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Annex VIl to CLP

e What is it?
e How will it affect businesses?
e Update on tools

Notifications in 2018/2019

Enforcement

Question and answer session
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Article 45 of CLP

Notifier

European

Commission
]

"ECHA

EUROPEAN CHEMICALS AGENCY



Member State variation in implementation NCEC
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T e [ e | span | pond

Full composition Full composition
Information format SDS Label SDS P
_ EAN codes for
Types of packaging Label

Quantity on the market Types of packaging 0o o products

Yes, phased hazard Yes, phased usage
submission over 8 submission over 2 Yes
years years

Mandatory Voluntary
submission? (Best practice)

Web portal and
specialist software

Submission process Email Web portal Web portal
to generate .xml
format
Submission fee Free Submission free but €30 for each new No

pre-registration costly. product

Official Advisory NG Yes No Yes
Body




Who does the regulation apply to?

In scope

7

Mixtures with a
health or physical
effect
classification

~\

J

Biocides

Detergents and
cleaning agents

Exemptions

7

Anything exempt
from CLP

N\

Mixtures solely
for research and
development

Explosives and
non-hazardous
gases




Who must notify?

Global

Manufacturer

EU

Supplier
providing SDS

Member State

Importer or
downstream
user placing on
the market
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What changes will Annex VIII bring?

e Unique formula identifiers

e Declaration of full composition for consumer and
professional goods

e Standardised procedure for mixtures in mixtures
submissions

e Reduced submission for industrial mixtures

e Group submissions and generic product identifiers
e European product categorisation system

e EU common format for submissions




Pre 2020

2020

2021

2024

2025
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Timeline

Notification mandatory in all MS under current requirements

New information requirements for Consumer mixtures

New information requirements for Professional mixtures

New information requirements for Industrial mixtures

Pre-Annex VIII submissions expire




Unique Formula Identifier

—
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UFI JY10-YOJM-WO006-8975

A

Danger

Highly flammabile liquid and vapour

Toxic if swallowed, in contact with skin or if inhaled

Causes serious eye irritation

Causes damage to organs (central nervous system, optic nerve)

Keep away from heat, hot surfaces, sparks, open flames and other
ignition sources. No smoking

Take precautionary measures against static discharge

Weareye protection, protective gloves, protective clothing

IF SWALLOWED: Immediately call a doctor

IF ON SKIN (or hair): Take off immediately all contaminated clothing.

Rinse skin with water/shower
IF INHALED: Remove person to fresh air and keep comfortable for
breathing

Formula X

Contains: methanol

NCEC

The Gemini Building
FermiAvenue
Harwell

DIDCOT
Oxfordshire

0X11 0QR

United Kingdom

Tel: +44 (0) 1235 753 654
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100% Composition

Exact or Ranges

* Acute toxicity, category 1, 2 or

* Specific target organ toxicity - concentration
Single exposure, category 1 or 2 225-<100 5 % units
* Specific target organ toxicity - >10-<25 3 % units
Repeated exposure, category 1 >1-<10 1 % units
or.2 : >0.1-<1 0.3 % units
» Skin corrosion, category 1, 1A,
1B or 1C >0-<0.1 0.1 % units

* Serious eye damage, category 1
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Change to product that S =
3 4 requires update and 55
- 24 triggers new UFI

P ™
. » 9 -

Mixture in @ mixture (MIM) update = -

e . -
[ ]

~ Uses Company A’s UFI in S -
own notification must |*8

submit new notification '

and generate new UFI

g Company B N

Uses Company B’s . Uses Company B’s
mixture in theirs. Must =~ &8 mixture in theirs. Must
submit new notification submit new notification

= & and generate new UFI and generate new UFI

Company C CompanyD
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Cefic level 1 guidelines

() The European
=='== C e 'I: I C Chemic : I nll IIJ stry Council

Reliable 24/7 availability
Local languages
Fast connection
Responders should be chemistry experts
Advice should be tailored to the incident circumstances
Responders should have a strong tactical awareness and
Knowledge of regulations
Can access or link to complementary resources
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ECHA Tools

"ECHA

**** EUROPEAN CHEMICALS AGENCY

European

Commission
]



ECHA tools- UFI Generator- READY
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Unique Formula ldentifier Generator

Create UFls Validate UF| Get a company key

Company VAT number

The company does not have a VAT number.

[ By ticking this box, | declare that the company does not have a VAT number.

Create single UFI

Formulation number

A number between 0 and 268 435 455

(oo ] e

UFI

English ~

https://ufi.echa.europa.eu/#/create



ECHA tools- EU PCS- READY NCEC

Part of Ricardo

European product categorisation system

Secondlevel Third level

First level C-Chemical ELN-Cleaning, care Fourth and
I and maintenance i |
P-Products products s fifth leve

J

—PC-CLN-10.4-




ECHA tools- Common EU format-DRAFT NCEC
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Common EU format

Administrative information A Submitter information £ Product information £ Mixture information £ Mixture components £

‘o | al &3~

* Colour A
O

* pH Is not relevant /
* Toxicological A
/

va |

* Physlcal state

Information (Sectlon 11
of SDS)



ECHA tools- Notification Portal-DRAFT NCEC
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PCN portal
YOU v.2.0
ARE
HERES  PCN portal
Notifications
; Notifications
Harmonised p m’ 'E lnd:::rial {"’&g
Adoption 2017/542 format
Regulation*
L A
2017 2018 2019 2020 2021 [...] 2024
A 4
ECHA, industry, sppointed bodies and
poison centres to prepare 2025
1 Jan End of
Notifications
Professional W trans.itlon
* Amedment £ the CLP Reguiation (£C) Mo 1272/2008 - Anvvex VIIT use & period

https://poisoncentres.echa.europa.eu/poison-centres-notification-portal



ECHA tools- guidance document-DRAFT NCEC
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HECHA

EUROPEAN CHEMICALS AGENCY

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

Draft (Public) Version 1.0
March 2018
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How to prepare for annex VIII
notifications?

Understand your supply
chain . Notification file
, Allocate internal reference

Where are you placing onto codes to all applicable

the market products Apply the European product
categorisation system

Are you a duty holder? Use these to start generating & y. o

Are your products used in UFls ]lzlrepgrez\(')ollg/;g;'(‘;'cat'on

’ iles

other company's Get these on your labels by y

formulations? 2020/2021 Monitor the poison centre
notification format
Notify by the 1%t of Jan 2020/
2021/ 2024
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Enforcement- Site Audits
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Enforcement- Safety Data Sheets
REACH Annex Il

Poison Centre numbers must be included
in section 1.4 of the SDS if they are an
‘Official Advisory Body’

Mixtures often have to be notified in
order to use the numbers

For some Member States substances also
have to be notified
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Enforcement- Medical emergencies

Your products
OR

Your customer’s
formulations




January

ol

April

alal

July

oWl

October
€IIP MON TUE WED THU FRI  SAT
12 3456
789100 1213
141516 17 18 19 20
21 22 23 24 25 26 27
2829 30 31

2018

February

May

August

November
@A MON TUE WED THU FRI SAT
123
456 789
11213 1415 16 17
1819 20 21 22 23 24
2526 27 28 29 30

March

June

September

December

U1 MON TUE: WED THU FRI “SAT

1
23456738
9101 1213 14715
1617 18 19 20 21 22
2324 25 26 27 28 29
30 31

January
@ED MON TUE WED THU FRI

12 3 4
67 8 910N
131415 16 17 18
20 21 22 23 24 25
27 28 29 30 3

April
@51 MON TUE WED THU FRI
12345
789100112
141516 17 18 19
212223 24 25 26
28 29 30

July
@I MON TUE WED THU FRI
12345
78910112
141516 17 18 19
21 22 23 24 25 26
28 29 30 31

October
@I MON TUE WED THU FRI
123 4
67 8 910
131415 16 17 18
20 21 22 23 24 25
27 28 29 30 31

SAT
5

12
9
26

SAT

3
20
74

SAT
S
12
14
26

2019

February
@43p MON TUE WED THU FRI  SAT
12
345 67 859
10112131415 1
171819 20 21 22 23
242526 27 28

May
&WIP MON TUE WED THU FRL SAT
12 3 4
567 8 9101
121314 15 16 17 18
19 20 21 22 23 24 25
26 27 28 29 30 31

August
U MO TUE WED THU R SAT
123
4567 8910
11213141516 17
1819 20 21 22 23 24
2526 27 28 29 30 31

November
©N2p MON TUE WED THU FRI  SAT
12
345 67 89
0N 1138141516
71819 20 21 22 23
2425 26 27 28 29 30
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March
€I MON TUE WED THU FRI SAT
1
345 67 89
0N 12131415 1
1718 19 20 21 22 23
2425 26 27 28 29 30
31

June

G MON TUE: WED THU “FRI <SAT

2345 6738
910 M 12131415
1617 18 19 20 21 22
232425 26 27 28 29
30

September
@I MON TUE WED THU FRI SAT
1234567
8910 M 121314
1516 17 18 19 20 21
22 23 24 25 26 27 28
29 30

December
@I MON TUE WED THU FRI  SAT
123 4567
8 910 11 121314
1516 17 18 19 20 21
22 23 24 25 26 27 28
29 30 31



NCEC

Part of Ricardo

Benefits of notifying in 2018

Free in most
Member States

a6 =

Less
information-
fewer updates

No rush to
notify in Q3 of
2019

Responsible  UFIs on labels
care g3 by 2025

N 4

o . Sy
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POISON CENTRE POISON CENTRE

COMPLIANCE REPORT INFORMATION PACK

POISON CENTRES, REGULATORY f_;f;—::__ ‘_?*::_ﬁ POISON CENTRES, REGULATORY
COMPLIANCE, il B cowuanc

Poison Centre notifications

Poison Centre consultancy

27



The National Chemical Emergency Centre NCEC
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44 years experience
>8,000 calls a year

Respond to emergency calls
for over 550 companies

Advising Emergency services
iIn UK and Ireland

Multilingual response

Chemists responders, Liability
Insurance, 24/7 operation |
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Our products and services NCEC
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EMERGENCY
RESPONSE

NCEC

CRISIS
MANAGEMENT
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W: the-ncec.com | E: ncec@ricardo.com | T:+44 (0) 1235 753654



