Ministero della Salute
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DIREZIONE GENERALE DEI DISPOSITIVI MEDIC] | DEL
SERVIZIO FARMACEUTICO
Ufficiol DGFDAf — Affari Generali e Prodotsi di interesse sanitario diversi daj
dispositivi medicy
Viale Giorgio Ribotta, 5 - (01 44 Roma

Classif: 1.5.i.d.2/952 SPETT.LE
Allegati: | decreto + 2 allegati REA S.R.L.
S.S. 87 -Km 20.700.
81025,

Marcianise. Caserta:

OGGETTO: Prodotto biocida BROMAX G 50, SKIAT GRANO, CAPTUR G50, TOP GARDEN
G50, BM-G 50
Trasmissione decreto di autorizzazione,

Si trasmette, in allegato, il de_creto dell” autorizzazione all’immissione in commercio del biocida
indicato in oggetto n. IT/2018/00°0.8/AUT gel

106 del 09/05/2015), di adeguare autonomamente gli stampati del prodotto alla vigente normativa in materia dj
etichettatura e alle sye eventuali modifiche.”

Referente tecnico: Raffaella Perrone — 06.5994 2520
email: r.perrone@sanita, it

F.G.
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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.F/ 1.5.1.d.2/952

1T/2018/00A ()% /AUT

IL DIRETTORE
VISTO P’art. 15 della Legge n. 97 del 06 agosto 2013 recante “Disposizioni per I’adempimento
degli obblighi derivanti dall’appartenenza dell’Italia all’Unione europea — Legge europea 2013;
VISTO il Regolamento (UE) n. 528/2012 del Parlamento Europeo e del Consiglio del 12 maggio
2012 relativo alla messa a disposizione sul mercato e sull’uso dei biocidi,
VISTO il Regolamento di esecuzione (UE) n. 414/2013 che precisa 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 (UE)2017/1380 della Commissione del 25 luglio 2017 che
rinnova l'approvazione del bromadiolone come principio attivo destinato all'uso nei biocidi del tipo
di prodotto 14;
VISTA I’istanza presentata il 22 settembre 2017 sul Registro Europeo R4BP3 case number BC-
QP034112-37 con la quale societa REA S.R.L. con sede legale in S.S. 87 -Km 20.700, 81025,
Marcianise, Caserta ha chiesto I’autorizzazione del prodotto biocida denominato BROMAX G 50,
SKIAT GRANO, CAPTUR G50, TOP GARDEN G50, BM-G 50 copia del prodotto biocida
BROMAX G che sara prodotto presso le officine di produzione S.S. 87 -Km 20.700, 81025,
Marcianise, Caserta, con composizione di cui all’allegato 1 che forma parte integrante e sostanziale
del presente decreto;
VISTA la documentazione presentata dalla societa istante;

DECRETA:

La Societa REA S.R.L. é&. autorizzata a mettere in commercio il prodotto biocida con le seguenti
caratteristiche del prodotto biocida: L
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o
DENOMINAZIONE BROMAX G 50 o ( Q Eﬁ%ﬁ £50

SKIAT GRANO, R
CAPTUR G50, #‘2@ r‘,': se)
TOP GARDEN G50, g
BM-G50;

TITOLARE DELIL’AUTORIZZAZIONE E REA S.R.L.
RESPONSABILE DELL’'IMMISSIONE SUL | S.S. 87 -Km 20.700,
MERCATO 81025,

Marcianise, Caserta;
= Sede legale

" Direzione Commerciale

OFFICINE DI PRODUZIONE REA S.R.L.
S.8. 87 -Km 20.700, 8
81025, ;;-’
Marcianise, Caserta;
SOSTANZA ATTIVA BROMADIOLONE (CAS K28772-56-7)
PT 14 RODENTICIDA

RP/FG



[ DESCRIZIONE PRODOTTO

Esca rodenticida pronta all*uso in grani per uso
di professionisti formati

CONFEZIONI/TAGLIE

Confezioni: 1,5-2-2,5-3-5-10-15-20-25-30 Kg
(contenenti esca sfusa o in bustine predosate);

CATEGORIA DI UTILIZZATORI

Professionisti formati

STABILITA’ PRODOTTO

24 mesi

NUMERO DI AUTORIZZAZIONE

IT/2018/00 535 /Aut

SCADENZA AUTORIZZAZIONE

01 gennaio 2023

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 Commissione del 18 aprile
2013, possono essere apportate dalla societa titolare autonomamente e sotto la propria

responsabilita. (allegato 2).

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 n@l &

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, i

RP/FG
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Summary of product characteristics for a biocidal product
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1. Administrative information

1.1. Trade names of the product

Market area Trade name(s)

Italy BROMAX G 50
Italy rebrom g 50
Italy brokill g 50

Italy skiat grano
Italy captur g 50
Italy top garden g 50
Italy bm-g 50

1.2. Authorisation holder

Authorisation number

Mot defined

Date of the authorisation

Not defined

Expiry date of the authorisation

Not defined

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

1.3. Manufacturers of the product

Name of the manufacturer REA SRL
Address of the manufacturer S.8.87-Km20.700 81025 MARCIANISE (CE) [ltaly
Location of manufacturing sites S.8.87-Km20.700 B1025 MARCIANISE (CE) ltaly

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

Name of the manufacturer Laboratorios Agrochem S.L
Address of the manufacturer C/Tres Rieres, 10- Polind. Sud 08292 ESPARREGUERA  Spain
Location of manufacturing sites CiTres Rieres, 10- PolInd Sud 08292 ESPARREGUERA  Spain

2. Product composition and formulation

2.1. Qualitative and quantitative information on the composition of the product

BAS EC CAS Common name  IUPAC name Function Content

number number number Bromadislone 3-[3-(4-Bromo[1. 1"-biphenyl]-4-yl}-3-hydroxy- 1-phenylpropyl]-4-hydroxy-2H-1- Aclive (%)

12 249-205-9 28772-56-7 benzopyran-2-one Substance 0.005

- 203-049-8 102-71-6 Triethanolamine  2-[bis(2-hydroxyethy)amincjethancl Solvent 0.05

- 200-338-0 57-55-6 Propylens Solvent 1873
glycol

2.2. Type of formulation

CB - Bait concentrate

3. Hazard and precautionary statements

Hazard statements IMay damage the unborn child
Causes damage to organs bioed through prolonged or repeated

EXPOSUre .

Precautionary statements Keep out of reach of
children

Do not

handle until all safety precautions have been read and

undersiood

Wear

protective

gloves.

Do no eat, drink or smoke when using this

product,

IF

exposed or concernad:Gel medical advice.

Dispose of contents to national

orintemational

regulations
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4. Authorised use(s)

4.1. Professional

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

Where relevant, an exact indoor

description of the authorised use use

outdoor use

Field(s) of use Indoor, Outdoor

Category(ies) of users Industrial, Trained professional, Professional

Target organisms Scientific name Common name  Development stage
Muridae Murids Adults
Rattus norvegicus  Rodents Adults
Mus musculus Rodents Adults

Application method(s)

Method Bait application
Description
ingestion
toxin

ingestion by eating
long-term action

anficoagulant

Rate: 10, 20. 25,30 or
509
Dilution: 100%
Timing:
The

bait is manually place in the rodent infesled area. The bait has to be placed in
tamper resislant bait station, correclly labelled. For the control of rats,

bails up to 100g should be placed each 10m2 For the control of mice. baits up to
50g should be placed each 10m2 Bails peints have lo be checked every 2-3 days
during the first 14 days of the treatmenl. Bait points should be removed, in a
typical campaign, 6 weeks afler initial placement.

Pack sizes and packaging material PET or HDOPE or CARTON containing 500g
o 25kg.

For professional users: Remove all packaging,

uneaten baits and bait boxes after treatment and dispose of them in accordance
with current regulations through registered establishment or undertaking
carrying out wasle management operations

4.1.1. Use-specific instructions for use

The

bait is manually place in the rodent infesled area The bait has to be placed in
tamper resistant bait station, correctly labelled. Fer the centrol of rats,

baits up to 100g should be placsd each 10m2 For the control of mice, baits up to
50g should be placed each 10m2 Baits points have to be checked every 2-3 days
during the first 14 days of the treatment. Bait points should be removed, in a
lypical campaign, 6 weeks after initial placement.

4.1.2. Use-specific risk mitigation measures

The use of protective gloves is

recommendead during the handling of the product and dead rodents in all cases for
hygiene reasens.\Wash hands and exposed skin after use and before meals.Place the
bait station in areas inaccessible to infants, children, companion animals and
non-target animals. Bails should not be placed where food, feedingstufis or

drinking water could be contaminated. Do not use anticoagulant rodenlicides as
permanenl bails, Alternate the use of bromadiolone baits with other active

substance baits, in erder to avoid resistance.

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

The

product is an anficoagulant rodenticide / Vitamin K antagenists intended to
control Mus Musculus and Rattus Norvergicus, by professional (trained and
non-trained) users in and around buildings

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

Do not throw the product on the ground,

into a waler course, into the sink or down the drain. Remove all packaging,
uneaten bails and bait boxes after treatment and dispose of them in accordance
wilh current regulations through regislered establishment or underiaking
carrying out waste managemeni operations

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

Store in the original container in dry
and well veniilated place. Keep away from sun radiation and other heal sources
Protect against frost. The product is stable for more than 2 years.

5. General directions for use

5.1. Instructions for use

The use of protective gloves is

recommended during the handling of the product and dead redents in all cases for
hygiene reasons Wash hands and exposed skin after use and before meals Place the
bait station in areas inaccassible lo infants, children, companion animals and
non-target animals. Baits should not be placed where food, feedingstuffs or

drinking water could be contaminated Do nel use anticoagulant rodenticides as
permanent baits. Alternate the use of bromadiclone baits with other active

substance bails. in order lo avoid resistance.

5.2. Risk mitigation measures

file:///C
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Risk Phrases: Any risk phrase is
considered necessary

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

Poisoning

may cause. Bleeding diathesis, derivated from the antiprothrombin effeci -
prolonged prothrembin time- that may became evident at minimum 24 - maximum 72
hours (2 normal prothrombin time when the patient is admilted in the hospital,

does not exclude the diagnosis)

5.4. Instructions for safe disposal of the product and its packaging
De not throw the produci en the ground

into a water course, into the sink or down the drain. Remove all packaging,

uneaten baits and bait boxes after trealment and dispose of them in accordance

with current regulations through registered establishment or undertaking

carrying out waste management operations

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

Store in the original container in dry
and well ventilated place.Keep away from sun radiation and other heat sources
Protect against frost. The producl is stable for more than 2 years.

6. Other information

Mot defined
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