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SPECIFIKA

¢lanky 89, 90 & 95
biocidne vyrobky:
¢lanky 89, 91, 92 & 93

poplatky

ATSGE

d.o.o.




ATSGE

Organy statnej spravy v SR ey

- Ministerstvo hospodarstva,

 byvalé Centrum pre Chemické Latky a Pripravky;
(do 31. decembra 2013);

* Ministerstvo zivotného prostredia;

* Ministerstvo pddohospodarstva a rozvoja vidieka;

* Ministerstvo zdravotnictva,;

» Slovenska obchodna insSpekcia;

» Slovenska in§pekcia zivotného prostredia;

* Narodny inSpektorat prace;

e organ veterinarnej a potravinovej spravy;

* colné urady;

* Ministesrtvo obrany;



ATSGE
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Kompetentna autorita

- Ministerstvo hospodarstva,

» Centrum pre chemickeé latka a pripravky;

\
§ 20 (10):

-AK sa v pravnych predpisoch uéinnych do 31.
decembra 2013 pouziva pejem ,centrum“ VO
vSetkych gramatickych tvaroch, rozumie sa tym
,ministertsvo hospodarstva* V prisluSnom
gramatickom tvare.*

N )




ATSGE

Organy statnej spravy v SR ey

- Ministerstvo hospodarstva,

* Ministerstvo zivotného prostredia;

* Ministerstvo pédohospodarstva a rozvoja vidieka;
* Ministerstvo zdravotnictva;

» Slovenska obchodna insSpekcia;

» Slovenska inSpekcia zivotného prostredia;

* Narodny inSpektorat prace;

e organ veterinarnej a potravinovej spravy;

* colné urady;

* Ministesrtvo obrany;



Novy zakon o biocidnych ATSGE
vyrobkoch

Novy zakon o biocidnych vyrobkoch musel upravit’:

- rozhodnutia pred 1. septembrom 2013,
- konania prebiehajuce po 1. septembri 2013;

- ako nalozit’ s biocidnymi vyrobkami, ktoré nespadali
pod ramec byvale] BPD.



ATSGE

Prechodné ustanoveniav SR
EXISTUJACE VYROBKY

§ 20 (1):

Biocidne vyrobky, ktorym centrum udelilo rozhodnutie o ich uvedeni
na trh podla doterajSich predpisov a ktorym k 1. novembru 2013
neuplynula platnost prislusnych rozhodnuti, sa povazuju za biocidne
vyrobky spristupnené na trhu®®) podla tohto zakona a osobitného
predpisu;®l) tieto biocidne vyrobky mozno spristupnit na trhu,

IS -

Vsetky vyrobky s platnymi rozhodnutiami boli
prevzaté do nového registra biocidnych vyrobkov



http://www.zakonypreludi.sk/zz/2013-319#f7222775
http://www.zakonypreludi.sk/zz/2013-319#f7222776

ATS@E

Prechodné ustanoveniav SR
A § 20 (1) Dosledky

rozhodnutia su udelené na dobu neurcitu

W netreba ziadat’ o prolongaciu registracii

MoH nevydava rozhodnutia o ukonceni a
stiahnuti z trhu z dovodov podl'la § 20 ods. 1




BYVALY REGISTER DO 1. NOV. 2013

135G

d.o.o.

o o * nezadany
Type of biocidal product 2

Potet vyhovujucich zaznamov / Number of matched records - 2

Nazov spolocnosti / firmy
Name of company

Nazov biocidnehe vyrobku
Name of biocidal product

Typ biocidneho vyrobku

o 14 Rodenticidy
Type of biocidal product

Registrané Gislo
Registration Number

bin/439/D/07/CCHLP

Platnost' do:

— 31.10. 2011 >
Expiration Date: Q

Utinné latky (CAS):
Active Substances (CAS):

104653-34-1

| Centrum pre chemické latky a pripravky - Biocidy online -

Nazov spolocnosti / firmy
Name of company

Nazov biocidnehe vyrobku
Name of biocidal product

Typ biocidneho vyrobku

o 14.Rodenticidy
Type of biocidal product

Registraéné gislo
Registration Number

2009/4329/3926/SK ", w4862

Platnost' do:
o 31.10. 2014
Expiration Date:

Uzinné latky (CAS):
Active Substances (CAS):

104653-34-1

| Centrum pre chemicke latky a pripravky - Biocidy online -

-

PLATNOST
> ROZHODNUTI




NOVY REGISTER PO 1. NOV. 2013 ATS%,E

| PLNA ZODPOVEDNOST DRZITELOV REGISTRACII
SLEDOVAT LEHOTY PODLA ¢&l. 89 BPR !

—

IRegistraéné Eislo _
- bio/1498/D/081/CCHLP
Registration Number

—

-

apis do registra:
idpls do reg |1 112013
|Entry Date: N —
Ucinné latky (CAS): -
[Ocinné taky (CAS) 56073-07-5
|Active Substances (CAS):
| Centrum pre chemické latky a pripravky - Register biocidnych vyrobkov -
|Dritef rozhodnutia
|Name of company
INazov biocidneho vjrobku
[Name of biocidal product
Typ biocidneho vyrobk
yp - 14 Rodenticidy
|Type of biocidal product
IRegistracné &islo _

— bio/1498/D/08/2/CCHI."
Registration Number
\Zapis do registra:
< 1.11. 2013 >

|Entry Date: |
(inné latky (CAS):
[Ocinn taky (CAS) 56073-07-5
|Active Substances (CAS):




POVINNOST OZNAMIT UKONCENIE /\
SPRISTUPNOVANIA NA TRHU V SR — T5GE

§ 20 (6) :

Drzitel rozhodnutia podla odseku 1 alebo odseku 3, ktory ukongi
spristupnovanie biocidneho vyrobku na trhu z dévodov uvedenych v
odseku 1 pism. b) az e) alebo na vlastnu ziadost’, tuto skuto¢nost’
spolu s uvedenim dbévodov pisomne oznami centru v lehote najneskor

do piatich dni,

odkedy mu povinnost’ ukongit’ spristupriovanie na trhu podla odseku
1 pism. b) az e) vznikla, alebo

v lehote do piatich dni od datumu, ktorym ukongil spristupnovanie
biocidneho vyrobku na trhu Slovenskej republiky na vlastnu ziadost'.

Centrum na zaklade tohto oznamenia vymaze biocidny vyrobok z
registra biocidnych vyrobkov spristupnenych natrhu Slovenskej
republiky.




KONTROLA ATS@E
§ 20 (7):

Organy statnej spravy ....., ktoré pri svojej ¢innosti zistia, ze
pravnicka osoba alebo fyzicka osoba podnikatel nesplinil
niektord z podmienok uvedenych v odseku 1, oznamia tuto
skutocnost’ centru.

Centrum vymaze biocidny vyrobok na zaklade oznamenia z

registra biocidnych vyrobkov spristupnenych natrhu
Slovenskej republiky.

POKUTA: OD 1.000 DO 16.500 Euro



Problém 1: Elanok 95 JAR e
1. september 2015

Cl. 95 ods. 2

Od 1. septembra 2015 nebude na.trhu spristupneny biocidny
vyrobok, ktory pozostava z prislusnej latky zaradenej do
zoznamu uvedeného v odseku 1, ktory obsahuje takuto latku
alebo ju vytvara, ak dodavatel’ latky alebo dodavatel’
vyrobku nie je zaradeny do zoznamu uvedeného v odseku 1
pre typ(-y) vyrobkov, ku ktorym vyrobok patri.



Ucel:

Clanok 95 ATSGE

rovhaké zaobchadzanie so
vsetkymi dodavatel’'mi, ktori
umiestnuju na trh

ucinneé latky a spravodliva
kompenzacia pre ucastnikov
Programu prehodnotenia,
vyhnutie sa monopolom.

(predsiov 8 BPR).



Clanok 95 ATSGE

V praxi MUSI BYT KAZDA spoloénost schopna
preukazat pre kazdy biocidny vyrobok, ktory je
spristupneny na trhu ze:

vyrobok pochadza (priamo alebo
nepriamo) od dodavatel'a vyrobku, ktory je
zaradeny v zozname pre prislusny typ
(typy) vyrobku

alebo

ucinna latka (latky) pochadza od
dodavatel'a latky, ktory je zaradeny v

zozname pre prislusny typ (typy) vyrobku.



1.

Clanok 95 ATSGE

Praktickeé dosledky pre spolocnosti
po 1. septembri 2015

Na trhu nebude spristupneny biocidny
vyrobok, ak vyrobca alebo dovozca ucinnej
latky (latok), ktoré vyrobok obsahuje,
pripadne dovozcovia biocidneho vyrobku, nie
su zahrnuti do zoznamu podl'a cCl. 95;

. Nie je lehota na vyfazovanie spristupnovania

vyrobkov na trhu pre biocidne vyrobky, ak
prislusny dodavatel’ nie je zahrnuty do
zoznamu 1. septembra 2015;

. Tyka sa to aj vyrobkov autorizovanych

podl'a prechodnych ustanoveni - Cl.
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Clanok 95 ATSGE

lanok 95 obsahuje:

. ucastnikov Programu hodnotenia: RP
ucastnik;

. tych, ktori podporuju noveée ucinné latky,
ktori zaslali dokumentacny subor podla
clanku 11 BPD alebo podl'a clanku 7 BPR:
nova ucinna latka;

. spolocnosti, ktoré zaslali alternativny
dokumentacny subor pre ucinnu latku
spolu so ziadostou o autorizaciu vyrobku:
dokumentacny subor tretej strany;

. ziadatel'ov o zaradenie do zoznamu, pre
ktorych ECHA uznala, ze ich podanie je v
sulade s poziadavkami clanku 95(1).



Clanok 95 ATSGE

Aby bola vasa spoloénost zaradena do
zoznamu podla c¢l. 95 pred 1. septembrom
2015 - podajte ziadost ¢o najskor!

Zistite v ramci vasho dodavatel'ského
retazca, ktory dodavatel’ Ilatky alebo
dodavatel’ vyrobku poziada o zaradenie do
zoznamu podl'a Cl. 95;

Technicka ekvivalencia nie je poziadavkou
pre zaradenie do zoznamu podl‘a cl. 95;



nok 95 ATSGE

d.o.o.

(@7
Q)

lena spoloénosti z krajin mimo EU, ktori s
ud’ ucastnikmi Programu hodnotenia alebo
iadatelia podl'a v zmysle ¢l. 95(1) BPR,
ublikované sa spolu s ich ustanovenymi

astupcami v EU.

Icium hypochlorite EC: 231-808-7 CAS: 7778-54-3

duct Type: 2

1 Chemicals SAS Franca Substance Supplier RP Participant 24-Sep-14
- Water Technologie AG (BWT AG) Austna Substance Supplier RP Participant 24-Oct-14
ntag Uk Lid United Kingdom Substance Supplier RP Participant 24-Sep-14
moform AG (Acting for Nankai Chemical CO., LTD. (Japan]) Germany Substance Supplier RF Participant 24-Sep-14
22 Calagne GmbH Germany Substance Supplier RP Participant 24-Sep-14

pring International B.V. MNetherlands Substance Supplier RF Participant 24-Sep-14



Clanok 95 ATSGE

1. ‘kompletny dokumentacny subor latky ' v
sulade s poziadavkami podl'a Prilohy II
BPR: 40 000 €;

2. pisomny suhlas s pristupom k udajom
(LoA) ku ‘kompletnému
dokumentacnému suboru latky’: 2000 €;

3. 'zmiesané ziadosti’ - LoA a udaje pre
koncové body, ktoré neboli zahrnuté v
LoA: 20 000 €;

4. odkaz na ‘kompletny dokumentacny subor
latky ' pre ktory uplynula lehota na
ochranu udajov;



Clanok 95 ATSGE

Poziadavky na informacie — kompletny dokumentacny
subor latky

Obsah dokumentacného suboru:
1. Vsetky zakladneé subory udajov;

2. Sumarizacia, hodnotenie a navrh posudenia
rizika;
3. PT - budl sa pozadovat S$pecifické dodatoéné

siabory Gdajov - Cast V Usmernenia o
poziadavkach na informacie;

4. Treba poskytnat Gaplné spravy zo stadii!



Clanok 95 ATSGE

Poziadavky na informacie- LoA

1.

2.

Poziadavky na pisomny suhlas s pristupom k udajom:
él. 61 BPR;

Specificky typ LoA pochadzajici od toho, kto podava
dokumentacny subor;

Na Gcel Ziadosti podl'a ¢él. 95, LoA mdze byt udelené aj
pravo na pristup k idajom ECHAe so ziadatel'om ako
opravnenou osobou;

Nie je nevyhnutny zoznam zaslanych uadajov, ak LoA
odkazuje na ‘kompletny dokumentacny subor latky’ v
jeho plnom rozsahu.

Sabldna: http://echa.europa.eu/information-on-
chemicals/active-substance-suppliers



Clanok 95

ATSGE

d.o.o.

Hodnotenie dokumentacného suboru — schéma hodnotenia

\
Ziadost
podana

ECHA cez
R4BP

4 )
Faktura

cez R4BP
a ziadatel
uhradil

J

-

poplatok
\_ J

\_

ECHA
vykona
kontrolu
suladu

~N

J

4 )

Navrh
hodnotenia je
zaslany
Ziadatelovi na
pripomienko-
vanie

- Y

(

ECHA
vyda
konecné
rozhod-
nutie

\

V pripade
kladného
rozhod-
nutia na
zoznam

podla ¢l.95




Clanok 95 JAR "
Zdielanie udajov: povinnosti

1. Komunikacia musi prebehnat najprv medzi
zucastnenymi stranami, nie prostrednictvom
ECHA alebo vtiahnutim ECHA;

2. Kompenzacia: stanovena Cistym,
transparentnym a nediskriminacnym
sposobom cl. 63 (4) BPR;

3. Vo vztahu k él. 95 povinné zdielanie idajov sa
vztahuje na:

- testy na stavovcoch (cl. 62 BPR), a

- Vsetky tox a eco-tox stiudie a studie o osude a
spravani sa latok v zivotnom prostredi vratane
studii na bezstavovcoch, pre existujice acinné latky
v Programe prehodnotenia.
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nok 95 D 1sce

Clanok 62(2) BPR opisuje postup tykajici sa
poziadavky:

- poziadavka zaslana ECHA vez R4BP;

« ECHA overi, Ci takéto testy alebo studie uz
boli zaslané;

- ECHA poskytne perspektivhemu
ziadatel'ovi meno a kontaktné udaje
osoby, ktora jej studie zaslala;

- zasielatel’ ddajov umozni kontaktovanie
medzi zainteresovanymi stranami.



Clanok 95 ATSGE

Zdielanie udajov: navody tipy pre

ul bL

uspesnu dohodu

. Dosiahnutie dohody - zodpovednost

vyjednavacich stran;

. Pokracujte vo vyjednavani tak d'aleko, ako je

to len mozné, hl'adajte alternativne riesenia;

. Splnte povinnosti na zdiel'anie udajov v

primeranom case, to zn. umoznite dostatocny
cas na vyjednavanie;

. Jasne definujte ramec rokovani,
. Zucastnené strany vyjadria dovody nesuhlasu

s akymikol'vek poziadavkami.



Clanok 95 ATSGE

Zaloba pre spor v zdielani udajov

=

£ W

. Iniciujte ako poslednii moznost;
. Preukazte usilie vynalozené pocas

rokovani, t.zn. zdokumentovaneé
dokazy o rokovaniach ;

. Obdrzte najprv rozhodnutie od ECHA;
. Pokracujte vo vynakladani uasilia, aj

ked’ je uz zaloba podana.



Prakticke priklady ATSGE

Ako zistit’ status vase]
ucinnej latky ?



Prakticke priklady /e TSG

HECHA

EUROPEAN CHEMICALS AGENCY

About Us Regulations ~ Addressing Chemicals  Information on

of Concern Chemicals

Biocidal Active Substances

The active substance / product-type combinations listed are all those for which an application for approval
has been submitted under Directive 98/8/EC or Regulation (EU) No 528/2012, including "existing" active
substances included in the Review Programme and "new” active substances,

Where an active substance has been approved, a link to the relevant legal actis provided. In the "Data"
column there is a link to a factsheet that links to the Assessment Report and to further non-confidential data
on each substance, where available.

Where an active substance is not yet approved, it is indicated as "under review". Inclusion on the st
indicates that an application has been submitted and does not indicate that the application has been
accepted by ECHA or that is has been validated (accepted as complete) by the evaluating MSCA.

To check which substance / product type combinations are included in the Review Programme, please refer
to Annex IT, part I of Commission Delegated Regulation (EU) No 1062/2014.

The summary table lists all active substance / product-type combinations for which an application for
approval has been submitted under Directive 98/8/EC (BPD) or Regulation (EU) No 528/2012 (BRR),
including "existing" active substances induded in the Review Programme and "new” active substances, and
those already "approved" and those where the application s on-going ("under review”).

The information in the tables is presented for information purposes only and may not be entirely accurate,
for example due to time-lags. Usage of the information in the table remains under the sole responsibility of
the user. ECHA does not accept any liability with regard to the use that may be made of the information
contained in the table.

Chemicals in our Life

d.o.o.

h the ECHA Website

Support

RO0gE «

Further information

) List of approved active substances

) Approval of active substances

) Understanding the BPR Regulation

) QBA on Biocidal Products Regulation
) Give s your feedback



Praktické priklady

e 1SGE

Last updated 20-April-2015. Database contains 683 active substance-product type combinations for which approval has been sought,

EC Number

Substance Neme

Type

Approval Status

Date of Approval (min)

Expiry Date (min)

Biocide ID
About Us Requlations
+ Whowe are » REACH
* The way we work (P
 Partners and networks  * Biocidal Products
 ibs Regulation

¥ Procurement

+ Prir Informed Consent
Regulation

<] [=]

> 3>3<

Addressing Chemicals
of Concern

¥ Substances of potential
oncem

¥ Registry of Intentions
¥ Authorisation

) Restriction

CAS Number

Evaluating Competent
Ruthority

Logal A

Date of Approval (max)

Expiry Date (max)

Biocide Asset Number

(1 bave read and 1 accept the legal nofice

Search Reset

Information on
Chemicals

¥ Registered substances

) Pre-egisered
substances

» EC Inventory

¥ Dossier Evaluation

Chemicals in our Life

¥ CLP Pictograms

* What about animal
testing?

¥ Use chemicel safe
work

¥ Which chemicals are of

[<]

Support

¥ Guidance
* Qids

 Tnformation tookit

et Testing methods and

altematives

¥ Webinars




Prakticke priklady ATSGE

d.o.o.

EC Number CAS Number
Substance Name sodium hypochlorte Evaluating Competent M
, Authority
Type 1 - Disnfectants and algaecides @
Legal Act
Approval Status ﬁ
Approved
Date of Approval (min) E Apre Date of Approval (max)
Not approved
Gy Date (min) ~ (ncer v Fiiry Date ()
Biocide I0 Biocide Asset Numoer

M 1 e read and] accept the legal nofice



Praktické priklady

ATSGE

d.o.o.

 Substance  EC
Name Number  Number

Active
Chlorine:
manufactured
by the
reaction of
hypochlorous
acid and
sodium
hypochlorite
produced in
situ

Sodium

hypochlorie 231-668-3  7681-52-9

Type

D
Disinfectants
and
algaecides
not intended
for direct
application
to humans
or animals

-
Disinfectants
and
algaecides
not intended
for direct
application
to humans
nr animale

Approval
Status

Under
review

Under
review

Data  Authorised




Prakticke priklady ATSGE

Ako zistit, ktora ucinna
latka nebola schvalena ?



Prakticke priklady /o TSGE
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“Search | Summary |

Last updated 20-April-2015. Database contains 683 active substance-product type combj ich approval has been sought.

EC Number

Substance Name Evaluating Competent E
Authority

Type
Legal Adt

Approval Status Not approved U

Date of Approval (min) 1 Date of Approval (max)

Expiry Date (min) \ Expiry Date (max)

Biocide ID Biocide Asset Number

d T accept the legal notice

Search Reset

Showing 22 results.

Evaluating Related

Substance Name :ﬁ o ::sm T LeglAd ml °f| ;’;";e” competent P Dty puthorised
Authority Products
N Decision Not
2-Butanone, perovide | 215-661-2  1338-23-4 Yetennary YT — Q Q

>4




Prakticke priklady ATSGE

Ako zistit’, kto Je na
zozname podla ¢l. 95 pre
vasu ucinnu latku ?



Prakticke priklady

e TSGE

d.o.o.

+ About Us
* Regulations

+ Addressing Chemicals of
Concern

= Information on Chemicals

Registered substances
+ Pre-registered substances
EC Inventory

Dosser Evaluation
decisions

+ Substance evaluation -
CoRAP

Information on Candidate
List substances in articles
fable

CBL Inventory

Biocidal Active Substances

Biocidal Products

Listof active substances and suppliers
See also

ECHA s responsible for the publication of the lst of relevant substances and the
respective substance and product suppliers, in accordance with Artcle 95 of the
Biocidal Products Requlation (BPR), as amended by Requlation (EU) No 334/2014 of
11 March 2014, The purpose of this lis s to "ensure the equal treatment of persons
placing active substances on the market” (vecital 8 ofthe Biocidal Products ) Atice 95 suggested LoA

Regulation). template [DOC](EN]

) Requests for corrections

The suppliers on the Artcle 95 list include participants in the Review Programme, ) Approval o acive substances
supporters of new active substances, who have submitted a dossier under Artile 11

ofthe Biocidal Products Directive, BPD (Directive 98/8/EC) or nder Arice 7 ofthe ) Listof pending

B, submites o productauthrisation application whee the appicaton ncludes an  appicatons [POFIEN]
alternative active substance dossier (the so called 'third party dossier’, as well as ) QA on Active sbstances
suppliers who submitted an application in accordance with Aricle 95(1) of the BPR and supplir

Which has been found compliat by ECHA,

The list will be updated reqularly by ECHA. As from 1 September 2015, a biocidal
product cannot be made available on the EU market unless either the substance
supplier or the product supplier i included in the Artcle 95 list for the PT to which the
product belongs.

The informtion on the [t is accurate to the extent of ECHA'S knowledge. If you would
lie to comment or send requests for moifcation on the lst please subit the request
for corrections of entries on the Artcle 95 s, Please note that the time needed to
take it into account may vary depending on the complexity of the request for
modifcation.



Prakticke priklady ATSGE

d.o.o.
[ F o TRE Yy Toos _ FilaSin
) BortFOF
» Edit POF
v Send Files
Product Type: 1 =
A.CRAF. Aziende Chimiche Riunite Angelini Francesco Sp.A. Ttaly Substance Supplier RP Participant 24-Sep-14 L
Akzo Nobel Industrial Chemicals B.V. Netherlands Substance Supplier RP Participant 24-Sep-14 .
Altair Chimica SpA Ttaly Substance Supplier RP Participant 24-Sep-14 I—
ANWIL S.A Poland Substance Supplier RP Participant 24-Sep-14 -
ARKEMA France France Substance Supplier RP Participant 24-Sep-14 I =
BASF SE (RBU Isocyanates & Precursors Europe) Germany Substance Supplier RP Participant 24-Sep-14 —
Bochemie a.s. Czech Republic Substance Supplier RP Participant 24-Sep-14
Borregaard AS Norway Substance Supplier RP Participant 24-Sep-14
BorsodChem Zrt, Hungary Substance Supplier RP Participant 24-Sep-14
Brenntag UK Ltd United Kingdom Substance Supplier RP Participant 24-Sep-14
CABB GmbH Germany Substance Supplier RP Participant 24-Sep-14
CAFFARO BRESCIA S.p.A Ttaly Substance Supplier RP Participant 24-Sep-14
(Bee Europe Lid United Kingdom Substance & Product Supplier RP Participant 24-Sep-14
ChlorChem Trade Services SA Belgium Substance Supplier RP Participant 21-Mar-15
CUF-Quimicos Industriais Portugal Substance Supplier RP Participant 24-Sep-14
Donau Chemie AG Ausiria Substance & Product Supplier RP Participant 24-Sep-14




ATSGE

d.o.o.

Clanok 95

oznam podl'a cl. 95:

tp://Www.echa.europa.eu/information-on-chemicals/active-
1bstance-suppliers

diel'anie udajov:
tp://www.echa.europa.eu/web/quest/requlations/biocidal-
‘oducts-reqgulation/data-sharing

Jsmernenie o poziadavkach na udaje:

tp://echa.europa.eu/documents/10162/15623299/biocides gu
ance information requirements en.pdf

roces zasielania ziadosti cez R4BP3:

tp://www.echa.europa.eu/regulations/biocidal-products-
qulation/approved-suppliers/application-and-assessment-procedure



http://www.echa.europa.eu/information-on-chemicals/active-substance-suppliers
http://www.echa.europa.eu/web/guest/regulations/biocidal-products-regulation/data-sharing
http://echa.europa.eu/documents/10162/15623299/biocides_guidance_information_requirements_en.pdf
http://www.echa.europa.eu/regulations/biocidal-products-regulation/approved-suppliers/application-and-assessment-procedure

Problém 2: ATSGE

Ako dosiahnut’, aby ste
uzivali vyhody 3- rocne)
vynimky podla cl. 89 (3)
BPR ?



AKO KONAT ?

datum publikovania datum nadobudnutia
zaradenia 0.l. ucinnosti
v OJ zaradenia do zoznamu
L |
Ziadatelia v SR: Ziadatelia:

» podat’ ziado
pripravit dokumentacny subor 0 narodnua autorizaciu a MRP
pre vyrobok, Referenény clensky Stat:
Vyhodnotit’ ziadost’
-zaregistrovat sa v EU R4BP3. (12 mes) + autorizovat’
SR+ost. cMS:
Udelit’ vzajom

uznanie

datum dosiahnutia
suladu

obchodovat’
vyrobkami

ky Clenské staty:

zpecit’ sulad
R




ATSGE

AKO KONAT ?
VYROBCOVIA = SMEs - prvé otazky pred rozhodnutim:

—je dodavatel’ u¢innej latky na zozname podrla ¢l. 95 BPR?

— rokovali ste za akych podmienok Vam poskytne suhlas
s pouzitim udajov (Letter of Access) ?

— ako postupovat’, ak nie je dodavatel ucinnej latky je na zozname podla ¢l. 95
— kto a za aku cenu Vam poskytne Vam potrebné udaje?

— ako si zabezpecite Letter of Access od majitela udajov, t.zn. ué¢astnika programu ~

—Co je technicka ekvivalencia ?



ATSGE

AKO KONAT ?
VYROBCOVIA = SMEs - prvé otazky pred rozhodnutim:

—pripravite si dokumentaény subor sami alebo poverite tym konzultaé¢nu firmu ?
— uz ste rokovali s konzultaénou firmou ?

— mate pristup k testovacim udajom, alebo ste uz zadali testovanie ?

—ako budete postupovat’ v pripade obmedzenia testov na stavovcoch ?

— mate prveé vysledky cost benefit analyzy ?



Problém 3: ATSGE

Ako uviest’ natrh noveé
vyrobky podfla prechodnych
ustanoveni ?



NOVE VYROBKY POCAS PRECHODNYCH m TSGE
USTANOVENI

a Cl. 89(2) BPR -> § 20 (2) SK zakon

Pravnicka osoba alebo fyzicka osoba podnikatel, ktora
chce od 1. novembra 2013 uviest na trh biocidny vyrobok,
ktory spifia podmienky podfa odseku 1 pism. a), poZiada
centrum o zapisanie biocidneho vyrobku do registra
biocidnych vyrobkov spristupnenych na trhu v Slovenskej
republike a oznami udaje....

Poziadavky na udaje su identické so stavom
pred 1. novembrom.2013



ZIADOST O ZAPISANIE DO REGISTRA A TSGE

MINISTERSTVD HDEF’OD&RST‘%{A SLOVENSKEJ REPUBLIKY
CENTRUM PRE CHEMICKE LATKY A PRIPRAVEY
Mierova 19, 827 15 Bratislava 212

(fladost podia § 20 ods. 2 z4kona & 3192043 27  Regquest acooeding fo Art 20(Z) of the A No. 3132013 Coll)

Ziadost' o zapisanie biocidneho vrobku
do registra biocidnych vyrobkov
spristupnenych na trhu v Slovenskej republike

Request to register biocidal product
(% 20 od=. 2 zakona & 2152013 Z.z. 7 Art 20(2) of the Aot Mo, 31992013 Coll}

Biocidny vyrobok / Biocidal product
Obchodny nazow biocidneho wyrobku ¢/ Commercial name of biccidal product

Cislo typu biocidneho wirobku / Type number(s} of biocidal product
{Prilcha W Mariadenla (EU) & 5282012 ! Annex V' of the Regulation [EU} Mo. 528/2012)

Profesionélne pouditie / Professional use |:| Pre spotrebitela / non-professional use
Pre vhodne Wplzat X/ Far spplcable mark with X

Prilohy / Annexes

Protokol o stanoveni uginnosti biccidneho wrobku § Protocol on determination of product efficscy

Temet oznacenia obalu / Text of the label *) (CL 63 Mar. (EU) & 5282012 7 Al 55 of the Req. [EU) No. 528/2012)

Mawod na pouditie, a2k niz je uwedeny na obale | Instructions for use (unless stated on product label) *)

0 N A

Karia berpednostnych ddajov 505 *)
*) These socuments shall be In Siovak language

Ziadatef / Applicant
Obchodnsé meno aleba n&zov firmy [ Mame of the applicant

IS0 Company registration number

Ulica = supisne Sislo / Street

PSE / Zip Code Mazow oboe | City Stét / Country

Kontaktna osoba / Contact person
Meno a8 Priezvisko / Mame and Sumame Telefdn / Phone E-mail

I | 1 I ]

C o P



ZIADOST O ZAPISANIE DO REGISTRA

MINISTERSTVO HOSF’ODARSTVA SLOVENSKEJ REPUBLIKY
CENTRUM PRE CHEMICKE LATKY A PRIPRAVKY
Mierova 19, 827 15 Bratislava 212

(Biaciost podra § 20 cds 2 skone @ 3153053 Tz ¢ Remuest accoeding o At 200 of the Act s 31872013 Call)

Biocidny vyrobok / Biocidal product

‘Obchodny nézow biocidneho wirobku ¢ Commercial name of biocidsl product

Cislo typu biccidneho wvircbku § Type number(s) of biocidal product
(Friioha V Nariadenia (EU) & 5282012 / Annex \V of the Regulation {EU} No. 528/201Z)

PROSIM POUEITE OSOBIMHD STRANKU PRE KAZD0 KOMBINACIU DEINMES LATKY [LATOK] A TYPU BIOCIDMEHG VYROSKU
FLEASE USE SEPARATE SHEET FOR EACH COMBSIMATION OF THE ACTIVE SUBSTANCE] 5) AND BIOCIDAL PRODUCT TYPE

§ 20 og=. 2 plsm. ¢}, ) zakona ) J (Art. 20 (2] lstier ¢ , d) of the Act]

UEinné latky / Active Substances

Chemicky nazov EC islo GAS Gislo Koncentracia
GAS No Goncentration 7

Name: EC No

7 Koncenracie v MEMCKYCh [EaNOIKaCn (Napr. 10 Mg sapd 4,5 Mgmg) / CONGENIIANONE i MEINC UNRS (£.9. 10 MGA o £,5 mgmwg)

Ostatné latky / Other Substances
Chemicky nazow EC &islo CAS &islo Koncsntracia
Mame EC Mo CAS Mo G fion 7

I Koncentracia Concentration *

Koncenirack v metrickjch jednatkach (napr. 10 mg/l skeba 4,5 mgig) | Concentrabions in Metnc unls (e.4. 10 mgA or £,5 maMag)

MINISTRY OF ECONOMY OF THE SLOWVAK REPUELIZ,
Cegartment Centre for Cremycal 3ubstances and Frepemtions. Unk Siocides,
Misrova 15, 527 95 Sratsleve. Slowak Recublic, Tel=421 I 48544514 . 83544515, Faw 421 1 48544555

e TSGE

d.o.o.



ATSGE

SUHLASNE ROZHODNUTIE

Ministerstvo hospodarstva rozhodne do 60 dni od
dorucenia podania;

Po prideleni registraéného c¢isla ministertvo zapise vyrobok
do Registra biocidnych vyrobkov spristupnenych na trhu
SR;

Spristupnovanie vyrobku na trhu v SR je podmienené
lehotami a podmienkami uvedenymi v § 20 ods. 1 pism. b)
az e) biocidneho zakona;

Udaje o vyrobku budl zapisané do registra a zverejnené na
domovskej stranke kompetentnej autority.



VAR

SUHLASNE ROZHODNUTIE

§ 20 ods. 5 hiocidneho zakona:

Biocidne vyrobky, ktoré sa mozu spristupnovat na trhu
Slovenskej republiky podla odseku 2, sa mbzu uviest na
trh najskor:

vV nasledujuci den po zapisani do registra biocidnych
vyrobkov spristupnenych na trhu v Slovenskej republike
a

PO zverejneni zapisu na svojom webovom sidle podla
odseku 3; toto opatrenie sa nevztahuje na biocidne
vyrobky spristupnene na trh podla odseku 1.
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TRANSITIONAL REGISTRATION

Validity of the decision concerning the placing of biocidal product on the market is May 14™ 2014. How to proceed?

On 1% of November 2013 the new Slovakian Act no. 319/2013 Coll. came into the force. Transitional placing of biocidal product
on the market is processed according to the Article 20 of the Act No. 318/2013 Coll. Al products with valid decisions were transferred
to the new Register for biocidal products, which you may find on our webpage.
According to the new Act no. 319/2013 Coll. there is no validity of decisions for products which entered the register for biocidal
products, therefore it is not possible to extend validity of the transitional registration.

Specific date to which the biocidal product may be lawfully made available to the market in the Slovak Republic is obliged to follow
the transitional registration holder itself. It is full responsibility of company making available biocidal product on the Slovak market

under transitional measures to comply with all legal deadlines and requirements foreseen by national EU legislation fo




KONTAKT ATS@E

VIKTOR PRACHAR

TSGE d.o.0. organizacna zlozka
Ruzova dolina 6

821 08 Bratislava

SLOVAK REPUBLIC

Email: viktor.prachar@tsgeslovakia.com
Tek: ++421 901 780 555

Web:  http.//www.tsgeurope.com/tsge-slovakia
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