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KANONIZMOZ REACH
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«NopuoO¢eoia ue mapeABov, mapov kait HEAAOV...»
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REACH TIMETABLE

207 2008 2009 2010 201 202 203 2014 2015 2018 2017 203

RE&ACH takes effact

Registration’ ? R50/53 substances® (> 100 t/a)
3 CMR substances* (=1 t/a) @
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substancess substances® : substanceass
i=1 n0n tial (100-1,000 1/a) - (1-100 tfa)
- - -9 - - L "

1 New substances > 1 metric ton/year
2 Phase-in substances > 1 metric ton/year

3 R50/53 substances: “highly toxic to aquatic organisms” and “may have long-term harmful effects in bodies of water”

4 CMR substances: carcinogenic, mutagenic or toxic to reproduction

5 Phase-in substances: predominantly old substances listed on the EINECS inventory (European Inventory of Existing Commercial
Chemical Substances on the market before 1981)




[MPO-KATAXQPIZH

EmtpeEnetal:

a) otav n mapaywyn/elcaywyn yivetal yla mpwtn gopd amo tnhv
yneon tou Kavoviopou (2007) kat

B) yla £TNCLEC TAPAYOHEVEC/ EICAYOUEVEC TTOCOTNTEC 1 - 100 tn (OXL
yla CMR kat N R50/53 katda DSD, n H 400 kat H410 kata CLP).

YmoBaAAetai:

a) EVIOC 6 UNVWY Ao TNV NHEPA TTPWTNG El0AYWYNS/ TAPAYWYNGS Kal
B) Eva XpOvo TPV TNV KATAANKTIKN NHEPOUNVIA KATAXwWPLoNE TNG
ouciac (TPakTiKa OnNAadn EMITPEMETAL N TTPO-KATAXWPLON HEXPL KAl
31/05/2017).




[MPO-KATAXQPIZH

Who is responsible? Legal entity (Trapaywyog,
eloaywyéag, only representative)

Tonnage band = 1ty

\What to Pre-register?

> E&aipeon atro Tnv Kataxwpion

- 21oi1x€ia NG ouoiag (IUPAC, EINECS,
CAS and CAS Number, other-trade name,
abbreviation)

Data for Pre-Registration |———
- 2TOIXEIA ETTIKOIVWVIAG

- Tonnage band kal KATAANKTIKA
NUEPOMPNVIa KaTaxwpiong

- Mapdpoleg ouoieg yia read accross




INQUIRY - AITHMA AIEPEYNHZHZ

[lvetal ywa ouocie¢ mou Oev Tmpo-kKataxwpiodOnkav n Ogv pmopouv va Tpo-
Kataxwplobouv (m.x. ywa mavw amo 100tn/y mapaywyn/ccaywyn). Amattouvral
ol IOLEC TTANPOYOPIEC PE TNV TIPO-KATAXWPLON, KABwC £TMioNg Kal avaAUcELC yia TNV
TautoTtoinon tng ouciag, Kabwg emiong Kal TUXov OeO0PEVA TTIOU Elval OTNV KATOXN
Hag.

Kata tn ouvtaén tou @akeAou Olepeuvnong, ol OuvnTIKol Kataxwpi{ovteg TPETEL
va amodidouv 0laitepn TPOOCOXN OTIC MANPOPOPIEC TAUTOTNTAC TNE OUcIiag ToU
TAPEXOUV, TPOKEIYEVOU N TAUTOTNTA TNG Ouciag, otn Hopwn HE TNV oToid
mapaockeuadetal n elcayestatl, va mpoodlopiletal pe akpiBela.

Meta tnv afloAdynon tou aitnpatog Olepevuvnong, o ECHA Bonbda tov duvntiko
kKataxwpidovta va €pOel og €ma@n HPE TOUC TPONYOUHEVOUC Kataxwpilovieg yia
AOYOUC Kolvoxpnoiag 0£00HEVWY.

Ot duvntikoi KataxwpilovieG TPEMEL vaA TEPIPHEVOUV TO AMOTEAECHA TNG
dlepelvnong TPOToU UTOBAAOUV TOUC (PAKEAOUG Kataxwplong n Eeklvnoouv
oTrolecdNTOTE OOKIPEC 0€ oTTovOUAwTA {wa.

Me tn Anwn tou inquiry number, ekiva n dladikacia registration.




REACH - the Basics:

Components of Registration:

Technical Dossier comprising:
— ldentity of the manufacturer or EU importer
— ldentity, volume and use (in-house and customer) of the substance

— Phys.-chem., tox. and ecotox. data (depending on the production volume)

(Tests have to be performed ! Obligatory data sharing of vertebrate studies
between registrants of the same substance !)

— Chemical Safety Report (substances > 10 t/yr)
— Must submit proposals for additional testing (substances = 100 t/yr)

Note -Registration applies to both hazardous and non-hazardous

substances.




REACH - the Basics:

Chemical Safety Assessment & Chemical Safety Report

Required for all substances subject to registration in quantities starting at 10
tonnes, and documents the hazards and classification of a substance and the
assessment as to whether the substance is PBT or vPVB.

A chemical safety assessment of a substance shall include the following
steps:

(a) human health hazard assessment;

(b) physicochemical hazard assessment;

(c) environmental hazard assessment;

(d) persistent, bioaccumulative and toxic (PBT) and very persistent and very
bioaccumulative (vPvB) assessment.

Any registration we make requiring a CSR will require a significant amount of
resource to carry out and compile.




REACH - the Basics:

Some ideas of costs:

Registration Fees:

Testing Costs: Likely to be
between 35,000 € (1-10
tonnel/yr low hazard
substance) up to 2,000,000 €
(> 10000 tonnelyear SVHC
substance)

Testing costs to be shared
between registrants of same
substance.

Mivaxac 1

Baowa teky

ATopuki) aiton Ko aimon
T\ yia ouaiec o€ mogotTa 1 £we 10 Tovoug 739 eupo 1 304 eupw
T\ yia ouaiec o€ mogotTa 10 éwg 100 TovOUG 4 674 eupo 3 506 supe
T\ yia ouaiec o€ mocotTa 100 éwe 1 000 Tovoue 12 501 eupe 9 376 eupo
Te\n) yia oueiec o€ mogoTTa Tdvew ano 1 000 Tovoug 33 699 cupw 25 274 evpw

Mivakac 2

Mewopsva ek ya Tig MME

Meoaia emyei- | Meoaia emyei- | Mwpr eniyei- | Mikpi) enyei- | ToAU pukpi) To\d wikpi)
pnon pnon pion pon emiyelpnon emyelpnon
(Ao ai- (Kown ai- (Atopikn ai- (Kowi a- (Atopukn ai- (Kow) ai-
man) Ton) men) Ton) men) mon)
Tehy yia ousiec oe mocomqra 1| 1 131 eupo | 848 evpo | 609 eupa | 457 eupi 87 eupw 65 eupw
we 10 tovoug
Teh yia ouclec oe mocomTa 10 | 3 038 eup | 2 279 eupw | 1 636 evpor | 1 227 eupd | 234 evpe 175 eupi
£wc 100 Tovouc
Te\) via ougiec e mogotyta 100 | 8 126 eupe | 6 094 eupd | 4 375 eupir | 3 282 eupd | 625 eupd 469 supl
gwc 1 000 tovouc
Te\ yia ousiec ot moootta mave |21 904 eupe |16 428 eupd |11 795 eupw| 8 846 eupiy | 1 685 eupa | 1 264 eupi

and 1 000 Tovouc




REACH - the Basics:

KOoTn KAataxwpionc:

- Kootog avaAucewy yld TautoToincn tng ouoiag.

- KOoTtog ayopdC (PUOLKOXNUIKWY Kdl OLKOTOEIKOAOYIKWYV
OEOOHEVWV.

- Kootog ouykpotnong Kat UToBOANC Tou (PAKEAOU
KATAaxwplongc.

- Kootog mapaBoAou.

MNapayovtec mou emNPealouV TO KOOTOC:

-Tonnage band
- Company Size




Registration 2018 - First Steps:

*ATTPOCOIOPIOTOC O aKpBAC aplBPOC TwWV KATAXWPNOEWV TOU
avagevovralt.

*ApKETEC oucie¢ Ba kataxwploBouv yia mpwin @opd (Osv E£Xouv
oploBei Lead Registrants).

*Ta kKootn Twv LoA (6nAadn yla oucieg TTou €xouv NON KATAXwPLoOEl)
EXOUV HEIWOEL aloBnTa o€ APKETEC KOLVEC OUGIEC TT.X. ACBECTOTTOATOC,
AUpwVia KAT. AVTIOETWC UTTAPXOUV TTEPITTTWOELC T.X. EUAOKApBouvo,
MOU TO KOOTOC ToUu LOA €ival amayopeUTIKO WOTE KATOlOG vd
OUMMETEXEL oTn dladikacoia tou Joint Submission.

JUPTIEPACHA:

eApeon ouUAAoyn OlaBEoluwyY OTOXEIWY Yia TNV oucia mou Oa
KATAXwWPLOOEL.

*Emikolvwvia oe emimedo SIEF

[IpocTolpacia PAKEAWY KAataxwplong.




Comparison of Deadlines:

2010
Short time frame, but well known substances
Huge amount of data, often big consortia

2013
3 years timeframe, high number of substances
Less competitors, but still consortia or LoA

2018
Longer timeframe, higher number of substances
Due to changes in portfolio early identification of substances difficult
Less data, but also less competitors or no LoA
little support by suppliers / no registration J
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Registration 2018 - First Steps:

Inventory

®

®

ldentification of substances between 1 and 100 t per year
Differentiation between own production and purchased substances
ldentification of exact volume

For purchased substances/products - contact with suppliers
Check of existing/new SIEFs

For imported products:

Existing OR or own registration as an importer?

12



Registration 2018 - First Steps:

Own registration

» Data gap analysis — most important task

» Check of existing SIEFS

» Data sharing

» Check of uses — contact with supply chain/customers

Purchased substance

» Contact with supplier- registration intended? guaranteed?

* Registration not intended?

» Support of supplier's registration, own registration, cease or
substitution?

Imported substances

* OR appointed or foreseen?

* EU supplier as an alternative available?
* Own registration needed?
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Registration - Decision making process:

Does a consortia exist or will a new one start?

Can a Letter of Access (LoA) be bought?

Cost sharing is vital! Costs depend dramatically on number of registrants

Are cost too high (cost may be a knock-out criterion)?

Cost-benefit-analysis crucial — costs of registration, testing etc. in relation
to realized profit

14



Registration - Decision making process:

Do we really need a registration for substances > 10t or could a
registration < 10 t be sufficient?

Cost differences up to 300 000 €/substance (repeated dose
and reproductive toxicity

Registration of a substance slightly above 10 t/year will be reviewed!

But: If a substance is used for the preparation or in the production
process of pharmaceuticals or pesticides neither a waive of registration
nor a change of supplier is possible!

15



Registration - Decision making process:

Which kind of registration?

1 -10 t/year / 10 — 100 t/ intermediate or full registration (Relevant data for
substances > 1 t/year available - Germany's Voluntary Action Programme of
Substances > 1 t/year) ; more flexibility by full registration

Can or should we support all uses? Exposure triggers testing!

Analysis of all uses indispensable

Check of intrinsic properties: Criteria for inclusion in candidate list fulfilled ?
Inclusion likely?

Labelling with e.g. skulls and crossbones — accepted by customers?

Registration of these substances has to be considered.
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Challenges:

* Data sharing possible?

* Volume tracking — slight inaccuracy can cause a registration in an upper
volume range

* Uncertainties
* Decision of supplier to register can be revised shortly before deadline
* Unexpected volume increase during the next years can request more data
* Registration/identification of nano materials
* Change of portfolio — not foreseeable now

Portfolio analysis is much more triggered by REACH than in the past
The smaller a substance the more difficult the decision!
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Challenges:

Registration is not the only REACH business

Monitoring of Substance Evaluation
Authorisation processes started (e.g. aprotic solvents)

Update of existing dossiers as a continuous duty — every change of a tonnage
band or update of tox studies requires an update of the whole dossier (new

guidance, new IUCLID system...)

Registration 2018 started in June 2013
An internal deadline was set by end of 2016
BUT: Volumes, uses, decision on registration will be revised again in 2017

Contracts with suppliers have to be checked

J
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P Conclusions

://echa.europa.eu/reach-2018/know-your-portfolio
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