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Poison centre notifications — 'PCN’

‘PCN’ obligation since 2009: Article 45 CLP
« Duty holders EU/EEA downstream users & importers

« Scope: mixtures classified for human health or physical
hazards placed on the market

« Annex VIII published 2017: comply with harmonised
« information requirements in all Member States
« preparation of data in harmonised format

echa.europa.eu 4
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Timelines for compliance

« Compliance with Annex VIII for 'new’ mixtures according to
the use type of the mixture.

COMPLY FROM:

Consumer and professional Industrial use
mixtures mixtures

January 2021 January 2024

o

https://www.youtube.com/watch?time continue=
14&v=-7f88r6Dk0Y&feature=emb logo

« Up until compliance date, national obligations apply

« Transition period for notified mixtures ends 1 January 2025
« earlier if change required to existing notification

echa.europa.eu 5
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2"d Amendment of Ahnex VIII

‘Workability” amendment following identification of generic
and sector specific issues.

Solutions sought to balance the need for information required
and administrative burden/difficulty to comply

Construction products, bespoke paints, fuels, interchangeable
component groups

Industry l Workability concerns

burden
Effective emergency
health response

echa.europa.eu 6



Navigating the PCN format
and IT tools



ECHA tools for industry

 UFI generator

« Harmonised ‘XML" PCN submission format
 European product categorisation system

« Scientific guidance and technical support

« Tools to support preparation and submission

Red

8
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The UFI code - recap

Unique formula identifier assigned to a mixture composition
Included in submission & product UFI: VvDU1-414F-1003-1862
Printed on or affixed to label e.qg. sticker

Clearly visible and legible

Indelibly marked and firmly attached (if a sticker is used)

o = "
N
UFI#1

UFI#1

echa.europa.eu
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Generating a UFI

Industry obligation to generate UFI

Online UFI Generator tool, or, UFI algorithm implemented in
own system
Input parameters

VAT number (not mandatory, alternatives available)
« internal formulation number (number between 0 and 268,435,455)

WI Unigue Formula Identifier Generator

CREATE UFIS VALIDATE UFI GET A COMPANY KEY

Company VAT number

\:| By ticking this box, I dedare that the company does not have a VAT number or chose not to use it to generate a UFL.

Create single UFI

Formulation number UFI

A number between 0 and 268 435 455

echa.europa.eu 11
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" [Trade Name]
Cleaning Product

v 4 \\
v
Where on the label?
[ / Apply to surfaces using a damp sponge

or cioth, then simply wipe over and
gently nnse away

\

« No fixed rules concerning the positioning
of the UFI on the label, it can be either: UFL VDU1-414F-1003-1662

Cleaning Product

. \ Warning
a) section for ‘supplemental cayses serios
information’ or be placed
b) in proximity of the product name or ———
trade name. e
- Possible to place outside the label on f’“"““"’

town, Somewhere

the inner packaging, but, must be
located with obligatory CLP label wenicmpmnpansicn ___500m| €
elements such as the product identifiers
or hazard information

|| 0010000 N

echa.europa.eu 12
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Specific derogations

« For mixtures used on industrial sites the UFI can be
alternatively included in the Safety Data Sheet (SDS;
Section 1.1)

« For unpackaged mixtures the UFI is an information
requirement in Section 1.1 SDS.

« For products that have multiple packaging layers, the
UFI is only required on the inner packaging e.qg. it is not
required on the outer packaging or transport packaging.

echa.europa.eu 13
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Special case multi-components

« Each mixture requires it's own notification!

« Multi-component products have separate labels
for each component — each with it's own UFI

ﬁ]
il
E‘s
|
4|

P ONPON Am a pamy o man e
HARDENER IR
——_— s oy W iny
2 "".U.

PARTB & . _ .o mB

CE‘ 5 min. I
w EPOXY ADHESIVE imas
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Special case multi language label

« Several UFI codes per label not recommended

« Exceptional cases if i ol Prodictcode 123455

Krasvaste Zijdeglansiack - Couche de finition salinée resistante a l'abrasion - Scratch-resistant satin finish

multiple UFIs are used, % SRR S

BE: Rue Y, B-9999 Ville. Tel, ) ccocomoce

country code should PR

- - - Waarschuwing. Cntviambare vosisiofen damp.
Buten hat tereik van kinderen houden. Verwijderd houden \an warmis, hete oppardakiken, vonken, open viur en
e l I S e I I l ro X I I I l I O snders ontsekingsbronnen. Nistroken. Inhoud/ verpakiking afuoeren raar 2en ieameipunt bj d= gemesnte. B het
inwinnen van medsch advies, de verpakiing of hatatiet ter beschikking houden.
Attention. Liquide =t vapeurs infammabes

=
Tenr hors de porte des enfants, Tenr 3 1écart de & chalewr, des surfaces chaudes, des étincalles, des fammes
nies etde bule 3utre source dinflammaton. Ne pas mer. Bliminer Iz contanu /récipient 3u point de ooliecte

municipale. En c3s de consuitation d'un medeain, gasier 2 dispositon Je récipientou fétquetts.

Waming. Flsmmable figuid and wapour
Keep outof rasch of children. Keep away fom hast, hot suroes, sparks, open fames and other igniton sources. No
smoking. Depose the contentsconBiner at the municipd coliection point. If medical adwios is needad, have product

oontainer o label at hand

R ) 1L

EWC: 080111

echa.europa.eu



"ECHA

EUROPEAN CHEMICALS AGENCY

Special case small packaging

« Inner packaging so small or awkward shape and
not possible to place the UFI

« UFI should be placed in either

« fold-out labels (advised to include UFI on front and back
page)

« tie-on tags, or

« outer packaging

fi )0

Guidance on labelling and packaging

https://echa.europa.eu/guidance-
documents/guidance-on-clp

echa.europa.eu 16
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Ways to prepare a PCN notification

Online in IUCLID Cioud

@ - Maintained by ECHA
A Ui - Secure data storage
Eﬁ “””“l https://echa.europa.eu/support/dossier-submission-

tools/echa-cloud-services

Offline in IUCLID 6
- Downloaded from IUCLID website
- Desktop and server versions

https://iuclid6.echa.europa.eu/

PCN format

Bi

System-to-system service
- Prepared in company’s system
- Automated & bulk approach

https://poisoncentres.echa.europa.eu/system-to-system-service

echa.europa.eu 18
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Ways to submit a PCN notification
ECHA Submission portal

A centralised tool for preparing, submitting
and managing submissions
* Supports multimarket submissions

« https://poisoncentres.echa.europa.eu/echa-
submission-portal

System-to-system service
« Automatic & bulk submission of dossiers
« Request to access the service
http://comments.echa.europa.eu/comments

cms/Contact S2S.aspx

National systems

Some will remain available, most rely on the ECHA
Submission portal

Harmonised format from Annex VIII

https://poisoncentres.echa.europa.eu/appointed-
bodies

echa.europa.eu 19
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P o rta I p a g e Home ECHA Submission Pu:rrtal
ahout s

Steps for industry

Tools

« Access to the Portal

« Lists which countries
are accepting portal
notifications

« Link to the submission
testing environment

« Comprehensive
support material!

ECHA Submission portal
Toods for authorttes

Polsaon Centres
Notification format

Unigue Formuia
[dentifier

European Product
Categorisation System

System-io-syshem
sarvios

*+ Support

https://poisoncentres.echa.europa.eu/
echa-submission-portal

echa.europa.eu

The ECHA Submission portal s an anline tool that allows industry o prepare
and submit 2 dossler for & palson centre notification (PCN). To start preparing 2
PV dossier, oidd an the ECHA submiszion portal bution below. Check our
Guide to dossier preparation and submission for mone detsls.

Wihat s 2 POW dossler? Ohedd our ECHA-Bevmn bank of mukilinguad chemical
terminalogy ri the related links below.

Currently, Poland, Germary, Estonla, Denmark, Lithuania snd Slovenia
are accepting submissions made through the ECHA Submission portal.

,»" = ECHA
) Satirission porlal

It I5 also possible to prepare a dossier offline Lsing DACLID & - the dossler
can be then uploaded |ater to the portal, Users need to davanioad the latest
warshon of IUCLID from the IUCLID & webs e

Companies can now upload and submi notfications in the test environment as ¥
thery were Iin the offical ECHA Submission portal. The full user experience allows
different submission scerarios to be tested and full validation dhedds to be done
for dosslars. Mow with the test anvironment, companies can check how the
partal works without sppointed bodies and poison centres necelving misieading
data.

} Arcees the Submizzion testing ensironment

i

Thiz ECHA subsmission portal faciBtates the submission process,
hovewer further information on national submisson systems, fees,
accepfance aiferia and timelines are at the dsoretion of each Member
State. For more detalls, see the key document Overview of Member
States’ decisions in relation to implementation of Annex VIII fo
the CLF Regulation.

¥}  Languages required for notiflcations

Related links

W

ECHA-term

W

DUCLID Cloud

W

TUCLID & websibe

w

Poson centre not Acations:
Gulde bo dossher
preparation and submission

W

PCN: a practical gulde

¥ ECHA acoounts marual

.

In brief publication: How to
prepare and submit
rformation to polson
centres

Key documerds

¥ Owerview of Member states
dedsions an Imphementing
Annew WIIT o Bhe

CLP [EN] [PTF]
Contact
¥ hatioral heipdesics

W

Ust of natloral appointed
bodies

.

ECHA contact Sormi
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Portal - dashboard

 PCN users and SCIP notification users
 Create a dossier in IUCLID cloud

« Submit online

« Search submissions

N ECHA u

_J) Subrission portal

= Dashboard

Welcome to ECHA Submission portal

!
. at:f:“coa\:iz: Centres S: I P SCIP Notification q Search for

Submit a IUCLID dossier Submit a IUCLID dossier All submissions
Search for PCN Notifications Submit a simplified SCIP Notification
Create a dossier in IUCLID Cloud Search for SCIP Notifications

Create a dossier in IUCLID Cloud

echa.europa.eu
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Getting access to EHCA’s IT applications
. -

Full details in ECHA Accounts manual at
https://www.echa.europa.eu/documents/10162/21721613/e
cha accounts en.pdf/

echa.europa.eu 23
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Creating an ECHA Account

« An ECHA account allows you to login to all of ECHAs IT
applications.

« One username/one password to access REACH-IT, R4BP 3,
ePIC, ECHA cloud services and the ECHA Submission portal

« To create an ECHA Account, go to the login page at
https://idp-industry.echa.europa.eu/idp/

Provide name/contact details, e-mail confirmation

VERIFY YOUR EMAIL ADDRESS

echa.europa.eu 24
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Assign a legal entity

Assign a legal entity to the account by adding details about
the company

Each legal entity is assigned a UUID number which is
mandatory the dossier

Consistency check of UUID between the dossier and in the
portal upon submission

INDUSTRY LEGAL ENTITY CREATION

Please associate your account with a legal entity.
A Legal Entity (LE) may represent anything between a complex business structure and a simple organised business, for example, a corporation, a company, or a single person. By creating a LE the
associated users will be able to access ECHA's IT tools

]

If your legal entity has already been registered, to associate this account with that legal entity, please communicate the username | and email address to
the legal entity manager

Create a New Legal Entity

echa.europa.eu 25
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User roles

Define the users and their roles
o 'Legal entity manager’

o Submission portal manager
o IUCLID full access

« Consultants can work on behalf of a company when
appointed as a ‘foreign user’

Purple Haze Chemicals
DASHEOARD

MY ACCOUNT

LEGAL ENTITY USERS W Add foreign user

@ LEGALENTITY

#l General Information

ES contacts

x Users LE Manager
IUCLID Beta Full

Access Active
IUCLID Full Access
REACH Manager
Submission Portal
Manager

echa.europa.eu
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Dossier creation overview
4 - 4 - 4 /
Create a new ’ Fill in dossier . Enter ’ Validate &
dataset header information create dossier

Step by step instructions in PCN practical guide at
https://poisoncentres.echa.europa.eu/documents/222845
44/22295820/pcn practical guide en.pdf/

echa.europa.eu 28
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Create a new mixture dataset

« Enter a name for the mixture dataset

« Specify ‘working context’ ‘CLP poison centre notification’
« Open the draft dossier header

Select Mixture / Product e l

Dashboard » Mixtures / Products > Hazardous mixture

T i
= 0 II—_I_g;_a[cli ous mixture - @

ab1feafaa2he

Submisslon Type: | CLP Poison centres notification v Draft dossier header & Validate [@ Create dossler

CLP Polson centres notification A

Mixture / Product information |=|View Dosslers
Mixture information and product

identity

Hazardous mixture
Classification of the mixture and label

elements Purple Haze Chemicals b5068f86-a9da-4a57-85ef-ab1fcdfd42be
Mixture safety data sheets and toxicological
information

ﬂTempIaiesV

Additional information

| ¥  Mixture Information and product identrty

¥ Mixture identity and legal submitter o

echa.europa.eu 31
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O CLP Poison centres notification

Dossier header

Dossier submission remark

« Contains the information
that defines the validation
rules

Specific submissions

PCN number*

@ PCN number field is mandatory.

Country (market placement)*

« Establishes the free text

@ Country (market placement) field is mandatory.

fields for certain sections in Language*
SpECIfIC Ianguage @ Language field is mandatory.
Submission type
« NOTE- Submission type Limited submission (industrial use only)
selection only if relevant Group submission

Voluntary submission

« Group (not supported)
« Limited (industrial use only)

* V0|UntarV (for non'dUty hOIderS New notification after a significant change of composition
or mIXtUI‘eS Out Of SCOpe) The submission is an update

Notification type

Initial notification

echa.europa.eu 33
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Enter information

Navigation tree to move
from dossier header to
other sections

Uses expandable and
collapsible windows

Create new ‘document’ +
to enter information

New support material for
step by step in ‘PCN
practical guide’ and video
tutorial

echa.europa.eu

Dashboard > Mixtures / Products > Hazardous mixture

= @ Hazardous mixture

--' Hazardous mixture
Mixture information and product identity
Mixture identity and legal submitter
Mixture composition
hd ® Mixture compaosition 001
T MM
Mirture in mixture (MiM) identity
MiM compaosition
MiM unigue formula identifiers (UFI)
MiM suppliers
Classification and labelling
MiM safety data sheets
& Substance 1
Identity of the substance
Classification and labelling
Product identity
Classification of the mixture and label elements

Mixture safety data sheets and toxicological information

+ + + + +

35
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« All components (substances, mixture in mixtures)

added in the mixture composition document

Use checkboxes to flag ‘special’ components generic
component identifiers, interchangeable component

groups, standard formulas

Dashboard > Mixtures / Products > Hazardous mixture

= @ Hazardous mixture

Hazardous mixture
Mixture information and product identity
Mixture iden i legal sub
Mixture corr
® Mixtur 0
Produ |

Classification of the mixture and label elements

Mixture safety data sheets and toxicological information

Additional information

i e composition.001

Mixture composition document (i)

component

component
group (ICG)

(G

identifier
ch

Components
4+ New item
%¥. Name Function Typlcal con.. Concentratl.. Standard fo.. Interchange.. Generic co.. Actlon
Standard Intercha ab . 'L‘J_e”er‘.[; .
formula (SF) nterchangeable componen i

echa.europa.eu
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Generic component identifier

« Recently renamed from ‘Generic product identifier)

« Perfumes or colouring agents if they are not
classified for any health hazard.

« Can be either substances or mixture in mixtures.
« Name & function )
« Concentration e

 GCI check box

echa.europa.eu 37
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Certain constructions products that conform with
composition corresponding to specific Standard Formulas
(Part D Annex VIII) can be notified according to that
formula’s components and concentration.

Standard formulas

Fuels listed in Table 3 Annex VIII identified according to
safety data sheet. They are technically handled as a
Standard Formula.

In the PCN, Standard Formula selected from the picklist
and the components flagged in the notification. Alerts the
system to apply different validation rule set. Validation rules
for fuels differ from rules for construction products.

echa.europa.eu 38
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Interchangeable Component Groups

Cross sector solution to address unknown mixture composition

due to change in component(s), e.g. 'same’ component, different
suppliers.

Consists of interchangeable components (fit certain criteria),
where each can be used interchangeably in a mixture without altering
it's overall classification, hazard or emergency health response.

In the PCN, an ICG is created as a S—— =
mixture and interchangeable IC O

components (substances or mixtures)
are added & flagged. The concentration — =
is given to the group not the individual O 0
components

Supplier #3 -
o0 ®

echa.europa.eu 39
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Reference substance

« Every substance component must
be linked to a reference substance

document
« Defines the identity of a substance Substance name:
« Can be created on the spot or e e o
downloaded from the IUCLID e
website Reference substance®@ T
. Reference substance documents - .
can be selected for re-use once it

is in the working environment.

https://iuclid6.echa.europa.eu/web/iuclid/get-reference-substances

echa.europa.eu 40
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Toxicological information

Free text fields field S

according to section 11 of v Lithuanian
the safety data sheet S

3"Zﬁiiéélb’;’ji"c’éi'i'ri'fbrénatibn (section110fSDS)
Required in all languages

B 7 U S X x i EE H

as indicated in the draft e hatafinll

| TIrritancy of Product: Fumes evolved during soldering may be irritating to the skin,

.
dossier header
| Target Organ Effect: Exposure to fluorides can affect the skin, bones, nervous

| system and teeth.
| Suspected of damaging fertility or the unborn child.

Information must stand P
alone i.e. not Contain jEdit Format - Table o
references to other | “%— — EE_ E_;T

' Dirginimas: Nenustatytas Toksiskumas reprodukcijai: Nenustatytas

S e Cti 0 n S Of t h e S a fe ty Esdinimas: Netaikoma Konkre&iy duomeny nebuvimas: Néra (neisbandyta)

. Jautrinimas: Néra
| Pakartotinés dozés toksiskumas: Nenustatytas

d a ta S h e et Kancerogeniskumas: Nenustatytas v

echa.europa.eu a1
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Validation rules

« Over 120 rules implemented in

« Validation Assistant (before submission)

« Portal Assistant (database check upon submission)
« List of validation rules available:

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

EEEEEEEEEEEEEEEEEEEEE

Validation rules for poison centres
notifications

Version 3.1
July 2020

echa.europa.eu 43
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The Validation assistant

« Integrated into the preparation tools to check the included
information before making a submission.

« Checks presence and quality of information, and internal
dossier consistency

DasnhnardIb Mixtures / Products > Hazardous mixture

= | @ Hazardous mixture
b5068fa6-a90a-4a57-85

a-4a57-85ef-ab1fcafaazbe
Submisslon Type: | CLF Poison centres notification v Draft dossier header & Validate @ Create dossler

. Mixture composiiion. U1

T e FEEE) i
CLP Polson centres notification Wi e U e 2R

Mixture information and product

w i i e
iz Product identity
Classification of the mixture and label v Product information + New v o
elements
Mixture safety data sheets and ® Product information.001 i
toxicological information Last Modified:05/10/2020 2248

Additional information ~  Unigue formula identifiers (UF1) and other identifiers

+ New v (i)
® Unigue formula identifiers (UF1) and other identifiers 001 T
Last Moaified:05/10/2020 22-28

MLWMMMMM
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Validation report

« The validation report displays the outcome of the checks:

v'No failures (dossier will be accepted and forwarded to authorities)

Quality rules (dossier accepted but forwarded with the validation
report highlighting potential deficiencies)

x Failures (dossier will not be accepted by the system - fix errors -
create and resubmit dossier)

Validated entity: Hazardous mixture

‘\‘ Validation assistant report Validation time: 23/03/2020 14:44 © Re-validate 7 Edit dossier settings X

N~ Validation scenario: SC0173 - Poison centres notification, Standard submission

ission checks * Quality checks n

© Quality concerns have been detected for this substance dataset / dossier. You are advised to revise the sections corresponding to the warning messages as they may trigger follow-up actions
from ECHA. While the quality warnings have been designed to assist the user in deteclmc}] inconsistencies in the information provided, there may be special circumstances in which some of the
warnings can be ignored. This version of the Validation assistant includes a limited set of quality rules. Further quality rules will be available in subsequent versions. You will receive a notification
when a new Validation assistant version becomes available. The use of this tool is without prejudice to the expert assessment carried out by ECHA to establish the adequacy of the information
required under Article 10, 17 and 18 of the REACH Regulation

tional situations, if there is

sheet can only be done in exc
ou will need to be able to

\at for enforcement purpos

-in-mixture information reminder. Identifying the mixture-in-mixture through the safety data
o possibility to obtain full compositional information or the UFI from the supplier. We remind you tt
demonstrate your efforts to obtain this information (e.g. written correspondence with the supplier)
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Dossier submission overview

= 4 J ® 4 o
Upload & Get submission Placing on the

echa.europa.eu a7
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Prepare and submit online

« After dossier created, proceed to submission.
« File automatically uploaded -> Submit!

U‘IUbLJUﬁ
v

Dashboard > Mixtures / Products > Leather Cleaner

= | @ Prepared by consultant
6e632533-7f21-49d7-80a1-100cace5930f

i (9" JaneDoes
= n Q "L Purple Haze Chemicals

oL

UUID: 6e632533-7f21-49d7-80a1-100cace5930f

F i A
/
_4 ) Submission portal

Dossier Submission Ty | _ Upload and submit

Dossier name (given by
Prepared by consultant

Version
clp 5.0

Submission Type
CLP Poison centres noti

DA A A

[Z] View Dossiers § Goto source [FATATETS

Hide e Q B
u Q \r‘* JaneDoes
Purple Haze Chemicals

—

Prepared by consultant Leather Cleaner
has been uploaded.

Remove

Click "Submit” to send your submission. m
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Manual upload and submit page

Upload the dossier manually in import box

Following successful submission, a submission
number is assigned.

Links to the submission report.

Search | Upload & su™

=

Thank you for your submission! for upload.
itted
Prepared by consultant Leather Cleaner
is being processed.

RMH932087-04

echa.europa.eu
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Submission report

Purzk: Haze Chemicals

Summary of the submission

Submission status succeeded,
Su Cceeded With Wa rn i ng S O r Dassier type: CLP Poizon centres notification Submitted by: John Smith
failed. S e

S u b m i SS i o n a n d p rod u ct Submission information Sf:izuients (Member States - market placement)

= | Submission report

Submission status: Succeeded &

info rm ation - i n itia I, u pdate, E:E;E;EEJT:; 3_. = :::6: Submission events
name of the mixture etc. and e e R I e
h isto ry d eta i I S Preduct information

Lists the Member States for
market placement

Submission events - critical
to know to determine when to .

11/DE/2020 2346 RMHO0ED00-32 &

place on the market B

Submission history
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Search submissions

. [E Export to Excal

per | . 5

« Searching submissions by [ e e ] smsiass s .
" | Submi -

« A'Sort by’ functionality
« Scrolling ‘<’ or '>’ |
« Entering search criteria [ scwcn | ot |
« Search results exported to

Fage 1 of 7 results Zart by| Mewer first

@ RMH265009-15 8@ 19/10¢/ 2020 15:51
E X C e I PCH number Sb48%1c-03bE-44ed-b5cI-d2 73 Td 23b4d UR=) T200-U0CW-500A-0671, FS00-COZ8-FI0T-DHTS ~
Names Dish washing liquid - initial, Dish washing quid, Uir_  Dossier type CLP Poizon centres notification
« The submission number is i
PCH number TcabdTch-feeb-4T21-0bT8-Bd0abchSomac UR=) R200-LMCW-S00r9-0y G

links to the submission report e T e e s b S e

« Symbols to indicate if the
submission is an initial @ or
update & , or if it has a passed® :www==e

PCH number TeabdToh-feeb-472f-0h28-BdSabchioeae URN=) R200-MCW-S003-0Y G m
0 r fa i I e d Sta t u s Hames Prepared by consuitant, Leather Cleaner, Leather e Dossier type CLP Poizon centres natification
@ RMHDD6800-32 & 11/06/ 2020 23:46
PCH number TcabdTci-feeb-4T21-5028-BdSabcbiorac URN=) R200-MCW-S00r3-0Y a5 m
Names Prepared by consultant, Leather Cleaner, Leather die_ Dossier type CLP Poizon cemtres notification
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Member States — where are they now?

« Information received by Member States — updated when new
information is received
- Readiness and submission system options
- Languages accepted
- Fees charged
- Timing for placing on the market

@ ol N . -
Mosite Stase midscaiierrs wis ECHA sulsmsasion sl i cxal Moo | amonsas Fost for saiifioabions Rt il [T WL

[Ferreser s i e cormscted B ELM, oerber 1308 ACoHpEs Nt oo ora ook A ELTW Aty Teachr Iy Shoces raticsl o ncusge: Faaz o A plaarg T au on e
TENTEERGN BT and chubs el ders car sl mTEEan mewaTy batevaan cfiod |arousgs of e hambsr S o I TeTack st sher confrmakon o
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Considerations...

« Currently, not all countries are ready to accept harmonised
notifications via the ECHA portal and national obligations

apply
« Submissions made to Member States not accepting
« are not considered as fulfilling legal requirements

« remain in the database until Member State is connected and
receiving

« Submission report indicates if ‘Received by [country]’
BUT
-> check the Member States Overview to confirm if the
Member State is connected and accepting the
submitted notifications
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Considerations D RAlER

« Notification should be valid and up to date at all times.
« Updated notification is a revised version
« Update notification before changed mixture placed on the
market
« Change in mixture product identifier (including UFI)
« Change in mixture classification
 New toxicological data available
« When changes in composition outside of the allowed ranges
in Annex VIII

« Updated notification without undue delay e.g. new
packaging type, change in emergency contact details,
correction of error...
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Significant change in composition

« When changes in composition outside of the allowed ranges in
Annex VIII = new UFI!

Didel| Kitl pavojingl kemponental Sudeties pakeltimal Ir UFT povelkis

Didelj susiripinima keliantys komponentai

Jeigu miginiy kompanentai klasifikuojami bent pagal viens i8 taliau iSvardyty pavojingume kategorijuy, reikéty nurodyti tikslig jy kencentracijos mifinyje
procenting dalj maZéjantia tvarka pagal mase arba turj:

omus wksiSkumas, 1, 2 arba 3 kategorija;
specifinis toksiSkumas konkrefiam organui - vienkartinis poveikis, 1 arba 2 kategorija;
specifinis toksifkumas konkrediam organui - pakartotinis poveikis, 1 arba 2 kategorija;
odos esdinimas, 1, 14, 1B ar 1C kategorlja;
smarkus akly paZeldimas, 1 kategorija.
Vietoj tikslios koncentracijos galima nurcdyti koncentracijos intervalz pagal VIII priedo B dalies 1 lentelg (2r. 1 lentelg).

Jel tiksl kencentraclja didesne kalp 1 %, virutings Ir apatines koncentracijos verfiy intervaly ribes gall botl suapvalintes 1Kl vienos defimtosios; Jel tiksl
koncentracl)a maZesne arba lygl 1 %, gallma naudotl ne dauglau kalp dvi defimtaines trupmenas.

1 lenteie. Pavajingiems didel susirupinimg keliantiems komponentams fzikomi koncentracijos intervalai atsiZvelgiant | neatidéliotinas priemones, kuriy reikis
imtis ekstremaliose sveikatai situacijose (cheminés medZizgos arba misiniuose naudojami misinizi)

MIZInyje naudojamo komponente koncentracljos DldZlauslos koncentracljos Intervalo ribos, kurlos turl batl naudojamos
intervalas (%) teikiant informacija
= 25 - < 100 5 % vienety
210 - < 25 3 % vienety

I

o https://poisoncentres.echa.europa.eu/lt/
components-of-major-concern

0,1 % vienety
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Indicating an update

 In the dossier header make relevant selection in
the ‘notification type’

« Updates require justification

Notification type

Initial notification

change in the mixture classification

>

change in the product identifier

[ Mew notification after a significant change of composition ]
J

L) The submission is an update

correction of ermor

correction/deletion of trade name
expansion of market area

new toxicological information available

other:

echa.europa.eu
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Relevant ECHA Guidance

MECHA e Annex VIII
« V 3.0 - translated
« V4.0-2021

Leitlinien zu harmonisierten
Informationen fiir die gesundheitliche
Notversorgung — Anhang VIII der CLP-

Verordnung « Labelling and packaging
Ly vt e s https://echa.europa.eu/quidance-
e 2o documents/guidance-on-clp

« Substances in articles

« Safety Data Sheet

« Substance identity and naming

https://echa.europa.eu/quidance-
documents/guidance-on-reach
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PCN practical guide

LI « Recently updated
PCN: a practical guide ’ Step by Step hOW tO:
* access tools

« prepare dossier
« validate & create
* generate preview report

https://poisoncentres.echa.europa.eu
/echa-submission-portal
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gogos -

Key documents

tralner

e-Learning page

Relaled links

« For more visual support s
material: = ot e [
« Animations
« Webinars
« Videos

e -

Training evenls

« New video tutorials!
Step 1 - Creating a mixture dataset & checking - WEBINARS

the legal entity
HMECHA

Step 2 - Entering information in the mixture
composition

Step 3 - Entering product and additional
information

Step 4 - Explaining toxicological information
and classification and labelling
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¢ ECHA Poison Centres Website

EUROPEAN CHEMICALS AGENCY

English {en) lil Sign In z ECHA
- POiSOﬂ Ce ntres Search the Poison Centres website

m StEPs ror i"dUStrY

Poisoncentres Home ﬂ E E ™

R :

),_ \
/

- N
o
ne

~\ /

Poison centres webinar: closing in on the 1 T
Quick li
first compliance date

\ / 21 September 2020 > Natidfal appointed bodies

This webinar on 4 November, 11:00-13:00 Helsinki
time (EET) gives you the latest information and
/ updates, helps troubleshoot commeoen IT problems, and

Guidance In Brief Publications

News

2 September 2020 ﬁ
Practical solutions to helg Q Questions and answers I'=l Contact ECHA

The European Commission has ac
provisions to help companies mex
includes both sector-specific and

Member State competent authori @ e—Learning Mational support
i

24 August 2020
Using system-to-system servic

recent enhancements EuPCS UFI
If you are using our system-to-system service to submit your peison centre notifications, we
recommend upgrading to the latest application programming interface (API Version 2). % SZS
PCN
PCN format System-to-system

https://poisoncentres.echa.europa.eu
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Steps for industry

Poisoncentres

. Poison Centres

1.
Know your obligations
-
2.
Know the standard
information requirements

-

3.
Know your portfolio

w

4.
Generate your UFIs

w

a3.
Adapt your data

-

6.

Prepare your submission
-
7.

Keep the information up

to date

Steps for industry

Steps for industry

Under Annex VIII to the CLP Regulation, importers and downstream users P'm =
placing hazardous mixtures on the EU market are to to provide specific Ea—
information on their mixtures to appeinted bodies. The annex also
specifies a harmonised format for notifications. The information contained
in the notifications will be used by poison centres for emergency health

response purposes in case of incidents involving these mixtures.

These web pages provide support to industry regarding their obligations
under Annex VIIL The advice is based on the most current information

available.

1.

echa.europa.eu

Know your obligations

English [en) Sign In 'E ECHA
Search the Poison Centres website

“ Steps for tnd i foets “

HdoQgoR =
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Connect with us on LinkedIn!

Keep up to date with the latest news from the Poison
Centre Team

Post questions and join in on the community discussion

Poison -
1 Centres

ECHA's poison centre notification group - Annex
VIl to CLP

https://www.linkedin.com/groups/12364138/
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Need more help?

Nacionalinés pagalbos tarnybos

Nacionalinés pagalbos tarmybos buvo isteigtos kaip rySiy punktai, | kuriuos kreipiamasi pirmiausiai turint klausimy dél BPR, CLP ir
REACH reglamenty, Pagalbos tarnyby darbuctojai gali jums patarti jusy kalba ir Zina vietos salygas, o tai gali praversti sickiant

N t - | | d k laikytis 3iy reglamenty reikalavimy, Toliau rasite ju kontaktinius duomenis.
ational He pdes -
BPR helpdesk National Public Health Centre under the Ministry of Health,
echa.europa.eu/suppor elpdesKs
u u Kalvariju st. 153, LT-08221 Vilnius

Telephone: +370 5 264 9678
Fax: +370 5 264 9664
Email: vilnius (at) nvsc.kt
BPR website

CLP and REACH helpdesk Environmental Protection Agency
A. Juozapaviciaus str. 9, LT-09311 Vilnius
Telephone: +370 5212 6094; +370 5212 6091
Fax: +370 70 66 2000
Email: reachclp (at) aaa.am.lt
REACH and CLP website

Contact - CLP

ECHA contact form
echa.europa.eu/contact/clp @™

Request type *

Annex VIIl - Poison Centres 2
Topic *
Please select... ~
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Thank you!

poisoncentres@echa.europa.eu

Subscribe to our news at
echa.europa.eu/subscribe

Follow us on Twitter
@EU_ECHA

Follow us on Facebook
Facebook.com/EUECHA




