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OGGETTO: Prodotte biocida RATIBROM 2 PELLET - FALCON PELLET PRO
Trasmissione decreto di modifica amministrativa,

S0 trasmetle, in allegato, il decreto di modifica amministrativa dell’autorizzazione n.
FE2013/00144/AUT relativa al biocida indicato in oggetto.
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DIREZIONE GENERALE DEI DISPOSITIVI MEDICI E DEL SERVIZIO FARMACEUTICO
UFFICIO | - AFFARI GENERALI E PRODOTTI DI INTERESSE SANITARIO DIVERSI DAI DISPOSITIVI MEDICT

D.G.D.M.F./1.5.1.d.2/2011/226
1T/2013/00144/AUT
IL DIRETTORE

VISTO Part. 15 della Legge n. 97 del 06 agosto 2013 recante “Disposizioni per I’adempimento
degli obblighi derivanti dall’appartenenza dell’Italia all’Unione europea — Legge curopea 20137
VISTO il Regolamento (UE) n. 528/2012 del Parlamento Europeo ¢ del Consiglio del 12 maggio
2012 relativo alla messa a disposizione sul mercato e sull’uso dei biocidi,

VISTO il Regolamento di esecuzione del 18 aprile 2013 n. 354/2013 recante il Regolamento sulle
modifiche dei biocidi autorizzati a norma del Regolamento (UE) n. 528/2012 del Parlamento
liuropeo e del Consiglio,

VISTO il Regolamento di esecuzione (UE) 2017/1380 della Commissione del 25 luglio 2017 che
rinnova l'approvazione del bromadiolone come principio attivo destinato all'uso nei biocidi del tipo
di prodotto 14;

VISTO il D.D. del 23 settembre 2013 con n. IT/2013/00144/AUT con il quale questa
amministrazione ha autorizzato I’immissione in commercio del prodotto biocida denominato
RATIBROM 2 PELLET esca rodenticida pronta all’uso in forma di pellet;

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

VISTA [D’istanza registrata il 15/11/2018 sul Registro Europeo R4BP3 Case number BC-
TA044916-38 , con cui la societd Kollant S.r.l. con sede legale in via trieste, 49/53 35121 Padova
- Ttalia ha chiesto la modifica amministrativa dell’autorizzazione relativamente all’aggiunta del
nome FALCON PELLET PRO ;

VISTA la documentazione presentata dalla societd istante a sostegno della suddetta istanza di

autorizzazione;
DECRETA:

L’ autorizzazione del prodotto biocida ¢ cosi modificato:

DENOMINAZIONE RATIBROM 2 PELLET
FALCON PELLET PRO

TITOLARE DELL’AUTORIZZAZIONE E | KOLLANT S.r.l
RESPONSABILE DELL’IMMISSIONE SUL | Via Trieste 49/53
MERCATO 35121 Padova

= Sede legale
= Direzione Commerciale

SOSTANZA ATTIVA BROMADIOLONE (CAS 28772:56-7)

PT 14 RODENTICIDI - o

OFFICINE DI PRODUZIONE KOLLANT S.r.L | ¥
Via Cristoforo Colombo 7/7a: . ]

Vigonovo (VE)

RP/DM
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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./1.51.d.2/2011/226

IT/2013/00144/AUT

IL DIRETTORE
DESCRIZIONE PRODOTTO Esca rodenticida pronta all’uso in forma di
pellet per uso professionale e per
professionisti formati
CONFEZIONI/TAGLIE Per uso Professionale:
-Confezione: contezioni a partire da 1,5 kg
fino a 25 kg, contenenti esche in pellet.

Per professionisti formati:
-Confezione: confezioni a partire da 1,5 kg :
fino a 25 kg, contenenti esche in pellet. f e

CATEGORIA DI UTILIZZATORI Per uso professionale e per professionisti
. formati '
STABILITA’ PRODOTTO 36 mesi o
NUMERO DI AUTORIZZAZIONE 1T/2013/00144/AUT _ o
ASSET NUMBER IT-0002215-0000 e
SCADENZA AUTORIZZAZIONE 31 dicembre 2022 - o
COMPOSIZIONE DEL PRODOTTO Vedi allegato 1 (dato confidenziale) : e
: 1.1
La societa KOLLANT S.r.L . in qualita di titolare della registrazione n. 1T/2013/60144/AUT ' e

relativa al prodotto biocida RATIBROM 2 PELLET - con validita fino a 36 mesi — & autorizzata T
alla modifica amministrativa comportante: ’aggiunta del nome FALCON PELLET PRO. Detto
prodotto biocida rimane registrato al progressivo numerico 1T/2013/00144/AUT, e continuera ad .
essere prodotto presso 1 officina indicata con la medesima composizione, nelle confezioni gia R fhanr
autorizzate. e
Si allega copia (All.2) delle etichette trasmesse dalla societd titolare a corredo della presente " o
autorizzazione. Le modifiche a tali etichette non rientranti tra quelle indicate nell’allegato del - - 7%
Regolamento di esecuzione (UE) n. 354/2013 della Commissione del 18 aprile 2013, possono 4
essere apportate dalla societa titolare autonomamente e sotto la propria responsabilita. bas
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 22
Stato entro il termine di centoventi giomi. : .
Il presente decreto viene redatto in duplice originale, di cui un esemplare & notificato in via :
amministrativa alla ditta interessata e 1’altro ¢ conservato agli atti di questo Ufficio.
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Summary of product characteristics for a biocidal product

1. Administrative information

1.1. Trade names of the p‘roduct

Market arez  Trade nameis)
ltaly RATIBROM 2 PELLET
ltaly FALCON PELLET PRO

1.2. Authorisation holder .

Authorisation number

MNot defined

Dafe of the autharisation

Not defined

Expiry date of the authorisation
Mot defined

Name and address of the Name Not defined
authorisation holder Address Not defined

1.3. Manufacturers of the product

Name of the manufacturer KOLIANT S.rl.
Address of the manufacturer fa Trieste, 49/53 35121 Padova ltaly
Location of manufacturing sites via C.Colombo, 7/7A 30030  Vigonowvo (VE)  ltaly

1.4. Manufacturer(s) of the active substance(s)

BAS number: 12

Name of the manufacturer ACTIMASRL
Address of the manufacturer Via Feltre 32 20132 Milan  Haly
I__m:ation of manufacturing sites Tezza Srlvia Tre Ponti 22 37050 5. ManadiZevio  ltaly

2. Product composition and formulation

2.1. Qualitative and guantitative information on the composition of the product

BAS EC CAS Commen IUPAC name Fur]ction
number number number name 3-[3-{4-Bromo[1,1" -biphenyl]-4-y1}-3-hydroxy-1-phenyipropyll-4-hydroxy-2H-1- Active
12 249-205-9 28772-58-7 Bromadiolone benzopyran-2-one Substance

2.2. Type of formulation
RE - Bait (ready for use)

3. Hazard and precautionary statements

Hazard statements May damage the unbom chikd.
Causes damage to argans ( BLOOD ) through prolenged or repeated exposure .
Precautionary statements Da not handie untll all safety precautions have been read and understood.
Wear profeciive gloves.

IF exposed or concerned:Get medical advice,
Dispose of contenls to in accordance with naticnal and intermational reguiations.
Do not breathe dust.
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4.1. House mice - professionals - indoor

Produgct type(s) PT14 - Rodenticldes {Pest control)

Where relevant, an exact
description of the authorised use

Not relevant for radentlcides

Fleld{s) of use Indoor

Indoor

Category(ies) of users Industrial, Professional

Target organisms
Application method(s)

Method Bzit application

Description

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

Scientific name  Common name Development stage
Mus musculus House mouse juveniles to adult

ﬁIe:///C:/Users/d.mosca-esterno/AppData/Local/Tem_

Rate: 40g of bait per bait peint. if more than one balt station is needed, the minfmum distance betwaen bait stations should be of 5Imeters. :
Ditution: 0% .
Timing:

I more than ene bait statfon is needed, the minimum distance between bait stations should be of 5 meters,

Pack sizes and packaging material Minimum pack size of 1.5 kg up to 25 kg.

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

Packaging material; plastic composite-triple iayer {polyester/ PET met/poiyethylens)
Type of packaging

Size/volume of the packaging

Material of the packaging

Type and material of closure{s)

Intended user (e.g. pro i |, non-professional}
Comgatibility of the product with the proposed packaging materials (YesiNo)
Labslied or Printed Bottle

from 1.5 Kg-to 5 kg

Plastic composite (HDPE) v
Botile sealed

Professional, trained professional

Yes

Labelled or Printed BagfSack

from 1.5 Kg - to 25 kg

Plastic compaosite

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

Yes

Labelled or Printed Bag/Sack - with Inner plastic ner

from 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

t.abelled plastic (HDPE) bucket

from 1.5 Kg -to 25 kg

Labelled plastic {(HOPE) bucket

Rectangular or truncated cone bucket sealed

Professional, trained professional

Yes

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

Labelled plastic (HDPE) bucket

Rectanguiar or truncated cone bucket sealed

Prefessional, trained professional

Yes

Labelled or Printed Carton sachet with plastic inner liner
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“. Eartan + Plastic composite

: #refabricated bags or serial production bags , both thermal welded
frotassional, trained professional
Tos
lahslled ar Printed Cardboard with inner plastic liner
1.5-10 kg single inner plastic bags of up fo 10 Kg each
Liarlon + Plastic compasite
Frefabricated cardooard
Professional, frained professional
Yog
4.1.1. Use-specific instructions for use

The balt stations should be visited at least every 2 to 3 days at the beginning of the treatment and at least weekly afterwards, in order to check whether the bait is accepted, the bait stations are
trlact and to remave rodent bodies. Re-fill bait when necessary.

4.1.2, Use-specific risk mitigation measures

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
When placing bait stations close to water drainage systems, ensure that bait contact 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 - professionals - indoor

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

Where relevant, an exact *" Not refavant for radenticides

description of the authorised use

Field({s) of use Indoor
Indoer

Category{ies) of users Industrial, Professional

Target organisms Scientific name Common name  Development stage
Rattus norvegicus ~ Brown rat juvenile to adult
Rattus rattus Roeof rat other: juvenile to adult

Application method(s)

Method Bait application

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

Rate: 60-100g of bait per bait paint. if mere than one bait station is needed, the minimum distance between hait stations shouid be of 5 meters.
Dilution: 0%
Timing:

If more than one bait station is needed, the minimum distance beiween bait stations should be of § meters,

Pack sizes and packaging material Minimum pack size of 1.5 kg up to 25 kq.

Whera applicable package is restricied to separately packed bags with & maximum bag size of 10 kg.

Packaging material: plastic composite-triple layer (polyester/ PET met/polyethylene)

Type of packaging

Sizefvolume of the packaging

Material of the packaging

Type and material of closure(s)

Intended user {e.g. pr ional, non-professional)
Gompatibility of the product with the propesed packaging materials (Yes/No)
Labelled or Printed Botlle

from 1.5 Kg- to 5 kg

Mlastic compesite (HDPE)

Bottie sealed

Professional, trained professional

Yes

Labelled or Printed Bag/Sack

from 1.5 Kg-to 25 kg

Plastic camposite

[efabricated bags or serial production bags , both thermal welded

Professional, trained professional

03/12/2 03/12/2018, 1.
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Labelled 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

Professional, trained professional

Yeas

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

Labelled plastic {(HDPE) bucket

Rectangular or truncated cone bucket sealed

Professional, trained professionaj

Yes

Labelled plastic (HDPE} bucket- with inner plastic liner

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

Labelled plastic (HDPE) bucket

Rectangular or truncated cone bucket sealed

Professional, trained professicnal

Yes

Labelied or Printed Carton sachat with plastic inner liner

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

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

Yes i

Labelled or Printed Cardboard with inner plastic finer

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 &t least every § to 7 days at the beginning of the treatment and at least weekly afterwards, in arder lo check whether the bait is accepted, the bait stations are
intact and to remove rodent bodies. Refill bait 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 instractions and emergency measures to protect the environment
When placing bait staticns close to water drainaga systems, ensure that bait contact with water |s avoided.
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 fife: months

4.3. House mice and rats - professionals -outdoor around buildings

Product type(s) FT14 - Rodenticides (Pest cantral)
Where relevant, an exact Not relevant for rodenticides
description of the autherised use .
Field{s) of use Outdoor
outdoor around buitdings
Categorylies) of users Industrial, Professional
Target organisms Scientific name Common name  Development stage
Rattus norvegicus  Brown rat juvenlle to adult
Rattus rattus Roof rat other: juvenile to adult
Mus musculus House mouse other: juvenile to adult

Application method(s}

Method Bait application

Description )
Ready-to-use bait to be used in tamperresistant bait stations

Rate: Houss mouse: 40g of bait per bait point. Rattus: 60-100g of bait per bait point. If more than one bait station is needed, the minimum distance between
bait stations should be of 5 meters.

Dilutfan: 0%

Timlng:

if more than one bait station is needad, the minimum distance between bait stations should be of & meters.
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& sizen and packaging material Minimum pack size of 1.5 kg up to 25 kg.
sré mpplicable package Is restricted to separately packed bags with a maximum bag size of 10 kg.
i kaging material: plastic composite-triple layer (polyestar/ PET met/polyethylene)
Yire of packaging
%l‘zulvtﬂume of the packaging
g ﬁﬁmm!ul of the packaging
Tigp and matarial of closure(s)
Intended user {e.g. professional, non-professional)
c:ompatibility of the product with the proposed packaging materials {Yes/No)
Laballed or Printed Botte

from 1.5 Kg-to S kg

Mastic composite (HDPE)
Bottle sealed

Professional, trained profassional

Yes

Labelled or Printed Bag/Sack

from 1.5 Kg - 10 25 kg

Plastic compasita

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

Yes

Labelied 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
Professional, trained professional

Yos

Labelled plastic (HDPE) bucket

from 1.5 Kg -to 25 kg

|.abelled plastic (HDPE) bucket

Rectangular ar truncated cone bucket sealed

bait stations are

Prafgssional, trained professional

Yes

; Labelled plastic {HDPE} bucket- with inner plastic liner
e environmentg from 1.5 - to 10 kg - max size inner finer 10 Kg

l_abelled plastic {(HOPE) bucket

Rectangular or truncated cone bucket sealed
Professional, trained professional

Yes

L.abelled or Printed Carton sachet with plastic inner liner

tram 1,5 - 1o 10 kg singfe inner plastic bags of up fo 10 Kg each

Carton + Plastic composite

frafabricated bags or serfal production bags , both thermat welded
Fralessional, trained professional

Tar

Luballed or Printed Cardboard with Inner plastic liner

1.5-10 kg single inner plastic bags of up to 10 Kg each

Ciarton + Plastic composile

Fafabricated cardboard

Frofessional, frained prefessional

Yau

4.3.1, Use-specific instructions for use

stance between . Prolect bait from the atmospheric conditions {e.g. rain, snow, etc.). Flace the bait stations in areas not fable to fleoding,

Ti1m batt stations should be visited [for mice - at least avery 2 to 3 days at] [for rats - only 5 o 7 days after] the beginning of the treatment and at least waskly afterwards, in order to check
whislhar the bait is accepted, the bail stations are intact and to remave rodent bodies. Re-fill bait whan necessary.

- [replace any baitin a bait station in which bait has been damaged by water or contaminated by dirt.

4.3.2. Use-specific risk mitigation measures

03/124 03/12/2018, I’
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Do not apply this product directly in the burrows.

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 environm

When placing bait stations closs {0 surface waters (e g_rivers, ponds, water charnels, dykes, irrigation ditches) or water drainage systems, ensure that bait contact with water is avoided.
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 sheif-life of the product under normal conditions of storage
Sheiflifa: months

4.4 House mice and rats - trained professionals - indoor

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

Where relevant, an exact Mot relevant for redenticides

description of the authorised use

Field{s) of use Indoor
indoor

Category{ies) of users Trained professional

Target organlsins Scientific name Common name Development stage
Rattus norvegicus  Brown rat juveniie to adult
Rattus raftus Roof rat other: juvenile to adut
Mus musculus Housa mouse other: juvenile fo adult

Application method(s)

Method Bait application

Description
Bait formulations: Ready-to-use bait to be used in tamper-resistant bait stations or covered and protected baiting points as long as they provide the
same leve! of protaction for non-target species and humans as tamper-resistant bait stations.

Rate: Bait products: - High Infestation: 60-100g of balt per baiting point. - Low infestation: 40-80g of balt per baiting point, Pemanent baiting £0-10¢ gr of
bait per bait point.

Bilution: 0%

Timing:

Balt products: - High infestation: 80-100g of bait per baiting point. - Low infestation: 40-80g of bait per baiting point. Permanent baiting 60-100 gr of
bait per bait point.

Pack sizes and packaging material Minimum pack size of 1.5 kg up to 25 kg.

Where applicable package is restricted to separately packed hags with 2 maxdimum bag size of 10 kg.

Packaging material: plastic composite-triple layer {polyester/ F'ETumet’po\yelhylene)

Type of packaging

Sizefvolume of the packaging

Material of the packaging

Type and material of closure(s)

Ir d user (e.g. p!

1al, non-professional)

Compatibility of the product with the proposed packaging materials {Yes/No)
t.abelled or Printed Bottle

from 1.5 Kg-to 5 kg

Plastic compoesite (HDPE)

Eotlle sealed

Professional, trained professional

Yes

Laballed or Printed Bag/Sack

from 1.5 g - to 25 kg

Plastic compasite

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

Yes

Labelled or Printed Bag/Sack - with Inner plastic liner

from 1.5 Kg - to 10 kg - max size inner liner 16 Kg

Plastic composite

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

Yes

Labelled plastic (HDPE) bucket

from 1.5 Kg -to 25 kg

Labeiled plastic (HDPE} bucket

Rectangular or truncated cone bucket sealed
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wanlungl, ralned professional
ris avoided. - Labwiing plastic (HOPE} buckst with Inner plastic liner
" feam 1.5 - 10 10 kg - max size inner liner 10 Kg
Lahated plastic (HOPE) bucket

fRoctangular or truncated cone bucket sealed
Professional, trained prefessionat

Yes

Labelled or Printed Carton sachet with plastic inner liner

1
from 1,5 - to 10 kg single inner plastic bags of up to 10 Kg each ;
Cartén} Plastic compasite |

Pref,

rjcated bags or serial production bags , both thermal welded

|

Dl R ) |
Prof(_a_ssional, trained professional \
|

Yas

.Labelled ar Printed Cardboard with inrer plastic liner
1,5-10 kg single inner plastic bags of up to 10 Kg each |
Carton + Plastic composite
Frefabricated cardboard
Professicnal, trained grofessional

ey provide the
Yas

\a 60-100 gr of 4.4.1. Use-specific instructions for use

Remove the remaining product at the end of treatment period.

For pemanent baiting :

g 60-100 gr af - Where possible, it is recommended thé{ the treated area is revisited every 4 weeks at the latest in order fo aveid any selection of a resistant populaticn.

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

4.4.2, Use-specific risk mitigation measures

- Where possible, prior to the treatment inform any possible bystanders“(e.g. users of the treated area and their surroundings) about the roedent controt campaign

- Consider preventive contro| measures (e.g. plug holes, remave potential food and drinking a3 far as possible) to improve product intake and reduce the likslihood of reinvasion.

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

- Products may only be used in permanant freatments at those sites with a high petential for reinvasion when ather methods of control have proven insufficient.

- Do not use the product in puised baiting treatments.

In case of permanent baiting:
- Permanent baiting is strictly limited to ses with a high potential for refnvasion when other methods of control have proven insufficient.- i
The permanent baiting strategy shall be perlodically reviewsd in the context of integrated pest management {IPM) and the assessment of the risk for re-infestation. |
4.4.3. Where specific to the use, the particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment

When plaging hait points close to water drainage system, ensure that bait contact with water is avoided.

4.4.4. 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

fhelf life: 2dmoenths.

\Ise specific conditions of storage and shelf-life of the product under normal conditions of storage are not necessary when conditions of storage and sheif-life of the product under normal
zonditions of storage, as detailed [n the section “General directians for use (trained professionais)”, ars implemented.

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

Product type(s) PT14 - Redenticides (Pest contral)
Where relovant, an exact Nat relevant for rodenticides

- dusérlption of the authorised use
Flalct{s} of use Qutdoor

outdoor around buildings

ategory{los) of users Trained professional
i xjw erganisms Scientific name Common name  Development stage
. Rattus norvegicus ~ Brown rat juvenile to agult

Rattus rattus Roofrat other: juvenils to adult
Mus musculus House meuse other: juvenile te adult

Bait application

Bait farmulations:- Ready-to-use bait ta be used in tamper-resistant bait stafions or covered and protectad baiting points as jong as they provida the
same level of protection for non-target species and humans as tamper-resistant bait stations

03/12/2018, |
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Rate: Bait products: - High infestation: 60-100g of bait per baillng point. - Low infestation: 40-609 of bait per baiting point. Permanent baiting 80-100 gr ur'.;
bait per bait point. E
Dilution: 0%

Thning:

Bait products: - High infestation: 60-100g of bait per baiting point. - Low infestation: 40-80g of bait per baiting peint. Permanent baiting 60-100 gr of
bait per bait point.

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 a maximum hag size of 10 kg.

Packaging material; plastic composite-triple layer [polyester/ PET met/poiyethylene)

8dil2

Type of packaging
Size/velume of the packaging
Material of the packaging

Type and material of closure(s)

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

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

Labelled or Printed Botile

from 1.5 Kg- to 5 kg

Plastic composite (HDPE}

Ecttle sealed

Professicnal, trained professional

Yes

Labelled or Printed Bag/Sack

from1.5Kg-t025kg

Plastic composite

Prefabricated bags or serial production bags , both thermal walded
Prefessional, frained professional

Yes

Leballed of Printed Bag/Sack - with Inner plastic iner
from 1.5 Kg - to 10 kg - max size Innerdiner 10 Kg
Plastic composlte

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

Yes

|abelled plastic (HDPE) bucket

from 1.5 Kg -to 25 kg

Labelled plastic (HDFE) bucket

Rectangular or truncated cone bucket sealed
Professional, trained professionat

Yes

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

Labelled plastic {HDPE) bucket

Rectangufar or fruncated cone bucket sealed
Professianal, frained professional

Yes

Labelled or Printed Carten 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

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, rained professional

Yes

03/12
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aiting 60-100 gr o aricun tha remaining product at the end of treatment pariod.
I permunent baiting :
Wihirn possibie, it is recommended that the treated area is revisited every 4 weeks at the latest in order to avoid any selection of a resistant population.

Eollow any additional instructions provided by the relevant code of best practice. For application in covered and pratected bait points:- For ouldoor Usi, baitig pelnls migst & gf' i
filizad i strategic sites to minimise the exposure to non-target Species,

3iting 60-100 gr of

= Folow any additional instructions provided by the relevant code of best practice.

A6.2. Use-specific risk mitigation measures
Where possihle, prior to the treatment inform any possible bystanders (e.g. users of the treated area and their surroundings) about he radent control carmpalgn
.t‘:.unsider Rreventive control measuras (.9, piug holes, remove potential food and drinking as far as possible) to improve product intake and raduca tha leihaol of rsivasion

fo reduce risk of secondary poisening, search for and remeve dead rodents during treatment at frequent intervals, in line with the recom mendatlons provided by he relevant code of best
frractice.

Praducts may only be used in permanent treatments at those sites with a high potential for reinvasion when other methods of control have proven insufficlent,
- Do not use the product in pulsed baiting reatments.

-do not apply this product directly in the burrows

In case of permanent baiting:
- Permanent bailing is strictly imited to sites will a high potentiat for reinvasion when ather methods of control have praven insufficient.

- The permanent baiting strategy shali be periodically reviewed in the context of integrated pest management (IPM) and the assessment of the risk for re-infastation.

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 piacing bait points close to surface waters (e.g. rivers, ponds, water channels, dykes, imigation ditches} 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 shelf-life of the product under normal conditions of storage

Hhelf life: months,

LIse spedific canditions of storage and shelf-life of the proguct under ndrmal conditisns of storage are not necessary when conditions of storage and shelf-lfe of the product under normal
vonditions of storage, as detalled in the section "General diractions for use {trained professicnals)’, are Implemented,

4.6. Rats - trained professionals - Qutdoor open areas

Froduct type(s) PT14 - Rodenticides (Pest contrah)

Where relevant, an exact Not refevant for rodenticides

doscription of the authorised use

Flold{s) of use QOutdoor

! cutdoor open areas

Gategory{ies) of users Trained professional

Target organisms Scientific name Common nrame  Development stage
Rattus norvegicus  Brown rat Juvenile to aduit
Rattus rattus Roofrat - other: juvenile to adult

Afiplication method(s)

Mathod Bait application

iescription
Balt formulations:- Ready-to-use bail to be used in tamper-resistant bait stations or covered and protected baiting points as long as they provide the
same level of protaction for non-target species and humans as tamper—resistant bait stations

Rate: Bait products: - High infestation: 63-100g of bait per baiting point. - Low infestation: 40-60g of bait per baiting point. Permanant baiting 60-100 gr of
halt per bait point.

Dilution: 0%

Timing:

Bait products: - High infestation: 60-100g of bait per baiting paint. - Low infestation: 40-60g of bait per baiting paint, Permanent baiting 60-100 gr of
bait per bait point.

Pach slzes and packaging material Minimum pack size of 1.5 kg up lo 25 kg.

Whera applicable package Is restricted to separately packed bags with a maximum bag size of 10 kg.

Fakaging material: plastic composite-triple layer (polyester! PET metfpolyathylene)}

fype of packaging

Blzeivol of the | ging
Mitorial of the packaging
) Ty and material of closure(s)

Iibaraled user (a.g, professicnal, non-professional)

Einnpatibility of the product with the proposed packaging materials (YesiNo)

03/122018. 1
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Labelled or Printed Bottle

from 1.5 Kg- to 5 kg

Plastic composite (HDPE}

Bottle sealed

Professional, trainad professicnal
Yes

Labelled or Printed Bag/Sack
from 1.5 Kg-1o 25 kg

Plastic composite

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

Yes

Labelled or Printed BagfSack - with Inner plastic liner

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

Plastic composite ; 401 W
Prefabricated bags or serial proguction bags , both thermal weided i ey I
Simin gl
Professional, trained professional :
A AW
Yes

ABE W
Labetled plastic (KDPE) bucket

I INEE

from 1.5 Kg -ta 25 kg

Labelled plastic (HDPE) bucket

Rectangular or truncated cone buckst sealed

Prefessional, trained professional
Yes -

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

Rectangular or truncated cone bucket sealed

Professional, tralned professional
Yes

Labelled or Printed Carton sachet with plastic inner liner alhe ; |
from 1,5 - to 10 kg single inner plastic bags of up to 10 Kg each Tl
Carton + Plastic composite e
Prefabricated bags or serial production bags , both thermal weided : Liail .t

Professicnal, trained professional

Yes
Labelled or Printed Cardboard with inner plastic liner

1,5-10 kg single Inner plastic bags of up to 10 Ky each N

b oo 4

Carton + Plastic composite

Prefabricated cardboard s g

il

Professional, trained professional

Yes
wrlb e

4.6.1. Use-specific instructions for use ; 1 bl 1

-Protect bait from the stmospheric conditions. Place the bait stations in areas not liable to flooding. i i

fwn e

- Replage any bait in baiting pairts in which bait has besn damaged by water or contaminated by dirt. Tl o

- Remove the remaining product at the end of treatment period

Lo

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

For permanent baiting :

- Vthere possibte, it is recommended that the freated area Is revisited every 4 weeks at the latest in order to avaid any selection of a resistant population. Wiz

- Follow any additional instructions provided by the relevant code of best practice. e pon
: applieal

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-targst species.

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

< Y04di12 03/1




03/

file- /770 A sersid mosea-caterno/ AppData/Local! Termnplape

fie vigh mitigation measures

girige i he tratmant inform any possible bystanders (e.g. users of the treated area and thelr surrounilags) about the rotkant canlgol carapakgn

_4':_%'_4&(\#\@ siwtrol mensuros {e.g. plug holes, remove potential food and drinking as far as possible) to improve product Inlaks and reduce he Tkelihood of reinvasion,

4 flik Of secondary poisoning, search for and remove dead rodents during treatment at frequent intervals, in ling with ha racommendations provided by he relavant code of bosl

Wy anly ba used In permanent reatments at those sites with a high potential for reinvasion when other methods of control have proven insufficlent,
{ e ther prodduet in pulsed bailing treatments,

iply this product direclty in the burrows

& st of parmanant baiting:
Frarmariant baiting is strictly limited to sites with a high potential for reinvasion when other methads of control have proven insufficient.

= e :p{:rmanem baiting strategy shall be periadically reviewed in the context of inlegrated pest management {IPM) and the assessment of the risk for re-infastation.

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

When placing bait points close to surface waters (e.g. rivers, ponds, water channals, dykes, imigation 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
4.6.5. Where specific to the use, the conditions of storage and shelf-life of the product under normal conditions of storage

Hhelf fife; 24 months.

|}se specific conditions of storage and sheif-iife of the product under normal conditions of storage are not necessary when conditions of storage and shelf-life of the preduct under normal
canditions of storage, as detailed in the section “General directions for use (trained professionats)’, are implemented.

5. General directions for use

5.1. Instructions for use’
Read and follow the product infarmation as well 25 any information accompanying the product or provided at the point of sale befora using it.

Cary out a pre-baiting survey of the infested area and an on-site assessment in order to identify the rodent specias, their places of activity and determine the fikely cause and the extent of the
Infestation.

. Remove food which is readily atiainable for rodents (e.g. spilled grain or faed waste}. Apart from this, de not clean up the infested area just bafore the freatment, as this only disturbs the
rodent populatian and makes bait acceptance more difficuit to achieve.

- The produst should enly be used as par of an integrated pest management {IPM) system, including, amongst others, hygiene maasures and, whers possible, physical methods of control,

Consider preventive control measures {e.g. plug holes, remove potential foed and drinking as far as possible) to improve product Intake and reduce the likefihood of reinvasion.- Bait stations
should be placed in the immediate vicinity of places where rodent activity has been previously ohserved (e.g. trave! paths, nesting sites, feediots, holes, burrows etc.).

. The product should be piaced in the Immediate vicinity of piaces whers rodent activily has been previously explored (e.g. travel paths, nesting sites, feediots, holes, burrows etc.).
Where possible, bait stations must be fixed to the ground or other structures.
Dait stations must be clearly fabelizd to show they contain rodenticides and that they must not be movad or opened (see section 5.3 for the information te be shown on the label).

- When the product is being used in public areas, the areas treated should be marked during the traatment perlod and & notice explaining the risk of primary er secondary peisgning by the
anticoagulant as well as indicating the first measures to be taken in case of poisoning must be made avallable alongside the baits.

Bait should be securad so that it cannot be dragged away from the bait station,
Place the product out of the reach of children, birds, pels and farm animals and other non-target animals.

- Place the product away from food, drink and animal feeding stuffs, as we:ll as from ulensils or surfaces that have contact with these.
\Wear protective chemical resistant gloves{rubber) during product handling phase

-When using the product do not eat, drink or smoke. Wash hands and directly exposed skin after using the product.

- The frequency of visits to the treated area should be at the discration of the operatar, in the fight of the survey conducted at the outset of the treatment, That frequency should be consistent
with the recommendations provided by the retevant code of best practice.

i balt uptake is low relative to the apparent size of the infestation, consider the replacement of bait points to further places and the possibilty to change to another bait formulation.

¥ after a treatment period of 36 days baits are continued to be consumed and na dadline in Todent activity can be observad, the llkely cause has to be cetermined. Where other elemaents have
been excluded, it is likely that there are resistant rodent so consider the use of a non-anticaagutant rodenticide, where avallable, or a more potent anticoagulant rodanticide. Also consider the
use of fraps as an altemative control measure.

_Remove the remaining bait or the bail stations at the end of the treatment period.-

_Place the balt in the balt station by using a desage device

5.2, Risk mitigation measures
- Where possibie, prior to the treatment inform any possible bysianders about the rodent conirof campaign

- The product information (i.e. label andfor leatiat) shall clearty show that the product shall only be supplied 1o trained professional users holding certification demenstrating compliance with the
applicabie training requirements {&.g. “for trained professicnals only”.

. Do not use in areas where resistance to the active substance can be suspected.
. Products siall not be used bayond 35 days without an evaiuation of the state of the infestation and of the efficacy of the treatment unless authorised for permanent baiting treatments.

Do not rotate the use of different anticoagants with comparable or weaker patency for resistance management purposes. For rotational use, consider using a non-anticoagulant rodenticide, if
availabie, or a more patent anticoagulant.

Da not wash the baii stations or utensils used in covered and protected bait points with water between applications.

. Dispose dead redents in accardance with local requirements.

03/12/20108, |
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5.3. Particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the envirol

- This praduct contains an anticoagulant substance. If ingested, symptoms, which may be delayed, may inciude nosebleed and bleeding gums. In severe cases, there may be bruising and
blood present in the facces or urine.

- Antidote: Vitamin K1 administered by medical/veterinary personnel only,
- In 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 Iids open at least 10 minutes.

- Oral exposure, rinse mouth carefully with water. Never give anything by mouth to uncenscious person. Do not provoke vamiting. If swallowed, seek medical advice immediately-and-sfiow t)
preduct's container or label. Contact a veterinary surgeon fn case of ingestion by a pet

- Bait stations must 9 labelled with the following infarmation: "de not move or apen'; "contains a redenticide™; "product name or autherisation number”; "active subst rfce(s)" and "in
incident, call a peisoh centre E .

- Hazardous to 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 {ocal requirements.

5.5. Conditions of storage and shelf-life of the product under normal conditions of storage
- Store in a dry, cool and well ventilated place. Keap the container closed and away from dirgct sunfight.

- Store in places prevented from the access of children, birds, pets and farm animals,
- Shelf life: 24 months

6. Other information
- Because of their delayed mode of action, anticoagulant rodenticides may take from 4 to 10 days to be effective after effective consumptian of the bait,
- Rodents can be disease carriers. Do not touch dead rodents with bare hands, use gloves or use tools such as tongs when disposing them.

- This product contains a bittering agent and a dye.

12di12 03/12
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