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Co hovori REACH?

Nariadenie REACH 1907/2006/ES
pre registraciu, hodnotenie, autorizaciu a obmedzovanie chemickych latok

REGISTRACIA
HODNOTENIE
Objem vyrabanych a dovazanych latok za rok
2007- 2010 >1000 t Annex VIl + VIl +IX+ X
2007- 2013 1000 -100 t Annex VII + VIl + IX
2007- 2018 100-10t Annex VII + VIII
2007- 2018 10-1t Annex VI

REACH

Registracné poziadavky

CHEMICKA LATKA
fyzikalno-chemické toxicita ekotoxicita

vlastnosti

PRILOHY VII-X (XI)




Co radi ECHA ?

Information: available - required/needed
Step 1: collect all available information
Step 2: consider information needs

Step 3: Identify Information gaps

Step 4: generate new data / propose testing

Hazard Assessment (HA)? Exposure Assessment (EA)'~

Document in registration 2 Agspssment acc, to
Dassl and REACH Annex | is only
g ﬂ. ” S0S - required f substance

meets the critena for any
of the Articde 14(4)

n ¥
2R criteria? Risk Characterisation (RC) CAtegones O propertes,

or exposure based
wonang to be apphed
(Annex XI)

Iteration

Communicate
ES via SDS i For substances < 10 t/a no CSR is required. The
R — required/needed information is (o be documented in the

registration dossser only.

Zdroj: Google/Guidance on Information Requirements and Chemical Safety Assessment

Usmernenie ECHA === REACH

Information: available - required/needed
Step 1: collect all available information

Step 2: consider information needs
Step 3: Identify information gaps

Step 4: generate new data / propose testing
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Toxikologické hodnotenie

REACH

‘ fyzikdlno-chemické vlastnosti

ekotoxicita

TESTY

testovacie metody podla REACH (v platnom zneni)

OECD, EU

)

ECHA

Chapter Endpoint specific guidance

Nariadenie Europskeho parlamentu a rady (ES) ¢. 1907/2006

CHEMICKA LATKA = toxicita PRILOHY VII-X

(x1)

Nariadenie komisie (ES) ¢. 440/2008, ktorym sa ustanovuiju

.=

‘
Pokyny na vykonavanie skusok (Test guidelines) l>§ | 'Ll 3

Guidance on Information Requirements and Chemical Safety Assessment
http://echa.europa.eu/guidance-documents/guidance-on-reach

R.7a version 5, 12/2016
version 6, draft/2017

R.7b version 3, 02/2016

REACH - Toxikologické hodnotenie

Podrazdenie alebo poleptanie koze
Oc¢na drazdivost’

Annex VI Kozna senzibilizacia

Mutagenita

Akutna toxicita

Annex VI

+
Annex VIII Toxicita po opakovanej davke
Reprodukéna toxicita
Toxikokinetika

ST




REACH - Toxikologické hodnotenie

ANNEX ViI
STANDARD INFORMATION REQUIREMENTS FOR SUBSTANCES MANUFACTURED OR
IMPORTED IN QUANTITIES OF ONE TONNE OR MORE ( 1)

8. Toxicological information

8.1 Skin 8.1 The study/ies do(es) not need to be conducted if:
corrosion/irritation
- the substance is a strong acid (pH < 2,0) or base (pH > 11,5)
and the available information indicates that it should be classified
as skin corrosion (Category 1), or

- the substance is spontaneously flammable in air or in contact with water
or moisture at room temperature, or

- the substance is classified as acute toxicity by the dermal route (Category 1), or

- an acute toxicity study by the dermal route does not indicate skin irritation
up to the limit dose level (2 000 mg/kg body weight).

If results from one of the two studies under point 8.1.1 or 8.1.2 already
allow a conclusive decision on the classification of a substance or on the
absence of skin irritation potential, the second study need not be conducted.

8.1.1. Skin corrosion, in vitro

8.1.2. Skin irritation, in vitro

0Od 31. mdja 2016

TOXIKOLOGICKE TESTY - REACH (Prilohy VII, Vi)

EU TM B.40 (OECD TG 430), EU TM B.40bis (OECD TG 431), EU TM
Podraidenie/poleptanie V!l B.46 (OECD TG 439), B.46 (OECD TG 439), OECD TG 435

Koze VIl Ey T™M B.4 (OECD TG 404) ak je to potrebné m

Vazine poskodenie oéi EU TM B.47 (OECD TG 437), EU TM B.48 (OECD TG 438), OECD TG 460,
Podréidenie/poleptanie Vil OECD TG 491, OECD TG 492, CM Test Method (ndvrh OECD)
Vil EUTM B.5 (OECD TG 405) ak je to potrebné

OECD TG 442C, OECD TG 442D, h-CLAT (schvalené OECD)
VIl EU TM B.42 (OECD TG 429), EU TM B.50 (OECD TG 442A), EU TM B.51,

Kozna senzibilizacia
VIl (OECD TG 442B), EU TM B.6 (OECD TG 406)

Akutna toxicita VIl EU TM B.1bis (OECD TG 420), EU TM B.1tris (OECD TG 423), OECD TG
VIl 425,373 NRU, EU TM B.3 (OECD TG 402), OECD TG 434 (navrh)

oralna, dermdlna




TOXIKOLOGICKE TESTY - REACH (Prilohy VII, Vi)

_ vii EU B.13/14 (OECD TG 471) in vitro
Mutagenita vin EUB.17 (OECD TG 476), OECD TG 487 in vitro
[ EU B.12 (OECD TG 474), EU B.11 (OECD TG 475) in vivo ]
Toxicita EU B.7 (OECD TG 407) oral, 28 d, EU B.9 (OECD TG 410) dermal, 28 d
po opakovanom [ 90 days EU B.26 (OECD TG 408) oral, EU B.28 (OECD TG 411) dermal ]
podani
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Reprodukéna toxicita VIl oecp 16 421 Skriningovy test m?:‘

[ EU B.31 (OECD TG 414), EU B.34 (OECD TG 415), EU B.35 OECD TG 416]

Toxikokinetika EU B.36 (OECD TG 417) TS
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Sledované toxikologické parametre ,,Endpointy’

T A ZDRAVIE CLOVEKA
Iy |
S0 ol
Podrazdenvle/ch.Ieptame Senzibilizacia Mutagenita*® Akutna toxicita
Koza, oCi
VIl + VIl
Toxicita po opakovanej davke Reprodukéna toxicita*
Karcinogenita*
VIl
*CMR > 1t/rok (REACH do 2010)
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Ucinok chemickych latok
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AR A Traviaca sUstava
Cely organizmus | || |
\(1f Reprodukéné organy

AOP — Adverse Outcome Patways Podla cha;akteru zmien v\organlzme
Draha Skodlivého ucinku ’ .
REVERZIBILNY IREVERZIBILNY

REACH v suvislostiach

Nariadenia REACH (1907/2006/ES ), CLP (1272/2008/ES), BPR (528/2012/EU),
Nariadenie o detergentoch (648/2012/ES)
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Chemické latky <4mmsssm) Testy nazvieratich <¢mmmmmm) \/eda a vyskum




g Legislativha dzungla
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““<.  Experimentélne $tudie ,,in vivo” - ZVIERATA

. , . ) Nariadenie vlady SR ¢. 377/2012 Z.z.
Smernica EU o testovani na zvieratach Vyhlagka MPRV SR &. 436/2012 Z.2.
(EU Directive on animal testing EC/2010/63) fuﬂ T
S

b i g Sy ey

REACH a testovanie na zvieratach - len ako posledna moznost
Clanok 13.1 — Alternativne metédy (in vitro, QSAR, grouping and read across)
Clanok 25 — Zdielanie dokumentdcie ohladne toxicity chemickych latok

- eChemPortal: zdielanie informacii
- podpora alternativhych metdd (QSAR — Toolbox)

_ Nariadenie komisie (ES) ¢. 440/2008
Kvalita testov (SLP) Chemicky zakon 67/2010 Z.z.

NARODNY PROGRAM Nariadenia vlady &. 320/2010, 92/2012
Z.z. (SLP pracoviska, inSpekcie)

In Vitro

Q0 Mechanizmus Géinku Narocné na cas, priestor, personal
U Poskodenia specifickych zloZiek,
buniek, tkaniv

Eticky nepodporovana metoda

O Rychlejsia realizicia Narocnejsi schvalovaci proces

O Moznost skriningu viacerych latok U Systémovy ucinok

Q) Eticky prijatelna metéda U Mechanizmus ucinku
Naroéna validacia metédy (ECVAM) U Metabolizmus latky v Zivom organizme
Obmedzeny pocet sledovanych U Rozsiahly pocet sledovanych parametrov
parametrov O Vychodisko pre stanovenie NOAEL, LOAEL
Nejednoznacné vysledky 0O Vypocet DNEL, AEL (limit pre ¢loveka)

dany endpoint

Nepouzitel'né pre stanovenie
systémového ucinku a limitnej davky
(NOAEL, LOAEL)




Hodnota informacii o toxicite chemickej latky
REACH - Annex Xl

(1) 2 ;ﬁ; Ukl Sk ir_b Epidemiologické studie, prax - LUDIA
REG R IRRGTE

Experimentalne $tudie ,,in vivo” - ZVIERATA
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ETIKA - 3R (Replacement, Reduction, Refinement)

Spolahlivost vysledkov, Extrapolacia

(EI5AR

ALTERNATIVA (iantitaive) Structure-Jetivity e e

Hertatiunship
Pocitacové modely [i_;f,‘] = f (%)
Testy in vitro /ex vivo IN SILICO (S

Read across

Postup pri zavadzani alternativnych metod

VYVO)

VALIDACIA

Prijatie metddy pre regulacné uéely

Zavedenie do legislativy




Kvalita studii (GLP)  NIE ANO

UZK (QA)

Metodika a material OECD metdda Vniitornd ingpekeia kvality

Uskladnenie latky Meranie teploty e

Koncentracia latky Sz Analyza vzoriek N LA
—

Odber, spracovanie krvi

. Kalibracia pristrojov "
a meranie parametrov b

Primarna dokumentacia

Prenos udajov do pocitaca 6_.‘:
"
Vyhodnotenie vysledkov ""_‘ mida]
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