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Par valsts atlaujas savstarpéju atziSanu biocidam “Ratimor Brodifacoum Wax Blocks”

VSIA . Latvijas Vides, geologijas un meteorologijas centrs™ (turpmak teksta - LVGMC) 2018.
gada 11. aprili ir sapémusi un izvért€jusi Unichem d.o.o. icsniegto pieteikumu par biocida
“Ratimor Brodifacoum Wax Blocks™ secigu savstarpéju atziSanu Latvija.

LLVGMC piekrit atsauces dalibvalsts — Irijas, sagatavotajam biocida “Ratimor Brodifacoum
Wax Blocks” produkta novért¢juma zinojumam un biocida raksturojuma kopsavilkumam.

Lidz ar to, saskana ar Eiropas Parlamenta un Padomes 2012. gada 22. maija Regulas (ES) Nr.
528/2012 par biocidu piedavasanu tirgii un lietosanu (turpmak teksta — Regula (ES) Nr.
528/2012) 33. pantu LVGMC pieskir atlauju biocidam “Ratimor Brodifacoum Wax Blocks”,
piemérojot savstarpéjas atziSanas proceduru.

Biocida “Ratimor Brodifacoum Wax Blocks™ atlaujas turétajs Latvija ir:
Unichem d.o.0.
Papildus tirdzniecibas nosaukums Latvija biocidam “Ratimor Brodifacoum Wax Blocks”:
- “Ratimor Brodifacoum vaska briketes ",

- “Brodi vaska briketes”,

1

“Glodacid Plus vaska briketes ",
“ANTI-RAT Plus vaska briketes "

Biocids “Ratimor Brodifacoum Wax Blocks” satur aktivo vielu — brodifakums (CAS No.
56073-10-0; EK No. 259-980-5), koncentracija 0,0029 %.

LVGMC, piemérojot savstarpéjas atziSanas procediiru, pieSkir $adu atlaujas numuru
biocidam “Ratimor Brodifacoum Wax Blocks”:

LV/2018/MR/018

Pamatojoties uz atsauces dalibvalsts lemumu, atlauja, piemérojot savstarpéjis atziSanas
procediuru, biocidam “Ratimor Brodifacoum Wax Blocks” ir deriga lidz 2023. gada 9.
aprilim.

LVGMC pieskirtajam atlaujas numuram, piemérojot savstarpéjas atziSanas procediry, ir jabut
noraditam biocida “Ratimor Brodifacoum Wax Blocks™ markéjuma.

Atlauja, piem@rojot savstarpgjas atzisanas proceduru, biocidam “Ratimor Brodifacoum Wax
Blocks” tiek pieskirta saskana ar $adiem nosacijumiem:
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e Produkta veids: 14. — Rodenticidi;

e Meérka organismi - majas peles (Mus musculus), peleka zurka (Rattus norvegicus) un
melna zurka (Rattus rattus);

e Lictotaju kategorija: plasaka sabiedriba, profesionali un apmaciti profesionali;

e Produkta apraksts: lictoSanai gatava ¢sma, kas paredzé&ta ievietoSanai neatveramas ¢smas
tvertnes;

e Produkta stabilitate: glabaSanas ilgums - 2 gadi;

e LictoSanas sektors: ickstelpas, arpusé pie eékam (plasakai sabiedribai, profesionaliem un
apmacitiem profesionaliem) un kanalizacijas tikli (tikai apmacitiem profesionaliem).

Atlauja, piemérojot savstarp€jas atziSanas procediru, ir attiecinama tikai uz biocidu “Ratimor
Brodifacoum Wax Blocks” tada sastava, preparativaja veida un iepakojuma materiala, kuram
atsauces dalibvalsts ir pieskirusi pirmo atlauju.

Biocida “Ratimor Brodifacoum Wax Blocks” markéjumam (un ja ir piemérojams — pievicnotai
lictoSanas instrukcijai) ir jabut saskana ar informaciju, kas ir noradita produkta novértéjuma
zinojuma un biocida raksturojuma kopsavilkuma, ko sagatavojusi atsauces dalibvalsts, izsniedzot
pirmo atlauju.

Informacijai uz etiketes ir jabat latvieSu valoda.
Neskatoties uz augstakminétajiem nosacijumiem, mark&juma ir jaietver informacija, kas noradita
arn.

o  Regulas (ES) Nr. 528/2012 69. panta;

e FEiropas Parlamenta un Padomes 2008. gada 16. decembra Regula (EK) Nr. 1272/2008
par vielu un maisijumu klasificéSanu, markésanu un iepakosanu un ar ko groza un atce|
Direktivas 67/548/EEK un 1999/45/EK un groza Regulu (EK) Nr. 1907/2006

e citos attiecigos normativos aktos.

Atlaujas turétdgjam Unichem d.o.o. jainformé LVGMC par jebkuram izmainam saskana ar
Komisijas IstenoSanas 2013. gada 18. aprila Regulu (ES) Nr. 354/2013 par tadu biocidu
izmainam, kas atlauti saskana ar Eiropas Parlamenta un Padomes Regulu (ES) Nr. 528/2012.

Ja atlauja, ko ir izsniegusi atsauces dalibvalsts, tiek labota vai atsaukta, atlauja, kas ir izsniegta
piemérojot savstarp¢jas atzisanas proceduru, biocidam “Ratimor Brodifacoum Wax Blocks”
var tikt parskatita pirms 2023. gada 9. aprilim.

LVGMC informé, ka atlaujas turétajs Unichem d.o.o. ir pilniba atbildigs par biocida “Ratimor
Brodifacoum Wax Blocks” saturu, klasifikaciju, ctiketi, lietosanas instrukciju un drosibas datu
lapu.

LVGMC ludz atlaujas turétajam Unichem d.o.0. pazipot ieprick$minéto informaciju visiem
piegades kédes dalibniekiem.

Informacijas analizes dalas vaditaja A.Jantone

K. Krafte
+371 67770023
biocides(@lveme.lv
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On an authorisation of Ratimor Brodifacoum Wax Blocks through mutual recognition in
Latvia

Latvian Environment, Geology and Meteorology Centre (LEGMC) has evaluated an application
submitted by Unichem d.o.o. on 11™ April 2018 concerning an authorisation of Ratimor
Brodifacoum Wax Blocks through mutual recognition in sequence.

LEGMC has agreed with Product Assessment Report and Summary of Product Characteristics
for Ratimor Brodifacoum Wax Blocks developed by the reference Member State — Ireland.

Therefore, in accordance with Article 33 of Regulation (EU) No 528/2012 of the European
Parliament and of the Council of 22 May 2012 concerning the making available on the market
and use of biocidal products (regulation 528/2012) LEGMC authorises the Ratimor
Brodifacoum Wax Blocks on the basis of mutual recognition process.

The authorisation holder for Ratimor Brodifacoum Wax Blocks in Latvia is:
Unichem d.o.o.
Additional trade names for Ratimor Brodifacoum Wax Blocks in Latvia are:
- “Ratimor Brodifacoum vaska briketes ",
- “Brodi vaska briketes ",
- “Glodacid Plus vaska briketes ",
- “ANTI-RAT Plus vaska briketes "

Ratimor Brodifacoum Wax Blocks contains 0.0029% of brodifacoum (CAS No. 56073-10-0;
EC No. 259-980-5) as active substance.

LEGMC assigns the authorisation number for biocidal product Ratimor Brodifacoum
Wax Blocks through mutual recognition:

LV/2018/MR/018

The authorisation of Ratimor Brodifacoum Wax Blocks through mutual recognition is
valid until 9" April 2023 based on reference Member State — Ireland, decision.

The authorisation number of Ratimor Brodifacoum Wax Blocks through mutual recognition
shall be indicated on the label of the biocidal product.

The authorisation of Ratimor Brodifacoum Wax Blocks through mutual recognition is granted
on the following terms:
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e Product type: 14 — Rodenticides;

Target organism — House mice (Mus musculus), brown rat (Rattus norvegicus) and roof
rat (Rattus rattus);

Users: general public, professional and trained professional;

Product description: Ready to use bait to be used in tamper-resistant bait stations;

Product stability: shelf life - 2 years;

Use area: indoor use, outdoor use (around buildings) (general public, professional and
trained professional use) and in sewers (trained professional use only).

® & o o

The authorisation through mutual recognition applies only to the biocidal product Ratimor
Brodifacoum Wax Blocks in the composition, form and packing material for which the first
authorisation is granted by reference Member State.

The information on the label (and if applicable an enclosed instruction of use) of the Ratimor
Brodifacoum Wax Blocks should be as it is indicated in the first authorisation of above
mentioned biocidal product, taking into account also the information which is stated in the
Product Assessment Report and Summary of Product Characteristics issued by reference
Member State.

The information on the label shall be in Latvian.
Notwithstanding content of the label specified above, requirements stated in:
o Article 69 of regulation 528/2012,

e Regulation (EC) No. 1272/2008 of the European Parliament and of the Council of 16
December 2008 on classification, labelling and packaging of the substances and
mixtures, amending and repealing Directives 67/548/EEC and 1999/45/EC, and
amending Regulation (EC) No 1907/2006,

e all other relevant legislation shall be applied.

Unichem d.o.o. as the authorisation holder shall inform LEGMC about any changes in
accordance with Commission Implementing Regulation (IEU) No 354/2013 of 18" April 2013 on
changes of biocidal products authorised in accordance with Regulation (EU) No 528/2012 of the
European Parliament and of the Council.

If the first authorisation issued by reference Member State is amended or revoked, the
authorisation of Ratimor Brodifacoum Wax Blocks through mutual recognition may be re-
opened for review before the 9" April 2023.

Additionally LEGMC would like to inform that Unichem d.o.o. is fully responsible of the
content of the biocidal product Ratimor Brodifacoum Wax Blocks as well as its classification,
labelling, instruction of use and safety data sheet.

LEGMC would like to ask Unichem d.o.o. to notity the above mentioned information down to
supply chain.

Head of Information Analysis Department A.Jantone

K. Krafte
+371 67770023;
biocidesi@ lvgme.lv
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