévat
do kanalizace. Nesmi se odstranovat spole¢né s komunalnimi odpady. Prazdné obaly je mozno energeticky vyuZzit ve
spalovné odpadd nebo ukladat na skladce pfislusného zarazeni. Dokonale vycisténé obaly je mozné predat k
recyklaci.

Pravni predpisy o odpadech

Zakon & 54172020 Sb., o odpadech, v platném zné&ni. Vyhlaska ¢ 8/2021 Sb., o Katalogu odpadl a posuzovani
vlastnosti odpadd (Katalog odpad(l). Rozhodnuti 2000/532/ES, kterym se stanovi seznam odpadd, ve znéni
pozdéjsich predpist. Zakon ¢. 545/2020 Sb., kterym se méni zakon ¢. 477/2001 Sb., o obalech a 0 zméné nékterych
zakonU (zadkon o obalech), ve znéni pozdéjsich predpisl. Vyhldska & 273/2021 Sb., o podrobnostech nakladani s
odpady, v platném znéni.

ODDIiL 14: Informace pro piepravu

14.1. UN cislo nebo ID dCislo
nepodléhd piredpistim o prepravé
14.2. Oficialni (OSN) pojmenovani pro piepravu
neni relevantni
14.3. Trida/tifidy nebezpecnosti pro pFepravu
neni relevantni
14.4. Obalova skupina
neni relevantni
14.5. Nebezpecnost pro Zivotni prostredi
neni relevantni
14.6. 2Zvlastni bezpeénostni opatfeni pro uzivatele
Odkaz v oddilech 4 az 8.
14.7. Namorni hromadna preprava podle nastrojd IMO
neni relevantni
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BEZPECNOSTNI LIST

podle nafizeni Komise (EU) 2020/878, v platném znéni

DL-Malic Acid

Datum vytvoreni 28.5.2021

Datum revize 18.4.2023 Cislo verze 2.0

ODDIL 15: Informace o pFedpisech

15.1. Predpisy tykajici se bezpecnosti, zdravi a Zivotniho prostiredi/specifické pravni predpisy tykajici se latky
nebo smési
Nafizeni Evropského parlamentu a Rady (ES) ¢. 1907/2006 ze dne 18. prosince 2006 o registraci, hodnoceni,
povolovani a omezovani chemickych latek, o zfizeni Evropské agentury pro chemické latky, o zméné smérnice
1999/45/ES a o zruSeni nafizeni Rady (EHS) ¢. 793/93, nafizeni Komise (ES) ¢. 1488/94, smérnice Rady 76/769/EHS
a smérnic Komise 91/155/EHS, 93/67/EHS, 93/105/ES a 2000/21/ES, v platném znéni. Narizeni Evropského
parlamentu a Rady (ES) ¢. 1272/2008, v platném znéni. Zakon ¢. 350/2011 Sb., o chemickych latkach a chemickych
smésich a o zmé&né nékterych zadkonl (chemicky zékon). Zakon & 258/2000 Sb., o ochrané vefejného zdravi, v
platném znéni. Nafizeni vlady ¢. 361/2007 Sb., kterym se stanovi podminky ochrany zdravi pfi praci, v platném
znéni. Vyhldska &. 415/2012 Sb., o pFipustné Grovni znedistovani a jejim zjistovani a o provedeni nékterych dalSich
ustanoveni zdkona o ochrané ovzdusi, ve znéni pozdé&jsich predpisti. Zakon ¢&. 541/2020 Sb., o odpadech, v platném
znéni. Zakon ¢. 201/2012 Sb., o ochrané ovzdusi, v platném znéni. Vyhlaska ¢. 432/2003 Sb., kterou se stanovi
podminky pro zafazovéni praci do kategorii, limitni hodnoty ukazatell biologickych expozi¢nich testll, podminky
odbéru biologického materidlu pro provadéni biologickych expozi¢nich testll a nalezitosti hldseni praci s azbestem a
biologickymi Ciniteli, v platném znéni. Nafizeni Komise (EU) 2020/878 ze dne 18. Cervna 2020, kterym se méni
pfiloha II nafizeni Evropského parlamentu a Rady (ES) ¢. 1907/2006 o registraci, hodnoceni, povolovani a omezovani
chemickych latek (REACH).

15.2. Posouzeni chemické bezpecnosti

neuvedeno

ODDIL 16: Dalsi informace

Seznam standardnich vét o nebezpecnosti pouzitych v bezpecnostnim listu

H315 Drazdi k{zi.

H319 Zplsobuje vazné podrazdéni odi.

Seznam pokyni pro bezpeéné zachazeni pouzitych v bezpeénostnim listu

P264 Po manipulaci dikladn& omyijte ruce a zasazené casti téla.

P280 PouZivejte ochranné rukavice.

P302+P352 PRI STYKU S KOZI: Omyjte velkym mnoZstvim vody a mydla.

P305+P351+P338 PRI ZASAZENI OCI: Nékolik minut opatrné vyplachujte vodou. Vyjméte kontaktni
Cocky, jsou-li nasazeny a pokud je lze vyjmout snadno. Pokracujte ve vyplachovani.

P321 Odborné osetreni (viz doplrikové instrukce pro prvni pomoc na tomto Stitku).

P337+P313 Pretrvava-li podrazdéni odi: Vyhledejte lékafskou pomoc/osetieni.

Dalsi informace ddlezité z hlediska bezpecnosti a ochrany zdravi ¢lovéka

Vyrobek nesmi byt - bez zvlastniho souhlasu vyrobce/dovozce - pouzivan k jinému ucelu, nez je uvedeno v oddilu 1.
Uzivatel je odpovédny za dodrzovani vech souvisejicich predpisi na ochranu zdravi.

Legenda ke zkratkam a zkratkovym sloviim pouZitym v bezpecnostnim listu

ADR Evropska dohoda o mezinarodni silni¢ni prepravé nebezpeénych véci

BCF Biokoncentracni faktor

CAS Chemical Abstracts Service

CLP Nafizeni (ES) ¢. 1272/2008 o klasifikaci, oznacovani a baleni latek a smési

EC50 Koncentrace latky, pfi které je zasaZzeno 50% populace

EINECS Evropsky seznam existujicich obchodovanych chemickych latek

EmS Pohotovostni plan

ES Cislo ES je ¢iselny identifikator latek na seznamu ES

EU Evropska unie

EuPCS Evropsky systém kategorizace vyrobk{

IATA Mezinarodni asociace leteckych dopravci

IBC Mezinarodni predpis pro stavbu a vybaveni lodi hromadné prepravujicich
nebezpecné chemikalie

ICAO Mezinarodni organizace pro civilni letectvi

IMDG Mezinarodni namofni pfeprava nebezpecného zbozi

IMO Mezinarodni ndmorni organizace

INCI Mezinarodni nomenklatura kosmetickych pfisad

ISO Mezinarodni organizace pro normalizaci

IUPAC Mezinarodni unie pro ¢istou a uzitou chemii

LC50 Smrtelna koncentrace latky, pFi které Ize odekdavat, ze zplsobi smrt 50% populace
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BEZPECNOSTNI LIST

podle nafizeni Komise (EU) 2020/878, v platném znéni

DL-Malic Acid

Datum vytvoreni 28.5.2021
Datum revize 18.4.2023 Cislo verze 2.0
LD50 Smrtelna davka latky, pfi které Ize ocekavat, ze zplsobi smrt 50% populace
log Kow Oktanol-voda rozdélovaci koeficient
NPK Nejvyssi pripustna koncentrace
OEL Expozi¢ni limity na pracovisti
PBT Perzistentni, bioakumulativni a toxicky
PEL PFipustny expozi¢ni limit
ppm Pocet ¢astic na milion (miliontina)
REACH Registrace, hodnoceni, povolovani a omezovani chemickych latek
RID Dohoda o prepravé nebezpecnych véci po Zeleznici
UN CtyFmistné identifikaéni &islo 1atky nebo predmétu prevzaté ze Vzorovych predpist
OSN
uvCB Latka s neznamym nebo proménlivym slozenim, komplexni reak¢ni produkt nebo
biologicky material
VOC Tékavé organické slouceniny
vPvB Vysoce perzistentni a vysoce bioakumulativni
Eye Irrit. Drazdivost pro oci
Skin Irrit. Drazdivost pro k{zi

Pokyny pro skoleni

Sezndmit pracovniky s doporu¢enym zplsobem pouZiti, povinnymi ochrannymi prostfedky, prvni pomoci a
zakazanymi manipulacemi s produktem.

Doporucena omezeni pouziti

neuvedeno

Informace o zdrojich idaji pouzitych pfFi sestavovani bezpeénostniho listu

Nafizeni Evropského parlamentu a Rady (ES) ¢. 1907/2006 (REACH), v platném znéni. Nafizeni Evropského
parlamentu a Rady (ES) ¢. 1272/2008, v platném znéni. Zakon ¢. 350/2011 Sb., o chemickych latkach a chemickych
smésich, v platném znéni. Udaje od vyrobce latky/smési, pokud jsou k dispozici - Udaje z registracni dokumentace.
Provedené zmény (které informace byly pFidany, vypustény nebo upraveny)

Verze 2.0 nahrazuje verzi BL z 28.5.2021. Zmény byly provedeny v oddilech 1, 2, 12, 13, 15 a 16.

Dalsi adaje

Postup klasifikace - metoda vypoctu.

Prohlaseni

Bezpecnostni list obsahuje Udaje pro zajisténi bezpecnosti a ochrany zdravi pfi praci a ochrany Zivotniho prostiedi.
Uvedené udaje odpovidaji sou¢asnému stavu védomosti a zkusenosti a jsou v souladu s platnymi pravnimi predpisy.
Nemohou byt povaZovany za zaruku vhodnosti a pouzitelnosti vyrobku pro konkrétni aplikaci.
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1. Exposure scenario 1 — Manufacture / formulation

1.1. Exposure scenario

For the purposes of this assessment, production or formulation is no more than 200 t at any one site and takes place on a continuous
process throughout the year (average 10 t per day, 200 days / year). Production takes place in dedicated plant under controlled
conditions, with packing into bulk bags and lined drums. Manual handling is minimised, but engineering controls are in place to reduce
the level of nuisance dust to less than 10 mg/m3 . Dust masks and coveralls are recommended for use by workers in proximity to

production and packaging equipment.

1.2. Exposure estimation

Estimations on exposure can be made using technical guidance defaults for medium dust materials. However, in view of the slight
irritation effects expect from excessive dermal contact or through eye contact, workers should be encouraged to reduce exposure through
use of coveralls and perhaps eye protection. Although not tested for inhalation toxicity, it is expected that there will be slight irritation to
the respiratory system and if the working environment has high levels of dust, workers need to use personal protection, such as dust
masks.

At atmospheric concentrations of over 10 mg/m3 (considered to be a nuisance dust level for non-hazardous materials) it is expected that
there will be some discomfort to workers and risk management measures should keep exposure to below these levels.

A worker exposure to 10 mg/m3 for an 8 hour working shift doing light labour will inhale up to 80 mg per day; for a 70 kg worker, this
equates to just over 1 mg/kg/day. With hands, face and ‘upper surface’ exposed, it is estimated from standard default factors in Table
14-4Chapter R14 of the CSA guidance, that the area exposed is 960 cm2. This would lead to exposure of approximately 14 mg/kg/day
by dermal contact (Table 14-6).

Regarding environmental exposure, default assessments for manufacturing and formulating in technical guidance suggest up to 2% loss
to waste water. This figure is considered high in view of the processes involved, but if 2% of production was lost, this would equate to
200 kg/day (based on 2000 t per annum). Once in the waste water stream, the substance would quickly degrade.

Using standard defaults, the local discharge rate is 2000 m3 / day with further 10 X dilution in surface water, leading to a final dilution to 10
mg/l in the absence of no degradation processes. SimpleTreat assessment for biodegradation would suggest up to 80% removal in waste

treatment.
1.3 RISK CHARACTERISATION
1.3.1. Human health

1.3.1.1. Workers
Worker estimates for Risk Characterisation not estimated. The only known adverse effects as a result of direct exposure are for eye
irritation and it is not possible to estimate a risk characterisation ratio due to the absence of hazard thresholds. No adverse effects to

health have been reported.

1.3.1.2. Consumers
The substance is supplied to the general public in diluted forms. Exposure is to low levels on a regular basis.

No adverse effects have been reported and risk characterisation is not possible to estimate.

1.3.1.3. Indirect exposure of humans via the environment

The substance dissociates to its salt ‘malate’ and these are present in natural foods at high concentrations

Product name: DL-malic acid eSDS EU
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1.3.2. Environment

1.3.2.1. Aquatic compartment (including sediment and secondary poisoning)

The substance dissociates to its salt ‘malate’ and these are present in natural foods at high concentrations

1.3.2.2. Terrestrial compartment (including secondary poisoning)

The substance dissociates to its salt ‘malate’ and these are present in natural foods at high concentrations

1.3.2.3. Atmospheric compartment

No atmospheric data

1.3.2.4. Microbiological activity in sewage treatment systems

The substance readily biodegrades
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2. Exposure Scenario 2 — Further industrial use formulation

2.1. Exposure scenario

Formulation takes place at a number of DU sites, preparing personal care and dye products. Due to the simplicity of the blending
procedure, often in water based products, there is little opportunity for exposure to operators and virtually no waste. Traces of the
substance may be discharged through waste water treatment systems as described above as a result of washing surfaces or equipment.
Dust may be formed under certain handling conditions.

For the purposed of this exposure scenario, it is assumed that no single user site handles more than 50% of production; this means that
no more than 1000 t per annum at any one site; it is also assumed that such processes are likely to take place over about 100 days per
annum (10 t per day).

The formulation technique does not require the use of processing water for cooling, washing etc. and the only opportunity for this
substance to enter the waste water stream is as a result of an accidental small spill of solid product or during transfer of solids for
packaging.

Exposure to workers is minimal and would be predominantly possible release of dust during transfer of the substance to the blending
equipment. Engineering and personal protection control are recommended as part or risk management.

2.2. Exposure estimation

At atmospheric concentrations of over 10 mg/m3 (considered to be a nuisance dust level for non-hazardous materials) it is expected that
there will be some discomfort to workers and risk management measures should keep exposure to below these levels.

A worker exposure to 10 mg/m3 for an 8 hour working shift doing light labour will inhale up to 80 mg per day; for a 70 kg worker, this
equates to just over 1 mg/kg/day. With hands, face and ‘upper surface’ exposed, it is estimated from standard default factors in Table
14-4Chapter R14 of the CSA guidance, that the area exposed is 960 cm®. This would lead to exposure of approximately 14 mg/kg/day
by dermal contact.

Regarding environmental exposure, default assessments for manufacturing and formulating in technical guidance suggest up to 2% loss
to waste water. This figure is considered high in view of the processes involved, but if 2% of production was lost, this would equate to
200 kg/day (based on 2000 t per annum). Once in the waste water stream, the substance would quickly degrade.

Using standard defaults, the local discharge rate is 2000 m3/ day with further 10 X dilution in surface water, leading to a final dilution to 10
mg/l in the absence of no degradation processes. Simple Treat assessment for biodegradation would suggest up to 80% removal in waste

treatment.
2.3 RISK CHARACTERISATION

2.3.1. Human health
Due to the absence of adverse health effects, and the widespread use in natural and synthetic foods, a risk characterisation ratio cannot
be established for human health.

Excessive exposure to the concentrated solid should be avoided

2.3.2. Environment
Although there is an effect to aquatic organisms at high concentration, the rapid biodegradation and rapid reduction in hazard when

diluted suggests that there is no risk to the environment following the uses described in the exposure scenarios.
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3. Exposure Scenario 3 — Further industrial use (intermediates)

3.1. Exposure scenario

Chemical processing takes place at a limited number of sites for use as a chemical intermediate or processing aid where the substance is
consumed. Many of these will be considered as ‘transported intermediates’ under strictly controlled conditions and there is little
opportunity for exposure to operators and virtually no waste. Traces of the substance may be discharged through waste water treatment
systems as described above as a result of washing surfaces or equipment. Dust may be formed under certain handling conditions.

For the purposed of this exposure scenario, it is assumed that no single user site handles more than 10% of production; this means that
no more than 100 t per annum at any one site; it is also assumed that such processes are likely to take place over more than 10 days per
annum (10 t per day).

The formulation technique does not require the use of processing water for cooling, washing etc. and the only opportunity for this
substance to enter the waste water stream is as a result of an accidental small spill of solid product or during transfer of solids for
packaging.

Exposure to workers is minimal and would be predominantly possible release of dust during transfer of the substance to the blending

equipment. Engineering and personal protection control are recommended as part or risk management.

3.2. Exposure estimation

At atmospheric concentrations of over 10 mg/m? (considered to be a nuisance dust level for non-hazardous materials) it is expected that
there will be some discomfort to workers and risk management measures should keep exposure to below these levels.

A worker exposure to 10 mg/m3 for an 8 hour working shift doing light labour will inhale up to 80 mg per day; for a 70 kg worker, this
equates to just over 1 mg/kg/day. With hands, face and ‘upper surface’ exposed, it is estimated from standard default factors in Table
14-4Chapter R14 of the CSA guidance, that the area exposed is 960 cm?. This would lead to exposure of approximately 14 mg/kg/day
by dermal contact (Table 14-6).

Regarding environmental exposure, default assessments for manufacturing and formulating in technical guidance suggest up to 2% loss
to waste water. This figure is considered high in view of the processes involved, but if 2% of production was lost, this would equate to
200 kg/day (based on 100 t per annum over 10 days minimum). Once in the waste water stream, the substance would quickly degrade.
Using standard defaults, the local discharge rate is 2000 m3/ day with further 10 X dilution in surface water, leading to a final dilution to 10
mg/l in the absence of no degradation processes. SimpleTreat assessment for biodegradation would suggest up to 80% removal in waste

treatment.
3.3 RISK CHARACTERISATION

3.3.1. Human health
Due to the absence of adverse health effects, and the widespread use in natural and synthetic foods, a risk characterisation ratio cannot
be established for human health.

Excessive exposure to the concentrated solid should be avoided

3.3.2. Environment
Although there is an effect to aquatic organisms at high concentration, the rapid biodegradation and rapid reduction in hazard when

diluted suggests that there is no risk to the environment following the uses described in the exposure scenarios.
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4. Exposure Scenario 4 — Use of formulated product (professional use)

4.1. EXxposure scenario
The substance is supplied in mixtures for a number of applications including laboratory reagents and research applications. A major
use is as a pH regulator and stabiliser and under these conditions, the substance will dissociate to form salts.

During use, most of the substance will be consumed and will lose its identity.

4.2. Exposure estimation
Professional user exposure is minimal as only small quantities are typically handled and many applications will involve use of diluted
(non-hazardous) levels of malic acid. Exposure characterisation is not considered further in view of the low hazard.

Environmental controls will minimise exposure.
4.3 RISK CHARACTERISATION

4.3.1. Human health
Due to the absence of adverse health effects, and the widespread use in natural and synthetic foods, a risk characterisation ratio cannot
be established for human health.

Excessive exposure to the concentrated solid should be avoided

4.3.2. Environment
Although there is an effect to aquatic organisms at high concentration, the rapid biodegradation and rapid reduction in hazard when

diluted suggests that there is no risk to the environment following the uses described in the exposure scenarios.
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5. Exposure Scenario 5 — Use of formulated product (domestic)

5.1. Exposure scenario

The substance is supplied in mixtures containing low concentrations of malic acid.

Use is generally limited to less than 5 g per household per day (supplier assumption, based on maximum one use of cosmetics and
personal care products per day.

During use, most of the substance will be consumed and will lose its identity. The purpose of the substance is to act as a pH regulator

and as a result, various salts will be formed and discharge to the environment needs to be considered in terms of the malate ion.

5.2. Exposure estimation

It can be assumes that 100 % of the substance is discharged into waste water systems, based on normal defaults for consumer use.

As a worst case scenario, it is assumed that every household in a small town of 10 000 people use 5 g/day per household, with an
average of 2 people per household. This equates to 25 kg/day. The discharge of waste water in a town of 10000 is estimated to be a
default of 2000 m®/ day with final dilution to surface water of 10. 25 kg/day would be equivalent to 1.25 mg/day and lower than the
potential impact from production or formulating activity.

It must be noted that the substance will also be used as food additives that is not being registered for REACH and that there is also supply
of natural malic acid for consumer products (again, not being registered). The exposure from these exempt forms and uses of malic acid

have not been considered.
5.3 RISK CHARACTERISATION

5.3.1. Human health
Due to the absence of adverse health effects, and the widespread use in natural and synthetic foods, a risk characterisation ratio cannot
be established for human health.

Excessive exposure to the concentrated solid should be avoided

5.3.2. Environment
Although there is an effect to aquatic organisms at high concentration, the rapid biodegradation and rapid reduction in hazard when

diluted suggests that there is no risk to the environment following the uses described in the exposure scenarios.
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