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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.2/2012/33
1T/2012/00031/AUT
IL DIRETTORE
VISTA la direttiva 98/8/CE del Parlamento europeo e 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
dircttiva 98/8/CE del Parlamento europeo e del Consiglio al fine di iscrivere il difenacoum come
principio attivo nell'allegato I della direttiva;
VISTO il Regolamento n. 528/2012 del Parlamento europeo e del Consiglio del 22 maggio 2012,
relativo alla messa a disposizione sul mercato ¢ 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 23 maggio 2012, ¢ successive modificazioni, con il quale ¢ stato
autorizzato con il numero di autorizzazione 1T/2012/00031/AUT il prodotto biocida denominato
“NO-ONE WAX?” di cui é titolare la societd Kollant S.r.I. con sede legale in via trieste, 49/53
35121 Padova - Italia;
VISTO il Regolamento di esecuzione {UE) 2017/1379 della Commissione del 25 luglio 2017
che rinnova l'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
[, lettere a) ed ¢), del regolamento (UE) n. 528/2012;
VISTO larticolo 23, paragrafo 6, secondo il quale I’autorizzazione di un biocida contenente un
principio attivo candidato alla sostituzione é rilasciata per un periodo non superiore a cinque anni ed
¢ rinnovata per un periodo non superiore a cinque anni;
VISTA listanza di rinnovo BC-FH001410-68;
" DECRETA
[.’autorizzazione del biocida denominato “NO-ONE WAX” autorizzazione numero
1'172012/00031/AUT — ASSET NUMBER IT-0001807-0000 ¢ valida per 5 anni a decorrere
dalla data del presente decreto.
I* approvato e fa parte integrante del presente decreto il sommario delle caratteristiche del prodotto
(allegato 1). Si allega copia delle etichette. T.e modifiche a tali etichette non rientrant] tra quelle
inclicate nell’allegato del regolamento di esecuzione (UE) n. 354/2013 della Commissione del 18
aprile 2013, possono essere apportate dalla societd titolare autonomamente ¢ sotto la propria
responsabilitd. (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
State entro 1l termine di centoventi giorni.

[l presente decreto viene redatto in duplice originale, di cui un egemf}"m
amiministrativa alla societa interessata e l'altro & conservato agli atti dlﬁ LESLC
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= s 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)
Haly NO-ONE WAX

1.2. Authorisation holder

Authorisation number

Not defined

Date of the authorisation

Mot defined

Expiry date of the authorisation
Not defined

MName and address of the Name Not defined
gutharisation helder Addsess Not defined

1.3. Manufacturers of the product

Name of the manufacturer KOLLANT S.rl.
Address of the manufacturer via Trieste, 48/53 35121 Padova ltaky
lLucation of manufacturing sites via C.Colombo, 7/74 30030 Vigonove (VE)  Haly

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

Nare of the manufacturer Activa 8
Address of the manufacturer Via Feltre 32 20132 Mian  ltaly
1 ocatien of manufacturing sites Tezza Sr.lviaTre Penti22 37050 SMaria di Zevio  laly

2. Product composition and formulation

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

BAS number EC number CAS number Coammeon name IUPAC name Function
25 259-978-4 56073-07-5 Cifemacoumn 3-(3-biphenyl-4-yl-1,2,3 4~ tetrahydro-1-naphthyl}-4- hydroxycoumarin Active Substance

2.2. Type of formulation
RB - Bail {ready for use)

3. Hazard and precautionary statements

Hazard statements May damage the unborn child.
May cause damage to organs 8LC0D through prolonged or rapeated

exposUre .

Precautionary statements Kaep out of reach of
children.

Do not

handle until all safety precautions have been read and

understood,

Wear

protective

gloves.

IF exposed or concemed:Get medical advice.

Bisposs of contents ta in

accordance with national and international

requlations.

s B o-One™o (lwax %02
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‘AButhorised use(s)

“4.1. House mice professional indoor
Froduct type(s) PT14 -
Rodenticides (Pest controf)

Where relevant, an exact Not relevant for rodenticides
description of the authorised use
Figld(s) of use Indaor
4 indoor
igorylies) of users Industrial, Professional

Tary

1 t erganisms Scientific name  Commoen pame  Development stage
] ftus musculus House juveniles to
Wr mouse adults
.}ﬁplication method(s)
Method Bait application
Description
Ready-to
use bait to be used in tamper-resistant bait stations
Rate: 40 gr of bait per bait point. if more than one
bait station is needed, the minimum distance between bait staticns should b of
5 metres
Dilution: 0%
Timing:

.

should be of 5 metres

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

Mipimum pack size of 1.5 kg up to 25 kg.

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

Packaging malerial: plaslic composite-triple layer {polyester/ PET
mebpalyethylene)

Type of packaging v

Sizelvolume of the
packaging

Material of the packaging

Type and
material of closure(s)

Intended user [e.g. praofessional,
non-professional}

Gompatibility of the product with the proposed
packaging materials (Yes/No}

Labelied or Printed Bag/Sack

from
- 1.5Kg-to25kg

-

. Plastic composite -

‘Prefabricated bags or serial
production bags both thermal welded

Professional, trained
préfessional

e

o ~
’:\;;/'ir.abeiled or Printed Bag/Sack - with Inner plastic
liner

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

Plastic
composite

Prefabricated bags or serial production bags , both thermal
welded

Professional, trained professional
Yes

from 1.5
Kg -to 25 kg

Labelled plastic (HDPE) bucket

{tectangular or
frincated cone bucket sealed

Frofessional, trained
professional

Yas

L aballadPlastic (HDPE)Bucket- with inner plastic
llner

from 1.5 - to 10 kg - max size innst finer 10 kg

1 abwiled
plastic (MDPE) bucket !

Fectangular or runcated cone bucket
avhladl

more than one bait station is needed, the minimum distance between bait stations

Pagina 3 di 16




Professional, Irained professional
Yes

Labelled or
Printed Carton sachet with plastic inner liner

from 1.5 -0 10 kg
single inner ptastic bags of up to 10 Kg each

Carton + Plastic
composite

Prefabricated bags or serial production bags , both thermal
welded

Professicnal, trained professional
Yes

Labelled or
Printed Cardboard with inner plastic liner

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

Carton + Plastic
composite

Prefabricated cardboard

Professional, trained
professicnal

Yas

4.1.1. Use-specific instructions for use

The hait stations should be visiled at

least every 2 to 3 days at the beginning of the treatment and at least weekly

afterwards, in order to check whether the bait is accapted, the bait stations
are intact and to remove rodent bodies. Refill 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 bait stations close to water drainage systems, ensure 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 shelff-life of the product under normal conditions of storage

shelf life 24 months

4.2. rats-professional- indoor

Product type(s) PT14 - Radenticides (Pest
cantrol)
Where relevant, an exact Net

description of the authorised use relevant for rodenticides
Field({s) of use Indeor

indoor

Category(ies) of users

Target organisms

Industrial, Professianal

Scientific name
Rattus norvegicus

Common name
Brown

rat
Raltus Racf
ralius rat

Application method(s)

Development stage
juveniles to

adults

other juvenites to
adults

Method Bait application
Description
Ready-to
use bait to be used in tamper-resistant bait stations
Rate: §0-100 gr of bait per bait peint. if more than ene
bait station ks needed, the minimum distance betwean bait stations should be of
S metres
Dilution: 0% ‘
Timing:

if

mere than one bait station is needed, the minimum distance between bait stations

should be of 5 metres

Bait product of 10 or 20 gr
units.

Pack sizes and packaging material

Minimum pack size of 1.5 kg up 16 25 kg,

Where applicable

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

Packaging material: plastic composite-iriple layer (polyester/ PET
mat/polyethylene)

Type of packaging

Sizefvolume of the
packaging

Material of the packaging f

Type and B
material of closure(s)

¢t

slerno/Les
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wisr (e profeasional,
cgtiiadg lonat}

ikitity of the product with the praposed
pasiiaginig materlals (Yos/MNe)

allgl ar Frinled Bag/Sack

lia 2% hgy
gl carpposite

s
T Elgbricaled bays or serial
| PRl hags bath thermal weided

Hrelmggional, fralned
prugjvimnm
o inl
¥os
Y
Hed or Primad Bag/Sack - with [nner plastic

44l
Pl
from 1.5 Kg - to 10 kg - max size mner liner 10 Kg

Plastic
cornposile

Prefabricated bags ar serfal production bags , both thermal
welded

Professional, trained professional
Yes

Labelled Plastic
(HDPE) Bucket

from 1.5 Kg -lo 25 kg

Labelled plastic (HDPE}
bucket

Rectangular or truncated cone bucket sealed

Professional,
trainad professional

Yes

LabelledPlastic (MDPE)
with inner plastic finer

Buckat-
from 1.5~ 10 10 kg - max size inner
finer 10 Kg

Labelled plastic bucket

Rectangular or truncated cone
hucket sealed

Professional, trained professional
Yes

Lahelled
or Printed Carton sachet with plastic inner liner

from 1.5-to 10 kg

'sjrigle\inner plastic bags of up to 10 Ky sach
st

Carton -+ Plastic

‘%\cm Mpasilg

“{ abelled or
Printed Cardbeard with 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

4.2.1. Use-specific instructions for use

The bait slations should be visited at

least every 5 to 7 days al ihe beginning of the treatment and at least weekly

eferwards, in order 1o check whether the bail is accepted, the bait stations

are intact and to remove rodent bedies. Refill bait when necessary

4.2.2. Use-specific risk mitigation measures

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

placing bait stations close to water drainage systems, ensure that bait confact
wilh waler Is avoided,

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

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

shelf {ife 24 months

file:///C-/Users/d.mosca-esterno/Desktop/David/Kollant%208.1.1/No-One%20wax%2... 22/08/2018
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4.3. House mice and rats-professional-outdoor around building

Frotangla .
Product type(s} PT14 - Rodenticides (Fest frupala tne
contrel} 1
rofesstonsl, e
Where relevant, an exact Nat wﬂl'ﬂ‘ﬁ‘-‘m“‘-"
description of the authorised use relevant for rodenticides B v
: as
Field{s) of use Outdoer : \ aeled of 11
outdeor jnner Jiner
around building S "
Category(ies) of users industrial, Professional "‘";“4"5 o
eal ¥
Target organisms Scientific name Common name  Development stage ", 4
Rattus norvegicus  Brown juvenies to Carlon.'*-“‘""
rat adulls N
Rattus Roof other juvenites to P@fal?T-!"q".“l‘
rattus rat aduits Pfﬂdﬂ‘?" !
Mus. House juveniles to S f‘m“”‘
musculus mouse adults L n
. N bmfésm(nw
Appitcation method(s) R
b Yes
Method Balt applicatiol
i " Labeltac |
Description liner
Ready-to
use bait to be used n tamper-resistant bait stations 1,5-10 gy !
Kg eath
Rate: House mouse 40 gr of bait per bait point. Rats: Carton + 1
60-100 gr of bait per bait point, if more than one bait station is needed, the
minimum distance betwsen bait stations should be of § Prefabil o
fnetres : cardhoit |
Dilution: 0% ; Profassn
Timing: T : profesti
: i :
more than one bait station is needed, the minimum distanca between bait stations. : ves
should be of 5 metres
4.3.1.\
CTER
Pack sizes and packaging material  Bait product of 10 or 20 gr Z;?w"'!’:h'm
units {0 flocxli
Minirum pack size of 1.5 kg up lo 25 kg.
Where applicable The
package is restricted to separately packéd bags with a maximum bag size of 10 - “LT“‘HH
-kl
ka- ! Besgien
Packaging material: plastic composite-tripie layer (polyester/ PET : whalle
metipalyethyiens) B : pocli-s
Type of packaging :
Size/volume of the “_“W_‘I
packaging bl =
dirl
Material of the packaging
Type and
material of closure(s) a0
Intendes user (e.g. professional, 1n
non-professional} ol
Compatibility of the product with the proposed A
packaging materials [Yes/No)
Rl
Labelled or Printed Bag/Sack e
from VI
]
15Kg-to 25 kg !
Piastic composite
Prefabricatec bags or serial : 4
production bags , beth thermal welded
1
Professional, trained
professional .
Yes
Labelled or Printed BagiSack - with Inner plastic
liner

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

Plastic
compasite

Prefabricaled bags or serial production bags , both thermal
welded

Profassional, trained professional
Yes

Labelled Plastic
{HDPE) Bucket

from 1.5 Kg -te 25 kg

Labelled plastic {(HDPE)
bucket

Rectangular or truncated cone bucket sealed

Professicnal,
{rained professional

Yes

LabelledPlastic Bucket- with inner
plastic kner '

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

File///C:/Users/d. mosea-esterno/Desk lop/David/Kollan(% 208, r.1/No-One%20wax%2...  22/08/2018
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t abelad plastic (HDPE) bucket

Haclpngular o
{rncalad cane bucket sealed

Professlonal, trained
professional

Yes

L.abelied or Printed Carton sachet with plastic
innerliner

; - to 10 kg single inner plastic bags of up to 10 Kg

|astic composite

Profab] a‘ied bags or serial
prqdﬂuq‘i bags . both thermal welded
o

'lgﬂé’fé Efionat trained
1 proféssionat

o
Yes

Labelled or Printed Cardboard with 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 L

Yes
4.3.1. Use-specific instructions for use

Protect hait from the atmospheric
conditions {e.g. rain, snow, etc.). Place the batt stations in areas nol liable
to flooding.

- The bait stations should be visited [for mise

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

beginning of the trealment and at fsast weekly afterwards, in order to check
whether the bait is accepted, the bait stations are intact and to remove rodent
bodies. Re-fill bait when necessary,

- Replace any baitina
bait station in which bait has been damaged by water or contaminated by
dint

4.3.2. Use-specific risk mitigation measures

Do
not apply this product directly in the burrows.

,.‘4:3._:*‘.. Wherte specific to the use, the particulars of likely direct or indirect effects, first aid instructions and emergency measures to protect the environment

When
slacitg bait stations close to surface walers (e g. rivers, pands, water
- .+ channels, dykes, irigation ditches} or water drainage sysiems, &nsure that bait

- cortact with water is avoided..

4.3.4. Where specific to the use, the instructions for safe disposal of the product and its packaging
4.3.5. Where specific to the use, the conditions of storage and shelf-life of the product under normal conditions of storage

sheif life 24 months

4.4. House mice and rats -trained professionals-indoor

Product type(s} PT14
- Redenticides (Pest control}

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

Field(s} of use Indoor
indoor

Category{ies) of users Trained
professional

Target organisms Scientific name  Common name  Development stage
Rattus rattus Roaf other juveniies to

rat adults

Rattus Brawn juvenites to
norvegicus rat adults
Mus House juveniles to
muscuitis mouse adults

Application method(s}

Method Rait application

Description
Ready-to-use
ball to be used in tamper-resistant bail stations or covered and profected
balting poinls as lpng as they provide lhe same level of protection for
non-target spacles and humans as tamper-resistant bait
stations

Rate: Bait producls: - High infestatlon
{60-100) g of bait per bailing point, - Low infestatlon; (40-60) 9 of bakt per

ktop/David/Kollant%208 r.1/No-One%20wax%2... 22/08/2018
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baiting point. Permanent bating 60-100 gr of bait per baiting .

Praalabelo sl

point compr et
Dilution: 0%
Timing:
s Bait
products: - High infestation: (§0-100) g of bait per baiting point. - Low Qe
infestation: (40-60) g of bait par baiting point. Permznent bating 60-100 gr of
bait per baiting point A4 Ve

b o g

Pack sizes and packaging matersal Bait product of 10 or 20 gr
units
Minimum pack size of 1.5 kg up to 25 kg. R
o P
Where applicable
package Is restricted to separaiely packed bags with a maximum bag size of 10
kg.

ot

Packaging material: plastic composite-triple layer (polyester/ PET
met/polyethylene)

Type of packaging

Sizeivolume of the
packaging

Material of the packaging

Type and
material of closure(s)

FIREERE
Intended user (e.g. professional,
naon-professional)

Gompafibility of the preduct with the proposed
packaging materials {Yes/No)

Labelied or Printed Bag/Sack

from
1.6 Kg-to 25 kg

Vrpob

Flastic compaosite

Difker

Prefabricated bags or serial
production bags , both thermal welded

Professional, trained
profassional

Yes

Labelled or Printed Bag/Sack - with Inner plastic !
liner . H "

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

Plastic
compasile

Prefabricated hags or serial production bags , boih thermal
welded

Professional, trained professional
Yes

Labelied L 1:7.
Plastic (HDPE) Bucket )

fror 1.5 Kg -to 25 kg

Labelled plastic
{HDPE) bucket

Rectangular or truncated cone bucket
sealed

Professional, trained professional
Yes

LabelledPiastic
(HDPE) Bucket- with inner plastic liner

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

Labeled plastic (HDPE) .
bucket

Rectanguiar or truncated cone bucket sealed

Professienal,
frained prafessional

Yes

Labelled or Printed Carton sachet with
plastic inner liner

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

Carton + Plastic composlte

Prefabricated bags or
seriat production bags , both thermal welded

Professional, trained
prafessional

Yes

Labelled or Printed Cardboard with inner plastic
liner

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

Carlon + Plastic compoesite

(ile:///C:/Users/d mosca-esterno/Desktop/David/Kollant%208.r.1/No-One%20wax%2...  22/08/2018
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Prefabricated
tardboard

Professional, trained
professional

Yas

4.4.1, Use-specific instructions for use

Femove the remaining product al the
and of treatmeant period

for parmanent baiting:

Wher,é' ok
possibleltis recommended that the ireated area is revisited every 4 weeks at
Ihe \ate‘?fn order Lo avoid any selection of a resistant population.

Fu_{;p\{p ny additional instructions provided by the relevant code of best

pragtice.

4.4.2. Use-specific risk mitigation measures

Where

possible, prior 1o the treatment inform any possible bystanders (s.g. users of
Ihe treated area and their surroundings) about the rodent confrol eampaign [in
accordance with the applicable code of good practice, if any].

- Consider

preventive contral measures (e.g. plug holes, remove potential food and drinking
as far s possible) to Improve product intake and reduce the likelihood of
reinvasion.

- Ta reduce risk of secondary peigoning, search for and remove

dead rodents during treatment at frequent intervals, in line with the
recommendations provided by the relavant code of best practice.

- Do not

use the product in pulsed bailing treatments,

Products may only be used in
permanenl treatments at those sites with 2 high potential for rainvasion when
other metheds of control have proven insufficient

in cass of permanent
baiting:

Permanent baiting is sirictly limited 1o sites with a high

potential for reinvasion when other methods of control have proven insufficient.
The permanent baiting strategy shail be paricdically reviewed in the context of
integrated pest management (IPM} and the assessment of the risk for
re-infestation a

4,4.3. Where specific to the use, the particulars of likely direct er indirect effects, first aid instructions and emergency measures to protect the environment

When
placing bait points close to water drainage systems, 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 shelf-life of the product under normal conditions of storage

shelf life 24

months.

Use specific conditions of storage and shelf-life of the product

under normal conditions of storage are not necessary when conditions of siorage
and shelf-ife of the product under normat conditions of storage, as detailed in
the section "General directions for use (trained professienais)”, are

implemeanted.

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

Prodisct type(s) PT14 - Rodenticides (Pest .
control)
Where relevant, an exact Mot '
description of the authorised use relevant for rodenticides
Field(s) of use Ouldoor
autdaer
around buildings
Category(ies) of users Trained
professgional
Target organisms Scientific name  Common name  Development stage
Rattus rattus Roof ather juveniles to
rat adults
Rattus Brown juveniies to
narvegicus rat adults
Mus House juvenites to
musculus mouse adulis

Application method(s)

Method Bait application

Deseription
Ready-to-use
bait to be used in tamper-resisiant bait stations or covered and protected
haiting points as long as thay provide the same level of protection far
nen-target species and hurpans as lamper-resistant bait stations.

file:///C-/Users/d.mosca-esterno/Desktop/David/Kollant%208.r.1/No-One%20wax%2... 22/08/2018




Rate: Balt products; - High infestation: (60-100) g of

bait per baiting peint, - Low infestation: {40-60) g of balt per baiting peint.

Permanent bating 60-100 gr of bait per baiting

point

Dilution: 0%

Timing:
Bait
products: - High infestation: (60-100) g of bait per baiting point. - Low
infestation: (40-60) g of bail per baiting point. Permanent bating 60-100 gr of
bait per baiting point

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

Minimum pack size of 1.5 kg up to 25 kg,

Where applicable
package is restricted to separately packed bags with a maximum bag size of 10
ke,

Packaging material: plastic composite-triple layer (polyester/ PET
met/polyethylens)

Type of packaging

Bizefvolume of the
packaging

Materiai of the packaging

Type and
material of closure(s)

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

Compatibility of the product with the proposed
packaging materials (YesMNo}

Labkelled or Printed Bag/Sack

from
1.5Kg-to25kg

Plastic composite

Prefabricated bags or serial
production bags , both thermat welded

Professional, trained
professionat

Yes

Labelled or Printed Bag/Sack - with inner plastic
linar

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

Plastic
composite

Prefabricated bags or serial production bags , both thermat
weldad

Professional, trained professional
Yes

Labetled Plastic
{HDPE) Bucket

from 1.5 Kg -to 25 kg

Labelled plastic .
(HBPE)bucket

Rectangular o truncated cone bucket
sealed

Professional, trained profassional
Yes

LabelledPlastic
{HDPE) Bucket- with inner plastic liner

from 1.5 - i0 10 kg - max size
inner liner 10 Kg

Labeiled plastic {HDPE) bucket ,

Rectangular or
truncated cone bucket sealed

Professional, trained
prefessional

Yes

Labelled or Printed Carton sachet with plastic
inner liner

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

Carton + Plastic composhe

Prefabricated bags or serial
production bags , both thermal welded

Professional, iralned
professional

Yes

Labelled or Printed Cardboard with inner prastic
liner

1,5-10 kg single inner plastic bags of up to 10
Kg each
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pasific Inatructions for use

[EETIE fg%mfamluu pratuct at the
afiet of wediliitent pariod

) ‘{»"V’S\.‘

lor permanenlbhiting:
P 1&nbp

Where

possible, ikg récommended that the treated area is revisiied evary 4 weeks at

Ihe Iaies_‘h' bfder to avold any selection of a resistant population. i

Pollmx:my‘addiﬂnnaﬁ instructions provided by ihe relevant cede of best :
-

practige:

tor appllcation in covered and protected bait
pralnts

. For outdoor use, baiting points must be covered and placed in

airategic sites to minimise the expesure to non-terget species.
Folow

any additionat instructions provided by the refevant code of best

fHach e ;

4.5.2. Use-specific risk mitigation measures

Where possible, prior to the treatment

Inform any possible bystanders {e.g, users of the treated area and thair
surreundings) about the rodent contro! campaign [in accordance with the
applicable code of good practice, if anyl

- Consider preventive control

measuras (2.g. plug hales, remove potential food and drinking as far as
possible) to improve product intake and reduce the lkelihood of reinvasion.

- To reduca risk of secondary poisoning, search for and remove dead rodents
during freatment at frequent intervals, in line wilh the recommendations
provided by the relevant code of best practice.

- Do net use the product

i pulsed baiting treatments.

-do not apply this product direclty in the
burrows

-Products may only be used in permanent treatments at those sites
with a high pelential for reinvasion when ather methods of control have proven
insufficient

in case of permanent balting:

Permanent

baiting is strictly imiled to sites with a high potential for reinvasion whan
other methods of control have proven insufficient. The permanent baiting
sirategy shall be pericdically reviewed in the context of inlegrated pest
:management {IPM) and the assessmant of the risk for re-infestation

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 environment

When

placing bait paints close lo surface walers (e.g. rivers, ponds, water channels,
dykes, irrigation ditches) or waler drainage syslems, ensura that bail cantact
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 sheif-life of the product under normal conditions of storage

shalf life 24
months.

Use spedific conditions of starage and sheif-life of the product

undar normal conditions of starage are nol necessary when conditions of storage
and shelF-life of lhe product under normal conditions of storage, as detalled in
the section 'General directions for use (trained professionals)”, are

implemented.

4.6. Rats-trained professionals-outdoor open areas

Product type(s) PT14 - Rodenticides {Past
control)
Where relevant, an exact Mot
description of the authorised use relavant for radenlicides
Field{s) of use Qutdoor
eutdoor
open areas i
Category(ies) of users Trained
professional
Target organisms Scientific name  Common name  Development stage

Rattus rallus

file:///C+/Users/d.mosca-esterno/Desklop/David/Kollant%208.r.1/No-One%20wax%2...  22/08/2018




Raof other juvenilas to
rat adukts
Rattus Brown juvenites to
norvegicus rat adults

Application method(s)

Method Bait application

Description
Ready-to-use
bait to be used in tamper-resistant bait stations or covered and protected
baiting points as long as they provide the same |evel of protection for
non-targst 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} g of bait per baiting point.

Permanent bating 60-100 gr of bait per baiting

point

Dijution: 0%

Timing:
Rait
products: - High infestation: {(60-100} g of bait per baiting point. - Low
infestation: (40-80) g of bait per baiting poinl. Permanent bating 60-10¢ gr of
bait per baiting point

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

Where applicable
package is restricted lo separately packed bags with a maximum bag size of 10
k9. .

Packaging material; plastic composite-triple layer {polyesterf PET
met/polyethylene)

Type of packaging

Sizefvolume of the
packaging

Material of the packaging

Type and
material of closure(s}

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

Compatibility of the product with the propesed
packaging materials {Yes/Na)

Labelled or Printed Bag/Sack

from
1.6 Kg-to 25 kg

Plastic composiie

Prefabricated bags or seriat
preduction bags , both thermal welded

Frofessional, trained
professional

Yes

Lakelled or Printed Bag/Sack - with Inner plastic
liner

from 1.5 Kg - to 10 kg - max slze inner liner 10 Kg ®

Plastic
compasite

Prefabricated bags or serial production hags , both thermal
welded

Professional, trained professional

Yes

Labeiled Plastic {HOPE} Bucketfrom 1.5 Kg o 25 kg

t abelled Plastic {HDPE) BucketRectangular or
truncated cone bucket sealed

Professional, trained
professienat

Yes

Labslled Plastic {HDPE) Buckat-
with inner plastic finer

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

Labelied Plastic (HDPE) Bucket

Rectangular or truncated cone bucket
sealed

Prafessional, trainad professional
Yes

Labelled or
Printad Carton sachet with plastic inner liner
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from 1,5-to 10 kg
single innar pastic bags of up to 10 Kg each

Carton + Plastic
composite

Prefabricated bags or serial production bags , both thermal
welded

Professional, trained professional
Yes

Labeled or
Printed Cardboard with inner plastic liner

15-10 K3}
single if& r plastic bags of up to 10 Kg each

3 i, "
Cartop+ Plastic
compUsie

Pllbf',. ricated cardboard

‘Professional, trained
professional

Yas

4.6.1, Use-specific instructions for use

Protect bait from the atmospheric
conditions. Place the bait stations in areas not liable to flooding,

Repiace any bait in baiting peints in which bait has been damaged by watar or
contaminated by dirt.

- Remove the remaining product at the end of

treatment pericd

- Follow any additional instructions provided by the

relevant code of bast practice.

for permanent
haiting:

Where possible, it is recommended that the {reated area is

revisited every 4 weeks at the latest in érder to avoid any selection of a
resistant pepulation.

Follow any additional instructions provided by the

refevant code of best practice.

for application in covered
and protected bait points: v

- For outdoor use, baiting points must be

covered and placed in strategic sites to minimise the exposure to non-target
species.

- Follow any additional instructions provided by the relevant code

of best praciice.

bse‘specific risk mitigation measures

Where possible, prior lo the treatment
infetm any possinie bystanders (e.g. users of the treated area and their
surroundings) aboul the rodent control campaign fin accordance with the

/‘épp\icalﬂa code of good practice, if any].

- Consider preventive control

measures {e.g. piig holes, remove potentia! food and drinking as far as
possible) to improve product intake and reduce the likelihood of reinvasion.

- Ta reduce 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 besi practice.

- Do not use the praduct

in pulsed baiting treatments.

-do nal apply this product direcily in the
bUrrows

-Products may only be used in permanent treatments at thase sites
with a high potential for reinvasion when other methods of centrol have proven
insufficient

in case of parmanent baiting:

Permanent

baiting is strictly limited 1o sites with a high potential for reinvasion when
other methods of contrel have proven insufficient. The permanent baiting
strategy shall be periodically reviewed in the context of integrated pest
management {{PM) and the assessment of the risk for re-infestation

Pagina 13 di 16

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

When

placing bait points close fo surface waters (e.g. rivers, ponds, water channets,
dykes, irrigation ditches) er water drainage systems, ensure thal bait contact
with water is avoided.

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

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

shelf life 24
months,

22/08/2018




Use specific conditions of storage and shelf-life of the product

under nermal conditions of storage are not necessary when condltions of slorage
and shelife of the praduct under normal conditions of storage, as detailed in
the section "General directions for use {trained professionals)’, are

implemented,

5. General directions for use

5.1. Instructions for use

Read and follow the
product information as well as any information accompanying the produet or
provided at the paint of sale before using it.

- Carry outa

pre-baiting survey of the infested area and an on-site assessmeant in order to
identify the rodent species, their places of activity and determine the lkely
cause and the extent of the infestation.

- Remove food which

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

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

-Consider .

preventive control measures (2.4. plug holes, remove potential food and drinking
as far as possible) to improve product intake and reduce the likelihood of
reinvasion.

- Bait stations should be placed in the immediate
vicinity of places where rodent activity has been previously observed {e.g.
travel paths, nesting sites, feedlots, holes, burraws efc.),

- The product shouid be placed in the immediate vicinity
of places where rodent activily has been previously explored (2.g. travel paths,
nesting sites, feedlots, holes, burrows ete.),

- Where
possible, bait stations must be fixed to the ground or other structures.

- Bait stations must be clearly labelied to show they
contain rodenticides and that they musi net be moved or opened {see seclion 5.3
for the informaticn to be shown on the label).

- When the

product is being used in public areas, the areas treated should be marked during
the treatment period and a notice explaining the risk of primary or secondary
poisoning by the anlicoagulant as well as indicating the first measures to be
taken in case of poisoning must be made available 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 other non-targel animais.

- Piace the product away from food, drink and animal feeding stuffs, as
weil as from utensils or surfaces that have contact with these.

- Wear protective cherical resistant gloves (rubber) during product
handling phase

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

- The frequency of visits to the treated area showld be at the

discretion of the operatar, in the Iight of the survey conducted at the outset

of the freatmeni. That frequency should be consistent with the recommendations
provided by the relevant code of best practice.

- I bait

uptake Is low refative to the apparent size of the infestation, consider the
replacement of bait paints to further places and the pesaibility to change ta
another bait formulation.

- |If after a treatment period of 35

days baits are continued 1o be consumed and no decline In rodent activily can be
observed, the likely cause has to be determined. Where other elements have been
exciuded, it is likely that there are resistant rodent so consider the Use of a
non-anticoagulant rodenticide, where avaiable, or a more potent anticoagulant
rodenticide. Also consider the use of traps as an alternative control

measure.
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~Remove the remaining bait or the bait stations at
the end of the treatment perod

5.2. Risk mitigation measures

Wihere pu"s‘sib\e‘ prior 1o the treatment inform any possible bystanders about the
rodent control campaign
Ak

l

- The proéucf Informalion {i.e.

label ?nﬁ‘lor leaflet) shall clearly show that the product shall only be supplisd
ta trajrred professional users holding certification demonstrating compliance
with the applicable training reguirements {e.g. "for trained professionals

- Do nat use in areas where resistance io the active
substance can be suspecled.

- Products shall not be used

beyond 35 days without an evaluation of the state of the infestation and of the
efficacy of the treatment unless aulhorised for parmmanent baiting

treatments.

- Do not rotate the use of diffarent

anticoagulants wilh comparable or weakar potency for resistance management
purposes. For rotational use, consider using a non-anticoagulant rodenticide, if
available, or & more potent anticoagulant,

- Do not wash the
bait stations or utensils used in covered and protected bait points with water
betwsen applications.

- Dispose dead redents in accordance
with local
reguirements.

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

contains an anticoagulant substance. If ingested, symptoms, which may be

delayed, may include nosebleed and bleeding gums. In severe cases, there may be

brutsing and blood present in the fagces or urine.

Aniidoté; Vitamin K1 a¢ministered by medicalivaterinary parsonnel only.

n case of;

~h

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

- Eye
axposure, rinse eyes with eyes-rinse liquid or water, keep eves fids open at
least 10 minutes.

- Oral exposure, rinse mouth carefully

with water. Never give anything by mouth to unconscious person. Do not provoke
vomiting. If swallowed, sesk medical advice immedialely and show the product's
container or label. Contact a veterinary surgeon in case of ingestion by a pet

- Bait stations must be fabelled with the following

information; "do not move or open”; "contains a rodenticide"; "product name or

authorisation number"; "active substance(s)" and "in case of incident, call a .
poison cenlre

- Hazardous to wildlife.

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

~At
the end of the treatment, dispose the uneaten bait and the packaging in
gecordance with local requirements

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

Store in a dry,

coal and well ventilated place. Keep the container ciosed and away from direct
sunlight.

Store in places prevented from the aceess of children, birds,

pets and farm anlmals.

Shelf life: 24

months

6. Other information
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Because
of their delayed mode of actlon, anticozguiant rodenticides may take from 4 to

10 days to be effective after effective consumption of the bait.

- Radents
can be disease carriers. Do not touch dead rodents with bare hands, use gloves

or yse tools such as tongs when disposing them.
- This product contains a
bittering agent and & dye.
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