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|JUCLID 6

https://iuclidé.echa.europa.eu/home

I U C LI D 6 Search the [UCLID 6 website jul

IUCLID Product Download Software

UCLID = Home HEOGER s
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|2 Navigation panel
earch | Components  Annotations

Result type | Substance
Substance
Mixture/Product
Template

Reference substance
Legal entity

Legal entity site
Category

Literature Reference

Ty e

Query type

Reference substance name
Reference substance CAS number
Regulatory programme identifier
Regulatory programme

Regulatory programme other value
Ownership
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Dossier subject
Dossier subject
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EFERENCE SUBSTANCE

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

Accedi

I U C Ll D 6 Search the [UCLID 6 website ju.

IUCLID Product Download Software

N
IUCLID = Support t|f]v]e]+ 8

Support

Documentation Frequently Asked Questions

Have any quastions? Nead soms quick answars? Hare
you will find evarything you nasd.

Find anything you want to improve or anhancs your
knowledgs in many issuss related to IUCLID 6.

Read mare Read more

Helpdesk

Do not hesitats to contact the ECHA Helpdssk if you have
additional questions regarding the uss of IUCLID 6.

Get IUCLID data

Get access to IUCLID data such as referance

substances or inventories.

Get help
Read mare
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BIOCIDAL PRODUCT DOSSIER

NEW SUBSTANCE

Main tasks ! !
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BIOCIDAL PRODUCT DOSSIER

NEW SUBSTANCE

([l 0 Related information

ik 1 Applicant

---ﬁ‘ 2 Identity of the active substance

ﬁk 3 Physical and chemical properties

ik 4 Physical hazards and respective characteristics
ik 2 Methods of detection and identification
Hk & Effectiveness against target organisms
Ek 7 Intended uses and exposure

ik & Toxicological profile for humans and animals
ik 9 Ecotoxicological studies

ik 10 Environmental fate and behaviour

ﬁk 12 Classification & Labeling
ik 13 Summary and evaluation




BIOCIDAL PRODUCT DOSSIER

NEW SUBSTANCE

EI ﬁ] 0 Related information

J-‘\ 0.1 Templates

Elﬁ 1 Applicant

g" 1.1(CE 2.1) Name and address

> g 1.2(Cf 2.1} Contact person
ﬁk 1.3 Active substance manufacturer




BIOCIDAL PRODUCT DOSSIER

NEW SUBSTANCE

=il 21dentity of the active substance
ﬁ" 21 Common name and synonyms
| > ¢" 2.2 (Cf 2.1) Chemical name (IUPAC and CA nomenclature or other international chemical name(s})
ﬁ" 2.3 Manufacturer's development code number(s)
> ¢ 24(Cf 2.1) CAS number plus EC, INDEX and CIPAC numbers
> ¢" 23 (Cf 2.1) Molecular and structural formula (including SMILES notation)
> ¢" 26(Cf 2.1} Information on optical activity and full details of any isomeric composition
> ¢ 27 (Cf 2.1) Molar mass
ﬁ" 2.8 Method of manufacture (syntheses pathway) of the active substance

ﬁ" 2.9 Specification on purtty of the active substance as manufactured
> ¢ 210(Cf. 2.9) The identity of any impurities and additives
> ¢ 211(Cf. 5) Analytical profile of at least five representative batches

¢ 212(Cf 2.1) The origin of the natural active substance or the precursor(s) of the active substance




BIOCIDAL PRODUCT DOSSIER

NEW SUBSTANCE

Elﬁ 3 Physical and chemical properties
Ek 3.1 Appearance

ﬁk 3.2 Melting point / freezing point
ﬁ‘ 3.3 Acidity, alkalinity

ﬁ“ 3.4 Boiing point
--ﬁ‘ 3.5 Relative density

Ek 3.6 Absorption spectral data (UVAIS, IR, NMR) and a mass spectrum, molar extinction at relevant wavelengths
Ek 3.7 Vapour preszure and Henry's law constant

Ek 3.8 Surface tension

ﬁ‘ 3.9 Water solubilty

Ek 3.10 Partition coefficient (n-octanol'water) and itz pH dependency
E‘ 3.11 Thermal stability, identty of breakdown products

>Ek 3.12 Reactivity towards container material

-- [ 313 Dissociation constant

Ek 3.14 Granulometry

--H 3.15 Viscosty

> H 3.18 Solubility in organic solvents, including effect of temperature on solubility

-- H 3.17 Stabilty in organic solvents used in biocidal products and identity of relevant breakdown products

-- H 3.12 Addttional physico-chemical propertiesz of nanomaterialz




BIOCIDAL PRODUCT DOSSIER

NEW SUBSTANCE

Elﬁ 4 Physical hazards and respective characteristics
Eﬂ--ﬁk 4.1 Explosiveness

Eﬂ--ﬁk 4.2 Flammability

- gt 4.3 (Cf. 4.2) Flammable agrosols

EEF--Ek 4 4 Oxidizing properties

E‘ 4.5 Gaszes under pressure

- g" 4.6 (Cf 4.2) Flammable liquids

- g 4T (Cf 4.2) Flammable solids

ﬁ“ 4 8 Self-reactive substances and mixtures

- g 49 (Cf. 4.17) Pyrophoric liquids

- g" 4.10(Cf. 4.17) Pyrophoric solids

- gt 411(CF 4.17) Self-heating substances and mixtures
- g* 412 (Cf 4.17) Substances and mixtures which in contact with water emit flammable gases
-~ g 4.13 (Cf. 4.4) Oxidising liquids

- gt 414 (Cf 4.4) Oxidising solids

E‘ 4,15 Organic peroxides

ﬁk 4,16 Corrosive to metalz

EE}--E‘ 417 Additional physical indicators for hazards

EEI---HK & Methods of detection and identifization




BIOCIDAL PRODUCT DOSSIER

NEW SUBSTANCE

Elﬁ 6 Effectiveness against target organizms

E‘ 6.1 Function and mode of control

- g" 6.2(Cf 6.1) Representative organism(s) to be controlled and products, organisms or objects to be protected

- g" 8.3 (Cf 6.1) Effects on representative target organism(s)

-~ g" 6.4 (Cf. 23 of the BPR Active substance application (representative product}) Likely concentration at which the active substance
- g" 6.3 (Cf.6.1) Mode of action (including time delay)

Ek 6.6 Efficacy data to support these claims on biocidal products and on treated articles

[+- g* 6.7 (Cf. 6.6) Any known limitations on efficacy

E]ﬁ? T Intended uses and exposure

>E‘ 7.1 Field(s) of use envizaged for biocidal products and treated articles
.* 7.2 (Cf 7.1) Product type(s)

> g" 7.3(Cf.7.1) Details description of the intended use pattern(s)

g" T4(Cf 7.1} Users e.g. industrial, trained professional, professional or general public (non-professional)

>E 7.5 Likely tonnage to be placed on the market

-- ¢ 7.6(Cf 7.1) Exposure data in conformity with Annex VI to this Regulation




BIOCIDAL PRODUCT DOSSIER

NEW SUBSTANCE

Elﬁ & Toxicological profile for humans and animals

Eﬂ--ﬁk 8.1 Irritation

- @ 8.2 (Cf. 8.1.2) Eve irritation

Eﬂ--ﬁk 8.3 Sensitisation

- @ &4 (Cf 83.2) Rezpiratory sensitization

EEF--Ek 8.5 Genetic toxicity in vivo /in vitro

- @ 88 (Cf 8.5.5) In vivo genotoxicity study in mammalian cells
}Ek 8.7 Acute Toxicity

}E‘ 8.8 Toxicokinetics and metabolism studies in mammals
}ﬁk 8.9 Repeated dose toxicity

o[’ 8:10 Reproductive toxicity

}ﬁk 8.11 Carcinogenicity

}Ek 8.12 Relevant health data, obzervations and treatments

|y IO porwy IO -y IO oy IO pormy RS oy

(- E .13 Additional studies

E &.14 Studies related to the exposure of humans to the active substance

E 8.15 Toxic effects on livestock and pets

- E .16 Food and feeding stuffs studies including for food-preducing animalz and their products
E 8.17 Tests to assess toxic effects of metaboltes from treated plants




BIOCIDAL PRODUCT DOSSIER

NEW SUBSTANCE

Elﬁ 9 Ecotoxicological studies

g Ecotoxicological Information-copy
E}-ﬁ( 9.1 Toxicity to aquatic organisms

[ E 8.2 Terrestrial toxicity, initial tests

[ E 9.3 Terrestrial tests, long term

- g 9.4 Effects on birds

- [l 9.5 Effects on arthropods

E 9.6 Bioconcentration terrestrial

- @ 9.7 (Cf.9.6) Bioaccumulation: terrestrial
E 9.3 Effects on other non-target, non-aguatic organisms
it [ 9.9 Effects on mammals

E 910 ldentification of endocring activity

Elﬁ 10 Environmental fate and behaviour

EEF--E" 10.1 Fate and behaviour in water and sediment

it [l 10.2 Fate and behaviour in soi

Eﬂ--ﬁ" 10.3 Fate and behaviour in air

E 10.4 Additional infermation on environmental fate and behaviour

- @ 10.5(Cf &.16.4) Defintion of residues

E 10.6 Monitoring: identification of all degradation products (=10%] in the studies on degradation in soil, water and sediments




BIOCIDAL PRODUCT DOSSIER

NEW SUBSTANCE

Iﬁk 11 Measures to protect humans, animals and the environment

EJﬁT 12 Classification & Labelling

- wg r216ms
- w g 122050-0r0

EIﬁT 13 Summary and evaluation
i [ 12.1 PET Assessment
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NEW PRODUCT
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BIOCIDAL PRODUCT DOSSIER

NEW PRODUCT

Main tasks - = - _— Administration
=

°®

b |-—] ‘en
Mixture / Product Template — User management

Substance ﬁ‘ D Dossier
Category Annotation
Plugins

Inventories — e (DS
&

5 °.°.

" |

v ° ’o Ead

Legal entity Legal entity site Reference substance
§= ¢

Contacts Chemical inventories  Literature reference Test materials




BPR Biocidal product authorization fjﬁ} 2 identity of the biocidal product
Y Text fiter i‘ 2.1 Trade name or propozed trade name
i‘ 2.2 Manufacturer's development code and number of the biocidal product
H (l Related information i‘ 2.3 Biocidal product composttion
i“ 1 ﬁﬂﬂ|iﬂﬂﬂt ¢" 24 (Cf.2.3) Formulation type and nature of the biocidal product

i‘ 2 ldentity of the biocidal product

i‘ 3 Physical, chemical and technical properties o R 21ty orthe actve subsance

[}-i‘ 2.1 Common name and synonyms

E 4 Flhy-s_icm hﬂ 73 rd g 3 |-||:| FEEI}EE’[i‘fE Eh ara I:’[EHE’[IDE - g* 2.2 (Cf. 2.1) Chemical name (JUPAC and CA nomenclature or other international chemical named(s))
[}-i‘ 2.3 Manufacturer's development code number(s)

i“ S Methods of detection and identification -+ g* 2.4(Cf.2.1) CAS number plus EC, INDEX and CIPAC numbers

- g% 2.5 (Cf. 2.1) Molecular and structural formula (including SMILES notation)

iA E. E ffﬂ-ctplfﬂ-n B8R 3 g d ||'| E-t tﬂ rg E-t 0 rg an |5_|'|'|5_ - g 2.8 (Cf. 2.1) Information on optical activity and full detaile of any isomeric composition

- g% 27 (C1.2.1) Molar mass

E T Intended uses and Exposure e[’ 2.8 Method of manufacture (syntheses patfiway) of the active substance

[}-i‘ 2.9 Specification on purity of the active substance as manufactured

i‘ & Toxicological profile for humans and animals ¢ 210 (C.29) Th ienty of any inurties and addives

- g 211(Cf. 5) Analytical profile of at least five representative batches

E E E EDtDIiED ||:| g iEEl E’[IJ |:| iE'E- - g* 212 (Cf. 2.1) The erigin of the natural active substance or the precursor(s) of the active substance

i‘ 10 Environmental fate and behaviour

EEY 0 EEEE

i‘ 11 Meazures to protect humans, animals and the environment

; Substance Product
iA 12 Classification & Lab&lling Elﬁ 13 Summary and evaluation Elﬂ 13 Summary and evaluation
H 13 E-IJI'I'II'I'IEI'F and evaluation i’ 13.1 PBT Assessment g Summary and evaluation




BiocCIDAL PRoODUCT COMPOSITION

IUCLID 5

BPR Biocidal product authorisation

=+
:F

BPR Biocidal product authorisation

-l
:F

@ 0Related information
[ﬂt 1 Applicant
E}@ £ Identity of the biocidal product
.| .1 Trade name or proposed trade name

5@ 2.3 Biocidal product composition

L @ biocidal product composition.001
‘o @ 2.4(CF 2.3)Formulation type and nature of the biocidal product
- ® 3 Physical, chemical and technical properties
EE}! 4 Physical hazards and respective characteristics

i L 7 2.2 Manufacturer's development code and number of the biocidal product

& 0Related information
&% 1 Applicant
(=} Q, 2 Identity of the biocidal product
. : j 2.1 Trade name or proposed trade name
Fn] 2.2 Manufacturer's development code and number of the biocidal product
g l=t Q 2.3 Biocidal product composition
A | @ Family composition
- @ Product X
@& ProductY
. - @ ProductZ
“-'@ 2.4(Cf 23) Formulation type and nature of the biocidal product
ﬁ_-}- ® 3 Physical, chemical and technical properties
@- ® 4 Physical hazards and respective characteristics

ENDPOINT STUDY RECORD

ENDPOINT STUDY SUMMARY




BiOCIDAL PRODUCT COMPOSITION

IUCLID 6

Er ﬁ] 1 General information

----- E 1.6 Sponsors
----- H 1.7 suppliers

ﬁ}, New substance compostion

'q}, New mixture composition

EI ﬁ 1 General information

B ﬁhztumnus O @, New record
------ d Substance DEI Copy al to clipboard
E‘ 1.4 Analytical In
[ 15 dontsubms V- Expand
E 165ponsors A Collapse
E 1.7 Suppliers
- [ 1.8 Recipients

Ek 2 Clazsification & Labeling and PBT azzeszment

I ﬁ‘ 3 Manufacture, uze and exposure

Pluz

Minus

RECORD




BiocCIDAL PRoODUCT COMPOSITION

Administrative data
Mixture/product name
Mix_1
Brief description
Formulation type
v /P Vapour releasing product )
Components -

VA®
substancef vV @
substance2 _ vA @

Impurities
®

Additives
VA®
v @ X




E+ ﬁ] A Physico-chemical properties
----- E 1 Appearance / physical state / colour

----- E 2 Melting point / freezing point
..... E 3 Boiing point *}, bIJ,,:; endpoint study record

ﬂ 4 Physical and chemical properties
. H 4.1 Appearance / physical state / colour
----- H 4 2 Melting point / freezing point
..... E 43 Boiing point | '@, New endpoint summary

----- H 4 4 Density
----- H 4.5 Particle size distribution (Granulometry)




ENDPOINT SECTIONS

BPR Biocidal product authorization
Y Test fiter

41| 0 Related information
EJ---E" 1 Applicant

E]"H" E Identity of the biocidal product

E]---H“ 3 Physical, chemical and technical properties

Yy

]E‘ 4 Physical hazards and respective characteristics

T

]H" 5 Wethods of detection and identification

1

]H“ & Effectiveness against target organisms

ﬁ 7 Intended uzes and exposure

T

E:I"-Hk & Toxicological profile for humans and animals
E]---Hk 9 Ecotoxicological studies

:l_i" 10 Environmental fate and behaviour

Endpoint Section

‘Administrative Data’

E:I"-Hk 11 Measures to protect humans, animals and the envirenment
E]---Hk 12 Classification & Labeling
- [ 13 Summary and evaluation

'Results and Discussion’

‘Data Source’ ‘Test Materials’

A 4
'Materials and Methods’

Other Endpoint Section




BIOCIDAL PRODUCT DOSSIER

OTHER INFORMATION
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APPLICATION FOR A NATIONAL AUTHORISATION

Competent Authority

‘CONTACT PERSON’

Details of the application (eg. fees)

DOSSIER (in IUCLID format)

SPC (SPC editor)



[

ECHA

EUROPEAN CHEMICALS AGENCY

SPC EDITOR

Ricerca avanzata »

L'Agenzias Regolamenti Trattamento delle Informazioni sulle Le sostanze chimiche Assistenzs
sostanze chimiche sostanze chimiche nella vostra vita
problematiche
ECHA > Assitenza > Strumenti per ap & L » SPC n 2%

voslra vila

Assit

stenza

Guida

Supporto QBA

Metod nazione
e altemative
Webinar
Strumenti per la
azione dei fascicoli

SPC Editor SPC Editor

Since 3 Decer

nber 2014, with the release of RABP version 3.2, a new format for the
d haractenistics ( Cl has been mandatory for all companies
duct authorisation -.‘

DO ompanies in preparing their application
b dal products, either on a national or European level, ar
SPC Editor has been prepared by ECHA, The

for authornsation of
nling application called
ool i fully compatible with R4BP 3.

Applicants can use this ool to creats SPC for sirg
members of the family. Applicants will be able
amend existi 5. For example, applicants can
er in a product family starting

e products, product Tamilies and
nerate either new documents
eate a new SPC an additional
n an existing SPC prepared

SPC Editor manual

5 = .-
use the teol to amend and linalise the SPC while granting an B VT "hn“'il

Additiznally, an updated Report Generator plug-in for IUCLID i sv:ll:bl~ at the
IUCLID website, The g-in npatible with IU\.LID version 5.6 and can be used to
generate a draflt SPC gle product authorisations. The relevant infonmation
available in the biocid 1 file in IUCLID is :Ll_v'mli‘.ally extracted into & format
which is fully compatible with the SPC Editor.

The pew structurs

of the SPC will make ¢ :ls dissemination easier and, in the long run

could support the comparative assessment of dilferamt pro 5
S with the exception of application for products’ renewal. Dossier submission tools
a..
° » IUCLID

https://echa.europa.eu/it/support/dossier-submission-

tools/spc-editor



https://echa.europa.eu/it/support/dossier-submission-tools/spc-editor
https://echa.europa.eu/it/support/dossier-submission-tools/spc-editor
https://echa.europa.eu/it/support/dossier-submission-tools/spc-editor
https://echa.europa.eu/it/support/dossier-submission-tools/spc-editor
https://echa.europa.eu/it/support/dossier-submission-tools/spc-editor
https://echa.europa.eu/it/support/dossier-submission-tools/spc-editor
https://echa.europa.eu/it/support/dossier-submission-tools/spc-editor

SPC EDITOR

{7~ SPC Editor MECHA

> EUROPEAN CHEMICALS AGENCY

D Start using the SPC Editor!

Browser requirements Data storage disclaimer

The SPC editor has been optimised for: Although this tool is web based, your data is NOT. The data you enter and decide to save is only stored

. ' in your own file system either on your local disk or on your network drives. The data is NEVE)
« Internet Explorer 10 and higher on a Microsoft Windows platform : Y e 5 ‘mlc g ') S Y b b b
g ransmitted over the nefwork by this fool.
« Mozilla Firefox 22 and higher on a Microsoft Windows platform 4 :

« Google Chrome 35 and higher on a Microsoft Windows platform Therefore, use the

¥) Save ‘ button to store the SPC editor content on your local hard drive.

The use of no supported browsers might reduce SPC editor functionalities and cause application errors. Once you are ready to submit your SPC, you will do so via the Register for Biocidal Products (R4BP 3).
Therefore, we advise all SPC editor users to use the above mentioned browsers.




- SPC Editor

SPC EDITOR

meyy DIECHA

EUROPEAN CHEMICALS AGENCY

[3 New ~ = Open [B Save

@ Expand all @ Collapse all

v Prodotto

H & P statements

w Authorised uses

Use

Directions for use

Administrative information

Other information

€ Information

A©

» Product information A

@
A ©
A©
A
A

PDF Preview = v & Import XML @ Compare with SPC version convertor

Prodotto ltaly Italian

Formulation type

* Formulation type Select or search a formulation type, or enter a custom value. A~

Active substances

At least one active substance is required

<+ Add Active substance

Substances of concern

+ Add Substance of concern

Other substances

<+ Add Other substance




B 4
(x E C I I A MESSAGES NEW APPLICATION

EUROPEAN CHEMICALS AGENCY

You are companyl on behalf of Geo Biocides

Submit application for: \ BEFORE YOU SUBMIT:

@ AS-ACC - Inclusion in the Article 95 (active substance suppliers) list

Guidance documents

@ AS-APP - Approval of active substance ) )
Biocides Submission Manuals

o

n

o
-
3
!

act the ECHA Helpdesk if you have

@ AS-RNL - Renewal of active substance

@ CC-APP - Classification of a change to Resubmission for application for national autheri (NA-APP)

Your next steps

@ NA-APP - National authorisation

Submission number BC-LGO09487-38/3

e . atiatey Note that receipt of this message does not guarantee that your application is accepted for processing, Verffication of the format must first be completed by
@ NA-BBP - National authorisation of sa R4BP 3, therefore it is important that you follow the advice below in cage further action (such 2 a resubmission) is required from you.

1. 1 your apphcation 15 n the correct format you will recewe a message m your R4BP 3 message tab with further instructions. If your application is not in the
correct format you will receive a task tem with instructions on how to resubmit a new one. Piease pay attention to the resubmission deadiine,
2. Monitor your apghication progress in the “Events History” tab under the case details page,

1 you need to contact the ECHA Helpdesk reqarding your application please provide the submission number,




RESUBMIT INFORMATION

-| Resubmit information fr::

Task detais \E0C

[ e Resubmit information Case number: BC-LG009487-38
Task numbe TASK-1568513 type Application for nationa! authorisation
17/11/2014 Claimed Froduct name Leg_single_v.1.1.1
Evaluating authonty; MSCA-Germany
One Tester
17/11/2014

® o01/12/2014

Comingnication numbe NAP-C-1074595-24-00/F

Submission numbar BC-LGO09487-38/2
eve formatio
caae read the following requested information r submitted information and upioad any relevant one
Togic Farmat Checks
Resubmisson requested [NAP-C-1074595-24-00/F]
Content Your applicstion has failed the format check due to an invalid or missing TUCLID dossiar and/or -

supporting document. Please cee below this message the list of failed business rules and instructions on
how to correct them. The failure message indicates whethar the arror was found in the supporting
document and/or in the TUCLID dossier,

Please correct the business rule failures and resubmit the necessary files using this resubmission task
as outlinad below. Mote the due date for this task.

1f the 1UCLID dossier was considered invalid or missing, then vou need to submit a valid IUCLID
dosgier,

If the supporting decument was considered invalid or missing, then you need to submit a valid
supporting document. In case your previous submission included a IUCLID dossier that was considerad
valid, then due to technical constraints, you need to upload the same dossier file again in addition to
the supporting document, L

Further information on the requirements for different application types can be found on the ECHA
website at hitp://echa.europa.eu/web/guest/cupport/ dossier-submission-tools/rdbp, u

Fasled Business Rules

Rule
Error message
number
BRBO020 Your IUCLID dossier was crested from a dataset other than a Miture/Produck dataset. Please, create a new dossier in [UCLID using o Mixture/Product

dstaset. These issues are explained in the biocides submission manual relevant to your application type,

2 Cancel ® Release




REPLY TO COMMUNICATION

Task name Reply to communication -
set Apphcation for naticnal authorisation

T nber TASK-1601026
d ont 18/11/2014 Claimed Generated product name
valuating authority: MSCA-Finland

by One Tester
18/11/2014

e date @ 20/1172014

cation number NAP-C-1075502-43-00/F

Plesse read the following communicetion request snd reply sccordingly in the task actions er

Fram Agency T Test Company One
18/11/2014

Validation

Reply to communication - test

Coatent Dear Sir/Madam,
Piease find attached documentation related to case NA-APP and recorded under Case number 8C-
WDOO09675-34

Regards.

Please rep equest by v ¢ requestad file, and ep
No file(s) found. Please choose a file to upioad.
+ Browse
roce ing
refresh

ubmit @ Cancel ® Save ® Sove ond close ® Release




MUTUAL RECOGNITION
MECHA | Y |..... .ouccarion|

EUROPEAN CHEMICALS AGENCY

You are companyAmanager test on behalf of Company A (GR) ~

Search for cases

Case type NA-APP - Application for national authorisation * | Common name [(AS):

»

Please select

|

AN-AAT - Amendment of active substance in Annex I (COM initiated)
AN-APP - Inclusion of active substance in Annex I -

AS-AAT - Amendment of active substance

AS-ACC - Inclusion in the Article 95 (active substance suppliers) list
Evaluating country AS-APP - Application for approval of active substance

AS-EVA - Active substance evaluation 1mdsr Nirsrtiee 02/2/EF (Barticinant)

h s : .
e L0 C S =N TSRS S NSRRI Ao plication for national authorisation (NA-APP): BC-VB000021-73

My cases list

ase status: In Progress Product information
Evaluating authorit MSCA-Cyprus Product name: dakoktono
Case number % Product/Substance name ¥
Submission date 17/06/2014 Trade names
BC-VBO00021-73 dakoktono
Completed on - 14, 16

Create new case Download as PDF

NA-MRP - Mutual recognition in parallel

Lieicuaii Ll v lciaiis FEPTTERTI, Financial management | Rel




R4BP3

A A A A A
1 ©  New release of R4BP went live on 14.06.2017 (user manuals available)
Task name Product/Substance name Active substances Due date Case type

No task found based on your search criteria. Please change the criteria and try again

See all my tasks here

Task ; Task
Product/Substance name Active substances Case type
name status

See 3l group tasks here

o 14/06/2017 13:52 »

Topic: Subject Product/Substance name

See all messages herel




r, E C H A MESSAGES

EUROPEAN CHEMICALS AGENCY

Welcome, m

Search or filter cases T
Please select -
In Progress - Please select -
MSCA -
Ttaly -
o] Please select v
To ]
5 Search ¢ Clear Export {:xls) *

Case number & Product/Substance name & Active substances Case type ¢




HECHA

EUROPEAN CHEMICALS AGENCY

Welcome, m

Application for national authorisation (NA-APP)

In Progress

MSCA-Italy

SPC documents m ‘Company details | Events history Financial management | Ralated cases

IT-Italy

it (Master)

8 download to PDF 4 download in XML




R4BP3

Create new case @

beh

the current case or asstban er.sa0€s and assets,

Squares represent cases whlle circles represent assets. Inside squares and circles you may find the case/asset numbers. Above the numbers you may find the case type for cases or the originating case type for assets.

The current case/asset square/circle is highlighted by default in the diagram. Clicking on any other square or circle will open in a new tab the corresponding case or asset details.

The arrows in the diagram are solid when the target of the relation is an asset, while they are dotted when the target of the relation is a case.

If a circle with an asset number does not contain any case type inside it means that the asset is migrated without any associated originating case type.

If a circle's border is dotted it means that this asset is a family member and it is shown in the diagram because it is the context asset of a case (in the case details diagram) or the causing asset (in the asset details diagram).
If the label of a circle (asset) is not bold that means that the current user does not have access to the asset details page of that asset (due to the asset being transferred).

00 0000000000000
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IUCLID 6

Home IUCLID Product

UCLID > Home

File Edit User Admin Help

| | B e
———

Main tasks Seerch | Toc Amstsions

Resuft type Substance

Query type Get all substances

J Substance name*

Download

IUCLID 8 plays a central role in the IT environments
of all organisations that manage scientific data on
chemicals in a regulatory contsxt, for example
under the OECD HPV, EU Biocides and EU REACH.

u Industry staksholders

1 EU Member States

1 The Europsan Chemicals Agency (ECHA)
1 And any cther interested parties

IUCLID is the essential tool for any organisation cr individual that
needs to record, store, submit, and exchange data on chemical

substances in the format of the OECD Harmonised Templates.

Accedi

Search the IUCLID 6 website jul

Download Software Support News

QE@on -

28 April 2017
[UCLID 6 version 1.3.0 is available

A new service release for IUCLID is avallable. It brings improvements and
bug fixes, but also thrae new features: a PNEC calculator, re-uss of the
dossier headar and the Report manager.

24 March 2017

[UCLID 5 website closure

The IUCLID 5 websits will ba shut down parmanently from 30th of March
2017 onwards. The relsvant content has been transferred fo the IUCLID 6
wabsite. Bafora the closurs, IUCLID 5 website users are invitad to download
any additional information they may nead.

22 March 2017
REACH study results are published

REACH study results is a collection of non-confidential substance data that
was submittsd to ECHA under the REACH ragulation. It is now available to
download fres of charge from this websits.

27 February 2017
[UCLID 6 Desktop available for Mac 08 X

31 January 2017

[UCLID 6 version 1.2.0 is available

A new service releass for IUCLID is availabla. It brings improvements, bug
fixes but also three new features: IUCLID hyperlinks, a DNEL calculator and
a public API.

Mors naws.




HECHA

EUROPEAN CHEMICALS AGENCY

Search the ECH

Advanced search

About Us Regulations Addressing Chemicals Information on
of Concern Chemicals

ECHA > Homepage

10/11/2016 - Press release
ECHA proposes nine substances for authorisation

Nine substances of very high concern (SVHCs) are recommended
to be added to the REACH Authorisation List. They have been
prioritised from the Candidate List because of their high volume
and widespread uses, which may pose a threat to human health,
or may be used to replace other substances already on the
Authorisation List.

News

17/11/2016 - News item
November Newsletter online

The November issue of the ECHA Newsletter gives you an overview on ECHA's plans to meet the 2020
sustainable development goals, what IUCLID as a cloud service means and explains why some
substances have harmonised classification and labelling.

16/11/2016 - News alert
Last call to pre-register your low volume chemicals

To benefit from the extended deadline for registering existing, low volume chemicals by the last REACH
registration deadline, you need to have pre-registered your substance with ECHA. If you manufacture or
import a substance for the first time at or above 1 to 100 tonnes per year, and your substance is not a
known carcinogen, mutagen or toxic to reproduction, you can still pre-register within six months of
starting the activity, and at the latest by 31 May 2017 - one year before the deadline.

16/11/2016 - News alert
Updated interactive Guide on safety data sheets and exposure scenarios available

The Guide helps suppliers and recipients of safety data sheets to compile and understand substance and
use information.

14/11/2016 - News item
Forum launches major project on classification and labelling of mixtures

The Forum for Exchange of Information on Enforcement (Forum) has agreed to launch a project on
classification and labelling of mixtures and SDSs.

11/11/2016 - News item

Chemicals in our Life Support

[ |w] ] =]+ R

Due to a technical maintenance, ECHA
website will be unavailable on
Monday, 21 November at 18:00 -
20:00 (Helsinki time).

ECHA apologises for any inconvenience caused.

Advanced search

Il I have read and I accept the legal notice

> REACH-IT

> IUCLID 6

> R4BP 3

<
|
@ » CHESAR
o

y SPC Editor

-

7= ePIC
e > QSAR Toolbox

> Poison Centres




SOURCES

REGULATION
https://echa.europa.eu/it/requlations/biocidal-products-requlation

GUIDANCE DOCUMENTS

https://echa.europa.eu/it/qguidance-documents/guidance-on-biocides-
legislation

PRATICAL GUIDES
https://echa.europa.eu/it/practical-guides/bpr-practical-quides

SUPPORT

https://echa.europa.eu/it/support/dossier-submission-
tools/r4bp/submit-applications-for-national-authorisation

https://iuclid6.echa.europa.eu/it/support
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4 | Temie professioni

Seiin: Home * Temi e profiession! » Dispasithd medicl e altr] prodott = Biocid & preidi me dioo-chirungiol » Biocidi = Help dedk

| teni i questa sezione 3000 & cura dic Direzione generale dei
Hetp deSk dispositivi medid e del servizio farmaceutico

'Weeh edfting: Deborah De Crimita

Lo scopo principale dell’help desk & di dare supporto alle aziends titolar di prodatti biocidi in ambita regolatorio & tecnica, & Servizi online
seguito dell’entrata in vigore del Regolamento sui biocidi (BPR, regolamenta (UE) n. 528/2012), concernente [mmisziane sul A i
mercato & ['uso di biocidi @ di materiali o di articoli trattati utilizzati per la tutela dell'vomo e degli animali per combattere

organismi nocivi, quali batteri o insetti, mediante ['azione di principi attivi contenuti nel prodotto hiocida. 3 Blodd

L'help desk nazionale 5i propone di sosteners L2 imprese, 5ia a rispettars 1 nuovi adempimenti su quests sostanze, siaa
camprandera il cambiamento delle procadurs @ le apportunita applicative conseguenti all’antrata in vigore del Regolamenta sui
biocidi f&fl ‘wrm dall arFlcolo §1 d?l Regolamgmo RI8/2012 3LI'I-b'IDC1dI.]. . . . S Mo satra
Le Autorita Competenti sono il primo punto di cantatto per le industrie con sede nell'Unione eurapea e nello Spazio economico

europeo. (E importante ricordare che il regolamento sui biocidi nan & stato ancora inserita nell'accordo sullo Spazio ecanamico

- .
S Vai direttamente a

3 Presidi medico-chirurgic

Che tipo di consulenza fornisce 'help desk nazionale?

{Questa help-desk fornisce chiarimenti sul Regolamento Biocidi, informazioni su come presentare la domanda per FAQ - Bloddi e presidi medico-chirurgid
|"autorizzazione di un prodotto biocida, chiarimenti sugli aspetti regolatori e tecmici dei biocidi ed anche la normativa inerente Biocidi - Help desk

i biocidi stessi. Offre anche una consulenza sulle responsabiliti cui le industrie possona essers soggette ai sensi di tali Taniffe bioddi

regalamenti. Tariffe PMC

Tabella prodotti biocidi autorizzati

Lista conzolidata dei principi attivi in revisione

Elenco delle officine autorizzate a produrre presidi medico
- chirurgia

Perché contattare il servizio di help desk ?

Gli help-desk delle Autorita Compatenti sona il prima punta di contatto per tutti i soggetti che desiderana ricevers una
consulenza sul Regolamenta Biocidi.

Come contattare help desk L’crganigraml‘na

E' possibile imviare una domanda al servizio di help desk e chisders pareri in merito all‘sttuazione del Regolamento Biocidi e al del Ministers della Salute
periodo tranzitario.

http://www.salute.qgov.it/portale/temi/p2 6.jsp?lingua=italiano&id=3823&area=biocidi&menu=bi
ocidi



http://www.salute.gov.it/portale/temi/p2_6.jsp?lingua=italiano&id=3823&area=biocidi&menu=biocidi
http://www.salute.gov.it/portale/temi/p2_6.jsp?lingua=italiano&id=3823&area=biocidi&menu=biocidi
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Responsablla Rosa Draisci

Home Chisiamo . Chimicaesalute Cosmeticietatuaggi Attenzione al consumatore | nostriinterlocutori Basididati  Eventi

& > Chimicaesalute » Prodottichimici > Biocidi

Chimica e salute

Cosa sono i biocidi Sostanze chimiche

Il periodo di transizione

Biocidi

Il processo di revisione delle sostanze attive Fitosanitari

) . Detergenti
Autorizzazione e ruolo del CNSC

PMC

Ruolo dell’'ECHA Articoli

Pubblicazioni ISS sui biocidi e PMC Econamia circolare

Nanomateriali

Attivita del Centro

Normativa

https://cnsc.iss.it



https://cnsc.iss.it/
https://cnsc.iss.it/

facebook

European Chemicals Agency
& su Facebook.

Per connetterti con European Chemicals Agency, iscriviti subito a Facebook

A Diario Informazioni Foto Recensioni Altro ~
PERSONE > Z European Chemicals Agency
koo ok ok On this day in Chemistry: Pierre and Marie Curie exchanged wedding
954 "Mi piace
105v

vows in 1885. From 1896 until Pierre's death in 1906, the two physicists
worked together researching radioactivity. In 1898, they discovered the
elements polonium (Po) and radium (Ra). http:/
{collections/chemistry-calendar/july-26.
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Visualizza traduzione
The European Chemicals Agency (ECHA)is an
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https://www.youtube.com/user/EUchemicals
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