DIREZIONE GENERALE DEI DISPOSITIVI MEDICI E DEL

SERVIZIO FARMACEUTICO

Ufficio I- Affari generali e Prodotti di interesse sanilario diversi dai dispositivi medici

Viale Giorgio Ribotta, 5 - 00144 Roma

Classif: 1.5.1.d.2/115
Allegati: 1 decreto + 2 allegati

OGGETTO: Prodotto biocida BOCARATON PASTA.

Trasmissione decreto di rinnovo.
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MAYER BRAUN DEUTSCHLAND
S.r.l

Via Brigata Marche 129

31030, Carbonera (Treviso}, Veneto
ITALIA

Si trasmette, in allegato, il decreto di rinnovo dell’autorizzazione n. IT/2012/00029/AUT relativa al biocida

indicato in oggetto.

Referente tecnico: Raffaella Perrone — 06.5994 2520

email: r.perrone@sanita.it
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DIREZIONE GENERALE DEI DISPOSITIVI MEDICI E DEL SERVIZIO FARMACEUTICO
UFFICIO I - AFFARI GENERALI E PRODOTTI DI INTERESSE SANITARIO DIVERSI DAl DISPOSITIVI MEDICI
D.G.D.M.F/1.5.i.d.2/2012/115

1T/2012/00029/AUT
[L DIRETTORE
VISTA la direttiva 98/8/CE del Parlamento europeo ¢ del Consiglio, del 16 febbraio 1998, relativa
all’immissione sul mercato dei biocidi;
VISTA la Direttiva 2008/81/CE della Commissione del 29 luglio 2008 recante modifica della
direttiva 98/8/CE del Parlamento europeo e del Consiglio al fine di iscrivere il difenacoum come
principio attivo nell'allegato 1 delia 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 14 maggio 2012, € successive modificazioni, con il quale ¢ stato
autorizzato con il numero di autorizzazione 1T/2012/00029/AUT il prodotto biocida denominato
“BOCARATON PASTA” di cui ¢ titolare la societa MAYER BRAUN DEUTSCHLAND S.r.l
con sede legale Via Brigata Marche 129, 31030, Carbonera (Treviso), Veneto - Italia;
VISTO il Regolamento di esecuzione (UE) 2017/1379 della Commissione del 25 luglio 2017
che rinnova 'approvazione del difenacoum come principio attivo destinato all'uso nei biocidi del
tipo di prodotto 14
VISTO che il difenacoum ¢ un candidato alla sostituzione in conformita dell'articolo 10, paragrafo
1, lettere a) ed €), del regolamento (UE) n. 528/2012;
VISTO I’articolo 23, paragrafo 6, secondo il quale Iautorizzazione 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 l'istanza di rinnovo BC-XV041167-04;
DECRETA

L.’ autorizzazione del biocida denominato “BOCARATON PASTA” autorizzazione numero
1T/2012/00029/AUT - ASSET NUMBER IT-0001397-0000 ¢ valida per S anni a decorrere
dalla data del presente decreto.
E’ approvato e fa parte integrante del presente decreto il sommario delle caratteristiche del prodotto
(allegato 1). Si allega copia delle etichette. Le modifiche a tali etichetie 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
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.

Il presente decreto viene redatto in duplice originale, di cui un esemplare ¢ notificato in via
amministrativa alla societa interessata e I'altro & conservato agli atti di a\feEtO Ufficio.

Roma, 2 § ﬂ”. 2018 7
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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)
Haly BOCARATON PASTA

1.2. Authorisation holder

Autharisation number

Not defined

Date of the authorisation

Mot defined

Explry date of the authorisation
Mot defined

Name and address of the Name Not defined
authorlsation holder Address Nat dafined

1.3. Manufacturers of the product

Name of the manufacturer MAYER BRAUN DEUTSCHLAND SRL
Address of the manufacturer VIA BRIGATA MARCHE 128 31030 CARSOMERATREVISG Italy
Location of manufacturing sites VIA BRIGATA MARCHE 128 31030 CARBONERATREVISO  Italy

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

* Name of the manufacturer ACTIVA SRL
Address of the manufacturer Via Feltre, 32 20132 Milano  Italy
Location of manufacturing sites Tezza § rlvia Tre Ponti 22 37050  Santa Maria di Zevio {VR)  Italy

- 2. Product composition and formulation

.72, Qualitative and quantitative information on the composition of the product

BAS number £C number CAS number Common name IUPAC name Function Corntent {%)
26 255-878-4 56073-07-5 Difenacoum 3-(3-biphenyl-4-yl-1,2,3,4- telrahydro-1-naphthyl}-4- hydroxycoumarin Active Substance 0.005

2.2, Type of formulation
RB - Bait {ready for use)

3. Hazard and precautionary statements

Hazard statements May damage the unborn child.
May cause damage 1o argans blacd through prolonged or repeatsd exposure .
Precautionary statements Keap aut of reach of children.

Do not handle until all safety precautions have been read and undersiood.
Wear profective gloves.
IF exposed or concerned:Get medical advice.
Dispose of cantents to in accordance with national and mtermabonal regidations.

4. Authorised use(s)

11/10/2018, 1
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4.1. House mice - professionals - indoor

file:///C:/Users/d. mosca-esterno/AppData/Local/Temp/spe_BC

Product type(s) P714 - Redenticides {Pest control)
Where retevant, an exact Not refevan for rodenticides
description of the suthorised use
Flekils) of use indoor
Indoor
Category(ics) of users Industriat, Professional
Target organisms Scientific name €
Mus mussidus Houss mouse
Application method(s)
Method Bleit apphication L
Ready-to-use bait to be used in tamper-resistant bait stations 431 & R
- Q‘_:’, H »
Rate: 407 of bait per bait peint I§ more than one ball station is needed, the minimum distance between bait stations should be of 5 meters. ‘1-"‘"‘"7 E
o
Ollution: 0% ¢
Timing:

It more than one bail staton is neaded, the minimum distance between bait siations should be of 5 meters.

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

Minlmum pack size of 1.6 kg up to 25 kg.

Where licabt ge s d to separately packed bags with a maximum bag size of 10 kg.

Type of packaging
Sizeivolume of the packaging
Materiat of the packaging

Type and material of closure{s]

ded user (8.g. profess| I, non-prof I m

Compatibility of the product with tha praposed packaging materials (YesiNo)

Latelled or Printed Hottle
from 1.5 Xg-to Skg
Plastic compesite (HOPE)
Bottle seated

Professional, trained p |

Yes

Labellad or Printed Bag/Sack

fram 1.5Kg - to 25 g

Plastic composite

Prafabricated bags or serial production bags . both thermal weldad
Professional, trained professional

Yes

Labelled or Printed Bag/Sack - with Inner plastic liner

fram 1.5 Kg - 1o 10 kg - max size inner liner 10 Kg

Plastic composite

Prefabricated bags or serfal production bags . both thermal weldad

P ional, reined p

Yes

Lebelled Plasiic Buckel

from 1.5 Kg -ta 25 %g

Labetled plastic (HDPE) bucket
Rectanguiar or truncated cone bucke! seated
Professional, trained prafessional

Yes

LabefledPlastic Bucket. with inner plastic liner
from 1,5 - to 10 kg - max size nner liner 10 Ko
Labelled plastic {(HDPE) bucket

Rectangular or truncated cone buckel sealed
Prafessional, treined professional

Yes
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Pack slzes and packaging material Bait product sf 10 or 20 gr unils
Minimum pack size of 1.5 kg up to 25 kg.

Where applicable package is restricted to separately packed bags with 3 maximum bag size of 10 kg.

Type of packaging
Sizetvelume of the packaging
Material of the packaging

Type and material of ¢losure{s)

Intended user (g.g. professional, non-profi

Compatibility of the product with the prop d kaging materlals (Yeso}

Labellad ar Printed Baltle

from 1.5 Kg-to 5 kg

Plastic composite (HDPE)

Bu‘m‘e’ sealed

/Bfafessinnal, trained profassional

Yes

Laballed or Printed Bag/Sack

from 1.5 Kg-to 25 kg

Plaslic composite

Prefabricated bags or serial production bags , both thermal welded

Professional, trainred professional

Yes

Labelled or Printed Bag/Sack - with Inner plastic inar

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

Plastic campasite

Prefabricated bags or serial production hags , both thermal welded
Fl Professtanal, trained prafessional

Yes

Labelled Plastic Bucket

from 1.5 Kg-to 25 kg

Labelfled plastic (HOPE} bucket

Rectangular ar truncated cone bucket sealed

Protessional, trained professional

Yes

{abelledPlastic Bucket- with inner plastic liner

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

Labelled plastic {HDPE) bucket ;

Rectangular or fruncaled cone bucket sealed

Prefessional, trained professienat

Yas

Labeiled or Printed Carton sachet with plastic inner liner

from 1',-5 - to 10 kg single inner plastic bags of up to 106 Kg each

'Caﬂb:'l + Plastic composite

l;refabricated bags or serial prodaction bags , bath hermal welded

Professional, trained professional

Yes

Labelled or Printed Cardboard with innar plastic hner

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

Carton + Plastic composite

Frefabricated cardboard

Professional, trained professional

Yes

11/10/2018, 14
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Remave the remaining product at the end of treatment period.

o

Far permanent baiting -
- Where possible. 1 is recommended that the treated area is revisited every 4 weeks at tha latest in order to avaid any selection of a resistant poputation.
- Follow any additional instrugdions provided by the relevant code of best practice.

L

4.4.2. Use-specific risk mitigation measures

- Where possible, piorto the b inform any possible bystanders (e.9. users of the treated area and their sumcundings} about the rodent control campaign
- Congider preventive control measwres (2.9. plug holes, remove potentiial food and drinkirg as far as possible) to improve product intake and reduce the lixelihood 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 7 P‘{J‘L" Best <
prachee. £ o
- Products may only be used in permanent ireatments at those sites with a high potential for reinvasicn when other metheds of control have proven insufficient. T TET
- Do not use the product in pulsed baiting treatments, . _"_,::5
rd
In case of pemanem baiting: A '\i
e
- Permanent baiting is striclly limited o sites with a high potential fer reinvasien when other methods of control have praven insufficient. . ‘i
- The pemmanent barting strategy shall be periodically reviewed in the context of integrated pest management (PM) and the assessment of the sisk for redanfestation. - 4

4.4.3. Where specific to the use, the particulars of likely direct or indirect effacts, first aid instructions and emergency measures to protectihe en\friron,mant
~ ¥

vvhen placing bait points close to water drainage system, ensure that bait contact with water is avoided. ——

4.4 4. Where specific to the use, the instructions for safe disposal of the product and its packaging
4.4.5. Where specific to the use, the conditions of storage and she!f-life of the product under normal conditions of storage
Shet life: 24 months.

Use specific condilions of storage and shetf-iife of the product unider normal conditions of storage are not necessary when conditions of storage and sheliife of the praduct under normat
conditions of storage, as detaifed in the section “General directions for use {trained professionals)”, are implemanted.

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

Product type(s) PT14 - Rodenticides (Pest centrol)
Where refevant, an exact Not relevant for rodenticides
description of the authorised use
Field(s) of use Qutdaer
outdacr around buildings
Categorylies) of users Trained professional
Target organisms Scientific name C yname  Development stage
Raftus norvegicus  Brown rat juvenile to adutt "
Ratlus rattus Raoof rat juvenile to aduit
Mus musculus House mouse juvenile to adutt N
Application method(s) ’
Method Bait application
Description
Bait farmulations:
- Ready-te-use bait to be used in tamperresistant
bait stations or covered and protected baiting points as long as they provide the same level of protection for non-larget spedies and humans as
tamper-resistant bait stations
Rate: Bait products Rats - High infestation: 100 g of bail per baiting point. - Low infesiation; 6¢ g of bait per baiting point. Mice - 40 g of bail per baiting point,
Permanent baiting 60-100 gr of bait per bait point ) ’ b
Dilution: 0%
Timing:
Bait products
Rats
- High infestation: 100 g of bait per baiting point.
- Low infestation: 60 g of bai per baiting point.
Mice
- 40 g of bait per balting paint.
Permanent baiting 60-100 gr of bait per bait point
i Pack sizes and packaging material
Bait product of 10 or 20 gr units
Minimum pack size af 1.5 kg up to 25 kg.
Where applicable package is restricted to separately packed bags with a maximum bag size of 10 kg
Type of packaging
: Sizetvolume of the packaging
I Material of the packaging
| Type and materlal of clasureys)
|
8dil3 t1/10/2018, 1.
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a Sheff life: 24 months

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

Product type(s} PT14 - Rodentficides (Pest contrel)
Where relevant, an exact Mot retevant far rodenticides.
description of the authorised use
Flelqi] of use Outdoor
. +3 autdoor around burldings
Category(ies] of users Indusirial. Professional
Target organisms Scientific name G 1name  Development stage
- Rattus narvegicus  Brown rat Juveniles to acult
Rattus rattus Roof rat juveniles ta adult
"-} Mus muscuius Hause mouse juveniles to adult

‘_/kppllcatlon method(s)

Method Bait application
Descrigtion
Ready-to-use baft 0 be used in tamper-resistant bait stations.
Rate: House mouse: 40g of bail per bait peint. Rattus. 60-100g of bail per bait point. If mere than ane bait stalion is needed, the minimum distance between
hait stations should be of & metars.
Dilution: 0%
Timing:

It more than cne bait station is needed, the minimum distance betwesn bail statians should be of 5 meters.

Pack sizes and packaging material
Bait product of 10 or 20 gr units
Minimum pack size of 1.5 kg up to 25 kq.

Where applicable package 15 restricted 1o separately packed bags with a maximum bag size of 10 kg.

Typa of packaging

Sizefvol of the packaging

Material of the pachaging

Type and material of closure(s}

Intended user {&.g. professional, non-professional)

Compatibility of the product with the proposed packaging materiats [Yes/No)
Labelled or Printed Eottle

from 1.5 Kg-to S kg

Plastic camposite (HDPE)
.

Bcggi sealed

F

P ional, trained pre

Yes
Labelled or Printed Bag/Sack
‘from 1.5 Kg-to 25 kg
. Plastic composite
Prefabricated bags or serial produclion bags , both thermal welded
Professional, trained professional
Yes
Lahelled or Printed Bag/Sack - with Inner piastic finer
frem 3.5 Kg - to 10 kg - max size inner linar 10 Kg
Plastic composite
Prefabricated bags or serial production bags ., both thermat welded
Professional, trained professicnal
Yes
Labelled Plastic Bucket
from 1.5 Kg-to 25 kg
Labelled plastic {HOPE) bucket
Rectangular or fruncated cone bucket sealed
Professional, trained professional

Yas

5dil3 11/10/2018, 1
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from 1.5 - to 10 kg - max size mnes liner 10 Kg
Labelled plastic {HDPE) bucket

W

Rectangular or truncated cone bucket sealed

Protessionat, trained prefessional

Yes

Labelled or Printed Carton sachet with plastic mner liner

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

Prefabricated bags or serigl production bags , both thermal welded

)

Professional, trained professional

e
v
peo
3

v £, LY
es ]

) %
Latelled ar Printed Cardboard with inner plastic kner ‘{.: %
1,5-10 kg single inner plastc bags of up to 10 Kg each :‘j . H:I
Carton + Plastic composite Y c ‘j
Prefabricated cardboard

Prefessional, frained professicnat

Yes

4.3.1, Use-specific instructions for use

- Protect bait fom the almospheric condilions {8 g rain, snow, etc.) Place the bail stations in areas not kable to flooding

- The bait stations should be wisited [for mice - at ieasl every 2 to 3 days at} [for rats - onfy 5 lo 7 days after] the beginning of the treatment and at least weekly afterwards, in crder to check
whether the bait s accepted, the bait staticns are intaci and ta remave rodent bodies. Re-fill bait when necessary.

- Replace any bait in a balt station in which bait has been damaged by watar or contaminated by dirt.

4.3.2. Use-specific risk mitigation measures
Do rol 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 envirpnment

G W

When placing bait stafions close to surface waters (e.9. rivers, ponds, water channels, dykes, imigation 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

4.2.5. Where specific to the use, the conditions of storage and she!f-life of the product under normal conditions of storage
Shelf Ife: 24 menths

4.4, House mice and rats - trained professionals - indoor

Product type(s) PT14 . Rodenticides (Pest control)
Where relevant, an exact Not relevant for rodenticides s - l
description of the authorised use .
Fisld(s) of use Indoor - x
‘
indoor
Categorylies) of users Trained professicnal
Target organisms Sclentific name Common name  Development stage
Rattus norvegicus ~ Brown rat juvenile fo adult
Rattus rattus. Roef rat juvenile to aduit
Mus musculus House mouse juvenite 1o aduit

Application method{s})

Method Bait application

Description
Bait formulations:
- Ready-to-use bait to be used in tamperresistant bait stations or coverad and protected baiting poinis 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 intestation: 60-100g of bait per baiting point. - Low infestation: 40-60g of bait per baiting point. Permanent baiting 60-100 gr of
bait per bait point.

Oilution: 0%

Timing:

Bait products

Rats

- Highinfestation: 100 g of bait per baiting point.

- Law infestatian’ 80 g of bait per baiting point.

Mice

- 40 g of bait per baiting point. Permanent bailing 60-100 gr of bait per bait point.

6dil3 11/16/2018, 1
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Compatibifity of the product with the propesed packaging materlzls (YesfNo}

Latelled or Printed Bottie
from 1.5 Kg- to S kg
Plastic compasite (HDPE)
Bottle sealed

\f'rofess&onal. trained professicnal

'?ei

L:abéll‘zad or Prinfed Bag/Sack

from 1',5 Kg- to 25 kg

Plastic composite

F‘:‘r.éfabnca‘ed bags or serial production bags , both thermal welded
Prafessicnal, trained profassional

Yes

Labelled or Printed Bag/Sack - with Inner plastic liner

from 1.5 Kg - ta 10 kg - max size inrer liner 10 Kg

Plastic compasite

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

Yes

Labelied Plastic Bucke?

from 1.5 Kg-te 25 kg

Labelled ptastic {HDPE) buckel

Reclangutar or truncated cone bucket sealed

Frofessional, trained professionat

Yes

LabetledPiaslic Bucket- with inner plastc iner

from 15 - to 10 kg - max size inner liner 10 Kg

Labefied plastic (HOPE) bucket

Rectapgular or fruncated cane bucket sealed

Prafessiona’, irained professional

Yes

Labelled or Printed Carton sachet with plastic inner finer

from 1,5 - to 10 &g single inner plastic bags of up to 10 kg each
Carton + Plastic camposite

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

Yes

Labelled or Prinied Cardtoard with inner plastic Iner

+.5-1 b kg single inner plastic bags of up o 10 Kg each

Carton + Plastic camposile

Frefabricated cardboard

Professional, trained professional

Yes

4.5.1. Use-specific instructions for use

Remove the ramaining product at the and of treatmen: perioc.

For permanent baiting :

Where possible, it 15 recommended that the treated area is revisited
avery 4 weeks al the latest in order 1o avoid any selaction of &
resistant poputation.

- Follow any additional instructions provided by the relevant coda of bast praclice.

For application in covered and protected bait points:

file:///C:/Users/d. mosca-esterno/AppData/Local/Temp/spc_BC

- For outdosr use, baiting points must be covered and placed in stralegic sites to minimise the exposure to non-target species.

- Follow anv additianal instnichions nenvidad ke 1ha ralavant enda of hest neaclice

11/10/2018, 1
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4.5.2. Use-specific risk mitigation measures

- Where possible, prior to the treatment inform any possible

bystanders (e.g. users of ths fealed area and their suroundings) about the rodent controt campaign
- Consider preventive control measures {e.q. plug holes, remove potential food and drinking as far as possible) to improve product intake and reduce the likefihood of reinvasion,

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

- Praducts may only be used in permanent treatments at those sites with a high potential for remvasion when other methads of control have proven insufficient.
- Do not use the predud! in pulsed baiting treatments

-do not apply this product direcity in the bumows
In case of pemanent bafting:
- Permanent baiting is strictly limited 1o sites with a high patential

for reinvasion when other methods of control have proven insufficient
- The permanent bailing strategy shall be periadically reviewed in the context of integrated pest maragement (IPM) and the assessment of the risk for re-infestation.

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

When placing bait points close to surface waters (.g. rivers, ponds, water channels, dykes, irrigation ditches) or water drainage sysiems, ensuse 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-ife of the product under normal conditions of storage
Shelf life: 24 months.

Use specific cenditions of storage and shelf-ife of {he product under hormal conditions of slorage are nol necessary when conditions of storage and shefi-ife of the product under normal
conditions of storage, as detailed in the section “General directions for use (trained pr ", are impk

4.6, Rats - trained professionals - Qutdoor open areas

Product type{s) £T14 - Rodenticides (Pest cantrol) 1
Where relevant, an exact Not refevant for radenticides .
description of the authorised use B
Fietd{s} of use Outdoor
outdoor open areas
Category{iea) of users Trained professicnal
Target organisms Scientific name Common name  Development stage
Rattus norvegicus  Brown rat juvenile to adult SEe
Rattus rattus Roof rat juvenile to adult A W 2
-
Application method(s) v’
Method Bait application (,
Description o ..
Bait fermulations:
- Ready-to-use bait to be used in tamper-resisiant bait stalions or covered and profected bailing peinis as long as they provide the same level of T
protection for non-target spedies and humans as tampec-resistant bait stations W LA
L.
NS =
£ ¥
ot 3
DA
Rate: Bait praducls Rats - High infestation: 100 g of bait per baiting poinl. - Low infesiation: 60 g of bait per baiting peint. Permanent baiting 80-100 gr of bait
per bait point,
Ditution: 0%
Timing:
Bait products
Rats

- High infestztion” 100 g of bait per baiting point
- Low infestation: 60 g of bail per baiting pomt

Permanent baiting 50-100 gr of bail per bait point.

Pack sizes and packaging material
Bait product of 10 er 20 gr units
Minimum pack size of 1.5kgup to 26 kg

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

Type of packaging

11/10/2018, 1




Sizefvolume of the packaging
Material of the packaging
Type and material of closure{s}

Intanded user {e.g. professional, non-professional)

Compatibility of the praduct with tha proposed packaging materials {Yes/No)
Labelled or Printed Botite

from 1.5 Kg-1o 5 kg

Plastic composite {HDPE)

Both sealed

Pro‘le‘sgnnal, trained professional

Yes r
Labe}ied’lor Printec 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 BagiSack - with Inner plastic liner

from 1 5 K - to 10 kg - max size inner iiner 10 Kg

Plastic composite

Prefabricated bags or serial production bags , bath thermal welded
Professional, trainec professional

Yas

Latelled Plastic Bucket

from 15 Kg-to 25kg

Labelled plastic (HOPE} bucket

Rectangular or truncated cone bucket sealed

Professional, &rained professional

Yes

LabaledPlastic Bucket- with inner plastic linar

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

Labelted plastic (HDPE) bucket

Reclangular or truncated cona bucket sealed

Professional, trained professional

Yes

Labelled or Printed Caston sachet with plastic inner liner

froh] 1,5 - to 10 kg single inner plastic bags of up to 10 Kg sach
Carton + Plastic composite

Prefabricated bags or senal production bags . both thermal welded
Protassional, trained professionat

Yes

Labelled or Pantad Carcboarg wilh inner plastic liner

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

Carton + Plastic composite

Prefabricated cardboard

Professional, trained professional

Yes

4.6.1. Use-specific instructions for use

-Profect bait from the atmaospheric conditons. Place the bait stations in areas not liable to fiooding.

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

- Remove the remaining preduct at the end of treatment perlndr

ﬁ1e:///C:/Users/d.mosca-estemo/AppData/Loca]/Temp/spc BC
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t baiting ) ) . ) !
fm:rr;n::gue Ii‘l isgrecommended that the treated area is revished every 4 weeks at the latest in order to avoid any selection of a resisiant poputation.

- Folkow any additional instructions provided by the relevant code of best praclice.

For application in covered and protected bait points: o o )
- For fzztdanr use, baiting points must be covered and placed in sirategic sites 1o minimise the exposure to non-target species.

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

4.6.2. Use-specific risk mitigation measures

-

- Whre posstble, prior to the treatment inform any possible X the rodent ol ! i/
bystanders {8.g. users of the treated area and their suToundings} abeut the rodent contral campaign . . ‘ _ ) i

- Considar preventive control measures (.g. plug holes, remove potential food and drinking as far as poss;ble) 13 improve pr_odum intake and red_uce the Ii{:ehhood of remv-asa.on.
- To reduce risk of secondary poisoning, search for and remove dead rodents during ireatment at frequent intervals, in line with the recommendations provided by the selevant code of I:'»esl
practice. . . . 7 ) t\ )

- Produds may only be used in permanent treatrments at those siles with a high potential for reinvasion when other methods of control have proven nsuihicent . .

- Do et use the product in pulsed baiting treatmenis.

-co not apply this product diredity in the burrows

In case of permanent baiting:

- Permaneny baiting is sirictty limited to siles with a high potential
far reinvasion when other metheds af control have proven insufficient. . ) .
- The permmanent bailing strategy shall be pericdically reviewed in the context of inlegrated pest management {IPM} and the assessment of the risk for re-infestation.

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

When placing bait points close to surface waters {e.g_ rivers, ponds, water channels, dykes, imigation ditches) or water drainage systers, ensure that baft 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

bk ]

Shelf life: 24 manths,

Use specific conditions of storage and shelf-ife of the product under normal conditions of storage ane not necessary when conditions of storage and shelfife of the product under normal <
conditions of storage, as detailed in the section *General directions for use (tramed professionals)”, are implemented.

5. General directions for use

5.1. Instructions for use

- Read and follow the product information as wefl as any information accompanying the product or previded 2t the point of sate before using it. ’

- Cf:arry out a pre-bailing survey of the infested area and an cn-sile assessment in arder to identify the rodent species, their places of activity and detemine the likely cause and the’extent of the
infestation, .

- Remove food which fs readily attainable for rodents {8.g. spilled grain or focd waste). Apart from this, do not clean up the infested area just before the treatment, as this only disturbs;lhe N
rodent population and makes bait acceptance more difficult to achieve. [ LA

- The product should only be used as part of an integrated pest management (IPM} system. including, amongst athers, hygiene measures and, where possible, physical methods ai-gontml
R A e

oo

- Consider preventive control measures {2.9. plug holes, remove potential food and drinking as far as possible) to improve pradugt intake and reduce the likelihood af reinvasion.

- Bait stalions should be placed in the immediate vicinity of places where rodent activity has been previously observed {e.qg. travel paths, nesting sites, feeclols, hales, burrows etc.).

- The product shauld be placed in the immediate vicintty of places where rodent activity has been previously explored (e.q. travel paths, nesting sites, feedlots, holes, burows eic ).
- Where possible, bait staticns must be fixed o the ground ar other structures,

- Bait stations must be clearly labelled ta show they contain
rodenticides and that they must not be moved or opened {see section 5.3 for the infarmation to be shawn on the label),

- When the product is being used in public areas, the areas treated shoulkd be marked during the treatment pariod and a notice explaining the risk of primary or secondary poisening by the
anticaagutant as well as indicating the first measures 12 be taken in case of poisoning must be made avaifable 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 ather non-target animais.

- Place the product away from food, drink and animal feeding stutis, as well as from utensils or surfaces that have contad with thess.
- Wear prolective chemical resistant glaves {rubber) during product handling phase

- When using the product de not eat. drink or smoke. Wash hands and directfy exposed skin after using the product.

11/10/2018, 1
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- The frequency of visits to the treated area shoutd 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 relavant code of best practice.

- If bait uptake 7s low relative to the apparent size of the infestation, consider the replacement of bait points to further places and the poss:bility to change to another bait formulation.

- If afier a treatment peried of 35 days baits are centinued to be cansumed and ne dedine in radent activity can be observed, the fikely cause has to be determined. Where cther elements have
been excluded, it is likely that there are resistant rodent so consider the use of a non-anticoagulant redenticide, where available, or a more potent anticoagulant rodenticide. Also censider the
use of traps as an altemative centrol measure.

- Remove the remaining bait or the bait stations at the end of the treatment period.~ Instuctions for use that arg "bait-specific™.- Balt in sachets' De not open the sachets containing the bait.

5.2, Risk mitigation measures

- Whe’ possible, priar ta the treatment inform any possible bystanders about the rodent contral campaign
-
yd

- The product information (f.e. label andfor leaflet} shall clearly show that the product shall onfy be supplied te trained professicnal users holding certification demonsirating compliance with the
applicabie training requirements (e.g. "for trained professionals only".

- Do not use in areas where resistance to the active substance can be suspected.
- Praducts shall not be used beyond 35 days without an evaluaticn of the state of the infaslation and of the efficacy of the treatment unless authonsed for permanent batting treatments.

- Do not rotate the use of diferent anticoagulants with comparable or weaker potancy for resi: ce man nt purp For rotational use, consider using a non-anticoagulant rocenticide, if
available, or a more potent anticoagutant.

- Da not wash the bait stations er utansils used in covared and protected bait poinls with water between applications,

- Dispose dead rodents in accerdance with local requirements.

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

- This prédum contains an anticoagulant substance. If ingested, symptoms, which may be delayed, may include noseblesd and bleeding gums. In severe cases, there may be bruising and
btoad present in the fasces or urine.

- Antidate. Vitamin K1 administered by medical/veterinary persocnnel only.

- It case of:

- Demal exposure, wash skin with water and then with water and soap,

- Eye exposure, rinse eygs with eyes-rinsa liguid or waler, keep ayes lids apen at laast 10 minutes,

- Cral exposure, rinse mouth carefully wilh water. Never giva anything by mouth ta unconscicus persen, Da not provake vomiting. If swallowad, seek medical acvice immediately and show the
product's container or label. Contact a veterinary surgeon in case of ingestion by a pet

- Bait stations must be labelled with the following informalion "¢o not move or open'”; "contains a rodenticide”, "product rame or authorisation number”; “active substance(s)” and "in case of
incident, call a poisen cantre

- Hazardous to wildlife.

5.4, Instructions for safe disposal of the product and its packaging

At the end of tha treatment, dispose the unealen bait and the packaging in accordance with local requirements

5.5. Conditions of storage and she!f-life of the product under normal conditions of storage

- Store in adry, coal and well ventilated place. Keep the container closed and away from direct sunlight.
- Store in placos prevented from the access of children, birds, pets and farm animals.
- Shaff life: 24 months

6. Other information

- Because of their dplayed made of action, anticoagulant rodenticides may take from 4 to 10 days to be effectiva aiter effeclive consumption of the bait.
- quenls can be disease carriers. Do not toueh dead rodents with bare hands, use gloves or use tools such as tongs when disposing them.
- This product contans a bittering agent and a dye.

11/10/2018, 1
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from 1.5 - 10 10 kg single inner plastic bags of up to 10 Kg each
Carton + Piastic compasite
Prefabricated bags or serial produchon bags , hoth thermal welded
Professional, trained professional
Yes
Labelled or Printed Cardboard with inner plastic liner
1.5-10 kg single inner plastic bags of up 1o 13 Kg each

\.,E\ahrmn + Plaslic composite

- .E;gefa;bﬁcaled cardboard

Profagsional, trained profassional

4.1.1. Use-specific instructions for use

The bait stations should be visited at least avery 2 to 3 days at the beginning of the treatment and at laast weekly afterwards, in oRler to sheck whether the bait is accapted, the bait stalions are

irtact and to remove rodant bogies. 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 diract or indirect effects, first aid instructions and emergency measures to protect the environment

When placing bait stations dose to water drainage syslems, onsure 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 sheif-life of the product under normal conditions of storage
Shelf fife: 24 months

4.2. Rats - professionals - indoor

PT44 - Rodenticides (Pest control}

Product type(s)
Where retevant, an exact Nat relevant for redenticides
description of the authorlsed use
Field{s} of use Indoar
Indoor
Category{ies) of users Industral, Professional -
1 + e
isms Scientiflc name C 1name  Dev lopn a'élult [-]
Toyaet organis Ratlus norvegicus  Brown rat juveniles ta
Rattus rattus Roof rat juveniles to adult
_ Application method{s}
" -Method Bait application
L !}escﬂpllon Ready-to-use bail to be used in tamper-resistant bait stations
e
ini i i i ould be of & meters.
60-100g of bait per bait pofnt. If more than one bail station is needed, the minimum distanca between hait stations sh
Rate: -
Dilution: 0%
. fini i i i Id be of 5 meters.
Timing: If mere than ane bait station is needed, the minimum dislance between bait stations shou

Pack sizes and packaging material

Bait product of 10 or 20 gr units
Minimum pack size of 1.5 kg up t0 25 kg.

i i i 0kg.
Where applicable package is restricted 10 saparately packed bags with & maximum bag size of 10 kg

Type of packaging
Slzeivolume of the pachaging
Material of the packaging

11/10/2018, 1
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Type and material of closiure(s)

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

Wi

Compatibiiity of the product with the proposed p gingr jals {Yes/No)
t abelled or Printed Eottle

trom 1.5 Kg- to 5 kg

Plastic composite (HDPE)

Bottle sealed

Professional, irained professional

Yes

Labelled or Printed Bag/Sack

from 1.5%g - to 25 %g

Plastic composite

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

Yes

Labelied or Printed Bag/Sack - with Inner ptastic lines

from 3.5 Kg « to 10 kg - max size inner liner 10Kg

Plastic compasite

Prefabricated bags or serial production bags , beth thermal welded
Professional, trained professionat

Yes

Labelted Plastic Bucket

from 1.5 Kg -0 25kg

Labeiled plastic {(HDPE) bucket

Reclangular or iruncated ¢one bucket sealed
Professienal, trained professional

Yes

LabslledPlastic Bucket- with inner plastc liner

s

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

‘W

Labefled plastic (HDPE} bucket

Rectangular or truncated cone bucket seated

Professional, trained professional

Yes

Labelled or Printed Carton sachet with plastic inner finer

from 1,5 - to 10 kg single iner plastic bags of up ta 10 Kg each
Cartan + Plastic compesite . ’/:3
Prefabricated bags or serial production bags, both thermal welded 7 -
Professional, trained prafessicnal
Yes

Labelled or Printed Cardboard with inner plastic finer
1.5-10 kg single inner plastic bags of up to 10 Kg each
Carton + Plastic compasite

Prefabricated cardooard

Professional, trained prafessional

Yes

4.2.1. Use-specific instructions for use

The bait stations should be visited at feast every 5 to 7 days at the beginning of the treatmerit and at least weekly sfterwards, in order to check whether the bait is accepied, the bait staliens 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 particuiars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment

Whan placing bait stations close te water drainage systemns, ensure that bail conlact with waler is avoided.

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

11/10/2018, i
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