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

D.G.D.M.F/1.5.1.d.2/2012/38
I1T/2012/00032/AUT
IL DIRETTORE
VISTA la direttiva 98/8/CE del Parlamento europeo e del Consiglio, del 16 febbraio 1998, relativa
all’immissione sul mercato dei biocidi;
VISTA la Direttiva 2008/81/CE della Commissione del 29 luglio 2008 recante modifica della
direttiva 98/8/CE del Parlamento europeo e del Consiglio al fine di iscrivere il difenacoum come
principio attivo nell'allegato I della direttiva;
VISTO il Regolamento n. 528/2012 del Parlamento europeo ¢ del Consiglio del 22 maggio 2012,
relativo alla messa a disposizione sul mercato ¢ all’uso dei biocidi;
VISTO, i particolare, I'articolo 31 del regolamento n. 528/2012 relativo al rinnovo delle
autorizzazioni nazionali;
VISTO il decreto direttoriale del 23 maggio 2012, ¢ successive modificazioni, con il quale & stato
autorizzato con 1l numero di autorizzazione 1T/2012/00032/AUT il prodotto biocida denominato
“KOLLANT DIFERAT 3.0 BLOCK? di cui ¢ titolare la societd Kollant S.r.l. con sede legale in
via trieste, 49/53 35121 Padova - Italia;
VISTO il Regolamento di esecuzione (UE) 2017/1379 della Commissione del 25 luglio 2017
che rinnova l'approvazione del difenacoum come principio attivo destinato all'uso nei biocidi det
tipo di prodotto 14
VISTO che il difenacoum ¢ un candidato alla sostituzione in conformita dell'articolo 10, paragrafo
1, lettere a) ed ¢), del regolamento (UE) n. 528/2012;
VISTO larticolo 23, paragrafo 6, secondo il quale I’autorizzazione di un biocida contenente un
prineipio attivo candidato alla sostituzione ¢ rilasciata per un periodo non superiore a cinque anni ed
¢ rinnovata per un periodo non superiore a cinque anni;
VISTA l'istanza di rinnovo BC-FF001441-70;
" DECRETA

[’autorizzazione del biocida denominato “KOLLANT DIFERAT 3.0 BLOCK”
autorizzazione numero 17/2012/00032/AUT — ASSET NUMBER IT-0001850-0000 & valida per
S anni a decorrere dalla data del presente decreto.
E’ approvato e fa parte integrante del presente decreto il sommario delle caratteristiche del prodotto
(allegato 1). Si allega copia delle etichette. L.e 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. (allegato 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 1l termine di centoventi giorni.

I1 presente decreto viene redatto in duplice originale, di cui un esemplare ¢-notificalo in via
amministrativa alla societa interessata e l'altro ¢ conservato agli atti di questo Uftcior
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Summary of product characteristics for a biocidal product
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1. Administrative information

1.1. Trade names of the product

Trade name(s)
KOLLANT DIFERAT 3.0 ELOCK

Market area
[taly

1.2. Authorisation holder

Authorisation number

Not defined

Date of the authorisation

Mot 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

Narne of the manufacturer KOLLANT S.r.l.

Address of the manufacturer via Trieste, 49/53 35121 Padova [taly

Location of manufacturing sites via C.Colombo, 7/7A 30030  Vigonovo (VE) lfaly

1.4. Manufacturer(s} of the active substance(s)
BAS number: 26

Name of the manufacturer Activa Sl
Address of the manufacturer Via Feltre 32 20132 Milan  Haly
Location of manufacturing sites Tezza S.arivia Tre Ponil 22 37050  S.Maria diZevio  Haly

2. Product composition and formulation

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

IUPAC name
3-(3-biphenyl-4-yi-1,2 3 4- tetrahydro-1-naphthyl)-4- hydroxycoumarin

CAS number
56073-07-5

BAS number
26

Comman name
Difenacoum

EC number
259-878-4

2.2. Type of formulation
RB - Bait {ready for use}

3. Hazard and precautionary statements

May damage the unborn child, ‘
May cause damage to organs ALOOD through prolenged or repeated

Hazard statements

exposure .
Precautionary statements Keep out of reach of
childran.

Do not

handle until all safety precautions have been read and
understood,

Wear

profective

gloves.

|F exposed or concemed:Get medical advice,

Dispose of coptents to in

accordance with natfanal and international

regulations.

T
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Function
Active Substance

Content (%)
0.005
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4. Authorised use(s)

4.1, House mice professional indoor

Preduct type(s) PTi4 -
Rodenticides (Pesl conirol)

Where relevant, an exact Not relevant for rodenticides
description of the authorisad use

Field{s) of use Indeor
indoor

Category(ies) of users Industrial, Professional

Target organisms Scientific name  Comenon name  Development stage
Mus musculus House juveniles to

mouse adults
Application method(s)

Method Balt application

Description
Ready-to
use bait to bs used in tamper-resistant bail stations

Rate: 40 gr of bait per bait point. if more than one
bait stalion is needed, the minimum distance between bait stations should be of

B metres

Diluticn: 0%

Timing:

i
mare than one bait station is needed, the minimum distance between bait stations
should be of & metres

Pack sizes and packaging material Bait product of 10 or 20 gr
units

Minimurn pack size of 1.5 kg up to 25 kg.

Where applicable
package Is restricted to separatsly packed hags with a maximum bag size of 10
kg.

Packaging material: pastic composite-triple fayer (polyester/ PET
metipelyathylene)

Type of packaging .

Sizelvolume of the
packaging

Material of the packaging

Type and
material of closure{s)

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

Compatibility of the product with the proposed
packaging materials {(Yes/iNo)

Labeiled or Printed Bag/Sack

frem
1.5 Kg-to 25 kg

Plastic composite

Prefabricated bags or serial
P 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 10 Kg

Plastic
composite .

Prefabricated bags or seral production bags , both thermal
welded

Professional, trained professional
Yes

from1.5
Kg -0 25 kg

Labelled plastic (HDPE) bucket

Rectangular or
truncated cone bucket sealed

Professional, frained
professional

Yes

LabelledPlastic (HDPE)Bucket- with inner plastic
liner

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

Labelted
plastic (HDPE) bucket !

Rectangular or truncated cone bucket
sealed
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file:///C

Professional, trained professional
Yes

Labefied or
Printed Carton sachet with plastic inner liner

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

Carton + Plastic
compasite

Prafabricated bags or serial protuction bags , both tharmal
walded

Professional, frainad professional
Yes

Labelled or
Printed Cardboard with inner plastic liner

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

Carton + Plastic
compasite

Prefabricated cardboard

Profassional, trained
professional

Yes

4.1.1. Use-specific instructions for use

The bait stations should be visited at

least every 2 to 3 days at the beginning of the treatment and at least waekly

aflerwards, in order to check whether the bait is accepted, the bait stations
are intact and to rernaove rodent bodies. Reill bait when necessary

4.1.2. Use-specific risk mitigation measures

Pagina 4 di 16

4,1.3, Where specific to the use, the parficulars 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 life 24 months

4.2, rats-professional- indoor

Product type(s) PT14 - Rodenticides (Past
controf)
Where relevant, an exact Not
description of the authorised use relevani for rodenticides
Field(s) of use indoor
indoeor
Categery{ies) of users Ingustriat, Professional
Target organisms Scientific name Common name  Deveioprment stage
Rattus norvegicus  Brown N juveniles to
rat adults
Rattus Roof other juveniles to
raftus rat adults

Application method(s)

Method Eait application

Description
Ready-10
usé bait to be used in tamper-resistant bait stations

Rate: B0-100 gr of bait per bait point. if more than one
bait station is needed, the minimum distance between bait stations should be of
5 metres
Dilution: 0%
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 40 or 20 gr
units

Minimum 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-trple layer (polyester/ PET
metipolyethylene)

Type of packaging

Sizelvolume of the
packaging

Material of the packaging ]

Type and
material of cloesure{s)

#Users/d.mosca-eslerno/1)
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Intended user {e.g. professional,
nan-professional)

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

Laballed or Printed BagiSack

from
1.5 Kg-10 25 kg

Plaslic composite

Prafabricated bags or serial
production bags , both thermal welded

Prafessional, trained
professtonal

Yes

Labelled or Printed BagiSack - with Inner plastic
liner

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

Flastic
compaosite

Prefabricated bags or seriat production bags | both thermal
welded

Prefessional, trained professional
Yes

Labelled Plastic
{HDPE) Bucket

frorn 1,5 Ky -to 25 kg

Labelled plastic (HDPE)
bucket

Rectangular or trupcated cone bucket sealed

Professional,
Irained professional

Yes

LabelledPlastic (HDPE} Bucket-
with inner plastic liner

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

Labelled plastic bucket

Rectangular or truncated cone
bucket sealed

Professicnal, trained profassional
Yes

Labselled
or Prinled Carton sachet with plastic inner liner

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

Carton + Plastic
composite

Prefabricated bags or serial production bags , both tharmal
welded

Professional, trained professional
Yes

Labelled or
Printed Cardboard with inner plastic liner

15-10kg
single inner plastic bags of up to 10 Kg each

Carton + Plastic
composite

Prefabricated cardboard

Professional, trained
prefessional

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 |east waekly

afterwards, in order to check whether the balt is accepted, the bait stations

are intact and to remove rodent bodies. Re-fill 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 instructions and emergency measures to protect the envirenment
When

placing bait stations clese to water drainage systems, ensure that bait contact
with watar 1s aveided.

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 stordge and shelfife of the product under normal conditions of storage

shelf life 24 months
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4.3. House mice and rats-professional-cutdoor around buiiding

Product type(s) PT14 - Rodenticides (Pest
contral)
‘Where relevant, an exact Mot
description of the authorised use relevant for rodenticides
Field(s} of use Quidoor
outdoor
around building
Gategory(ies} of users Indusirial, Professional
Target organisms Scientific name Common name  Development stage
Ralius norvegicus  Brown juveniles te
rat adults
Rattus Roof other juveniles to
ratius rat adults
Mus Hause Jjuveniles to
musculus mouse acults

Application method(s)

Method Bait application

Description

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

Rate: House mouse 40 gr of bait per bait point. Rats:
60-100 gr of bait per bait point. if mare than one bait station is nesded, the

minimum distance between bait stations should be of 5

meires

Dilution: 0%

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 10 or 20 gr
units

Minimum pack size of 1.5 kg up to 25 kg.

Where appiicable
package is restricted 1o separately packed bags with a maxtmum bag size of 10

kg.
Packaging material: plastic composite-tiple layer (polyester/ PET
metipolyethyleng) .

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 Bag/Sack

from
1.5 Kg-te 25 kg

Plastic composite

Prefabricated bags or serial
production bags , beth thermal welded

Profassional, trained
professional

Yes

Labelled or Printed Bag/Sack - with Inner plastic
liner

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

Flastic
compesite

Prefabricated bags or serial production bags , bath thermal
welded

Pr ional, trained prof

Yes

Labelled Plastic
{HDPE) Bucket

from 1.5 Kg -to 25 kg

Labeled plastic (HDPE)
bucket

Rectangular or truncated cone bucket sealed

Prafessional,
trained professionat

Yes

LabelledPlastic Bucket- with inner
plastic ner

fram 1.5 - o 10 kg - max size inner liner 10
kg

file:///C:/Users/d.mosca-esterno/Desktop/David/Kollant%208.r.//Kollant%20Diferat%... 28/08/2018
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1 abiedled plastic (HDPE) bucket

Faclangular or
fruneated cone bucket sealed

[refessional, trained
profosslonal

Y a4

L.nbelled or Printed Carton sachet with plastic
tner {iner

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

Carlon + Plastic composite

Prefabricated bags or serial
production bags . beth themnal welded

Professional, trained
professional

Yes

Labelled or Printed Cardbeard with inner plastic
finer

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

Carion + Plastic composite

Prefabricated
cardbaard

Professional, trained
professionai -

Yes

4.3.1, Use-specific instructions for use

Pratect bait from the atmospheric
conditions {e.g. rain, snow, efc.). Place the bait stations in areas not liable
to flooding.

- The bait stations should be visited [for mice

- at least every 2 to 3 days al] [for rals - only & to 7 days after] the

heginning of the treatment and at least wesldy afterwards, in order to check
whether the bait is accepted, the bail statiens are intact and to remove rodent
bedies. Re-fill bait when necessary.

- Replace any baitina
bait station in which bail has been damaged by water or contaminated by
dirt

4.3.2. Use-specific risk mitigation measures

Do
nol apply this product directly in ihe 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 environment

When

placing bait stations close to surface waters (e.g. rivers, ponds, water
channels, dykes, irrigation ditches) or water drainage systems, ensure that bait
contact with water is avolded..

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 hormal conditions of storage

shelf ife 24 months

4.4. House mice and rats -trained professionals-indoor

Product typa(s) PT14
- Redenlicides (Past contral)

Where relevant, an exact Not relevant for redenticides
description of the authorised use

Field(s) of use Indoor
indoor

Category(ies) of users Trained
professional

Target organisms Scientific name  Common name  Development stage
Rattus rattus Roof other juveniles to

rat adults

Rattus Brown juvenites to
norvegicus rat aduits
Mus House juveniles to
musculus mouse adults

Application methodis)

Method Bait application

Description
Ready-to-use
bait to be used in tamper-resistant bait stations or covered and protected
baiting points as fong as they provide the same level of protaction for
non-target species and humans as tamper-resistant bait
stations .

Rate: Bait products: - High infestation:
{80-100) g of bait per baiting point. - Low infestation: {(40-80) g of bait per

file:///C:/Users/d.mosca-esterno/Desktop/David/Kollant%20S.r./Kollant%20Diferat%... 28/08/2018
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baiting point. Permanent bating 60-100 gr ol ball por baitlng
point
Dilutiorn: O%
Timing:
Bait
products: - High infeslation: (60-100) g of bait per baiting point. - Low

infestation; (40-80} g of bail per balling point. Permanent bating 60-100 gr of
bait per baiting paint

Pack sizes and packaging material Bait product of 10 or 20 gr
units

Minimum 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-triple layer (polyester/ PET
mat/polyethylene)

Type of packaging

Size/volumne 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)

Labelted or Printed Bag/Sack’

from
1.5 Kg-tc 25 kg

Plastic composite

Prefabricated bags or serial
production bags , both thermal welded

Professional, trained
profassional

Yes

Labelled or Printed Bag/Sack - with Inner plastic
liner .

from 1.5 Kg - to 0 kg - max size inner finer 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 -to 25 kg

Labelled plastic
{HDPE) bucket

Rectangular or truncated cong bucket
sealed

Professional, trained professional
Yes

LabelledPtastic
{HDPE) Bucket- with inner plastic liner

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

Labelied plastic (HDPE}
bucket

Rectangular or truncated cone bucket sealed

Profassional,
frained professionat

Yes

Labelled or Printed Carton sachet with
plastic inner liner

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

Carton + Plastic composite

Prefabricated bags or
serjal production bags , both thermal welded

Professionsl, trained
professional

Yes

Labelled or Printed Cardboard with inner plastic
finer

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

Carton + Plastic cemposite

file:///C:/Users/d.mosca-esterno/Desktop/David/Kollant%208.r.l/Kollant%20Diferat%... 28/08/2018
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Prefabricated
cardboard

Professional, frained
professional

Yes

4.4.1. Use-specific instructions for use

Remove the remaining product at the
end of treatment period

x for permanent baiting:

i

1 Where

B4 possible, it is recommended that the treated area is revisiled every 4 weeks at
jf the iatest in order to avoid any selection of a resistant population,

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

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 rodent control campaign [in
accordance with the applicable code of goad practice, if any].

- Consider

preventive control measures {e.g. plug holes, remave potential food and drinking
as far as possible) to improve product intake and raduce the lkelihoed of
reinvasion.

- To reduce risk of secondary poisoning, search for and remove

dead rodents during treatment at frequent intervals, in line with the
recornmendations provided by the relevant cede of best practice.

- Do not

use the product in pulsed baiting treatments.

Products may only be used in
permanent treatments at those siles with a high potential for reinvasion when
other mathods of contrat have proven insufficient

in case of permanent
baiting:

Parmanent baiting 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 periodically reviewed in the context of
integrated pest management (IPM) and the assessment of the nisk 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
placing bait points close to waler drainage systems, 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

shelf life 24

months.

Use specific conditions of storage and shelf-life of the produst

under normal conditions of storage are not necessary when conditions of storage
and shelf-life of the product under nonmal condilions of storage, as detailed in
the section “General directions for use (frained professionals)’, are
implemened.

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

Product type(s) FT14 - Rodenticidas {Pest .
control}

Where relevant, an exact Mot

description of the authorised use relevant for rodenticides

Field(s) of use Qutdeor
outdoor

around buildings

Category(ies} of users Trained
professional

Target organisms Scientific name  Gommon name  Devefopment stage
Rattus ratfus Reof other juveniles to

vat adults

Rattus Brown juveniles to
norvegicus rat adults
Mus House juveniles to
musculus mouse adults

Application method(s)

Method Bait application

Description
Ready-to-use
bait to be usad in tamper-resistant bait stations or covered and protected
baiting poinis as long as they provide the same level of protection far
non-largel spacies and humans as tamper-resistant bait stations.

file:///C:/Users/d.mosca-esterno/Desktop/David/Kollant%208.r /Kollant%20Diferat%... 28/ (4/
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Rate: it produsts: - High Infastation: (60-100} g of
hait per baiting poin!. - Low Ifeatation; {(40-8(h g of bail per balling polnt,
Permanent bating E0-100 gr of ball per baillng
point
Dilution: 0%
Timing:
Bak

aroducts: - High Infestalion: (60-100} g of bait per baiting paint. - Low
infestation: (40-60) g of bait per baiting point. Permanent bating 60-100 gr of
bail per bailing peinl

Pack sizes and packaging material Eait product of 10 or 20 gr
units

Minimum pack slze of 1.5 kg up to 25 kg,

Where applicable

package is restricled to separately packed bags with a maximur bag siza of 10
kg.

Packaging material: plastic composite-triple layer {polyesterf PET
met/polyathylene)

Type of packaging

Size/volume of the
packaging

Material of the packaging

Type and
material of closure(s}

intended user {e.q. professional,
non-professional)

Compatibility of the preduct with the propased
packaging materials {Yes/No)

Labeiled or Printed Bag/Sack

fram
1.5 Ky -to 25 kg

Plastic composite

Prefabricated bags or serial
production bags , both thermal welded

Professional, trained
professional

Yes

Labefled or Printed Bag/Sack - with Inner plastic
liner

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

Plastic
composite

Prefabricated bags or serial production bags |, both thermal
welded

Professionat, frained professional
Yes

Labelled Piastic
{HDPE) Bucket

from 1.5 Kg -to 25 kg

Labelled plastic
{HDPE)bucket

Rectangular or truncated cone bucket
sealed

Professional, trained professicnal

Yes

LabelledPlastic
{HDPE) Bucket- with inner plastic liner

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

Labelled plastic (HOPE) bucket \

Rectangular or
truncated cone bucket sealed

Professional, trained
professicnal

Yas

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

Prefabricaled bags or serial
production bags | both thermat 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
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Carlon + Plaslic composite

Prstabricated
cardbaard

Frolessional, rained
professional

. Yes

: __'Al.5.1. Use-specific instructions for use

Remove the remaining product at the
e }!nd of treatment period

for permanent baiting.

Where

possible, il is recommended that the treated area is revisited every 4 weeoks at
the lalesl in order to avoid any selection of a resistant population.

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

for application in covered and protecied bail
points:

- For outdoor use, baiting points must be coverad and placed in
strategic sites to minimise the exposure to non-target species.

- Follow

any addifional instructions provided by the relevant code of best
praclice.

4.5.2. Use-specific risk mitigation measures

Where possible, prior lo the treatment

inform any possible bystanders (e.g. usars of the treated area and their
surroundings) about the redent conlrol campaign fin accordance with the
applicable code of good practice, if any].

- Consider preventive control

measures {e.g. plug holes, remave potential food and drinking as far as
passible} to improve produst intake and reduce the likelihood of reinvasian.

- To reduce risk of secondary peisoning, 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 pulsed baiting treatments.

-do net apply this product direcity in the
burrows

-Products may only be used in permanent treatments at those sites
with a high potential for reinvasion when ather methods of control have preven
insufficient

in case of permanent bajting:

Permanent

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

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

When

placing bait points close to surface waters (e.g. rivers, ponds, water channels,
dykes, imigation ditches) or water drainage systerns, 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

shelf life 24
months.

Use specific conditions of storage and shelf-life of the product

under normal conditions of storage are not necessary when conditions of storage
and shelflife of the product under normal conditions of storage, as detaifed in
the section "General directions for use (trained professionals)’, are

implemented.

4.6, Rats-trained professionals-outdoor open areas

Product type(s) PT14 - Redeniicides (Past
control}
Where relevant, an exact Mot
description of the autherised use relevant for rodenticides
Field{s) of use Outdoor
eutdoor
opun argas '
Category(ies) of users Trained
professional
Target organisms Scientific name  Common name  Development stage

Rattus rattus
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Roof other juveniles lo
rat adults
Rattus Brown juveniles 1o
norvegicus rat adults

Application method(s})

Method Bait applcation

Description
Ready-to-use
bait to be used in tamper-resistant bait stallons or covered and protected
balting points as fong as they provide the same level of protection for
ron-target species and humans as lamper-resistant bait statiens.

Rate: Bait products: - High infestation: (60-100} g of

bait per baiting peint. - Low infestation: {40-60) g of bait per baiting point.

Permanent bating 60-100 gr of bait per baiting

point

Dilution: 0%

Timing:
Bait
preducts: - High infestation: (60-100) g of bait per baiting point. - Low
infestation: {40-60) g of bait per baiting point, Permanent bating 60-100 gr of
bait per baiting point

Pack sizes and packaging material Bait product of 10 or 20 gr
units

Minimum pack size of 1.5 kg up 10 25 kg,
Where applicable

package is restricted to separately packed bags with a maximurm bag size of 10
kg.

Packaging material: plasﬁﬁ compasite-triple fayer (polyester! PET
met/polyethylene}

“Fype of packaging

Size/volume of the
packaging

Material of the packaging

Type and
material of closure(s)

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

Compatibility of the product with the proposed
packaging materials {Yes/Nc)

Labefled or Printed Bag/Sack

from
1.5 Kg-to25kg

Plastic composite

Prefabricated bags or serial
producticn bags , both thermal welded

Professional, trained
professional

Yos

Lavelled or Printed Bag/Sack - with Inner plastic
liner

from 1.5 Kg - e 10 kg - max size inner ner 10 Kg B

Plastic
composite

Prefabricated bags or serial production bags , both thermal o R ki
welded

Professional, trained professional

Yes

Labelled Plastic (HDPE) Bucketfrom 1.5 Kg -to 25 kg .

Labelled Plastic (HDPE) BucketRectangular or
truncated cone bucket sealed

Professional, tralned
professional

Yes

Labelled Plastic (HDFPE) Bucket-
with inner plastic liner

from 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 iner
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frea 1,5 - ta 10 kg
singyle inner plastic bags of up to 10 Kg sach

Eartan + Mastic
Eealfpos|i

Frefabirlcated bags or serial production bags | both thermal
westdled

Frofesslonal, trained professional

;

Yes

Labelled or
Printed Cardboard with inner plastic liner

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

iCarton + Plastic
;cnmpcsile

“f)')i Prefabricated cardbeard
F

+"  Professional, trained

) professional

Yes

4.8.1. Use-specific instructions for use

Protact bait from the atmospheric
conditions. Place the bait stations in areas not lizble to floeding.

Replace any bait in baiting points in which bait has been damaged by water or
contaminated by dirt.

- Remove lhe remaining product at the end of

i treatment period

i - Follow any additional instructions provided by the

relevant cotde of best praclice.

for permanent
baiting.

Where possible, it is recommendad that the treated area is

revisited every 4 weeks at the latest in order to avoid any selection of 2
resistant population.

Follow any addilional instructions providad by the

relevant code of best practice.

for application in covered
and protected bait points: “

- For outdoor use, baiting poirts must be

coverad and placed in strategic sites to minimise the exposure to nen-target
species.

- Follow any additicnal instructions provided by the relevant code

of best practice,

4.6.2. Use-specific risk mitigation measures

Where possikle, prior to the treatment

infoerm any possible bystanders (e.g. users of the trealed area and their
surroundlngs) about the redent conlrol campaign [in accordance with the
applicable code of good practice, if any].

- Consider prevantive contral

measures {e.qg. piug holes, remave potential food and drinking as far as
possible) to improve product intake and reduce the likeliiood of reinvasion.
- To reduce risk of secondary poisoning, search for and remove dead radents.
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 bailing treatments.

-do not apply this product direclty in the
burows

-Products may only be used in permanent treatments at those sites
with & high potential for reinvasion when other msthods of contrel have proven
insufficient '

in case of permanent baiting:

Permanent

baiting s strictly limited to sites with a high potential for reinvasion when
other methods of control have proven insufficient. The permanent baiting
stralegy shali be periodically reviewed in the context of integrated pest
management (IPM) and the assessment of the risk for re-infestation

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

When

placing bait points close to surface waters (e.g. rivers, pands, water channels,
dykes, irmigation ditches) or water drainage systems, ensure that bait contacl
with water is avoided.

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

t
4.6.5. Where specific to the use, the conditions of storage and shelf-life of the preduct under normal conditions of storage

shelf Ife 24
months.
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Use specific conditions of sterage and shelf-life of Iha product

under normal conditions of storaga are not necassary when condltions of slerage
and shelflife of the product under normal conditions of storage, as delailed in
the section “General diractions for use (trained professicnals)”, are

implemented.

5. General directions for use

5.1. Instructions for use

Read and follow the
product information as well &3 any information accompanying the product or
provided at the point of sale before using it.

- Carry ouia

pre-baiting survey of the infested area and an on-site assessment in order ta
identity the rodent species, their places of activity and determine the likely
cause and the extent of the infestation.

- Remove food which

is readily attsinabie for rodents (e.g. spllled grain or food waste). Apart fram
this, do not clean up the infested area Just befors the treatment, as this only
disturbs the rodent population and makes bailt acceptance more difficuli to
achieve,

- The product should only be used as part of an

intagrated pest management (IPM) system, including, amongst others, hygiene
measures and, where possible, physical methods of control.

-Consider .

preventive control measures (e.g. plug holes, remove potential faod and drinking
as far as possible) to improve product intake and reduce the likelihood of
reinvasian.

- 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, bumrows elc.).

- The product should be placed in the immediate vicinity
of places where rodent activity has been previously explored {e.g. travel paths,
nesting sites, feedlots, holes, burrows etc.).

- Where
possible, bait stations must be fixed to the ground or other structures.

- Bait stations must be clearly labelled to show they
contain rodenticides and that they must nol be moved or opened (see section 5.3
far the information to be shown on the label},

- When the

product is being used in public areas, the areas trealed should be marked during
{he treatment pericd and a notice explaining the risk of primary or secondary
poisaning by the anticoagulant as well as indicating the first measures to be .
{aken in case of poisoning must be made available alongside the baits. Y

. Bait should be secured so that it cannot be dragged away from the *
bait station. 2

- Place the produst out of the reach of
children, birds, pets and farm animals and cther nen-target animals.

- Place the product away from food, drink and animal feeding stuffs, as
well as from utensils or surfaces that have contact with these.

- Wear protective chemlcal resistant gloves {rubber) during product
handiing phase

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

- The frequency of visits to the lreated area should be at the

discretion of the operator, in the light of the survey conducted at the outset

of the freatment. Thal frequency should be consistent with the recommendations
provided by the relevant code of best practice.

- If bait

uptaka is low relative to the apparent size of the infestation, consider lhe
replacement of bait points to further places and the possiblity to change lo
another bait formulation.

- If after a treatment period of 35

days baits are continued to be consumed and no decling in rodent acllvity can be
chserved, the likely cause has to be determined, Where olhey slemenls have been
axcluded, it is likely that there are resistant rodent so consider Ihe use of 2
non-anticoagulant rodenticide, where available, or & mere potent anlicoagulant
rodenticide. Also consider the use of traps as an alternatlve control

measure.
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-Remove the remaining bait or the bait stations at
the end of the treatment period

5.2. Risk mitigation measures

Where possible, prior ta the treatment inform any possibie byslanders aboul the
rodent control campaign

- The product infermation (.e.

label and/or ieaflet) shall clearly show that the product shall only be supplied
to {rained professionat users halding certification demanstrating compliance
with the appiicable training requirernsnts (e.g. "for trained professionals
oniy".

- Do nol use in areas where resistance to ihe active
substance can be suspected.

- Pradugts shall nol be used

beyond 35 days without an evaluation of the stale of the infestation and of the
efficacy of the treatment unless authorised for permanent baiting

treatments.

- Do not rotate the use of diffsrent

anticoagulants with comparable or weaker potency for resislance management
purposes, For roational use, consider using a non-anticoaguiant rodenticide, if
availabte, or a more potent anticodgulant.

- Do not wash the
bait stations or utensils used in covered and protected bait poinis 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 environmer

This praduct

conlains an anficoagulant substance. If ingested, symptoms, which may be
delayed, may include nosebleed and bleading gums, in severs cases, there may be
bruising and blood present in the fagces or urine.

Antidote: Vitamin K1 administered by medical/veterinary personnel anly.

- In case of:

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

- Eye
exposurs, rinse eyes with eyes-rinse fiquid or water, keep eyes lids open at
teast 10 minutes,

- Oral exposure, rinse mouth carefully

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

- Bait stations must he labelied with the following

infarmation: "do not move or open™; "contains a redenticids”; "product name or

authorisation number”; "aciive substance(s)" and "in case of incident, calia '
poison centra

- 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. Keep the container closed and away from direct
sunlight.

Store in places prevented from the access of children, birds,

pets and farm animals.

Shelf ife: 24

months

6. Other information
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Because

of their detayed mode of action, anticoagulant rodenticides may lake from 4 lo
10 days to be effective after effective cansumption of Ihe bail.

- Rodents

can be disease camiers. Do not fouch dead rodents with bare hands, use gloves
or use tools such as tangs when disposing them.

- This product contains a

bittering agent and a dye.
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