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2007- 2018 100-10t Annex VII + VIII

2007- 2018 10-1t Annex VII
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REACH - Toxikologické hodnotenie

TESTY * Nariadenie komisie (ES) ¢. 440/2008, ktorym sa ustanovuju
testovacie metddy podla REACH (v platnom zneni)

OECD, EU -+ Pokyny na vykonavanie sktsok (Test guidelines)

Test No. 421: Reproduction/Developmental Toxicity Screening Test
0 Replaces Test No. 421: Reproduction/Developmental Toxicity Screening Test
// 4 Cheric Replaced by Test No. 421: Reproduction/Developmental Toxicity Screening Test
h English
OECD
@ 28 July 2015

Pages: 14
http://dx.dol.orgi0.1787/9789264242692-en Hide / Show Abs

1@ V9 ° Guidance on Information Requirements and
——— Chemical Safety Assessment

EUROPEAN CHEMICALS AGEMCY

http://echa.europa.eu/guidance-documents/guidance-on-reach

R.7a version 6, July/2017
Chapter Endpoint specific guidance

R.7b version 4, June/2017



Sledované toxikologické parametre ,,Endpointy“

ZDRAVIE CLOVEKA
Podréidenvie/Pch!eptanie Senzibilizacia Mutagenita*
Koza, ocCi
VIl + VIII
Toxicita po opakovanej davke Reprodukcna toxicita*
Vil

*CMR > 1t/rok (REACH do 2010)

Akutna toxicita

Karcinogenita*



LEGISLATIVNE SUVISLOSTI

BPR

REACH
528/2012/EU

1907/2006/ES
CLP (1272/2008/ES)

BRAIN
Lead, mercury and their compounds

NASAL PASSAGES
Nickel and chromium compounds,
actd mist

LUNGS AND SKIN
Toluene di-isocyanate

LUNGS
Ammonia, nitrogen oxides,
asbestos, coal and silica dust

KIDNEYS
Mercury compounds and
chlorinated hydrocarbons

LIVER
Chlorinated
hydrocarbons

SKIN

Detergents, chlorinated
hydrocarbons, mineral acids
and lubricating mineral oils

NERVES
Mercury, lead, cadmium and

BLADDER
Amine (benzedine and their compounds

2-napthylamine)

BONE MARROW (BLOOD)
Benzene




Od 1. juna 2015
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Terminology Terminology

1. Symbols 1. Pictograms

2. Preparations i 2. Mixtures

3. Indication of Danger 3. Signal word

4. Risk Phrases 4. Hazard statements

5. Safety Phrases 5. Precautionary statements
For further information,

visit The Health and Safety Authority’s website

www.hsa.ie or contact the CLP Helpdesk at e-mail clp@hsa.ie or telephone 1890 289 389
The EU CLP Regulation
- One System -
Adopting the United Nations Globally Harmonised System of Classification and Labelling of Chemicals (GHS)
Manufacturers, importers and downstream users (formulators) have particular obligations under EU CLP Regulation.

This brochure aims to assist companies to identify what these obligations are and when they apply, while introducing the new terminology and labelling regime for
substances and mixtures. The EU CLP Regulation will become fully operational by 1st June 2015, at which point the existing Irish CPL Regulations will be repealed.




Cast 3: Nebezpedie pre zdravie

Tabulka 3.1.1

Akutna toxicita (LD50/LC50)

Kategorie nebezpefnosti aloitnej toxicity a odhady akamej toxicity (ATE), ktoré definuju prisluiné

kategdrie
Spasob expozicie EKategona 1 Eategoria 2 Kategora 3 Kategoria 4
Oralne (mg'kg telesnej hmotnosts)
- ) . 50 < ATE = 300 = ATE =
Pozri- poznamim a) ATE = 5 53 = ATE = 30 300 2000
poznambun b)
Dermalne (mg/'kg telesne] hmotnosti)
- 50 == ATE = | 200 < ATE = | 1000 < ATE =
poznambun b)
Plyny (ppmV (')
Pozri: poznamkn a) o= = = =
ATE = 100 100 %l::ﬂ[;TE = 500_}.;;.0"['E =\|2 SI}gU -I)E;]TE =
poznambun b) -
poznamkn <)
Pary (mg/T)
Pozri: poznamkn a)
. - 0.5 < ATE = | 2,0 < ATE < 10,0 = ATE =
poznamin b) ATE = 0.5 2.0 10.0 20.0
poznambmn <)
poznamim d)
Prachy a hmly (mgT)
Pozri:  poznimiu a) : 005<ATE=| 05 < ATE = | 10 < ATE =
ATE = 0,05 0.5 1.0 5.0

poznamiu b)
poznambn c)

(" EKoncentricie plymu si vyjadrené v milidntindch objemmu {(objemové jednotky ppmW).

Q00
00®




CLP - KLASIFIKACIA TOXIKOLOGICKYCH VLASTNOSTI

Vystrazné _
: pictogram
H300 oral
1 Acute Tox. 1 H310 dermal @
Akutna toxicita H330 inhalatory
2 Acute Tox. 2 danger
H301 oral @
H311 dermal
3 Acute Tox. 3 H331 inhalatory o
H302 oral
CLP 3.1 4 Acute Tox. 4 warning | H312 dermal

H332 inhalatory GHs06

Resp.Sens.1A

Nz

Respiracna

alebo ko¥na 1A Resp.Sens.1B | danger H334 o
senzibilizacia L
Skin.Sens. 1A : @
CLP 3.4 Skin.Sens. 18 | "0 6 H317

GHSO07




Klasifikacia - CMR

CLP mp 35 3.6
Dékazy
Kat. Mutagenita Karcinogenicita Reprodukcna
toxicita

1A Muta. 1A Carc. 1A Repr. 1A

H340 H350 H360

danger danger danger
1B | Muta. 1B Carc. 1B Repr. 1B " N
2 vl u

Muta.2 H361 Carc.2 H351 Repr2 H361 - . &=
warning warning warning ( NI

< \ ="/ Biology
§& 9
SR ity
Sy PN SESE ) ernceres
‘ 4 e
Molecule ¥ Molecules
Genome

GHS08



Reprodukéna toxicita

CLH REACH Annex VIl 10-100t/ rok

Reprodukcna m) Reproduction/Developmental toxicity Screening test (OECD TG 421)
toxicita Test systém: Potkan 48 +48 12/ /group

latka: per os: C+3 davky Aplikacia: 7dni/tyzden >
¥
P W
Repr. 1A P ,
Repr. 1B Aplikdacia latky )
ANO NIE

pred parenie gravidita - porod laktdacia

Repr. 2

‘ 14 ‘ 14 ‘ 22 ‘4 ‘dni

L OECD TG: 414, 415, 416, 422, 426, OECD TG 443 4l dal3ie testy



Klasifikacia chemickych latok — historicka kontinuita

CLP, ANNEX VII: 1. Translation table

Translation table from classification under Directive 67/548/EEC to classification under this Regulation

CI“Siﬁcad“’;ﬁ;?fggim“” 67| si?jafleﬂi:egr&: . Classi‘l'jcatiu)n under this Regula:::ard -
I varnt Hazard Class-and-Category statement

Xn; R20 gas Acute Tox. 4 H332 (1)
Xn; R20 vapours Acute Tox. 4 H332 (1)
Xn; R20 dust/mist Acute Tox. 4 H332

Xn; R21 Acute Tox. 4 H312 (1)
Xn; R22 Acute Tox. 4 H302 (1)
T: R23 gas Acute Tox. 3 H331 (1)
T, R23 vapour Acute Tox. 2 H330

T: R23 dust/mist Acute Tox. 3 H331 (1)
T: R24 Acute Tox. 3 H311 (1)
T: R25 Acute Tox. 3 H301 (1)
T+; R26 gas Acute Tox. 2 H330 (1)
T+ R26 vapour Acute Tox. 1 H330

T+ R26 dust/mist Acute Tox. 2 H330 (1)
T+; R27 Acute Tox. 1 H310

T+; R28 Acute Tox. 2 H300 (1)




