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Struktlra nariadenia

Hlava | VSeobecné otazky
Hlava Il Klasifikacia nebezpecnosti
Kapitola 1  Identifikicia a preskimanie informécii o latkach
Kapitola 2 Hodnotenie informéacii o nebezpecnosti a rozhodnutie o
Klasifikacii
Hlava Il Informovanie o nebezpecnosti prostrednictvom oznac¢ovania
Kapitola 1 Obsah etikety
Kapitola 2  PouZzivanie etikiet
Hlava V Harmonizécia klasifikacie a oznacovania latok a Zoznam KO
Kapitola 1  Vytvorenie klasifikacie a oznacovania latok
Kapitola2 ~ Zoznam klasifikacie a ozna¢ovania
Hlava IV Obaly
Hlava VI Prislusné organy a presadzovanie
Hlava VII Spolo¢né a zavere¢né ustanovenia
Prilohy
Priloha | Klasifikacia a ozna €ovanie (5 Casti)
vSeobecny Uvod (Cast 1),
triedy nebezpecnosti a kritéria pre
fyzikalnu nebezpecénost,
nebezpecnost pre zdravie
Zivotné prostredie (Casti 2, 3 a 4),
Priloha Il Osobitné pravidla pre balenie a ozna  €ovanie
Priloha 111 Vystrazné upozornenia (v 20 jazykoch)
Priloha IV Bezpe €énostné upozornenia (v 20 jazykoch)
Priloha V Piktogramy
Priloha VI Harmonizované klasifikacia  (priloha |
smernice 67/548/EEC)
Priloha VII Konverzné tabu [Fky — tabu 'ky prevodu




Skratky

REACH - Nariadenie EP a Rady 1907/2006

CLP - Nariadenie EP a Rady 1272/2008

DSD - Dangerous Substance Directive
67/548/EEC

DPD - Dangerous Preparation Directive
1999/45/EEC

Prechodné obdobie

35 woow [ Iayniund| svoiw
GHS 1 Dec 2010 Ll 2l
3.5 r latky 4.5 r. zmesi
Pre latky : Po skonceni prechodného

Pre latky a zmesi : ~ GHS: povinné o obdobia:
EU-systém: zavézny el esz el INE)E D ellge Pre latky a zmesi:
Grs:voee Ere sl 2 eyt i GHs: povimeé
Etiketa: GHS Etiketa: GHS EU-systém: pravny status
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Klasifikacia & Oznacovanie;

Inventarizacia a Notifikacia

Klasifikacia & Oznacovanie: Inventarizacia

» Databaza zalozena a udrziavand ECHA — Zoznam klasifikacie a ozna covania

» Ciele :
» Umozni t’ verejnosti pristup k informéaciam o klasifikacii a oznacéovani latok
» Harmonizacia klasifikacie a ozna €ovania latok (jeden z cie Fov SIEFov)

» Referenény nastroj pre komunikaciu a manazment rizika a nebezpecenstva
(autorizécia a restrik €ny proces pod Fa REACH )




Notifikacia - oznamenie

> Notifikacia sa vyZaduje ak bola latka predregistrov  ana ale nebude registrovana pred
terminom notifikacie (December 2010)

, Mnohé latky, ktoré boli vy haté z registracie REACH spadaji pod
A predmet CLP:
 Latky pod 1tonu/rok
« Latky v prilohe V nariadenia REACH
e Polyméry
 Ingredienty pouzivané na vyrobu medicinskych a vete rinarnych
produktov

Kto oznamuje/notifikuje

« Iba vyrobca alebo dovozca, alebo skupina vyrobcov a dovozcov, ktory
umiest nuju na trh (Art 40(1)):
e ‘Skupina’ nie je definovana

* Nasledujuci uzivatelia, vratane formulatorov zmesi, distribGtorov a vyrobcov
alebo dovozcov vyrobkov  nenotifikuji -neoznamuju

* REACH Registrant(s) nemusi notifikova t, ak je klasifikacia si ¢ast’ou
registracie pred terminom notifikacie




Notifikacia - oznamenie

Aké informacie musia byt notifikované/oznamené ECHA
do 1. decembra 20107

Identita oznamovate Fa

Identita latky

Klasifikacia latky

Dévod neklasifikovania

Specifické koncentra éné limity alebo M-faktory
Prvky ozna ¢ovania latky

Terminy oznamenie/notifikacie

Latky uvedené na trh do 1. decembra 2010 _ sa oznamia
do 1. decembra 2010

Latky uveden énatrh 1. decembra 2010 sa oznamia
do 3. januara 2011
(prvy pracovn y den po 1. january)

Latky uvedené na trh po 1. decembri 2010 _ sa oznamia
do jedného mesiaca po ich uvedeni na trh




IT nastroje na notifikaciu

Roézne IT nastroje na vloZenie udajov do systému:

» IUCLID 5 verzia
» Online verzia pre MSP (malé a stredné podniky)

» XML verzia — Bulk Submision
(aj pre verky pocet notifikacii, ktoré podnik musi podat)

|I'T portal on the ECHA website.

yet done, you need to create your company account in
H-IT
ed area in the main REACH-IT menu:

G ECHA

You are connech
Home
Welcome Sandrine Lef
You Nave 7 Unreac message(s) in your messags box
— — N,
M e 3 e i b —
{ Add anew item in - ( Withthe 4
s the menu { " following
e W b sub-menu
Classification and - Notify a C&L online ™
Labeling  Notify a C&L using IUCLID
] - Notify bulk C&L
~Manage groups of Manufacturer(s) /
Importer(s)
- View my submitted C&L notifications
- Consult the public C&L inventory
—_— Y
. fer CLP it 2 L ==
e name onder CLP ot 2= ]
aimncrised CRL under CLE art 37 Te be added 3

N = later {
N -

~— A —




IT nastroj

e |[UCLID 5.2
* Template:

e CLP notification/oznamenie CLP

» VVSeobecné informacie
— Identifikacia latka
— Zlozenie
« Klasifikacia a oznacovanie
— GHS klasifikacia
* VVyroba
— Miesto vyroby

N IUCLID 5.2.0 - 2,2-bis(hydroxymethyl)prapionic acid / VUP a.s. / Prievidza / Slovakia
Eile Edit Go Window Help Plugins

COMmM RPAR ER|as|l+F0|lvm | Bel@

sl 4 substance: isthydroxymethylipropionic acid / VUF a.5. f Prievidza / Slovakia

& Sectiontree . o -
Substance identification
CLP notification A
T Chemical name ‘Z,Z—D\s(hydroxymethyl)propmnic acid
El

Public name
- 0 Related Information ‘

- 1 General Information Legal entity flags ‘ P
[ 1.1 Identification

[0} 1.2 composition

[ 1.3 tdennifiers

[[] 1.4 Analytical information
[ 1.5 Joint submission Third party ‘

Legal entity [ i VP as  Prievidza / Slovakia

Third party flags \ w

1.[7) 1.7 Suppliers
2 Classification and Labelling Role in the supply chain
[0 21aHs Roleflags | |
- 3 Manufacture, use and exposure
7§ 4 Physical and chemical properties Role Manufacturer [ |importer [ ] Only representative [ | Downstream user
v S Environmental fate and pathways
H- & Ecotoxicological Information Reference substance

o - 7 Toxicological information
B 2 Analytical methods

~@ 12 Literature search Type of substance
® 13 Assessment Reports

Composition [mona consthuent substance =

Origin ‘organic H'H

Trade names

Trade names flag ‘ P

L Name
Dimethylolpropionic Acid




ificatian el

Related Information

General Information
Classification and Labelling

| 2.1 GHS

Manufacture, use and exposure
Physical and chemical properties
Environmental fate and pathways
Ecatoxicolagical Infarmatian
Toxicolegical information
Analytical methods

2 Literature search

3 Assessment Reports

L

General information

Name |

[ Mot classified

Implementation |

A

State / form of the substance |

B ]

Remarks

Related composition |

Classification

Physical hazards

Hazard statement

Reason for no cl;

Explosives

Y |{:| \dmalacking

Flammable gases

‘\l‘vl ‘daﬁala:k.lng

Flammable aerosals

- ‘dalala(bang

Oxidising gases

“]+| [dataracking

Flammable liquids

Flammable solids

aQ @Q |‘v| ‘da(ala:king
@ @4 |Lv| ‘da(alacldng
af -\|E| [datatacking

Self-reactive substances

Gases under pressure |
and mixtures ‘

S]] [datatacking

Pyrophoric liquids |

;l ‘da(alacbdng

Pyropharic salids |

-

:| \dmala:king

Self-heating substances

“]w| [datatacking

and mixtures

Substances and mixtures

] ¥ [dataracking

which in contact with water
emit flammable gases

Corrosive 10 metals

Health hazards
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® 0 Related Information

® 1 General Information

- 2 Classification and Labelling
[ 2.1 GHS

[ 3 Manufacture, use and exposure
- 4 Physical and chemical properties
(&8 5 Erwironmental fate and pathways
# 6 Ecotoxicological Infarmation

® 7 Toxicological infarmation

® 8 Analytical methods

- 12 Literature search

® 13 Assessment Reports

Hazard statement

Reason

Acute toxicity - oral |

~| [datata

Acute toxicity - dermal |

a |it| data la

Acute toxicity - inhalation |

LY |j;| data la

Skin carrosion/irritation ‘

A

:| datala

serious eye damage/ |

e irritation

Q |;:| data la

Respiratory sensitisation ‘

|+ [daranm

Skin sensitisation |

] [darata

Aspiration hazard ‘

Al [aatata

Reproductive toxicity

Reproductive taxicity ‘

«hj datala

Specific effect ‘

Route of exposure |

ol

Effects on or ‘

«hj datala

via lactation

Germ cell m icity

Carci icity

Specific target organ toxicity - single

target organ toxicity - repeated




idza / Slovakia

ecific concentration limits

X

vironmental hazards

Hazard statement

Reason for no classification

Hazardous tathe

=
]

v:| |data racking 2 ”:I

aquatic environment

Hazardous to the | A+ |

-.”j

atmospheric environment —

M-Factor"

fiditional hazard classes

Additional hazard classes

ditional hazard statements

hbelling

Signal werd

]

hzard pictogram

v 2 & | [

¥ & 4

® ¢ X

Hazard
Pictogram Cue By ‘E]
hzard statements
¥ Rk
Labelling
Signal word | aQ \B

Hazard pictogram

¥ A B
I B
Hazard @
Pictogram Cude - t]
Hazard statements
¥ & &
® - 3o X
Hazard statement | a H
Additional text | a
Precautionary statements
¥ad
® 3R
Precautionary statement ‘ C‘”j
Additional text | a
Additional labelling requirements
[ ¥ 2@
¥ 2@

Notes
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GHSO1: exploding bomb
GHS02: flame

CHS03: flame over circle
GHS04: gas cylinder
CHSO5: corrosion

Danger
Warning
Nao signal word

CHS06: skull and crossbones
GHSO7: exclamation mark -

Cancel

DK P | Lancel

H281: Cantains refrigerated gas; may cause cryogenic burns or injury,
H290: May be carrosive ta metals.

H300: Fatal if swallowed

H30L: Toxic if swallowed.

H302: Harmful if swallowed

H303: May be harmful if swallowed,

H304: May be fatal if swallowed and enters airnways

a3

P101: if medical advice is needed, have product container or label at hand

P102: Keep out of reach of children

P103: Read label before use.

PZ201: Obtain special instructions before use.

P202: Do not handle until all safety precautions have been read and understood

P210: Keep away from heat/sparks/open flames/.../hot surfaces. ... No smoking.

P211: Do not spray an an open flame or other ignition source. =
| oK | [ Cancel ]
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Prechodné obdobie

REACH
3.5r.> 1000 t/r ’ 2.5y. > 100 t/r ’ S5y.>1t/r
GHS 1 Dec 2010 1J4n 2015
3.5 r latky 4.5 r. zmesi
Pre latky : Po skonceni prechodného
Pre latky a zmesi : ~ GHS: povinné o obdobia:
EU-systém: zavazny KBU musi ObS‘?h?E'at EU aj GHS Kasifikaciu Pre latky a zmesi:
GHS: volitelné HL"""S(';T_'S_ vsoﬁteﬁre zavazny GHS: povinné
Etiketa: GHS ata: F EU-systém: pra tatus
Etiketa: EU alebo GHS System: pravny sta
23

Latky

e 0od 1.decembra 2010 CLP nahradi DSD

« latky musia byt klasifikované podfa DSD a
CLP do 15. jana 2015
— DSD+CLP klasifikacia na KBU
— oznacovanie a balenie len podla CLP

« latky uz klasifikované podfa DSD a uvedené na trh
pred 1. decembrom 2010 mézu mat etikety podla
DSD do 1. decembra 2012




Zmesi

« Zmesi a latky musia byt klasifikované,
oznacované a balené iba podla CLP

e od 1. juna 2015

zmesi uz klasifikované podla DPD a
uvedené na trh pred 1. janom 2015 musia
mat etikety podla GHS do 1. juna 2017

Praktické priklady
e Musim notifikovat' ak:

» som vyrobca/dovozca 100 kg nebezpecnej latky

, ak latka bola uvedena na trh (vyrobca), (dovoz je uz
uvedenie na trh)

» som vyrobca/dovozca 500 kg/rok nie nebezpecnej latky
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Praktické priklady

Musim notifikovat' ak:

som vyrobca latky, ktora bude registrovana 2013

, ak latka je uvadzana na trh, musim notifikovat aj keby
latka nebola nebezpecnéa

som vyrobil latku v oktébri 2010, nechal som ju na
sklade az do februara 2011, kedy som ju uviedol na trh
, musim notifikovat do 1 mesiaca od uvedenia na trh

Dakujem za pozornost

wWww.rcsk.sk

silvia.surova@gmail.com
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