Summary of product characteristics for a biocidal product

Product name: Synodex

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

PTO3 - Veterinary hygiene (Disinfectants)

Authorisation number: EU-0030143-0000

R4BP 3 asset reference number: 1S-0031639-0001
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Administrative information

1.1. Trade names of the product

Synodex
Lactopost
Lactopost Y
Lactopost Plus
Lactopost Extra
Synodex Y
Synodex Extra
Synodex Plus
Udder X

Teat Care
Lacto Gold
Lacto Extra
Lactogold

Lacto Spray

1.2. Authorisation holder

Name Arrow Regulatory (Ireland) Limited
Name and address of the

authorisation holder
Address The Black Church St. Mary's Place D07 P4AX Dublin Ireland

Authorisation number
EU-0030143-0000 1-1

R4BP 3 asset reference

1S-0031639-0001
number

Date of the authorisation 03/10/2023

Expiry date of the

o 30/09/2033
authorisation
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1.3. Manufacturer(s) of the biocidal products

Name of the manufacturer Quat-Chem Ltd. A Neogen Company

Address of the manufacturer Kingdom

1-4 Sandfield Industrial Park, Dodgson Street, Rochdale OL16 5SJ Lancashire United

Location of manufacturing sites Kingdom

1-4 Sandfield Industrial Park, Dodgson Street, Rochdale OL16 5SJ Lancashire United

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

Active substance 1322 - L-(+)-lactic acid
Name of the manufacturer Purac Biochem bv
Address of the manufacturer Arkelsedijk 46 4206 AC Gorinchem Netherlands

Location of manufacturing sites Arkelsedijk 46 4206 AC Gorinchem Netherlands

Active substance 1322 - L-(+)-lactic acid
Name of the manufacturer Jungbunzlauer S. A
Address of the manufacturer Z.l. et Portuaire, B.P. 32 FR-67390 Marckolsheim France

Location of manufacturing sites Z.l. et Portuaire, B.P. 32 FR-67390 Marckolsheim France

2. Product composition and formulation

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

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

L-(+)-lactic acid Active Substance 79-33-4 201-196-2 4

SUMMARY OF PRODUCT

17/11/202
[11/2023 CHARACTERISTICS



2.2. Type of formulation

AL - Any other liquid

3. Hazard and precautionary statements

Hazard statements

Precautionary statements

4. Authorised use(s)

4.1 Use description

Causes skin irritation.

Causes serious eye damage.

Wear protective gloves.
Wear eye protection.
Wash hands thoroughly after handling.

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

Immediately call a doctor.

IF ON SKIN:Wash with plenty of water.

If skin irritation occurs:Get medical advice.

If skin irritation occurs:Get medical attention.

Take off contaminated clothing.And wash it before reuse.

Dispose of contents to hazardous or special waste collection point in accordance with
national regulations.

Dispose of container to hazardous or special waste collection point in accordance with
national regulations.

Use 1 - Notkun # 1.1 — Sétthreinsun spena eftir mjaltir — handvirk dyfing

Product type

PTO3 - Veterinary hygiene (Disinfectants)

17/11/2023
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Where relevant, an exact
description of the authorised
use

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

development stage) Development stage: -

Scientific name: Gersveppir
Common name: Gersveppir
Development stage: -

Indoor
Field(s) of use

Sétthreinsun spena eftir mjaltir med handvirkri dyfingu med spenabolla.

. . Method: Handvirk dyfing med spenabolla
Application method(s) Detailed description:

Snertitimi fyrir dyfingu vid 30°C vid 6hreinar adstaedur:
- 5 min. fyrir bakteriur og gersveppi.

Application rate(s) and Application Rate: 5 til 10 ml & spena
frequencies Dilution (%): RTU (tilbdin til notkunar) vara

Number and timing of application:
allt ad tvisvar sinnum a dag

Category(ies) of users Professional

Pack sizes and packaging

material 1000 litra edlispungt pélyetylen (HDPE) ilat med HDPE lokun;

200 litra plasttunna med HDPE lokun;
25 litra HDPE tunna med DIN 61 eda sambaerilegum HDPE skruftappa;
5 litra HDPE tunna med DIN 51 eda sambeerilegum HDPE skruftappa.

4.1.1 Use-specific instructions for use

Sja almennar notkunarleidbeiningar.

Bera skal voruna & eftir mjaltir med pvi ad nota spenabolla.

Forhreinsid spena med purri purrku, hellid vérunni i fordailat spenabollans. begar spenabolli er notadur er bollinn settur & hvern
spena a eftir 5drum og notandinn kreistir voruna Ur fordailatinu i bollann. Bollinn hefur einstefnuloka pannig ad afgangsefni getur ekki
farid aftur i fordailatio.
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4.1.2 Use-specific risk mitigation measures

Sja almennar notkunarleidbeiningar.

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.

4.2 Use description

Use 2 - Notkun # 1.2 — Sétthreinsun spena eftir mjaltir - adun

Product type

Where relevant, an exact
description of the authorised
use

Target organism(s) (including
development stage)

Field(s) of use

Application method(s)

PTO3 - Veterinary hygiene (Disinfectants)

Scientific name: Bakteriur
Common name: Bakteriur
Development stage: -

Scientific name: Gersveppir
Common name: Gersveppir
Development stage: -

Indoor

Sotthreinsun spena eftir mjaltir med handidadzelu.

Method: Handvirk G8un med handtudadeaelu
Detailed description:
Snertitimi fyrir Gdun vid 30°C vid 6hreinar adsteedur:
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- 5 min. fyrir bakteriur og gersveppi.

Application rate(s) and Application Rate: 5 til 10 ml & spena
. Dilution (%): RTU vara
frequenmes Number and timing of application:

allt ad tvisvar sinnum a dag

Category(ies) of users Professional

Pack sizes and packaging

material 1000 litra HDPE ilat med HDPE lokun:

200 litra plasttunna med HDPE lokun;
25 litra HDPE tunna med DIN 61 eda sambaerilegum HDPE skruftappa;
5 litra HDPE tunna med DIN 51 eda sambeerilegum HDPE skruftappa.

4.2.1 Use-specific instructions for use

Sja almennar notkunarleidbeiningar.
Bera skal voruna & eftir mjaltir med pvi ad nota handudadeelu.
Forhreinsié spena med purri purrku, hellid vérunni i fordailat deelunnar. Notandinn mun Gda hvert dyr einu sinni eftir mjaltir.

4.2.2 Use-specific risk mitigation measures

Sja almennar notkunarleidbeiningar.

Notendur i atvinnuskyni verda ad tryggja ad neerstaddir fagadilar séu ekki a medferdarsvaedinu medan a soétthreinsunarferli med
Udadeelu stendur. Ef naudsynlegt er fyrir fagadila ad vera vidstaddir verda notendur vérunnar i atvinnuskyni ad tryggja ad peir klaedist
sOmu gerd persoénuhlifa og notandinn.

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.
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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 notkunarleidbeiningar fyrir hverja notkun i meta SPC 1.

Lesid avallt merkimida eda fylgisedil fyrir notkun.

Varan verdur ad vera vid stofuhita fyrir notkun. Magn vorunnar sem borid er & hvern spena fer eftir dyrinu sem er medhdéndlad. Fyrir
stor spendyr (kyr, Ulfalda) — allt ad 10 ml & spena og fyrir litil spendyr (saudfé, geitur) — allt ad 5 ml & spena. Gakktu Ur skugga um ad

spenarnir séu ad fullu paktir sétthreinsivorunni. Til ad tryggja négu langan snertitima, aetti ad tryggja ad varan sé ekki fjarlaegd eftir
notkun (t.d. halda kanni standandi i 5 minGtur hid minnsta).

5.2. Risk mitigation measures

Skylda er ad nota augnhlifar vid medhondlun vérunnar sem er i samraemi vid Evrépustadal EN 1ISO 16321 eda sambeerilegan.
Fordist smit frdA hondum til augna.

Klaedist efnapolnum hliféarhénskum vid medhodndlun vérunnar (nitrilhanskar — flokkadir samkveemt Evropustddlum EN ISO 374 eda
EN 455 eda sambeerilegt).

Fullt heiti & Evropustédlunum sem gefnir eru upp hér eru tiltaekir i 6. hluta.

5.3. Particulars of likely direct or indirect effects, first aid instructions and emergency
measures to protect the environment
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BERIST EFNID A HUD: Skolid strax med miklu vatni. Fjarleegid sidan allan fathad sem hefur mengast af efninu og pvoid hann fyrir
naestu notkun. Haldi® afram ad pvo hadina med vatni i 15 minatur. Hringiéd i EITRUNARMIDSTOD eda laekni.

BERIST EFNIP | AUGU: Skolid strax med vatni i nokkrar mindtur. Fjarlaegid snertilinsur ef paer eru til stadar og audvelt ad gera pad.
Skolid afram i ad minnsta kosti 15 mindtur. Hringié i 112/sjukrabil til ad fa laeknisadstod.

EFTIR INNONDUN: Farid i ferskt loft og hvilist i stellingu sem Iéttir 5ndun. Ef einkenni koma fram: Hringid i 112/sjukrabil til ad fa
leeknisadstod. Ef engin einkenni koma fram: Hringid i EITRUNARMIDSTOD eda laekni.

EFTIR INNTOKU: Skoli® munninn samstundis. Gefi§ viskomandi ad drekka ef hann getur kyngt. Framkallid EKKI uppkést. Hringié i
112/sjakrabil til ad fa leeknisadstod.

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

Fargi®d onotadri voru og umbudum vid lok medferdar i samraemi vid stadbundnar reglugerdir. Notadri véru ma hella i fraveitu
sveitarfélags eda farga i mykjuhaug eftir stadbundnum reglum. Fordist losun i einstaka skolphreinsistdd.

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

Geymist par sem born na ekki til.

Geymist vel lokad i upprunalegu ilati.
Geymist vid hitastig a bilinu +0 °C til +30 °C.
Geymslupol: 24 manudir

6. Other information

Full heiti & Evropustddlunum sem visad er i i hluta 5.2 “Risk mitigation measures” eru:
EN ISO 16321 - Augn- og andlitsvarnir til nota vid vinnu
EN ISO 374 — Hliféarhanskar til ad verjast kemiskum efnum og 6rverum

EN 455 - Einnota hanskar fyrir heilbrigdisstofnanir

The signal word, hazard- and precautionary statements shall be in Icelandic on the product label in accordance with Article
32 of the Chemicals act No 61/2013.

The hazard statements:

H315 Veldur hudertingu.

H318 Veldur alvarlegum augnskada.

The precautionary statements:

P280 Notid hlifdarhanska.

P280 Notid augnhlifar.

P264 bvoid hendur vandlega eftir medhdndlun.

P305 + P351 + P338 BERIST EFNID i AUGU: Skolid varlega med vatni i nokkrar mindtur. Fjarlaegid snertilinsur ef pad er
audvelt. Skolid afram.

P310 Hringid umsvifalaust i laekni.

P302 + P352 BERIST EFNIP A HUD: bvoid med miklu vatni.

P332 + P313 Ef efnid ertir hud: Leitid laeknis.

P362 + P364 Farid ur fotum, sem 6hreinkast af efninu, og pvoid fyrir naestu notkun.

P501 Fargid innihaldi hja méttékustod fyrir haettulegan urgang i samraemi vid landsbundnar reglur.

P501 Fargid ilati hja mottokustod fyrir haettulegan urgang i samraemi vid landsbundnar reglur.
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