Summary of product characteristics for a biocidal product

Product name: calgodip D 5000

Product type(s): PTO3 - Veterinary hygiene (Disinfectants)

PTO3 - Veterinary hygiene (Disinfectants)

Authorisation number: EU-0018724-0000

R4BP 3 asset reference number: 1S-0019971-0010
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1.1. Trade names of the product

Administrative information

calgodip D 5000

Jod Dip F 50

Jod Dipp 50 (Iwetec)
Jod-Dipp 50 (Technolit)
Dip es barriere 5000

BaktoStop barrier 5.0

1.2. Authorisation holder

Name and address of the
authorisation holder

Authorisation number

R4BP 3 asset reference
number

Date of the authorisation

Expiry date of the
authorisation

Name CVAS Development GmbH

Address Dr. Albert Reimann Str. 16 a 68526 Ladenburg Germany

EU-0018724-0000 1-8

1S-0019971-0010

07/01/2019

30/11/2028

1.3. Manufacturer(s) of the biocidal products
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Name of the manufacturer

Address of the manufacturer

Location of manufacturing sites

Calvatis GmbH

Dr. Albert Reimann Str. 16a 68526 Ladenburg Germany

Dr. Albert Reimann Str. 16a 68526 Ladenburg Germany

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

Active substance

Name of the manufacturer

Address of the manufacturer

Location of manufacturing sites

Active substance

Name of the manufacturer

Address of the manufacturer

Location of manufacturing sites

Active substance

Name of the manufacturer

Address of the manufacturer

Location of manufacturing sites

1319 - lodine

Cosayach Nitratos S.A.

Amunategui 178 not applicable Santiago Chile

S.C.M. Cosayach Cala Cala not applicable Pozo Almonte Chile

1319 - lodine

ACF Minera S.A.

San Martin No 499 not applicable Iquique Chile

Lagunas mine not applicable Pozo Almonte Chile

1319 - lodine

SQM S.A.

Los Militares 4290, Piso 4 not applicable Las Condes Chile

Nueva Victoria plant not applicable Pedro de Valdivia plant Chile
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Active substance 1319 - lodine

Name of the manufacturer Nihon Tennen Gas Co., Ltd / Kanto Natural Gas Development Co., Ltd

Address of the manufacturer 661 Mobara 297-8550 Mobara City, Chiba Japan

Location of manufacturing sites 2508 Minami-Hinata 299-4205 Shirako-Machi, Chosei-Gun, Chiba Japan

Active substance 1349 - Polyvinylpyrrolidone iodine
Name of the manufacturer Norkem Limited
Address of the manufacturer Norkem House, Bexton Lane WA 16 9FB Knutsford, Cheshire United Kingdom

Location of manufacturing sites Norkem House, Bexton Lane WA 16 9FB Knutsford, Cheshire United Kingdom

2. Product composition and formulation

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

Common hame IUPAC name Function CAS number  EC number Content (%)
lodine Active Substance 7553-56-2 231-442-4 0,54

_Pol_y vinylpyrrolidone Active Substance 25655-41-8 0

iodine

Acetic acid Acetic acid 64-19-7 200-580-7 0,26

2.2. Type of formulation

AL - Any other liquid

3. Hazard and precautionary statements

Hazard statements Harmful to aquatic life with long lasting effects.

SUMMARY OF PRODUCT

11/202
06/11/2020 CHARACTERISTICS



Precautionary statements Avoid release to the environment.

Dispose of contents to local/regional/national/international regulation.

Dispose of container to local/regional/national/international regulation.

4. Authorised use(s)

4.1 Use description

Use 1 - Notkun #8.1 — Sétthreinsun & spenum a dyrum sem mjélka: Sétthreinsun a spenum eftir
mjaltir med pvi ad dyfa handvirkt

PTO3 - Veterinary hygiene (Disinfectants)
Product type

Where relevant, an exact
description of the authorised
use

A ekki vid.

Target organism(s) (including | Scientific name: Gerlar

development stage) Development stage: vaxtarfrumur

Scientific name: Gersveppir
Common name: Gersveppir
Development stage: vaxtarfrumur

Indoor
Field(s) of use

Soétthreinsun & spenum & dyrum sem mjolka (mjolkurkyr) sem fer fram eftir mjaltir

i . Dyft handvirkt med pvi ad nota dyfingarbolla -
Application method(s)

Sja notkunarleidbeiningar

Application ra_te(s) and Kyr: 5 ml i hverri medferd - 0 -

frequencies Notkun eftir mjaltir: 2-3x/dag (eftir hverjar mjaltir)

Category(ies) of users Professional

Pack sizes and packaging

material Brisi (HDPE): 5 — 60 kg
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Tunna (HDPE): 60 — 200 kg

IBC (HDPE): 600 - 1000 kg

4.1.1 Use-specific instructions for use

Varan verdur ad hafa nad hitastigi haerra en 20°C fyrir notkun.

Meelt er med ad nota skammtadaelu til ad setja voruna & bunadinn sem notadur er.

Fyllid hylkid med RTU vorunni og gerid rad fyrir 5 ml & hverja ki og skrufid dyfingarbollann ofan a. Passid ad umframvokvi hellist ekki
niour.

Hreinsid spenana vandlega med pvi ad purrka b4 med einnota pappirspurrku/klut rétt fyrir mjaltir.

Eftir mjaltir skal kreista hylkid og setja dyfingarbollann yfir hvern spena nedan fra og tryggja ad um 3 sm af spenanum séu & kafi ofan
i sétthreinsunarefninu.

Fyllid aftur bollann & dyfingartaekinu med nyju sétthreinsunarefni med pvi ad kreista hylkid eins og porf krefur. Baetid nyju
sotthreinsunarefni & hylkio eins og porf krefur.

Latid voruna vera & spenunum fram ad naestu mjéltum. Latid dyrin standa i a.m.k. 5 mindtur eftir medferd.

Taemid hylkid og hreinsid hylkid og dyfingarbollann med pvi ad skola med vatni pegar sétthreinsun er lokid.

4.1.2 Use-specific risk mitigation measures

Ef samsetning & sétthreinsun fyrir og eftir mjaltir er naudsynleg, pa eetti ad ihuga ad nota adra véru sem ekki inniheldur jod til ad
sotthreinsa fyrir mjaltir.

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

Sja almennar notkunarleidbeiningar.

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

Sja almennar notkunarleidbeiningar.

4.1.5 Where specific to the use, the conditions of storage and shelf-life of the product
under normal conditions of storage
Sja almennar notkunarleidbeiningar.
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4.2 Use description

Use 2 - Notkun #8.2 — Sétthreinsun & spenum a dyrum sem mjolka: Sétthreinsun & spenum eftir
mjaltir med sjalfvirkri dyfingu

PTO3 - Veterinary hygiene (Disinfectants)
Product type

Where relevant, an exact
description of the authorised
use

A ekki vid.

Target organism(s) (including | Scientific name: Geriar

development stage) Development stage: vaxtarfrumur

Scientific name: Gersveppir
Common name: Gersveppir
Development stage: vaxtarfrumur

Indoor
Field(s) of use

Sétthreinsun & spenum & dyrum sem mjolka (mjolkurkyr) sem fer fram eftir mjaltir

o Sjalfvirk dyfing -
Application method(s)

Sja notkunarleidbeiningar

Application rate(s) and Kyr: 5 ml i hverri medferd - 0 -

frequencies Notkun eftir mjaltir: 2-3x/dag (eftir hverjar mjaltir)

Category(ies) of users Professional

Pack sizes and packaging Brisi (HDPE): 5 - 60 kg

material
Tunna (HDPE): 60 — 200 kg
IBC (HDPE): 600 - 1000 kg
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4.2.1 Use-specific instructions for use

Varan verdur ad hafa nad hitastigi haerra en 20°C fyrir notkun.

Opnid dés sem inniheldur RTU véruna og setjid spenahylkid & sjalfvirka dyfingarkerfinu i hana. Passid ad umframvokvi hellist ekki
nidur.

Eftir mjaltir er slokkt & sogkraftinum og spenasétthreinsunarefni er sprautad inn i soggrein & mjaltakrossinum. Spenarnir eru paktir
med um pad bil 5 ml af dyfu pegar spenabollinn er fjarleegdur sjalfvirkt med ACR (Automatic Cluster Removal). begar ACR hefur
verid fjarleegt er hver hélkur & dyfingarkerfinu skoladur vandlega med vatni og purrkadur med prystilofti.

i lokaskrefinu vid hreinsun eftir hverja mjaltatérn eru hélkarnir sétthreinsadir (t.d. med véru sem inniheldur klér) og purrkadir aftur
med prystilofti.

Létid voruna vera & spenunum fram ad naestu mjoltum. L4tid dyrin standa i a.m.k. 5 minuatur eftir medferd.

Eftir pad er mjaltakerfid tilbuid fyrir nsestu mjaltir.

Allt ferlid er sjalfvirkt.

4.2.2 Use-specific risk mitigation measures

Ef samsetning a sétthreinsun fyrir og eftir mjaltir er naudsynleg, pa aetti ad ihuga ad nota adra voru sem ekki inniheldur jod til ad
sotthreinsa fyrir mjaltir.

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

Sja almennar notkunarleidbeiningar.

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

Sja almennar notkunarleidbeiningar.

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

Sja almennar notkunarleidbeiningar.

5. General directions for use

5.1. Instructions for use

Sja sérstakar notkunarleidbeiningar.
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5.2. Risk mitigation measures

Sja sérstakar adgerdir sem draga Ur heettu.

5.3. Particulars of likely direct or indirect effects, first aid instructions and emergency
measures to protect the environment
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Komid inn & i 6ryggisbladinu.

Lysing & skyndihjalparadgerdum

Eftir inndndun: Leitid strax i ferskt loft; hafid samband vid leekni ef sjukdémseinkenni gera vart vid sig.

Eftir snertingu vid hd: Hreinsid med vatni og sapu. Ef haderting heldur afram, hafid samband vié leekni.

Eftir snertingu vid augu: Hreinsid opid auga i pénokkrar minGtur undir rennandi vatni. Ef sjitkdémseinkenni hverfa ekki, hafid
samband vid laekni.

Eftir ad hafa kyngt: Skolid munninn og drekkid sidan mikid af vatni. Leitid laeknisadstodar.

Stddugleiki og hvarfgirni

Hvarfgirni: Engar frekari mikilveegar upplysingar faanlegar.

Efnafraedilegur stddugleiki/hitanidurbrot/adsteedur sem ber ad fordast: Ekkert nidurbrot ef notkun er i samraemi vid leidbeiningar.

Maoguleiki & heettulegum efnahvérfum: Engin heettuleg efnahvorf pekkt.

Adsteedur sem ber ad fordast: Engar frekari mikilveegar upplysingar faanlegar.

Osamrymanleg efni: Engar frekari mikilveegar upplysingar faanlegar.

Heettuleg efni sem myndast vid nidurbrot: jod (pegar efnid hitnar).

Adgerdir pegar losun & sér stad fyrir slysni

Persénulegar vartdarradstafanir, hlifdarbtinadur og verklagsreglur i neydartilvikum: Ekki er p6rf & neinum sérstékum adgerdum.

Vartdarradstafanir vegna umhverfisins: Ekki lata voruna komast i fraveitukerfi eda stoduvétn i miklu magni.

Adferdir og efni fyrir afmoérkun og hreinsun: Notid vokvabindandi efni til ad gleypa i sig véruna (sand, kisilgar, syrubindiefni,
alhlidabindiefni). Ekki nota eldfim efni ein og sag. Fargid efninu sem safnad hefur verid saman i samraemi vid reglugerdir.

5.4. Instructions for safe disposal of the product and its packaging
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Komid inn & i éryggisbladinu.

Adferdir vid sorpmedhondiun
Ré&dleggingar: Verdur ad medhondla sérstaklega med tilliti til opinberra reglugerda.
Lykilnamer fyrir férgun Grgangs: | samraemi vid reglugerd Evropsku Grgangsskrarinnar pa verda Grgangslykilndmer ad vera tengd

sérstaklega vid idnad og adferd.

Evrépska Grgangsskrain: | samraemi vid reglugerd Evrépsku Grgangsskrérinnar pa verda drgangslykilnimer ad vera tengd
sérstaklega vid idnad og adferd.

Vid lok medferdar skal farga 6notadri voru og umbudum i samraemi vid stadbundnar reglugerdir. Véru, sem buid er ad nota, ma skola|
nidur i holreesi eda farga i mykjuhaug ef pad er i samraemi vid stadbundnar kréfur. Fordist ad losa i einstakar skélphreinsistddvar.

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

Geymslupol: 24 manudir
Vorurnar mega ekki frjosa og skal geyma vid hitastig sem fer ekki yfir 30°C og fjarri beinu sélarljési.

6. Other information

The hazard and precautionary statements shall be in Icelandic on the label.
H412 Skadlegt lifi i vatni, hefur langvinn &hrif.
P273 Fordist losun at i umhverfi.
P501 Fargid innihaldi i samraemi vid stadbundnar/sveedisbundnar/landsbundnar/alpj6dlegar reglugerdir.

P501 Fargid ilati i samraemi vid stadbundnar/sveedisbundnar/landsbundnar/alpj6dlegar reglugerdir.
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