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Trasmissione decreto di autorizzazione.

Sirasmette, in allegato, il decreto di autorizzazione n. I'T/2019/ 5U g /AUT

relaliva al biocida indicato in oggetto.
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€70 i - AFFARI GENERALI E PRODOTTI DI INTERESSE SANITARIO DIVERSI DAI DISPOSITIVI MEDICI
D.G.D.M.F/1.5.1.d.2/2019/1189

I1T/2019/00 34 9 /AUT
IL DIRETTORE

sHO e 15 della Legge n. 97 del 06 agosto 2013 recante “Disposizioni per "adempimento
1 shhlighi derivanti dallappartenenza dell Italia all’Unione europea — Legge europea 20137,
13 il Repolamento (UE) 528/2012 del Parlamento Europeo e del Consiglio del 22 maggio
telativo alla messa a disposizione sul mercato e all’uso del biocidi;
=101l Repolamento di esecuzione (UE) n. 414/2013 che precisa la procedura di autorizzazione
w stesso biocida, conformemente alle disposizioni del regolamento (UE) n. 528/2012 del
ento europeo e del Consiglio;
510 il Regolamento di esecuzione (UE) 2017/1380 della Commissione del 25 luglio 2017
inte L'approvazione del BRODIFACOUM come principio attivo destinato all'uso nei biocidi del
i i prodotto 14

YISTA Uistanza registrata il 26/10/2018 sul Registro Europeo R4BP3 Case number BC-FX044422-

ERATO che la societa Kollant S.r.L ha dichiarato che il prodotto & identico al prodotto al

NIGHACTIPELLET-BROD della societa ACTIVA S.r.l;
’s I5TA ln documentazione presentata dalla societa istante;
DECRETA:

La Kollant S.rl. ¢ autorizzata a mettere in commercio il prodotto biocida con le seguenti
garatteristiche:

DENOMINAZIONE KOLLANT BRODY 2.5 PELLET
FALCON 2.5 PELLET

TITOLARE DELL’AUTORIZZAZIONEE | KOLLANT S.r.l

RESPONSABILE DELL IMMISSIONE Via Trieste 49/53

SUL MERCATO 15121 Padova

® Bede legale
" Hrevione Commercizle
CFFICING DI PRODUZIONE KOLLANT S.r.l.
Via Cristoforo Colombo 7/7a
_ Vigonovo (VE) R
BUSTANZA ATTIVA BRODIFACOUM (CAS 56073-10-0) .
SR




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

D.G.D.M.IF/1.51.d.2/2019/1189

PT 14 RODENTICIDA P

DESCRIZIONE PRODOTTO Esca rodenticida pronta all’uso in forma di pellet per'f; -
uso professionale e non professionale

CONFEZIONITAGLIE Per uso non professienale: confezioni da 10g fino a

150g, contenenti esche in pellet in sacchettini pronti
all’uso da 10g, 15g o 20g ciascuno.

Per uso professionale: confezioni da 10g fino a 150g,
contenenti esche in pellet in sacchettini pronti all’uso da
10g, 15g o 20g ciascuno.

CATEGORIA DI UTILIZZATORI

Professionale e non professionale

STABILITA’ PRODOTTO

24 mesi

NUMERO DI AUTORIZZAZIONE

1T/2019/00 54, 9. ./Aut

SCADENZA AUTORIZZAZIONE

31 dicembre 2022

COMPOSIZIONE DEL PRODOTTO

Vedi allegato 1 (dato conﬁdenzmie)

Si allega SPC (all.1) e copia delle etichette (all.2). 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 ¢ sotto la propria
responsabilitd. [’esatta denominazione del biocida deve comunque essere individuabile attraverso
una colorazione e un carattere unici in contrasto con le altre eventuali colorazioni e caratteri usati
nel testo degli stampati autorizzati.

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.

Il presente decreto viene redatto in duplice originale, di cui un esemplare ¢ notificato n via
amministrativa alla ditta interessata e ’altro & conservato agli atti.

Roma, li

IL DIRETIORE UFFICIOT
Ol le'ssandl“o"‘i."

RP/DM
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Summary of product characteristics for a biocidal

product
1. Administrative information
1.1. Trade names of the product
Market area  Trade name(s)
Ttaly KOLLANT BRODY 2.5 PELLET
italy FALCON 2.5 PELLET
Itaty BRODIRAT 2.5 PELLET
1.2. Authorisation holder
Authorisation number
Not defined
Date of the authorisation
Not defined
Expiry dgate of the authorisation
Not defined N
Name and address of the Name Not defined
authorisation holder Address Mot defined
1.3. Manufacturers of the product
-1 Name of the manufacturer KOLLANT S.rl,
"Address of the manufacturer via Trieste, 40/53 35121  Padova  Italy
Location of manufacturing sites via C.Colombo, 7/7A 30030  Vigonovo (VE}  Iltaly

1.4. Manufacturer(s) of the active substance(s)
BAS number: 11

Name of the manufacturer Activa s.r.l
Address of the manufacturer via Feltre 32 20132 Milano  Italy
Location of manufacturing sites Tezza S.rl- via Tre Ponti 22 37050  S. Maria Di Zevie  Haly

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

BAS EC CAS Commeon IUPAC name Function
number number number name 3-[3-(4"bromobiphenyl- 4-yl}-1,2,3 4-tetrahydro -1-napthyl]- Active
1 259-980-5 56073-10-0 Brodifacoum 4-hydroxycoumarin Substance

2.2, Type of formulation

Content
(%}
0.0025

140172019, 1
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3. Hazard and precautionary statements

Hazard statements May cause damage to organs (bfocd) threugh prolonged or repeated exposure .

Precautionary statements Keep out of reach of children.

IF SWALLOWED:Immediately call a PO/SON CENTER or a doclor. -
i{F exposed or concemed:Get medical advice. - )
Dispose of confents to according fo the national rufes.

4. Authorised use(s)

4.1. House mice — professional — Indoor

Product type(s) PT14 - Rodenticides (Pest control)
Where relevant, an exact Not relevant for roedenticides
description of the authorised use
Field{s) of use Indoor
Category{ies) of users Professional
Target organisms Scientific name  Common name  Development stage
Mus musculus House mouse juveniles to adults

Application method(s})

Method Bait application

Description
Ready-to-use petlet bait to be used in tamper-resistant bait stations1.

Rate: 20 g - 40 g pellets per bait peint.
Dilution: 0,0025%
Timing:

If mare than one bait station is needed, the minimum distance between bait staticns should be of 5 meters.

Pack sizes and packaging material From 1,5 g up to 25Kg {containing rodenticide baits in pellets).

Packaging material: PE/Aluminium/Polyesther

4.1.1. Use-specific instructions for use

The bait stations shouid 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.

4.1.2. Use-specific risk mitigation measures

4.1.3. Where specific to the use, the particulars of likely direct or indirect effects, first aid instructions and emergency measures to ﬁprotect th

\When placing bait stations close fo water drainage systems, ensure that bait contact with water is avoided.
4.14.4. 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 normai conditions of storage R

4.2. Rats ~ professional — indoor

Product type(s) PTt4 - Rodenticides (Pest conirof}
Where relevant, an exact Not relevant for rodenticides
description of the authorised use
Field(s) of use indoor
Categoryl{ies) of users Professional
Target organisms Scientific name Common name  Development stage
Rattus norvegicus  Brown rat Juveniles to adults
Application method(s)
Method Bait application
Description

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

Rate: 100 g - 200 g per bait station.
Dilution: 0,0025%
Timing:

If more than che bait station is needed, the minimum distance between bait stations should be of 5 meters.

14/01/20;
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Pack sizes and packaging material From 1.5 Kg up 1o 25Kg (containing rodenticide baits in pellets)
Packaging material: PE/Aluminium/Pofyesther

4.2.1, Use-specific instructions for use

The bait stations should be visited only 5 to 7 days aiter the beginning of the treatment and at least weekly afterwards, in aorder to check whether the bait is accepted, the
hait stations are intact and to remove rodent bodies. Reill 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
N When placing beit stations close to water drainage systems, ensure that bait contact with waler 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. House mice and Rats — professionals — around buildings

Product type(s) PT14 - Rodenticides (Pest controf

Where relevant, an exact Not relevant for rodenticides

description of the authorised use

Field{s) of use Other
Around buildings

Category(ies) of users - Professional

Target organisms Scientific name Common name  Development stage
Mus musculus House mouse Juveniles to adults
Raitus norvegicus  Brown rat Juveniles to adults

Application method(s)

Method -Bait application

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

Rate: House mice: 20 — 40 g peilet per bait point; Brown rat: 100 g - 200 g pellet per bait point.
Dilution: 0,0025% :
Timing:

If more than one bait station is needed, the minimum distance between bait stations should be of 5 meters.

Pack sizes and packaging material From 1,8 Kg up to 25Kg (containing rodenticide baits in pellets)
Packaging material: PE/Aluminium/Polyesther

4.3.1. Use-specific instructions for use

S - Protect bait from the atmesgheric conditions (e.g. rain, snow, atc.). Place the bait stations in areas not liable to flooding.
y protect th - 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,
T . in order to check whether the bait is accepted, the bait stations are intact and to remove rodent bodies. Re-fill bait when necessary.
- - Reptace 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 girectly 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

When placing bait stations close to surface waters {e.g. rivers, ponds, water channels, dykes, irrigation ditches) or water drainage systems, ensure that bait conlact wilh
water Ts 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 sterage and shelf-life of the product under normal conditions of storage

4.4. House mice — general public - indoor

Product type(s) PT14 - Rodeniicides (Pest cantrol)

Where relevant, an exact Not relevant for rodenticides

description of the authorised use

Field(s) of use Indoer

Category{ies) of users General pubtic {non-professional)

Target organisms Scientific name  Common hame  Development stage
Mus musculus House mouse Juveniles to adults

Application method(s}

Method Bait application

Description
Reanv-to-11se nailet hait to be used in famnar-resistant bait statinns

A0
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Rate: 20 g - 40 g pellet bait per bait point.
Pilution: 0,0025%
Timing:

If more than one bait stafion is needed, the minimum distance between bait stations should be of 5 meters,
Pack sizes and packaging materiat Up to 150 g (containing rodenticide baits in pellets in predosed inner packs about 10-15-20 g).
Packaging material: PE/Aluminium/Polyesther
4.4.1. Use-specific instructions for use

The bait stations shouid 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:i |s
accepted, the bait stations are intact and to remove rodent bodies. Re-fif bait when necessary.

4.4.2, Use-specific risk mitigation measures

4.4.3. Where specific to the use, the particulars of iikely direct or indirect effects, first aid instructions and emergency measures tb"protgéct

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. Rats —general public — indoor

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

Where relevant, an exact Not relevant for rodenticides

description of the authorised use

Field{s) of use Indoor

Category(ies) of users General public {(non-professional)

Target organisms Scientific name Common name  Development stage
Rattus norvegicus  Brown rat Juveniles to adults

Application method(s)

Method Bait application

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

Rate: 100 g - 200 g per bait station
Pilution: 0,0025%
Timing:

If more than one bait station is needed, the minimum distance between bait stations should be of 5 meters.

Pack sizes and packaging material Up to 150g (contzining rodenticide baits in peflets in predesed inner packs about 10-15-20 g}
Packaging material; PE/Aluminium/Polyesther

4.5.1. Use-specific instructions for use

The bait stations should be visited only 5 to 7 days after the beginning of the treatment and at keast weekly afterwards, in order to chack whather the bait is accepted, the
bait stations are intact and to remove redent bodies. Re-fill bait when necessary.

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 tl‘*
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. Rats — general public — around buildings

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

Where relevant, an exact Mot refevant for rodenticides

description of the authorised use

Field(s) of use Other
Around buildings

Category(ies) of users General public {non-professianal)

Target organisms Scientific name Common name  Development stage
Rattus norvegicus  Brown rat Juveniles to aduits

Application method(s)

Method Bait application

Description . "
Ready-{o-use pellet bait to be used in tamper-resistant bait stations.

14/01/24
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0,0025%

B (LTS . .
R if more than one bait station is needed, the minimum distance between bait stations should be of 5 meters.

Fack sixes and packaging material Up to 150g (contaiing rodenticide balts in pellets in predosed inner packs about 10-15-20 g} |
Packaging materal: PE/Aluminium/Polyesther |

4.6.1, Use-specific instructions for use

Lo & - Place the bait stations in areas not Habte to flooding.
s v - Replace any bait in a bait station in which bait has been damaged by water or contaminated by dirt.
o - The bait stations should be visited only 5 to 7 days after the beginning of the treatment.

4L6§ﬁ. Use-specific risk mitigation measures

to profact: "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

4.6.4. Where spacific to the use, the instructions for safe disposal of the preduct 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

Professional use:
- Read and follow the product information as well as any information accompanying the product or provided at the peint of sale before using it.

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

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

- The product should only be used as part of an integrated pest management (IPM) system, including, amongst others, hygiene measures and, where possible, physical
metheds of control.

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

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

L - Where possible, bait stations must be fixed to the ground or other structures.
d, the . - Bait stations must be clearly labelled 1o show they contain rodenticides and that they must not be moved or opened.
: - 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 poiscning must be made available zlongside the baits.
- Bait should be secured so that it cannot be dragged away from the bait station.
: - Place the product out of the reach cf children, birds, pets and farm animais and other non-target animals.
y bl‘otect H: - Placa the product away from food, drink and animal feeding stuffs, as well as from utensils or surfaces that have contact with these.
- When using the product da not eat, drink or smoke. Wash hands and directly exposed skin after using the product.
- If bait uptake is low relative to the apparent size of the infestation, consider the reptacement of bait stations to further places and the possibility to change te another bait
formulation.
- If after a treatment period of 35 days baits are continued 10 be consumed and no decline in redent activity can be observed, the iikely cause has to be determined.
Where other elements have been excluded, it is likely that there are resistant rodents so consider the use of a non-anticoagulant rodenticide, where available, or a more
potent anticoagulant redenticide. Also consider the use of traps as an alternalive control measure.
- Remove the remaining bait or the bait stations at the end of the treatment periog.
- Place the bait in the bait station by using a dosage devise

General public 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.

- Prior to the use of rodenticide products, non-chemical control methods {e.g. fraps) should be considered.

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

- Bait stations should be olaced in the immediate vicinity where rodent activity has been observed (e.g. travel paths, nesting sites, feedlots, holes, burrows etc.).
- Where possibie, bait stations must be fixed to the ground or other structures.

- Do not open the sachets containing the bait

- Place bait stations out of the reach of children, birds, pets, farm animals and other non-target animals,

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

- De net place bait stations near water drainage systems where they can come into contact with water,

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

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

5.2. Risk mitigation measures

FFor professional use:

14/01/2019, I
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- Do not handle until all safety precautions have been rea¢ and understood.
- Do not eat, drink or smoke when using this product.
- Wear protective gloves.

- Where possible, prior to the treatment inform any possible bystanders {e.g9. users of the treated area and their surroundings) azout the rodent coniral campaign [in
accordance with the applicable code of good practice, if any]".

- To reduce risk of secondary poisoning, search for and remove dead rodents at frequent intervals during treatment (e.g. at least twice a week), [Where relevant, spec}fy if
more frequent ar daily inspection is required].

- Products shall not be used beyond 35 days without an evaluation of the state of the infestation and of the efficacy of the trealment.

- D¢ not use baits containing anticoagulant active substances as permanent baits for the prevention of rodent infestation or monitoring of redent activities.

- The product information {i.e. iabel and/or leaflet) shall clearly show that:

the product shall not be supplied to the general public (e.g. "for professionals onfy"),

the product shall be used in adequate tamper resistant bait stations (e.g. "use in tamper resistant bait stations only").

users shalf properly label bait stafi;)ns with the infermation referred to in section 5.3 of the SPC (e.g. jabel bait stations according to the product recommendations”).

- Using this product shouid eliminate rodents within 35 days. The product information {J.e. 1abel and/or leaflet) shali clearly recommend that in case of suspected lack of
efficacy by the end of the treatment (i.e, rodent activity is still cbserved), the user should seek advice from the preduct sugplier or call a pest control service.

- Do nat wash the pait stations with water between applications.

- Dispose dead rodents in accordance with local requirements.

Fer general public use

- Do not handle until all safety precautions have heen read and understood.

- Do not eat, drink or smoke when using this product,

- Consider preventive contrel measures (plug holes, remove potential food and drinking as far as possibie) to Improve product intake and reduce the likelihood of
reinvasion.

- Do not use anticoagulant rodenticides as permanent beits (e.g. fof preventicn of rodent infestation or to detect rodent activity).

- The product informaticn (i.e. label and/or leafiet) shall clearly show that:

the product shall be used in adequate tamper resistant bait stations (e.g. "use in tamper resistant bait stations only"),

users shall 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”).
- Using this product should eliminate rodents within 35 days. The preduct information (i.e. 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 stil observed), the user should seek advice from the product supplier or call a pest control service.

- Search for and remove dead rodents during treatment, at least as often as bait stations are inspected.

- 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 thé

For professional and general public use:

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

- Antidote: Vitamin K1 administered by medical/veterinary personnel only.

-In case of:

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

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

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

Further instruction fo professional use:

- Bait stations must be Iabelled with the following information: "do not move or oper”; "contains a rodenticide™; "preduct name or authorisation number"; "active
substance(s)" and "in case of incident, call a peoison centre.

- Hazardous to wildtife.

14/01/2(
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. §.4. Instructions for safe disposal of the product and its packaging

At Ihe end of the reatment, dispose the uneaten bait and the packaging in accordance with local requirements.

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

. Slore in a dry, cool and well ventilated place. Keep the container closed and away from direct sunlight.
1 [in

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

. N - Shelflife: 2 years
specify If o

: 6. Other information

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