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Priprava na predkladanie
udajov v nadnarodnej
spolocnosti - systémova
integracia (Priloha Vlil CLP)

Maros FilCak
Liptovsky Jan, 26.09.2019




® Regional centers

@ Selected sites

@ \erbund sites

@ Selected research and development sites
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Automotive & Consumer Construction &
Transport products Housing

Electric & Energy & Health &
Electronics Resources Nutrition
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Operational divisions (ODs)

Performance Functional

Chemicals Products Materials & Solutions

W Petrochemicals ® Dispersions & Catalysts
® Monomers Pigments ® Construction
® Intermediates W Care Chemicals Chemicals
B Health & B Plastics
Nutrition [ Coatings

B Chemicals

Agricultural
Solutions

® Crop Protection

® Oil and Gas
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Priloha VIll Nariadenia CLP
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InpusTRY Users MixTures UFI Probucts HarmonISED
Submitter details » Classification and labelling 16 characters « Consumer/professional/industrial New format
« Toxicological information « Packaging type/size
« pH, form, physical state = Product category
« Colour

» Mixture composition

B UFI — Unified Formula Identifier — Jednoznacny identifikator zmesi
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Informacneé poziadavky

Oddiel Detaily

Identifikacia produktu Obchodné meno, Iné mena, Unique Formula Identifier, Iné
identifikatory

Udaje predkladatela Adresa sidla, telefén, email

Nudzové telefénne Cislo | V pripade predlozenia v obmedzenom rozsahu (sluzba 24/7
/ email v prevadzke)

Kategorizacia vyrobkov | Zamyslané pouzitie/Intended Use (Kod kategorizacie
vyrobku; Kategoria pouzitiea (spotrebitel, profesional,

priemysel)

EHS data Klasifikacia, pi[(togramy a oznacenie na obale, toxicita
(Oddiel 11 KBU)

Data o produkte Farba, pH, fyzikalne vlastnosti, obal a balenie (druh a
velkost)!

Presné zlozenie Identifikatory zlozky, Koncentracia (rozsah koncentracie),

Klasifikacia s ohfadom na zdravotné a fyzické
nebezpecfenstvo (podla pravidiel KBU)
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Hlavné pravidla Nariadenia Europskej Komisie ¢. 2017/542 (Priloha VII|
Nariadenia CLP)

m Clanok 45 CLP : Ustanovenie organov zodpovednych za prijimanie informacii suvisiacich s reakciou na
ohrozenie zdravia a preventivhymi opatreniami (EU original aj ,emergency response reporting®)

® Dovozcovia a nasledni uzivatelia uvadzajuci na trh nebezpecné zmesi

» Platnost od: 1.1.2020 (!) spotrebitel'ské pouzitie, 1.1.2021 profesionalne pouzitie, 1.1.2024 priemyselné
pouzitie; 1.1.2025 (ak bolo predlozenie hotové pred 1.1.20XX a nemeni sa)

» Neplati pre: R&D, PPORD, zmesi klasifikované ako vybusniny a/alebo plyny pod tlakom
» ,Zmesi na priemyselné pouzitie” (pouzitie len v priemyselnej vyrobe) — mozné predlozenie v
obmedzenom rozsahu:
e Unique Formula Identifier (UFI) v KBU stadi (namiesto etikety na obale)
o Nebezpedné zlozky z KBU namiesto presného zloZenie zmesi
e Zmesi na profesionalne a spotrebitelské pouzitie: presné zlozenie zmesi, UFI na etikete




Zamery Prilohy VIl Nariadenia CLP

W Zmes v zmesi (ZVZ; MIM orig.) — zmesi s neznamym presnym zlozenim musia mat vlastné UFI

B Zmena dodavatela vstupnych latok a zmesi = dévod na aktualizaciu predlozenia pre toxikologické
centra (Poison center notification update orig.)

W Pripustné koncentracné rozsahy su prilis uzke hned pre niekolko sektorov
m ZVZ Klasifikované ako nie-nebezpecné nevyzaduju vliastné UFI — aplikacia filtra

W UFI pre ZVZ predlozené Toxikologickemu centru v 1 Clenskom state nemusi byt zname
Toxikologickemu centru v 2.Clenskej krajine




Implementacia Prilohy VIII Nariadenia CLP v ramci BASF

Globalny tim BASF PCN

m Stali Clenovia (4)

Informovani

Externi €lenovia (1-2)

BASF Dev-Team (vyvoj trvalého IT rieSenia — (11) )

Product Safety Master Data & Services Team

Product Safety — lokalni experti na urovni krajiny a ODs

Oddelenie Zakaznickeho servisu & Predaja (podfa ODs)

Dalsi podfa analyzy dopadu (Timy naprie¢ RCMS, REACH koordinatori, Nakup surovin atd.
O0-BASF

We create chemistry



Predlozenie pre Toxikologické centra — zakladna podpora

¥ PEG konzultacie — vacsinou uzavreté (case by case)

¥ Dokument Guidance on PCN (v 2.0. 7/2019)

W Technicky format predlozenia (XML, v 1.1. 4/2019)

W Europsky systém kategorizacie vyrobkov (v 1.0. 3/2018) g ;

W ECHA Submission Portal (v 2.0. 11/2019 oCakavame)
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https://echa.europa.eu/sk/guidance-documents/guidance-on-clp
https://poisoncentres.echa.europa.eu/sk/poison-centres-notification-format
https://poisoncentres.echa.europa.eu/sk/eu-product-categorisation-system
https://poisoncentres.echa.europa.eu/sk/echa-submission-portal

Pohlad na UFI

® UFIv praxi BASF:

- Miera digitalizacie
Nastavenie 1.predloZenie (prva objednavka v &lenskom State EU spusta proces tvorby UFI a predloZenia
na produkt)

Manualne poziadavky vs. automatické predlozenie zo systému

- Prispésobenie dat v pozadi
Tvorba UFI a proces predlozenia pre ODs (ak produkt podlieha predlozeniu)

Implementécia konceptu jedno UFI — jeden produkt — jedna OD — plati pre KBU i etiketu — KBU
rozhodnutie OD

Manazment zmeny relevantnych dat (prevazne zlozenia a balenie) — zaistenie spravne opatovneé
predlozenie

UFI v BASF sa bude vytvarat’ pouzitim komeréného riesenia — UFI algoritmus.

We create chemistry
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Miera digitalizacie
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EHS Master Data

1: 1

Material Management

Specification

+ Classification & Labelling
» Colour, pH, physical state
+ Section 11 SDS

« [ Poison centre composition
* UFI(s) of PC comp.

Component A

Component B

INNNI

Component ...

* Component ID
» Substance identifiers or MIM UFI
* Classification & Labelling

» Concentration

* Component ID
* Substance identifiers or MIM UFI
* Classification & Labelling

» Concentration

* Component ID
 Substance identifiers or MIM UFI
+ Classification & Labelling

« Concentration

1:n

* Product name

« Packaging(s)

* Use(s) & Product Cat.
» Market(s)

Product B

* Product name

« Packaging(s)

* Use(s) & Product Cat.
« Market(s)

* Product name

« Packaging(s)

* Use(s) & Product Cat.
* Market(s)
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Otazky a odpovede — Najlepsie dostupné techniky z BASF

¥ Predlozenie bude prebiehat v maximalnej moznej miere automaticky.

m Uloha miestnych Product Safety Expertov — byt lokalny kontakt pre Toxikologické centrum a
pridavat do zoznamu manualne produkty, kde je potrebné opatovné predlozenie — princip
styroch ocCi

® Vplyv ODs velmi vyznamny — zasah do UFI v KBU
W Pripravené stanoviska a informacné kanaly smerom k zakaznikom

W Zakaznici a partneri s vlastnym predlozenim PCN nebudu vyzadovat UFI.
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Co méze pomdct’?

® Globalna platnost predlozenia PCN

W UFI algoritmus verejne dostupny

B Spravne zaobchadzanie s informaciami:

» utajenie (!), integrita a dostupnost

B Odklad platnosti pre spotrebitelské pouzitie o rok

m DalSie problémy sa oakavaju — IT projekt ECHA

14

» dalsi odklad v suvislosti s nepripravenostou systémov

EURDPEAN CHEMICALS AGEMCY

Guidance on harmonised information

relating to emergency health response —
Annex VIII to CLP

Guidance to Regulation (EC) No 1272/2008 on classification, labelling
and packaging (CLP) of substances and mixtures

Version 2.0
July 2019




Viac a viac vyziev sa oCakava (nielen v BASF...)

Priame Nepriame

® Nepravidelné a nahle dévody na W Zmeny IT infrastruktury
aktualizaciu predlozenia alebo UFI o
) _ W Zmeny Vv biznise
» Dodavatel vstupov (suroviny)
» Balenie (konsolidacia a zmeny baleni) ™ Uspokojenie poziadavky zakaznika
» Zmeny plynuce z REACH & CLP ® Posilnenie vplyvu ODs
» Iné zmeny plynuce z legislativy
>

Prebalenie a pre-oznacenie

15




Kontakt

Maros Filcak
EHS & Product Safety Specialist at BASF Slovensko spol. s r.o.
Telefon : +421 2 58 266-170, Mobil: +421 917 178 437, Email: maros.filcak@basf.com
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® Poison Centres ECHA Portal — odporucam Zalozky Nastroje a Podpora

B Sekcia otazky a odpovede k Prilohe VIII CLP na strankach ECHA

® Webinare na tému UFI — Uplne dole, komplexny rozbor najCastejSich

® Dopad na biznis a lokalny status v krajinach EU a EHP -

Domovska stranka
0 nas

Kroky pre subjekty
- priemyslu

~ Néstroje
Portal oznameni
pre toxikologické

centrd

Tools for
authorities

Format ozndmenia
pre toxikologické

centrd

Jednoznany
identifikator vzorca

Eur6psky systém
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Portal oznament pre toxikologické

centra

The ECHA Submission portal is an online tool that supports
both industry and authority users in fulfilling their obligations
related to the notification of hazardous mixtures as required
under Article 45 of the CLP Regulation.

The portal allows industry to prepare and submit poison
centre notification (PCN) dossiers containing information on
hazardous mixtures to appointed bodies. It is also a secure
dispatch system by making the information available to
appointed bodies for use by poison centres.

S ™ echa
_4 ) Submission portal

) signingin

Key documents

> Poison centre notifications: Guide to dossier

preparation and submission
> ECHA accounts manual

> Overview of Member states decisions on
implementing Annex VIII to the CLP [EN] [PDF]
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Support

> National helpdesks
> List of national appointed bodies

> ECHA contact form

We create chemistry



https://poisoncentres.echa.europa.eu/sk/home
https://poisoncentres.echa.europa.eu/sk/questions-and-answers
https://poisoncentres.echa.europa.eu/sk/ufi-generator
https://poisoncentres.echa.europa.eu/sk/echa-submission-portal

Odporucané zdroje na d’alsie st
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Domovska stranka

O nas

Kroky pre subjekty

priemyslu

Nastroje

Portal oznameni
pre toxikologicke

centra

Tools for

authorities
Format oznamenia
pre toxikologicke

centra

Jednoznacny
identifikator vzorca

Europsky systém
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Portal oznameni pre toxikologickeé

centra

The ECHA Submission portal is an online tool that supports
both industry and authority users in fulfilling their obligations
related to the notification of hazardous mixtures as required
under Article 45 of the CLP Regulation.

The portal allows industry to prepare and submit poison
centre notification (PCN) dossiers containing information on
hazardous mixtures to appointed bodies. It is also a secure
dispatch system by making the information available to

appointed bodies for use by poison centres.

) Signingin

Key documents

2 Poison centre notifications: Guide to dossier

preparation and submission
?> ECHA accounts manual

> Overview of Member states decisions on
implementing Annex VIII to the CLP [EN] [PDF]
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Support

2 National helpdesks
> List of national appointed bodies

> ECHA contact form
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