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Einfolduo malsmeodfero vio leyfisveitingu
samkvaemt reglugero (ESB) 528/2012 um aod
bjooa sefivorur fram a markadi og um notkun
peirra

Hér eru veittar upplysingar um ferlid vid ad leggja fram umsékn sem fellur undir einfaldada malsmedferd
vid leyfisveitingu fyrir pvi ad setja saefivoru/saefivoru fjdlskyldu & islenskan markad samkveemt reglugerd
(ESB) 528/2012 um ad bjoda seefivorur fram a markadi og um notkun peirra.

Kynning

i 1. vidauka reglugerdar (ESB) 528/2012 er listi yfir seefivérur sem teljast haefar til ad falla undir einfaldada
malsmedferd samkveemt 25. og 26. gr. reglugerdarinnar. Szefivara skal teljast haef ef 6llum eftirfarandi
skilyrdum er fullnaegt:

e Oll virku efnin { seefivérunni eru tilgreind i I. vidauka og fullnaegja 6llum takmérkunum sem
tilgreindar eru i peim vidauka.

e Szfivaran inniheldur engin efni sem gefa tilefni til ahyggna.

e Szfivaran inniheldur engin nandefni.

e Szfivaran er naxgilega virk.

e Medhondlun & sefivorunni og fyrirhugud notkun hennar Gdtheimtir ekki persénuhlifar.

Einfaldada malsmedferdin byggir 4 pvi ad hafi haef sxfivara verid sampykkt i einu adildarriki er heimilt
ad bjoda hana fram & markadi i 6llum adildarrikjunum an pess ad porf sé a gagnkvaemri vidurkenningu
ad pvi gefnu ad adildarrikid andmeeli ekki markadssetningunni og ad undangenginni tilkynningu adur
en safivaran er sett 4 markad 3a yfirradasvaedi vidkomandi adildarrikis.

Hafi seefivaran fengid einfaldada malsmedferd i 6dru adildarriki parf ad tilkynna Umhverfisstofnun um
markadssetningu & slandi 4dur en varan er sett 4 markad. Sja nanari upplysingar aftast i leidbeiningum
pessum undir fyrirségninni ,,Upplysingar til Umhverfisstofnunar — markadssetning saefivoru sem
sampykkt hefur verid med einfaldadri malsmedferd i 66ru adildarriki®.

Umsdkn um einfaldada malsmeadferd

Vid umsokn um ,einfaldada malsmedferd” parf ad setja umsokn inn i R4ABP3 gagnagrunn evrépsku
efnastofnunarinnar (ECHA) a videigandi umsoéknareydubladi asamt studningsupplysingum.

Eftirfarandi upplysingar eru naudsynlegar:

*  R4BP umsoéknareydublad.

e Afrit af fyrirhugudum merkimida og 6ryggisblad fyrir seefivoru/saefivorufjdlskylduna eins og
pessar upplysingar verda pegar varan verour sett & & markad.

+  Oryggisblad fyrir 6ll virk og 6virk efni i seefivoru/saefivorufidlskyldu.

»  Adrar upplysingar sem syna fram & ad varan uppfylli skilyrdi 25. gr. reglugerdar (ESB)
528/2012.

o Ollvirku efnin i sefivérunni eru tilgreind i I. vidauka og fullnaegja 6llum
takmorkunum sem tilgreindar eru i peim vidauka.

o Seefivaran inniheldur engin efni sem gefa tilefni til dhyggna.


https://r4bp.echa.europa.eu/r4bp-web-industry/
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o Seefivaran inniheldur engin nanéefni.

o Saefivaran er naegilega virk.
o Medhondlun & safivorunni og fyrirhugud notkun hennar Utheimtir ekki persénuhlifar.

Umsodknina skal eingdngu senda inn i gegnum R4BP3, en ekki beint til Umhverfisstofnunar.

Mat umsoéknarinnar

Umbhverfisstofnun berst vidvorun pegar umsaéknin er 16gd inn i R4BP.

Umbhverfisstofnun framkvaemir upphafsmat a upplysingum til ad akvarda hvort umsoéknin uppfylli krofur
vardandi pa tegund umsdéknar sem 16gd er fram og hvort porf sé a frekari upplysingum. Jafnframt er
gefinn Gt reikningur vegna leyfisins, sbr. gjaldskra Umhverfisstofnunar.

Hafi umsokn um markadsleyfi fyrir saefivorur i for med sér meiri kostnad fyrir Umhverfisstofnun en sem
nemur pvi gjaldi sem greitt hefur verid er stofnuninni heimilt ad innheimta timagjald fyrir slika
umframvinnu sem og Utlagdan kostnad. Pegar ljost er ad utgafa & markadsleyfi fyrir saefivorur hefur i for
med sér umframvinnu er umsaekjanda gerd grein fyrir umfangi peirrar vinnu eins fljott og audio er.
Reikningur vegna frekari vinnu er gefinn Gt pegar dkvérdun um utgafu markadsleyfis fyrir seefivorur liggur
fyrir.

Somuleidis getur Umhverfisstofnun endurgreitt umsaekjanda um markadsleyfi fyrir saefivorur ef i ljés

kemur ad vinna vid umsokn tekur mun skemmri tima og er 6dyrari en gjaldid sem hefur verid greitt gefur
til kynna. Endurgreidsla getur p6 aldrei verid heerri en sem nemur 80% af gjaldinu.

Greidsla umséknargjalds

Umsaekjendur purfa ad greida gjaldid innan 30 daga fra dagsetningu reiknings. Ef umsaekjandi telur ad
tafir verdi & greidslu skal tilkkynna pad til Umhverfisstofnunar eins fljott og audio er.

Umsoknin verdur ekki tekin til afgreidslu fyrr en gjald hefur verid greitt ad fullu.

Umhverfisstofnun tekur vid greidslum med millifeerslu. Allar upplysingar vardandi greidslu reikningsins
er ad finna & reikningnum.

Athugid ad ef kostnadur er umfram upphaflega innheimt gjald mun Umhverfisstofnun ekki gefa ut
leyfisnmer vérunnar né leyfisvottord fyrr en uppgjor vegna viobétargreidslu hefur borist.

Mat a umsokn og malsskjolum
Umbhverfisstofnun mun stadfesta umsoknina og hefja vinnu vid mat hennar innan peirra timamarka sem
tilgreind eru i reglugerd (ESB) 528/2012, pegar videigandi gjald hefur verid greitt.

Framl6gd umsékn og malsskjol verda metin i samraemi vid krofur 25. gr. reglugerdar (ESB) 528/2012
um mat & hvort varan uppfylli skilyrdi peirrar greinar.

Umsaoknin og skjolin eiga ad innihalda allar upplysingar sem krafist er til ad framkveema petta mat en
Umbhverfisstofnun getur, ef porf krefur, 6skad frekari upplysinga frd umsaekjanda.

Ef seefivara/seefivoru fidlskyldan er i formi beitastédvar eda annars teekis getur Umhverfisstofnun bedid
um syni.

Ad loknu mati & umsdkn er tekin dkvordun um hvort veitt verdi leyfi til ad setja saefivoruna/saefivoru
fjlskylduna & markad.


https://r4bp.echa.europa.eu/r4bp-web-industry/
http://ust.is/umhverfisstofnun/thjonusta/gjaldskra/
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Arangursrik umsokn

Umbhverfisstofnun mun senda umsaekjanda afrit af peim leyfisskilyroum sem stofnunin hyggst setja
vardandi voruna, adur en endanleg skjol eru utbuin.

Umseaekjandinn parf ad skoda pessi skjol vel og senda pau aftur til Umhverfisstofnunar (med
athugasemdum ef porf krefur) til ad upplysa um ad samkomulag hafi komist & um skilyréi leyfisveitanda.

begar Umbhverfisstofnun hefur mottekid skjolin, er seefivorunni/saefivorufjdlskyldunni  Gthlutad
leyfisnimar (Authorisation Number) og endanleg Gtgafa leyfisvottords Gtbdin og undirritud.

begar leyfid hefur verid veitt ma markadssetja voruna i samraemi vid pau skilyrdi og takmarkanir sem
sett eru i leyfinu.

Ofullnagjandi umsoknir

Ef umsokn uppfyllir ekki paer krofur sem gerdar eru mun Umhverfisstofnun ekki gefa at leyfi fyrir
seefivérunni/seefivorufjdlskyldunni. Umsaekjandi hefur taekifaeri til ad breyta/uppfaera umsokn sina pannig
ao han uppfylli kréfurnar.

Upplysingar til Umhverfisstofnunar — markadssetning
seefivoru sem sampykkt hefur verid med einfaldadri
malsmedferd i 6dru adildarriki

Hafi markadsleyfi verid veitt med einfaldadri malmedferd i 6dru adildarriki og eetlunin er ad setja
seefivéruna markad a Islandi, skal leyfishafi tilkkynna pad til Umhverfisstofnunar, skriflega eigi sidar en
30 dégum adur en saefivaran er sett & markad & islandi.

Véruna ma markadssetja & islandi med peim skilyrdum sem sett hafa verid i markadsleyfinu sem veitt
var i pvi adildarriki par sem hin fékk einfaldada malsmedferd, merkingar vérunnar skulu vera a islensku,
ensku eda nordurlandamali 66ru en finnsku.

Umhverfisstofnun getur, til bradabirgda, takmarkad eda bannad ad seefivara sé notud eda bodin fram &
markadi & Islandi ef stofnunin telur ad varan fullnaegi ekki skilyrdum um einfaldada malsmedferd eda
hafi ekki verid tilkynnt og merkt i samraemi vid pau skilyrdi og paer takmarkanir sem sett hafa verid i
markadsleyfi vorunnar.

Tilkynning vegna 6vantra ahrifa eda skadlegra ahrifa

47. gr. reglugerdar (ESB) 528/2012 leggur skyldur & alla leyfishafa ad tilkynna Umhverfisstofnun og
60rum ESB MS CA um allar nyjar upplysingar sem peir fa vitneskju um, vardandi leyfou saefivoruna eda
virka efnid i henni sem hefur ahrif & eda getur haft ahrif a leyfid. Til deemis, allar nyjar upplysingar sem
varda heettulega eiginleika virka efnisins eda saefivérunnar, breytingar & samsetningu vorunnar, préun
vionams gegn saefivorunni i peim skadlegu lifverum sem henni er atlad ad stjorna eda 6drum pattum,
svo sem breytingar a pokkun o.fl.


http://ust.is/umhverfisstofnun/starfsstodvar/reykjavik/
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Simplified Product Authorisation Process under
EU Biocides Regulations 528/2012 (EU BPR)

Here information is provided on the process to apply for Simplified Authorisations for placing biocidal
products on the market under the EU Biocides Regulation 528/2012 (EU BPR).

Introduction

The EU BPR establishes an Annex | containing active substances that are eligible for the simplified
authorisation procedure as outlined in Articles 25 and 26 of the EU BPR.

A biocidal product shall be eligible for the simplified authorisation procedure if all of the following
conditions (Article 25) are met:

e All of the active substances contained in the biocidal product are listed in Annex | of the EU
BPR and satisfy any restriction specified in that Annex.

e The biocidal product does not contain any substance of concern.

e The biocidal product does not contain any nanomaterials.

e The biocidal product is sufficiently effective.

e The handling of the biocidal product and its intended use do not require personal protective
equipment.

The simplified authorisation procedure is based on the principle that once the eligible product is
authorised in one Member State it can then be freely circulated within the Union provided no objections
are raised by the other Member States, provided they are notified before the product is placed on their
market.

If a simplified authorisation has already been received in another EU Member State the Environment
Agency of Iceland must be notified before the biocidal product is placed on the Icelandic market - please
see the information under the heading “Notifying the Environment Agency of Iceland - Making available
on the Icelandic market a biocidal product authorised in accordance with simplified procedure in another
Member State” at the end of this leaflet.

Submitting an application

The applicant must submit the following information, using the European Chemicals Agency’s (ECHA)
R4BP system:

e RA4BP application form.
e A copy of the proposed label and Safety Data Sheet for the biocidal product as it will be placed
on the EU market.
o Safety Data Sheet for all active and non-active substances in the biocidal product.
e Other information to show that the product meets the conditions set out in Article 25 of the
EU BPR:
o All the active substances contained in the biocidal product appear in Annex | of the EU
BPR and satisfy any restriction specified in that Annex.
The biocidal product does not contain any substance of concern.
The biocidal product does not contain any nanomaterials.
The biocidal product is sufficiently effective.
The handling of the biocidal product and its intended use does not require personal
protective equipment.
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The application must be submitted via R4BP, not directly to the Environment Agency of Iceland.
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Sifting the Application

The Environment Agency of Iceland will receive an alert when the application is submitted via R4BP.

The Environment Agency of Iceland will then conduct an initial assessment of the information to
determine if it meets the requirements for the application type applied for and whether any additional
data is needed. Furthermore, an invoice for undertaking the work concerning the application will be
issued, according to the Agency’s list of administrative fees.

Please note that on completion of the evaluation of an application the actual costs will be calculated
and, if the actual cost has gone beyond the initially charged fee, then a top-up fee will be requested.
However, if the actual cost is less than the originally charged fee, a refund will be made. This two-stage
fee approach is required as our evaluation costs need to be fully recovered.

Paying the application fee

Applicants should pay the application fee within 30 days of the invoice date. If an applicant anticipates
a delay in payment the Environment Agency of Iceland should be informed as soon as possible.

Applications will not be processed until the requested fee has been received in full.

The Environment Agency of Iceland accepts payments by bank transfer. The full payment
details/methods will be outlined in your invoice.

Please note if a top-up fee is required it must be paid prior to the issuance of the product authorisation
number and associated Icelandic legal documents where authorisation is granted.

Evaluation of application and dossier

Following payment of the application fee, the Environment Agency of Iceland will validate the application
and evaluate it within the time frame specified in the EU BPR.

The submitted application will be evaluated in accordance with the requirements of the EU BPR to
assess whether the biocidal product meets the conditions in Article 25.

The application should include all the information required to perform this assessment but the
Environment Agency of Iceland may, where necessary, request additional information from the
applicant.

If the biocidal product is in the form of a bait station or other physical device then the Environment
Agency of Iceland may request a sample.

On completion of the evaluation of an application a decision will be made as to whether or not the
biocidal product can be placed on the market.

Successful Applications

If the application for simplified authorisation is successful, before any final authorisation documents are
produced, the Applicant will be sent a copy of the authorisation conditions the Environment Agency of
Iceland intends to set for the product.

The applicant should examine these documents and return them to the Environment Agency of Iceland
(annotated if necessary) to indicate agreement with the simplified authorisation conditions.


https://r4bp.echa.europa.eu/r4bp-web-industry/
http://ust.is/umhverfisstofnun/thjonusta/gjaldskra/

w ENVIRONMENT

AGENCY

Once agreement has been received by the Environment Agency of Iceland, an authorisation nhumber
will be assigned to the biocidal product/biocidal product family and a final Certificate of Simplified
Authorisation drawn up and signed.

Once the authorisation is granted that product may be placed on the market in Iceland, in a manner
consistent with the conditions and restrictions associated with the authorisation.

Unsuccessful Applications

An authorisation will not be issued when an application does not meet the required standards. The
applicant may have the opportunity to modify/update the application in order to make it acceptable. We
have open lines of dialogue with applicants to facilitate this.

Notifying the Environment Agency of Iceland - Making
available on the Icelandic market a biocidal product
authorised in accordance with simplified procedure in
another EU Member State

If a simplified authorisation has already been received in another EU Member State and the biocidal
product is to be placed on the Icelandic market the Environment Agency of Iceland must be notified in
writing at least 30 days beforehand.

The product can be placed on the Icelandic market in a manner consistent with the conditions and
restrictions associated with the authorisation granted in the other EU Member State but the product label
must be in Icelandic, English or Scandinavian languages other than Finnish.

If the Environment Agency of Iceland believes that the product does not meet the criteria for simplified
authorisation procedure or is not being made available on the Icelandic market in accordance with
conditions and restrictions associated with the authorisation granted, the Environment Agency of Iceland
may provisionally restrict or prohibit the making available and/or use of the biocidal product in Iceland.

Notification of unexpected or adverse effects

Article 47 of the EU BPR places duties on all authorisation holders to make known to the Environment
Agency of Iceland and other EU MS CA any new information of which they become aware of, or may
reasonably be expected to be aware of, concerning the authorised biocidal product or the active
substance(s) in that product which is relevant to, and may affect, the authorisation. For instance, any
new information relating to the hazardous properties of the active substance or biocidal product,
changes in composition of the product, development of resistance to the biocidal product in the harmful
organisms it is intended to control or other aspects such as changes to the packaging etc.


http://ust.is/umhverfisstofnun/starfsstodvar/reykjavik/

