KBU a Expozicné scenare

sulad, identifikované pouzitie v
expozichom scenari a revizia
registracného dossieru



Nariadenie EP a Rady 1907/2006
REACH

Clanok 310ds.9

»Akékolvek aktualizacie (KBU) po registracii musia
obsahovat registracné cislo.”

Clanok 310ds.7

,Kazdy ucastnik dodavatel'ského retazca, od
ktorého sa vyzaduje sprava o chemickej
bezpecnosti ...... , uvedie v prilohe ku karte
bezpecnostnych udajov pokryvajucej
identifikované sposoby pouzitia prislusné
expozicné scenare (vratane pripadnych kategorii
pouzitia a expozicie) ....



Hlavna c¢ast KBU obsahuje udaje o:

registracnom cisle CHL (bod 1)
identifikovanom pouziti (bod 1)
klasifikacii a oznacovani produktu - CHL alebo zmes (bod 2)

nebezpecnych zlozkach, ich klasifikacii, registracnych Cislach zloziek,
PBT vlastnostiach a pod. (bod 3)

limitnych hodnotach pre expoziciu na pracovisku (bod 8)
fyzikdlno-chemickych vlastnostiach - CHL alebo zmes (bod 9)
toxikologickych vlastnostiach - CHL alebo zmes (bod 11)
ekotoxikologickych vlastnostiach - CHL alebo zmes (bod 12)

vSeobecnych odporucaniach pre bezpeéné pouzivanie (bod
4,5,6,7,8,10)

obmedzeniach na trhu, latkach zahrnutych do kandidatskeho
zoznamu resp. do prilohy XIV



ES v sulade s KBU obsahuje

Nazov ES (v sulade s bodom 1 KBU —
Identifikovane pouzitie)

Deskriptory pouzitia (v sulade s bodom 1
KBU - identifikovane pouzitie)

_imitné hodnoty na pracovisku (v sulade s
bodom 8 KBU a s narodnou legislativou)

Odporucania na opatrenia na kontrolu rizika —
pracovnici (v sulade s bodom 7,8 KBU)

Opatrenia pre ochranu ZP (v stlade s bodom
12 KBU)




Registracneé Cislo

* pre registrované CHL.: v bode 1
* pre registrované CHL, ktoré su zlozky zmesi: v bode 3
e spravny tvar: 01 -................. -, .= XXXX
(02-...CLP notifikacia, 05-.... resp.17-... — pred-
registracia)
. ?:pl_rlﬁvne cislo prisluchajuce prislusnej registrovanej

* pre registrované latky plati povinnost spracovania
prilohy KBU — ES (> 10t, nebezp.)

* registrujuci je povinny poskytnut registracne cCislo
naslednému uzivatelovi (pre latky ako také aj sucCast
Zmesi)



EJ ¥ search Chemicals - EC... x

- =2 D o= [@Web | echa.europa.eu/sk/search-chemicals 1

Predregistrovanég |atky (1)
@ané |tky {D

Zoznam klasifikacie a oznadovania (1)

EC Inventory (1)

Applications for authorisation (11)
Sucasna Predchadzajlca

Consultation on draft recommendation of 14 January 2009 - Draft recommendation (1)
Consultation on draft recommendation of 14 January 2009 - Priority setting of substances (1)
Substances in articles (1)

European Priority List and Risk Assessments (1)

Authorisation list (1)

Candidate list (1)

Identification of Substances of Very High Concern (2)
Suéasna Predchadzajica

Registry of submitted SVHC intentions (2)
List of restrictions (1)

Recommendation for inclusion in the authorisation list (1)
Sucasna Predchadzajica

Restrictions under consideration (1)
Sucasnad Predchadzajica

Previous first recommendations for inclusion in the authorisation list (1)
Registry of submitted Restriction proposal intentions (1)
Agreements of the MSC on identification of Substances of Very High Concern (1)




Opera

¥ Registrované litky - EC... % | [] bis(2-ethylhexyl) phtha...
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+ C © 9 % ™

bls(2 ethylhexyl) phthalate

Home page
P General Information
P Classification and Labelling
P Manufacture, Use & Exposure
P PBT assessment

B Physical and chemical
properties

B Environmental fate and
pathways

B Ecotoxicological Information
P Toxicological information

P Guidance on safe use

P Reference substances

< 01-2119484611-35-0000 > 01-2119484611-35-0009

Identification Registration data Administrative data  Contact persons

g S ——— ——— 11— — —— [0 L — sy

Mexichem UK Limited_OR3 The Heath Business and Technical Park, WA7 40X, Runcorn Cheshire, United o
Kingdom

momaja s.r.0. Nenacovice 90, 26601, Beroun, Czech Republic

Murata Elektronik GmbH Holbeinstr. 23, 90441, Nirnberg, Germany

OLTCHIM SA Uzinei , 240050, Ramnicu Valcea Valcea, Romania

POLYNT S.p.A. via Enrico Fermi, 51, [-24020, Scanzorosciate BG, Italy

REACH GLOBAL SERVICES S.A. Rond Point Schuman, 6, B-1040, Brussels, Belgium

REACH GLOBAL SERVICES S.A. Rond Foint Schuman,6 Box 3, B-1040, Brussels, Belgium
S5G PERFORMANCE PLASTICS FRANCE LA MOTHE-AUX-AULNAIES, 85120, CHARNY, France
Sigma-Aldrich Logistik GmbH Riedstrasse 2, 89555, Steinheim, Germany

Smiths Medical ASD, Inc. Timmermanslaan 2, 3601 GF, Maarssen, Netherlands

VEYANCE TECHNOLOGIES CZECH s.r.o0. Na Rovince 873, 72000, Ostrava, Czech Republic
[Confidential] [Confidential]

Registrants / Suppliers - INACTIVE

Perstorp Oxo AB Sanden Odsmal, 444 84, Stenungsund, Sweden

Registralion Numbers - ACTIVE

01-2119484611-35-0017 -

Legal Notice
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1. IDENTIFIKA CIA LATKY/ZMESI A SPOLOCNOSTI/PODNIKU

Identifikitor produktu

Chemicky ndzov/Synonyma: | benzin (ropny), hydrogénaéne rafinovany, lahky

Obchodny nazov: Technicky benzin
CAS: 64742-49-0
EINECS/ELINCS: 265-151-9

Registracne cislo C 01-2119475133-43-0

Identifikované pouZitia:

Neodporuéané poufitia: -

Vyrobca:

PSC:
Obec/Mesto:
Stat:

| Telefon/Fax:
£|:— El 4 T
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3. ZLOZENIE / INFORMACIE 0 ZLOZKACH
+
Nizov zlozky etvl-acetdt butvl-acetat xylén 2-metoxy-1 -metvletvl
acetat
Koncentricia 30-60% 20-25% T-10% 7-10%
CAS 141-78-6 123-864 1330-20-7 108-63-6
EC 205-500-4 144581 113-333.-7 203-603-9
/__7 — — — — — = S— -
< Registracné ¢islo 01-2110475103- |01-2110485403- | 01-2110488216- |01-211947570]-20- >
— 4f-onc 20000 3 2ooo
Symbol Xl = p,vi N, Y -
Klasifikacia GHS02.07 GHS02, 07 GHS02,07 GHS02
Flam. Lig. 2 Flam. Liq. 3 Flam. Lig. 3 Flam Lig 3
Eve Imt. 2 STOT SE3 Acute Tox. 4
STOT SE3 Skin Imit_ 2
Rvety 11-36-66-67 10-66-67 10-20/21-38 10
H vyroky H2235 H226 H226 H226
H319 H33s H332
H336 EUHO066 H312
EUHO066 H315
Signilne slovo Nebezpecenstvo | Pozor Pozor Pozor
Najvyssie pripustné | NPEL NPEL NPEL,BMH NPEL
expozi¢né limity
PBT~EVB - - - -
Iné - - Specificky limit: -
X R2021:C=123
%
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o
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ldentifikované pouzitie

e sulad s ES
* Sulad a registrachym dossierom
* plati pre registrované CHL

Informacia o identifikovanom pouziti:
v'v bode 1KBU

v'v registracnom dossieri

v'v prilohe KBU — expozicnom scenari ES
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1. IDENTIFIKACIA LATKY/ZMESI A SPOLOCNOSTI/PODNIKU
Identifikitor produktu
Chemicky nazov/Synonyma: benzin (ropny), hydrogénaéne rafinovany, ahky
Obchodny nazov: Technicky benzin
CAS: 64742-49-0
EINECS/ELINCS: 265-151-9

Registracne cislo

miesanie a balenie/opitovné baleme (ES1)
rozpustadlo farieb a lakov, produkcia lepidiel -
chemické ¢istenie priemyselné pouzitie (ES3)
chemické Cistenie profesiondlne pouzitie (ES4)

Identifikované pouZitia:

profesiondlne pouztie(ES2)

Neodporuéané poufitia: -

E——

Vyrobca:

PSC:

Obec/Mesto:

Stat:

Telefon/Fax:
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ES1: Miesanie a balenie/opitovné balenie litok a zmesi

Kategone procesov 1,2,3, 4,3, 8a,8b, 9,14, 13 }

Procesy a finnosti obsiahnuté v expozitnom scenari
] a
< Sektor pouzitia 3.10

one uvolfiovania do ZP 2

Miezanie, balene,
prencsu matenalov, mieiania, tabletovamia, zalmstovania, peletizacie, extrizie, udrZovama, vzorkovama a
sivisacich labomatonmych aktivit.

alebo v kontinudlnom procese viatane skladovania,

Previadzkové podmienky poufivania a opatrenia manaZfmentu rizika

Kontrola expozicie zamestmancov

Fyzikalna fonma latky kvapalina, tlak par > 10 kPa

Eoncentracia lathy v pripraviu alebo vwroblu obzah latky v produlcte do 100 %

MnoZstvo poufité za éas alebo dinnost denni expozicia do & hodin

Iné délezité prevadeshové podmienky poufivania predpokladd poufitie nie viac ako 20°C nad
% okolia

Vieobecné opatrenia:

Zabrafite priamemu kontaktu s produlitom. Identifilkujte potencidlne oblasti pre nepriamy a priamy kontalt

s pokozkou. Za predpokladn kortaktn s mukami noste nukavice (v silade s EN374). Znecistenie/rozliatie
spisobené produktom vyfistite o najdiér. Kontaminovanmi pokozlu ckam#ite wnyte. Uskutofnite zakladné
skolenie zamestmancov za Ufelom zabranenia minimalizaciu expozicie 3 upozomenia akychkolfvek vplyvov na
pokodiu, ktoré mézu venikmit,.

Zabezpecte dokladne vetranie na miestach vzniku emisii.

Nadoby plite na uréencm mieste, ktoré je zabezpedené lokalnym odsdvanamn.

Kontrola expozicie na Zivomé prostredie

Charakteristika produktu

Latka je charakteru UVCE, prevaine hydrofébna.

PouZivané mnoistvo

e - . . . o]
Pouzie v ramel regionu (t'rok) 16510
T n Sana doann S wmarn ma dusls S iealsN 20 1nd

T
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ethyl acetate

Home page
B General Information
Identification
Compositions

B Classification and Labelling

B Manufacture, Use & Exposure

B PET assessment

B Physical and chemical
properties

B Environmental fate and
pathways

B Ecotoxicological Information
B Toxicological information
P Guidance on safe use

B Reference substances

LIMOL WIS N ILREE W

Process category

Chemical product category

Environmental release
category

Substance supplied to
that use in form of

Process category

Ink Producticn

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

PROC 4: Use in batch and other process |[synthesis) where cpportunity for exposure
arises

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

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

PROC 10: Roller application or brushing

PC 18: Ink and toners

ERC 2: Formulation of preparations

In a mixture

Industrial formulation of cosmetic products

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

PROC 5: Mixing or blending in batch processes for formulation of preparatiens 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 9: Transfer of substance or preparation inte small containers (dedicated filling
ling, including weighing)

PROC 14: Production of preparations or articles by tabletting, compression,
extrusion, pelletisation

Legal Matice



Aké rozdiely mozZete najst v ES?

»Malé" rozdiely

- rozdiely v OC (prevadzkovych podmienkach)

- rozdiely v RMM

- Specifika na zaklade narodnej legislativy

(mozno vyrieSit kontaktom a komunikaciou s dodavatefom —
registrujucim a opravou ES)

»Vyznamné“ rozdiely:

- chybajuce identifikované pouzitie

- nesulad v identiflkovanom pouziti/nazve ES

- nesulad v deskriptoroch pouzitia/chybajuce deskriptory pouzitia
(vyzaduju zmenu v registracnom dossieri)

- kontakt s dodavatelom/distributorom

- kontakt s veducim registrujucim

- up-date registracného dossieru a CSR



Up-date registracného dossieru

* moOZze byt iniciovany naslednym uzivatelom

vyzaduje opravu v registracnom dossieri aj v
Sprave o chemickej bezpecnosti (CSR)

opravu vykona a odosle veduci registrujuci
(LR)
Vv Sulade s nim musia vykonat a odoslat

opravu dossieru aj ostatni ¢lenovia
spolocneho podania

o tomto su informovani vsetci ucastnici
uzivatelskeho retazca (distributori, nasledni
uzivatelia)
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Related Information

General Information
Classification & Labelling and PET asses
Manufacture, use and exposure
] 3.1 Technological process

| 3.2 Estimated quantities

| 3.3 Sites

3.5 Life Cycle description

+ 3.7 Exposure SCENarios, eXpasure an
| 3.8 Biocidal information

+ 3.9 Emissions Information

] 3.10 Application for authorisation of
Physical and chemical properties
Frivironmental fate and pathways
Ecotaxicological Information
Toxicolagical information

Analytical methods

Residues in food and feedingstuffs

| Effectiveness against target organism
. Guidance on safe use

' Literature search

| Assessment Reports

| Information requirements
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é Substance: Hydrocarbons C3-11 catalytic cracker distillates_C

Life Cycle description
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(Search by UUID)

STOR POLLUX / Hydrocarbons, £3-11, catalytic crai

Generic Information

Justification why no identified uses are reported

|

Manufacture

Manufacture number
2|01 -

Flags

Manufacturs
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@ Delete ‘

Formulation

Flags | |dentified Use number |
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Environmental Release Category |v ERC 1: Manufacture of substances

Local UUID ‘L-2595115?-55fa-4f45-a486-c?f46156d23f

Manufacture name ‘Ell - Manufacture of Substances (classified as H340 and/or H350 and/or H361; {containing

Process Category |« 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 8a: Transfer of substance or preparation icharging/discharging) from /to vessels/|
F'ROC 8b: Transfer of substance or preparation (charging/discharging) from fto \resselsfl
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Priklad
Up-date registrachého dossieru -

Doplnenie identifikovaného pouzitia
Registrovana latka — identifikované pouzitie (priemyselné, profesionalne, spotrebitelské):
v’ vyroba (PROC 1, 8a, PC13)
v’ tvorba a balenie zmesi (PROC 2,4,8a, PC13)
v pouzitie ako palivo (PROC 16,8a, PC13)
Nasledny uzivatel: planuje pouzitie ako:
v' rozpustadlo (PROCS5, PC9a)

nutné kontaktovat’ veduceho registrujuceho (LR) s poziadavkou o doplnenie udajov o
novom identifikovano pouziti do CSR a registraného dossieru a odoslat up-datovany
dossier

LR musi kontaktovat’ ¢lenov spoloéného konania o up-date dossieru a poslat im
prislusné materialy

Clenovia spolo¢ného podania musia up-datovat’ svoje dossiere — inak ECHA vyhodnoti
ich dossier ako nekompatibilny s dossierom LR

Komunikacia v ramci dodavatel'ského ret’'azca:

nasledny uzivatel’ —(konzultant)— distributor-(konzultant)- veduci
registrujuci-élenovia spoloéného konania



Klasifikacia latok

pozor na zmenu klasifikacie latok
harmonizovana klasifikacia (zavédzna)
zoznam klasifikacie a oznaCovania

sledovanie zmien v klasifikacii (ATP nariadenia
1272/2008 CLP)

Sledovanie registra zamerov
informacie o klasifikacii latky v registracnom
dossieri

akutna toxicita zmesi (testovanie/stanovenie ATE
— udaje o LD50 — v registracnom dossieri)



¥ Search Chemicals - EC...
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Predregistrované [atky (1)

Zoznam klasifikacie a oznatovania (1)

EC Inventary iy

Applications for authorisation (11)
Sucasna Predchadzajica

Consultation on draft recommendation of 14 January 2009 - Draft recommendation (1)
Consultation on draft recommendation of 14 January 2009 - Priority setting of substances (1)
Substances in articles (1)

European Priority List and Risk Assessments (1)

Authorisation list (1)

Candidate list (1)

Identification of Substances of Very High Concern (2)
Sucasnad Predchadzajica

Registry of submitted SVHC intentions (2)
List of restrictions (1)

Recommendation for inclusion in the authorisation list (1)
Sucasna Predchadzajica

Restrictions under consideration (1)
Sucasna Predchadzajica

Previous first recommendations for inclusion in the authorisation list (1)
Registry of submitted Restriction proposal intentions (1)

Agreements of the MSC on identification of Substances of Very High Concern (1)




O [ @ Web | echa.europa.eu/sk/information-on-chemicals/cl-inventory-database/-/cl-inventory/view-notification-summary,55163 *| | = Wyhladat cez Google

Summary of Classification and Labelling

. Harmonised classification - Annex VI of Regulation (EC) No 1272 /2008 (CLP Regulation)

General Information

Index Mumber EC Number CAS Number International Chemical Identification

605-001-00-3 200-001-8 30-00-0 formaldehyde .. %

ATP Inserted / Updated: CLPOO &
CLP Classification (Table 2.1)

Classification Labelling Specific Concentration limits, M-Factors  Notes

Hazard Class and Category Code | Hazard Statement Code | Hazard Statement Code | Supplementary Hazard Statement Code | Pictograms, Signal Word Code

(s) (s] (s} (s) (s)
Acute Tox, 3 * H201 Hz01 GHS05 Skin Corr. 1B; H314: C = 25% Note D

. GHS503 Skin Sens. 1; H317: C = 0,2% MNote B
Acute Tox. 3 H31l H31l GHS08 Eye Irrit. 2; H219: 5% = C < 25%
Skin Corr. 1B HZ14 HZ14 Dar STOT SE 3; H333: C = 5%

Skin Irrit. 2; H315: 5% = C < 25%
Skin Sens. 1 H217 H317 =
Acute Tox, 3 % H331 H331
Carc. 2 H251 H351
Signal Words Pictograms

Danger
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formaldehyde

Toxicological + Exp WoE Acute toxicity: oral.001

information.001

Toxicokinetics, Administrative Data Data source Materials and methods Results and discussions
metabolism and

distribution Applicant's summary and conclusion

Acute Toxicity

Acute toxicity: oral

Applicants SUMary aAd-cercsioi—

toxicity: oral.001 </ Conclusions

Exp WoE Acute
toxicity: oral.002 W\ The oral LDS0 in Wistar rats is 800 ma/kg bw

Acute toxicity:
inhalation

Executive summary

Acute toxicity: dermal

The study is comparable to OECD 401 with accepatable restrictions (i.e. symptoms not described; no data on

Irritation / corrosion necropsy given; purity of test substance not given).

Sensitisation Male Wistar rats (n= 10 per dose) were gavaged with formaldehyde solution in water at a concentration of 2%.
The post exposure period was 14 days. Rats died within the first 2 days after application.
Repeated dose toxicity The authers calculated a LDS0 of 300 mg/kg bw.
Genetic toxicity D|




SVHC latky a obmedzenia

umiestnenie latky v zozname kandidatskych
latok

umiestnenie latky v zozname Prilohy XIV
y,sunset day” a ,latest application day”
iInformacie: v bode 15 KBU

overenie podania ziadosti o autorizaciu
dodavatelom

overenie obmedzeni pri pouzivani (Priloha
XVII)
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¥ Recommendation for inclusion in the Authorisation List

Bis(2-ethylhexyl)
phthalate (DEHP)

Uses in the immediate packaging of
medicinal products covered under
Regulation (EC) No 726/2004, Directive
2001/82/EC, and/or Directive 2001/83/EC.

204-211-0  117-81-7 21/02/2015  21/08/2013 Podrobnosti

Zobrazuje =a 1 vysledol.

Zobrazit vietky latky

W Pretital/a som si pravne upozornenie a vyjadrujem s nim sthlas

Exportovat do: XML v |




.Adnpted opinions and ... ¥

= =35 2 0= [ ® Web ‘ echa.europa.eu/sk/addressing-chemicals-of -concern/authorisation/applications-for-authorisation-previous-censultations

*] . * Vyhladat cez Google

+ C © 9 % ™

TOTTT=T o ¥

- Autorizacia

+ Identifikacia
l3tok
vzbudzujdcich
velmi velké
obavy

+ Odporucanie

prucessmg of

na zaradenie a stup-n_ﬁ’
do zoznamu formulation
I3tak Bis(2- containing
odliehaitcich ethylhexyl) Rolls-Royce  DEHP during .
gutorizé (]:ii 0001-01 ohthalate 204-211-0  117-81-7 olc the diffusion ,@ Podrobnosti
(DEHP) bonding and
Ziadosti o manufacture
autorizaciu of aero
engine fan
Public blades.
consultations
e Bis(2 L
authorisation -
ethylhexyl) ARKEMA compounds, .
process 0002-01 phthalate 204-211-0 117-81-7 ERANCE dry-blends Podrobnosti
+ Obmedzenie (DEHP) mdPIas_hsol
formulations
+ Harmonizovana Industrial use
klasifikacia a in polymer
aznacovanie processing by
calendering,
+ Nariadenie spread
o biocidnych coating,
vyrobkoch extrusion,
injection
+ Informacie o moulding to
chemikaliach produce PVC
articles
+ Chemikalie v nasom [except
Zivote erasers, sex
toys, small
+ Pomoc nifn household

$



Opera J| |§¥ List of restrictions table...
€« 3 D o= | @we l echa.europa.eu/sk/addressing- chemicals-of -concern/ restrictions/list- of -restrictions/list- of-restrictions-table {(| |"r Vyhladat cez Google
f & EL TIUmoeET, WAS TIUMDET . FTzdss TIOLE WrdLU TIOL it TEsUrCUarT ETILTES T AMTER AVID LD REALH REYLUIGUUTT TIdveE LASTEL TILIMDET S,
» Consolidated text: page of the entry in the latest updated consolidated version of Annex XVII to REACH Regulation.
X ¥ Appendices: link provides information on appendices where available. Please note that searching with CAS or EC numbers is not yet possible for
o substances restricted under Appendices 1-6 (CMR substances).
» New amendment (EU Regulation): subseguent amendments of REACH Regulation after the latest consolidated version.
@ ¥ QB8A: the relevant question(s) of the latest updated Q-A document and FAQ on ECHA's website,
[¥] » Standards: links providing information on standards, where available (links to the CEN search engine for the European standards, or to the
international standards' pages).
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