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OGGETTO: Prodotto biocida BRODITEC WB-25
Trasmissione decreto di modifica autorizzazione

Si trasmette, in allegato, il D.D. di modifica del =4 SET 2044 relativo al prodotto

biocida indicato in oggetto AUT. N. IT/2018/000481-0000/AUT.

Si richiama l'attenzione in merito a quanto disposto dal Regolamento (UE) 2016/1179 della
Commissione del 19 luglio 2016 recante modifica, ai fini dell’adeguamento al progresso tecnico e
« scientifico, del regolamento 1272/2008 del Parlamento europeo e del Consiglio relativo alla
classificazione, all’etichettatura e all’imballaggio delle sostanze e delle miscele, che trovera applicazione

nei tempi previsti dall’articolo 2 del medesimo regolamento.

“8§i rammenta, inoltre, che codesta Societa ha 1'obbligo, ex art. 5 del decreto del Ministro della
Salute del 10 febbraio 2015 recante: “Disciplina dell'iter procedimentale ai fim1 dell'adozione dei
provvedimenti autorizzativi da parte dell’autorita’ competente previsti dal Regolamento (UE) 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”™ (G.U. Serie Generale, n. 106 del 09/05/20135). di adeguare autonomamente
gli stampati del prodotto alla vigente normativa in materia di etichettatura e alle sue eventuali modifiche.”

T IL DIRETTOR, " UFFICIO
Dr.ssa Paolh D dro

Referente tecnico: Francesca Ravaioli (06.5994 3083
email: Fravaioli@@sanita.it

Referente amministrativo: D" Amico Nina 06.5994 3806
email: n.damicofdsanita.it
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DIREZIONE GENERALE DEI DISPOSITIVI MEDICI E DEL SERVIZIO FARMACEUTICO
Ufficio | — Affari Generali e prodotti di interesse sanitario diversi dai dispositivi medici
1.5.1.d.2/2012/1038
IT/2018/00481/AUT
IL DIRETTORE

VISTO I'art. 15 della Legge n. 97 del 06 agosto 2013 recante “Disposizioni per Fadempimento Jdeghi
obblighi derivanti dall’appartenenza deli Ttalia al!"Unione curopea — Legge curopea 20157
VISTOQ il Regolamento (UE) 528/2012 del Parlamento Europeo € del Consiglio del 22 maggio 2012
relativo alla messa a disposizione sul mercato e all’uso del biocidi;
VISTO il Regolamento di esecuzione del 18 aprile 2013 n.354/2013 recante il Regolamento sulle
modifiche dei biocidi autorizzati a norma del Regolamento (UE) n.528/2012 de! Parlamento Europeo e
del Consiglio;
VISTO il Regolamento di esecuzione (UE) 2017/1381 della Commissione del 25 luglio 2017 che rinnova
I*approvazione del BRODIFACOUM come principio attivo destinato all'uso nei biocidi del tipo di
prodotto 147; )
VISTO il decreto datato 8 marzo 2018 n.1T/2018/00481/AUT, con il quale questa amministrazione ha
autorizzato I'immissione in commercio del prodotto biocida denominato BRODITEC WB-25 esca
rodenticida in blocco paraffinato pronta all uso, per uso non professionale ¢ professionale (professionisti):
} ATTESO che la titolarita del biocida predetto é attualmente attribuita alla societa ZAPI S.p.A. con sede
- legale in Via Terza Strada 35026 Conselve Padova. Codice Fiscale n.01143740288:
VISTA I'istanza su Registro R4BP3 con case number be-PA039736-41 con cui la suddetta Socictd ZAPI
S.p.A. ha chiesto la modifica amministrativa dell*autorizzazione. relativa all’aggiunta dei nomi:
PROTEMAX BLOCCO BF, RODIMOND BF BLOCCQ. ALBAROD BF BLOCCO alle denominazioni g1a
precedentemente autorizzata del prodotto biocida BRODITEC WB-25, BRODITOP NEXT 25, BRODITOP
NEXT BLOCK 25, BRODITOP SENSITIVE BLOCK 25, ZED BF BLOCK 25. DEVILTOP SENSITIVE BLOCK 25.

RODIBROD SENSITIVE BLOCK 25;
VISTA la documentazione presentata dalla societa richiedente a sostegno della suddetta istanza:

RITENUTA la conformita di detta documentazione alla normativa vigente in materia di immissione sul
mercato di biocidi;

DECRETA:
L autorizzazione del prodotto biocida é cosi modificata:

DENOMINAZIONI BRODITEC WB-25, BRODITOP NEXT 25, BRODITOP
NEXT BLOCK 25, BRODITOP SENSITIVE BLOCK 25,
ZED BF BLOCK 25, DEVILTOP SENSITIVE BLOCK 25,
RODIBROD SENSITIVE BLOCK 25, PROTEMAX
BLOCCO BF, RODIMOND BF BLOCCO, ALBAROD BF
BLOCCO;

TITOLARE DELL’AUTORIZZAZIONE ZAPI S.p.A.

RESPONSABILE DELL IMMISSIONE Via Terza Strada. 12

SUL MERCATO 35026 Conselve (PD)
» Sede legalc

=  Dirczione commerciale

N




| OFFICINA DI PRODUZIONE ZAP! S.p.A. Via Terza Strada, 12
35026 Conselve (Padova)
SOSTANZA ATTIVA BRODIFACOUM (CAS N. 56073-10-0)
PT 14
DESCRIZIONE DEL PRODOTTO Esca rodenticida in blocco paraffinato pronta all uso
CONFEZIONI/TAGLIE Confezioni: per ie taglie e confezioni autorizzate, fare riferimew__
all’SPC.
CATEGORIA DI UTILIZZATORI Per uso non professionale, professionale (professionist])” =~
STABILITA DEL PRODOTTO 24 mesi fio TE
NUMERO DI AUTORIZZAZIONE 1T/2018/00481/AUT ook
ASSET Number IT/0019018-0000 N
SCADENZA AUTORIZZAZIONE R TV NG

"34 258022
E* approvato e fa parte integrante del presenf%e d‘e'éfqtp 11:;;§61nmario delle caratteristiche del prodotio
(allegato 1) con cui il biocida é immesso sul mércato. .

St allega copia delie etichette. Le modifiche a'tili 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 daifa societa titolare autonomamente ¢ sotto ia propria responsabilita (allegato 2).

Il prodotto biocida BRODITEC WB-25, BRODITOP NEXT 25, BRODITOP NEXT BLOCK 25,
BRODITOP SENSITIVE BLOCK 25, ZED BF BLOCK 25, DEVILTOP SENSITIVE BLOCK 25,
RODIBROD SENSITIVE BLOCK 25, PROTEMAX BLOCCO BF, RODIMOND BF BLOCCO,
ALBAROD BF BLOCCO rimane registrato al progressivo numerico 1T/2018/00481/AUT e continuera ad
essere prodotto presso I’officina indicata con la medesima composizione autorizzata.

L’esatto nome del biocida, alternativamente in una delle denominazioni autorizzate come sopra,
dovra comunque essere individuabile attraverso una colorazione ¢ caratteri unici in contrasto con le
eventuali colorazioni e caratteri usati nel testo degli stampati. ‘

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 giomi.

[l presente decreto viene redatto in duplice originale, di cui un esemplare ¢ notificato in via
amminisirativa alla ditta interessata e |’altro é conservato agli atti.

Roma, li - 4 $t 1. 2018
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S Summary of product characteristics for a biocidal product

1. Administrative information

1.1. Trade names of the product

Market area  Trade name(s)
ltaly BRODITEC WB-25
Italy BRCDITOP NEXT 25
Italy BRCDITOP NEXT BLOCK 25
Italy BRODITOP SENSITIVE BLOCK 25
Haly ZED BF BLOCK 25
Haly DEVILTOP SENSIT'VE BLOCK 25
laty RODIBROD SENSITIVE BLOCK 25
Italy PROTEMAX BLOCCO BF
" Raly RODIMOND 3F BLOCCO
lzaly ALBAROD BF BLOCCO

Yr

1.2. Authorisation holder

Authorisation number

Nat defined

Date of the authorisation

Nal defined

Expiry date of the authorisation
Mot defined

Name and address of the Name Mot defined
autharisation holder Address Mot defined

1.3. Manufacturers of the prbduct

Name of the manufacturer Zapi S.p A

Address of the manufacturer Via Terza Strada 12 35026 Conselve  ltaly
Locatlon of manufacturing sies Via Terza Strada 12 35025  Consaive  |laly

1.4. Manufacturer(s) of the active substance(s)

BAS number: 11
Name of the manufacturer Activa S.rl

| Address of the manufacturer via Feltre, 32 20132 Mians  italy
Location of manufacturing sites Tezza Sl waTre Pont 22 37050 S Maria d Zevo VR)  ltaly

2. Product composition and formulation

i 2.1. Qualitative and guantitative information on the composition of the product

BAS number EC number  CAS humber Common name IUPAC name Function Content (%}
1 259-980-5 6073100 Brogifacoum 3-[3-(4"bromobiphenyl- 4-yi}-1,2 3, 4-tetranydre -1-napthyl]-£-hydroxycaumann Active Substance 0 0025

2.2. Type of formulation

RE - Bait (ready for use)

' 3. Hazard and precautionary statements

| Hazard chatameante May ransa damana tn penans thlnads thennab arnlanned ar raneatan avnnsire

1i 6 10/08/2018. 10:36
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LY
Precautionary statements Keep out of reach of children,
IF SWALLOWED:mmediately call a POISON CENTER i
{F exposed or cancemed Gel medical advice. or & doctorlphysiciary.
Dispase of contenis o hazandous waste facilibes in accordance with nalional regutations .
4. Authorised use(s)
4.1, House mice — professional - indoor
Product typeis| PT14 - Rodenticid=s (Pest control)
Where relevant, an exact Not relevant {or rodenticides
description of the authorised use ¢
Qg
Field(s| of use Indoor 3 a ﬂ .
Category(ies) of users Professional
Target organisms Scientific name  Common name  Devefapment stage
Mus musculus House mouse Juveniies tz adults
Application method|s}
Method Bait appiication
Description
Ready-to-use wax block bait 1o be used in tamper-resisiant bait stations.
Rate: 20 g - 40 g block bait par bzit paint
Dintion: 0,0025%
Timing:
If more than one bait siation 1s needed, the minmum distance between baii Stations should be of 5 meters |
Pack sizes and packaging material  From 1,5 Kg up to 25Kg (contarvng rodenticide baits of 16-20 g in wax blocks) ‘
Fackaging material’ PE/Aluminium/Polyes:her
H
4.1.1. Use-specific instructions for use =

The bait stations should be visited at least avery 2 ta 3 days at the beginning of the trealment and at |easl weekly aficrwards, in order to check whether the bail is accepted. the bait stations are
intact and o remove rodent bodies  Re-fitl 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 2id instructions and emergency measures to protect the environment

When placing bat statiens close to water drainage systems, ensure thal bai contact with water is aveided.

4.1.4. Where specific to the use, the instructions for safe disposal of the product and its pachaging /".‘
4.1.5. Where specific to the use, the conditions of storage and shelf-life of the product under normal conditions of storage 5’4‘ ’ .
g g
£z 0
- . o [P
4.2. Rats — professional — indoor '-;5 ":\? -
el G- f.,
Product typeis) PT14 - Rodenticides (Pesi control) » %,
Where relevant, an exact Mat relevant for redenlicides X N
description of the authorised use
Field(s} of use indoar
Categoryltes) of users Professional
Target organisms Scientific name Commeon name  Bevelopment stage
Raltus norvegicus  Brown rat Juveniles 1o adults

Application method{s)

Method Bail application

Description ) ) _
Ready-io-use wax btock ban to be used in tamper-resistani bait stations

Rate: 100 g - 200 g per hait station
Dilution: 0 0025%
Timing:

¥ more than ane bart staton is needed, the minimum distance betwaen ban stations should be of 5 meters

Pack sizes and packaging matenial From 1,5 Kg up to 25Kg (containing redenlicide bails of 10-2Q g in wax blocks)
Packaging material. PE/AlUminium/iFalyesther

4.2.1. Use-specific instructions for use

The bait statians should be visted only 5 to 7 days after the begnning of the treatment and af least weekly aflerwards. in order 1o check whelher the bait is accepted, the bait stations are intact
and to remove roden: bodies, Re-fiff bait when necessary.

4.2.2. Use-specific risk mitigation measures

-
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When placing bait staticns close fa water dranage systems, ensure thal bart contactwith water is avoided.

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

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

4.3. House mice and Rats - professionals ~ arocund buildings
Product type(s) PT14 - Rodeniicides (Pest conirol)

Where relevart, an exact Net relevant for redenticides

\\\ description of the authorised use

Field(s) of use Other
Arcund buildings

¢ :ategurylies] of users Professicnal
3 rrgel organisms Scientific name Common name  Development stage
Mus musculus House mouse Juveniles te adults
- .r; Railus norvegicus  Brown rat Juveriles to adutts
,’prplicatlun methadis})
Method Bait application
Description
Ready-to-use wax block baft to ba used in tamper-resistant bait stalions
Rate: House mice; 20 — 40 g wax block kait per bait point, Brewn rat. 100 g - 200 g wax block bait per bait point
Dilution: 0,0025%
Timing:

If more than ena batt siation 15 needed, the rinmum distance between bat stations should be of 5 meters

Pack sizes and packaging material  Number of packed bags per packaging.
Gramshg of bait per packed bag Trom 1,5 Kg up fo 25Kg {(centaimng rodsnticide baits of 16-20 g in wax block)

Packaging material’ PE/Alumireum{Polyasiher

4.3.1. Use-specific instructions for use

- Protect bait from the atmospheric condilions (e g. rain. snow. etc.). Place the bait stations in areas not liable 1o flocd'ng,
- The hail stations shouls be visited [for mize - a1 least every 2 to 3 days af] {ier rats - only 5 o 7 days ater] the teginning of the treatment and at least weekly aftenvards, in croer

whether the Dait is accepted, the bait staticns are inlact and 1o remove rodent bodies. Re-fill bail when recessary,
- Raplace ary bait in a bait staton in which bait has been damaged by water or conteminzted by dirt

to chetk

4.3,2. Use-specific risk mitigation measures

Do net apply this praducl direcily in the burraws,

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 surface waters (e g. rers, ponds, water channgls, dykes irmgation ditches} or water drainage sysems, ensure that bait conlact with waler is avnided

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

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

4.4. House mice — general public - indoor

™ Product typais} PT14 - Rodenticides {Pest conirol)
Whiera relevant, an exact Not relevant for radenticitdes
qegcriptlon of the authorised use
Fielitj(s]_ﬁf'use Indoor
d;t%’ofﬁjes) of users General public [non-professional)
Ta‘;i_';‘ég‘.?rﬁanisms Scientific name  Common name  Oevelopment stage
‘,',g?"-‘ Mus musculus House maouse Juveniles (o adulls
Aﬁ:}malmn methad(s)
Method Bait applcation
Description
Ready-fo-use wax bleck bail to be used in lamper-resistant bait stations,
Rate: 20 g - 40 g wax block bait per balt point.
Dilution: 0,0025%
Timing:

# more than one bait station is neaded, the minimum distance between bart stations should be of 5 meters
Pack sizes and packaging material Up to 360 g {containing redenticide baits of 10-232 g i wax blocks)
Packaging matenal: PELAliminium/Pslyesther

4.4.1. Use-specific instructions for use

hz bait stations should be visitad at leasl every 2 to 3 day 2ginning of the treatment and at le we M order to chack whether the bait is 2 2|t stalia
! 3 days al the baginn: f the treatment and at least weekly aftervards der to chack whether the bait is accepted, ke bait st
, . ol b ] I ¥ It pled, Lh | lians are

4.4.2. Use-specific risk mitigation measures

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

10:082018. 10:56
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For professional uss,
When placing bait stations close to waley drainage systems, ensure that bait contact with waler is avoited,

4.4.4. Where specific to the use, the instructians 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) FT14 - Rodenticides {Pest control}

Where relevant, an exact Not retevant for rodenticidas

description of the authorised use

Field{s) of use Incoor

Category(ies) of users. General public {non-prafessional)

Target organisms Scientific name Common name  Development stage
Rallus norvegicus  Erown rat Juveniles to adults

Application methody(s)

Method Bait gpplication
Description
Ready-to-use wax block bait to be used in tamper-resistant bait stations.

Rate; 360 g - 200 g per bail point.
Dilution: Q4,0025%
Timing;

I more than ene bait statien s needed, the minimum distance between bait stattens shiould be of 5 meters,
Pack sizes and packaging material Up o 300 g {centaining rodenticide baits of 10-20 g in wax blocks)
Packaging materiar: PE/Aluminium/Folyesther
4.5.1. Use-specific instructions for use

Thé bait stations shauld be visiled chly 51a 7 days after the beg

inning of the treatment and at least weekly afterwards, in order to check whether the bait
and to remova rodent bodies Re-fifl bail when necassary

4.5.2. Use-specific risk mitigation measures

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

For professional use:
When placing bali slations close to water drainage systems, ensure that bait conlact with water is avoided.

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

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

4.6. Rats — general public - around buildings

Product type{s) PT14 - Rodenticides (Pest contral}

Where relevant, an exact Not relevant for rodenticides

description of the authorised use

Field(s) of use Other
Around bulldings

Categorylies) of users Genzral public (non-professional}

Target arganisms Scientific name Common name  Development stage
Raltus norvegicus  Srownrat Juveniles to adulis

Application method(s)

Method Bail applicalion

Description Ready-10-use wax block bait fo be used in lamper-resistant baft slations

Rate: 100 g - 200 g wax binck hait per ail point.
Dilution: 0 0025%
Timing:

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

i i i ini ici jts of 10-20 g in block bait)
and packaging material  Up to 300 g {containing roderticide bai
Pack stzes P o Fackaging matenial, PE/Aluminium/Plyesiher

4.6.1, Use-specific instructions for use

- Plaze the bait siaticns in areas not liable (o flooding

- Replace any bait in a bail station in whuch bait has been damaggd l?y wat_er or cantam;nateci by dit.
- The bait stations should be visited anly 5 1o 7 days after the beginning of the treatmen
and to remove rodent bodies. Re-fifl bait when necessary.

4 8.2. Use-specific risk mitigation measures

d buldings:
For professional use around ng
-Du‘:ml apply this product directly in the burows.

and at least weekly aflerwards, in order ta check whether the bail is accepted, the bait slatons are intact

-

is accepted, the bait stafions are intact

K
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