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DIREZIONE GENERALE DEI DISPOSITIVIMEDIC'EDEL
SERVIZIO FARMACEUTICO e
Uflicio I - Affuri Generali e Prodotti di interesse sanitario diversi dai dispositivi medici 7
viale Giorgio Ribotta 3 - 00144 Roma

‘/sza%%-e DGDI\/FI\/DS P

_ Spett.]
Class. : 1.5.1.d.2/2018/1174 FIE‘,BRBi s.r.l

Allegati: 1 decreto + 2 ALLEGATI

viale Primo Maggio
64023 Mosciano Sant’Angelo (TE)

OGGETTO: Prodotti biocidi: FERBLOCK BROMA 50 + altri 3.
Trasmissione decreto di autorizzazione dei seguenti prodotti biocidi: FERBLOCK BROMA 50,
DODARAT BLOCK PRO, OMNIRAT BLOCK PRO, ASKARAT BLOCK PRO.

Si trasmette in gallegato il D.D. del ’ ......... relativo al prodotto biocida indicato in oggetto,
aut. n° IT/2018/00 508 /AUT.

Si ra'rhmenta, inoltre, rfihe codesta Societa ha I’obbligo, ex art. 5 del decreto del Ministro della Salute del 10
febbraio 2015 recante: “Dis¢iplina dell'iter procedimentale ai fini dell'adozione dei provvedimenti autorizzativi da
parte dell'autorita- comp: fonte previsti dal Regolamento (UE) n. 528/2012 del Parlamento europeo ¢ del Consiglio
del 22 maggio 2012 relativo alla messa a disposizione sul mercato e all'uso dei biocidi” (G.U. Serie Generale , n. 106
del 09/05/2015), di adeguare autonomamente gli stampati del prodotto alla vigente normativa in materia di

etichettatura ¢ alle sue eventuali modifiche.”

IL DIRETTORE DELL*UTFICIO I
dr.ssa Paola D’ Alessandro
f{ \‘3 Uy J&M
1219

referente tecnico: Raffaella Perrone
tel. 06 5994 2520; e-mail: r.perrone@sanita.it

referente amm,vo: Emanuele Marco Mongiavi
tel. 06 5994 2606; e-mail: em.mongiovi@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 DAI DISPOSITIVI MEDICI

D.G.D.M.Ff15:1.d.2/2018/1175
IT{[ZO]Q/OO /AURF

|l DIRETTORE
VISTO [art. 15 della legge 6 agosto 2013N\g-97, recapte “Disposizioni per I’adempimento degli
obblighi derivanti dall’appartenenza dell’Italia & FhTone europea” — Legge europea 2013;
VISTO il Regolamento (UE) n. 528/2012 del 12 maggio 2012 del Parlamento Europeo e del
Consiglio, relativo alla messa a disposizione sul mercato ¢ sull’uso dei biocidi;
VISTO il Regolamento di esecuzione (UE) n. 414/2013 che fissa la procedura di autorizzazione di
uno stesso biocida, conformemente alle disposizioni del regolamento (UE) n. 528/2012 del
Parlamento europeo e del Consiglio;
VISTO il regolamento di esecuzione della Commissione del 25 luglio 2017 n. UE/2017/1380, che
rinnova I’approvazione del BROMADIOLONE come principio attivo destinato all’uso nei biocidi
del tipo di prodotto 14;
VISTA P'istanza, di cui alla nota del | agosto 2018, con la quale la societa FERBI s.r.l., con sede
legale in viale Primo Maggio, c.a.p. 64023 Mosciano Sant’Angelo (TE), ha chiesto I’autorizzazione
del prodotto biocida denominato: FERBLOCK BROMA 50, DODARAT BLOCK PRO, OMNIRAT
BLOCK PRO, ASKARAT BLOCK PRO.
CONSIDERATO che la societa FERBI s.r.l. ha dichiarato che il prodotto FERBLOCK BROMA
50 & identico al prodotto “ACTIBLOCK-BROM? delia societa ACTIVA s.r.l.;
VISTA la documentazione presentata dalla societa instante;

-

DECRETA:
La socicta FERBI s.r.L ¢ autorizzata a mettere in commercio il prodotto biocida con le seguenti
caratteristiche:

DENOMINAZIONE FERBLOCK BROMA 50
DODARAT BLOCK PRO
OMNIRAT BLOCK PRO
ASKARAT BLOCK PRO

TITOLARE DELL’AUTORIZZAZIONE E | FERBI s.r.L viale Primo Maggio, cap 64023
RESPONSABILE DELL’IMMISSIONE SUL | Mosciano Sant’Angelo (TE)
MERCATO

= Sede legale

OFFICINE DI PRODUZIONE FERBI s.r.l viale Primo Maggio, cap 64023
Mosciano Sant’Angelo (TE);
BABOLNA BIOENVIRONMENTAL
CENTRE LTD, Budapcét (Ungheria);
BIOSOL ITALIA SRI{:a:};Apr'iIia (LT) Italia;
COLKIM SRL, Ozzanc_\iig:lell’Emil‘:ia (BO) -
Ttalia; N

<
S




D’ORTA SPA, Pozzuoli (NA) Italia;
G.M.B. INTERNACIONAL S.A. . Valencia
(Spagna),

INDUSTRIAL CHIMICA SRL, Arre (PD)
Italia;

REA SRI., Marcianise (CE) Italia

VEBI ISTITUTO BIOCHIMICO SRL,
Borgoricco (PD) Italia

‘blocchi paraffinati pronti all’uso da 20g

ciascuno

CATEGORIA DI UTILIZZATORI

Professionisti e professionisti formati

STABILITA’ PRODOTTO

24 mesi

NUMERO DI AUTORIZZAZIONE

IT201800508 /aut £ 5 FEE, 207)

SCADENZA AUTORIZZAZIONE

31 dicembre 2022

COMPOSIZIONE DEL PRODOTTO

Vedi allegato 1 (dato confidenziale )

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 Cémmissione del 18 aprile 2013,
possono essere apportate dalla societa titolare autonom_a@:c_m}é’/ sotto la propria responsabilita.
(allegato). L’esatta denominazione del biocida dovra 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 il termine di centoventi giorni.

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

Roma, 1t 9 & rpp 2013

RP/EMM

o, A

IL DIRETTO L"-U}FICIO ]
(dott.sa Pady Igssandro)

L

/-

r

SOSTANZA ATTIVA BROMADIOLONE

PT 14 i

DESCRIZIONE PRODOTTO Esca rodenticida pronta all’uso in forma dj pas't\'g;) o
fresca g

CONFEZIONI/TAGLIE A partire da 1,5kg fino a 25kg, contenenti
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Pagina 2 di 13

1. Administrative information

1.1. Trade names of the product

Marketarea  Trade name(s)

Haly DODARAT BLOCK PRO
Haly ASKARAT BLOCK PRO
Ity OMNIRAT BLOCK PRO
Italy FERBLOCK BROMA 50

1.2, Authorisation holder

Authorisation number

Not defined

Date of the authorisation

Not defined

Expiry date of the authorisation
Not defined

Name and address of the Name Mot defined
autherisation holder Address Not defined

1.3. Manufacturers of the product

Name of the manufacturer FERBI Sl
Address of the manufacturer Viale | Maggic 64023  Mosciane Sant'Angelo (TE) Haly
Location of manufacturing sites FERBI Sr .- Viale i Maggio 64023  Mosclano SantAngalo (TE)  flaiy

BABOLNA BIOENVIRONMENTAL CENTRE Lid. - X. Szilldsu. 6 H-1107 Budapest  Hungary
BIOSOL ITALIA S.r.l - Via Netlunensa Km 23,400 84011 Aprlia (L) ltaly

COLKIM B¢, - Via Piemente 50 40064  Ozzano deli'Emilia (BO] taly

D'GRTA 8.p.A. - Via Provinciale Planura, Loc. S. Martino 18 80078 Pozzuol (NA)  Raly
G.M.B. INFERNACIONAL S.A. - Avenida da |a Cava 144 46940 Manises, Valencia Spain
INDUSTRIALCHIMICA S7. - Vig Sorgaghia 28 35020  Ame (PD)  ltaiy

REA Sl - SS87 Km20700 81025  Mavcisnise {CE)  Haly

VEBHSTITUTC BIOGCHIMICO S.r). - Via Dasman 43 35010 Dorgoricca (PD)  ltaly

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

Name of the manufacturer Activa S
Address of the manufacturer Via Fellre 32 26132  Milan  faly
Location of manufacturing sites TezaSriviaTre Ponli22 37050 S Mavia 6i Zevio kaiy

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

BAS EC CAS Gommon name IUPAC name Function Content
number number numbar Eromadiolone 3-[3-(4'—Emmo{1.1'-biphenyl}-‘«-yl)-a-nydroxw~phenyipropyl}4-hydroxy-2H-1- Active
12 249-206-9 26772-56-7 Senzopyran-2-one Substance
- 1305-62-0 calcium oL stabifizes
hydroxide A AT AT .

2.2. Type of formulation
RB - Bait (ready for use)

3. Hazard and precautionary statements

Hazard statements May damage the uaborn child.
Causes damage 1o organs BLOCD through prelonged or repeated

@YPOSUFE .

Precaufionary statements Keap out of reach of
chidren.

Do not

handie untll all safety precautions have been read and
vndersiood.

Wsar

prolectve

gloves

|F exposed of concerned: Get medical advice.
Dispose of confents io in

accondance with national and infernational
mguinons,

rlhis CFR C oy EImN

0 118 105923 508 9
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Summary of product characteristics for a biocidal product

file:///C:/Users/c.ciocca-esterno/Downloads/spc_ FERBLOCK%20BROMA%2050_1...

18/01/2019

o




Pagina 3 di 15

: 4. Authorised use(s)

4.1. House mice - professional - indoor

Product type{s) Pi14-
Rodenticides (Fest control)

Where relevant, an exact Mot retevant for redenticides
description of the authorised use

Fleld(s) of use Indoar
indoor
Category(ies) of users Industrial, Professional
Target arganisms Scientific nama  Common name  Development stage
. Mus musculus House juvenites to
AR mouse adults
Apglication methodis}
St
Mathd Hail application
Des iption

Ready-to
use bait to be used in lamper-resistan bait stalions

Rate: 40 gr of bail per ba#t point. if more than one

bait station is needed, tha minimum distance between bail stattons should be of
& meatres
Dilution: 0%
Timing:
it
more than ane bait station is naeded, the minimum distance between batt stalions
should beof 5
metres

Pack tizes and packaging material Bait product of 20 gr
units

Minimum pack size of 1 Skgup te 25 kg.

Where

applicatle package is restncted to separately packed bags with a maximum bag
size of 10 kg.

Packaging materiat: plasiic composite-triple layer
{polyesies PET matipolyethylene)

Type of packaging

N Sizefvolume of the
packaging

Material of the
packaging

Type and material of
closura(s}

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

Cormpatibility of the praduct with
the proposed packaging materfals (Yes/No)

Labelled ar
Printad Bag/Sack

from 1.5Kg -1025
kg

Plastic composite

Prefabricated bags
or seriat production bags , both thermal weided

Professional,
trained professional

Yes

Labelted or
Prinled Bag/Sack - with Inner plaslic liner

from 1.5 Kg - 1g
10 kg - max size inner liner 10 Kg

Plastic
composite

Prefabricated bags or serial production bags ,
baih thermal welded

Prafessional, trained
professional

Yes

Labetled plasiic (HOPE})
bucket

from 1.5 Kg -to 25 kg

Labelled !
plastic (HDPE) bucket

Reclangular or fruncated cone bucket
seated

Professional, lrained
professional

Yes

file:///C:/Users/Mongiovi'/AppData/Local/Microsoft/Windows/Temporary%20Interne... 03/12/2018




Labelted plastic {HDPE}
bucket- with maer plastic liner

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

Labeled plastic {HDPE)
bucket

Rectangular or iruncated cone bucket
sealed '

Professional, iraned
professional

Yes

Labelled or Printed
Carton sachet with plastic inner liner

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

Carton +
Piaslic composite

Prefabricated bags or seral production
bags , both thermal welded

Praofessional, trained
prefessional

Yos

Labelted or Printed
Cardboard with inner plashe liner

1,510 kg
single inner plastic bags of up to 10 Kg =ach

Carton +
Piastic composiie

Prefabricated
cardboard

Profassional. trained
professional

Yes

4.1.1. Use-specific instructions for use

The bail stations should be visited at

least every 2 to 3 days al lhe beginning of the trealmeni and al leasi weekly

aflerwards, in order lo 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 protect the environment
When

placing bail stations close to water drainage systems, ensure that bail contact

wilh waler is avoided.

4.1.4. Where specific to the use, the instructions for safe disposal of the preduct and its packaging

T
4.1.5. Where specific o the use, the conditions of storage and shelf-life of the product under normal conditions of storage . ;
shalf life: 24 monihs ] = ‘,:p
N ;
4.2. Rats - professional - indoor . ‘ 371
L e
Product type{s) PT14 - , . : b
Rodenticides (Pest control} K .} Ej’
T e

Where relevant, an exact Net relavant for rodenticides
description of the authorised use

Field{s} of use Indoor
indaor
Category(ies} of users Induslrial, Professional
Target organisms Scientific name Commen name  Development stage
Rallus norvegicus  Brown juveniles to
rat adults
Rallus Raof other juveniles 1o
rattus rat adults

App¥cation method{s)

Method Bail application -
Description
Ready-to
use bail to be used In tamper-resistani bait stations
Rate: 60-100 gr of bait per bait peint. if more than one
bait station is needed, the minimum distance between bail siatiens should be of
5 melres
Dilution: 0%
Timing:

if

mare than one bait station is needed, the minimum distance between bart stalions
should be of 5

metres

Pack sizes and packaging material  Bail product of 20 gr
units

Minimum pack size of 1.5 kg up 1o 25 kg.
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2 Where
applicabls package is restricied to separaiely packed bags wih a maxirmm bag
sizm of 10 kq. .
I
Pachaging material; plastic posite-iripte layer :

{patyesterf PET met'polyeihylene)
™y

Type

of packaging

|
Slfoiolume af the I
‘pathnging |

|

athrial of the
\{s‘aékaglng
2

, #Type and material of
+7 closure(s)

Intended user {e.g. professional,
non-professional}

Compatibllity of the praduet with
the propesed packaging materials (Yesfo)

Labelled or
Prinled Bag/Sack

from 1.5 Kp - to 25 ’ : |
kg .

Plastic compesie

Prefabricaled bags
or sarisl procuction bags . both thermal weided

Professional,
trained professional

Yes

Labelied or
Printed BagrSack - with Inner plastic finer

from 1.5Kg - to
10 kg - max skze inner Ener 10 Kg

Plastic
camposie

Prefabricated bags or aerial production bags ,
beth thermal weided

Professional, tralned
professional

Yes

Labelied plastic (HOPE}
bucket

from 1,5 Kg -10 25 %g

Labelled
plastic (HDPE) buckst

Reclangwar or iruncated cone bucke!
sealed

Professional, trainad
professlonal

Yes

Labealled piastic (HOPE)
bucked with inner plastic liner

frorm 1.5 - 10 10 kg - max
size inner iner 10 Kg

Lubefted plastic {HCPE)
bucket

Rectanguiar or tuncated cone buchel
senled

Professional, trained
professional

Yea

Labeiled or Printad
Carton sachel with plastic inner liner

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

Carton +
P1astic composite

Prefabricated bags or serial production
bags , both ihermal waidad

Professional, trained
professianal

Yes

Labefled or Printed
Cerdboard with Inner plasiic liner

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

Carlon +
Plastic camposite

Prefabricated
cardboand

oL
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Professional, trained
professicnal

Yes

4.2.1. Use-specific instructions for use

The bait stations shoutd be visited at

leasi every 5 to 7 days at the beginning of the treatmenrt and at leas® weekly
afterwards, in arder to check whether the bait is aceepted, the bait stations
are intacl and to remove rodent bodies. Re-fill bait whan necassary

5

4.2.2. Use-specific risk mitigation measures !.»' .
4.2.3. Where spacific to the use, the particulars of {ikely direct or indirect effects, first aid instructions and emergency measures to protect the environmer}tvfﬁ
When _ };,—_g/

placing bail stations close to water drainage systems, ensure thal bail contact
with water is avoided.

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

4.2.5, Where specific to the use, the conditions of storage and shelf-life of the product under normal conditions of storage -

shelf ife 24 months

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

Product type(s) PT14 - Rodenticides (Pest
control)
‘Where relevant, an exact Not
description of the authorised use refevant for rodenticides
Field{s} of use Outdoor
autdoar around
building
Category(ies) of users Industrial, Professional
Target organisms Seientific name Common name Development stage
Rattus norvegicus  Brown juveniles o
rat adulls
Rattus Roof other juveniles to
rattus rat adulls
Mus House juveniles to
musculus. mouse adults

Application method(s)

Methad Bail applicatan

Description
Ready-to
use batt tc be used in tamper-resistant bait stations

Rate: House mouse 40 gr of bait per bait point. Rats:
60-100 gr of bait per bait poinl. if more than one bart station is needed the
minimum distance between bail siations should be of 5

melres
Diluti a% Iy,
. ilution: 1
: ’ ¥ - M
. Timing: 4 i3
if .
mare than one bait station is neaded, the minimum distance between bait stations S s
should be of 5 ) .
meires

Pack sizes and packaging material Bait product of 20 gr
units N

i 1)

Minimum pack size of 1.5 kg up lo 25 : b -
kg.

g a—

]

a maximum bag size of 10 kg.

I Where applicable package 1s restricted to separately packed bags with
Packaging material plastic
compaosite-triple layer [polyester/ FET

. metipolyeihylene)

! Type of packaging

Sizefvolume of the
packaging

Material of the
packaging

Type and material of
closure(s)

Intended user (e.g. professi I
non-professional}

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

Labelied or
Prinlad Bag/Sack

from 1 5 Kg-1025
kg

Plastic composite

Prefabricated bags
ar serial production bags , both thermal welded

Professional,
trained professional

Yes

Lakelled or
Printed Bag/Sack - with Inner plastic liner
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B from 1.5 Kg - to
10 kg - max size inner liner 10 Kg

Plasic
composile

Prefabricated bags or serial preduction bags ,
both thermal weldad

Professional, rained
professional

Yes

\Labelied plastic (HDPE}
+Ybugket

3t
Yem 15 Kg -le 25 kg
]

, Labelied
¥ Piastic {HDPE) bucket
-Ggedangular or truncated cone bucket

/ sealed

Professional. trained
prefessianal

Yes

Labelled plasti: {HDFE)
bucket- with inner plastic iner

from 1.5 - 1o 10 kg - max
size inner iner 10 Kg

Labelled plastic (HDPE)
buckel

Rectangutar or truncated core bucket
sealed

Prolessional. {rained
professicnal

Yes

Laballed or Printed
Carton sachel with plastic inner liner

from 4,5-ta 10 kg
singte inner plasiic bags of up to 10 Kg each

Canon +
Plaslic compaosite

Prafabricated bags or sernial production
bags , both thermal wetded

Professicnal, trained
professional

Yes

Labelled or Printed
Cardboard with inner plastic Ener

1510kg
single inner plastic bags of up ta 10 Kg each

Carton +
Plastic composite

Prefabricated
cardboard

Professional, trained
professional

Yes
4.3.1. Use-specific instructions for use

- Protect bait from the a'mospheric
corglitions (@ g. rain, snow, etc] Place the bail siations in areas not liable
to flooding.

- The bail stations should be visited [for mice - a

least every 2 to 3 days at] [for rats - only 5 to 7 days after] the beginning of

tha lreaiment and at leasl weekly aflerwards, in order to check whether the bait
is accepted, the bait stalions are infacl and 1o remove rodent bedies. Re-fill

bait when necessary.

- Replace any bait in a bail siation in which

bait has been damaged by water or contaminaled by

dird

4.3.2. Use-specific risk mitigation measures

Do

not apply this produc diracity 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 stations close to surfaca waters (8.9. rivers, ponds, water

channels, dykes irdgation ditches) or water drainage systems, ensure ihat bait

contact with waler 1s avo dad.

4.3.4, Wherte specific to the use, the instructions for safe disposal of the product and its packaging

4.3.5. Where specific to the use, the conditions of storage and shelf-life of the product under normal conditions of storage

shelf life months

4.4. House mice and rats - trained professionals - indocor
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Prodyet type(s)

Where relevant, an exact
description of the authorised use

PT14 - Rodenticides (Pest
contral)

Not
relevant for rodenticides

Field{s) of use Indaor
indoor
Categorylies) of users Trained
professional
Target organisms Scientific name Commonname  Development stage
Rattus ratius Roof elher juveniles to
rat adutts
Rattus Brown Juvenites to
norvegicus ral adults
Mus House juvenites to
muscutus mouse adults
Application method(s)
Method Bait application
Descripticn
Ready-to-use
bail te be used in tamper-rasistant bail slations or covered and protected
bailing points as lang as they provide the same level of protectian for
nan-iargel species and humans as lamper-resistani bait
stations
Rate: Bait products: - High infestation:

{60-100) g of bait per baiting point. - Low infestation: (40-80} g of bail per
baiting poini. Permanent bating 60-100 gr of bait per baifing

peint
Ditution:

Timing:

Pack sizes and packaging material

Minrimum pack size of 1.5 kg up to 25
kg.

%

Bait
producis. - High infestation: {80-100) g of bail per baiting point - Low

infestation: {40-60) g of bait per baiting peint, Permanent baling 60-100 gr ot

bait per bailing
poinl

Baft product of 20 gr
units

Where applicable package is restricted lo separately packed bags with

a maximum bag size of 10 kg.

Packaging material, plaslic

composiie-triple layer (polyaster! PET

melipolyethylans)
Type of packaging

Sizefvolume of the
packaging

Material of the
packaging

Type and material of
closure{s)

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

Cempatibility of the preduct with

the propased packaging materials (Yes/No)

Labelled or
Printed Bag/Sack

from 1.5 Kg - o 25
kg

Plaslic composite

Prefabricated bags

ar serial produckon bags , both thermal welded

Professicnal,
tratned professional

Yas

Labelled or

Printed Bag/Sack - with Inner plastic liner

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

Plastic
composita

Prefabricated bags or senal production bags ,

both thermal welded

Professional, trained
professional

Yes

Labelled plastic (HDPE)
buckel

froem 1.5 Kg -to 25 kg

Labelled
plastic (HDPE) bucket

Rectangular or truncated cone buckel
sealed

Professionat, irained
professional
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Yes

Lakelled plastic {HDPE)
bucket- with inner plastic liner

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

Labelled plastic (HDPE)
buckal

Rectangular or truncated cone bucket
sea'ed

Professional, trained
professional

Yes?

-
quéllu‘ld or Printed
Caren'sache‘l wilh plastic inner liner

from 1,53 - 1o 10 kg
sirigfe fnner plastic bags of up fo 10 Kg each

'
“Earton +
Plastic composita

Prefabricated bags or seriaf production
bags , both thermal welded

Professional, trained
professional

Yes

Labellag or Printed
Cargboard with inner plaslic liner

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

Carton +
Flastic composite

Prefabricated
cardboard

Professional, trained
professional

Yes

4.4.1, Use-spacific instructions for use

Remove the remaining product at the
end of treatrnent period.

For permanent baiting:

Where

possivle, it is recemmended that the treated area is revisited evary 4 weeks at
the latest 1n order to avoid any sefection of a resistant peputation. Follow any
additional instructions provided by the relevant code of best

practica.

4.4.2. Use-specific risk mitigation measures

Where possible, prior to the treatment inform any possible bystanders {e.g.

users of the treated area and therr suroundings) aboul the rodeni controt
campaign {in accordance with the applicable code of geod pracuce, if any).

- Consider preventive conirol measures {e.g. plug holes, remove potential food
and drinking as far as possible) to improve producl inlake and reduce the
likefihood of reinvasion,

- To reduce rigk of secondary poisoning, search

for and remove dead rodents dunng treatment al frequent intervals, in Fne with
{he recommendations provided by the relevant code of best practica. - Do nol use
ihe preduct in pulsed baiting treatments

- Products may only be used in
permanent treatments ai these siles with a high potertial for reinvasion when
other methods ¢f control have proven insufficient.

In case of permanent
baiting:

Permanent bailing is striclly limited to sites with a high

potent:al for reinvasion when other methods of contro! have proven insufficient.
The permanent baiting strategy shall be paricdically reviewed in the context of
integrated pest management {{PM) and the assassment of the risk for
re-infestation
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4.4.3. 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 peinis close 1o waler drainage sysisms, ensure that bait contast
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

sheff life 24
manths.

Use spacific condilions of storage and shelf-life of the producl

under normal conditions of storage are not necessary when conditions of storage
and shelfiife of the product under narmal condilions of slerage, as datailed in
the seclion “Ganeral directions for use (raingd professionals)”, ars

implemented.

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

Product type(s} PT14 - Rodenticides {Pest
controly
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Common hame
Root

rat

Brown

rat

House

Where relevant, an exact Not
description of the autherised use relevant for rodenticides
Field(s) of use Outdoor
cutdoor around
buildings
Categorylies) of users Tsained
professional
Target organisms Scientific name
Rattus rattus
Rattus
norvegicus
Mus
musculus

Application method{s)

Method Bait application

Description

Ready-lo-use

mouse

Development stage
other juveni'es to
adults

juveniles to

adults

juveniles to

adults

bait to be used in lamper-resistant bait stations or covered and protected
bailing pofnts as long as lhey provide the same level of protection for
nen-larget species and humans as tamper-resistant bait stations

Rate: Bait products: - High infestation: (60-100} g of
bait per baiting point. - Low infestation: {40-60) ¢ of bait per bafting point.

Permanent baling 60-100 gr of bait per baiting
paint
Dilution: 0%

Timing:
Bail

producls: - High infestation: (60-100) g of bait per baiting poinl - Low

infestation: (40-60) g of bail per baiting point. Permanent batng 60-100 gr of
bait par baiting

point

Pack sizes and packaging material Bait product of 20 gr

unis
Minimum pack size of 1.5 kg up to 25 kg,
Where

applicable package is restricted 1o separately packed bags with a maximum bag

siza of 10 kg.

Packaging material: plastic compesite-iriple layer
{polyester PET melipolyethylene)

Type of packaging

Sizeivolume of the
packaging

Material of the
packaging

Type and matenia) of
closures)

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

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

Labelled or
Printed Bag/Sack

from 1.5 Kg - to 25
kg

Plastic composite

Prefabricated bags
or serial production bags , bath thermal welded

Professitnal,
trained professional

Yes

Labelled or
Pnnted Bag/Sack - with Inrer plasiic liner

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

Plastic
composita

Prefabricated bags or serial production bags ,
both thermal welded

Professional, irained
prefessional

Yes

Labelled plastic {HDPE)
bucket

fram 1 5 Kg -0 25 kg

Labelied
plastic {HDPE) bucket

Reciangular er iruncated cone bucket
sealed

Professicnal, trained
professional

Yes
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LabelledFlastic Bucket- ‘
with inrer plaslic liner

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

Labelled plastic {HDPE)
fuckat

Rectangular or truncated cone bucket |
sealed ‘

P{gfassinnal, trained
professional

Yes \
™y
Labetled or Printed
Garlan 'sachet wiih plastic inner liner

s
frem 1,5- 10 10%g
single inner plastic bags of up to 10 Kg each

Carton +
Plastic compesile

Prefabricated bags or serial production
bags , both thermal welded

Professional, trained
professional

Yes

Labelted or Printed
Cardboard with inner plastic liner

1,510 kg
single inner plastic bags of up tc 10 Kg each

Carton +
Plastic compasite

Prefabricated
cardboard

Pmfessional, trained
profassional

Yes

4.5.1. Use-specific instructions for use

Remove the remaining produd at the
end of treatment perod

For permanent bailing:

- Where
possible, it is recommended that the treated area is revisited avery 4 weeks at
the lztesi in order ta avoid any selection of a resistant population.

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

For application in covered and protected bail points:

For cutdaor use, bafting poinils must be covered ard placed in strategic sites (o
minimise the exposure to non-larget species.

- Follow any additfonal
instructions provided by the refevant code of best prachce.

4.5.2. Use-specific risk mitigation measures

Where passible, pricr to the trealment inform any possible bystanders (e.g
users of the treated area and their surroundings} about the redent control
campaign {in accardance with the applicable code of good practice, i
any]

- Consider prevenlive control measures {e.g. plug holes, remove
potential food and drinking as far as possible) to improve preduct intake and
reduce the fikelihood of refnvasicn.

- To reduce risk of secondary

prisoning, search for and remove dead rodents during treatmeni at frequent
intervals, in line with the recommendations provided by the relevant code of
basi pracice.

- Do not use the product m pulsed bating
treatments.

-do nol apply this product direclty in the bumrows

Products may only be used in permanent trealmenis al those siles with a high
polentral for reinvasion when other metheds of conirol have proven
insuficient

in case of permanent baiting:

- Permanent baiting is

strictly kmited to sites with a high potential for reinvasion when other
metheds of contral have proven insufficient. - The permanent bailing strategy
shall be paricdically reviewed in the context of integrated pest management
(IPM} and the assessment of the risk for re-miestation

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

placing bail points close to surface waters (e g nvers pands, waler channels,

dykes, fmigation ditches) or waler drainage systams, ensure that bail contact

with waler is avoided

4.5.4. Where specific to the use, the instructions for safe disposal of the product and its packaging
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4.5.5. Where specific Io the use, the conditions of storage and sheff-life of the product under normal conditions of storage -

shelf life 24
months.

4.6. Rats - Trained professionals - outdoor open areas

Proguct type(s) PT14 - Rodenticides (Pest
control}
Where relevant, an exact MNol
description of the authorised use relevant for redenticides
Field(s) of use Quidoor
ouldoor open
areas '
Category{ies) of users Trained
professianal *
Target organisms Scientific name  Commeon name  Development stage
Rattus ratius Roof other juveniles o
ral adults
Rattus Brown juvenites to
norvegicus ral adults
Application method{s)
Method Bait application
Description
Ready-to-use
bait to be used in famper-resistant bait stalons ar covered and pratected
baiting points as long as they provide the same level of protection for
non-target species and humans as tamper-resisiant bait stations.
Rate: Bait products - High infestation: (§0-100) g of

bait per barting peint. - Low infestalion; {40-60) g of bait per baiting point.
Permznent baling 80-100 gr of bait per bailing
point

Dilution: 0%
Timing:
Bait
products: - High infestation (E0-100) g of bail per baiting point - Lew

infestalion: {40-80) g of bait per baiting point, Fermanent bating 60-100 gr of
bait per baiting
point =

n

Pack sizes and packaging material Bart product of 20 gr
units

Minimum pack size of 15 kg upte 25 kg,

Where

applicabls package is restricted to separately pecked bags wilh a maximum bag -,
size of 10 kg : .

Packaging material. plastic composile-nple layer
(palyester’ PET metipalyethylene) . -

Type of packaging

Sizelvolume of the” 0 -
packaging . .

Material of the
packaging

Type and material of R
closure(s)

intended user (e.g. professional,
non-professional)

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

Labelled or
Printed Bag/Sack

from 1.5 Kg - to 25
kg

Plastic composite

Prefabricated bags
ar serial production bags , both thermal weldsd

Professional,
trained professional

Yes

Labelled or
Prnfed Bag/Sack - wilh Inner plastic liner

from 1 5Kg-to
10 kg - max size inner liner 10 kg

Plastic
composite

Prefabricaled bags or serlal production bags ,
bolh thermal wetded

Professional, trained
professional

Yes

Labelled plastic (HDPE)
buckel

£
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from 1.5 Kg -ta 28 kg

Labelled
plastit {HDPE) buckel

Rectangular or fruncaled cone bucket
sealed

Professional, frained
professianal

Yes

Labelled plastic (HDPE)
*. buckett- with inner plashe Fner

+*rom 1.5 - 10 10 kg - max
- size inner liner 10 Kg

-
L§MIled plastic (HDPE)
Lhcket

fRectangular or truncated cone bucket
sealed

Prolessionat, trsined
professional

Yes

Labelled or Prirted
Carion sachet with plastic inner finer

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

Carton +
Plastic composile

Prefabricaled bags or serial production
bags , both thermal welded

Professional, trained
professional

Yes

Labelled or Printed
Cardhoard with inner plastic liner

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

Carton +
Plastic composite

Prefabricaled
cardboard

Professional, rained
professional

Yes

4.6.1, Use-specific instructions for use

Protect bait from the atmosphanc
conddions Piace the bait siations in areas not liable 1o looding.

Replace any bar in baiting points in which bail has been damaged by water or
conlaminated by dirt,
r Remove the remaining product at the end of
treatment perdod
i - Follow any addttional instruclicns providad by the
relevant code of best practice.

For pemanent
baifing:
- Where possible, it is recommended that the frealed area is

revisited avery 4 weeks ai {he latest in order to avoid any salechon of a
resistant population.

- Follow any additional instructions previded by
ihe relavant code of best practice.

Far apphcation in
covered and protected bait goints:

- Fer cutdaor use, baiting points must
be covered and plated in strategc siles io minimise the exposure 1o non-target
speciss.

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

4.6.2. Use-speclfic risk mitigation measures

Where possible, prior 1o tha treatment inform any possible bystanders (e-g.
users of the irealed area and their surroundings) about the rodent conirol
campaign [in acctrdance wilh the applicable code of good practice, if
any].

- Cansider preventive control measures {e.g. plug hofes, remove
potential food and drirking as far as possible) to improve product infake and
rectuce the likelihood of reinvasicn.

- To reduce risk of secondary
poisoning, search for and remove dead roders during treatment at frequent
intervals, in fine with the recommendations provided by the relevani code of

best practice.
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- Do not use the product in putsed baiting
frealments.

-do not apply this product direclty in the burrows

Products may only be used in permanent treaiments al those sites with a high
putential tor reinvasion when other methods of onirol have proven
msufficient

In case of permaneni baiting:

- Permanent baiting is

strictly limited to sites with a high potential for reinvasion when other /2
methods of control have proven insufficienl. - The permanent bating stralegy !
shalt be penodically reviewad in the context of integrated pest management ! L
{IPM) and the assessment of the risk for re-infestaticn ¢ -

. C o F -

. N -
4.6.3. Where specific to the use, the particufars of likely direct or indirect effects, first aid instructions and emergency measures to protect the enﬁwror}{genl
L
When br [=3
plagng bait points close 1o surface waters (e.g. rivers, ponds, waler channels, o
dykes, irrgation 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 dispesal 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 nommal conditions of storage

shelf lite 24
months

5. General directions for use

5.1. Instructions for use

- Read and fellow the product
informatian as well as any infarmatien accompanying ihe product or provided at
the point af sale before using il.

- Carry out a pre-barting survey

of the infested area and an or-site assessment in order to identify ihe rodent
species, their places of aclivity and determina the likely cause and the exient
of the infestation.

- Remove focd which is readity attainable for

rodents (e.g. spilied grain or food waste). Apart from this, de nat clean up the
infesled area just before the treatment, as this only disturbs the rodent
population and makes bait acceplance mera difficult 1o achieve.

The product shauld only be used as part of an integrated pest management {IPM)
systern, including, amongst others, hygiene measures and, where possible,
physical methods of control.

- Consider preventive control measures {e.g. it
plug hales, rernove potential food and drinking as far as possible) 1o improve | B
product intake and reduce ihe likelihood of reinvasion. FER
- Bait stations -
should be placed in the immediate vicnity of places where radent activity has :
been previously observed (e.g. Iravel paths, nesting sitas, faediots, holes, N . s
burrows etc.). : kY

- The producl should be placed in the immediate ‘

vicinity of places where rodent activily has bean previously explored (&.9.
Iravel paihs, nesting sites, feedlots, holes, burrows etc.).

‘Where possible, bait stalions must be fixed to the greurd or other structures.

- Bait stations must be clearly labelled ta show they contain
rotienticides and that they must nol be moved or opened (see section 5.3 for the
infarmatian to be shown on the label).

- Yhen the product i1s being

used n public areas, the areas treated should be marked during the ireaiment
period and a notice explaining the risk of primary or sacondary poisoning by the
anticaagulani as well as indicating the first measures to be laken in case of
poisoning must be made available akangside the bails.

- Bait should
be secured 56 that it cannol be dragged away from ihe bait
slalion.

- Place the praduct out of the reach of children, binds,
pets and farm animals and other non-target animals

- Place the
producl away from food, drink and animal feeding siuffs, as well as from
utensils or surfaces tha! have conlact with 1hese.

- Wear
protective chemical resistant goves (rubber) during praduct
handling phase

- Whian using the product do net eat, drink of
smoke. Wash hands and directly exposed sk.n after using the
preduct.

- The frequency of visils to the irealed area should be at

the discretion of the operator, in the light of the survey conducted al the
outset of the treatment. That frequency shouTd be consistent with the
resommendations provided by the relevant code of best pracice.

{f bait uptake is low relalive to the appareni size of the infestalion, consider
the replacemeni of bait points to further places and the possibility to change
to another bail formulation

- If after a trealmeni parod of 35
days baits are conlinued to be consumed and no dedline in rodent activity can be
observed, the likely cause has lo be determined. VWhere olher elemenis have been
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excluded, it is fikely that there are resislant rodent so consider the use of 3
non-anticoagulan radenticide, where available, or a more potant anticeagutant
rodenticide. Also consider the use of traps as an allernative control

measure.

- Remove the remaining bait or the bait stations al the
end of the reaiment period

5.2. Risk mitigation measures

- Where possible,
prior to the ireatmeni inferm any possible bystanders aboul the redenl cantrol
campaign

- The p.r:?ducl infermation {i.e. label andfor leaflet)

shafl ‘cleqny ghow that the product shall only be suppilied 1o trained
professional users halding cerfification demonstrating compliance with the
applicable training requirements (e g. “for trained professionals

DnIy’}V

r . . .
- D? fot use in areas where resistance (o the aclive
stance can be suspected.

-
- Products shall not be used beyond 35
days withaut an evaluation of the state of the infastetion and of the efficacy
of the treatment unless authorised for permanent bailing
treaiments.

- Oo not rotate the use of diferent anbicoagulants

with compargble or weaker polency for resisiance management purposes For
rotational use, cansider using a non-anlicoagulant rodenticida, if available, or
a more palent anticoagulant.

- Do net wash the bait stations or
utensils used in covered and prolecied bail points with water between
applications.

- Dispose dead rodents in accordance with local
requirements

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

This product

conlains an anlicoagulant substance. If ingested, symptoms, which may be
delayed, may include nasebleed and bleeding qums. tn severe cases, there may be
bruising and blood present in the fagces or urine

- Antidote.
Vitamin K1 administered by medicalivelerinary personned only.
In case of.

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

« Eye axposure, rinse eyes with eyes-rinse fiquid
arwater, keep eyes lids open ai least 10 minutes.

- Oral

exposure, finse mouth carefully with water. Never give anything by mouth to
unconscious person. Do rot provoke voriting. If swailowed, seek meadical advice
immediately anc show the product's eontainer ar label. Canfact a vetannary
surgeon in case of ingasiion by a pat

- Bail siations must be

labelled with the follawing information: "d¢ nal move or open™, “conlains &
rodenticide™ "praduct name of authorisation number”, “active substance(s)" and
"in case of incident, call a peisor cenire

- Hazardous 1o
wildfife.

"
5.4. Instructions for safe disposal of the product and its packaging

! Al the end of ihe treatment, dispase the
‘ uneaten bait and the packaging in accardancs with local requirements

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

Store in a dry, coot

and well venlilated place. Keep the container closed and away from direct

sunlight.

Store in places prevented from the access of children,

birds, pats and farmm animals. ‘
Shel life; 24 manths

6. Other information

Because
of their delayed made of action, anticoagutant rodenticides may take from 4 fo
16 days to be effeclive after effective consumption of the bait.

Rodents
can be disease cariers, Do not icuch dead redents with bare hands, use gloves
or use tacls such as tongs when disposing them.

This preduct contains a
brttering agent and a dye.
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