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DIREZIONE GENERALE DEI DISPOSITIVI MEDICI E DEL SERVIZIO
FARMACEUTICO
UFFICIO I ex DGDFM- Affari generali e prodotti di interesse sanitario diversi dai dispositivi
medici
IL DIRETTORE DELL’ UFFICIO I
I.5.i.d.2/ 581

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 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 dell’ 18 giugno 2015 e successive modificazioni,
con il quale ¢ stato autorizzato con il numero di autorizzazione IT/2015/00301/MRS il prodotto
biocida denominato FAAR BLE, FAAR GRANO, BROM RATTOTOP, NECORAT GRANI
PROFESSIONAL, RAT CONTROL CEREALI FAAR RATTOTOP, BROM GRANO,
ESCARAT GRANO di cui ¢ titolare la societa TRIPLAN S.A. — BP258 La Poste Francaise —
AD300 Andorra la Vella ANDORRE;
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;
VISTA I’istanza di rinnovo BC-TP019672-17:
VISTA I’istanza di modifica amministrativa BC-WB038707-34;

DECRETA

L'autorizzazione del biocida denominato FAAR BLE, FAAR GRANO, BROM RATTOTOP,
NECORAT GRANI PROFESSIONAL, RAT CONTROL CEREALIL FAAR RATTOTOP, BROM
GRANO, ESCARAT GRANO autorizzazione numero IT/2015/00301/MRS — ASSET NUMBER
IT-0012666-0000 ¢ rinnovata fino al 28 dicembre 2022.

E’ 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 si sessanta giorni, ovvero ricorso straordinario al Capo dello
Stato entro il termine di centoventi giorni. T LT

Il presente decreto viene redatto in duplice originale, di cui.un esempléi{g; ¢ notificato in via
amministrativa alla societd interessata e l'altro & conservato agli/atti di questo Ufficio.

Roma, 1 1pe bk \

- =Y0. 2018 IL DIRETTORE







1. Administrative information

1.1. Trade names of the product

Marketarea  Trade name(s)

Italy ESCARAT GRANO
Italy NECORAT GRANI PROFESSIONAL
Italy RAT CONTROL CEREALI
Italy FAAR RATTOTOP
ltaly FAAR GRANO
[taly BROM GRANO
[taly BROM RATTOTOP
“haly faar ble

b

'4.2;"Authorisation holder

Authdris"qtion number
Not defined

. Date cf'the authorisation

Not defined
Expiry date of the authorisation

Nt defined

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

1.3. Manufacturers of the product

Name of the manufacturer FERBI S
Address of the manufacturer Viale | Maggio 64023  Mosciano SantAngelo  Italy
Location of manufacturing sites Viale | Maggic 64023  Mosciano Sant'Angelo  Haly

1.4. Manufacturer(s) of the active substance(s)
BAS number: 12

Name of the manufacturer DR TEZZA sri
Address of the manufacturer Viatre ponti22 37050  Santa Maria di Zevio  Maly
Location of manufacturing sites Viatre ponti22 37050 Santa Maria di Zevio Italy

2. Product composition and formulation
2.1. Qualitative and quantitative information on the composition of the product

BAS EC CAS Common IUPAC name Function
number number number name 3-[3-(4'-Bromo[1,1"-biphenyl]-4-yl)-3-hydroxy-1-phenylpropyl]-4-hydroxy-2H-1- Active
12 249-205-9 28772-56-7 Bromadiclone benzopyran-2-one Substance

2.2. Type of formulation

RB - Bait (ready for use)

3. Hazard and precautionary statements

Hazard statements May damage the unborn child,
Causes damage to organs
through prolonged or repeated exposure (blood).

Precautionary statements Obtain special instructions before
use.

De not handle

until all safety precautions have been read and

understood.

Do not

breathe dust.

Wash hands

thoroughly after handling.

Do no eat, drink or smoke when using this

product,

Wear protective

gloves:

|IF exposed or concerned:Get medical ,

Get

medical attention if

you feel unwell.

Store locked up.

Dispose of containerto in

accordance with liregit

reguiation,

" {
Hernational
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Summary of product characteristics for a biocidal product
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4. Authorised use(s)

4.1. HOUSE MICE AND/OR RATS - TRAINED PROFESSIONALS - INDOOR

Product type(s) PT14 - Rodenticides (Pest
control)
Where relevant, an exact Not

description of the authorised use relevant for redenticides

Field(s) of use Indoor

Indoor
Category(ies) of users Trained

professional
Target organisms Scientific name

Mus musculus

b Rattus norvegicus
Rattus rattus
Mus musculus.
Rattus norvegicus
Rattus rattus
Application method(s)

Method Bait application
Description

Common name
House
mouse
Brown
rat
Roof
rat
House
mouse
Brown
rat
Roof
rat

‘Development stage

Adults
Adults
Adults
Juveniles
Juveniles

Juveniles

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

[Covered and protected baiting peints]

Rate: Rats; 200g of bait per bait station separated 5
to 10 meters Mice : 40g of bait per bait station separated by 1 to 2

meters.

Dilution: 0%

Timing:

Bait products:

Rats (Rattus norvegicus & Rattus

rattus):

- High Infestation: 200 g of bait per bait station
separated by 5 meters,

- Low infestation: 200 g of bait per
bait statien separated by 10 meters,

House mice (Mus
musculus):

- High infestation: 40 g of bait per bait station
separated by 1 meter,

- Low infestation: 40 g of bait per
bait station separated by 2 meters,

Pack sizes and packaging material

Minimum pack size of 3 kg.

{In France only : minimum pack size of 5 kg)
Package is restricted to

saparately packed bags with a maximum of 10 kg per packed bag for loose grain

baits.

PE sachets (20-25-40-50-100g) packed in:
- Bags (paper/PE)

(5-10-15-20-25 kg)

- Bucket (PE) (5-10-15-18-20-25kg)

- Carton box

{carton) (5-20-50 kg)

- Bait box (PET/PP/PE/PVC)

Loose baits packed

in:

n:
- Bags (paper/PE) (5-10 kg)
- Bucket (PE) (5-10 kg)

- Carton

box (carton) (5 kg)

- Sachet PE ot PP

(100-200-300-400-500-800-700-800-800-1000g) packed in carton box (5 kg)

4.1.1. Use-specific instructions for use

- Remove the remaining product at the end of treatment period.
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[When available] Follow any additional instructiens provided by the relevant
code of best practice.

4.1.2. 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 control campaign [In accordance with the applicable code of
good practice, if any].

Consider preventive control

measures (e.g. plug holes, remove potential
food and drinking as far as

possible) to improve product intake and
reduce the likelihood of

reinvasion.

To reduce risk of secondary poisoning.

search for and remove dead

rodents during treatment at frequent intervals,

in line with the

recommendations provided by the relevant code of best
practice,

- Do not use the product as permanent baits for the
prevention of rodent infestation or monitoring of rodent activities.

- Do not use the product in pulsed baiting treatments.
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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 points 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

4.2. HOUSE MICE AND/OR RATS - TRAINED PROFESSIONALS - OUTDOOR AROUND BUILDINGS

Product type(s) PT14 - Rodenticides (Pest
control)
Where relevant, an exact
description of the authorised use Net relevant for rodenticides
Field(s) of use Outdoor
Qutdoor around
buildings
Categorylies) of users Trained
professional
Target organisms Scientific name Common name  Development stage
Mus musculus House Adults
mouse
Rattus norvegicus  Brown Adults
rat
Rattus rattus Roof Adults
rat
Mus musculus House Juveniles
mouse
Ratlus norvegicus  Brown Juveniles
rat
Rattus rattus Roof Juveniles
rat
Application method(s)
Method Bait application
Description
- Ready-to-use bait to be used in tamper-resistant bait stations.
[Covered and protected baiting points]
Rate: Rats 200 g of bait per bait station separated
by 5 to 10 meters Mice : 40 g of bait per bait station separated by 110 2
meters
Dilution: 0%
Timing:

Bait products;
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Rats (Rattus norvegicus & Rattus
rattus):

- High infestation: 200 g of bait per bait station
separated by 5 meters,

- Low infestation: 200 g of bait per
bait station separated by 10 meters.

‘House mice (Mus
o Mmusculus):
|
e/
* ~7/High infestation: 40 g of bait per bait station
}_}'separaled by 1 meter.
s

~

- Low infestation: 40 g of bait per
bait station separated by 2 meters.

Pack sizes and packaging material

Minimum
pack size of 3 kg,

{In France only : minimum pack size of 5
kg)

Package is restricted to separately packed bags with a
maximum of 10 kg per packed bag for loose grain baits.

PE
sachets (20-25-40-50-100g) packed in:

- Bags (paper/PE)
(5-10-15-20-25 kg)

- Bucket (PE)
(5-10-15-18-20-25kg)

- Carton box (carton) (5-20-50
kg)

- Balt box (PET/PP/PE/PVC)

Leoose baits
packed in:

“ . - Bags (paper/PE) (5-10 kg)

Bucket (PE) (5-10 kg)
- Carlon box (carton) (5 kg)

Sachet PE ot PP (100-200-300-400-500-600-700-800-900-1000g) packed in
carton box (5 kg)

4.2.1, Use-specific instructions for use

Protect bait from the atmospheric conditions. Place the baiting points in areas
not liable to flooding.

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

- Remove the remaining product at the end of treatment
period,

- [When available] Follow any additional instructions
provided by the relevant code of best practice.
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[For outdoor use, baiting points must be covered and placed in

strategic sites to minimise the expeosure to non-target
species],

4.2.2, Use-specific risk mitigation measures \ ¢ = AT

- Where possible, prior to the treatment inform any possible by
standers (e.g. users of the treated area and their surroundings) about the
rodent control campaign [in accordance with the applicable code of goed

practice, if any].

- Consider preventive

control measures (plug holes, remove potential food and drinking as far as
possible) to improve product intake and reduce the likellhood of
reinvasion,

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

- Do not use this product as permanent baits for the prevention of
rodent infestation or monitering of rodent activities.

- Do
not use this product in pulsed baiting treatments.

- Do not
apply this product directly in the burrows.

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 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.

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

4.3. RATS - TRAINED PROFESSIONALS - OUTDOOR OPEN AREAS & WASTE DUMPS -

Product type(s) PT14 - Rodenticides (Pest
control)
Where relevant, an exact
description of the authorised use Not relevant for redenticides
Field(s) of use Qutdeor, Other
Outdoor
open areas Outdoor waste dumps
Category(ies) of users Trained
professional
Target organisms Scientific name Common name  Development stage
Rattus norvegicus ~ Brown Adults
rat
Rattus norvegicus ~ Brown Juveniles
rat
Rattus rattus Roof Adults
rat
Rattus rattus Roof Juveniles
rat
Mus musculus House Adults
mouse
Mus musculus Heuse Juveniles
mouse

Application method(s)

Method Bait application

Description

- Ready-to-use bait to be used in tamper-resistant bait stations.
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[Covered and protected balting points]

Rate: 200g of bait per bait station separated by 5 to
10 meters,
Dilution: %
Timing:
Bait products:

Rats (Rattus

norvegicus & Rattus rattus):

- High infestation: 200 g of bait per bait
station separated by 5 meters.

- Low infestation: 200 g of bait per bait
station separated by 10 meters,

£ o

o
L

g

Pack sizes and packaging material
L Minimum pack size of 3 kg.

_~(In France only : minimum pack size of 5 kg)

Package is restricted to

separately packed bags with 2 maximum of 10 kg per packed bag for loose grain

baits.

PE sachets (20-25-40-50-100g) packed in:

- Bags (paper/PE)

{5-10-15-20-25 kg)

- Bucket (PE} (5-10-15-18-20-25kg)

- Carton box

(carton) (5-20-50 kg)

- Bait box (PET/PP/PE/PVC)

Loose baits packed

in:

- Bags (paper/PE) (5-10 kg)

- Bucket (PE) (5-10 kg)

- Carten

box (carton) (5 kg)

- Sachet PE or PP

(100-200-300-400-500-600-700-800-900-1000g) packed in carion box (5 kg)

4.3.1. Use-specific instructions for use

- Protect bait from the atmospheric conditions. Place the balt stations in
areas net liable to flooding.

- Replace any bait in baiting points in which

bait has been damaged by water or contaminated by dirt,

- Remove the

remaining product at the end of treatment period.

- [When available] Follow

any additional instructions provided by the relevant code of best practice.
[For outdaor use, baiting points must be covered and placed in

strategic sites to minimise the exposure to non-target species).

4.3.2. 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 good
practice, if any].
- To reduce risk
of secondary poisoning, search
for and remove dead rodents during
treatment at frequent intervals, In
line with the recernmendations provided
- by the relevant code of best
" practice.

- 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 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

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

4.4. (not relevant in France) HOUSE MICE - PROFESSIONALS - INDOOR

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

Where relevant, an exact

description of the authorised use Not relevant for rodenticides
Field(s) of use Indoor
Indoor
Category(ies) of users Professional
Target organisms Scientific name  Common name Development stage
Mus musculus House Adults
mouse
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Mus musculus House Juveniles
mouse

Application method(s)
Method Bait application
Description
- Ready-to-use bait to be used in tamper-resistant bait stations

[Covered and protected baiting points]

Rate: 40g of bait per bait station y g
Dilution: %
Timing:

House mice (Mus

musculus); 40 g of bait per bait station, If more than
one bait statlon is

needed, the minimum distance between bait stations
should be of 1

meter.

Pack sizes and packaging material
Minimum pack size of 3 kg.
{In France only : minimum pack size of 5 kg)
Package is restricted to
separately packed bags with a maximum of 10 kg per packed bag for loose grain
baits.
PE sachets (20-25-40-50-100g) packed in:
- Bags (paper/PE)
(5-10-15-20-25 kg)
- Bucket {PE) (5-10-15-18-20-25kg)
- Carton box
(carton) (5-20-50 kg)
- Bait box (PET/PP/PE/PVC)
Loose baits packed

in:

- Bags (paper/PE) (5-10 kg)

- Bucket (PE) (5-10 kg)

- Carton

box (carton) (5 kg)

- Sachet PE ot PP

{100-200-300-400-500-600-700-800-900-1000g) packed in carton box (5 kg)

4.4.1, 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 weekly afterwards, in order to check
whether the bait Is accepted, the bait stations are Intact and to remove rodent
bodies. Re-fill bait when necessary.

- [When available] Follow any

additional instructions provided by the relevant code of best practice.

4.4.2, Use-specific risk mitigation measures

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 enviropment

- When placing bait stations close to water 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 -

4.5. (not relevant in France) - RATS - PROFESSIONALS - INDOOR

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

Where relevant, an exact

description of the authorised use Not relevant for rodenticides
Field(s) of use Indoor
Indoor
Category(ies) of users Professional
Target organisms Scientific name Common name  Development stage
Rattus norvegicus  Brown Adults
rat
Rattus norvegicus  Brown Juveniles
rat
Rattus rattus Roof Adults
rat
Rattus rattus Roof Juveniles
rat

Application method(s)

Method Bait application
Description

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

[Covered and protected baiting points]
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Rate: Rats : 200 g of bait per balt
station.

Dilution: %

Timing:

Rats (Rattus norvegicus &

Rattus rattus): 200 g of balt per bait
station, If more than one bait

station is needed, the minimum distance
between bait stations should be of

4 meters.

Pack sizes and packaging material
Minimum pack size of 3 kg.
{In Frarice only : minimum pack size of 5 kg)
Package Is restricted to
separately packed bags with a maximum of 10 kg per packed bag for locse grain
baits; /
PE sathets (20-25-40-50-100g) packed in:
- Bags (paper/PE)
~15-10-15-20-25 kg)
- Bucket (PE) (5-10-15-1B-20-25kg)
- Carton box
(carton) (5-20-50 kg)
- Bait box (PET/PP/PE/PVC)
Loose baits packed
n:
- Bags (paper/PE) (5-10 kg)
- Bucket {PE) (5-10 kg)}
- Carton
box (carten) (5 kg)
- Sachet PE ot PP
{100-200-300-400-500-600-700-800-800-1000g) packed in carton box (5 kg)

4.5.1. Use-specific instructions for use

- The balt stations should be visited 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 bedies. Re-fill
bait when necessary.

- [When available] Fellow any additional instructions

provided by the relevant code of best practice.

4.5.2. Use-specific risk mitigation measures

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

- When placing bait stations close to 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

4.6. (not relevant in France) - HOUSE MICE AND/OR RATS - PROFESSIONALS - OUTDOOR ARQUND BUILDINGS

Product type(s) PT14 - Rodenticides (Pest
control)
Where relevant, an exact
description of the authorised use Not relevant for rodenticides
=
Field(s) of use Qutdoor
Qutdoor arcund
buildings
Category(ies) of users Professional
Target organisms Scientific name Common name  Development stage
Rattus norvegicus  Brown Adults
rat
Rattus norvegicus  Brown Juveniles
rat
Rattus rattus Reof Adults
rat
Rattus rattus Roof Juveniles
rat
Mus musculus House Adults
mouse
Mus musculus House Juveniles
mouse
Application method(s) .
Method Bait application
Description
- Ready-to-use bait to be used in tamper-resistant bait stations
[Covered and protected baiting points]
Rate: Rats : 200g of bait per bait station Mice ;40 g
of bait per bait station
Dilution: %
Timing:
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Rats (Rattus norvegicus & Rattus rattus): 200 g of bait per bait station,

If more than one bait station is needed, the minimum distance

between bait

stations should be of 4 meters.

House mice (Mus musculus): 40 g of bait per

bait station. If more than one bait station is needed, the minimum distance
between bait stations should be of 1

meter.

Pack sizes and packaging material

Minimum pack size of 3
kg.

(In France only : minimum pack size of 3 ka) {
Package

is restricted to separately packed bags with a maximum of 10 kg per packed bag '
for loose grain baits. \
PE sachets (20-25-40-50-1009) packed in: \
- Bags

(paper/PE) (5-10-15-20-25 kg) ~ 31
- Bucket (PE) (5-10-15-18-20-25kg) —i®

Carton box (carton) (5-20-50 kg)
- Bait box (PET/PR/PE/PVC)

Loose

baits packed in:

- Bags (paper/PE) (5-10 kg}

- Bucket (PE) (5-10

kg)

- Carton box (carton) (5 kg)

- Sachet PE ot PP

(100-2DD-EDCH%OO-SOO-SOO—TDD-BDD-SDU‘1000) packed in carton box (5

kg)

4.6.1. Use-specific instructions for use

- Protect bait from the atmospheric conditions (e.g. rain, snow, etc.). Place
the bait stations in areas not liable to fleoding.

-The bait stations

should be visited [for mice - at least every 2 to 3 days at] [for rats - 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 bait when necessary.

- Replace any

bait in a bait station in which bait has been damaged by water or contaminated
by dirt,

- [When available] Follow any additional instructions provided by

the relevant code of best practice.

4.6.2. Use-specific risk mitigation measures

- Do not apply this product
directly In the burrows.

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

- 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 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

5. General directions for use

5.1. Instructions for use

- Read and follow the product information as well as any information
accompanying the product or provided at the point of sale before using it,

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

- Remove food

which is readily attainable for rodents (e.g. spilled grain or food waste).

Apart from this, do not ¢lean up the Infested area just before the treatment, as
this enly disturbs the

rodent population and makes bait acceptance more

difficult to achieve.

- The product should only be used as part of an

integrated pest management (IPM) system, including, amengst others, hygiene
measures and, where possible, physical methods of contral,

- 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 not be moved or opened (see section 5.3
for the information to be shown on the label)
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- [If naticnal policy or

legislatien requires it] When the product is being used in public areas, the
areas treated should be marked during the treatment period and a notice
explaining the risk of primary or secondary poisoning by the anticoagulant as
well as indicating the first measures to be taken In case of poisoning must be
made available alongside the baits.

- Bait should be secured so that it

cannot be dragged away from the bait station,

- Place the product out of

the reach of children, birds, pets and farm animals and other non-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 chemical resistant gloves during product handling
phase(glove material to be specified by the authorisation holder within the
praduct information).

- When using the product do not eat, drink or

smoke. \Wash hands and directly exposed skin after using the product.

FOR

TRAINED PROFESSIONAL ONLY- The frequency of visits 1o the treated 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 cansistent with the
“recommendations provided by the relevant code of

Best practice.

- 1If

bait uptake is low relative o the apparent size of the infestation, consider

the replacement of bait points ta further places and the possibility to change

1o anather bait formulation,

- If after a treatment period of 35 days baits

are continued to be consumed and ne decline in rodent activity can be observed,

the likely cause has to be determined. Where other elements have been excluded,

it is likely that there are resistant rodent so consider the use of a

nonanticoagulant rodenticide, where available, or a more potent anticoagulant

redenticide. Also consider the use of traps as an alternative control

measure,

FOR PROFESSIONNALS ONLY Consider preventive control measures (e.g.

plug holes, remove potential food and drinking as far as possible) te Improve

product intake and reduce the

likelihood of reinvasion,

FOR

PROFESSIONNALS ONLY Remove the remaining bait or the bait stations at the end of

the treatment period.

Instructions for use that are

"bait-specific";

- Bait In sachets: [For non-emptiable sachets - Do not

open the sachets containing the bait).

- Loose pellets-granules, grains:

Place the bait in the baiting peint by using a dosage devise. Specify the

metheds to minimise dust {e.g. wet wiping),

- Loose pellets-granules,

grains: Decanting is to be aveided. In case decanting cannot be avolded, an RPE
of APF 10 has to be used.

5.2. Risk mitigation measures

- Where possible, prior to the treatment inform any possible bystanders
about the redent control campaign [in accordance with the applicable code of
good practice, if any]".

- The product information (i.e. label and/or

leaflet) shall clearly show that the product shall only be supplied to trained
professional users holding certification demonstrating compliance with the
applicable training requirements {e.g. "for trained professionals only".

FOR TRAINED PROFESSIONAL ONLY Do not use in areas where resistance to the active
substance can be suspected.

-Products shall not be used beyond 35 days

without an evaluation of the state of the infestation and of the efficacy of the
treatment.

- FOR TRAINED PROFESSIONAL ONLY Do not rotate the use of

different anticoagulants with comparable or weaker potency for resistance
management purpeses, For rotational use, consider using a non-anticoagulant
rodenticide, if available, or a more potent

anticoagulant.

= Do not

wash the bait stations or utensils used in covered and protected bait points
with water between applications,

- Dispose dead rodents in accordance with

local requirements

-FOR PROFESSIONAL ONLY To reduce risk of secondary

peisoning, search fo rand remove dead rodents at frequent intervals during
treatment (e.g. at least twice a week)..

- FOR PROFESSIONAL ONLY Do not use

baits containing anticoagulant active substances as permanent baits for the
prevention of rodent infestation or monitoring of rodent activities.

FOR PROFESSIONAL ONLY. The product information (i.e. label and/or leaflet) shall
clearly show that;

Ahe product shall not be supplied to the general public

{e.g. “for professionals only"),

the product shall be used in adequate

tamper resistant bait stations (e.g. "use in tamper resistant bait stations

only").

.usersshall properly label bait stations with the information

referred to in section 5.3 of the SPC (e.g. label bait stations according to
the product recommendations").

- FOR PROFESSIONAL ONLY Using this product

should eliminate rodents within 35 days. The product information (i.. label
and/or leaflet) shall clearly recommend that in case of suspected

lack of

efficacy by the end of the treatment (i.e. rodent activity is still observed),
the user should seek advice from the product supplier or call a pest contro
service,
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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. If ingested, symploms, which
may be delayed, may include nosebleed and bleeding gums.n severe cases, there
may be bruising and blood present in the faeces

or
urne.

- 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
fiquid or water, keep eyes lids open at least 10 minutes.,

-Oral exposure,

rinse mouth carefully with water. Never give anything by mouth to unconscious N
person. Do not provoke vomiting, If swallowed, seek medical advice immediately

and show the product's container or label [insert country specific information].

Contact a veterinary

surgeon in case of ingestion by a pet [insert country

specific information]

- Bait stations must be labelled with the following

information: "do not move or open"; “contains a rodenticide”; “product name or
authorisation number"; "active substance(s)" and "in case of incident, call a
poison centre”

- 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 local requirements [The methed of dispasal shall be described
specifically in the national SPC and be reflected on the product

label].

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

Shelf-life : 1 year

- Stare in a dry, cool and well ventilated place. Keep
the container closed and away from direct sunlight.

- Stere in places
prevented from the access of children, birds, pets and farm animals.

6. Other information

- Because of their delayed mode of action, anticoagulant rodenticides may take
from 4 to 10 days to be effective after effective consumption 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.
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