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e nafizeni ¢.440/2008 v platném znéni

e jiné zkusebni metody — pr.XI

souladu s mezinarodnimi postupy

e ekotoxikologické a toxikologické zkousky a analyzy - v souladu se

zasadami SLP

e ekotoxikologické a toxikologické zkousky a analyzy - v souladu s €l.13

narizeni REACH

e zkousky zameérené na fyzikalni nebezpecnost — v souladu s prislusnym

uznanym systémem jakosti nebo laboratoremi, které dodrzuji prislusnou
uznanou normu
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e meziprodukt izolovany na misté 1-100 t/rok

e meziprodukt izolovany prepravovany 1-100 t/rok

» vesSkeré dostupné existujici informace
* prisné kontrolované podminky

e |atka vyrdbénd/dovaziend

e pr.VI+ oddil 7 pt.VII (fyzikdlné chemické vlastnosti)

e |atka vyrdbénd/dovaziend

e« pEVI=VII
e |atka vyrdbénd/dovaziend
e pEVI=VIII

* nafrizeni ¢. 2016/863
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Informacni pozadavky

Priloha VI

State of the substance at 20°C and 101,3 kPa

Melting/freezing point
Boiling point

Relative density

Vapour pressure

Surface tension

Water solubility
Partition coefficient n-octanol/water
Flash point

Flammability

Explosive properties

Self ignition temperature
Oxidizing properties
Granulometry
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Skin irritation/skin corrosion in vitro
Eye irritation in vitro

Skin sensitisation

Mutagenicity — Ames test

Acute toxicity oral

Short-term toxicity on invertebrates

Growth inhibition study (algae)
Ready biodegradability
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Priloha VIII

Informacni pozadavky

Skin irritation/skin corrosion in vivo

Eye irritation in vivo

Mutagenicity in vitro
e Cytogenicity study/Micronucleus study
e Gene mutation study

Acute toxicity dermal/inhalation

Repeated dose toxicity study (28 days)

Screening for reproductive/developmental toxicity
Combined study OECD 422

Toxicokinetics

e Short-term toxicity on fish
e Activated sludge respiration inhibition study
e Hydrolysis as a function of pH

e Adsorption/desorption screening
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Priloha lll

latky, u kterych se predpoklada, ze mohou splnovat <##
* kritéria kategorie 1A nebo 1B klasifikace CMR nebo;;-;-_",
e kritéria pro identifikaci PBT nebo vPvB latek (pf.XIll)
latky

e se Sirokym nebo rozptylenym pouzitim — smési nebo
predméty pro spotrebitele a

* u kterych se predpoklada, ze mohou splnovat klasifikacni
kritéria pro ucinky na zdravi nebo zivotni prostredi
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Priloha lll

e seznam vytvoreny ECHA (64 899 zaznamu)
* vysledky modelu (Q)SAR -
e verejne dostupné databaze s experimentalnimi udaﬁd/

e |UCLID®6
e |UCLID Section 14 — Annex Il Checklist

e Template REACH Registration 1-10 tonnes, physicochemical
requirements

e Validation assistant
e prokazani, ze latka nespliuje kritéria pr.1l|
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e Literarni reserse
e zjiSténi dostupnych informaci
* nutna pred testovanim na obratlovcich
* Data waiving
e zjiSténi potrebnych informaci pro registraci
e vlastnosti latky
e sloupec 2 pf. VII-X
e prXi
e Data gap analysis
e chybéjici informace
e navrh postup testovani
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Robust study summary
e struktura RSS — migrace z IUCLID 5.6

e Reliabilita
Data waiving
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-l: Select picklist values . " ﬂ
P

=
T a =screening study for reproductive/developmental toxicity does not need to be conducted b there is evid from i information on structurally related substances, from (Q)SAR estimates or
from in vitro methods that the e may be a toxicant - [study scientifically not necessary / other information available]
Remarks:

[~ the study does not need to be conducted because an extended one-generation reproductive toxicity study is available - [study scientifically not necessary / other information available]

Remarks:

= the study does not need to be conducted because a two- (or multi-} generation reproductive toxicity study is available - [study scientifically not necessary / other information available]

Remarks:
" = the study does not need to be conducted a pre-natal toxicity study is avaiable - [study scientifically not necessary / other information available]
|
Remarks:
[ the study does not nesd to be conducted because the substance is known to be a genotoxic carcinogen and appropriate risk management measures are - [study sc not necessary /

other information available]

Remarks

[ the study does not need to be conducted because the substance is known to be a germ cell mutagen and appropriate risk are - [study scientifically not necessary / other
information available]

Remarks

[~ the study does not need to be conducted because relevant human exposure can be excluded as demonstrated in the relevant expi - e considerations]

Remarks

[~ the study does not need to be conducted because (i} the is of low activity (no of toxicity seen in any of the tests available), (i) it can be proven from toxicokinetic data that no

systemic absorption occurs via relevant routes of exposure (e.g. plasma/blood concentrations below detection limit using a sensitive method and absence of the substance and of metabolites of the
substance in urine, bile or exhaled air) and (iii} there is no or no significant human exposure - [exposure considerations; study scientifically not necessary { other information available]
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1

Informacni pozadavky

IUCLID Section 1.4 Analytical information (pr.VI)

latka jako takova
meziprodukt pouze v pripadé Inquiry dossieru

potvrzeni struktury latky — spektralni udaje
UV/VIS, IR, 1H NMR, 13C NMR, MS

potvrzeni slozeni latky
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XRD, XRF, AAS

GC, HPLC
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* |UCLID Section 1.2 Composition
e LR -boundary composition (SIP)
e UVCB latka — popis (description)

e zdroj
e reakéni kroky/mechanismus
e parametry procesu
* pouzitd rozpoustédla/Cinidla
e |UCLID Section 1.3 Identifiers
e predregistracni Cislo — neni povinny udaj v IUCLID 6
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e |UCLID Section 3 Manufacture, use and exposure

 Endpointy pro jednotliva pouziti

e 3.1 Manufacture (IUCLID 5.6) - zruSena

e 3.5.1 Manufacture
e |UCLID Section 13
e CSRpartA
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I_‘—jﬁ 3 Manufacture, use and exposure

- @l 3.2 Estimated quantities

-l 33 Sites

E 3.4 Information on mixtures

(= ﬂ 3.5 Use and exposure information

----- E 3.5.0 Use and exposure information relevant for all uses
Eﬁ 3.5.1 Manufacture

@ Manufacture 001

Bﬁ 3.5.2 Formulation or re-packing
@ Formulation

-l 2.5.3 Uses at industrial sites

----- . Use at industrial site - Conversion of thermal paper

----- . Use at industrial site _ Coating of paper

----- E 3.5.4 Widespread uses by professional workers
----- E 3.53.53 Consumer uses

G-l 3.5.6 Service life

[ E 3.8 Uses advised against

E 3.7 Environmental azsessment from aggregated sources

[ E 3.9 Emizzions information

E 3.10 Application for authorizsation of uses
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e propojenis CHESAR
e pouze pres webové rozhrani aplikaci
e nastaveni aktualniho LEOX (working)

e User management
* Read across
e propojeni na RSS studie, na kterou se odkazuje

. . . -4 weuo 6v1.00 . e
e Validation assistant e i ‘
—[Home] ™
Main tasks Administration

=
L]
é Mixture / Product Template e — Usermanagement  Import Bulk export
Substance ﬁ‘ D DDDDDD
ory Annotation

Inventories

B o

Valdation assistant
e @
o e
Legal entity Legal entity site Reference substance < B X o
“ 1 Z I . Ce E
2= = :
i — L] L ] Dissemination preview Fee calculator Help
re

Contacts Chemical inventories Literaturs reference
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Dékuji za pozornost !
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