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Part I.
FIRST INFORMATION LEVEL
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1. ADMINISTRATIVE INFORMATION

1.1. Family name

‘ Name ‘ QUAT-CHEM'siodine based products

1.2.  Product type(s)

‘ Product type(s) ‘ PTO3: Veterinary hygiene

1.3. Authorisation holder

Name Neogen ItaliaS.r.l.

Name and address of the authorisation holder |Address ¢/o REGUS Palazzo Bernini Centro _
Direzionale Milano Due, ViaFratelli Cervi snc
20054 Segrate, Milano Italy

Authorisation number EU-0018496-0000
R4BP asset number | S-0019659-0000
Date of the authorisation 07/11/2018

Expiry date of the authorisation 30/09/2028

1.4. Manufacturer(s) of the product

Name of manufacturer QUAT-CHEM LTD

Address of manufacturer Charter House 33 - Greek Street SK3 8AX Stockport
United Kingdom of Great Britain and Northern Ireland
(the)

Location of manufacturing sites QUAT-CHEM LTD - Charter House 33 - Greek Street
SK3 8AX Stockport United Kingdom of Great Britain
and Northern Ireland (the)

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

Active substance lodine

Name of manufacturer COSAYACH : SCM Cia. Cosayach Minera Negreiros,
Rut. N°96.625.710-5

Address of manufacturer Terrenos de Elena S/N Terrenos de Elena S/N Huara,
Region de Tarapacé Chile

Location of manufacturing sites Mined at : S.C.M. Cia. MineraNegreiros, S.C.M.

Cosayach Soledad. Refined at : S.C.M. Cia. Minera
Negreiros. Pozo Almonte Mined at : S.C.M. Cia.
Minera Negreiros, S.C.M. Cosayach Soledad. Refined
a : S.C.M. Cia. Minera Negreiros. Pozo Almonte
Mined at : S.C.M. Cia. MineraNegreiros, S.C.M.
Cosayach Soledad. Refined at : S.C.M. Cia. Minera
Negreiros. Pozo Almonte Chile

Active substance lodine
Name of manufacturer ACF MINERA SA
Address of manufacturer San martin 499 Iquique Chile

11/03/2024 - IUCLID 6 4



Location of manufacturing sites

Faena Lagunas KM. 1.722 Ruta A-5, Pozo Almonte
Chile

Active substance

lodine

Name of manufacturer

SOCIEDAD QUIMICA y MINERA SA

Address of manufacturer

Los Militaers 4290 SANTIAGO DE CHILE Chile

Location of manufacturing sites

Pedro de Valdivia (PV) Route B 180 Antofagasta
Chile

NuevaVictoria (NV) Route 5 North, Km 1925 Pozo
Almonte Chile
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2. PRODUCT FAMILY COMPOSITION AND FORMULATION

2.1. Qualitative and quantitative infor mation on the composition of the family

Common name |[IUPAC name Function CAS number EC number Content (%)

lodine active substance |7553-56-2 231-442-4 0,25-2,5% (w/
w)

Alkéhal, Pdly(oxy-1,2- Non-active 68439-50-9 2,697 - 24,199 %

C12-14, etoxylud | etandiyl), - substance (wiw)

(medalmélhlutfallf C12-14-(sl éttar

11 mél of tolur)-alkyl--

etylenoxidi/mal) | hydroxy

2.2. Type(s) of formulation

Formulation type(s) AL Any other liquid
SL Soluble concentrate
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Part Il.
SECOND INFORMATION LEVEL - META SPC(S)
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1. META SPC 1 ADMINISTRATIVE INFORMATION

1.1. MetaSPC 1identifier

Identifier Meta SPC: meta SPC 1 : Vorur til bodunar — tilblnar
til notkunar

1.2. Suffix tothe authorisation number

‘ Number ‘ 1-1

1.3. Product type(s)

‘ Product type(s) ‘ PTO3: Veterinary hygiene
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2. META SPC 1COMPOSITION

2.1. Qualitative and quantitative infor mation on the composition of the meta SPC 1

Common name | IUPAC name Function CAS number EC number Content (%)

lodine active substance |7553-56-2 231-442-4 0,25 - 0,49 % (w/
w)

Alkohdl, Pély(oxy-1,2- Non-active 68439-50-9 2,697 - 4,993 %

C12-14, etoxylud | etandiyl), - substance

11 mdl &f
etylenoxidi/mal)

(medalmalhlutfall} C12-14- (s éttar

tolur)-alkyl--
hydroxy

(w/w)

2.2.

Type(s) of formulation of the meta SPC 1

Formulation type(s)

AL Any other liquid
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3. HAZARD AND PRECAUTIONARY STATEMENTSOF THE META SPC 1

Hazard statements

H319: Causes serious eye irritation.

H412: Harmful to aquatic life with long lasting effects.

Precautionary statements

P102: Keep out of reach of children.

P264: Wash hendur thoroughly after handling.
P280: Wear protective gloves.

P280: Wear protective clothing.

P280: Wear eye protection.

P305+P351+P338: IF IN EYES: Rinse cautiously with
water for several minutes. Remove contact lenses, if
present and easy to do. Continue rinsing.

P337+P313: If eye irritation persists: Get medical
advice.

P337+P313: If eye irritation persists: Get medical
attention.

11/03/2024 - IUCLID 6
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4. AUTHORISED USE(S) OF THE META SPC

4.1. Usedescription 1

Tablel. Use#1.1—-Handvirk eda galfvirk béoun eftir mjaltir

Product type PTO3: Veterinary hygiene

Where relevant, an exact description of the -
authorised use

Target organism(s) (including development | Scientific name: Bacteria
stage) Common name; bacteria, aerobic Gram-positive
Development stage: no data

Scientific name: Bacteria
Common name: bacteria, aerobic Gram-negative
Development stage: no data

Scientific name: Y easts
Common name: Y easts
Development stage: no data

Scientific name: Algae
Common name: algae
Development stage: no data

Field(s) of use indoor use

Sotthreinsun a spenum mjélkandi dyra med bodun eftir mjaltir

Application method(s) Method: B6dun

Detailed description: Handvirk eda gafvirk sotthreinsun a
spenum med bodun eftir mjaltir. Bédunarbolli eda sjélfvirk

bodunarvel.

Application rate(s) and frequency Application Rate: — kyr og bufflar (3 til 10 ml: 5 ml radlagdir) —
saudfé (1,5til 5ml: 1,5 ml r&dlagoir) — geitur (2,5 til 6 ml: 2,5 ml
raolagdir)

Dilution (%): 0

Number and timing of application:
Tioni: 2 til 3 sinnum adag

Category(ies) of users professional
Pack sizes and packaging material HDPE-DUNKUR, 5, 10, 22 L

HDPE-TUNNA, 60, 120, 220 L
HDPE-GEYMIR, 1000 L

4.1.1. Usegpecificinstructionsfor use
Sjaamennar leidbeiningar um notkun meta SPC 1.

4.1.2. Usegpecificrisk mitigation measures
Sjaamennar leidbeiningar um notkun meta SPC 1.

4.1.3. Wherespecifictotheuse, the particularsof likely direct or indirect effects, first

aid instructions and emer gency measuresto protect the environment
Sjaamennar leidbeiningar um notkun meta SPC 1.
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4.1.4. Wherespecifictotheuse, theinstructionsfor safe disposal of the product and
its packaging
Sjaamennar leidbeiningar um notkun meta SPC 1.

4.1.5. Where specifictothe use, the conditions of storage and shelf-life of the product
under normal conditions of storage
Sjaamennar leidbeiningar um notkun meta SPC 1.
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5. GENERAL DIRECTIONSFOR USE OF THE META SPC 1

5.1. Instructionsfor use

Lesid avallt umblidamerkingar eda bagkling fyrir notkun og fylgid 6llum leidbeiningum sem eru til stadar.
Hitaverdur vérunai meiraen 20 °C hita fyrir notkun.

Notkun skdmmtunardadu er radl6go til ad fylla efni & binadinn sem notadur er.

Fyllid bodunarbollann handvirkt eda sjdfkrafa med voru sem er tilbuin til notkunar.

Berid &med handvirkri eda gafvirkri bodun & 6llum spenum dyrsins eftir mjaltir.

—kyr og bufflar (3 til 20 ml: 5 ml r&dlagdir)

—saudfé (1,5til 5ml: 1,5 ml rédlagdir)

—geitur (2,5til 6 ml: 2,5 ml r&dlagdir)

L&tid efnid liggja & fram ad naestu mjoltum. L&tid kyrnar standa pangad til efnid hefur pornad (am.k. 5
minatur).

Vi nasstu mjaltir skal beita adferdinni vid ad prifa og strjuka af spenunum kerfisbundid &dur en mjaltataekin eru
sett apé

Ef naudsyn krefur skal bera efnid aftur a eftir hverjar mjaltir.

Hreinsid bunadinn sem notadur er reglulega med volgu vatni.

5.2. Risk mitigation measures

Notid augnhlifar.

Ef nota parf samsetningu af sotthreinsiefnum agludum til notkunar baedi fyrir og eftir mjaltir er rédlegt ad nota
adra safiefnavoru sem ekki inniheldur jod vid sotthreinsun fyrir mjaltir.

5.3. Particularsof likely direct or indirect effects, first aid instructions and emer gency

measur es to protect the environment

Fario strax Ur fatnadi og skdm sem hafa 6hreinkast. Pvoid fatnad og sko fyrir nasstu notkun.
LEIDBEININGAR UM SKYNDIHJALP

—Vid inndndun: Fegid vidkomandi i ferskt loft.

— Komist efnid i snertingu vid hid: Skolid med vatni.

—Komist efnid i snertingu vid augu:

BERIST EFNID | AUGU: Skoli& varlegamed vatni i nokkrar minttur. Fjarlaagid snertilinsur ef pvi er vid
komid. Skolio &ram.

Ef augnerting er vidvarandi: Leitio laknis.

—Vid inntdku: Skolid munninn. EKKI framkalla uppkdst. Leitid laknis.

Leitio upplysingai 6ryggishladinu sem er faanlegt til nota i atvinnuskyni: bar er ad finna neydarsimanimer.
Mikill leki: Afmarkid, haldid i skefjum med dvirku iseygu efni og dadio i neydargeymi. Geymid i videigandi,
rétt merktum og luktum ilatum til férgunar. Aldrel skal setja efni sem lekid hefur nidur i upphafleg ilat til
endurnotkunar.

5.4. Instructionsfor safe disposal of the product and its packaging

Eftir medhondlun skal farga énotudu efni og umbddunum i samraami vid stadbundnar kréfur. Notadri voru
ma hellanidur i fraveitu viokomandi sveitarfélags eda farga i mykjusafnhaug, alt eftir stadbundnum kroéfum.
Fordist losun i einkarotpree.

Pappirspurrkunum sem eru notadar til ad fjarlaggja efnid og purrka spenana er fargad med venjulegum
heimilisirgangi.

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

storage
Geymslupol: 2 & i HDPE
Geymid ekki vid hitastig yfir 30 °C.
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6. OTHER INFORMATION

On the label the hazard and precautionary statements shall bein Icelandic.
Hazard statementsin Icelandic:
H319 Veldur avarlegri augnertingu.
H412 Skadlegt lifi i vatni, hefur langvinn &hrif.
Precautionary statementsin Icelandic:
P102 Geymist par sem born na ekki fil.
P264 bvoid hendur vandlega eftir medhondlun.
P280 Notid hlifdarhanska.
Notid hlifdarfatnad.
Notid augnhlifar.
P305 + P351 + P338 BERIST EFNID | AUGU: Skolid varlegamed vatni i nokkrar mintur.
Fjarlaegio snertilinsur ef pad er audvelt. Skolid &ram.
P337 + P313 Ef augnerting er vidvarandi: Leitid laknis.
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7. THIRD INFORMATION LEVEL: INDIVIDUAL PRODUCTSIN THE META SPC 1

7.1. Tradename(s), authorisation number and specific composition of each individual
product
Trade name(s) Teatsan Market area: EU

2500

IODO Market area: EU

GUARD

2500
Authorisation number 1S-0019659-0001 1-1
Common name |[IUPAC name Function CAS number EC number Content (%)
lodine active substance |7553-56-2 231-442-4 0,25
Alkéhdl, Poly(oxy-1,2-  |Non-active 68439-50-9 2,697
C12-14, etoxylud | etandiyl), - substance
(medamélhlutfallf C12-14-(sl éttar
11 mdl of tolur)-alkyl--
etylenoxidi/mal) |hydroxy
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1. META SPC 2 ADMINISTRATIVE INFORMATION

1.1. MetaSPC 2identifier

Identifier Meta SPC: meta SPC 2 : Vorur til bodunar, freydingar,
Gdunar — tilbunar til notkunar

1.2. Suffix tothe authorisation number

‘ Number ‘ 1-2 ‘

1.3. Product type(s)

‘ Product type(s) ‘ PTO3: Veterinary hygiene
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2. META SPC 2 COMPOSITION

2.1. Qualitative and quantitative infor mation on the composition of the meta SPC 2

Common name |[IUPAC name Function CAS number EC number Content (%)

lodine active substance |7553-56-2 231-442-4 0,25 - 0,49 % (w/
w)

Alkohdl, Pély(oxy-1,2- Non-active 68439-50-9 2,697 - 4,69 %

C12-14, etoxylud | etandiyl), - substance

11 mdl &f
etylenoxidi/mal)

(medalmalhlutfall} C12-14- (s éttar

tolur)-alkyl--
hydroxy

(w/w)

2.2.

Type(s) of formulation of the meta SPC 2

Formulation type(s)

AL Any other liquid
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3. HAZARD AND PRECAUTIONARY STATEMENTSOF THE META SPC 2

Hazard statements

H319: Causes serious eye irritation.

H412: Harmful to aquatic life with long lasting effects.

Precautionary statements

P102: Keep out of reach of children.

P264: Wash hendur thoroughly after handling.
P280: Wear protective gloves.

P280: Wear protective clothing.

P280: Wear eye protection.

P305+P351+P338: IF IN EYES: Rinse cautiously with
water for several minutes. Remove contact lenses, if
present and easy to do. Continue rinsing.

P337+P313: If eye irritation persists: Get medical
advice.

P337+P313: If eye irritation persists: Get medical
attention.
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4. AUTHORISED USE(S) OF THE META SPC

4.1. Usedescription 1

Tablel. Use#2.1—Handvirk eda galfvirk bodun, freyding eda tdun fyrir mjaltir

Product type PTO3: Veterinary hygiene

Where relevant, an exact description of the
authorised use

Target organism(s) (including development | Scientific name: Bacteria
stage) Common name: bacteria, aerobic Gram-positive
Development stage: no data

Scientific name: Bacteria
Common name: bacteria, aerobic Gram-negative
Development stage: no data

Scientific name: Y easts
Common name: Y easts
Development stage: no data

Field(s) of use indoor use

Gdun fyrir mjaltir

Sétthreinsun & spenum mjélkandi dyra med bédun, freydingu eda

Application method(s) Method: bddun, freyding eda Udun fyrir mjaltir

Detailed description: Handvirk eda sjdfvirk sétthreinsun

a spenum med bodun, freydingu eda tdun fyrir mjaltir.
Bodunarbolli, freydingarbolli, spenaidari, safvirk bédunarvel,
galfvirk freydingarvél eda galfvirkur Géunarblinadur.

Application rate(s) and frequency Application Rate: — kyr og bufflar: 3til 20 ml (5til 8 ml
rédlagoir) — saudfé 1,5til 5ml (1,5 til 3 ml r&dlagdir) —geitur:
2,5til 6 ml (2,5 til 4 ml r&dlagdir)

Dilution (%): 0

Number and timing of application:
Tioni: 2til 3 sinnum &dag

Category(ies) of users professional
Pack sizes and packaging material HDPE-DUNKUR, 5, 10, 22 L

HDPE-TUNNA, 60, 120, 220 L
HDPE-GEYMIR, 1000 L

4.1.1. Use-gpecificinstructionsfor use

Fjarlaagid oll synileg éhreinindi &dur en efnid er borid &

Berid &med handvirkri eda gafvirkri bodun/freydingu/udun & 6llum spenum dyrsins fyrir mjaltir.
L&tid efnid verkai am.k. einamindtu.

Beitio adferdinni vid ad prifa og strjuka af spenunum kerfisbundid adur en mjaltatakin eru sett 4 pa.
Sjaamennar leidbeiningar um notkun meta SPC 2.

4.1.2. Usegpecificrisk mitigation measures

Vi handvirka bddun/freydingu: Notid efnapolna hlifdarhanska (efni hanskatilgreint af leyfishafa i
voruupplysingunum) / augnhlifar.

Vi@ handvirka Gdun skal nota efnapolna hlifdarhanska (efni hanskatilgreint af leyfishafa i
voruupplysingunum) / hlifdarfatnad / augnhlifar.

11/03/2024 - IUCLID 6

19



Ef nota parf samsetningu af sotthreinsiefnum agtludum til notkunar bagdi fyrir og eftir mjaltir er rédlegt ad nota
adra sedfiefnavéru sem ekki inniheldur jod vid sotthreinsun eftir mjaltir.

4.1.3. Wherespecifictotheuse, the particulars of likely direct or indirect effects, first

aid instructions and emer gency measur esto protect the environment
Sjdamennar leidbeiningar um notkun meta SPC 2.

4.1.4. Wherespecifictotheuse, theinstructionsfor safe disposal of the product and
its packaging
Sjaamennar leidbeiningar um notkun meta SPC 2.

4.15. Where specificto the use, the conditions of storage and shelf-life of the product

under normal conditions of storage
Sjaamennar leidbeiningar um notkun meta SPC 2.

4.2. Usedescription 2

Table2. Use#2.2—-Handvirk eda galfvirk bodun, freyding eda Udun eftir mjaltir

Product type PTO03: Veterinary hygiene

Where relevant, an exact description of the
authorised use

Target organism(s) (including development | Scientific name: Bacteria
stage) Common name: bacteria, aerobic Gram-positive
Development stage: no data

Scientific name: Bacteria
Common name: bacteria, aerobic Gram-negative
Development stage: no data

Scientific name: Y easts
Common name: Y easts
Development stage: no data

Scientific name: Algae
Common name: algae
Development stage: no data

Field(s) of use indoor use

Sotthreinsun & spenum mjélkandi dyra med bédun, freydingu eda
Udun eftir mjaltir

Application method(s) Method: bddun, freyding, Goun eftir mjaltir

Detailed description: Handvirk eda safvirk sotthreinsun

a spenum med bddun, freydingu eda Gdun eftir mjaltir.
Bodunarbolli, freydingarbolli, spenatdari, §édfvirk bddunarvé,
gdfvirk freydingarvél eda §afvirkur Géunarbinadur.

Application rate(s) and frequency Application Rate: — kyr og bufflar: 3til 20 ml (5til 8 ml
raédlagdir) — saudfé: 1,5til 5 ml (1,5 til 3 ml rédlagdir) — geitur:
2,5t 6 ml (2,5til 4 ml r&dlagdir)

Dilution (%): 0

Number and timing of application:
Tioni: 2til 3 sinnum &dag

Category(ies) of users professional
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Pack sizes and packaging material HDPE-DUNKUR, 5, 10, 22 L
HDPE-TUNNA, 60, 120, 220 L
HDPE-GEYMIR, 1000 L

4.2.1. Use-gpecificinstructionsfor use

Handvirk eda gafvirk bodun/freyding/tdun & 6llum spenum dyrsins eftir mjaltir.

L&t efnid liggja a fram ad naestu mjoltum. L&tid kyrnar standa pangad til efnid hefur pornad. (minnst 5
mindtur)

Vid nasstu mjaltir skal beita adferdinni vid ad prifa og strjuka af spenunum kerfisbundid &dur en mjaltataskin eru
sett 4pa

Sjaamennar leidbeiningar um notkun meta SPC 2.

4.2.2. Use-specific risk mitigation measures

Vid handvirka idun skal nota efnapolna hlifdarhanska (efni hanskatilgreint af leyfishafa i
voruupplysingunum) / hlifdarfatnad / augnhlifar.

Ef nota parf samsetningu af sotthreinsiefnum agludum til notkunar baedi fyrir og eftir mjaltir er rdlegt ad nota
adra sedfiefnavoru sem ekki inniheldur jod vio sotthreinsun fyrir mjaltir.

4.2.3. Wherespecifictotheuse, the particularsof likely direct or indirect effects, first

aid instructions and emer gency measuresto protect the environment
Sjaamennar leidbeiningar um notkun meta SPC 2.

4.2.4. Wherespecifictotheuse, theinstructionsfor safe disposal of the product and
its packaging
Sjaamennar leidbeiningar um notkun meta SPC 2.

4.2.5. Where specificto the use, the conditions of storage and shelf-life of the product

under normal conditions of storage
Sjaamennar leidbeiningar um notkun meta SPC 2.
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5. GENERAL DIRECTIONSFOR USE OF THE META SPC 2

5.1. Instructionsfor use

Sja sértakar leidbeiningar fyrir hvort notkunarsvid.

Lesid avallt umblidamerkingar eda bagkling fyrir notkun og fylgid 6llum leidbeiningum sem eru til stadar.
Hitaverdur vérunai meiraen 20 °C hita fyrir notkun.

Notkun skdmmtunardadu er radl6go til ad fylla efni & binadinn sem notadur er.

Fyllid bodunar-/freydingarbollann / Gdarann handvirkt eda sjafkrafa med voru sem er tilbuin til notkunar.
Ef naudsyn krefur skal bera efnid aftur avid hverjar mjaltir.

Hreinsid bunadinn sem notadur er reglulega med volgu vatni.

5.2. Risk mitigation measures
Sja sértakar rédstafanir til ad draga Ur hadtu fyrir hvort notkunarsvi@.

5.3. Particularsof likely direct or indirect effects, first aid instructions and emer gency

measur es to protect the environment

Fario strax Ur fatnadi og skdm sem hafa 6hreinkast. Pvoid fatnad og sko fyrir nasstu notkun.
LEIDBEININGAR UM SKYNDIHJALP

—Vid inndndun: Fegid vidkomandi i ferskt loft.

— Komist efnid i snertingu vid hid: Skolid med vatni.

—Komist efnid i snertingu vid augu:

BERIST EFNID | AUGU: Skoli& varlegamed vatni i nokkrar minttur. Fjarlaagid snertilinsur ef pvi er vid
komid. Skolio &ram.

Ef augnerting er vidvarandi: Leitio laknis.

—Vid inntdku: Skolid munninn. EKKI framkalla uppkdst. Leitid laknis.,

Leitio upplysingai 6ryggishladinu sem er faanlegt til nota i atvinnuskyni: bar er ad finna neydarsimanimer.
Mikill leki: Afmarkid, haldid i skefjum med Gvirku iseygu efni og dadio i neydargeymi. Geymid i videigandi,
rétt merktum og luktum ilatum til férgunar. Aldrel skal setja efni sem lekid hefur nidur i upphafleg ilat til
endurnotkunar.

5.4. Instructionsfor safe disposal of the product and its packaging

Eftir medhondlun skal farga énotudu efni og umbddunum i samraami vid stadbundnar kréfur. Notadri voru
mé& hellanidur i fraveitu viokomandi sveitarfélags eda farga i mykjusafnhaug, alt eftir stadbundnum kroéfum.
Fordist losun i einkarotpree.

Pappirspurrkunum sem eru notadar til ad fjarlaggja efnid og purrka spenana er fargad med venjulegum
heimilisirgangi.

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

storage
Geymslupol: 2 & i HDPE
Geymid ekki vid hitastig yfir 30 °C.
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6. OTHER INFORMATION

On the label the hazard and precautionary statements shall bein Icelandic.
Hazard statementsin Icelandic:
H319 Veldur avarlegri augnertingu.
H412 Skadlegt lifi i vatni, hefur langvinn &hrif.
Precautionary statementsin Icelandic:
P102 Geymist par sem born na ekki fil.
P264 bvoid hendur vandlega eftir medhondlun.
P280 Notid hlifdarhanska.
Notid hlifdarfatnad.
Notid augnhlifar.
P305 + P351 + P338 BERIST EFNID | AUGU: Skolid varlegamed vatni i nokkrar mintur.
Fjarlaegio snertilinsur ef pad er audvelt. Skolid &ram.
P337 + P313 Ef augnerting er vidvarandi: Leitid laknis.
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7. THIRD INFORMATION LEVEL: INDIVIDUAL PRODUCTSIN THE META SPC 2

7.1. Tradename(s), authorisation number and specific composition of each individual
product
Trade name(s) Teat Guard |Market area: EU

2500

IODO Market area: EU

SPRAY

2500
Authorisation number 1S-0019659-0002 1-2
Common name |[IUPAC name Function CAS number EC number Content (%)
lodine active substance |7553-56-2 231-442-4 0,25
Alkéhdl, Poly(oxy-1,2-  |Non-active 68439-50-9 2,697
C12-14, etoxylud | etandiyl), - substance
(medamélhlutfallf C12-14-(sl éttar
11 mdl of tolur)-alkyl--
etylenoxidi/mal) |hydroxy
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1. META SPC 3ADMINISTRATIVE INFORMATION

1.1. MetaSPC 3identifier

Identifier Meta SPC: meta SPC 3 : bykktar vorur fyrir bdoun,
freydingu, Udun

1.2. Suffix tothe authorisation number

‘ Number ‘ 1-3

1.3. Product type(s)

‘ Product type(s) ‘ PTO3: Veterinary hygiene
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2. META SPC 3COMPOSITION

2.1. Qualitative and quantitative infor mation on the composition of the meta SPC 3
Common name |[IUPAC name Function CAS number EC number Content (%)
lodine active substance |7553-56-2 231-442-4 2,5-2,5% (w/w)
Alkohdl, Pély(oxy-1,2- Non-active 68439-50-9 24,199 - 24,199
C12-14, etoxylud | etandiyl), - substance

11 mdl &f
etylenoxidi/mal)

(medalmalhlutfall} C12-14- (s éttar

tolur)-alkyl--
hydroxy

% (w/w)

2.2.

Type(s) of formulation of the meta SPC 3

Formulation type(s)

SL Soluble concentrate
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3. HAZARD AND PRECAUTIONARY STATEMENTSOF THE META SPC 3

Hazard statements

H318: Causes serious eye damage.

H373: May cause damage to organs (skjadkirtill)
through prolonged or repeated exposure vid inntoku.

H411: Toxic to aguatic life with long lasting effects.

H290: May be corrosive to metals.

Precautionary statements

P102: Keep out of reach of children.

P260: Do not breathe mist.

P260: Do not breathe vapours.

P260: Do not breathe spray.

P264: Wash hendur thoroughly after handling.
P280: Wear protective gloves.

P280: Wear protective clothing.

P280: Wear eye protection.

P305+P351+P338: IF IN EYES: Rinse cautiously with
water for several minutes. Remove contact lenses, if
present and easy to do. Continue rinsing.

P310: Immediately call a EITRUNARMIDSTOD/
lakni.

P314: Get medical adviceif you feel unwell.
P314: Get medical attention if you feel unwell.

P501: Dispose of contents to i samraami vid
stadbundnar/svagdi sbundnar/innlendar/al pj 6dl egar
reglugerdir.

P501: Dispose of container to i samraami vid
stadbundnar/svaadi sbundnar/innlendar/al pj 68l egar
reglugeroir.

P234: Keep only in original packaging.

P390: Absorb spillage to prevent material damage.
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4. AUTHORISED USE(S) OF THE META SPC

4.1. Usedescription 1

Tablel. Use# 3.1 —-Handvirk eda galfvirk bodun, freyding eda dun fyrir mjaltir

Product type

PTO3: Veterinary hygiene

Where relevant, an exact description of the
authorised use

Target organism(s) (including development
stage)

Scientific name: Bacteria
Common name; bacteria, aerobic Gram-positive
Development stage: no data

Scientific name: Bacteria
Common name: bacteria, aerobic Gram-negative
Development stage: no data

Scientific name: Y easts
Common name: Y easts
Development stage: no data

Field(s) of use

indoor use

Sétthreinsun & spenum mjolkandi dyra med bédun, freydingu eda
adun fyrir mjaltir

Application method(s)

Method: B&dun, freyding, Géun

Detailed description: Handvirk eda gafvirk sotthreinsun

a spenum med bodun, freydingu eda Udun fyrir mjaltir.
Boounarbolli, freydingarbolli, spenalidari, §dfvirk bédunarvé,
galfvirk freydingarvél eda gafvirkur Gdunarblnadur.

Application rate(s) and frequency

Application Rate: — kyr og bufflar; 3til 10 ml (5til 8 ml
rédlagdir) —saudfé 1,5til 5ml (1,5til 3 ml rédlagdir) — geitur:
2,5til 6 ml (2,5til 4 ml radlagdir)

Dilution (%): 10%

Number and timing of application:
Tioni: 2 til 3 sinnum &dag

Category(ies) of users

professional

Pack sizes and packaging material

HDPE-DUNKUR, 5, 10, 22 L
HDPE-TUNNA, 60, 120, 220 L
HDPE-GEYMIR, 1000 L

4.1.1. Use-gpecificinstructionsfor use
Utbtid 10% (rammélshlutfall: 10 ml af voru, baetid vid vatni upp i 100 ml) lausn fyrir bakteriudrepandi og

gersveppadrepandi virkni.

Fyllid bédunar-/freydingarbollann / Gdarann handvirkt eda sjalfkrafa med tilbdinni lausn.
Fjarlaegio oll synileg hreinindi &dur en efnid er borid &
Berid & med handvirkri eda sjéfvirkri bédun/freydingu/Gdun & 6llum spenum dyrsins fyrir mjaltir.

L&tid efnid verkai am.k. einamindtu.

Beitid adferdinni vid ad prifa og strjika af spenunum kerfisbundid &ur en mjaltatakin eru sett a pa.
Sjaalmennar leidbeiningar um notkun meta SPC 3.

4.1.2. Usegpecific risk mitigation measures
Vi handvirka Gdun skal nota efnapolna hlifdarhanska (efni hanskatilgreint af leyfishafa i
voruupplysingunum) / hlifdarfatnad / augnhlifar.
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Ef nota parf samsetningu af sotthreinsiefnum

adludum til notkunar basdi fyrir og eftir mjaltir er rédlegt ad nota

adra sedfiefnavéru sem ekki inniheldur jod vid sotthreinsun eftir mjaltir.

4.1.3. Wherespecifictotheuse, the particularsof likely direct or indirect effects, first

aid instructions and emer gency measuresto protect the environment
Sjaamennar leidbeiningar um notkun meta SPC 3.

4.1.4. Wherespecifictotheuse, theinstructionsfor safe disposal of the product and

its packaging

Sjaamennar leidbeiningar um notkun meta SPC 3.

4.1.5. Where specificto the use, the conditions of storage and shelf-life of the product

under normal conditions of storage

Sjd amennar leidbeiningar um notkun meta SPC 3.

4.2. Usedescription 2

Table2. Use# 3.2 —-Handvirk eda galfvirk béoun, freyding eda tdun eftir mjaltir

Product type

PTO3: Veterinary hygiene

Where relevant, an exact description of the
authorised use

Target organism(s) (including development
stage)

Scientific name: Bacteria
Common name: bacteria, aerobic Gram-positive
Development stage: no data

Scientific name: Bacteria
Common name: bacteria, aerobic Gram-negative
Development stage: no data

Scientific name: Y easts
Common name: Y easts
Development stage: no data

Scientific name: Algae
Common name: algae
Development stage: no data

Scientific name: Viruses
Common name: Viruses
Development stage: no data

Field(s) of use

indoor use

Sétthreinsun & spenum mjolkandi dyra med bédun, freydingu eda
Gdun eftir mjaltir

Application method(s)

Method: B6dun, freyding, Gdun

Detailed description: Handvirk eda sjdfvirk sétthreinsun

a spenum med bodun, freydingu eda Udun eftir mjaltir.
Bodunarbolli, freydingarbolli, spenaidari, sjdfvirk bédunarvel,
galfvirk freydingarvél eda galfvirkur Géunarblnadur.

Application rate(s) and frequency

Application Rate: — kyr og bufflar: 3til 20 ml (5til 8 ml
rédlagoir) — saudfé 1,5til 5ml (1,5 til 3 ml r&dlagdir) — geitur:
2,5til 6 ml (2,5til 4 ml r&dlagdir)
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Dilution (%): Til sétthreinsunar gegn bakterium, gersveppum og

porungum skal Gtblda 10% (rammalshlutfall: 10 ml af voru, badid
vid vatni upp i 100 ml) lausn. Til sétthreinsunar gegn veirum skal
Utbda 20% (rammalshlutfall; 20 ml af voru, badid vid vatni upp i
100 ml...

Number and timing of application:
Tioni: 2til 3 sinnum &dag

Category(ies) of users

professional

Pack sizes and packaging material

HDPE-DUNKUR, 5, 10, 22 L
HDPE-TUNNA, 60, 120, 220 L
HDPE-GEYMIR, 1000 L

4.2.1. Usegpecificinstructionsfor use

Utbtid 10% (rammélshlutfall: 10 ml af véru,

badio vid vatni upp i 100 ml) lausn fyrir bakteriudrepandi,

gersveppadrepandi og poérungadrepandi virkni eda 20% (rammalshlutfall: 20 ml af voru, baetid vid vatni upp i
100 ml) lausn ef einnig er porf & veirudrepandi virkni.

Fyllid bédunar-/freydingarbollann / Gdarann handvirkt eda safkrafa med tilbdinni lausn.

Handvirk eda gafvirk bodun/freyding/iéun & 6llum spenum dyrsins eftir mjaltir.

Léatid efnid liggjaafram ad nasstu mjéltum. Latid kyrnar standa pangad til efnid hefur pornad. (minnst 5

minatur)

Vi0 nasstu mjaltir skal beita adferdinni vid ad prifa og strjuka af spenunum kerfisbundid &dur en mjaltataskin eru

sett 4pa

Sjaamennar leidbeiningar um notkun meta SPC 3.

4.2.2. Use-gpecificrisk mitigation

measur es

Vid handvirka Gdun skal nota efnapolna hlifdarhanska (efni hanskatilgreint af leyfishafa i
voruupplysingunum) / hlifdarfatnad / augnhlifar.

Ef nota parf samsetningu af sotthreinsiefnum

adludum til notkunar bagdi fyrir og eftir mjaltir er rédlegt ad nota

adra sadfiefnavéru sem ekki inniheldur jod vid sotthreinsun fyrir mjaltir.

4.2.3. Wherespecifictotheuse, the particularsof likely direct or indirect effects, first

aid instructions and emer gency measuresto protect the environment
Sjaamennar leidbeiningar um notkun meta SPC 3.

4.2.4. Where specifictotheuse, theinstructionsfor safe disposal of the product and

its packaging

Sjaamennar leidbeiningar um notkun meta SPC 3.

4.25. Where specifictothe use, the conditions of storage and shelf-life of the product

under normal conditions of storage

Sjaamennar leidbeiningar um notkun meta SPC 3.
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5. GENERAL DIRECTIONSFOR USE OF THE META SPC 3

5.1. Instructionsfor use

Sja sértakar leidbeiningar fyrir hvort notkunarsvid.

Lesid avallt umblidamerkingar eda bagkling fyrir notkun og fylgid 6llum leidbeiningum sem eru til stadar.
Hitaverdur vérunai meiraen 20 °C hita fyrir notkun.

Notkun skdmmtunardadu er radl6go til ad fylla efni & binadinn sem notadur er.

Fyllid bodunar-/freydingarbollann / Gdarann handvirkt eda sjafkrafa med tilbdinni lausn.

Ef naudsyn krefur skal bera efnid aftur avid hverjar mjaltir.

Hreinsid bunadinn sem notadur er reglulega med volgu vatni.

5.2. Risk mitigation measures
Sja sértakar rédstafanir til ad draga Ur hadtu fyrir hvort notkunarsvi@.

5.3. Particularsof likely direct or indirect effects, first aid instructions and emer gency

measur es to protect the environment

Fario strax Ur fatnadi og skdm sem hafa 6hreinkast. Pvoid fatnad og sko fyrir nasstu notkun.

Leitid laknis ef vart verdur vio prottleysi. Synid lakni petta 6ryggisblad.

LEIDBEININGAR UM SKYNDIHJALP

—Vid inndndun: Fegid vidkomandi i ferskt loft.

— Komist efnid i snertingu vid hid: Skolid med vatni. Komist efnid i snertingu vid augu:

Skolid an tafar med rolegri vatnsbunu i ad minnsta kosti 15 minGtur, med augun galopin.

Fjarlaegid snertilinsur ef pvi er vid komid. Skolid afram.

Hringid umsvifalaust i EITRUNARMIDSTOD eda lakni. — Vid inntéku: Skolid munninn. EKKI framkalla
uppkost. Leitid lagknis.

Leitio upplysingai 6ryggishladinu sem er faanlegt til nota i atvinnuskyni: bar er ad finna neydarsimanimer.
Mikill leki: Afmarkid, haldid i skefjum med Gvirku iseygu efni og dadio i neydargeymi. Geymid i videigandi,
rétt merktum og luktum ilatum til férgunar. Aldrel skal setja efni sem lekid hefur nidur i upphafleg ilat til
endurnotkunar.

5.4. Instructionsfor safe disposal of the product and its packaging

Eftir medhondlun skal farga énotudu efni og umbddunum i samraami vid stadbundnar kréfur. Notadri voru
mé& hellanidur i fraveitu viokomandi sveitarfélags eda farga i mykjusafnhaug, alt eftir stadbundnum kroéfum.
Fordist losun i einkarotpree.

Pappirspurrkunum sem eru notadar til ad fjarlaggja efnid og purrka spenana er fargad med venjulegum
heimilisirgangi.

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

storage
Geymslupol: 2 & i HDPE
Geymid ekki vid hitastig yfir 30 °C.
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6. OTHER INFORMATION

On the label the hazard and precautionary statements shall bein Icelandic.
Hazard statementsin Icelandic:
H318 Veldur alvarlegum augnskada.
H373 Getur skadad liffaai (skjaldkirtil) vid langvinn eda endurtekin vahrif (inntoku).
H411 Eitrad lifi i vatni, hefur langvinn hrif.
H290 Getur verid agandi fyrir mdma.
Precautionary statementsin Icelandic:
P102 Geymist par sem born na ekki til.
P260 Andid ekki ad ykkur Uda.
Andid ekki ad ykkur gufu.
Andid ekki ad ykkur yringi.
P264 bvoid hendur vandlega eftir medhondlun.
P280 Notid hlifdarhanska.
Notid hlifdarfatnad.
Notid augnhlifar.
P305 + P351 + P338 BERIST EFNID | AUGU: Skolid varlegamed vatni i nokkrar minGtur.
Fjarlaegid snertilinsur ef pad er audvelt. Skolid afram.
P310 Hringid umsvifalaust i EITRUNARMIDSTOB/lakni.
P314 Leitid laknis ef lasleika verdur vart.
P501 Fargid innihaldi i samraami vid stadbundnar/svasdi sbundnar/landsbundnar/al pj 68l egar

reglur.

Fargid il&ti i samraami vid stadbundnar/svadisbundnar/landsbundnar/al pj6dlegar reglur.

P234 Ma adeins geyma i upprunal egum umbuddum.
P390 Sogid upp alt sem hellist nidur til ad afstyra eignatjoni.
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7. THIRD INFORMATION LEVEL: INDIVIDUAL PRODUCTSIN THE META SPC 3

7.1. Tradename(s), authorisation number and specific composition of each individual
product
Trade name(s) Teat Guard |Market area: EU

Concentrate

1:4

I0DO Market area: EU

GUARD

CONCENTRATE

14
Authorisation number 1S-0019659-0003 1-3
Common name |[IUPAC name Function CAS number EC number Content (%)
lodine active substance |7553-56-2 231-442-4 25
Alkéhdl, Poly(oxy-1,2-  |Non-active 68439-50-9 24,199
C12-14, etoxylud | etandiyl), - substance
(medamélhlutfallf C12-14-(sl éttar
11 mdl of tolur)-alkyl--
etylenoxidi/mal) | hydroxy
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1. META SPC 4 ADMINISTRATIVE INFORMATION

1.1. MetaSPC 4 identifier

Identifier Meta SPC: meta SPC 4 : Vorur til b6dunar sem hafa
veirudrepandi virkni — tilbanar til notkunar

1.2. Suffix tothe authorisation number

‘ Number ‘ 1-4

1.3. Product type(s)

‘ Product type(s) ‘ PTO3: Veterinary hygiene
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2. META SPC 4 COMPOSITION

2.1. Qualitative and quantitative infor mation on the composition of the meta SPC 4
Common name |[IUPAC name Function CAS number EC number Content (%)
lodine active substance |7553-56-2 231-442-4 0,5- 0,5 % (w/w)
Alkohdl, Pély(oxy-1,2- Non-active 68439-50-9 4,993 - 4,993 %
C12-14, etoxylud | etandiyl), - substance

11 mdl &f
etylenoxidi/mal)

(medalmalhlutfall} C12-14- (s éttar

tolur)-alkyl--
hydroxy

(w/w)

2.2.

Type(s) of formulation of the meta SPC 4

Formulation type(s)

AL Any other liquid
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3. HAZARD AND PRECAUTIONARY STATEMENTSOF THE META SPC 4

Hazard statements

H319: Causes serious eye irritation.

H412: Harmful to aquatic life with long lasting effects.

Precautionary statements

P102: Keep out of reach of children.

P264: Wash hendur thoroughly after handling.
P280: Wear protective gloves.

P280: Wear protective clothing.

P280: Wear eye protection.

P305+P351+P338: IF IN EYES: Rinse cautiously with
water for several minutes. Remove contact lenses, if
present and easy to do. Continue rinsing.

P337+P313: If eye irritation persists: Get medical
advice.

P337+P313: If eye irritation persists: Get medical
attention.
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4. AUTHORISED USE(S) OF THE META SPC

4.1. Usedescription 1

Tablel. Use#4.1—Handvirk eda galfvirk béoun eftir mjaltir

Product type

PTO3: Veterinary hygiene

Where relevant, an exact description of the
authorised use

Target organism(s) (including development
stage)

Scientific name: Bacteria
Common name; bacteria, aerobic Gram-positive
Development stage: no data

Scientific name: Bacteria
Common name: bacteria, aerobic Gram-negative
Development stage: no data

Scientific name: Y easts
Common name: Y easts
Development stage: no data

Scientific name: Algae
Common name: algae
Development stage: no data

Scientific name: Viruses
Common name: Viruses
Development stage: no data

Field(s) of use

indoor use

Sétthreinsun & spenum mjolkandi dyra med bédun eftir mjaltir

Application method(s)

Method: B6dun

Detailed description: Handvirk eda sjdfvirk sotthreinsun a
spenum med bddun eftir mjaltir. Bodunarbolli eda sjdfvirk
bddunarvél.

Application rate(s) and frequency

Application Rate: — kyr og bufflar (3 til 10 ml: 5 ml radlagdir) —
saudfé (1,5til 5ml: 1,5 ml rédlagoir) — geitur (2,5til 6 ml: 2,5 ml
rédlagoir)

Dilution (%): 0

Number and timing of application:
Tioni: 2 til 3 sinnum adag

Category(ies) of users

professional

Pack sizes and packaging material

HDPE-DUNKUR, 5, 10, 22 L
HDPE-TUNNA, 60, 120, 220 L
HDPE-GEYMIR, 1000 L

4.1.1. Use-gpecificinstructionsfor use
Sjadamennar leidbeiningar um notkun meta SPC 4.

4.1.2. Use-gpecific risk mitigation measures
Sjadamennar leidbeiningar um notkun meta SPC 4.
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4.1.3. Wherespecifictotheuse, the particularsof likely direct or indirect effects, first

aid instructions and emer gency measuresto protect the environment
Sjaamennar leidbeiningar um notkun meta SPC 4.

4.1.4. Wherespecifictotheuse, theinstructionsfor safe disposal of the product and
its packaging
Sjaamennar leidbeiningar um notkun meta SPC 4.

4.15. Where specifictothe use, the conditions of storage and shelf-life of the product
under normal conditions of storage
Sjadamennar leidbeiningar um notkun meta SPC 4.
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5. GENERAL DIRECTIONSFOR USE OF THE META SPC 4

5.1. Instructionsfor use

Lesid avallt umblidamerkingar eda bagkling fyrir notkun og fylgid 6llum leidbeiningum sem eru til stadar.
Hitaverdur vérunai meiraen 20 °C hita fyrir notkun.

Notkun skdmmtunardadu er radl6go til ad fylla efni & binadinn sem notadur er.

Fyllid bodunarbollann handvirkt eda sjdfkrafa med voru sem er tilbuin til notkunar.

Berid &med handvirkri eda gafvirkri bodun & 6llum spenum dyrsins eftir mjaltir.

—kyr og bufflar (3 til 20 ml: 5 ml r&dlagdir)

—saudfé (1,5til 5ml: 1,5 ml rédlagdir)

—geitur (2,5til 6 ml: 2,5 ml r&dlagdir)

L&tid efnid liggja & fram ad naestu mjoltum. L&tid kyrnar standa pangad til efnid hefur pornad (am.k. 5
minatur).

Vi nasstu mjaltir skal beita adferdinni vid ad prifa og strjuka af spenunum kerfisbundid &dur en mjaltataekin eru
sett apé

Ef naudsyn krefur skal bera efnid aftur a eftir hverjar mjaltir.

Hreinsid bunadinn sem notadur er reglulega med volgu vatni.

5.2. Risk mitigation measures

Notid augnhlifar.

Ef nota parf samsetningu af sotthreinsiefnum agludum til notkunar baedi fyrir og eftir mjaltir er rédlegt ad nota
adra safiefnavoru sem ekki inniheldur jod vid sotthreinsun fyrir mjaltir.

5.3. Particularsof likely direct or indirect effects, first aid instructions and emer gency

measur es to protect the environment

Fario strax Ur fatnadi og skdm sem hafa 6hreinkast. Pvoid fatnad og sko fyrir nasstu notkun.
LEIDBEININGAR UM SKYNDIHJALP

—Vid inndndun: Fegid vidkomandi i ferskt loft.

— Komist efnid i snertingu vid hid: Skolid med vatni.

—Komist efnid i snertingu vid augu:

BERIST EFNID | AUGU: Skoli& varlegamed vatni i nokkrar minttur. Fjarlaagid snertilinsur ef pvi er vid
komid. Skolio &ram.

Ef augnerting er vidvarandi: Leitio laknis.

—Vid inntdku: Skolid munninn. EKKI framkalla uppkdst. Leitid laknis.,

Leitio upplysingai 6ryggishladinu sem er faanlegt til nota i atvinnuskyni: bar er ad finna neydarsimanimer.
Mikill leki: Afmarkid, haldid i skefjum med dvirku iseygu efni og dadio i neydargeymi. Geymid i videigandi,
rétt merktum og luktum ilatum til férgunar. Aldrel skal setja efni sem lekid hefur nidur i upphafleg ilat til
endurnotkunar.

5.4. Instructionsfor safe disposal of the product and its packaging

Eftir medhondlun skal farga énotudu efni og umbddunum i samraami vid stadbundnar kréfur. Notadri voru
ma hellanidur i fraveitu viokomandi sveitarfélags eda farga i mykjusafnhaug, alt eftir stadbundnum kroéfum.
Fordist losun i einkarotpree.

Pappirspurrkunum sem eru notadar til ad fjarlaggja efnid og purrka spenana er fargad med venjulegum
heimilisirgangi.

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

storage
Geymslupol: 2 & i HDPE
Geymid ekki vid hitastig yfir 30 °C.
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6. OTHER INFORMATION

On the label the hazard and precautionary statements shall bein Icelandic.
Hazard statementsin Icelandic:
H319 Veldur avarlegri augnertingu.
H412 Skadlegt lifi i vatni, hefur langvinn &hrif.
Precautionary statementsin Icelandic:
P102 Geymist par sem born na ekki fil.
P264 bvoid hendur vandlega eftir medhondlun.
P280 Notid hlifdarhanska.
Notid hlifdarfatnad.
Notid augnhlifar.
P305 + P351 + P338 BERIST EFNID | AUGU: Skolid varlegamed vatni i nokkrar mintur.
Fjarlaegio snertilinsur ef pad er audvelt. Skolid &ram.
P337 + P313 Ef augnerting er vidvarandi: Leitid laknis.
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7. THIRD INFORMATION LEVEL: INDIVIDUAL PRODUCTSIN THE META SPC 4

7.1. Tradename(s), authorisation number and specific composition of each individual
product
Trade name(s) Teatsan Market area: EU

5000

IODO Market area: EU

GUARD

5000
Authorisation number 1S-0019659-0004 1-4
Common name |[IUPAC name Function CAS number EC number Content (%)
lodine active substance |7553-56-2 231-442-4 0,5
Alkéhdl, Poly(oxy-1,2-  |Non-active 68439-50-9 4,993
C12-14, etoxylud | etandiyl), - substance
(medamélhlutfallf C12-14-(sl éttar
11 mdl of tolur)-alkyl--
etylenoxidi/mal) |hydroxy
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1. META SPC 5 ADMINISTRATIVE INFORMATION

1.1. MetaSPC 5identifier

Identifier Meta SPC: meta SPC 5 : Vorur til bodunar, freydingar,
Gdunar, 5500 milljénarhlutar — tilbdnar til notkunar

1.2. Suffix tothe authorisation number

‘ Number ‘ 1-5

1.3. Product type(s)

‘ Product type(s) ‘ PTO3: Veterinary hygiene
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2. META SPC5COMPOSITION

2.1. Qualitative and quantitative infor mation on the composition of the meta SPC 5

Common name |[IUPAC name Function CAS number EC number Content (%)

lodine active substance |7553-56-2 231-442-4 0,55 - 0,55 % (w/
w)

Alkéhdl, Poly(oxy-1,2-  |Non-active 68439-50-9 4,69 - 4,69 % (W/

C12-14, etoxylud | etandiyl), - substance w)

(medalmdlhlutfall; C12-14-(dl éttar

11 mol af tolur)-alkyl--

etylenoxidi/mal) | hydroxy

2.2.

Type(s) of formulation of the meta SPC 5

Formulation type(s)

AL Any other liquid
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3. HAZARD AND PRECAUTIONARY STATEMENTSOF THE META SPC 5

Hazard statements

H319: Causes serious eye irritation.

H412: Harmful to aquatic life with long lasting effects.

Precautionary statements

P102: Keep out of reach of children.

P264: Wash hendur thoroughly after handling.
P280: Wear protective gloves.

P280: Wear protective clothing.

P280: Wear eye protection.

P305+P351+P338: IF IN EYES: Rinse cautiously with
water for several minutes. Remove contact lenses, if
present and easy to do. Continue rinsing.

P337+P313: If eye irritation persists: Get medical
advice.

P337+P313: If eye irritation persists: Get medical
attention.
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4. AUTHORISED USE(S) OF THE META SPC

4.1. Usedescription 1

Tablel. Use#5.1—Handvirk eda galfvirk bodun, freyding eda tdun fyrir mjaltir

Product type

PTO3: Veterinary hygiene

Where relevant, an exact description of the
authorised use

Target organism(s) (including development
stage)

Scientific name: Bacteria
Common name; bacteria, aerobic Gram-positive
Development stage: no data

Scientific name: Bacteria
Common name: bacteria, aerobic Gram-negative
Development stage: no data

Scientific name: Y easts
Common name: Y easts
Development stage: no data

Field(s) of use

indoor use

Sétthreinsun & spenum mjolkandi dyra med bédun, freydingu eda
adun fyrir mjaltir

Application method(s)

Method: B&dun, freyding, Géun

Detailed description: Handvirk eda gafvirk sotthreinsun

a spenum med bodun, freydingu eda Udun fyrir mjaltir
Boounarbolli, freydingarbolli, spenalidari, §dfvirk bédunarvé,
galfvirk freydingarvél eda gdfvirkur Gdunarbdnadur

Application rate(s) and frequency

Application Rate: — kyr og bufflar; 3til 10 ml (5til 8 ml
rédlagdir) —saudfé 1,5til 5ml (1,5til 3 ml rédlagdir) — geitur:
2,5til 6 ml (2,5til 4 ml radlagdir)

Dilution (%): 0

Number and timing of application:
Tioni: 2 til 3 sinnum &dag

Category(ies) of users

professional

Pack sizes and packaging material

HDPE-DUNKUR, 5, 10, 22 L
HDPE-TUNNA, 60, 120, 220 L
HDPE-GEYMIR, 1000 L

4.1.1. Use-gpecificinstructionsfor use

Fyllid bédunar-/freydingarbollann / Gdarann handvirkt eda sjalfkrafa med voru sem er tilbuin til notkunar.
Fjarlaegio oll synileg hreinindi &dur en efnid er borid &

Berid & med handvirkri eda sjéfvirkri bédun/freydingu/Gdun & 6llum spenum dyrsins fyrir mjaltir.

L&tid efnid verkai am.k. einamindtu.

Beitid adferdinni vid ad prifa og strjika af spenunum kerfisbundid &ur en mjaltatakin eru sett a pa.
Sjaamennar leidbeiningar um notkun meta SPC 5.

4.1.2. Usegpecific risk mitigation measures
Vi handvirka bddun/freydingu: Notid efnapolna hlifdarhanska (efni hanskatilgreint af leyfishafa i

voruupplysingunum) / augnhlifar.

Vi handvirka Gdun skal nota efnapolna hlifdarhanska (efni hanskatilgreint af leyfishafa i
voruupplysingunum) / hlifdarfatnad / augnhlifar.
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Ef nota parf samsetningu af sotthreinsiefnum agtludum til notkunar bagdi fyrir og eftir mjaltir er rédlegt ad nota
adra sedfiefnavéru sem ekki inniheldur jod vid sotthreinsun eftir mjaltir.

4.1.3. Wherespecifictotheuse, the particularsof likely direct or indirect effects, first

aid instructions and emer gency measuresto protect the environment
Sjaamennar leidbeiningar um notkun meta SPC 5.

4.1.4. Wherespecifictotheuse, theinstructionsfor safe disposal of the product and
its packaging
Sjaamennar leidbeiningar um notkun meta SPC 5.

4.15. Where specifictothe use, the conditions of storage and shelf-life of the product
under normal conditions of storage
Sjaamennar leidbeiningar um notkun meta SPC 5.

4.2. Usedescription 2

Table2. Use#5.2—-Handvirk eda galfvirk béoun, freyding eda tdun eftir mjaltir

Product type PTO3: Veterinary hygiene

Where relevant, an exact description of the
authorised use

Target organism(s) (including development | Scientific name: Bacteria
stage) Common name: bacteria, aerobic Gram-positive
Development stage: no data

Scientific name: Bacteria
Common name: bacteria, aerobic Gram-negative
Development stage: no data

Scientific name: Y easts
Common name: Y easts
Development stage: no data

Scientific name: Algae
Common name: algae
Development stage: no data

Scientific name: Viruses
Common name: Viruses
Development stage: no data

Field(s) of use indoor use

Sétthreinsun & spenum mjolkandi dyra med bédun, freydingu eda
Gdun eftir mjaltir

Application method(s) Method: B&dun, freyding, Gdun

Detailed description: Handvirk eda sjdfvirk sotthreinsun

a spenum med bodun, freydingu eda Udun eftir mjaltir
Bodunarbolli, freydingarbolli, spenaidari, sjdfvirk bédunarvel,
galfvirk freydingarvél eda galfvirkur Géunarblnadur.
Application rate(s) and frequency Application Rate: — kyr og bufflar: 3til 20 ml (5til 8 ml
rédlagoir) — saudfé 1,5til 5ml (1,5 til 3 ml r&dlagdir) —geitur:
2,5til 6 ml (2,5til 4 ml r&dlagdir)

Dilution (%): 0
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Number and timing of application:
Tioni: 2til 3 sinnum adag

Category(ies) of users professional
Pack sizes and packaging material HDPE-DUNKUR, 5, 10, 22 L

HDPE-TUNNA, 60, 120, 220 L
HDPE-GEYMIR, 1000 L

4.2.1. Use-gpecificinstructionsfor use

Fyllid bodunar-/freydingarbollann / Gdarann handvirkt eda sjélfkrafa med voru sem er tilbuin til notkunar.
Handvirk eda sjdfvirk bodun/freyding/udun & 6llum spenum dyrsins eftir mjaltir.

L&tid efnid liggja & fram ad nasstu mjoltum. Létid kyrnar standa pangad til efnid hefur pornad. (minnst 5
minatur)

Vid naestu mjaltir skal beita adferdinni vid ad prifa og strjuka af spenunum kerfisbundid &dur en mjaltataskin eru
sett apa

Sja amennar leidbeiningar um notkun meta SPC 5.

4.2.2. Use-gpecificrisk mitigation measures

Vid handvirka Gdun skal nota efnapolna hlifdarhanska (efni hanskatilgreint af leyfishafa i
voruupplysingunum) / hlifdarfatnad / augnhlifar.

Ef nota parf samsetningu af sotthreinsiefnum agludum til notkunar baedi fyrir og eftir mjaltir er rdlegt ad nota
adra safiefnavoru sem ekki inniheldur jod vid sotthreinsun fyrir mjaltir.

4.2.3. Wherespecifictotheuse, the particularsof likely direct or indirect effects, first

aid instructions and emer gency measuresto protect the environment
Sjaamennar leidbeiningar um notkun meta SPC 5.

4.2.4. Wherespecifictotheuse, theinstructionsfor safe disposal of the product and
its packaging
Sjaamennar leidbeiningar um notkun meta SPC 5.

4.2.5. Where specificto the use, the conditions of storage and shelf-life of the product

under normal conditions of storage
Sjaamennar leidbeiningar um notkun meta SPC 5.
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5. GENERAL DIRECTIONSFOR USE OF THE META SPC 5

5.1. Instructionsfor use

Sja sértakar leidbeiningar fyrir hvort notkunarsvid.

Lesid avallt umblidamerkingar eda bagkling fyrir notkun og fylgid 6llum leidbeiningum sem eru til stadar.
Hitaverdur vérunai meiraen 20 °C hita fyrir notkun.

Notkun skdmmtunardadu er radl6go til ad fylla efni & binadinn sem notadur er.

Ef naudsyn krefur skal bera efnid aftur avid hverjar mjaltir.

Hreinsid bunadinn sem notadur er reglulega med volgu vatni.

5.2. Risk mitigation measures
Sja sértakar rédstafanir til ad draga Ur hadtu fyrir hvort notkunarsvi@.

5.3. Particularsof likely direct or indirect effects, first aid instructions and emer gency

measur es to protect the environment

Fario strax Ur fatnadi og skdm sem hafa 6hreinkast. Pvoid fatnad og sko fyrir nasstu notkun.
LEIDBEININGAR UM SKYNDIHJALP

—Vid inndndun: Fegid vidkomandi i ferskt loft.

— Komist efnid i snertingu vid hid: Skolid med vatni.

—Komist efnid i snertingu vid augu:

BERIST EFNID | AUGU: Skoli& varlegamed vatni i nokkrar minttur. Fjarlaagid snertilinsur ef pvi er vid
komid. Skolio &ram.

Ef augnerting er vidvarandi: Leitio laknis.

—Vid inntdku: Skolid munninn. EKKI framkalla uppkdst. Leitid laknis.,

Leitio upplysingai 6ryggishladinu sem er faanlegt til nota i atvinnuskyni: bar er ad finna neydarsimanimer.
Mikill leki: Afmarkid, haldid i skefjum med Gvirku iseygu efni og dadio i neydargeymi. Geymid i videigandi,
rétt merktum og luktum ilatum til férgunar. Aldrel skal setja efni sem lekid hefur nidur i upphafleg ilat til
endurnotkunar.

5.4. Instructionsfor safe disposal of the product and its packaging

Eftir medhondlun skal farga énotudu efni og umbddunum i samraami vid stadbundnar kréfur. Notadri voru
mé& hellanidur i fraveitu viokomandi sveitarfélags eda farga i mykjusafnhaug, alt eftir stadbundnum kroéfum.
Fordist losun i einkarotpree.

Pappirspurrkunum sem eru notadar til ad fjarlaggja efnid og purrka spenana er fargad med venjulegum
heimilisirgangi.

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

storage
Geymslupol: 2 & i HDPE
Geymid ekki vid hitastig yfir 30 °C.
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6. OTHER INFORMATION

On the label the hazard and precautionary statements shall bein Icelandic.
Hazard statementsin Icelandic:
H319 Veldur avarlegri augnertingu.
H412 Skadlegt lifi i vatni, hefur langvinn &hrif.
Precautionary statementsin Icelandic:
P102 Geymist par sem born na ekki fil.
P264 bvoid hendur vandlega eftir medhondlun.
P280 Notid hlifdarhanska.
Notid hlifdarfatnad.
Notid augnhlifar.
P305 + P351 + P338 BERIST EFNID | AUGU: Skolid varlegamed vatni i nokkrar mintur.
Fjarlaegio snertilinsur ef pad er audvelt. Skolid &ram.
P337 + P313 Ef augnerting er vidvarandi: Leitid laknis.
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7. THIRD INFORMATION LEVEL: INDIVIDUAL PRODUCTSIN THE META SPC 5

7.1. Tradename(s), authorisation number and specific composition of each individual
product
Trade name(s) Teat Guard |Market area: EU

5500

IODO Market area: EU

SPRAY

5500
Authorisation number 1S-0019659-0005 1-5
Common name |[IUPAC name Function CAS number EC number Content (%)
lodine active substance |7553-56-2 231-442-4 0,55
Alkéhdl, Poly(oxy-1,2-  |Non-active 68439-50-9 4,69
C12-14, etoxylud | etandiyl), - substance
(medamélhlutfallf C12-14-(sl éttar
11 mdl of tolur)-alkyl--
etylenoxidi/mal) |hydroxy
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