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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/1.5.1.d.2/2011/217

1T/2013/00140/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 2009/92/CE della Commissione del 31 luglio 2009 recante modifica della
direttiva 98/8/CE del parlamento europeo e del consiglio al fine di iscrivere il bromadiolone come
principio attivo nell’allegato I della direttiva;
VISTO il Regolamento n. 528/2012 del Parlamento europeo e del Consiglio del 22 maggio 2012,
relativo alla messa a disposizione sul mercato e all’'uso dei biocidi;
VISTO, in particolare, I’articolo 31 del regolamento n. 528/2012 relativo al rinnovo delle
autorizzazioni nazionali;
VISTO il decreto direttoriale del 23 settembre 2013, e successive modificazioni, con il quale ¢
stato autorizzato con il numero di autorizzazione IT/2013/00140/AUT il prodotto biocida
denominato “RATIBROM 2 WAX 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) 2017/1380 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 che il bromadiolone & un candidato alla sostituzione in conformitd dell'articolo 10,
paragrafo 1, lettere a) ed ¢), del regolamento (UE) n. 528/2012;
VISTO [’articolo 23, paragrafo 6, secondo il quale I’autorizzazione di un biocida contenente un
principio attivo candidato alla sostituzione ¢& rilasciata per un periodo non superiore a cinque anni ed
& rinnovata per un periodo non superiore a cinque anni;
VISTA I’istanza di rinnovo BC-JJ021012-63;
DECRETA

L’autorizzazione del biocida denominato “RATIBROM 2 WAX BLOCK?” autorizzazione
numero 1T/2013/00140/AUT — ASSET NUMBER IT-0002184-0000 ¢ rinnovata fino al 31
dicembre 2022.
Ii* approvato e fa parte integrante del presente decreto il sommario delle caratteristiche del prodotto
(allegato 1). Si allega copia delle etichette. 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. (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 il termine di centoventi giorni.

[l presente decreto viene redatto in duplice originale, di cui un esemplare € notificato in via
amministrativa alla societa interessata e l'altro & conservato agli atfirdi guesto Ufficio.
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1. Administrative information

A Auth
1.1. Trade names of the product
Market area Trade name(s) a1 \ ¢ nli
Italy RATIBROM 2 WAX BLOCK
B . Pradunt Ly
1.2. Authorisation holder
Authorisation number
Not defined
Date of the authorisation ’ '
slib(m) of A
Not defined Flelks} 1
Expiry date of the authorisation
Not defined Categorylis
|
MName and address of the Name Naot defined Target oru
authorisation holder Address Not defined |
N N
7/ Vgt
1.3. Manufacturers of the product -~ AP
Name of the manufacturer Kollant S.r.l, WMathod
Address of the manufacturer via Trieste, 49/53 35121 Padova Italy Duse "I'q
Location of manufacturing sites Via C Colombo, 7/74 30030  Vigonove (VE)  ltaly
1.4. Manufacturer(s) of the active substance(s) Pate
i il
BAS number; 12 L,I‘ :“L.u“ H;l
Name of the manufacturer Activa Srl
[RICRLRER
Address of the manufacturer Via Feltre 32 20132 Milan  [taly
Location of manufacturing sites Tezza S.rlvia Tre Ponti 22 37050  S.Marla di Zevio  ltaly \iing
2. Product composition and formulation
2.1. Qualitative and quantitative information on the composition of the product —
Tagk 8
BAS EC CAS Common name IUPAC name Function Content
number number number Bremadiolone 3-[3-(4-Bromo[1, 1-biphenyl}-4-y!}-3-hydroxy-1-phenylpropyl]-4-hydroxy-2H-1- Active {%)
12 249-205-9 28772-56-7 benzopyran-2-one Substance 0.005 Midin
1305-62-0 calcium stabilizer 0.375
hydroxide Aty
aprpitio- il
i ul §
2.2. Type of formulation
[RETLY |
RE - Bait (ready for use) {firtym )
3. Hazard and precautionary statements e
Hazard statements May damage the unborn child. paea
Causes damage to organs BLOQD through prelenged or repeated Mater
exposure . |.;. A
Precautionary statements Keep oul of reach of
children. TR
Do net olanuif
handle until all safety precautions have been read and
understood. ol
Wear "
protective
gloves. el
IF exposed or concerned:Get medical advice. the i
Dispose of contents to in il Bl
accordance with natienal and international ! h ~ "".
reguiations. ey
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4. Authorised use(s)

4.1. House mice - professional - indoor

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

Where relevant, an exact Not relevant for rodenticides
duescription of the authorised use

Field(s) of use Indoor
indoor
Category(ies) of users Industrial, Professional
Target.organisms Scientific name  Common name  Development stage
PR Mus musculus House juveniles to

. mouse adults
Appligation method(s)

Method Bait application

Description

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

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

5 metres

Dilution: 0%

Timing:

4 if
mare than one bait station is needed, the minimum distance between bail stations
should be of 5
melres

Pack sizes and packaging material Bait preduct of 20 gr
units

Minimum pack size of 1.5 kg up to 25 kg:

Where

applicable package is resiricled lo separately packed bags with a maximum bag
size of 10 kg.

Packaging material: plastic composite-triple layer
{polyester/ PET mel/palyethylene)

Type of packaging

Size/volume of the
packaging

Material of the
packaging

Type and material of
closure(s)

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

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

Labelled or
Prinled Bag/Sack

from 1.5 Kg - to 25 .
kg

Plaslic composile

Prefabricated bags
or serial production bags , both thermal welded

Professional,
lrained 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 serial production bags ,
both thermal welded

Professional, trained
professional

Yes

\abelled plastic (HDPE)
bucket

from 1.5 Kg-lo 25 kg

Labelled
plastic (HDPE) bucket

[teclangular or truncated cone bucket
sealed

["rofessional, trained
professional

You
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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
professional

Yes

Labelled or Printed
Carton sachet with plastic inner liner

P
0 i

frem 1,5- 10 10 kg

Flunninin)
single inner plastic bags of up to 10 Kg each " "
Nl
Carton + ORI
Plastic composite = At
(amp
Prefabricated bags or serial production e ,.n-pd_
bags , both thermal welded saltedh
L bt )
Professional, trained Prinia B
professional { &
o
Yes

[
Labelled or Printed Piastie o
Cardboard with inner plastic liner

(MR
1,5-10 kg or narial|
single inner plastic bags of up to 10 Kg each

ool
Carton + = T |
Plastic composite

Yo
Prefabricated Labalieg
cardboard SR
Prirted
Professional, trained ram Al
professional {0k0
Yes [HER
4.1.1. Use-specific instructions for use campy
Yo b
The bait stations should be visited at :,:nh ||I|
least every 2 to 3 days at the beginning of the treatment and at |east weekly
afterwards, in order to check whether the bait is accepted, the bait stations Profe
are Intact and to remove rodent bodies. Re-fill bait when necessary profed|
4.1.2. Use-specific risk mitigation measures You
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 :r“l“;‘::'
ek
When |
placing bait stations close to water drainage systems, ensure that bait contact from
with water is avoided. Lab#l
hasti
4.1.4, Where specific to the use, the instructions for safe disposal of the product and its packaging et
¥ [ET
4.1.5, Where specific to the use, the conditions of storage and shelf-life of the product under normal conditions of storage sonl
shelf life: 24 months Pl
prof
Yo
4.2. Rats - professional - indoor ‘I-"‘:
i
Product type(s) PT14- " ey - frof
Rodenticides (Pest control) § alzn
Where relevant, an exact Not relevant for rodenticides (R0
description of the authorised use Do
Field(s) of use Indeor i-‘uj
A
indoor
Categary(ies) of users Industrial, Professional i
il
Target organisms Scientific name Common name  Development stage s f
Rattus norvegicus  Brown juveniles to Ve
rat adults
Ratlus Roof other juveniles to L
rattus rat adults &
Application method(s) T4
i
Method Bait application
Description o
Ready-to

use bait to be used in tamper-resistant bait stations

I}
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 L
5 metres

Dilution: 0%

Timing: . |
if [
more than one bait station is needed. the minimum distance between bail stalions

should be of 5 ]
melres

i
Pack sizes and packaging material Bait product of 20 gr |
unils

Minimum pack size of 1.5 kg up to 25 kg.
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Jlicable package s restricted to separately packed bags with a maximum bag
el 10k

Iackaging malerial: plastic composite-triple layer
(polyester/ PET met/polysthylene)

lype
ol packaging

Sizefvolume of the
p:ackaging

Material of the
packaging

/~Type and material of

Y \};losure(s]

-i/,/' Intended user (e.g. professional,
P non-professional)

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

Labelled or
Prinled Bag/Sack

from 1.5 Kg - to 25
kg

Plastic composite

Prefabricated bags
or serial produclion bags , both thermal welded

Professional,
trained professional

Yes

Labelled or
Prinled 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

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

Labelled plastic (HDPE) .
bucket with inner plastic liner

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

Labelled plastic (HDFE)
bucket

Rectangular or truncated cone bucket
sealed

Professional, trained
professional

Yes

| abelled or Printed
Carlon sachet with plastic inner liner

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

Carlon +
Plastic composite

I'refabricated bags or serial production
lings |, both thermal welded

|'rofessional, trained
professional

fo4

L abwlled or Printed
Uardbaard with inner plastic liner

14510 kg
inale Inner plaslic bags of up to 10 Kg each

Coaiton
Plastie composite

Prafahnealed
wilbonrd

Hle /70 /Users/d. mosca-esterno/Desktop/David/Kollant%20S.r.1/Ratibrom%202%20....
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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 erder to check whether the bait is accepted, the bail 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 environment

When
placing bail stations close to water drainage systems, ensure that bait contact
with water is 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 life 24 months

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

Product type(s) PT14 - Rodenticides (Pest
control)
Where relevant, an exact Not
description of the authorised use relevant for rodenticides
Field(s) of use v Outdoer
outdoor around
building
Category(ies) of users Industrial, Professional
Target organisms Scientific name Common name Development stage
Rattus norvegicus  Brown Juveniles to
rat adults
Rattus Roof other juveniles to
ratlus rat adults
Mus House juveniles to
musculus mouse adults
Application method(s)
Method Bajt application
Description =
Ready-to
use bait to be used in tamper-resistant bait stations
Rate: House mouse 40 gr of bail per bait point. Rats:

60-100 gr of bait per bait point. if more than one hait 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 slations

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 separately packed bags with
a maximum bag size of 10 kg,

Packaging matenial; plastic
compaosite-triple layer (polyester/ PET
metipolyethylene)

Type of packaging

Sizelvolume 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 - to 25
kg

Plastic composite

Prefabricated bags
or serial production bags , both thermal welded

Professional,
trained professicnal

Yes

Labelled or
Printed Bag/Sack - wilh Inner plastic liner

file:///C:/Users/d.mosca-esterno/Desktop/David/Kollant%20S .r.I/Ratibrom%202%20...  05/07/2018
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Nivmr 100 1y

tal production bags

gl braiied

bl prlmatio (HIDPE)

B By do 28 kg
abmlhilg |

Pt (D) bucket

S tmngular of lruncaled cone bucket
wiabil

Fidndsional, trained

il s nional

| shelled plastic (HDPE)

buckel- wilh inner plastic liner

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

I.abelled plastic (HDFE)
buckel

Reclangular or truncated cone bucket
sealed

Professional, trained
professional

Yes

Labelled or Printed “
Carton sachel with plastic inner liner

from 1,5 - 1o 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
professicnal

Yes

Labelled or Printed
Cardboard with inner plastic liner

. 1,510 kg
" single inner plastic bags of up to 10 Kg each

Carlon +
Plastic composite

Prefabricated
cardboard

Professional, trained
professional

Yes

4.3.1. Use-specific instructions for use

- Protect bait from the atmospheric

conditions (e.g. rain, snow, efc.). Place the balt stations in areas not liable

to floeding.

- The bait stations should be visited [for mice - at
least every 2 to 3 days al] [for rals - only 5 to 7 days after] the beginning of

the treatment and at least weekly afterwards, in order to check whether the bait

is accepted, the bait stations are intact and to remove rodent bodies. Re-fill
bail when necessary.

- Replace any bait in a bait station in which

bait has been damaged by waler or contaminated by
dirt

4.3.2. Use-specific risk mitigation measures
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 environment

When
placing bail 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 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 shelf-life of the product under normal conditions of storage

shelf life months

4.4, House mice and rats - trained professionals - indoor

file:///C:/Users/d. mosca-esterno/Desktop/David/Kollant%208S.r.l/Ratibrom%202%20...
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Product type(s)

PT14 - Redenticides (Pest

control)
Where relevant, an exact Not
description of the authorised use relevant for rodenticides
Field(s) of use Indoor
indoor
Category(ies) of users Trained
professional
Target organisms Scientific name  Common name  Development stage
Ratlus rattus Roof other juveniles to
rat adults
Ratlus 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 used in tamper-resistant bait stalions or covered and protecied
baiting points 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:

{60-100) g of bail per baiting point. - Low infestation: (40-60) g of bait per
baiting point. Permanent bating 60-100 gr of bait per baiting

point
Dilution:

Timing:

Pack sizes and packaging material

Minimum pack size of 1.5 kg up to 25 :

ka.

0%

Bait
products: - High infestation: (60-100) g of bait per baiting point. - Low

infestation: (40-60) g of bait per baiting peint, Permanent bating 60-100 gr of
bait per bailing
point

Bait product of 20 gr
units

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
met/polyethylene}

Type of packaging

Size/volume of the
packaging

Material of the
packaging

Type and material of
closure(s)

Intended

user (e.g. pr i |
non-professional)

Compatibility of the product with

the proposed packaging materials (Yes/No)

Labelled or
Printed Bag/Sack

from 1.5 Kg-to 25
kg

Plastic composite

Prefabricated bags

or serial production bags , both thermal welded

Professional,
trained professional

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

Prefabricaled 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

file:///C:/Users/d.mosca-esterno/Desktop/David/Kollant%208S.r.1/Ratibrom%6202%20...
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Labtiadd lastic (HDPE)
Pkak wath inrer plastic liner

fromn 1% 1o 10 kg - max
Ao nne iner 10 Kg

| abwllod plastic (HDPE)
bkt

Itaclangular or truncaled cone bucket
noaled

Profegsional, trained
professiopal
~
)
Yos ‘I
Labelledor 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

Prefabricaled bags or serial production
bags , both thermal we|ded

Professional, trained
professional

Yes

Labelled or Printed
Cardboard with inner plastic liner

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

Carlon +
Plaslic composite

Prefabricaled
cardboard

Professional, trained
professional

Yes

4.4.1. Use-specific instructions for use

Remove the remaining product at the ‘
end of treatment period.

For permanent baiting:

Where

possible, it is recommended that the treated area is revisiled every 4 weeks al
the latesl in order to avaid any selection of a resistant population. Follow any
additional instructions provided by lhe relevant code of best

praclice.

4.4.2. Use-specific risk mitigation measures

\Where possible, prior (o 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 good practice, if any],

- Consider preventive control measures (e.g. plug holes, remove polential 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 wit

the recommendations provided by the relevant code of best practice. - Do not use
the product in pulsed baiting treatments,

- Products may only be used in
permanent lreatments 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 cantrol have proven insufficient
The permanent baiting sirategy shall be periodically reviewed in the context of
integrated pest management (IPM) and the assessment of Ihe risk for
re-infestation

Pagina 9 di 15

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 te waler drainage systems, ensure that bail contact
with water is avolded.

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 product

under nermal conditions of storage are not necessary when conditions of starage
and shelf-life of the product under narmal conditions of storage, as detailed in
the section "General direclions for use (trained professionals)’, are

implemented.

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

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

05/07/2018



Where relevant, an exact
description of the authorised use

Field(s) of use

Not
relevant for rodenticides

Outdoor

outdeor around

buildings
Category(ies) of users Trained
professional
Target organisms Scientific name  Common name  Development stage
Ratlus rattus Roof other juveniles to
rat adults
Rattus Brown Juveniles to
norvegicus rat adults
Mus House Juveniles 1o
musculus mouse adulis
Application method(s)
Method Bait application
Description
Ready-lo-use
bait to be used in tamper-resistant bail stations or covered and protected
baiting points as leng as they provide the same level of protection for
nen-target species and humans as tamper-resistant bait stations.
Rate: Bait products: - High infestation: (60-100) g of

bait per baiting point, - Low infestation; (40-60) g of bait per bailing point.

Permanent bating 60-100 gr of bait per baiting

paint

Dilution: 0%

Timing:
Bait
products: - 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 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 compaosite-triple layer
{polyester/ PET met/polyethylene)

Type of packaging

Size/volume 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 - to 25
kg

Plastic composite

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 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 lruncaled cone bucket
sealed

Professional, trained
professional

Yes
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bl astie Huckel-
W e plastc hner

o 15 do 10 kg - max size
et liner 10 Kg

vl plastic (HDPE)

wttangular or truncated cone bucket
wnlod

Piglussional, trained
professional

| uhelled or Printed
( Mxm sachel with plastic inner finer

fiomf1,5 - 1o 10 kg
singld inner plastic bags of up to 10 Kg each

/
Carton +
I'lystic composite

Profabricated bags or serial production
bags | both thermal welded

"\

Professional, trained
professional

Yes

|.abelled or Printed
Cardboard with inner plastic liner

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

Cartan +
Plastic compasite

Prefabricated
cardboard

Professional, trained
professional

Yes

4.5.1, Use-specific instructions for use

Remove the remaining product at the
end of trealment period

For permanent baiting:

- Where
possible, it is recommended thal the treated area is revisited every 4 weeks at
the latest in order fo avoid any selection of a resistant population.

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

For application in covered and prolected bait points:

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

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

4.5.2. Use-specific risk mitigation measures

-
Where possible, prior fo the treatment inform any possible bystanders (e.g.
users of the treated area and their surroundings) about the rodent cantrol
campaign [in accordance with the applicable code of good practice, if

any].

- Consider preventive contral measures (e.g. plug holes, remove
potential food and drinking as far as possible) lo 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 wilh the recommendalions pravided by the relevant code of
best practice.

- Do not use the product in pulsed baiting
trealments.

-do not apply this product direclty in the burrows

Products may only be used in permanent 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
methads of control have proven insufficient. - The permanent baiting strategy
shall be periodically reviewed in the contex! 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 enviranment
When

placing bait points close 1o surface waters (e.g. rivers, ponds, waler channels,

dykes, irrigation ditches) or water drainage systems, ensure that bait contact

with water Is avolded

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

18 Ile//1C:/Users/d. mosca-esterno/Desktop/David/Kollant%208S.r.1/Ratibrom%202%20... ~ 05/07/2018



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.

4.6. Rats - Trained professionals - outdoor open areas

Product type(s) PT14 - Rodenticides (Pest
control)
Where relevant, an exact Not
description of the authorised use relevant for rodenticides
Field(s) of use QOutdoor
outdcor open
areas
Category(ies) of users Trained
professional
Target organisms Scientific name  Commeon name  Development stage
Rattus rattus Roof other juveniles lo
rat adults
Rattus Brown juveniles to
norvegicus rat adults
Application method(s)
Method Bait application
Description
Ready-to-use
hait to be used in tamper-resistant bait stations or covered and prolecled
baiting points as long as they provide the same level of prolection for
non-target species and humans as tamper-resistant bait stations.
Rate: Bait products: - High infestation: (60-100) g of

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

Permanent bating 60-100 gr of bait per baiting

point

Dilution: © 0%

Timing:
Bait
producls: - High infestation: (60-100) g of bait per bailing 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 20 gr
units

Minimum pack size of 1.5 kg up te 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 met/polyethylene)

Type of packaging

Size/volume 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 - to 25
kg

Plastic composite

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 10 Kg

Plastic
composite

Prefabricated bags or serial production bags ,
both thermal welded

Professional, trained
prefessional

Yes

Labelled plastic (HDPE)
bucket
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B | 5 Ky -to 25 kg

1 alwliod
plastic (HOPE) bucket

Pevtangular or truncated cone bucket
woaled

I"iafessional, trained
professional

Yes

Labelled plastic (HDPE)
bucketi- with inner plastic liner

W\
from*1,5 - to 10 kg - max
size inper liner 10 Kg

;d plastic (HDPE)

/

\ W, > Regtangular or truncaled cone bucket
N i led
~S Y
— Professional, trained
professional
Yes

Labelled or Printed
Carton sachel with plastic inner liner

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

b Carlon +
Plastic composite

Prefabricated bags or serial production
bags , both thermal welded

Professienal, 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 compesite

Prefabricated
cardboard

Professional, trained
professional

Yes

4.6.1. Use-specific instructions for use

Protect bail from the almospheric
conditions. Place lhe bail stations in areas not liable fo flooding.
Replace any bail in baiting points in which bail has been damaged by water or
contaminated by dirt.
- Remove 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 that the treated area is
revisited every 4 weeks al the latest in order to avoid any selection of a
resistant population.

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

For application in
covered and protected bait points:

- For outdoor use, baiting points must
be covered and placed in stralegic siles lo minimise the exposure to non-target
species,

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

4.6.2. Use-specific risk mitigation measures

Where possible, prior to the trealment 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 good practice, if
anyl.

- Cansider preventive control measures {e.g. plug holes, remove
potential food and drinking as far as possible) to improve product intake and
reduce lhe likelihood of reinvasion.

- To reduce risk of secondary

poisening, search for and remave dead rodents during treatment at frequent
Intervals, in line with the recommendations provided by the relevant code of
best praclice.

)
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- Do not use the product in pulsed baiting W

treatments. ) ,\”.|.|‘| 0 .|'|
e Al g

-do not apply this product direclty in the burrows rodariliide AL

Products may only be used in permanent treatments at those sites with a high ooy e 9
potential for reinvasion when olher metheds of conirol have proven anil of e el
insufficient

In case of permanent baiting: 5.2, Rink |
- Permanent baiting is Wiire s ol
strictly limited to sites with a high potential for reinvasion when other UCTRERL i
methods of control have proven insufficient, - The permanent baiting strategy CAMpaIgT

shall be pericdically reviewed in the context of integrated pest management ! |.' |
{IPI) and the assessment of the risk for re-infestation { l‘ “;.' I"m.l; |
[ ahll Elom
i ie Ay
appalic bl b

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 only"

When

placing bait points close to surface waters (e.g. rivers, ponds, water channels,
dykes, irrigation ditches) or water drainage systems, ensure that bait contact
with water is avoided.
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ol the treakd
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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 preduct under normal conditions of storage B ol ‘”H|
Wil Cori
rotational ol
v o ol

shelf life 24
months.

Lao nol il
MCGEIERT
At

5. General directions for use —

e e

5.1. Instructions for use 5.3. Pi
- Read and follow the product i prod
information as well as any information accompanying the product or provided at & | I“” |
the point of sale before using it. l;,'-||‘|rv.w|.

- Carry oul a pre-baiting survey hrisingy
of the infested area and an on-site assessment in order to identify the rodent Antidil
species, their places of activity and determine the likely cause and the extent W l‘ i
of the infestation. Lt

- Remove food which is readily attainable for o
rodents (e.g. spilled grain or food waste). Apart from this, do not clean up the Ul
infested area just before the treatment, as this enly disturbs the rodent

[hrio
population and makes bait acceptance more difficult to achieve.

gl

lEyo o

The product should only be used as part of an integrated pest management {IPM) of wall

system, including, amongst others, hygiene measures and, where possible,

physical methods of control. il

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

TR
i
AL
- Bail stations

should be placed in the immediate vicinity of places where redent activity has
been previously observed {e.g. travel paths, nesting sites, feediots, holes,
burrows eic.).

(A
labll
fonden
i L
- 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.).

([T
i

54

AL
i

'.lﬂ

0
Wi

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

- Bait stations must be clearly labelled to show they contain b
rodenticides and that they must not be moved or opened (see seclion 5.3 for the -
information to be shown on the label).

- When the product is being

used in public areas, lhe areas treated should be marked during the treatment
pericd and a notice explaining the risk of primary or secondary poisoning by the
anticoagulant as well as indicating the first measures lo be taken in case of
poisaning must be made available alongside the baits.

[

- Bail should i

be secured so that it cannot be dragged away from the bait
station.

.
- Place the product out of the reach of children, birds, 6
pets and farm animals and cther non-target animals.

- Place the |
product away from faod, drink and animal feeding stuffs, as well as from 1\
utensils or surfaces that have contact with these.

- Wear I
protective chemical resistant gloves (rubber) during product L
handling phase

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

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

the discretion of the operator, in the light of the survey conducted at the
outset of the treatment. That frequency should be consistent with the
recommendations provided by the relevant code of best practice.

f bait uptake is low relative to the apparent size of the infestation, consider
the replacement of bait points to furlher places and the possibility to change
1o another bait formulation.

- If after a treatment period of 35

days baits are conlinued to be consumed and no decline in rodent activity can be
observed, the likely cause has to be determined. Where other elements have been
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ascluded, it is likely thal lhere are resislant rodenl so consider the use of a
nan-anticoagulant rodenticide, where available, or a more polenl anlicoagulant
radenticide, Also consider the use of lraps as an alternative contral

ieasure,

Remove the remaining bait or the bait stations al the
wnd of the trealment period

5.2. Risk mitigation measures

Where possible,
prior le the treatment inform any possible bystanders about the rodent control
¢ .lmpaln"\

The prudu‘&t information (i.e. label andfor leaflet)
shall clearly show that the product shall only be supplied to trained
professiorial Lisers holding certification demenstrating compliance with the
applicablelréining requirements (e.g, "for trained professionals
he environment only".

Do not uSe in areas where resistance to the aclive
substdrice can be suspected

Producls shall not 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
Ireatments,

- Do not rotate the use of different anticoagulants

with comparable or weaker polency for resistance management purposes. For
rotational use, consider using a non-anlicoagulant rodenticide, if available, or
a more potent anticoagulant.

- Do not wash the bait stations or
P utensils used in covered and protected bait points with water between
applications.

- Dispose dead rodents in accordance wilh local
requirements

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

This product

contains an anticoagulant substance. Ifingested, symploms, which may be
delayed, may include nosebleed and bieeding gums, In severe cases, there may be
bruising and blood present in the faeces or urine,

- Antidote:
Vitamin K1 administered by medicaliveterinary 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
orwater, keep eyes lids open at |east 10 minutes.

- Qral

exposure, rinse mouth carefully with waler. Never give anything by mouth to
uneonscious person. Da not provoke vomiting. [f swallowed, seek medical advice
immediately and show the product's conlainer or label. Contact a velerinary
surgeon In case of ingestion by a pet

- Bait stations must be

labelled with the following information; "do not move or open'; "contains a
rodenlicide"; "product name or authorisation number"; "aclive substance(s)" and
"in case of incident, call a poison centre

- Hazardous lo
wildlife.

5.4. Instructions for safe disposal of the product and its packaging
5
:} At the end of the lreatment, dispose the
unealen bait and the packaging in accordance with lecal 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 clesed and away from direct
sunlight.

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 aclion, anticoagulant rodenticides may take from 4 to
10 days to be effective after effeclive consumption of the bait.

Rodents
can be disease carriers. Do not louch dead rodents with bare hands, use gloves
or use locls such as tongs when disposing them.

This product contains a
bittering agent and a dye.

20
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