St

CRITIY I MEDICEE, DEL
CHUTCO

ario diversi dai dispositivi medici
b 0 Roma

'iugidn RATIBROM 2 WAX BLOCK ~

OCHTTTO
: ¢ decrcto di modifica amministrativa.

TRt

NVRURNIOE ativa al biocida indicato in oggetto.

Heleesi
eftgil

ferrone (00,5994 2520

DGDME
P000356~P~03/01/2019

1 I

I

Spett.le

Kollant S.r.1.
Via trieste, 49/53
35121 Padova

Ttalia

FALCON BLOCK PRO

allegato, i1 decreto di modifica amministrativa dell’autorizzazione

I

L DIRETTORE D LL UFFICIO |
(Dr.ssa Paola@&luxandl 0}

‘a..

n.



DENOMINAZIONE RATIBROM 2 WAX BLOCK

TITOLARE DELL’AUTORIZZAZIONEE | KOLLANT S.r.l

E "m: 'm I - AFFARI GENERALI E PRODOTTI DI INTERESSE SANITARIO DIVERSI DAI DISPOSITIVI MEDICI
i D.G.D.M.I./1.5.1.d.2/2011/217
1T/2013/00140/AUT
IL DIRETTORE

zl: uhhla ghl derivanti dall’ appartenenza dell’Italia all’Unione europea — Legge europea 20137,
0 il Regolamento (UE) n. 528/2012 del Parlamento Europeo e del Consiglio del 12 maggio

. '.;ff(l! /2 relativo alla messa a dlsp051z10ne sul mercato e sull’uso dei biocidi;

') il Regolamento di esecuzione del 18 aprile 2013 n. 354/2013 recante il Regolamento sulle

N iiiidiilthL dei biocidi autorizzati a norma del Regolamento (UE) n. 528/2012 del Parlamento

speo ¢ del Consiglio;
‘() il Regolamento di esecuzione (UE) 2017/1380 della Commissione del 25 luglio 2017 che

tliinova l'approvazione del bromadiolone come principio attivo destinato all'uso nei biocidi del tipo
S i prodotto 14
SO VISTO I DD, del 23 settembre 2013 con n. TT/2013/00140/AUT con il quale questa

ardrninistrazione ha autorizzato I’immissione in commercio del prodotto biocida denominato

HATIBROM 2 WAX BLOCK esca rodenticida pronta all’uso in forma di blocco paraffinato;

ATTESO che la titolaritd del biocida predetto ¢ attualmente attribuita alla societd Kollant S.r.L
¢om sede legale in via trieste, 49/53 35121 Padova - Italia;

VISTA Distanza registrata il 15/11/2018 sul Registro Furopeo R4BP3 Case number BC-
NEO44917-22 | con cui la societa Kollant S.r.. con sede legale in via trieste, 49/53 35121
Padova - Italia ha chiesto la modifica amministrativa dell’autorizzazione relativamente
all"aggiunta del nome FALCON BLOCK PRO

VISTA la documentazione presentata dalla societa istante a sostegno della suddetta istanza di
mlorizzazione;

DECRETA:

L. autorizzazione del prodotto biocida € cosi modificato:

FALCON BLOCK PRO

RESPONSABILE DELL’IMMISSIONE SUL | Via Trieste 49/53
MERCATO 35121 Padova

* Sede legale

= Direzione Commerciale e
SOSTANZA ATTIVA BROMADIOLONE (CAS 23772 56-“ ’
rr 14 RODENTICIDI :
OFFICINE DI PRODUZIONE KOLLANT S.r.lL

Via Cristoforo Colombo 7/?&

Vigonovo (VE) ’

RIYDM



Mniittre il G

DIREZIONE GENERALE DEI DISPOSITIVI MEDICI E DEL SERVIZIO FARMACEUTICO
UFFICIO I - AFFARI GENERALI E PRODOTTI DI INTERESSE SANITARIO DIVERSI DAI DISPOSITIVI MEDICI

D.G.D.M.F./1.5.1.d.2/2011/217
IT/2013/00140/AUT
IL DIRETTORE

DESCRIZIONE PRODOTTO Esca rodenticida pronta all’uso in forma di

blocco paraffinato per uso professionale e per
professionisti formati

CONFEZIONI/TAGLIE Per uso Professionale:

-Confezione: confezioni a partire da 1,5 kg
fino a 25 kg, contenenti blocchi paraffinati
pronti a}l’uso da 20g ciascuno.

Per professionisti formati:

-Confezione: confezioni a partire da 1,5 kg
fino a 25 kg, contenenti blocchi paraffinati
pronti afl’uso da 20g ciascuno.

CATEGORIA DI UTILIZZATORI Per uso professionale e per professionisti
formati

STABILITA’ PRODOTTO 36 mesi

NUMERO DI AUTORIZZAZIONE IT/2013/00140/AUT

ASSET NUMBER 1T-0002184-0000

SCADENZA AUTORIZZAZIONE 31 dicembre 2022

COMPOSIZIONE DEL PRODOTTO Vedi allegato 1 (dato confidenziale)

La societa KOLLANT S.r.l. , in qualita di titolare della registrazione n. IT/2013/00140/AUT
relativa al prodotto biocida RATIBROM 2 WAX BLOCK - con validita fino a 36 mesi — &

autorizzata alla modifica amministrativa comportante all’aggiunta del nome FALCON BLOCK

PRO. Detto prodotto biocida rimane registrato al progressivo numerico IT/2013/00140/AUT, ¢ .
continuera ad essere prodotto presso I” officina indicata con la medesima composizione, nelle
confezioni gid autorizzate.

Si allega copia delle etichette trasmesse dalla societa titolare a corredo della presente
autorizzazione. Le modifiche a tali etichette non rientranti tra quelle indicate nell’ allegato del
Regolamento di esecuzione (UE) n. 354/2013 della Commissione del 18 aprile 2013, possono
essere apportate dalla societa titolare autonomamente e sotto la propria responsabilita (All.2).
Avverso il presente atto ¢ ammesso ricorso giurisdizionale presso il Tribunale Amministrativo
Regionale competente entro il termine di sessanta giorni, ovvero ricorso straordinario al Capo dello
Stato entro il termine di centoventi giorni,

Il presente decreto viene redatto in duplice originale, di cui un esemplare & notificato in via
amministrativa alla ditta interessata e Ialtro & conservato agli atti di questo Ufficio.

Roma, li

]

RP/DM

1. A

11

Marhs:i
[basly
[y

1.2

LLYTLENNY
il
[REIERY
[ed i1
Erpliy
Phiel et

v
Anlls

1.3

Aalehy s

Lint st

S 4A

[FLEN
PMinns
Adlddy
Lo w

2.
2.1

VA
(LTI

=

Faes

W
How
o)



file:///C:/Users/d. mosca-esterno/ AppData/Local/Temp/spc_RA

ALLA

Summary of product characteristics for a biocidal product

cr
1. Administrative information
1.1. Trade names of the product
Marketarea  Trade name(s)
laly RATIBROM 2 WaX BLOCK
Italy FALCON BLOCK PRO
1.2. Authorisation holder .
Authorisation number
Not defined
Date of the authorisation
Mot defined
Expiry date of the autherisation
Mot defined
Name and address of the Name Mot defined
authorisation holder Address Not defined
1.3. Manufacturers of the product
Name of the manufacturer Kollant S.r.l.
Address of the manufacturer via Trieste, 49/53 35121 Padova  italy
o Location of manufacturing sites Via C.Colombo, 7/7A4 30030  Vigonove (VE)  Iltaly
1 B
“ 4. Manufacturer(s) of the active substance(s)
BAS number: 2
i Name of the manufacturer Activa Sri
Address of the manufacturer Via Feltre 32 20132 Milan  Haly
Location of manufacturing sites Tezza SrlviaTre Ponti 22 37050 S.MariadiZevio  ltaly
2. Product composition and formulation
= 2.1. Qualitative and quantitative information on the composition of the product
:1 BAS EC CAS Common name 1UPAC name Function Content
number number number Bromadiocione 3-[3-(4"-Broma[1,1-biphenyl]-d-yl}-3-hydroxy-1-phenylpropyi}-4-hydroxy-2H-1- Active (%)
b} : 12 249-205-9 28772-56-7 benzopyran-2-one Substance 0.005
: - 1305-62-0 calcium stabilizer 0.375
hydroxide
) : 2.2. Type of formulation
} : RB - Bait (ready for use)
3. Hazard and precauticnary statements
.
Hazard statements May damage the unborn child.
Causes damage to organs BLOCD through profonged or repeated exposure .
Precautionary statements. Keep out of reach of children.

Do not handle until all safety precautions have been read and understood.
Wear profective gloves,
IF exposed or concernad.Get medical advice.
Dispose of contents to in accordance with national and infernational regulations.

28/1172018, 1
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4. Authorised use(s)

4.1. House mice - professional - indoor

Product type(s}

Where relevant, an exact

PT14 - Redenticides (Pest controf)

Not refevant for rodenticides

description of the authorised use

Field(s} of use
Category(ies) of users
Target organisms
Application method(s)

Method

Bescription

Rate:
Dilution:

Timing:

Indoor

indoor
Industrial, Professianal

Scientific name  Common name  Development stage
Mus muscuius House mouse juveniles to adults

Bait application

Ready-10 use bait to be used in tamper-resistant bait stations
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if mare than one bait station is needed, the minimum distance between bait stations should be of 5 metres

Pack sizes and packaging material Bait product of 20 gr units

Minimum pack size of 1.5 kg up to 25 kg.

Where applicable package is restricled to separately packed bags with a maximum bag size of 10 kg.

Packaging material: plastic composite-triple layer (polyesterf PET met/palyethylens)

Type of packaging
Sizefvolume of the packaging
Material of the packaging

‘Type and material of closure{s}

Intended user (e.g. prof

, non-prof

Compatibility of the product with the proposed packaging materials (Yes/No)

Labeiled or Printed Bag/Sack
from 1.5 Kg - 10 25 kg

Plastic composite

Prefabricated bags or serial production bags |, both thermal welded

Professional, trained professional

Yes

tabelled ar Printed Bag/Sack - with Inner plastic iiner

from 1.5 Kg - to 10 kg - max size inneriiner 18 Kg

Plastic composite

Prefabricated bags or serial production bags , both thermal welded

Professional, trained professional
Yes

Labelled plastic (HDPE) bucket
from 1.5 Kg -to 25 kg

Labelled plastic {HDPE) bucket

Rectangular or truncated cone bucket sealed

Professional, trained professional

Yes

L.abelied piastic (HDPE) bucket- with inner piastic liner

frem 1.5 - to 10 kg - max size inner liner 10 Kg

Labelled plastic (HDPE) bucket

Rectangular or fruncated cone bucket sealed

Professional, trained professional

Yes

Labelled or Printed Carton sachet with plastic Inner liner

fram 1,5 - to 10 kg single inner plastic bags of up to 10 Kg each

Carton + Plastic composite

Prefabricated bags or serial production bags , both thermal welded

Professional. trained orofessional
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2 Labelled or Printed Gardboard with inner plastic fner
1.5 10 [+ single inner plastic bags of up o 10 Kg each
o Fanion o Plastic composite
ralatrlcated cardboard
Frofessional, trained professional

von

e ’ . 4.1.1. Use-specific instructions for use

T he bail stations should be visited at least every 2 to 3 days at the beginning of the treatment and at jeast weekly afterwards, in order 1o check whether the bait is accepted, the bait statiens are
B N intect and to remove rodertt bodies. Re-fill bait when necessary

4.1,2. Use-specific risk mitigation measures

W ; 4.1:3. Where specific to the use, the particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment

Whan placing bait stations close to water drainage systems, ensure that bait centact with water is avoided.
4.1.4, Where specific to the use, the instructions for safe disposal of the product and its packaging

4.1.5. Where specific to the use, the conditions of storage and shelf-life of the product under normal conditions of storage

shelf iife: 24 months

4.2. Rats - professional - indoor

Product type(s} : PT14 - Rodenticides (Pest control)

Where relevant, an exact Nat relevant for rodanticides

description of the authorised use

Field{s} of use Indoar

. indoor

Category{ies) of users " Industrial, Professional

Target organisms Scientific name Common name  Development stage
Rattus norvegicus  Brown rat Juveniles to adults
Rattus rattus Roof rat othier juveniles to adults

Application method(s}

Wethod Bait application

Description
Ready-to use bait to be used in tamper-resistant bait stations

Rate: 60-100 gr of bait per bait point, if more than one bait station is needed, the minimum distance between bait stations should be of & metras
Dilution: %
Timing:

if more than one bait station is needed, the minimum distance between bait stations should be of 5 metres

Pack sizes and packaging material Bait product of 20 gr units
Minimum pack size of 1.5 kg up to 25 kg.
Where applicable package Is restricted to saparately packed bags with & maximum bag size of 10 kg.

Packaging material: plastic compesite-tripls layer (polyester! PET metpolysthylens)

Type of packaging

Sizefvolume of the packaging

Material of the packaging

Type and material of closure{s)

Intended user {e.g. professional, non-professional)
Compatibility of the product with the proposed packaging materials {Yes/No)
Labelled or Printed BagfSack

from 1.5 Kg - 1o 25 kg

Plastic composite

Prafabricated bags or serial production bags , both thermal welded
Protessional, trained professional

Yes

| abwllad or Printed Bag/Sack - with Inner plastic liner

Irain 1.5 Kg - to 10 kg - max size inner liner 10 Kg

Plasllc composite

Frelabricated bags or serial production bags , both thermal welded

Frofessional, rained professional

Tisg




4dill

from 1.5 Kg -to 25 kg

Labelled plastic {HDPE) buckst

Rectangular or truncated cone bucket sealed
Frofessional, trained professional

Yes

Labelled plastic (HDPE) bucket with Tnner plastic liner
from 1.5 - to 10 kg - max size inner liner 10 Kg

Labelled plastic (HDPE) buckat

Rectangular or truncated cone bucket sealed
Professional, trained professional

Yes

Labelled or Printed Carton sachet with plastic inner liner
from 1,5 - to 10 kg single inner plastic bags of up to 10 Kg each
Carton + Plastic composite

Prefabricated bags or seriaf production bags | bath thermat welded
Professional, trained professionat

Yes

L.abelled or Printed Cardboard with inner plastic liner
1,5-10 kg single inner plastic bags of up to 10 Kg each
Carton + Plastic composite
Prefabricated cardboard
Professional, trained professional

Yes

4.2.1. Use-specific instructions for use

The bait stations should be visited at least every 5 to 7 days at the beginning of the treatment and at least weekly afterwards, in order to check whether the balt is accapted, the bait stations are ©

intact and to remove rodent bodies. Re-fll balt when necessary

4.2.2, Use-specific risk mitigation measures

4.2.3. Where specific to the use, the particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environmen!

When placing bait stations close to water drainage systems, ensurs that bait contact with water is aveided.

file:///C:/Users/d.mosca-esterno/AppData/Local/]

4.2.4. Where specific to the use, the instructions for safe disposal of the product and its packaging

4.2.5. Where specific to the use, the conditions of storage and shelf-life of the product under normal conditions of storage

shelf life 24 months

4.3. House mice and rats - professional - outdoor around building

Product type(s} PT14 - Rodenticides (Pest control)

Where refevant, an exact
description of the authorised use

Not ratevant for rodenticides

Field(s) of use Outdoor -

outdoor around building

Categorylies) of users Industrial, Professional

Target organisms Scientific name Common name  Development stage
Rattus norvegicts  Brown rat juveniles to adults
Raltus rattus Roof rat

Mus musculus House mouse juveniles to adults

Appfication method(s)
Method Bait application
Description
Ready-to use bait to be used in tamper-resistant bait stations
Rate:
bait stations should he of & metres
Dilution: 0%

Timing:

other juveniles to adults

House mouse 40 gr of bait per bait point. Rats: 60-100 gr of bail per bait point. if more than one bait station is needed, the minimum distance between

if more than one bait station is needed, the minimum distance between bait stations should be of 5 metres

Pack slzes and packaging material Bait product of 20 gr units

Mintimumn pack size of 1.5 kg up to 25 kg.

Where applicable package is restricted to separately packed bags with a maximum bag size of 10 kg.
Packaging material: plastic composite-iriple layer {polyester/ PET met/polyethylene)

Type of packaging

Size/volume of the packaging

28/1172)
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w and material of closure(s)
“fitsrided user (e.g. professional, non-professional}

armpatibHity of the product with the proposed packaging materials (Yes/No}

“Lawetlod or Printed Bag/Sack

frem 1.5 Kg - Io 25 kg

Elualic composite

Frefabricated bags or serial production bags . both thermal welded

rafgssional, trained professional

vou

L abetled or Printed Bag/Sack - with Inner plastic liner
from 1.5 Kg - to 10 kg - max size inner liner 10 Kg
Plastic composite

Prafabricated bags or seriat production bags , both thermal welded

Professional, trained professional
Yes
Labelled plastic (HDPE) bucket
from 1.5 Kg -to 25 kg
Labelled plastic {HDPE) bucket
Rectangular or fruncated cone bucket sealed
Professional, trained profess‘\onaln
Yes
Labelled plastic (HDPE) bucket with inner plastic linsr
from 1.5 - to 10 kg - max size inner kner 10 Kg
Labelled plastic {HDPE) bucket '
bait statons are Rectanguiar or truncated cone bucket sealed
Professional, trained professional
Yes
1 environment N B
Labelled or Printed Cartor sachet with plastic inner liner
from 1,5 - to 10 kg single inner plastic bags of up to 10 Kg sach
Carton + Plastic composite
Prefabricated bags or serial produciion bags , both thermal weided
Professional, trained professional
Yes
tabelled or Printed Cardboard with inner plastic liner
1,5-10 kg single inner plastic bags of up to 10 Kg éach
Carton + Plastic composite
Prefabricated cardboard
Professional, trained professionai

Yes

4.3.1. Use-specific instructions for use

- Protect bait frem the atmospheric conditions {¢.g. rain, show, ete.). Place the bait stations In areas net liable to flooding.

- The baft stations should be visited [for mice - at keast every 2 to 3 days at] [for rats -only 510 7 days after] the beginning of the treatment and at least weekly afterwards, in ordar to check
whether the bait is accepted, the bail stations are intact and lo remove rodent bodies. Re-fili bait when necessary.

- Replace any bait in a bail staticr. In which pait has been damaged by water or contaminated by dirt

4.3.2. Use-specific risk mitigation measures

Do not apply this preduct directly in the burrows.

nee b
elween 4.3.3. Where specific to the use, the particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the anvirenmernt

When placing bait stations clase to surface waters (e.g. rivers, pands, water channels, dykes, irfigation ditches) or water drainage systems, ensure that bait contacl with waler {a ivedelet
4.3.4. Where specific to the use, the instructions for safe disposal of the product and its packaging

4.3.5. Where specific to the use, the conditions of storage and shelf-life of the product under normal conditions of storage

shelf life months

4.4. House mice and rats - trained professionals - indoor

Product type(s) PT14 - Rodenticides (Pest cantrof)

Where relevant, an exact Mot relevant for redenticides
description of the authorised use

28/11/2;
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Category{ies) of users

Target organisms

Application method(s}

Method

Description

Rate:
bait per baiting point

Dilution:

Timing:

Pack sizes and packaging material

Minimum pack size of 1.5 kg up to 25 kg.

Where applicable package is restricted to separately packed bags with a2 maximum bag size of 10 kg.

Packaging material. plastic composfte-triple layer (polyester/ PET met/potyethylens)

Type of packaging
Sizelvolume of the packaging
Material of the packaging

Type and material of closure{s)

indoor

Trained professional
Scientific name
Rattus rattus

Rattus norvegicus
Mus musculus

Bait application

Ready-to-use bait to be used in tamperresistant bait stations or covered and protected balting points as long as they provide the same level of
protection for non-target spectes and humans as tamper-resistant bait stations

Bait products: - High infestation: (80-100) g of balt per baiting point. - Low irfestation: (40-80) g of bait per baiting point. Permanent bating. &

0%

Common name
Roof rat

Brown rat
House mouse

file:///C:/Users/d.mosca-esterno/AppData/Locs

Development stage
other juveniles to adults
juveniles to agults
juveniles to aguits

Bait products: - High infestation: {60-100) g of bait per baiting point. - Low infestation: (40-60) g of bait per bajfing point, Permanent b‘étin’g%o-;od 3 Fopabi o
of bait per baiting point .

Bait product of 20 gr units

Intended user {e.g. professional, non-professional)

Compatibility of the product with the proposed packaging materials (Yes/No)

Labelted or Printed Bag/Sack
from 1.5 Kg - to 25 kg

Plastic composite

Prefabricated bags or sefial production bags | both thermal welded

Professionai, trained professional

Yes

Labetled or Printed Bag/Sack - with Inner plastic liner

from 1.5 Kg - to 10 kg - max size inner liner 10 Kg

Plastic composite

Prefabricated bags or seral production bags , hoth thermal weldad

Professional, trained professfonal
Yes

Labelizd plastic {HDPE) bucket
from 1.5 Kg -to 25 kg

Labelled plastic {HDPE) bucket

Rectanguiar or fruncated cone bucket sealed

Profassional, frained professional

Yes

Labelled plastic (HDPE) bucket- with inner plastic liner

from 1.5 - to 10 kg - max size hner liner 10 Kg

Labelled plastic {HOPE) bucket

Rectangular or fruncated cone bucket sealed

Professional, trained professional

Yes

Labelled or Printed Garfon sachet with plastic inner liner

from 1,5 - to 10 kg single inner plastic bags of up to 10 Kg each

Carton + Plastic composite

Prefabricated bags or serial production bags , both thermal welded

Professional, trained professional

Yes

Lahelizd or Printed Cardboard with inner plastic liner

1,5-10 kg single inner plastc bags of up to 10 Kg each

Carten + Plastic compaosite
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liwginwit professional

percific instructions for use
migting product at the end of treatment period.

i ihir relevant code of best practice.
same tavel of

specific risk mitigation measures
fwalile, prior to the treatment inform any possible hystanders {g.g. users of the treated area and their surcundings) about the rodent control campaign [in accordance with the
I code of good practics, if anyl.
ity preventive control measures [e.g. plug holes, remove potential food and drinking as far as possible) to improve product intake and reduce the likelihcod of rainvaslon.
& 115k of secondary poisoning, search far and remove dead rodents during treatment at frequent intervals, in line with the recommendations provided by the relévant code of best
{30 not use the product In pulsed baiting treatments.

2y only be Used in permanent treatments at those sites with a high potential for reinvasion when other methods of contral have proven insufficient.
parmanent baiting:

'illiﬂ'l.l bailing is strictly limited to sites with a high potential for reinvasion when oiher methods of control have proven insufficient, The permanent baiting strategy shall be pericdically
ikl I the context of integrated pest management (IPM) and the assessment of the risk for re-infestation

‘3. Where specific to the use, the particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the eavironment
fisan placing bait points close to water drainage systems, ensure that bait contact with water is avoided.

'-'.e{:l‘:lu Where specific to the use, the instructions for safe disposal of the product and its packaging

. 4.4.5. Where specific to the use, the conditions of storage and shelf-life of the product under normal conditions of storage

shnlf life 24 months.

{Ise specific conditions of storage and shetfife of the product under normal condifions of storage are not necessary when conditions of storage and shelf-life of the product under normal
conditions of storage, as detalled in the section "General directions for use {trained professionals)”, are implemented.

4.5. Mice and rats - trained professionals - outtoor around buildings

Product type(s} PT14 - Rodenticides {Pest control)

Where relevant, an exact Mot relevant for rodenticides

description of the authorised use

Field{s) of use QOutdeor N
outdoor around bulldings

Category(ies) of users Trained professional

Target organisms Scientific name Common name  Development stage
Rattus rattus Roof rat other juveniles to adults
Rattus norvegicus ~ Brown rat juvenilas to adults
Mus musculus House mouse juveniles to adults

Application method(s}

Method Bait application

Description
Ready-to-use bait to be used in tamper-resistant bait stations or covered and protected bailing points as long as they provide the sams level of
protection for non-target species and humans as tamper-resistant bait stations.

- Rate: Bait products: - Fligh infestation: (§0-100} g of pait per baiting paint. - Low infestation: (40-80) g of bait per baiting point. Fermanent bating 60-100 gr of
L bait per baiting paint

L Dilution: 0%

BN Timing:

Balt products: - High infestation: (60-100) g of bait per baiting point. - Low infestation: (40-60) g of bait per baiting point. Permanarnt bating 80-100 gr
of bait per balting point

Pack sizes and packaging material Bait product of 20 gr units

Minimum pack size of 1.5 kg up to 25 kg.

Where applicable package 1s restrictad 1o separately packed bags with a maximum bag size of 10 kg.
Packaging material: plastic campasiie-triple layer (polyester! PET met/polyethylene)

Type of packaging

Sizefvolume of the packaging

Material of the packaging

Type and material of closures]

Intended user (e.g. professional, non-professional)

Compatibility of the product with the propoesed packaging materials {Yes/Na)

l.abelled or Printed BagiSack

from 1.5 Kg - to 25 kg

Plastic composite

Frefabricated bags or serial production bags , both thermal welded

Irafessional, trained professional

28/1172018, I
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Yes

Labelled or Printed Bag/Sack - with Inner plastic liner

frem 1.5 Kg - to 10 kg - max size inner liner 10 Kg

Plastic composite

Prefabricated bags or serial production bags , both thermal welded
Professional, trained professional

Yes

Labelled plastic (HDPE) bucket

from 1.5 Kg ta 25 kg

Labelled plastic (HCPE) bucket

Rectangular or tfruncated cone bucket sealed

Professional, trained professional

Yes

LabelledPlastic Bucket- with inner piastic liner

from 1.5 - to 10 kg - max size inner liner 10 Kg

Labelled plastic (HORE) bucket

Rectanguiar or truncated cone bucket sealed

Professional, trained professional

Yes

Labelled or Printed Carten éachet with plastic inner kner

from 1,5 - to 10 kg single inner plastic bags of up to 10 Kg each
Carton + Plastic composite

Prefabricated bags or serial production bags , both thermal welded
Professional, trained professional .

Yes

Labelled or Printed Cardboard with inner plastic liner

1,5-10 kg single inner plastic bags of up to 10 Kg each
Carton + Plastic composite

Prefabricated cardboard

Professional, trained professional

Yas

4.5.1. Use-specific instructions for use

Remove the remaining product at the end of treatment period
For permanent baiting:
- Where possible, itis recommended that the treated area s revisited every 4 weeks at the latest in order to avoid any selection of a resistant poputation,
- Follow any additional instructions provided by the relevant code of best practice.

For application in covered and protected bait points:
- For outdoor use, baiting points must be covered and placed in strategic sites to minimise the exposure to non-target species.

- Follow any additianal instructions provided by the relevant code of best practice.

4.5.2. Use-specific risk mitigation measures

- Where possible, prior to the treatment inform any possible bystanders (e.q. users of the treated area and their surroundings) about the rodent control campaign fin accordance with the
applicable code of good practics, if anyl.

- Consider preventive control measures (.g. plug holes, remove potential food and drinking as far as possible) to improve product intake and reduce the likelihood of reinvasion.

- To reduce risk of secondary poisoning, search for and remove dead rodents during treatment at frequent intervals, in line with the recommendations provided by the relevant code of best
practice.

- Do not use the product in puised baiting treatments.

-do not apply this product direclty in the burrows

- Products may only be used in permanant treatments at those sites with a high potential for reinvasion when other methods of control have proven insufficient
In case of permanent baiting:

- Permanent baiting is strictly limited to sites with a high potential for reinvasion when other methods of control have praven insufficient. - The permanent baiting strategy shalt be periodically
reviewed in the context of integrated pest management {IPM) and the assessment of the risk for re-infestation

4.5.3. Where specific to the use, the particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment

When placing bait points close to surface waters (8.9. rivers, ponds, water channels, dykes, iigation diiches) or water drainage systems, ensure that bait contact with water is avoided,
4.5.4, Where specific to the use, the instructions for safe disposal of the product and its packaging

4.5.5. Where specific to the use, the conditions of storage and sheif-life of the product under normal conditions of storage

28/11%
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4.6. Rats - Trained professionals - outdoor open areas
Froduct type(s}) PT14 - Rodenticides {Past control)

where relevant, an exact Naot relevant for redenticides
description of the authorised use

Field(s) of use CQutdoor
autdoor opern areas

Category{ies) of users Trained professional

Target organisms Scientific name Common name  Development stage
Rattus railus Roof rat ather juveniles to aduls
Rattus norvegicus  Brown rat juveniles o adults

Application m.ethod[s;l

Methgd' . Bait application

Bi seription . .
Ready-to-use bait to be used in tamper-resistant bait stations or covered and protected baiting paints as long as they provide the same level of
protection for non-target species and humans as tamper-resistant bait stations.

Rate: Bait products: - High infestation: (§0-100) g of bait per baiting point. - Low infestation: {40-60) g of bait per baiting point. Permarnent bating §0-100 gr of

bait per balting point

Dilution: 0%

Timing:

Balt preducts: - High infestation: (60-100} g of bait per balting point. - Low infestation: {40-80) g of bait per baiting point. Permanent bating 60-100 gr
of bait per baiting point

Pack sizes and packaging material Bait product of 20 gr units

Minimum pack size of 1.5 kg up to 25 kg.

Where applicable package is restricted 19 separately packed bags with a maximum bag size of 10 kg.
Packaging material: plastic composite-triple layer (polyester/ PET met/polyethylens)

Type of packaging
Sizeivolume of the packaging
Material of the packaging

Type and material of closure(s)

Intended user {e.g. professi noen-pr jonal}

Compatikility of the product with the proposed packaging materials {Yas/No)
Labelled or Printed Bag/Sack
J— from 1.5 Kg - 1o 25 kg

. Plastic composite
Prafabricated bags or serial production bags , both thermal welded :
Professional, trained professional |

Yes

Labellad or Printed Bag/Sack - with Inner plastic liner

from 1.5 Kg - to 10 kg - max size inner liner 10 Kg

Plastic composite

|Prefabricated bags or serial production bags | both thermal welded

with the : frofesslonal, trained professional

; Yos _

|Labelied plastic (HDPE) bucket ‘
46 of best from 1.5 Kg -to 25 kg .
|.abelled plastlc (HDPE) bucket

Rectangular or truncated cone buckel sealed

Professional, trained professional

Yes

seriodically |.abelled plastic {(HDPE) buckett- with inner plastic finer

from 1.5 - to 10 kg - max size inner liner 10 Kg

|.abelled plastic (HDPE) bucket

environment'; Rectangular of truncated cone bucket sealed
ided. . Pralessional, trained professional

ok

| abolled ar Printed Carton sachet with plastic inner dner

Irafn 1,5 - to 10 kg single inner plasiic bags of up to 10 Kg each
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4 ar serlal production bags , both thermal welded

I lialnad professional

Filnled Cardbaard with inner plastic liner

¢ #ingle Inner plastic bags of up to 10 Kg each

i Plastle. composlte
\lect cardboard

stonal, rained professional

1. Use-pecific instructions for use

"ietact bait from the atmospheric conditions. Place the bait stations int areas not fiable to flooding.
splace any bait in baiting points in which bait has been damaged by water or contaminated by dirt.
(15 fremove the remaining product at the end of treatment period

- Follow any additional instructions provided by the relevant code of best practice.

For permanent baiting:
- Where possible, it is recommended thal the treated area is revisited avery 4 weeks at the latest in order to aveid any selection of a resistant population.

- Follow any additional instructions provided by the relevant code of best practice.

For application in covered and p'rgtected bait points:
- For outdoor use, baiting points must be covered and placed in strategic sites to minimise the exposure to non-target species.

- Foliow any additional instructions pravided by the relevant code of best practice.

4.6.2. Use-specific risk mitigation measures

- Where possibie, prior to the treatment inform any possible bystanders (8.¢. Users of the treated area and their surroundings) about the rodent control campaign [in accordance with the
applicable code of good practics, if any).

- Consider preventive control measures (e.g. plug holes, remove potential food and drinking as far as possibie) to improve product intake and reduce the likelihcod of reinvasion.

- To reduce risk of secondary poisoning, search for and remave dead rodents during treatment at frequent intervals, in line with the recommendations provided by the relevant code of best
practice.

- Do not use the product in pulsed baiting treatments.

-do not apply this product direclty in the burmows

- Products may only be used in parmanent treatments at those sites with & high potential for reinvasion when other methads of controf have proven insufficient
In case of permanent baiting:

- Permanent baiting is strictly limited to sites with a high potential for reinvasion when other methads of control have proven insufficient. - The permanent haiting strategy shall be periodically
reviewed in the context of integrated pest management (IPM) and the assessment of the risk for re-Infestatlon

4.6.3. Where specific to the use, the particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment

Wwhen placing bait points close to surface waters (2.q rivers, ponds, water channels, dykes, irigation ditches) or water drainage systems, ensure that bait contact with water is avoided.
4.6.4. Where specific to the use, the instructions for safe disposal of the product and its packaging

4.8.5. Where specific to the use, the conditions of storage and shelf-life of the product under normal conditions of storage

sheif life 24 months.

5. General directions for use

5.1. Instructions for use
- Read and follow the preduct information as well as any information accompanying the product or provided at the point of sale before using it

- Carry out a pre-baiting survey of the infested area and an an-site assessment in order to identify the rodent species, their places of activity and determine the liely cause and the extent of the
infestation.

. Remova food which is readily attainable for rodents (e.g. spilled grain or food wasle). Apart from this, do not clean up the infested area just before the treatment, as this only disturbs the
rodent population and makes bait acceptance mars difficult to achieve.

- The product should only be used as part of an integrated pest management (IPM) system, including, amongst others, hygiene measures and, where possible, physical methods of control.
- Consiger preventive control measures {8.9. plug holes, remove potential food and drinking as far as possible} to improve product intake and reduce the likelihood of reinvasion,

. Bait stations should be placed in the immediate vicinity of places where rodent activity has been previously observed (e.g. travel paths, nesting sites, feedlots, holes, burrows etc.).

The product shoutd be placed in the Immediats vicinity of places where rodent activity has been previously explored (e g. travel paths, nesting sites, feedlots, holes, burrows atc.).
Where possible, bait stations must be fixed to the ground or other structures.

Hait stations must be claarly labelled to snow they contain rodenticides and that ey must not be moved or opensd {see section 5.3 for the nfermation to be shown on the label).

when the product is being used in public areas, the areas treated should be marked during the treatment perind and a notice explaining the risk of prmary or secondary poisoning by the
anficoaaulant as well as indicating the first measures to be taken in case of poisoning must be made available alongside the baits.
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s 50 that it cannot be dragged away from the bait station.
i1 ot of the reach of children, birds, pets and farm animals and other nen-targst animais.

{::'mr_{m away from food, drink and animal feeding stuffs, as well as from utensiis or surfaces that have cantact with these,

nmancations provided by the relevant code of bast prastice.
ahe 1s low refative lo the apparent size of the infestation, consider the replacemant of bat peints to further places and the possibility to change to ancthsr bait formulation.

traatment period of 35 days baits are continued ta be consumed and no dacline in rodent activity can be observed, the likely cause has to be determined, Where other etements have
duidled, It is likely that there are resistant rodent so cansider the uss of a non-anticoagulant radenticide, where available, or a mere patent anticoagulant rodenticide. Alsc consider he
(idps as an altemative control measure.

ave Ihe remaining bait or the bait stations at the end of the treatment period

2. Risk'mitigation measures
: Wr.mra ppssible‘ prior to the treatment inform any possible bystanders about the redent control campaign

I’% The product infermation i.e. label andfor ieaflet) shall cleady shaw that the product shall only be supplied to trained professiona users holding certification demonstrating compliance with the
. appilcable training requirements {e.g. "for trained professionals only”.

. o not use in areas where resistance to the active substance can be suspected.
Products shall not be used beyond 35 days without an evaluation of the state of the infestation and of the efficacy of the treatment unless autharised for permanent baiting treatments.

. Do not rotate the use of different anticoagulants with comparable or weaker potency for rasislance management purposes. For rotatienal use, consider using a non-anticoagulant rodenticlde, if
available, or a mere potent anticoaguiant,

- Do not wash the bait stations of utensils used in covered and protected bait points with water betwaen applications.

- Dispose dead rodents in accordance with local requirements.

5.3. Particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment

This product contains an anticoagulant substance. I ingested, sympioms, which may be delayed, may include nosebleed and bleeding gums. In severa casas, there may be bruising and blood
present in the fasces or urine.

- Antidote: Vitamin K1 administered by medicaifveterinary personnel only.

- 1In case of:

- Dermal exposure, wash skin with water and then with water and soap.

- Eye exposure, rinse eyes with eyes-rinse liquid or water, keep eyes ligs open at least 10 minutes.

- Oral exposure, rinse mouth carefilly with water. Never give anything by mouth to unconscious person. Do not provoke vomiting. If swallowed, seek medical advice immediately and show the
product's container or label. Contact a veterinary surgeon in case of ingestion by a pet

- Batt stations must be labslled with the following information: “do net move or open”; "contains a rodenticide"; "product name or authorisation number"; "active substance{s)" and "in case of
Incident, call a poison centre

- Hazardous o wildlife.

5.4. Instructions for safe disposal of the product and its packaging

At the end of the treatment, dispose the uneaten bait and the packaging in accordance with local requirements

5.5. Gonditions of storage and shelf-life of the product under normal conditions of storage

Store in & dry, coot and wall ventilated place. Keep the container closed and away from direct sunlight.
Sitore in places prevented from the access of children, birds, pets and farm animals.
. Bhelf life: 24 months

6. Other information
liacause uf:fheir delayad mods of action, anticoagulant rodenticides may take from 4 t 10 days to be effective after effective consumption of the bait.
. H_udénis‘éan be disease carriers. Do not touch dead rodents with bare hands, use gloves or use tocls such as tongs when disposing them,

lhis praduct containg & bittering agent and a dye.
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