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REACH enforcement in Croatia

The competent authority(CA) for chemicals and
biocidal products in Croatia is Ministry of Health

(policy maker, help-desk); www.zdravlie.hr
Regulation (EU) No. 1907/2006 (REACH),
Regulation (EU) No. 1272/2008 (CLP),
Regulation (EU) No. 689/2008 (Export/Import/PIC)
Supervision on chemicals (production, use, import):

Sanitary Inspection

The Chemical Law (O.]. 18/2013, Art.7):2
CA cooperates with Croatian Institute for Tq
and Antidoping

(SDS register, education, useful informatio
desk); www.hzt.hr

Overview of legislative background

REACH and CLP are regulations and are directly applicable to
national law

There are linkages of REACH/CLP with IED, SEVESO and Waste
management in the national legislation

» Environmental Protection Act, (O.G. 80/13, 153/13, 78/15)
> Act on sustainable waste management, (0.G. 94/13)
> Regulation on the prevention of major accidents involving

dangerous substances, (O0.G. 114/2008)
> Regulation on the prevention of major accidents invol |ng

dangerous substances (0.G. 44/14) :


http://www.zdravlje.hr/
http://www.hzt.hr/
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REACH/CLP and other EU chemicals
legislation

REACH and CLP work together

with other EU/national

legislation such as:

= Chemical agents at work
Directive 98/24/EC

= Carcinogens or mutagens at
work: Directive 2004/37/EC

« Industrial Emissions Directive

2010/75/EU
= Biocidal Products Regulation
528/2012
REACH
INDUSTRIAL APPROACH e

* 4 %

COMPLIANCE

> The Croatian chemical industry has a
longstanding commitment to improving
the safety of its plants and processes for
people and the environment.

> The industry adheres to Croatian
legislation on process safety and the
prevention industrial accidents.



Aims of REACH and CLP &

> Ensure a high level of protection of human health

and the environment

> Ensure promotion of alternative methods for

assessment of hazards of substances

> Ensure the free movement of chemicals

> Enhance competitiveness and innovation

Key elements of REACH

a

N/

Registration

> Substances manufactured and A

imported into EEA are registered with
ECHA

> Information for safe use is

\_ communicated in the supply chain

\
P

L
7

Evaluation

J
S

_J\_> Evaluation of substances Y

AN

-
> Examination of registrant testing
proposals

> Compliance check of registration dossiers

Regulatory
Risk

Management
\

N/
> Authorisation

AN J

N\

> Restriction

> Harmonised classification
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Key elements of CLP

. aYa . A
« Manufacturers, importers and
Classify downstream users classify substances
and mixtures
\_ y, y,
e aYa N
Label and + Suppliers label and package them in
package accordance with CLP
\_ J\ y,
é (- Manufacturers, importers and downstream )
. users notify substance to ECHA's
Communicate classification and labelling inventory
+ Suppliers communicate information to
\_ _/J\_ Croatian Institute for Toxicology (CITA) Y,
( (- CLP implements UN Globally Harmonised )
Harmonise System e -
+ The classification of certain substances is
L J\_ harmonised /i

Main roles of industry in REACH & CLP

é N/ ny
Manufacturer: || Importer. &
manufactures a || imports chemicals e
substance || from outside the
EEA ~ \
/ \ Importers /
Downstrean) /D ib ] P
users: uses istributor:
chemicals, || stores or
. e.g.: formulates, || distributes
transfers or || chemicals oo -o
uses mixtures,
\ l I produces articley \_ j

A company may have multiple roles — the role depends on the

activity being undertaken with a given substance
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& CLP TIMELINE

First Third
REACH i phase-in phase-in
entryinte T ';f"?:;“"" deadline deadline
force TJune o 1 1 December 2010 1 June 2018
June 2007 pacember 2008 3 January 2011: |
Jv Deadline for notificatig ) to the C&L Inventory
12 June LY v v Y

Pl Substances and

sub- . Substances and
stances lomn:é:rf:s;riy;:??)r mixtures = 100 tonnes Substances and mixtures = 1 tonne per year
and i per year
mistures .of wery high concern |
2019
2007 2008 2009 2010 2011 2012 2013 2014 | 2015 2016 207 | 2018 et
Classified, labelled
ynand packaged | Classified under both DSD and CLP;
Substances  is applied in full as labelled and packaged under CLP.
well, no DSD Classified, labelled and packaged
labelling and under CLP

| packaging
Classified, labelled and packaged under DPD. If CLP is applied in

Rl full as well, no DPD labelling and packaging

CLPentryinto  Obligation to Obligation to apply CLP to mixtures. Please note

force; repeal of  apply CLP to that for certain substances / mixtures the 2012 /
Annex | to DSD substances deadli r re-labelling and teaal

20 January 2009 1 December 2010 applies, cf. text above
1 June 2015

mation in the supply chain

afety Data Sheet and
xposure Scenario
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Communication in the Supply Chain

According to Article 31 and Annex Il of Regulation (EC) No
1907/2006 (REACH) and Regulation (EC) No 1272/2008 (CLP)

|

SDS
(Safety data sheet)

!

Croatian Institute for Toxicology and Antidoping (CITA) I

!

Register of safety data sheets, declarations and instructions for
substances produced and imported in Croatia

e

The safety data sheet (SDS) +

REACH defines
When a SDS must be provided
What to do when you receive a SDS
What a SDS should contain
What is the format of a SDS
When exposure scenarios should be annexed

Safety Data Sheet Exposure Scenarios

« Classification and labelling information must be
provided in accordance with the CLP Regulation

+ For mixtures, a transition period to CLP from previous
legislation applies until June 2015 (with provisions for
mixtures until June 2017)
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When to expect a safety data sheet (SDS)

When
substance or
mixture is
hazardous

It is sold to
downstream

+ Substance or mixture is classified as hazardous

« Substance is PBT/vPvB

+ Substance is on Candidate List

* Non-classified mixture contains certain substances
above specified limits (on request)

- SDS are not required for the general
public

. Sufficient information for safe use
must be provided

user(s)

. If a substance or mixture is
sold to both downstream
users and general public,
SDS need not be supplied,
unless requested by
downstream user or
distributor

Or it has
been
requested

When to expect an exposure scenario (ES)

When itis a
substance

- Exposure scenarios are included as an annex to
safety data sheet for substances.

- For mixtures, the supplier may communicate the
information from exposure scenarios for
ingredient substances in a number of ways

. The substance is registered, and a

And
registered >
10

tonnes/year

chemical safety assessment is
required on registration because
the quantity manufactured or
imported by the registrant, exceeds
10 tonnes per year

. The substance is
classified as
hazardous or is
PBT/vPvB

And it is
hazardous




HANDLING WITH HAZARDOUS SUBSTANCES
-Implementing the ‘SEVESO’ Directive
The EU’s Seveso legislation, j = g
in its various steps (Seveso I
Directive 82/501/EEC in
1982, Seveso II Directive
96/82/EC in 1996, modified
in 2003 as Directive
2003/105/EC, and Seveso
III in July 2012, as Directive
2012/18/EU), focuses on the
prevention and control of
major industrial accidents
involving dangerous
substances.

Focus is on Major Accidents

>Seveso |l
= “an occurrence such as a major emission, fire or

explosion resulting from uncontrolled developments
in the course of the operation of any establishment
covered by this Directive, and leading to a serious
danger to human health or the environment,
iImmediate or delayed, inside or outside the
establishment, and involving one or more
dangerous substances.”

>General duty of Operators
= “to take all necessary measures to prevent
major accidents and to limit their consequences
for human health and the environment”
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Principal Obligations

Obligation Lower Tier | Upper Tier

Notification to Competent Authorities v v
Major Accident Prevention Policy (MAPP) & Safety Management v v
System (SMS) to implement it

Hazard Identification and Risk Assessment (HAZID) v’ v
Internal Emergency Plan ~ v
Information to Authorities for External Emergency Plan -~ v
Safety Report x v
Information to the Public x v
Information to Planning Authorities v
Consider inter-site domino effects v v

System for Classification of Materials

> Seveso —Major Accidents involving Dangerous

Substances

= Fire Hazard (Flammable / Explosive / Oxidising)

= Acute Toxic Hazard
= Eco-Toxic Materials
= Other (water reactives, some carcinogens)

> Seveso || —-Dangerous Substances Directive (DSD)

> DSD is being phased out Replaced by Classification
Labelling and Packaging (CLP) Regulation

> Seveso |l Directive —applicable to national

legislation by April 2014

18/10/2015
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Seveso I1I Substances

> Materials identified in Annex | of Seveso Il Directive
= Part | —Categories of Dangerous Substances
= Part 2 —_Named Dangerous Substances

> Categories of Dangerous Substances
= H —Health Hazards (acute toxicity)
= P —Physical Hazards (various fire / explosion hazards)
= E —Environmental Hazards (aquatic environment)
= O —Other Hazards (water-reactives, some carcinogens)

> Named Substances generally fall within these
categories

> Addition Rule for combining materials with similar
hazards

System for Classification of Materials

» Changes from DSD to CLP
-Hazard Labels = Pictograms
—Risk Phrases » Hazard Statements

X o SSE®
28] SOG
OSS

Danger symbols of directives
67/548/EEC and 1999/45/EC Pictograms for labelling

11



Hazard Statements

> 200: Physical Hazards Hasard Seacummasts (H- Statamanty
= Fires, explosions, corrosives

> 306(?:' Health Hazards <&>

= Acute and chronic effects

GHSO! GHs02 GHs03 GHs04

> 400: Environmental {6 ek il e
Hazards "W.,..,,".,
= Aquatic environment and e
ozone Vaos
> Other Hazards (EUH o
Statements) e
= Specific to EU (various older s
R nos.) e

H42
H250
H251
H252
H260 I

5

Example —Hydrogen Fluoride

Dangerous Substances Directive CLP Regulation

Very Toxic (T+) Acute Toxic (Cat 2)
H300: Fatal if swallowed

R26/27/28: Very toxic by inhalation, Acute Toxic (Cat 1)
in contact with skin and if swallowed H310: Fatal in contact with skin &

Acute Toxic (Cat 2)
H330: Fatal if inhaled

Corrosive (C) Skin Corrosive (Cat 1A)

R35: Causes severe burns t-"h| H314: Causes severe skin burns
=l and eye damage

18/10/2015
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Example —Methanol

Dangerous Substances Directive CLP Regulation

R11: Highly Flammable H225: Highly Flammable Liquid
6 and Vapour (Cat 2)

Toxic (T) Acute Toxic (Cat 3)

H301: Toxic if swallowed

R23/24/25: Toxic by inhalation, in Acute Toxic (Cat 3)
contact with skin and if swallowed §| H311: Toxic in contact with skin &
R39/23/24/25: Danger of very Acute Toxic (Cat 3)

serious irreversible effects through H331: Toxic if inhaled
inhalation, in contact with skin and if
swallowed

STOT SE 1

H370: Causes damage to organs

ENFORCEMENT STRATEGIES

> a range of actions that national authorities
initiate to verify the compliance with REACH
and CLP Regulations
> the principles that will be followed:
= priority setting,
= frequencies of inspections,
= how to deal with inspection outcomes,
= which quantitative and qualitative resources are
needed,
= which inspection and enforcement tools are needed
and how to apply them

13
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Cooperation and coordination between
enforcement authorities

» Agreement on co-opertaion between inspection
services in the field of environment, from 5 Jun
2008

»= Co-ordinated inspection controls of IED and
SEVESO instalations

= Annual plan, submited report on co-ordinated
inspection available on web

» The environmental inspectorate play a
coordinating role.

’ INSPECTION

/ COMPANY
WASTE l

L SANITARY J ENVIRONMENTAL

INSPECTION -
INSPECTION - MENP,
e NATIONAL PROTECTION
ENVIRONMENTAL AND RESCUE
INSPECTION - MENP

-
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ON SITE VISIT

AV - 240
VINIL KLORID
vem

PREPARING THE INSPECTION

» annoucement
letter to the
operator

» coordination
with other
inspectors

» preparatory
meeting

> close up
meeting with
operator
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't extract for May/June 2015
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H and CLP - Benefits

ore and better information on chemical
hazards

Improved communication in the supply chai
regarding safe use

> users can benefit from chemical safety
assessments undertaken by suppliers for
= Environment
= Workers

= Consumers

32
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THAK YOU FOR YOUR ATTENTION

Use chemicals? Use them safely!

Senior Environmental Inspector
Robert Rocek,dipl.ing.geot.,
univ. spec. oecoing.

mob: 00385 91 2877179

tel: 042 301-684

e-mail: robert.rocek@mzopu.hr
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