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1. SZAKASZ: AZ ANYAG/KEVEREK ES A VALLALAT/VALLALKOZAS AZONOSITASA

1.1. Termékazonosito

Kereskedelmi név Radiolite 100, 200,
300, 400, 450, 500,
600, 700, 900

REACH regisztracios szam 01-2119488518-22-0004
CAS-szam 68855-54-9
EK-szam 272-489-0

1.2. Az anyag vagy keverék megfeleld azonositott felhasznalasa, illetve ellenjavallt felhasznalasa

Azonositott felhasznalasok Sziiré segéedanyag
Ellenjavallt felhasznalasok Nincs

1.3. A biztonsagi adatlap szallitéjanak adatai

Forgalmazo

Showa Chemical Industry Co., Ltd.

2-23-18, Shimo-meguro, Meguro-ku, Tokyo 153-0064, Japan
Phone: +81-3-3494-0491

http://www.showa-chemical.co.jp

1.4. Siirgbésségi telefonszam

CHEMTREC + 1 703 527 3887

2. SZAKASZ: A VESZELY MEGHATAROZASA

2.1. Az anyag vagy keverék osztalyozasa

Besorolas (1272/2008/EK)
Fizikailés kémiai kockazatok Nincs osztalyozva.

Azemberegészségét érinté Nincs osztalyozva.

hatas

Akornyezetet érintd hatas Nincs osztalyozva.
Besorolas (67/548/EGK) Nincs osztalyozva.

ValamennyiR-formulaésVeszélyességinyilatkozat teljes szovege a16.részben talalhato
Az ember egészségét érintd hatas
Ez a termék az 1272/2008/EK rendelet és a 67/548/EGK iranyelvben meghatarozottak szerint nem teljesiti a veszélyes besorolasu
termékek feltételeit. A kezelés és a felhasznalas fajtajatol fiiggden (pl. orlés, szaritas), levegoben szallé belélegezheto kristalyos
szilicium-dioxid keletkezhet. A belélegezhet6 kristalyos szilicium-dioxid por hosszan tarté és/vagy nagy mennyiségii belégzése
tiidofibrozist, vagy hétkoznapineveén portiidot okozhat. A portiido elsédleges tiinete akohogés és alégszomj. Abelélegezheté kristalyos
szilikanak kitett foglalkozast (iz6ket figyelemmel kell kisérni és ellenérizni kell.
A kornyezetet érinté hatas
Azanyagnemtekintheté akornyezetre veszélyesnek.
Fizikai lés kémiaikockazatok
Ezatermék szervetlen anyagot nem és teljesiti aPBT vagy a vPvB feltételeit a REACH XIIl. melléklete szerint. A terméket 6vatosan kell
kezelni a porképzodés elkeriilése érdekében.


http://www.showa-chemical.co.jp/
http://www.showa-chemical.co.jp/
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2.2. Cimkézési elemek

EK-szam 272-489-0
A Cimke Megfelel A 1272/2008/EK Szamu Rendeletnek
Piktogram hasznalata nem sziikséges.

2.3. Egyéb veszélyek

A jelenleg érvényes EU kritériumok szerint nem tartozik PBT/vPvB besorolas ala.
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3. SZAKASZ: OSSZETETEL VAGY AZ OSSZETEVOKRE VONATKOZO ADATOK

3.1. Anyagok

Flux-kalcinalt kovaféld 100%
CAS-szam: 68855-54-9 EK-szam: 272-489-0

Besorolas (1272/2008/EK) Besorolas (67/548/EGK)

Nincs osztalyozva. Nincs osztalyozva.

ValamennyiR-formulaésVeszélyességinyilatkozatteljes szévege a16.részben talalhato
REACH regisztracios szam 01-2119488518-22-0004

CAS-szam 68855-54-9

EK-szam 272-489-0

Osszetétellel Kapcsolatos Megjegyzések

Adalékanyagok:

Krisztoballit: CAS-No.:14464-46-1 EC No.: 238-455-4
A termék 1%-nal kisebb mennyiségben tartalmaz belélegezhet6 krisztoballitot; a belélegezhet6 krisztoballit STOT RE1 osztalyu

4. SZAKASZ: ELSOSEGELYNYUJTAS

4.1. Az elsdsegély-nyujtasi intézkedések ismertetése

Altalanos informaciok

Akut és késobb jelentkezo tiinetek nem figyelhetok meg.

Belégzés

Menjen friss levegdre és maradjon nyugalomban. Ha a kellemetlenség folytatodik, forduljon orvoshoz.

Lenyelés

Alaposan oblitse ki a szajat. Haakellemetlenség folytatodik, forduljon orvoshoz. Neidézzen el6 hanyast.
Borre jutas

Szappannal és vizzel mossa le a bort. Hasznaljon megfelel6 krémet a hor benedvesitéséhez.

Szemmel valo érintkezés

Ne dorzsolje a szemét. Bo vizzel oblitse ki, és forduljon orvoshoz, amennyiben az irritacié nem miilik.

4.2. A legfontosabb - akut és késleltetett - tiinetek és hatasok

Belégzés

Kristalyos kovasav tartalmi por tartos belélegzése a tiidé karosodasahoz vezethet. A kristalyos kovasav (krisztoballit) kozismerten
szilikozist okoz, amely egy progressziv, egyes esetekben halalos kimenetelii tiidobetegség.

4.3. A sziikséges azonnali orvosi ellatas és kiilonleges ellatas jelzése

Nincsenek kiilonleges elsé6segélynyujtasra vonatkozé intézkedések.

5. SZAKASZ: TUZVEDELMI INTEZKEDESEK

5.1. Oltéanyaqg

Oltéanyag

A termék nem éghetd. Nincs sziitkség kiilonleges oltéanyagra.

5.2. Az anyagbél vagy a keverékbdl szarmazé kiilénleges veszélyek

Kiilonleges veszélyek
Nem égheto. Nincs veszélyes hébomlas.
5.3. Tiizoltéknak szd16 javaslat

Kiilonleges Tuzoltasi Eljarasok
Nincs konkreét tiizvédelmi védelemre sziikség. A kdrnyezé tiizre hasznaljon alkalmas oltéanyagot .

6. SZAKASZ: INTEZKEDESEK VELETLENSZERU EXPOZiCIONAL

6.1. Személyi dvintézkedések, egyéni védoeszko6zok és vészhelyzeti eljarasok

Keriilni kell a levegdben szallo por keletkezését, viseljen a nemzeti jogszabalyoknak megfelelé személyi védéfelszerelést. Biztositson
megfelel6 szell6ztetést.

6.2. Kérnyezetvédelmi évintézkedések
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Ne irritse ki lefolyoba, folyo vizekbe vagy foldre. Keriilje a por vagy szennyezett anyagok szétszorasat.
6.3. A teriileti elhatarolas és a szennyezésmentesités médszerei és anyagai

Keriilje aszaraz soprést, alevegoben szallo porkeletkezésénekelkeriilése érdekében hasznaljon vizpermetet vagy porelszivo
tisztitorendszereket. Viseljen a nemzeti jogszabalyoknak megfelel6 személyes védofelszerelést.

6.4. Hivatkozas mas szakaszokra

A személyes védelemmel kapcsolatban lasd a 8. pontot. A hulladékeltavolitasra vonatkozéan lasd a 13. pontot.

7. SZAKASZ: KEZELES ES TAROLAS

7.1. A biztonsagos kezelésre iranyulé dvintézkedések

El6zze meg alevegdben szallo porkeletkezését. Ahol levegoben szallo por keletkezik, megfelel6 elszivo szell6ztetést kell biztositani. Nem
elégséges szellozés esetén viseljen megfeleld légzésvédelmi felszerelést. A becsomagolt terméket koriiltekintéssel kezelje a véletlenszerii
szétszakadas elkeriilése érdekében. Ha tanacsra van sziiksége a biztonsagos kezelési technikakra vonatkozéan, lépjen kapcsolatbaa
beszallitojaval, vagy olvassa el a 16. fejezethen talalhato Gyakorlati utmutatot. A munkateriileten valo étkezés, italfogyasztas és
dohanyzas megtiltasa; a hasznalatot kovet6é kézmosas és a szennyezett ruhazat és védoeszkoz eltavolitasa az étkezésre szolgalo
teriiletekre valo belépés elott.

7.2. A biztonsagos tarolas feltételei, az esetleges 6sszeférhetetlenséggel egyiitt

Szaraz, fedett helyen tartando. A fel- és lerakodas soran minimalizalni kell a porképzodést, és meg kell el6zni, hogy a terméket a szél
széthordja. Tartsa ataroloedényeket zarva, és abecsomagolt terméketugytarolja, hogymegakadalyozza avéletlenszerii szétszakadast.

7.3. Meghatarozott végfelhasznalas (végfelhasznalasok)

Tovabbi informaciéért lasd a mellékelt Expozicios forgatokonyvet.
Hasznalati Leiras

Hatanacsravan sziiksége a sajatos felhasznalasi modokra vonatkozoéan, lépjen kapcsolatba a beszallitojaval, vagy olvassael a 16.
fejezetben talalhato Jo gyakorlat utmutatojat.

8. SZAKASZ: AZ EXPOZIiCIO ELLENORZESE/EGYENI VEDELEM

8.1. Ellendérzési paraméterek

Név SZABVA AK-Erték CK-Erték Megjegyzések
NY
Krisztoballit MKBS 0,15 mg/m3

MKBS = Munkahelyek kémiaibiztonsagarol szélo.

DNEL

Ipari Belégzeés. Hosszu tavua 0.33 mg/m3
Fogyasztoi Belégzés. Hossza tavu 0.08 mg/m3
Fogyasztoi Szajon at Hossza tavu 3.5 mg/kg/nap
PNEC

STP NOAEL value AF=100

Uledék n/a

viz n/a

8.2. Az expozicio ellendrzése

Miiszaki intézkedések

Ld. az I. mellékletben, valamint a 7. fejezetben ismertetett kitételi forgatokonyveket Csokkentse minimalisra a levegdben szall6 por
keletkezését. Hasznaljon zart folyamatokat, helyi elszivo szelldztetést vagy egyéb miiszaki ellendrzést annak érdekében, hogy a
levegdben szallé por szintje a megadott expozicios hatarértékek alatt maradjon. Ha a felhasznaloi miiveletekkel por, fiist vagy para
keletkezik, szelloztetéssel tartsa a levegében szallé por szintjét az expozicids hatarérték alatt. Alkalmazzon szervezeti intézkedéseket, pl.
zarja ki a személyzetet a poros teriiletekrél. A szennyezett ruhazatot vegye le és mossa ki. .

Légzésvédelem

Azok, akik hosszabb ideig vannak kitéve levegdben szallo porkoncentracionak, viseljenek az europai vagy helyi jogszabalyoknak
megfeleld légzésvédelmi felszerelést.

Kézvédelem

Borrel valé hosszantartd vagy ismételt érintkezés esetén hasznaljon megfelelé vedokesztyiit. PVC vagy gumikesztyii ajanlott.
Szemvédelem

Hasznaljon szemvédét. Védészemiiveg/maszk hasznalata ajanlott. A termékkel valé munkavégzés soran nem szabad kontaktlencsét
viselni.

Higiéniai ovintézkedések

Hasznalat kozben ne egyen, ne igyon és ne dohanyozzon. Minden miiszak végeén, evés elétt, dohanyzas és toilet hasznalata elott
mosakodjon meg. Hasznaljon megfeleld krémet a bor kiszaradasa ellen.

4/8
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Nincsenek kiilonleges kovetelmények. Megfelelé védofelszerelés (pl. védéruha, védokrém) ajanlott azoknak a dolgozoknak, akik
borgyulladastol szenvednek vagy érzékeny boériiek.
Kornyezeti expozicio ellendrzése

Borvédelem

Hulladékkezelés a helyi és nemzeti eléirasok szerint.

9. SZAKASZ: FIZIKAI ES KEMIAI TULAJDONSAGOK

9.1. Az alapveté fizikai és kémiai tulajdonsagokra vonatkozé informacié

Kiils6 megjelenés Por

Szin Fehér/piszkos-fehér, rézsaszin
Szag Majdnem szagtalan.

Oldhatosag Vizben oldhatatlan EU A6 modszer

Kezdeti forraspont ésforrasponttartomany
Nem értelmezheto.

Olvadaspont (°C) > 450

EU A1 modszer
Relativ siiriiség 2.4

OECD 109
Godznyomas

Nem értelmezheto.

pH Higitatlanul

Nem értelmezheto.
Viszkozitas

Nem értelmezheto.

Bomlasi hémérséklet (°C)
Nem értelmezheto.
Lobbanaspont

Nem értelmezheto.
Ongyulladasi hémérséklet (°C)
Nem értelmezheto.
Gyulladashatar - Alsé (%)
Nem értelmezheto.
Gyulladashatar - Felso (%)
Nem értelmezheto.
Elosztasi Tényezo: (N-Oktanol/Viz)
Nem értelmezheto.

Oxidalé tulajdonsagok

Nem fontos

9.2. Egyéb informacidk

Semmi.

10. SZAKASZ: STABILITAS ES REAKCIOKESZSEG

10.1. Reakcidkészség

A termékhez nem kapcsolhatok specifikus reakcioképességi veszélyek.
10.2. Kémiai stabilitas

Normal homeérsékleti viszonyok és az ajanlott alkalmazas mellett stabil.
10.3. A veszélyes reakciok lehetdsége

Nem értelmezheto.
10.4. Keriilend6 koriilmények

Nincs kiilonés dsszeférhetetlenség.
10.5. Nem dsszeférheté anyagok

Keriilendo Anyagok
Osszeférhetetlen csoportok nincsenek jegyezve.
10.6. Veszélyes bomlastermékek

Normal korillmények kozott nem.
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11. SZAKASZ: TOXIKOLOGIAI ADATOK

11.1. A toxikoldgiai hatasokra vonatkozé informacio

Akut toxicitasi érték:

Akut toxicitasi érték (Szajon at LD50)

> 2000 mg/kg Patkany

OECD 401

Akut toxicitasi érték (Bor LD50)

Nem értelmezheto.

Akut toxicitasi erték (Belégzett LD50)
> 2.6 mg/l (por/permet) Patkany

OECD 403

Skin Corrosion/Irritation

Dézis Nyul
Dozis

Nyul

OECD 404

Nem okoz irritaciot.

Sulyos szemkarosodas/szemirritacio:
Nem értelmezhet6. Nem irritalé. OECD 405

Légzdszervi szenzibilizacioé vagy boérszenzibilizacio:
Borszenzibilizacio

Nem értelmezheté. Tengerimalac

OECD 429

Nem szenzibilizalo.

Csirasejt-mutagenitas:

Genotoxicitas - In Vitro

Nem értelmezheté.

OECD 471. OECD 473. OECD 476.
Negativ.

Rakkelté hatas:
Rakkelté hatas
Nem értelmezheto.

Reprodukcids toxicitas:

Reproduktiv toxicitas - Termékenység
Nem értelmezheto.

Egyetlen expozicié utani célszervi toxicitas (STOT):

STOT - Egyszeri expozicio
Nem értelmezheto.

Altalanos informaciok

Ez a termék enyhén mérgez6. Csak nagyobb mennyiségek lehetnek karosak az egészségre.

Belegzes

Allatkisérlet soran, akut belélegzést kovetéen nincs akut hatas. Javaslat keriilt eléterjesztésre 90 napos ismételt dozisu belélegzés
vizsgalatra. A kalcinalt kovafdld (kieselguhr) kristalyos kovasavat tartalmaz, amelyet kdzismerten a szilikozis, egy progressziv, egyes
esetekben halalos kimenetelii tiidébetegség okozoja. A Nemzetkozi Rakkutaté Ugynokség egy 1997-es tanulmanya (Volume 68, ,Silica,
Some Silicates, Coal Dust and Para-aramid Fibrils”) szerint a,munkavégzés soranbelélegzettkristalyos kovasav" az1.csoportbatartozik
mint ;humanrakkelté anyag". Az altalanos értékelés alapjan azIARC munkacsoportja megallapitotta, hogy ahumanrakkelté jellegnem
volt mindig észlelheté minden vizsgalt ipari koriilmény esetén. A kristalyos kovasavat a német MAK Bizottsag szintén human rakkelto

anyagnak minésiti (A1 Kategoria). Por magas koncentracioban izgathatja a légutakat.
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Lenyelés

A véletleniil lenyelt mennyiségeknek valésziniileg nincs karos hatasa. Allatkisérletekben, szajon at beadva sem akut, sem tartés hatas
nem tapasztalhato.

Borre jutas
Alatkisérletben bérre alkalmazva nem tapasztalhato akut hatas A kieselguhr, vagy folyésitott kalcinalt szoda hamu a bért nem irritalja.
Hosszantarto érintkezés borkiszaradast okozhat.

Szemmel valé érintkezés
A kovafold folyositott kalcinalt szoda hamu a szemet nem irritalja.

Az Egészséget Erinto Figyelmeztetések

A belélegezheto kristalyos szilicium-dioxidot tartalmazo por hosszan tarto és/ivagy nagy mennyiségii expozicioja portiidét okozhat, ami a
finom belélegezhet6 kristalyos szilicium-dioxid részecskék tiidében torténd lerakodasa altal okozott nodularis tiidofibrozis.

1997-ben a Nemzetkozi Rakkutato Ugynokség (IARC) arra a kovetkeztetésre jutott, hogy afoglalkozas soran belélegzett kristalyos
szilicium-dioxid tiidérakot okozhat azemberekben. Azonban ramutattak, hogy eznem minden ipari korillményre és nem minden tipusu
kristalyos szilicium-dioxidra vonatkozik. (IARC Monografiak az emberi szervezetben rakkeltdé hatasi kockazatok értékelésérél, Kovasav,
szilikat porok és szerves rostok, 1997, 68. kotet, IARC, Lyon, Franciaorszag.)

2003 juniusaban a SCOEL (az Eurdpai Bizottsag foglalkoztatasi expozicios hatarértékeket megallapito tudomanyos bizottsaga) arraa
kovetkeztetésre jutott, hogy a belélegezhetd kristalyos szilicium-dioxid f6 hatasa az emberre a portiidd. "Elegend6 informacio all
rendelkezésre annak megallapitasahoz, hogy a tiidorak relativkockazata megné a szilikézisban szenved6 személyeknél (a szilikézisban
nem szenvedé alkalmazottakkal szemben, akik a kofejtokben és a keramiaiparban ki vannak téve a szilicium-dioxidos por
belélegzésének). Kovetkezésképpen a szilikozis kialakulasanak megel6zésével a rak kialakulasanak kockazata is csokkentheté..." (SCOEL
SUM Doc 94-final, 2003. junius).

Tehat tobb bizonyitékis alatamasztja azt a tényt, hogy arak megnovekedett kockazata azokra azemberekre korlatozodik, akik mar
szilikézisban (portiidoben) szenvednek. A dolgozok szilikozis elleni védelmét ugy kell biztositani, hogy betartjak a meglévé foglalkozasi
expozicios hatarértékeket, és ahol sziikséges, tovabbikockazatkezelésiintézkedéseketvezetnekbe (Id.a16.fejezetet).

12. SZAKASZ: OKOLOGIAI INFORMACIOK

Okotoxicitas
Atermék 6sszetevéi nincsenek a kornyezetre nézve veszélyes anyagként besorolva. Ezazonban nem zarja ki annak alehetéségét, hogy
nagymennyiségii és gyakori szennyezdédés ne legyen karos és rongalé hatassal a kornyezetre.

12.1. Toxicitas

Akut toxicitas - Halak

96 orak Onchorhynchus mykiss (Szivarvanyos pisztrang)
Meghaladja az anyag maximalis oldhatéosagat OECD 203
Akut toxicitas - Gerinctelen Viziallatok

48 orak Daphnia magna (vizibolha)

Meghaladja az anyag maximalis oldhatosagat OECD 202
Akut toxicitas - Vizinévények

72 o6rak Desmondesmus subspicatus

Meghaladja az anyag maximalis oldhatésagat OECD 201
Akut toxicitas -Mikroorganizmusok

3 orak > 1000 mg/l Aktivalt iszap

Artalmatlan az STP mikroorganizmusokra OECD 209

12.2. Perzisztencia és lebonthatdsag

Lebonthatésag
A termék kizarolag szervetlen vegyiiletekbél all, amelyek biolégiailag nem bomlanak le.

12.3. Bioakkumulaciés képesség

Bioakkumulacios képesség

A termék semmiféle olyan anyagot nem tartalmaz, amely biologiailag akkumulalédna.
Megoszlasi hanyados

Nem értelmezheto.

12.4. A talajban valé mobilitas

Mobilitas:
Nem fontos, a termék formaja miatt. A termék vizben nem oldhato.

7/8
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12.5. A PBT- és a vPvB-értékelés eredményei

A jelenleg érvényes EU kritériumok szerint nem tartozik PBT/vPvB besorolas ala.

12.6. Egyéb karos hatasok

Nem ismert.
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13. SZAKASZ: ARTALMATLANITASI SZEMPONTOK

Altalanos informaciok

A helyi szabalyokkal 6sszhangban erre jovahagyott helyeken nem mérgezé/inaktiv anyagkeént lerakhato. A csomagolasban maradt
maradékok porképzodését el kell keriilni, és a dolgozok megfelelé védelmérél gondoskodni kell. A hasznalt csomagolast a csatolt
gyijtéedényben kell tarolni. A csomagoloanyag Gjrahasznositasat és artalmatlanitasat a helyi rendeleteknek megfelelden kell végezni. A

csomagolas ujrafelhasznalasa nem ajanlott. A csomagoléanyag ujrahasznositasat és artalmatlanitasat erre felhatalmazott hulladékkezeld

vallalatnak kell végeznie.
13.1. Hulladékkezelési madszerek

Ahol lehetséges, artalmatlanitas helyett az Gjrahasznositast kell valasztani. A helyi rendeletnek megfelelden kell artalmatlanitani.

14. SZAKASZ: SZALLITASRA VONATKOZO INFORMACIOK

Altalanos Kiilonleges ovintézkedéseknemsziikségesek. Aterméknemszerepel aveszélyes aruk szallitasarol

sz616 nemzetkézi szabalyokban (IMDG, IATA, ADR/RID).
14.1. UN-szam

Informacié nem sziikséges.

14.2. Az ENSZ szerinti megfeleld szallitasi megnevezés

Informacioé nem sziikséges.

14.3. Szallitasi veszélyességi osztaly(ok)

Informacié nem sziikséges.

14.4. Csomagolasi csoport

Informacié nem sziikséges.

14.5. Kornyezeti veszélyek

Kornyezetre Veszélyes Anyag/Tengeri Szennyezodés
Nem.

14.6. A felhasznalét érintd kiilonleges évintézkedések

Nem értelmezheté.

14.7. A MARPOL 73/78 1. melléklete és az IBC kédex szerinti 6mlesztett szallitas

Informacié nem sziikséges.

15. SZAKASZ: SZABALYOZASSAL KAPCSOLATOS INFORMACIOK

15.1. Az adott anyaggal vagy keverékkel kapcsolatos biztonsagi, egészségiigyi és kérnyezetvédelmi

eloirasok/jogszabalyok
EU Torvényhozas

67/548/EGK sz. Veszélyes Anyagokra vonatkozo Iranyelv.
15.2. Kémiai biztonsagi értékelés

Kémiai biztonsagossagi vizsgalatot nem végeztek.

16. SZAKASZ: EGYEB INFORMACIOK




Biztonsagi adatlap szama 11099

RADIOLITE

A biztonsagi adatlapban alkalmazott roviditések és betiiszok
AF =Ertékelési tényezo

BCF = Biokoncentracios tényezé

CAS =Chemical Abstracts Service

C & LOsztalyozas és cimkézés

RCS =Belélegezheto kristalyos kovasav

DNEL = Szarmaztatott hatasmentes szint

LC50=Halalos koncentracio kozépérték

LD50 =Halalos dozis kozépérték

EC - Eurdpai Bizottsag

NOAEL =Megfigyelhetd karos hatast nem okozo szint
PBTPerzisztens bioakkumulativtoxikus

PEC =Elérejelzés szerint mar hatast kivaltoé szint
PNEC =Eldrejelzés szerint karos hatast még nem kivalto szint
SDS =Biztonsagi adatlap

STOT = Specifikus célszervi toxicitas

STP = Szennyviztisztito telep

vPvBNagyon perzisztens nagyon bioakkumulativ

Altalanos informaciok
A dolgozokat tajékoztatni kell a kristalyos szilicium-dioxid jelenlétérdl, és meg kell nekik tanitani a termékre vonatkozo rendelkezések
megfelel6 hasznalatat és kezelését.

2006. aprilis 25-én alairtak aMegallapodas adolgozok egészségvédelmérdl akristalyos szilicium-dioxid és a kristalyos szilicium-dioxid
tartalmu termékek megfeleld kezelésére és hasznalatara vonatkozo eléirasok alapjan cimii, tobb iparagon ativeld tarsadalmi parbeszédre
vonatkozo megallapodast. Ezamegallapodas, amely az Eurépai Bizottsag pénziigyi tamogatasabanrészesiil, azIranymutato gyakorlat
utmutatoéjan alapul. AMegallapodas eldirasai 2006. oktober 25-én léptek hatalyba. A Megallapodast az Eurépai Unié Hivatalos Lapjaban
tették kozzé (2006/C279/02). AMegallapodas és mellékleteinek szovege, beleértve azlranymutato gyakorlat atmutatojatisa
http://www.nepsi.eu honlaprol érheté el, és hasznos informaciokat és utmutatast nyujtanak a belélegezheté kristalyos szilicium-dioxidot
tartalmazo termékek kezelésérdl. Szakirodalmi hivatkozasok kérésre rendelkezésre allnak az EUROSIL-nél, azipari szilicium-dioxid
gyartok europai szovetségénél.

tanacsadas a jelen biztonsagi adatlapon megnevezett termék biztonsagos kezelésérél, tarolasarol, feldolgozasarol, szallitasarol és
artalmatlanitasarol. Az informacié nem vonatkoztathaté mas termékekre. A terméket mas termékekkel torténd keverése esetén vagy
feldolgozasa soran az Gj termékre a jelen biztonsagi adatlapon kozolt informacié mar érvénytelen lehet.

Anem (abeszallito) altal gyartott vagy szallitott anyagoknak (a beszallito) anyagaival egyiitt vagy azok helyett torténé felhasznalasa
esetén az iigyfél felel azért, hogy beszerezze a gyartotol vagy beszallitotol az ezekre a termékekre vagy egyéb anyagokra vonatkozo
odsszes miiszaki adatot és egyéb jellemz6t, valamintbeszerezze az ezekkel kapcsolatos minden szitkséges informaciot. Nem vallalunk
felelosséget abban az esethen, ha (a beszallito) kieselguhr folydsitott kalcinalt szoda hamut hasznal mas szallitotol szarmazé anyagokkal
egyiitt.

Feliilvizsgalatdatuma 01/02/2012

Utolsé médositas datuma 6

Kockazattal Kapcsolatos Mondatok Teljes Terjedelmiikben
NC Nincs osztalyozva.

Teljes Veszélyességi Nyilatkozat

Jogi Nyilatkozat

Ezek az informaciok a IMERYS legjobb tudomasan alapulnak, és azokat a jeldlt datumon pontosnak és megbizhatonak tartjak. Azonban, ezek
pontossagaval, megbizhatosagaval vagy teljességével kapcsolatban kifogast, jotallast vagy garanciat nem vallalunk. A felhasznalo felelossége, hogy
sajat felhasznalasa soran meggyo6zddjon az informaciok megfelelé voltardl és teljességerol.
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Annex |

Exposure Scenario 1: Manufacture of Kieselguhr soda ash flux-
calcined

1. Short title of exposure scenario 1

Manufacture of Kieselguhr soda ash flux-calcined

2. Description of activities and processes covered in the exposure scenario

Sector of use

SU 3: Industrial uses: uses of substances as such or in preparations at industrial sites

(SU) .

Product PC 0: (adsorbent, filling material)

category (PC) | PC 14: Metal surface treatment products, including galvanic and electroplating products
(This covers substances permanently binding with the metal surface)

Process PROC 2: Use in closed, continuous process with occasional controlled exposure.

category PROC 3: Use in closed batch process

(PROC) PROC 4: Use in batch or other process where opportunity for exposure arises. Industrial setting
PROC 8b: Transfer of substance or preparation (charging/discharging) from/to vessels/large
containers at dedicated facilities.
PROC 9: Transfer of substance or preparation into small containers (dedicated filling line, including
weighing).

Article Not applicable

category (AC)

Environmental | ERC 1: Manufacture of substances

release

category

(ERC)

3. Operational conditions

3. 1 Operational conditions related with frequency and quantities of use

Duration of
exposure at
workplace:

8 hours per day

Frequency of
exposure at

5 days/week for each worker

workplace:

Annual The actual tonnage handled per shift is not considered to influence the exposure as such for this
amount used | scenario

per site:

3.2 Operational conditions related with substance/ product

Physical state

Solid ranging from a fine powder with high dustiness to coarser granules with low dustiness

Concentration
of substance

100% w/w




in mixture

3.3 Other relev

ant operational conditions

No information

about frequency and duration of the various tasks is available.

4. Risk Management Measures

4.1 RMMs relat

ed to workers

Organisational

Local exhaust ventilation is installed at manufacturing sites. The employer has also to ascertain

measures that the required PPE is available and used according to instructions.
Technical Safe conditions were defined by taking into account local exhaust ventilation in the present
measures scenario

Respiratory

Workers may use half-face masks (P2 or P3) with an efficiency of at least 90% in situations with

protection elevated dust concentrations in the air.
Hand Workers use gloves during the handling of the pure, solid substance
protection

Eye protection

Workers use safety glasses during the handling of the pure, solid substance

Skin and body
protection

Wearing of suitable protective clothing.

Hygiene
measures

Standard occupational hygiene measures should be adopted.

4.2 RMMs relat

ed to the environment

Organisational

Waste gases are cleaned by passage through cyclones or scrubber units or by filtration with bag

measures filters. Solid and liquid wastes are disposed of in landfills or may be incinerated

Abatement The wastewater resulting from manufacturing of the substance can be treated by sedimentation to
measures remove the solid parts of the substance. The sedimentation is very efficient with a reduction efficacy
related with of 99% or more.

wastewater

Abatement It is recommended to pass waste gas through bag filters, scrubbers or cyclones to reduce the
measures amount of solid substance in the waste gas.

waste air and

solid waste

4.3 Waste relat

ed measures

Type of waste

Solid and liquid waste

Disposal Solid and liquid wastes are disposed of in landfills or may be incinerated.

technique

Fraction Any wastewater relreased from the sedimentation step is expected not to contain more than 3.87
released to mg/L (saturated solution).

environment
during waste
treatment

5. Prediction of exposure resulting from the conditions described above and the substance properties.

5.1. Human exposure

Workers (oral)

Good hygiene practice will minimise oral exposure

Workers
(inhalation)

The workers’ inhalation exposure to kieselguhr soda ash flux-calcined is estimated with the
ECETOC TRA tool (ECETOC 2010). The assessment of exposure concentrations was performed

with the three grades of dustiness that can be selected in the TRA tool: low, medium and high. The
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DNEL: Worker,
long-term,
systemic,
inhalation: 0.33
mg/m?3

modelled long-term exposure concentrations are compared to the DNEL for chronic inhalation
exposure to obtain risk characterisation ratios. RCRs above 1 indicate that the potential risk is not
adequately controlled. Safe conditions of use are described in the table for all activities. It is
concluded that the manufacture of solid kieselguhr soda ash flux-calcined exhibiting different
grades of dustiness is safe for workers under the specified conditions of exposure. This applies
also to storage, repackaging and distribution of the substance.

Safe conditions were defined by taking into account local exhaust ventilation in the present
scenario. To achieve acceptable airborne concentrations of kieselguhr soda ash flux-calcined the
efficiency of LEV and the duration of exposure were modified. Safe conditions can also be
achieved by the use of personal respiratory equipment in addition or as an alternative to LEV.
Consequently, the presentation of safe conditions is not exhaustive in the present ES.

Inhalation
Content | exposure
Process Category LEV | Duration | PRE | (%) (mg/m3) RCR

INDUSTRIAL USE WITH SUBSTANCE EXIHIBITING HIGH DUSTINESS

1 - Use in closed process, no
likelihood of exposure No 4108 No 100 0.01 0.028

2 — Use in closed, continuous
process with occasional

controlled exposure 90% 4t08 No 100 0.1 0.278
3 — Use in closed batch process
(synthesis or formulation) 90% 4t08 No 100 0.1 0.278

4 — Use in batch and other
process (synthesis) where
opportunity for exposure arises 95% Uptol No 100 0.25 0.694

5 — Mixing or blending in batch
processes (multistage and/or
significant contact) 95% Uptol No 100 0.25 0.694

8a — Transfer of chemicals
from/to vessels/ large containers
at non dedicated facilities 95% Uptol No 100 0.25 0.694

8b — Transfer of chemicals
from/to vessels/ large containers
at dedicated facilities 95% Uptol No 100 0.25 0.694

9 — Transfer of chemicals into
small containers (dedicated filling

line) 95% | Uptol No 100 0.2 0.556
15 — Use of laboratory reagents in

small scale laboratories 95% 4108 No 100 0.25 0.694
19 — Hand-mixing with intimate

contact (only PPE available 95% Uptol No 100 0.25 0.694

INDUSTRIAL USE WITH SUBSTANCE EXIHIBITING MEDIUM DUSTINESS

1 - Use in closed process, no
likelihood of exposure No 4108 No 100 0.01 0.028

2 — Use in closed, continuous
process with occasional

controlled exposure 90% 4108 No 100 0.1 0.278
3 — Use in closed batch process
(synthesis or formulation) 80% 4t08 No 100 0.2 0.556

4 — Use in batch and other
process (synthesis) where
opportunity for exposure arises 95% 4108 No 100 0.25 0.694

5 — Mixing or blending in batch
processes (multistage and/or
significant contact) 95% 4108 No 100 0.25 0.694

8a — Transfer of chemicals
from/to vessels/ large containers
at non dedicated facilities 95% 4t08 No 100 0.25 0.694

8b — Transfer of chemicals 95% 4108 No 100 0.25 0.694




from/to vessels/ large containers
at dedicated facilities
9 — Transfer of chemicals into
small containers (dedicated filling
line) 95%
15 — Use of laboratory reagents in
small scale laboratories
19 — Hand-mixing with intimate
contact (only PPE available 95% 4t0 8 No 100 0.25
INDUSTRIAL USE WITH SUBSTANCE EXIHIBITING LOW DUSTINESS
1 - Use in closed process, no
likelihood of exposure No
2 — Use in closed, continuous
process with occasional
controlled exposure No
3 — Use in closed batch process
(synthesis or formulation) No
4 — Use in batch and other
process (synthesis) where
opportunity for exposure arises
5 — Mixing or blending in batch
processes (multistage and/or
significant contact)
8a — Transfer of chemicals
from/to vessels/ large containers
at non dedicated facilities
8b — Transfer of chemicals
from/to vessels/ large containers
at dedicated facilities No
9 — Transfer of chemicals into
small containers (dedicated filling
line) No
15 — Use of laboratory reagents in
small scale laboratories No
19 — Hand-mixing with intimate
contact (only PPE available

4108 No 100 0.25 0.694

50% 4108 No 100 0.25 0.694

0.694

4108 No 100 0.01 0.028

4108 No 100 0.01 0.028

4108 No 100 0.1 0.278

50% 4108 No 100 0.25 0.694

50% 4108 No 100 0.25 0.694

50% 4108 No 100 0.25 0.694

4108 No 100 0.1 0.278

4108 No 100 0.1 0.278

4108 No 100 0.1 0.278

50% 4108 No 100 0.25 0.694

Workers Dermal exposure was not assessed, as no risks are anticipated with dermal exposure.
(dermal)
Indirect It is expected that emissions of kieselguhr soda ash flux-calcined from its identified uses will not

exposure via
the
environment

significantly increase the naturally occurring concentrations of kieselguhr or other compounds in
the environment. The potential of kieselguhr soda ash flux-calcined for bioaccumulation is low. The
substance has a low solubility in water and thus is essentially unavailable to organisms.

Consumer
exposure

No direct consumer exposure is resulting from the manufacture of kieselguhr soda ash flux-
calcined.

5.2. Environmental exposure (qualitative assessment)

Waste water
treatment
plants
(WWTP)

According to unpublished monitoring data, wastewater released at manufacturing sites may contain
up to 100 mg kieselguhr soda ash flux-calcined per litre. This is exceeding the amount that can be
dissolved in one litre of water at saturation (3.87 mg/L at 20°C), indicating that suspended particles
of kieselguhr soda ash flux-calcined may be present in the wastewater. Before entering the local
sewage treatment plant (STP), the wastewater resulting from manufacturing of the substance can
be treated by sedimentation to remove the solid parts of kieselguhr soda ash flux- calcined. The
sedimentation is very efficient with a reduction efficacy of 99% or more. Any wastewater released
from the sedimentation step is expected to contain not more than 3.87 mg

kieselguhr soda ash flux-calcined per litre wastewater (saturated solution). No further degradation
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of the substance in the course of wastewater treatment is taken into account in the present
assessment and the reasonable worst-case concentration of kieselguhr soda ash flux-calcined in
the effluent of a local STP is 3.87 mg/L.

Aquatic
pelagic
compartment

To calculate the reasonable worst-case concentration of kieselguhr soda ash flux-calcined in surface
water that may be due to emissions from the manufacture of the substance, the concentration of
3.87 mg/L in the effluent of the local STP is taken and a dilution factor of 10 is taken into account at
the point of mixing of the wastewater with surface water (default EUSES). This leads to a surface
water concentration of 0.387 mg/L. For releases of the wastewater to coastal sites, a dilution factor
of 100 (EUSES default) is taken into account which leads to a concentration of 0.0387 mg/L in marine
waters

Sediments

The wastewater released to the environment may contain suspended particles of kieselguhr soda
ash flux-calcined. These solid parts will settle down at the bottom of the receiving water. As
kieselguhr is a naturally occurring sedimentary rock consisting of the shells of diatoms and is
naturally formed in water bodies this not considered to cause a potential hazard to the receiving
water.

Kieselguhr is a naturally occurring sedimentary rock consisting of the shells of diatoms which is
formed in water bodies and is therefore considered a natural part of the ecosystem. Therefore, no
risk is anticipated with kieselguhr soda ash flux-calcined in sediments and no exposure assessment
for sediment is carried out.

Soil and
groundwater

Kieselguhr soda ash flux-calcined may be released to soil via atmospheric deposition and via
sewage sludge brought to agricultural fields and grassland. Kieselguhr is a naturally occurring
sedimentary rock which is essentially a mineral fraction of soil already. Only the accidental release
of a significant quantity kieselguhr soda ash flux-calcined is expected to alter the physical and
chemical characteristics of a soil. As atmospheric deposition to soil is regarded as minor and the
deposition of sewage sludge to fields takes place under controlled conditions no risk is anticipated
with the release of kieselguhr soda ash flux-calcined to soil from the use described in this scenario
and thus, no further assessment of the exposure concentrations in soil is undertaken

Atmospheric
compartment

Emissions of kieselguhr soda ash flux-calcined into the atmosphere are low during the
manufacture of the substance and waste air is expected to be filtered before released to the
environment. ed WAS. The atmospheric concentrations of the substance are expected to be low.It
is recommended to pass waste gas from manufacturing processes through bag filters, scrubbers
or cyclones to reduce the amount of solid substance in the waste gas. No further assessment of
the exposure concentrations in the atmosphere is undertaken.

Secondary
poisoning

The potential of kieselguhr soda ash flux-calcined for bioaccumulation is low. The substance has a
low solubility in water and thus is essentially unavailable to organisms.




Exposure Scenario 2: Use as filter aid in industrial settings

1. Short title of exposure scenario 2

Use as afilter aid in industrial settings

2. Description of activities and processes covered in the exposure scenario

Sector of use
(SV)

SU 3: Industrial uses: uses of substances as such or in preparations at industrial sites

SU 4: Manufacture of food products

SU 6: Manufacture of pulp, paper and paper products

SU 8: Manufacture of bulk, large scale chemicals

SU 10: Formulation mixing) of preparations and/or re-packaging

SU 14: Manufacture of basic metals

SU 17: General manufacturing, eg machner, equipment, vehicles, other transport equipment

Product PC 2: Adsorbents

category (PC) | pc 14: Metal surface treatment products, including galvanic and electroplating products
PC 20: Products such as ph-regulators, flocculants, precipitants, neutralisation agents
PC 25: Metal working fluids
PC 35: Washing and cleaning products (including solvent based products)
PC 0: Other: Filtration material

Process PROC 1: Use in closed process, no likelihood of exposure

category PROC 2: Use in closed, continuous process with occasional controlled exposure

(PROC) PROC 3: Use in closed batch process (synthesis or formulation)
PROC 4: Use in batch and other process (synthesis) where opportunity for exposure arises
PROC 5: Mixing or blending in batch processes for formulation of preparations and articles
(multistage and/or significant contact)
PROC 8a: Transfer of substance or preparation (charging/discharging) from/to vessels/large
containers at non-dedicated facilities
PROC 8b: Transfer of substance or preparation (charging/discharging) from/to vessels/large
containers at dedicated facilities
PROC 9: Transfer of substance or preparation into small containers (dedicated filling line,
including weighing)
PROC 15: Use as laboratory reagent
PROC 19: Hand-mixing with intimate contact and only PPE available.

Article Not applicable

category (AC)

Environmental | Erc 1: Manufacture of substances

release ERC 2: Formulation of preparations

E;éltRegg)ry ERC 4: Industrial use of processing aids in processes and products, not becoming part of articles

ERC 6b: Industrial use of reactive processing aids
ERC 7: Industrial use of substances in closed systems

3. Operational conditions

3. 1 Operational conditions related with frequency and quantities of use

Duration of
exposure at
workplace:

4-8 hours per day

Frequency of
exposure at

5 days/week for each worker




workplace:

Annual
amount used
per site:

The daily and annual amount/emission per site is not considered to be the main determinant for
environmental exposure.

3.2 Operationa

| conditions related with substance/ product

Physical state

Solid and liquid

Concentration
of substance
in mixture

A concentration of 100% w/w was used to assess exposure to the solid substance.

The exposure concentrations due to contact with liquid mixtures were calculated by taking into
account a concentration of the substance in the liquid phase ranging from 5% to 25%.

3.3 Other relev

ant operational conditions

No information

about frequency and duration of the various tasks is available.

4. Risk Management Measures

4.1 RMMs relat

ed to workers

Organisational

Solid substance: Local exhaust ventilation is installed at the manufacturing sites. The employer

measures has also to ascertain that the required PPE is available and used according toinstructions.
Technical Solid substance: Safe conditions were defined by taking into account local exhaust ventilation in
measures the present scenario

Liquid substance: Outdoor activity — natural ventilation

Respiratory

In addition, workers may use half-face masks (P2 or P3) with an efficiency of at least 90% in

protection situations with elevated dust concentrations in the air.
Liquid substance: N/A

Hand Skin protection may be used.

protection

Eye protection

Eye protection may be used.

Skin and body
protection

Wearing of suitable protective clothing.

Hygiene
measures

Standard occupational hygiene measures should be adopted.

4.2 RMMs relat

ed to the environment

Organisational
measures

Waste gases are cleaned by passage through cyclones or scrubber units or by filtration with bag
filters. Solid and liquid wastes are disposed of in landfills or may be incinerated

Abatement
measures

related with
wastewater

The wastewater can be treated by sedimentation to remove the solid parts of the substance. The
sedimentation is very efficient with a reduction efficacy of 99% or more.

Abatement
measures
waste air and
solid waste

Waste air may be filtered eg by bag filters or scrubber units.

4.3 Waste relat

ed measures

Type of waste

Solid and liquid waste.

Disposal

Solid and liquid waste may be incinerated or disposed of in landfills.




technique

Fraction
released to
environment
during waste
treatment

Any wastewater released from the sedimentation step is expected not to contain more than 3.87
mg/L (saturated solution).

5. Prediction of exposure resulting from the conditions described above and the substance properties.

5.1. Human exposure

Workers (oral)

Good hygiene practice will minimise oral exposure

Workers
(inhalation)

DNEL: Worker,
long-term,
systemic,
inhalation: 0.33
mg/m?3

Safe conditions for the handling of solid kieselguhr soda ash flux-calcined are given in for the
manufacture of the substance. These apply also to the use of the substance as filter aid covered in
exposure scenario 2. The modelled long-term exposure concentrations resulting from the handling
of liquid mixtures containing the substance are compared to the DNEL for chronic inhalation
exposure to obtain risk characterisation ratios. RCRs above 1 indicate that the potential risk is not
adequately controlled. Safe conditions of use are described in Error! Reference source not
found. for all activities described in exposure scenario 1. It is concluded that the manufacture of
solid kieselguhr soda ash flux-calcined exhibiting different grades of dustiness is safe for workers
under the specified conditions of exposure.

Inhalation

Content | exposure

Process Category LEV | Duration | PRE | (%) (mg/m3) RCR
INDUSTRIAL USE OF LIQUID MATERIAL

2 — Use in closed, continuous
process with occasional
controlled exposure No 4108 No 5to 25 0.147 0.408
3 — Use in closed batch process
(synthesis or formulation) No 4108 No 5to0 25 0.147 0.408

4 — Use in batch and other
process (synthesis) where
opportunity for exposure arises No 4t08 No 5t0 25 0.147 0.408
5 — Mixing or blending in batch
processes (multistage and/or
significant contact) No 4t08 No 510 25 0.147 0.408
8a — Transfer of chemicals
from/to vessels/ large
containers at non dedicated
facilities No 4108 No 5to 25 0.147 0.408
8b — Transfer of chemicals
from/to vessels/ large
containers at dedicated facilities No 4108 No 5to0 25 0.147 0.408
9 — Transfer of chemicals into
small containers (dedicated

filling line) No 4108 No 5to0 25 0.147 0.408
15 — Use of laboratory reagents
in small scale laboratories No 4108 No 5t0 25 0.147 0.408

19 — Hand-mixing with intimate
contact (only PPE available):
modelled with ConsExpo No 8 No 10 0.0002 0.001

Workers Dermal exposure was not assessed, as no risks are anticipated with dermal exposure.
(dermal)
Indirect It is expected that emissions of kieselguhr soda ash flux-calcined from its identified uses will not

exposure via
the

significantly increase the naturally occurring concentrations of kieselguhr or other compounds in
the environment. The potential of kieselguhr soda ash flux-calcined for bioaccumulation is low.




environment

The substance has a low solubility in water and thus is essentially unavailable to organisms.

Consumer
exposure

No direct consumer exposure is resulting from the manufacture of kieselguhr soda ash flux-
calcined.

5.2. Environmental exposure (qualitative assessment)

Waste water
treatment
plants
(WWTP)

The amount of kieselguhr soda ash flux-calcined present in the wastewater may exceed the
amount that can be dissolved at saturation (3.87 mg/L at 20°C), indicating that suspended
particles of kieselguhr soda ash flux-calcined may be present in the wastewater. Before entering a
sewage treatment plant (STP), the wastewater should be treated by sedimentation to remove the
greatest portion of solids. Sedimentation is very efficient with a reduction efficacy of 99% or more.
Any wastewater released from the sedimentation step is expected to contain not more than 3.87
mg kieselguhr soda ash flux-calcined per litre wastewater (saturated solution). No further
degradation of the substance in the course of wastewater treatment is taken into account in the
present assessment and the reasonable worst-case concentration of kieselguhr soda ash flux-
calcined in the effluent of a local STP is 3.87 mg/L.

Aquatic
pelagic
compartment

To calculate the reasonable worst-case concentration of kieselguhr soda ash flux-calcined in surface
water that may be due to emissions from the manufacture of the substance, the concentration of
3.87 mg/L in the effluent of the local STP is taken and a dilution factor of 10 is taken into account at
the point of mixing of the wastewater with surface water (default EUSES). This leads to a surface
water concentration of 0.387 mg/L. For releases of the wastewater to coastal sites, a dilution factor
of 100 (EUSES default) is taken into account which leads to a concentration of 0.0387 mg/L in
marine waters

Sediments

The wastewater released to the environment may contain suspended particles of kieselguhr soda
ash flux-calcined. These solid parts will settle down at the bottom of the receiving water. As
kieselguhr is a naturally occurring sedimentary rock consisting of the shells of diatoms and is
naturally formed in water bodies this not considered to cause a potential hazard to the receiving
water.

Kieselguhr is a naturally occurring sedimentary rock consisting of the shells of diatoms which is
formed in water bodies and is therefore considered a natural part of the ecosystem. Therefore, no
risk is anticipated with kieselguhr soda ash flux-calcined in sediments and no exposure assessment
for sediment is carried out

Soil and
groundwater

Kieselguhr soda ash flux-calcined may be released to soil via atmospheric deposition and via
sewage sludge brought to agricultural fields and grassland. Kieselguhr is a naturally occurring
sedimentary rock which is essentially a mineral fraction of soil already. Only the accidental release
of a significant quantity kieselguhr soda ash flux calcined is expected to alter the physical and
chemical characteristics of a soil. As atmospheric deposition to soil is regarded as minor and the
deposition of sewage sludge to fields takes place under controlled conditions no risk is anticipated
with the release of kieselguhr soda ash flux-calcined to soil from the use described in this scenario
and thus, no further assessment of the exposure concentrations in soil is undertaken

Atmospheric
compartment

Emissions of kieselguhr soda ash flux-calcined into the atmosphere are low during the use of
kieselguhr soda ash flux-calcined as a filter aid in industrial settings. The atmospheric
concentrations of the substance are expected to be low. No further assessment of the exposure
concentrations in the atmosphere is undertaken

Secondary
poisoning

The potential of kieselguhr soda ash flux-calcined for bioaccumulation is low. The substance has a
low solubility in water and thus is essentially unavailable to organisms.




Exposure Scenario 3: Use as additive in formulation of liquid, viscous
or solid mixtures

1. Short title of exposure scenario 3

Use as an additive in formulation of liquids, viscous or solid mixtures

2. Description of activities and processes covered in the exposure scenario

Sector of use
(SV)

SU 3: Industrial uses: uses of substances as such or in preparations at industrial sites
SU 10: Formulation mixing) of preparations and/or re-packaging

SU 11: Manufacture of rubber products

SU 13: Manufacture of other non-metallic mineral products, eg plasters, cement

Product
category (PC)

PC 2: Adsorbents

PC 9: Coatings and paints, fillers, putties, thinners

PC 21: Laboratory chemicals

PC 29: Pharmaceuticals

PC 35: Washing and cleaning products (including solvent based products)

Process
category
(PROC)

PROC 1: Use in closed process, no likelihood of exposure

PROC 2: Use in closed, continuous process with occasional controlled exposure

PROC 3: Use in closed batch process (synthesis or formulation)

PROC 4: Use in batch and other process (synthesis) where opportunity for exposure arises
PROC 5: Mixing or blending in batch processes for formulation of preparations and articles
(multistage and/or significant contact)

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

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

PROC 9: Transfer of substance or preparation into small containers (dedicated filling line,
including weighing)

PROC 14: Production of preparations or articles by tabletting, compression, extrusion, pelletisation
PROC 15: Use as laboratory reagent

PROC 19: Hand-mixing with intimate contact and only PPE available.

Article
category (AC)

AC 10: Rubber products
AC 13: Plastic products

Environmental
release
category
(ERC)

ERC 2: Formulation of preparations

ERC 4: Industrial use of processing aids in processes and products, not becoming part of articles
ERC 7: Industrial use of substances in closed systems

ERC 8b: Wide dispersive indoor use of reactive substances in open systems

3. Operational conditions

3. 1 Operational conditions related with frequency and quantities of use

Duration of
exposure at
workplace:

8 hours per day

Frequency of
exposure at

5 days/week for each worker

workplace:

Annual The daily and annual amount/emission per site is not considered to be the main determinant for
amount used | environmental exposure.

per site:
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3.2 Operationa

| conditions related with substance/ product

Physical state

Solid and liquid

Concentration
of substance
in mixture

The concentration of the substance in the final mixtures may range from <1 % (liquid) to 60 %
(dental fillings).

3.3 Other relev

ant operational conditions

No information

about frequency and duration of the various tasks is available.

4. Risk Management Measures

4.1 RMMs relat

ed to workers

Organisational

The employer has also to ascertain that the required PPE is available and used according to

measures instructions.
Technical LEV may be present and/or respiratory masks (P3) may be used in situations with elevated dust
measures concentrations in the air. Skin protection and eye protection may be used

Respiratory

LEV may be present and/or respiratory masks (P3) may be used in situations with elevated dust

protection concentrations in the air.
Hand Skin protection may be used.
protection

Eye protection

Eye protection may be used.

Skin and body
protection

Wearing of suitable protective clothing.

Hygiene
measures

Standard occupational hygiene measures should be adopted.

4.2 RMMs relat

ed to the environment

Organisational

Waste gases are cleaned by passage through cyclones or scrubber units or by filtration with bag

measures filters. Solid and liquid wastes are disposed of in landfills or may be incinerated

Abatement The wastewater resulting from manufacturing of the substance can be treated by sedimentation to
measures remove the solid parts of the substance. The sedimentation is very efficient with a reduction efficacy
related with of 99% or more.

wastewater

Abatement It is recommended to pass waste gas through bag filters, scrubbers or cyclones to reduce the
measures amount of solid substance in the waste gas.

waste air and

solid waste

4.3 Waste relat

ed measures

Type of waste

Solid and liquid waste.

Disposal Solid and liquid waste may be incinerated or disposed of in landfills.

technique

Fraction Any wastewater released from the sedimentation step is expected not to contain more than 3.87
released to mg/L (saturated solution).

environment
during waste
treatment

5. Prediction of exposure resulting from the conditions described above and the substance properties.
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5.1. Human exposure

Workers (oral)

Good hygiene practice will minimise oral exposure

Workers The workers’ inhalation exposure to kieselguhr soda ash flux-calcined that may occur during the

(inhalation) formulation of liquid, viscous or solid preparations described in the present exposure scenario ES

DNEL: Wi 3 is covered by the exposure concentrations calculated in the exposure scenarios ES 1 and ES 2.
: Worker,

long-term,

systemic,

inhalation:

0.36mg/m?

Workers Dermal exposure was not assessed, as no risks are anticipated with dermal exposure.

(dermal)

Indirect It is expected that emissions of kieselguhr soda ash flux-calcined from its identified uses will not

exposure via
the
environment

significantly increase the naturally occurring concentrations of kieselguhr or other compounds in
the environment. The potential of kieselguhr soda ash flux-calcined for bioaccumulation is low.
The substance has a low solubility in water and thus is essentially unavailable to organisms.

Consumer
exposure

No direct consumer exposure is resulting from the use of kieselguhr soda-ash flux calcined as an
additive in the formulation of liquid, viscous or solid mixtures.

5.2. Environmental exposure (qualitative assessment)

Waste water
treatment
plants
(WWTP)

The amount of kieselguhr soda ash flux-calcined present in the wastewater may exceed the
amount that can be dissolved at saturation (3.87 mg/L at 20°C), indicating that suspended
particles of kieselguhr soda ash flux-calcined may be present in the wastewater. Before entering a
sewage treatment plant (STP), the wastewater should be treated by sedimentation to remove the
greatest portion of solids. Sedimentation is very efficient with a reduction efficacy of 99% or more.
Any wastewater released from the sedimentation step is expected to contain not more than 3.87
mg kieselguhr soda ash flux-calcined per litre wastewater (saturated solution). No further
degradation of the substance in the course of wastewater treatment is taken into account in the
present assessment and the reasonable worst-case concentration of kieselguhr soda ash flux-
calcined in the effluent of a local STP is 3.87 mg/L.

Aquatic
pelagic
compartment

To calculate the reasonable worst-case concentration of kieselguhr soda ash flux-calcined in surface
water that may be due to emissions from the manufacture of the substance, the concentration of
3.87 mg/L in the effluent of the local STP is taken and a dilution factor of 10 is taken into account at
the point of mixing of the wastewater with surface water (default EUSES). This leads to a surface
water concentration of 0.387 mg/L. For releases of the wastewater to coastal sites, a dilution factor
of 100 (EUSES default) is taken into account which leads to a concentration of 0.0387 mg/L in
marine waters

Sediments

The wastewater released to the environment may contain suspended particles of kieselguhr soda
ash flux-calcined. These solid parts will settle down at the bottom of the receiving water. As
kieselguhr is a naturally occurring sedimentary rock consisting of the shells of diatoms and is
naturally formed in water bodies this not considered to cause a potential hazard to the receiving
water.

Kieselguhr is a naturally occurring sedimentary rock consisting of the shells of diatoms which is
formed in water bodies and is therefore considered a natural part of the ecosystem. Therefore, no
risk is anticipated with kieselguhr soda ash flux-calcined in sediments and no exposure assessment
for sediment is carried out

Soil and
groundwater

Kieselguhr soda ash flux-calcined may be released to soil via atmospheric deposition and via
sewage sludge brought to agricultural fields and grassland. Kieselguhr is a naturally occurring
sedimentary rock which is essentially a mineral fraction of soil already. Only the accidental release
of a significant quantity kieselguhr soda ash flux calcined is expected to alter the physical and
chemical characteristics of a soil. As atmospheric deposition to soil is regarded as minor and the
deposition of sewage sludge to fields takes place under controlled conditions no risk is anticipated
with the release of kieselguhr soda ash flux-calcined to soil from the use described in this scenario
and thus, no further assessment of the exposure concentrations in soil is undertaken
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Atmospheric

Emissions of kieselguhr soda ash flux-calcined into the atmosphere are low during the use of

compartment | kieselguhr soda ash flux-calcined as a filter aid in industrial settings. The atmospheric
concentrations of the substance are expected to be low. No further assessment of the exposure
concentrations in the atmosphere is undertaken

Secondary The potential of kieselguhr soda ash flux-calcined for bioaccumulation is low. The substance has a

poisoning low solubility in water and thus is essentially unavailable to organisms.

Exposure Scenario 4: Use as process aid in manufacture of chemicals,
resins, rubbers and plastics

1. Short title of exposure scenario 4

Use as an additive in formulation of liquids, viscous or solid mixtures

2. Description of activities and processes covered in the exposure scenario

Sector of use
(SV)

SU 3: Industrial uses: uses of substances as such or in preparations at industrial sites
SU 8: Manufacture of bulk, large scale chemicals
SU 9: Manufacture of fine chemicals

SU 11: Manufacture of rubber products
SU 12: Manufacture of plastics products, including compound and conversion
Product PC 16: Heat transfer fluids
category (PC) | pc 17: Hydraulic fluids
PC 20: Products such as ph-regulators, flocculants, precipitants, neutralisation agents
PC 24: Lubricants, greases, release products
PC 25: Metal working fluids
PC 32: Polymer preparations and compounds
Process PROC 1: Use in closed process, no likelihood of exposure
category PROC 2: Use in closed, continuous process with occasional controlled exposure
(PROC) PROC 3: Use in closed batch process (synthesis or formulation)
PROC 4: Use in batch and other process (synthesis) where opportunity for exposure arises
PROC 5: Mixing or blending in batch processes for formulation of preparations and articles
(multistage and/or significant contact)
PROC 8b: Transfer of substance or preparation (charging/discharging) from/to vessels/large
containers at dedicated facilities
PROC 15: Use as laboratory reagent
PROC 19: Hand-mixing with intimate contact and only PPE available.
Article Not applicable
category (AC)
Er:wronmental ERC 1: Manufacture of substances
theezzsoery ERC 2: Formulation of preparations
(ERC) ERC 4: Industrial use of processing aids in processes and products, not becoming part of articles

3. Operational conditions

3. 1 Operational conditions related with frequency and quantities of use

Duration of
exposure at
workplace:

8 hours per day

Frequency of
exposure at
workplace:

360 days/year for each worker
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Annual
amount used
per site:

The daily and annual amount/emission per site is not considered to be the main determinant for
environmental exposure.

3.2 Operationa

| conditions related with substance/ product

Physical state

Solid and liquid

Concentration
of substance
in mixture

100% w/w

3.3 Other relev

ant operational conditions

No information

about frequency and duration of the various tasks is available.

4. Risk Management Measures

4.1 RMMs relat

ed to workers

Organisational

The employer has also to ascertain that the required PPE is available and used according to

measures instructions.
Technical LEV may be present and/or respiratory masks (P3) may be used in situations with elevated dust
measures concentrations in the air. Skin protection and eye protection may be used

Respiratory

LEV may be present and/or respiratory masks (P3) may be used in situations with elevated dust

protection concentrations in the air.
Hand Skin protection may be used.
protection

Eye protection

Eye protection may be used.

Skin and body
protection

Wearing of suitable protective clothing.

Hygiene
measures

Standard occupational hygiene measures should be adopted.

4.2 RMMs relat

ed to the environment

Organisational

Not applicable

measures

Abatement The wastewater resulting from manufacturing of the substance can be treated by sedimentation to
measures remove the solid parts of the substance. The sedimentation is very efficient with a reduction efficacy
related with of 99% or more.

wastewater

Abatement It is recommended to pass waste gas through bag filters, scrubbers or cyclones to reduce the
measures amount of solid substance in the waste gas.

waste air and

solid waste

4.3 Waste relat

ed measures

Type of waste

Solid and liquid waste.

Disposal Solid and liquid waste may be incinerated or disposed of in landfills.

technique

Fraction Any wastewater released from the sedimentation step is expected not to contain more than 3.87
released to mg/L (saturated solution).

environment
during waste
treatment
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5. Prediction of exposure resulting from the conditions described above and the substance properties.

5.1. Human exposure

Workers (oral)

Good hygiene practice will minimise oral exposure

Workers The workers’ inhalation exposure to kieselguhr soda ash flux-calcined that may occur during the

(inhalation) formulation of liquid, viscous or solid preparations described in the present exposure scenario ES
. 4 is covered by the exposure concentrations calculated in the exposure scenarios ES 1 and ES 2.

DNEL: Worker,

long-term,

systemic,

inhalation:

0.36mg/m?

Workers Dermal exposure was not assessed, as no risks are anticipated with dermal exposure.

(dermal)

Indirect It is expected that emissions of kieselguhr soda ash flux-calcined from its identified uses will not

exposure via
the
environment

significantly increase the naturally occurring concentrations of kieselguhr or other compounds in
the environment. The potential of kieselguhr soda ash flux-calcined for bioaccumulation is low.
The substance has a low solubility in water and thus is essentially unavailable to organisms.

Consumer
exposure

No direct consumer exposure is resulting from the use of kieselguhr soda ash flux-calcined as a
process aid in the manufacture of chemicals, resins, rubbers and plastics

5.2. Environmental exposure (qualitative assessment)

Waste water
treatment
plants
(WWTP)

The amount of kieselguhr soda ash flux-calcined present in the wastewater may exceed the
amount that can be dissolved at saturation (3.87 mg/L at 20°C), indicating that suspended
particles of kieselguhr soda ash flux-calcined may be present in the wastewater. Before entering a
sewage treatment plant (STP), the wastewater should be treated by sedimentation to remove the
greatest portion of solids. Sedimentation is very efficient with a reduction efficacy of 99% or more.
Any wastewater released from the sedimentation step is expected to contain not more than 3.87
mg kieselguhr soda ash flux-calcined per litre wastewater (saturated solution). No further
degradation of the substance in the course of wastewater treatment is taken into account in the
present assessment and the reasonable worst-case concentration of kieselguhr soda ash flux-
calcined in the effluent of a local STP is 3.87 mg/L.

Aquatic
pelagic
compartment

To calculate the reasonable worst-case concentration of kieselguhr soda ash flux-calcined in surface
water that may be due to emissions from the manufacture of the substance, the concentration of
3.87 mg/L in the effluent of the local STP is taken and a dilution factor of 10 is taken into account at
the point of mixing of the wastewater with surface water (default EUSES). This leads to a surface
water concentration of 0.387 mg/L. For releases of the wastewater to coastal sites, a dilution factor
of 100 (EUSES default) is taken into account which leads to a concentration of 0.0387 mg/L in
marine waters

Sediments

The wastewater released to the environment may contain suspended particles of kieselguhr soda
ash flux-calcined. These solid parts will settle down at the bottom of the receiving water. As
kieselguhr is a naturally occurring sedimentary rock consisting of the shells of diatoms and is
naturally formed in water bodies this not considered to cause a potential hazard to the receiving
water.

Kieselguhr is a naturally occurring sedimentary rock consisting of the shells of diatoms which is
formed in water bodies and is therefore considered a natural part of the ecosystem. Therefore, no
risk is anticipated with kieselguhr soda ash flux-calcined in sediments and no exposure assessment
for sediment is carried out

Soil and
groundwater

Kieselguhr soda ash flux-calcined may be released to soil via atmospheric deposition and via
sewage sludge brought to agricultural fields and grassland. Kieselguhr is a naturally occurring
sedimentary rock which is essentially a mineral fraction of soil already. Only the accidental release
of a significant quantity kieselguhr soda ash flux calcined is expected to alter the physical and
chemical characteristics of a soil. As atmospheric deposition to soil is regarded as minor and the
deposition of sewage sludge to fields takes place under controlled conditions no risk is anticipated
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with the release of kieselguhr soda ash flux-calcined to soil from the use described in this scenario
and thus, no further assessment of the exposure concentrations in soil is undertaken

Atmospheric
compartment

Emissions of kieselguhr soda ash flux-calcined into the atmosphere are low during the use of the
substance as a process aid in the manufacture of chemicals, resins, rubbers and plastics. The
atmospheric concentrations of the substance are expected to be low. It is recommended to pass
waste gas through bag filters, scrubbers or cyclones to reduce the amount of solid substance in the
waste gas. No further assessment of the exposure concentrations in the atmosphere is undertaken

Secondary
poisoning

The potential of kieselguhr soda ash flux-calcined for bioaccumulation is low. The substance has a
low solubility in water and thus is essentially unavailable to organisms.
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Exposure Scenario 5: Professional use by dental technicians and
dentists

1. Short title of exposure scenario 4

Use as an additive in formulation of liquids, viscous or solid mixtures

2. Description of activities and processes covered in the exposure scenario

Sector of use
(SV)

SU 9: Manufacture of fine chemicals

SU 10: Formulation mixing) of preparations and/or re-packaging

SU 12: Manufacture of plastics products, including compound and conversion
SU 20: Health surfaces

PC 32: Polymer preparations and compounds

Product

category (PC)

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

(PROC) PROC 19: Hand-mixing with intimate contact and only PPE available.

Article Not applicable

category (AC)

Environmental | grc 2: Formulation of preparations

release o .

category ERC 3: Formulation in materials

(ERC) ERC 8f: Wide dispersive outdoor use resulting in inclusion into or onto a matrix

3. Operational conditions

3. 1 Operational conditions related with frequency and quantities of use

Duration of
exposure at
workplace:

Up to 1 h/day

Frequency of
exposure at

Performed on up to 220 days/year

workplace:

Annual The daily and annual amount emission per site is not considered to be the main determinant for
amount used | environmental exposure.

per site:

3.2 Operational conditions related with substance/ product

Physical state

Solid and liquid

Concentration
of substance
in mixture

Such materials can contain the substance at levels up to 60% w/w

3.3 Other relevant operational conditions

No information about frequency and duration of the various tasks is available.

4. Risk Management Measures

4.1 RMMs related to workers
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Organisational

The employer has also to ascertain that the required PPE is available and used according to

measures instructions.

Technical Professionals normally do the mixing in the absence of LEV.
measures

Respiratory N/A

protection

Hand Skin protection may be used.

protection

Eye protection

Eye protection may be used.

Skin and body
protection

Wearing of suitable protective clothing.

Hygiene
measures

Standard occupational hygiene measures should be adopted.

4.2 RMMs relat

ed to the environment

Organisational

Any liquid waste that results from cleaning of equipment will be disposed of via the public sewer.

measures Solid waste may be incinerated or deposited in landfills

Abatement Any liquid waste that results from cleaning of equipment will be disposed of via the public sewer
measures

related with

wastewater

Abatement Solid waste may be incinerated or deposited in landfills. Emissions of kieselguhr soda ash flux-
measures calcined into the atmosphere are low during the use of the substance in dental practices. The
waste air and | atmospheric concentrations of the substance are expected to be low. No further assessment of the
solid waste exposure concentrations in the atmosphere is undertaken.

4.3 Waste relat

ed measures

Type of waste

Solid and liquid waste.

Disposal Solid waste may be incinerated or deposited in landfills. Any liquid waste that results from cleaning
technique of equipment will be disposed of via the public sewer.

Fraction Emissions from filling and alginate impression material may occur on 260 days per year. About 300
released to tonnes kieselguhr soda ash flux-calcined are used per year for dental filling and impression material

environment
during waste
treatment

in the EU. A fraction of 10%, i.e. 30 t/year, is considered for regional use. For the local use, 0.2% of
the regional tonnage is considered, i.e. 60 kg/year. Part of the substance may be release to the
wastewater when cleaning materials which were in contact with preparations containing kieselguhr
soda ash flux-calcined. It is expected that at most 10% of the filling and impression materials are
released to the sewer, i.e. 6 kg per year on the local scale. This results in a reasonable worst-case
emission of substance into the wastewater of 0.023 kg/day. Emissions of the substance into the
atmosphere or the soil compartment are negligible

Parameter Value
Tonnage in EU per year 300t
Regional tonnage per year 30t
Local tonnage per year 60 kg
Fraction of main local source 0.002
Number of days 260d
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Fraction of tonnage released to air 0

Fraction of tonnage released to
wastewater

Fraction of tonnage released to soil 0

Local emissions to wastewater 0.023 kg/day

5. Prediction of exposure resulting from the conditions described above and the substance properties.

5.1. Human exposure

Workers (oral)

Good hygiene practice will minimise oral exposure

Workers
(inhalation)

DNEL: Worker,
long-term,
systemic,
inhalation:0.36
mg/m?3

The modelled reasonable worst-case long-term exposure concentrations resulting from the
handling of small amounts of dental filling or impression materials (about 50 g/application) is 0.024
mg/m3. The RCR obtained by comparing this concentration of the long-term inhalation DNEL of
0.36 mg/m3 is 0.067 showing that the potential health risk for workers is controlled for the
professional use of kieselguhr soda ash flux-calcined as dental filling and impression material by
dental technicians and dentists.

Workers Dermal exposure was not assessed, as no risks are anticipated with dermal exposure.
(dermal)
Indirect It is expected that emissions of kieselguhr soda ash flux-calcined from its identified uses will not

exposure via
the
environment

significantly increase the naturally occurring concentrations of kieselguhr or other compounds in
the environment. The potential of kieselguhr soda ash flux-calcined for bioaccumulation is low.
The substance has a low solubility in water and thus is essentially unavailable to organisms. It is
concluded that indirect human exposure to kieselguhr soda ash flux-calcined via the environment
is not relevant

Consumer
exposure

Patients may ingest small amounts of substance during dental treatment. In general exposure is
expected to be negligibe as the dental treatment is performed under professional surveillance.

5.2. Environmental exposure (qualitative assessment)

Waste water

In the present assessment, the wastewater passes through a sewage treatment plant (STP) which

treatment has a capacity of 2000000 L/day. No removal of kieselguhr soda ash flux-calcined during wastewater
plants treatment is taken into account for the present exposure scenario. The resulting reasonable worst-
(WWTP) case concentration of the substance in the effluent of a local STP is 23000/2000000=0.012 mg/L
Aquatic A dilution factor of 10 is taken into account at the point of mixing of the wastewater with surface
pelagic water, leading to a surface water concentration of 0.0012 mg/L. For coastal areas a dilution factor
compartment | of 100 is taken into account, leading to a concentration of 0.00012 mg/L in marine waters
Sediments The wastewater released to the environment may contain suspended particles of kieselguhr soda
ash flux-calcined. These solid parts will settle down at the bottom of the receiving water. As
kieselguhr is a naturally occurring sedimentary rock consisting of the shells of diatoms and is
naturally formed in water bodies this not considered to cause a potential hazard to the receiving
water.
Kieselguhr is a naturally occurring sedimentary rock consisting of the shells of diatoms which is
formed in water bodies and is therefore considered a natural part of the ecosystem. Therefore, no
risk is anticipated with kieselguhr soda ash flux-calcined in sediments and no exposure
assessment for sediment is carried out.
Soil and Kieselguhr soda ash flux-calcined may be released to soil via atmospheric deposition and via
groundwater sewage sludge brought to agricultural fields and grassland. Kieselguhr is a naturally occurring

sedimentary rock which is essentially a mineral fraction of soil already. Only the accidental release
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of a significant quantity kieselguhr soda ash flux-calcined is expected to alter the physical and
chemical characteristics of a soil. As atmospheric deposition to soil is regarded as minor and the
deposition of sewage sludge to fields takes place under controlled conditions no risk is anticipated
with the release of kieselguhr soda ash flux-calcined to soil from the use described in this scenario
and thus, no further assessment of the exposure concentrations in soil is undertaken

Atmospheric Emissions of kieselguhr soda ash flux-calcined into the atmosphere are low during the use of the
compartment | substance in dental practices. The atmospheric concentrations of the substance are expected to be

low. No further assessment of the exposure concentrations in the atmosphere is undertaken
Secondary The potential of kieselguhr soda ash flux-calcined for bioaccumulation is low. The substance has a
poisoning low solubility in water and thus is essentially unavailable to organisms.

Exposure Scenario 6:

Industrial, professional and private use of

substance or mixtures containing the substance

1. Short title of exposure scenario 6

Use as an additive in formulation of liquids, viscous or solid mixtures

2. Description of activities and processes covered in the exposure scenario

Sector of use
(SV)

SU 3: Industrial uses: uses of substances as such or in preparations at industrial sites
SU 21: Consumer uses: Private households (= general public = consumers)

SU22: Professional uses: Public domain (administration, education, entertainment, services,
craftsmen)

Product PC 35: Washing and cleaning products (including solvent based products)

category (PC) | pc 37: water treatment chemicals

Process PROC 2: Use in closed, continuous process with occasional controlled exposure

category PROC 3: Use in closed batch process (synthesis or formulation)

(PROC) PROC 4: Use in batch and other process (synthesis) where opportunity for exposure arises
PROC 5: Mixing or blending in batch processes for formulation of preparations and articles
(multistage and/or significant contact)
PROC 7: Industrial spraying
PROC 8a: Transfer of substance or preparation (charging/discharging) from/to vessels/large
containers at non-dedicated facilities
PROC 10: Roller application or brushing
PROC 11: Non industrial spraying
PROC 13: Treatment of articles by dipping and pouring
PROC 19: Hand-mixing with intimate contact and only

Article AC 10: Rubber products

category (AC) | AC 13: Plastic products

Environmental | grc 1: Manufacture of substances

release ERC 2: Formulation of preparations

?Egg;)ry ERC 8a: Wide dispersive indoor use of processing aids in open systems

ERC 8c: Wide dispersive indoor use resulting in inclusion into or onto a matrix

ERC 8d: Wide dispersive outdoor use of processing aids in open systems

ERC 8f: Wide dispersive outdoor use resulting in inclusion into or onto a matrix

ERC 10b: Wide dispersive outdoor use of long-life articles and materials with high or intended
release (including abrasive processing)

3. Operational conditions

3. 1 Operational conditions related with frequency and quantities of use
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Duration of
exposure at
workplace:

Use of coatings and paints containing kieselguhr soda ash flux-calcined: 4-8 hours
Use of kieselguhr soda ash flux calcined for filtering water: Approximately 1 hour per day.

Use of cleaners containing kieselguhr soda-ash flux calcined: Professionals up to 60 minutes per
use, consumers up to 20 minutes per day.

Frequency of
exposure at

Use of coatings and paints containing kieselguhr soda ash flux-calcined: Up to 225 days per year

Use of kieselguhr soda ash flux calcined for filtering water: Weekly for professional use and

workplace:

monthly consumer use

Use of cleaners containing kieselguhr soda-ash flux calcined: Professionals up to 8 times a day.
Annual The daily and annual amount emission per site is not considered to be the main determinant for
amount used | environmental exposure.
per site:

3.2 Operational

conditions related with substance/ product

Physical state

Solid and liquid

Concentration
of substance
in mixture

A variety of articles made from rubbers or plastics contain the substance. The average weight
fraction of kieselguhr soda ash flux-calcined in such articles is about 7% w/w and the maximum
weight fraction is approximately 15% w/w.

3.3 Other relevant operational conditions

No information about frequency and duration of the various tasks is available.

4. Risk Management Measures

4.1 RMMs related to workers

Organisational

The employer has also to ascertain that the required PPE is available and used according to

measures instructions.
Technical Safe conditions were defined by considering that workers use respiratory equipment during
measures industrial spraying to protect themselves against elevated airbourne concentrations of coatings or

paints. Alternatively safe conditions may also be achieved by ensuring very good ventilation in the
workplace. The use of articles made from rubbers or plastics containing the substance is considered
safe as no release of kieselguhr is expected.

Respiratory

If elevated exposure is to be expected LEV may be present and industrial and professional users

protection may wear breathing masks reducing the amount of inhaled aerosols
Hand Skin protection may be used.
protection

Eye protection

Eye protection may be used.

Skin and body
protection

Wearing of suitable protective clothing.

Hygiene
measures

Standard occupational hygiene measures should be adopted.

4.2 RMMs related to the environment

Organisational

Kieselguhr soda ash flux-calcined used for the filtering of drinking and swimming pool water and

measures kieselguhr soda ash flux-calcined present in surface cleaners may be released to the sewer and
subsequently pass a municipal sewage treatment plant (STP).

Abatement Any liquid waste that results will be disposed of via the public sewer

measures

related with

wastewater
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Abatement
measures
waste air and
solid waste

Solid waste may be disposed of as industrial, commercial or common household waste and may be
incinerated or disposed of in landfills Waste air at industrial and professional sites may be filtered
before released to the atmosphere.

4.3 Waste relat

ed measures

Type of waste

Liquid/solid waste.

Disposal Wastewater that is generated during cleaning operations may be treated in an onsite treatment

technique plant or be released to the public sewer system and treated in a municipal STP. Solid waste may
be disposed of as industrial, commercial or common household waste and may be incinerated or
disposed of in landfills.

Fraction A worst-case is considered in the present assessment in that 10% of the total tonnage placed on

released to the EU market ends up in municipal STPs

environment
during waste
treatment

5. Prediction of exposure resulting from the conditions described above and the substance properties.

5.1. Human exposure

Workers (oral)

Good hygiene practice will minimise oral exposure

Workers
(inhalation)

DNEL: Worker,
long-term,
systemic,
inhalation 0.36:
mg/m3

The modelled long-term exposure concentrations are compared to the DNEL for chronic inhalation
exposure to obtain risk characterisation ratios. RCRs above 1 indicate that the potential risk is not
adequately controlled. Safe conditions of use are described in exposure scenario 5. Safe
conditions for additional activities are shown in the table below Safe conditions were defined by
considering that workers use personal respiratory equipment during industrial spraying to protect
themselves against elevated airborne concentrations of coatings or paints. Alternatively, safe
conditions may also be achieved by ensuring very good ventilation of the workplace. The use of
articles made from rubbers or plastics containing the substance is considered safe as no release
of kieselguhr soda ash flux-calcined is anticipated. It is concluded that the industrial use of
mixtures containing kieselguhr soda ash flux-calcined is safe for workers under the specified
conditions of exposure.

Safe conditions for industrial activities performed during the use of mixtures containing
kieselguhr soda ash flux-calcined

Inhalatio

n

exposur

Duratio Conten | e
Process Category LEV |n PRE t (%) (mg/m3) | RCR
INDUSTRIAL USE OF LIQUID MATERIAL

7 — Industrial spraying
based on TNsG
(European Commission
2002) No Upto6 95% 10 0.325 0.903
10 — Roller application or
brushing No 4108 No 5to 25 0.125 0.347
13 — Treatment of articles
by dipping and pouring No 410 8 No 5to0 25 0.147 0.408

The modelled long-term exposure concentrations are compared to the DNEL for chronic inhalation
exposure to obtain risk characterisation ratios. RCRs above 1 indicate that the potential risk is not
adequately controlled. Safe conditions of use are described in the table above.Safe conditions were
defined by considering that workers use personal respiratory equipment during non-industrial
spraying to protect themselves against elevated airborne concentrations of coatings or paints.
Alternatively, safe conditions may also be achieved by ensuring very good ventilation of the
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workplace. The reasonable worst-case airborne concentration of the substance resulting from
professional cleaning was 1.86E-05 mg/m?3. The RCR obtained by comparing this concentration of
the long-term inhalation DNEL of 0.36 mg/m?3 is 5.2E-05 showing that the potential health risk for
workers is controlled for the professional use of cleaners. The use of articles made from rubbers or
plastics containing the substance is considered safe as no release of kieselguhr soda ash flux-
calcined is anticipated. It is concluded that the professional use of mixtures containing kieselguhr

soda ash flux-calcined is safe for workers under the specified conditions of exposure

Inhalatio

n

exposur

Duratio Conten | e
Process Category LEV |n PRE t (%) (mg/m3) | RCR
PROFESSIONAL USE OF $50LID MATERIAL WITH MEDIUM DUSTINESS
2 — Use in closed, continuous
process with occasional controlled
exposure 75% 4108 No 100 0.25 0.694
3 — Use in closed batch process
(synthesis or formulation) 75% 4t08 No 100 0.25 0.694
4 — Use in batch and other process
(synthesis) where opportunity for
exposure arises 95% 4t08 No 100 0.25 0.694
5 — Mixing or blending in batch
processes (multistage and/or
significant contact) 95% 4t08 No 100 0.25 0.694
8a — Transfer of chemicals from/to
vessels/ large containers at non
dedicated facilities 95% 4t08 No 100 0.25 0.694
8b — Transfer of chemicals from/to
vessels/ large containers at dedicated
facilities 95% 4t08 No 100 0.25 0.694
9 — Transfer of chemicals into small
containers (dedicated filling line) 95% 4t08 No 100 0.25 0.694
19 — Hand-mixing with intimate
contact (only PPE available) 95% 4t08 No 100 0.25 0.694
PROFESSIONAL USE OF LIQUID MATERIAL

2 — Use in closed, continuous
process with occasional controlled
exposure No 4t08 No 5to 25 0.15 0.417
3 —Use in closed batch process
(synthesis or formulation) No 4t08 No 5to 25 0.15 0.417
4 — Use in batch and other process
(synthesis) where opportunity for
exposure arises No 4t08 No 5t0 25 0.15 0.417
5 — Mixing or blending in batch
processes (multistage and/or
significant contact) No 4108 No 5t0 25 0.15 0.417
8a — Transfer of chemicals from/to
vessels/ large containers at non
dedicated facilities No 4108 No 5t0 25 0.15 0.417
8b — Transfer of chemicals from/to
vessels/ large containers at dedicated
facilities No 4108 No 5t0 25 0.15 0.417
9 — Transfer of chemicals into small
containers (dedicated filling line) No 4108 No 510 25 0.15 0.417
10 — Roller application or brushing No 4108 No 5t0 25 0.125 0.347
11 — Non industrial spraying based on
TNsG (European Commission 2002) No Upto 6 95% 10 0.325 0.903
13 — Treatment of articles by dipping
and pouring No 4108 No 510 25 0.15 0.417
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15 — Use of laboratory reagents in No 4108 No 5t0 25 0.15 0.417
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small scale laboratories

19 — Hand-mixing with intimate
contact (only PPE available):

modelled with ConsExpo No 8 No 10 0.0002 0.0

Workers Dermal exposure was not assessed, as no risks are anticipated with dermal exposure.
(dermal)
Indirect No indirect exposure of humans to kieselguhr soda ash flux-calcined is anticipated.

exposure via
the
environment

Consumer
exposure
(inhalation)

DNEL:
Consumerr,
long-term,
systemic,

inhalation 0.08:

mg/m3

Consumer exposure to kieselguhr soda ash flux-calcined resulting from the use of mixtures was
described as long-term exposure in the case of use of paints and cleaning products and as short-
term exposure in the case of spray painting and use of filtration materials. The long-term and acute
airborne concentrations of the substance for the different uses are given in the table below. The
RCRs for all consumer uses resulting in long-term exposure to the substance are well below 1
indicating that potential health risks for consumers are adequately controlled. Spray painting may
resultin relatively high acute exposure to kieselguhr soda ash flux-calcined and should be performed
only in well-ventilated areas. It is recommended that particles of the substance used in spray paints
available to consumers exhibit diameters greater than 0.015 mm. As particles with larger diameters
generally are not inhaled this helps to avoid elevated consumer exposure to particles of kieselguhr
soda ash flux-calcined during spray painting. The use of articles made from rubbers or plastics
containing the substance is considered safe as no release of kieselguhr soda ash flux-calcined is
anticipated. It is concluded that the potential health risks for consumers are adequately for the uses
of the substance described in the present exposure scenario.

Consumer use Mean inhalation Mean inhalation RCR
concentration (long- concentration (acute)
term) in mg/m?3 in mg/m3
Use of high-solid paints | 0.000122 0.0015
Use of water-based 0.000186 0.0023
paints
Use of solvent-based 0.000864 0.011
paints
Use of water-based 0.00044 0.0055
wall paints
Spray painting (trigger Not applicable 37.5 Not applicable
cans)
Spray painting Not applicable 0.676 Not applicable
(pneumatic sprayer)
Filtration material Not applicable 0.14 Not applicable
Cleaning products 0.00002 0.00025

5.2. Environmental exposure (qualitative assessment)

Waste water
treatment
plants
(WWTP)

Kieselguhr soda ash flux-calcined used for the filtering of drinking and swimming pool water and
kieselguhr soda ash flux-calcined present in surface cleaners may be released to the sewer and
subsequently pass a municipal sewage treatment plant (STP). As the tonnages of kieselguhr soda
ash flux-calcined for these uses are not known, a worst-case is considered in the present
assessment in that 10% of the total tonnage placed on the EU market ends up in municipal STPs
due to industrial, professional and private use of mixtures containing the substance and not
covered by other exposure scenarios. The total EU tonnage is 120,000 tonnes per year resulting
in 12,000 tonnes of kieselguhr soda ash flux-calcined released to municipal STPs in the present
scenario. This amount is evenly distributed over the EU as dispersive use of mixtures containing
the substance can be assumed. The EU has approximately 500 millions inhabitants. The average
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volume of wastewater per inhabitant equivalent is 200 L per day (EUSES default). The
concentration in a municipal STP can then be calculated as:

AMOUNT,;,

Cep = , where
DAYS - INHAB -WASTEW .
AMOUNTg,  : amount of kieselguhr soda ash flux-calcined released to municipal STPs inthe
EU per year (1.2E13 mg/year),

DAYS : number of release days (365 days/year),
INHAB : number of inhabitants in EU (500 millions inhabitants),
WASTEW, ., : wastewater per inhabitant (200 L/d) ,
Cqrp : concentration of kieselguhr soda ash flux-calcined in municipal STP (mg/L).

The predicted concentration of kieselguhr soda ash flux-calcined in municipal sewage treatment
plants is then:
1.2E13 m
~0.329M9.

C =
ST? 365 - 500000000 - 200 L

Aquatic
pelagic
compartment

A dilution factor of 10 is taken into account at the point of mixing of the waste water with surface
water, leading to a surface water concentration of 0.033 mg/L. For coastal areas a dilution factor of
100 is taken into account, leading to a concentration of 0.00033 mg/L in marine waters

Sediments

Kieselguhr is a naturally occurring sedimentary rock consisting of the shells of diatoms which is
formed in water bodies and is therefore considered a natural part of the ecosystem. Therefore, no
risk is anticipated with kieselguhr soda ash flux-calcined in sediments and no exposure assessment
for sediment is carried out

Soil and
groundwater

If paints containing soda ash flux-calcined are used outdoors small amounts of kieselguhr soda ash
flux-calcined may leach to the soil. Further, kieselguhr soda ash flux-calcined may be released to
soil via atmospheric deposition and via sewage sludge brought to agricultural fields and grassland.
Kieselguhr is a naturally occurring sedimentary rock which is essentially a mineral fraction of soil
already. Only the accidental release of a significant quantity kieselguhr soda ash flux-calcined is
expected to alter the physical and chemical characteristics of a soil. As leaching from paints and
atmospheric deposition to soil is regarded as minor and the deposition of sewage sludge to fields
takes place under controlled conditions no risk is anticipated with the release of kieselguhr soda ash
flux-calcined to soil from the use described in this scenario and thus, no further assessment of the
exposure concentrations in soil is undertaken

Atmospheric
compartment

Emissions of kieselguhr soda ash flux-calcined into the atmosphere are low during the use of
mixtures containing the substances by industrial workers, professionals or consumers. The
atmospheric concentrations of the substance are expected to be low. No further assessment of the
exposure concentrations in the atmosphere is undertaken.

Secondary
poisoning

It is expected that emissions of the substance resulting from the industrial, professional or private
use of the substance or mixtures containing the substance will not significantly increase the naturally
occurring concentrations of kieselguhr or other compounds in the environment. The potential of
kieselguhr soda ash flux-calcined for bioaccumulation is low. The substance has a low solubility in
water and thus is essentially unavailable to organisms. Therefore, it is not necessary to assess
secondary poisoning via the food chain

26




