Noveé povinnosti
Informacie z legislativy

Registracia latok
Klasifikacia latok,
KBU,CLP,PCN, UFI



Pravne predpisy

Nariadenie EP a Rady ¢. 1907/2006 o registracii, hodnoteni, autorizacii a
obmedzovani chemickych latok (REACH)

https://echa.europa.eu/sk/regulations/reach/leqgislation

Nariadenie EP a Rady ¢. 1272/2008 (CLP) o klasifikacii, oznaCovani a
baleni latok a zmesi, o zmene, doplneni a zruSeni smernic 67/548/EHS a
1999/45/ES a o0 zmene a doplneni nariadenia (ES) ¢. 1907/2006

https://echa.europa.eu/sk/requlations/clp/leqgislation

Nariadenie EP a Rady cC. 528/2012 o spristupnovani biocidnych vyrobkov
na trhu a ich pouzivani

https://echa.europa.eu/sk/requlations/biocidal-products-
requlation/leqgislation

Nariadenie EP a Rady €. 648/2004 o detergentoch


https://echa.europa.eu/sk/regulations/reach/legislation
https://echa.europa.eu/sk/regulations/clp/legislation
https://echa.europa.eu/sk/regulations/biocidal-products-regulation/legislation
https://echa.europa.eu/sk/regulations/biocidal-products-regulation/legislation
https://echa.europa.eu/sk/regulations/biocidal-products-regulation/legislation
https://echa.europa.eu/sk/regulations/biocidal-products-regulation/legislation
https://echa.europa.eu/sk/regulations/biocidal-products-regulation/legislation

Registracia latok
= Tyka sa len CHL?

latok samotnych, aj zloZiek zmesi

— Platia eSte prechodné obdobia?

Ziadna moznost’ odsunutia - povinnost registracie pred zaCatim vyroby/dovozu
= Mam zalozeny REACH IT uzivatelsky ucet?

nutné - komunikacia s ECHA a zasielanie potrebnej dokumentacie - len

v elektronickej forme cez chraneny ucet (tiez pre CLP notifikaciu a PCN)

— Mam latku pred-registrovanu?
povodna pred-registracia latky umozriuje vidiet SIEF a okamzitu komunikaciu s LR,
pre ne-predregistrovanu latku je nutné podat Ziadost — tzv. ECHA inquiry (Cislo je uz
pozadované aj pri predaji LoOA)
— M4 méj dodavatel z mimo EU vykonanu registraciu?
vyhradny zastupca (OR), re-import — poZadujte uplné registracné ¢islo a meno OR
= Sledujem e-maily od ECHA?

hodnotenie dossierov ECHA, zmeny v klasifikacii registrovanej latky, up-date
dossieru veducim registrujucim — mozné dodatocné povinnosti



Registracia latok

—lde o vyrobu alebo dovoz?
pri dovoze do EU Jje mozné, Ze dodavatel latku registroval
—=Mobzem uplatnit vynimku z registracie?
Je potrebné doésledne overit tuto moznost' v legislative
—Kedy dosiahnem limit V/D pre povinu
reqistraciu (ivrok)

—Kolko mam casu? (registracia CHL= cca 3 mesiace prace
pre ¢lena spolo¢ného podania)

:>Aky objem /D dosiahnem?(vyber vhodnej tonéze pre

zakupenie LoA)

—=Som maly da Stredny pOdnlk? (mozZnost znizeného
poplatku ECHA, povinnost poskytnutia dokumentacie)



Uz ziadne prechodné obdobia

Ziadne udaje, Ziadny trh

Clénok 5
S vyhradou Clankov 6, 7, 21 a 23 sa latky ako také, latky v pripravkoch alebo
vo vyrobkoch v

SpoloCenstve nesmu vyrabat’ ani uvadzat' na trh, pokial neboli
registrovane v sulade s prislusnymi ustanoveniami tejto hlavy, ak sa to
pozaduje.

Clanok 6
Vseobecna povinnost’ registrovat’ latky ako také alebo latky v zmesiach
1. S vynimkou pripadov, ked toto nariadenie ustanovuje inak, kazdy vyrobca
alebo kazdy dovozca dovazajuci latku ako taku alebo v jednom, alebo

viacerych zmesiach v mnozstvach 1 tona a viac rocne prediozi agenture
ziadost’ o registraciu.




Vynimky z registracie?

v' Dbkladne overte moznost’ vynimky

v' Dbajte, aby odévodnenie vynimky bolo v sulade s charakterom vasSej latky a striktne
v zmysle znenia zakona a tiez akceptovatelné pripadnou kontrolou

Zly odhad = riziko vypadnutia z trhu a hrozba pokuty!

Pozor na ,,dobrych radcov*!
Vyuzite ,,pomocnych asistentov* na stranke ECHA a CCHLP!
Sledujte striktne definicie!

Mozné vynimky:

« latky z Prilohy IV aV

* neizolované medziprodukty

« polyméry (Pozor! monomeéry, aditiva a iné primesy nie su vo vynimke)

* Ucinné latky biocidnych vyrobkov (nie vSak ostatné zloZKy)

PPORD (max na 5 + 5rokov, dbkaz o pouZiti na vyskumné ucely, nutné dolozit zoznam
odberatelov a ich deklaraciu o pouZiti na vyskumny ucel, formular v IUCLID 6, spoplatnené)

* aktivne latky vo farmacii (API) — nie vSak medziprodukty, z ktorych sa vyrabaju!

« aditiva do potravin a krmiv — neplati, ak su pouZzité aj v inej oblasti — detergenty
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Q&A ECHA

Je nasledny uzivatel alebo distributor v sulade s Nariadenim REACH
povinny overit status reqistracie latky, ktoru uvadza na trh ako taku
alebo ako sucast’' zmesi?

1. Nasledni uzivatelia alebo distributori musia overit’ status reqistracie
latky, ktoru uvadzaju na trh ako taku alebo ako sucCast zmesi, aby boli v
sulade s ¢lankom 5 Nariadenia REACH....

2. Vyrobcom a dovozcom latok sa odporuc¢a komunikovat’ s naslednymi
uzivatefmi alebo distributormi Ci a kedy maju zamer latku registrovat' .....

3. Ak uz latka bola registrovana, je dana povinnost komunikovat’
registracné Cislo pozdlz dodavatelského retazca smerom dolu:

v' v sulade s élankom 31 (prostrednictvom KBU) alebo
v' s ¢lankom 32 (ak KBU nie je pozadovana)

KBU oddiel 1.1.: Identifikator produktu
- pre latky podliehajuce registracii sa uvedie registracné Cislo, komerc¢ny nazov, iné
nazvy, synonyma a pod.




Ak latka bola registrovana:

Dodavatel chemickej latky ma:

®@ povinnost uviest’ registracné cislo

@ uviest identifikované pouzitia latky s odkazom na
prislusné expozicné scenare

Dodavatel chemicke| zmesi ma:

®@ povinnost uviest registracné cCisla zloziek do
oddielu 3 KBU

Pouzivatel’ chemicke| latky/zmesi:
® ziska informacie o pripustnych pouzitiach latky
Pouzivatel chemickej| zmesi:

® overi si, ¢i dodavatel latky/surovin pre pripravu
zmesi splnil zakonnu povinnost’ registracie




2-methyl-ZH -isothiazol-3-one

Regqulalary prace=s namex 2 Tranzlal=d names 15 [UPAC namex 1] Qiner identifemis 2

Substance identity Hazard classification & labelling

EC / List no.: Z20-239-5 2

CAS no.: 2632-20-4 @ ’

Nangear! According to the harmyonised classification and labelling
[ATP1Z) approved by the European Union, this substance is fatal if
inhaled, iz toxic if swallowed, is toxic in cortact with skin, causzes
CH, severe skin burns and eye darmmage, is very toxic to aquatic life, is

| very toxic to aquatic life with long lasting effects, causes serious aye
9 darnage and rmay cause an allergic skin reaction,

o ‘\5

mMol. formaula: C4HSH OS

Ahout this substance

This substance is rmanufactured andfor irmported in the European Economic Area in 10 - 100 tonnes per year,

This substance is used by consurners, by professional workers (widespread uses), in formul ation or re-packing, at
industrial sites and in rRanufacturing.

Biocid al Uses

This substance is approved for use as a biccide in the EEA andfor Switzerland, for: preservation for liquid sy sterns,
cortrolling slimes, preservatbion for working f cutting fluids,

Thizs substance iz being reviewed for use az a3 biocide in the EEA andfor Switrerland, for: product preseruation.
Consum er Uses

This substance is used in the following products: cosmmstics and personal care products, fertilisers, plant protection
products and perfurnes and fragr ances.

Cther release to the environment of this substance is likely to occur frormm: outdoor use as processing aid and indoor
use as processing aid,

Puticle service life

ECHA has no public registered data onthe routes by which this substance is rnost likely to be released to the

environmert, ECHA has no public registered data indicating w hether or into which articles the substance might have
been processed, ...

Key datasets

= 0

Properties of concem

Skin sensitizing

How to use it safely

= EZHA has no data fromn registr ation
dossiers on the precadtionary rmeasures
for using this substance,

m Guidance on the safe use of the substance

prowided by rmanufacturers and immporters
of thiz substance,

Abaul [NFICARD - Lasl u plal=a: 20005 2015

Erief Profile REACH registerad L Biocidal active PACT tool

substance factsheets I ertory substance facktsheests




Registrants /Suppliers of the substance openall  tlose all

-“ Registrants { Suppliers - ACTIVE

Latest dossier received

Registrant / Supplier details 2009 2010 2011 2012 2013 2014 2015 2016 2017 2018 2019

SIGMA-ALDRICH CHEMIE GMBH Riedstrasse 2 89555 Steinheim Germany X

Specialty Electronic Materials Netherlands B.V. OR-6 Herbert H. Dowweg 5 X

4542NM Hoek Metherlands

THOR GmbH Landwehrstrasse 1 D-67346 Speyer Rheinland-Pfalz Germany X
Administrative data openal  close all

-“ Registration numbers - ACTIVE

o M-2120764690-50-0000 o ¥1-2120764690-50-0001 » 1-2120764690-50-0002



Klasifikacia

Pre chemické latky platia dva druhy klasifikacie:
harmonizovana klasifikacia
notifikovana (oznamena) klasifikacia

« vSetky spbsoby klasifikacie latok su zverejnené v Zozname klasifikacie a
oznacovania (C&L Inventory)

-+ harmonizovana klasifikacia CHL je vysledok dohody CS a
komitologického postupu a je uvedena v Prilohe VI nariadenia 1272/2008
CLP (Pouzitie harmonizovanej klasifikacie a oznacenia je povinné)

« notifikovana klasifikacia je poskytnuta V/D na zaklade ich dostupnych
informacii o nebezpefenstvach CHL

« klasifikacia 1 latky sa méze odliSovat’ od réznych dodavatelov a tiez od
harmonizovanej klasifikacie

Klasifikacia latky v KBU wvzdy musi byt v sulacde
s wiclajmi
v Zozname klasifikacie a oznacoevania
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Klasifikacia latok

harmonizovana klasifikacia latok - zivy proces
nove ,zapisy® HK v Prilohe VI (1272/2008)
nove specificke limity/Specifické ATE

nove nebezpeéenstvé (mézu vyzadovat dodatocéné
opatrenia na pracovisku — napr. STOT RE 1)

pozor na specifické limity pri klasifikacii zmesi
pozor na specifické podmienky pre schvalené

biocidne ucCinné latky meézu savisiet so specifickymi
limitmi)



Oznamenie klasifikacie latky (CLP notifikacia):

 €l.39 a 40 Nariadenia 1272/2008

 vyrobca alebo dovozca alebo skupina vyrobcov alebo dovozcov, ktori uvadzaju latky na trh EU

»  vSetky latky_zo zoznamu EINECs, NLP a zloZky zmesi nad limit pre klasifikaciu

« tiez latky, ktoré boli vynaté z registracie REACH (latky vo vynimke — priloha V, polyméry klasifikované
ako nebezpecné)

*  bezlimitu (< 1t/rok)

* 0znamena klasifikaciu je nutné pouzivat' — v KBU, na etikete

. Podanie oznamenia priamo ECHA - prostrednictvom uzivatelského u¢tu REACH-IT

* on-line (jednoduchSie podanie, priamo kontrolované)

« vo formate IUCLID6 (povinné v pripade up-date klasifikacie)

Do jedného mesiaca po uvedeni latky na trh !

V pripade zmeny klasifikacie latky po podani CLP notifikacie je nutné)
v podat’ up-date notifikacie (opdtovne podat oznamenie so zmenenou klasifikaciou — len cez IUCLID
v" novu klasifikaciu uvadzat’ v KBU resp. na etikete balenia

Vynati z povinnosti

« nasledni uzivatelia (vyrobcovia zmesi, distributori a vyrobcovia vyrobkov)

« registrujuci latky (v ramci reqgistracie sa podava resp. pripaja ku klasifikacii — v tomto pripade
*  vyrobcovia, ktori neuvadzaju latky na trh




— Harmonised classification - Annex VI of Regulation (EC) No 1272/2008 (CLP Regulation) S peC ifi C ke ATE

General Information

Index Number  EC [/ Listno. €»  CAS Number International Chemical Identification

nicotine (IS0)

614-001-00-4  200-193-3 54-11-5 o . .
3-[(25)-1-methylpyrrolidin-2-yl]pyridine

ATP [nserted / Updated: CLPOO/ATP10 €
CLP Classification [Table 3)
Classification Labelling Specific Concentration limits, M-Factors, Acute Notes

. _ Toxicity Estimates (ATE)
Hazard Class and Hazard Statement | Hazard Statement Supplementary Hazard Pictograms, Signal Word

Category Code(s) Code(s) Code(s) Statement Code(s) Code(s)

Acute Tox, 2 H300 H300 GHS09 inhalation:
GHS06 ATE = 0.19 mg/L (dusts/mists)
Acute Tox, 2 H310 H310 Dar dermal:
Acute Tox, 2 H330 H330 ATE =70 mg/kg
oral:
Aquatic Chronic 2 H411 H411
Signal Words Pictograms

29 BP¥H19 27




Nariadenie 1480/2018 zmena v harmonizovanej klasifikacii

613-167-00-3 |teaction mass of S-chloro-2- | — 55965-24.0 Acute Tox. 3 (%) [H331 FH206 H331 Skin Corr. 1B;
methiyl-4-isothiaz oline 3-one Acute Tox. 3 (%) |H31L FHE05 Hil1 H3l4: ¢ =
[EC no. 247-500-T] Acute Tox. 3 (%) | H30L FHE09 Him 06 %
and Z-mettel 25 -isothiazol-3- Jkin Cor. 1B Hil4 Dgr H314 Skin Imit. I,
mne [EC o, 220-239-6] (3:10; Skin Fens. 1 H317 H317 H315: 006 %
teaction tmass of S-chloro-2- Arpatic Acute | H4na H4ln =206 %
tethiyl-4-igothise oline 3- one Avcpuatic Clronic 1 [ H410 Eye it 2
[EC no. 247-500-T] H319: 0,06 %
atd  2-methylddsothiazolite 3- L0206 %
ote [EC no. 220-239-6] (3:1) Skin Sens. 1,
H3l7: © =
00015 %

EC f List no.

Index Mumber CAS Number International Chemical Identification

613-167-00-5 EEOG5-84-0 reaction mass of 5-chloro-2-methyl-2+-isaothiazol-3-one and 2-methyl-2~-isaothiazol-3-one (3:1)

ATP Inserted / Updated: CLPOO/ATP13
CLP Classification (Table 33

Classification

Hazard CJlass and

Hazard Staternent

Hazard Staternent

Labelling

Supplementary Hazard

Pictograms, Signal

Specific Concentration limits, M-Factors, Acute
Toxicity Estimates (ATE)

Category Code((s) Codeis) Code(s) Staternent Codels) Word Codels)
GHS09 Eye Dam. 1: C = 0,6 %
foute T - GHSO05 Eye Irrit. 2; H319: 0,06 9% £ C < 0,6 %%
Fute o, GHS06 Skin Carr. 1C: C 2 0,6 %
Arute Tow. 2 H=z01 H201 Crgr Skin Irrit, 2; H316: 0,06 % < C < 0,6 %
Skin Sens. 1A; C = 00,0015 %
Skin Corr, 1C HZ14 H314
Eve Dam. 1 H318
M=100
Skin Sens. 14 HZ17 HZ17 FM{Chronici= 100
Acute Tow. 2 H330
Agquatic Acute 1 H<00
Agquatic Chronic 1 H410 H410

24.9. 2019
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Zmena z notifikovanej na harmonizovanu klasifikaciu

Surnrnary of Classification and Lakelling

Harmonised classification - Annex VI of Regulation (EC) Mo 127272002 (CLP Regulation)

General Information

Indéx Nurber EC F Lizt na, £AS Number Tnterdational Chemical Tdentification

£13-326-00-9 220-239-6 2682-20-4 2-rrethylisokhiazal-3(24) -one

ATP Inzerted / Updated: ATP12

CLP dassification (Table 3)
Cliaification Labelling Specific Concentration limits, M-Factors, Acute Taxicity Eatimates (ATE} Nate
Haza1d Clasz and Calegary Code(s)  Hazad Slalemenl Code(s] | Hazad Slalement Code(s) Supplementary Hazad Slalemean | Code(s] Piclagrams, Signal Waia Cades)

Aot Too, 2 H201 H201 EUHO7L GH309 Skin Sens 14 H317: C = 0,0015 %

GHI0S
Aot Too, 2 H1 Hz11 GHI0E
Skin Carr, 18 H314 H314 Dar M=10

M chronic)=1
EveDam 1 H18
Skin Sens 14 Hz17 H217
Aoute Too, 2 HZ20 Hzz20
Aguaic Aoske 1 H400
Aquatic Chramic 1 H410 H410
Signal Wards Pictiograms

Cranger E é

Erwir onrnent Corrosion Skull znd crossbones



General Information

204-271-1 Anthracens

Matified classification and labelling according to CLP criteria

Mot Classified 4
E Irrit, 2 Hz12 Hz12 GHS07 355 e
itk Wing detailz
Skin Irrit, 2 H315 H315
Skin Sens 1 H317 H317
Eye Irrit, 2 H312 H312
GHS09 .
H335 GHS07 4 =
STOT SE 3 {Respiratory HZ3S Wng details
tra,
Aguatic Acute 1 H<oo H<40o
fquatic Chronic 1 H410 H410
Aquatic Chronic 1 H410 Wiz
W'ng IUP&C M ares 2z .
M details
Skin Irvik, 2 Hz215 HZ315 SGHSOF Wi
IUP&C M oarmes 1 .
Aquatic Chronic 1 H410 Ha1o wing details
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WKDN&VACIE NARIADENIE KOMISIE {Eljr] 201 6}'1 31
7 1. februara 2016,

ktorym sa schvaluje CIMJITMIT (3:1) ako existujica Ocinna latka ma pouZitie v biocidnych

vyrobkoch typu 2, 4,6,11,12a13

Urmilesthiovanle oﬁetren}?ch predmetoy na trh podlieha tyrmto podmienkam:

1.

Vzrhladom na rizika pre Iudské zdravie zmesl, ktoré bBoll ofetrené zmesou
CihANI T BAIT (3: 1% alebo Ja obsahujd a umiestneng na trh na pouZitie Zlro-
kou wverejnostou, nesmu obsahovat C(MITIMMIT (3:1% v koncentracii, ktora
by wviedla ku klasifikacii do kategdrie koZny senzibilizator, polkial expozicil
nemofZznoe rzabranit inym spdscbom alke nosenim osobnych ochrannych
prostriedlocy.

Vrhladom na rizika pre ludskée zdrawvie tekuté Sistiace prostriedly,
ktoré boli ofetrend zmescu C(MRIITIMIT (3:1) alebo ju obsahujd a umieast-
neng na trh na poufitie profesiconalnymi pouZivatelmi, nesmu obsahowvat
CinARITYRATT (3:1% v koncentraci, ktora by wiedla g klasihikacy do katege
rie koZzny senzibilirator, pokial expozicil nemofno zabranif inym spdso-
Bom ako nosenim osobnych ochrannych prostriedlow.

Vzrhladom na rizika pre Iudské zdravie zmesl, ktoré bBoll ofetrené zmesou
CiRAGITIMIT (3:1) alebo ju obsahupd, iné ako tekuté Estiace prostriedlky,
a umilestnené na trh na pouZitie profesionalnymi pouZzivatelmi, nesmu ob-
sahovat C{MMIT/MIT (3:1% v koncentracil., ktora by wviedla loa klasifikacil do
kategdarie kofny senzibilizator, pokial expozicill moZno zabramit., a to aj
nosanim oscobnych ochrannyveh prostriedk oy,

osoba zodpowvedna za umiestnenie na trh predmetu, ktory bol ofetreny
srmesc CIAMMITIMIT (3:1% alsbo ju cbsahuje, zabezrpesdi, aby ornadenis da-
ného oifetrenéheo predmetu obsahowvalo informacie uvedenéd v Slanku S8
ods. 3 druhom pododseku nariadenia (EUY 20 5282012,



Karta bezpecnostnych udajov

+» Mam aktualnu KBU?

(platnost/aktualnost KBU nezavisi od datumu, ale od platnosti tdajov —
legislativa, prvky oznacovania, klasifikacia zloziek....)

+» Poslal som KBU na NTIC?

(dblezité overit— moznost odsunutia povinnosti nahlasovania tdajov v
sulade s prilohou VIl od 1.1.2020)

“* Su zlozky v KBU klasifikované v sulade so
Zoznamom klasifikacie a oznacovania? (povinnost)
*» Maju zlozky uvedené spravne registracne Cislo

(mbze byt uplné a tiez neuplné — nutné overit na ECHA a
komunikovat)

Dualna klasifikacia v KBU je uz nepripustnal




Q&A 0238

AK je etiketa spracovana v sulade s legislativou krajiny

mimo EU, ktora implementovala GHS, mbze byt v ramci
EU akceptovana?

V EU moézu byt akceptovaneé len etikety,
ktoru su v sulade s pravidlami

Nariadenia CLP.

To znamena ze musia byt respektované pravidla
ustanovené v Hlave Il a v Prilohach | —V. 1272/2008



Ktoré zlozky zmesi musia byt uvedené na etikete balenia?

3. W pripade zmesi obsahuje identifikator vwrobku teto tadaje:

Clanok 18.3

a) obchodny nazowv alebo ormadenie zmesi a

b) identitun wviEetkvech latok v zmesi. ktoré prispievajint ku klasifikacii
Fzmesi, pokial’ ide o akdatnu toxicitu, Heravost pre koFu alebo
vaFne poikodenie zraku. mutagenitu pre zFarodoéné bunky., karcino-
genitu. reproduk énmi toxicitu, respiraént alebo koZnmi senzibilizaciu,
toxicitu pre Epecificky cielovy orgian (STOT) alebo aspiraénni nebez-
peénost.

Ak by tato poFHiadavka v pripade uvedenom w pismene b)) wviedla
k uvadzaniu wviacervch chemickyveh nazvowv., stadia najviac Styvri
chemické narvy, s vynimkou pripadu. ak je na vystihnutie charakteru
a zavanosti nebezpedenstva potrebné uviest wviac ako Etvri narzvy.

If a mixture contains more than four substances contributing to the classification of the mixture, which
substances should be identified on the label?

Article 18¢3) of CLP provides that the identity of all substances in a mixture that contribute to the classification of the mixture in certain hazard classes must be
given on the label. & maximum of four chemical names are to be included, unless more are needed to reflect the nature and severity of the hazards.

There are no strict rules on how to decide which substances should take precedence to be named on the label, but the following may help in the selection.

Fof non-additive health hazards){e.g. germ cell mutagenicity, cardnogenicity, reproductive toxicity, respiratory or skin sensitisation and spedfic target organ
toxcity cateqories 1 and 23, all ingredients which are present in the mixture aodve the generic or specific concentration limit should be considered as “primarily

responsible for the major health hazards" within the meaning of Article 18{3%b} CLP and included on the label,

For the additive health hazardsfmentioned in Article 18 {33(b) CLP {e.g. goute toxicity, skin corrosion, serious eve damage, specific targef organ foxicity

category 3 and aspiration hazard), all ingredients which are presentin the mixture above the generic or spedfic concentration limits should be included on the
Tohel. However, where mere are several ingredients contributing to dassification for one hazard endpaint, anly the ingredients prim arily contributing to the
classification, for example, those dosest to the GCL or SCL, need o be included on the label, and thus the names of other ingredients with limited contribution
to the classification are notrequired.

In addition, specific labelling rules apply to mixtures containing skin and respiratory sensitisers, See annex I Table 3.4.3 and annex II, point 2.8,



Musi byt distribttor uvedeny na etikete?

Is a supplier always required to provide their contact details on the label?

Yes they are. CLP Article 17 (1) (a) states that the name, address and telephane number of the supplier(=) must be included on the label, Furtherm ore, as stated in Artide 4
(4}, a supplier must ensure that a hazardous substance or mixture is |abelled and packaged in accordance with Titles IIT and IV of the CLP Regulation, before pladng it on
the market.

In principle, there can be mare than one supplier of the same hazardous substance or mixture in the supply chain at the same time, This can be the case, for example,
when a hazardous substance or a mixture containing hazardous substances has been supplied to a distributar, who then supplies it to third parties, If the distributar then
changes the pau::kaqmq to 5uc:h an extent that the label elements set out in CLF' Article 1?‘ hawe to be d|5plaﬁ,red differently than on the original label /pack aging supplied, then
ler. In this scenario, the distributor has taken on the

responsibility fur repackaging and re-| Iabellmg of the substance or mixture,

[T distributors do naot change e packagqing or labelling, then they do not need 10 add their contact detalls o the [abel nor replace the contact informaton ot their supplier,
The distributars may however do soif they wish to,

When a supplier changes the languagesis) displayed on a label, they become responsible for the correct translation of the label content. Thus, they should add their contact
details to the contact details of the supplier wha issued the original label,




Novy systém predkladania
informacii



Clanok 45 Nariadenia 1272/2008 CLP a
§6 Zakona €. 67/2010:
* povinnost poslat kazdu KBU na NTIC

Doplneny Clanok 25 — ods.7 Nariadenia 1272/2008:

Ak podla prilohy VIII predkladatel vytvori jednoznacny
identifikator vzorca, musi byt uvedeny na etikete...

Doplnena Priloha VIII:

 elektronické podavanie informacii NTIC v
predpisanom formulari

 jednoznacny identifikator vzorca (UFI)
* uvedenie UFI na etiketu balenia



Priloha VIII
Harmonizovane informacie suvisiace s reakciou na
ohrozenie zdravia a preventivnymi opatreniami

1. Uplatinovanie
Dovozcovia a nasledni uzivatelia uvadzajuci na trh zmesi

» na spotrebitel'ské pouzitie: su povinni dodrziavat sulad s touto prilohou
od 1. januara 2020

» na profesionalne pouzitie: su povinni dodrziavat sulad s touto prilohou
od 1. januara 2021

» na priemyselné pouzitie: su povinni dodrziavat sulad s touto prilohou
od 1. januara 2024

Dovozcovia a nasledni uzivatelia, ktori predlozili informacie o
nebezpeénych zmesiach organu ustanovenému v sulade s ¢lankom 45 ods. 1
pred datumami uplatnitefnosti .... nie su v pripade uvedenych zmesi povinni
dodrziavat’ sulad s touto prilohou do 1. januara 2025.




Predkladanie informacii o zmesiach

generovanie kodu UF| — novy prvok
oznacovania spravny format je napr: YVIK-
3J9A-G209-C2T7 (generujete sami)

predlozenie informacii — PCN Portal
informacia o uplnom chemickom
zlozeni zmesi (IUCLIDG6, on-line, XML)

harmonizovany systém kategorizacie
vyrobkov (EuPCS)



Upozornujeme, ze skor, ako sa na komunikaciu v
dodavatelskom retazci namiesto informacii o zmesi
pouzije UFI, toxikologické centra uz musia poznat
tento identifikator ako sucast predlozenia!
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Zhrnutie

Chemické latky:
registracia (V/D)
CLP notifikacia (uvedenie na trh EU)
SVHC?
KBU (+ES) + etiketa (zaslanie na NTIC)
zmeny v Klasifikacii
hemické zmesi:
registracne cisla zloziek
identifikované pouZitie
CLP notifikacia pre zlozky pri dovoze zmesi
Obsah SVHC latok
KBU + etiketa (zaslanie na NTIC)
PCN portal - hlasenie udajov ECHA (od 1.1.2020)

AU NI N N N NP B N Y N



Zhrnutie
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typ pouZitia

registracné cisla zloziek a CLP notifikacia pre zloZky pri dovoze zmesi
ucinna latka (vynimka z registracie) - status autorizacie

podmienky chvalenia a pouZzivania ucinnej latky

registracia v prechodnom reZime a jej sledovanie (test ucinnosti)
osetreny vyrobok — vhodnost ucinnej latky a podmienky povolenia
KBU + etiketa (zaslanie na NTIC — sucasne s registraciou)

Detergenty:

SN XX

podmienka biologickej odburatelnosti tenzidu
dodatocny dokument: Zoznam zloziek

dodatocné udaje na etikete (Priloha VIl nariadenia: tentzidy, iné uréené zlozky,
alergénne parfumy, ¢.tel. na NTIC)

KBU + ZZ + etiketa (zaslanie na NTIC)
registracné cisla zloziek a CLP notifikacia pre zlozky pri dovoze zmesi



Dakujem za pozornost

www.euroleg.sk

euroleg@mail.t-com.sk
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