Summary of product characteristics for a biocidal product
family

Family name: Oxy'Pharm H202

Product type(s): PT_02 - Disinfectants and algaecides not intended for direct application to humans or
animals (Disinfectants)

PTO04 - Food and feed area (Disinfectants)

Authorisation number: EU-0029752-0000

R4BP 3 asset reference number: 1S-0031753-0000
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Part I.- First information level

1. Administrative information

1.1. Family name

Oxy'Pharm H202

1.2. Product type(s)

PTO02 - Disinfectants and algaecides not intended for direct application to humans or animals (Disinfectants)

PT04 - Food and feed area (Disinfectants)

1.3. Authorisation holder

Name and address of the

Name OXY'PHARM

authorisation holder

Address rue Marcel Paul 829 94500 Champigny-sur-Marne France

Authorisation number

EU-0029752-0000

R4BP 3 asset reference
number

1S-0031753-0000

Date of the authorisation

03/10/2023

Expiry date of the
authorisation

30/09/2032

1.4. Manufacturer(s) of the biocidal products

Name of the manufacturer

Address of the manufacturer

Location of manufacturing sites

OXY'PHARM

Rue Marcel Paul, 829 94500 Champigny-sur-Marne France

Rue Marcel Paul, 829 94500 Champigny-sur-Marne France
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1.5. Manufacturer(s) of the active substance(s)

Active substance 1315 - Hydrogen peroxide
Name of the manufacturer Evonik Resource Efficiency GmbH
Address of the manufacturer Rellinghauser StralRe 1—11 45128 Essen Germany

. - - E ikl ies Al BL Acti K | 79618 Rheinfel
Location of manufacturlng sites G\éc:rr:]lan;dustnes G/ ctive Oxygens, Untere Kanalstrasse 3 79618 Rheinfelden

2. Product family composition and formulation

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

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

Hydrogen peroxide Active Substance 7722-84-1 231-765-0 6-12

Silver Non-active 7440-22-4 231-131-3 0-0,0017
substance

2.2. Type(s) of formulation

AL - Any other liquid

Part Il.- Second information level - meta SPC(s)
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1. Meta SPC administrative information

1.1. Meta SPC identifier

Oxy'Pharm H202 6%

1.2. Suffix to the authorisation number

1-1

1.3 Product type(s)

PTO2 - Disinfectants and algaecides not intended for direct application to humans or animals (Disinfectants)

2. Meta SPC composition

2.1.Qualitative and quantitative information on the composition of the meta SPC

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

Hydrogen peroxide Active Substance 7722-84-1 231-765-0 6-6

Silver Non-active 7440-22-4 231-131-3 0,0017 - 0,0017
substance

2.2. Type(s) of formulation of the meta SPC

Formulation(s) AL - Any other liquid

3. Hazard and precautionary statements of the meta SPC

Hazard statements Causes serious eye irritation.

Harmful to aquatic life with long lasting effects.

Precautionary statements Wash hands thoroughly after handling.
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Avoid release to the environment.
Wear eye protection.

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

If eye irritation persists:Get medical advice.

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.

4. Authorised use(s) of the meta SPC

4.1 Use description

Use 1 - Notkun 1.1: Sétthreinsun a hordu yfirbordi med 6% vetnisperoxidpokutda (FHP)

Product type

Where relevant, an exact
description of the authorised
use

Target organism(s) (including
development stage)

Field(s) of use

PTO2 - Disinfectants and algaecides not intended for direct application to humans or
animals (Disinfectants)

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

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

Scientific name: - . -
Common name: Tuberculosis bacilli
Development stage: -

Scientific name: -
Common name: Veirur
Development stage: -

Scientific name: - .
Common name: Sveppir
Development stage: -

Indoor

Soétthreinsun rymis med pokutdun med vetnisperoxidi (FHP) fyrir rymi sem eru & bilinu
4-150 m3. bad felur i sér sétthreinsun & hordu, gljdpu yfirbordi bunadar og efnis (ad
undanskildum leekningataekjum) sem eru til stadar i ryminu sem er medhondlad:

- sjukrahus og heilsugeeslustddvar,

- rannsoknarstofur (ad medtéldum rannséknarstofum i flokki P3 og sétthreinsudum
tilraunaherbergjum (White Rooms)).

- flutningar i heilbrigdispjénustu,

- lyfjaidnadur,

- idnadarpvottahus,

- tannadgerda- og igraedslustofur,

- hétel,
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- skélar,
- dagheimili.

. . Method: bPokutdun

Application method(s) Detailed description:

Um er ad reeda voru, tilbana til notkunar, sem er komid fyrir i teekjabtinadi. Bunadurinn
Udar seefivorunni sjélfkrafa, i lokada ryminu/herberginu sem a ad sotthreinsa, an pess
ad nokkur notandi eda ahorfandi sé vidstaddur.

Application rate(s) and Application Rate: - Virkni gegn bakteriur_'n,, gersveppum, sveppum, _berklum og veirum: 5

frequencies ml af véru/m3 og 2ja klukkustunda snertitimi. Medhondlié i annad sinn med 5 ml af
voru/ms3 og 2ja klukkustunda snertitima. Seinni medferdin fer fram rétt 4 eftir peirri fyrstu.

Haegt er ad styra medferdunum pannig ad paer séu framkvaemdar hver a eftir annarri.

Dropastaerd: 1-15 um

Dilution (%): -

Number and timing of application:

Sétthreinsid rymi og bunad eins oft og er krafist i peim verklagsreglum um hreinleeti,

sem eru til stadar.

Category(ies) of users Professional

Pack sizes and packaging 1) Edlispungt pélyetylen HDPE, hvit (6gagnsee) 1 litra flaska med afgdsunar-skriftappa.
material 2) HDPE, gra (6gagnsee) einnota 2 litra flaska.

3) HDPE, hvitur (6gagnseer) 5 litra brusi (&fyllanlegar umbuadir).

4) HDPE, hvitur (6gagnseer) 20 litra brasi.

4.1.1 Use-specific instructions for use

Hreinsa skal yfirbord fyrir sétthreinsun. Varan er tilbdin til notkunar og hana aetti ad nota an pynningar. Varan er honnué fyrir banad a
vido Nocospray/Bio-Sanitizer/Sanofog/Nocomax Easy/Glosair. Lesid notkunarleidbeiningarnar fyrir notkun. Notist samkvaemt
eftirfarandi verklysingum:

- Virkni gegn bakterium, gersveppum, sveppum, berklum og veirum: 5 ml af véru/m3 og 2ja klukkustunda snertitimi. Medhondlid i
annad sinn med 5 ml af véru/m? og 2ja klukkustunda snertitima.

Seinni medferdin fer fram strax & eftir peirri fyrstu. Heegt er ad stilla medferdirnar pannig ad peer séu framkveemdar hver 4 eftir
annarri.

Dropasteerd: 1-15 ym

Rakastig: 25% - 75%

Hitastig: Stofuhiti

Virdid radlagdan snertitima. Snertitimi hefst pegar tilskilid magn vorunnar er til stadar i ryminu.

Notandi skal alltaf framkveema orverufraedilega sannpréfun & sétthreinsun i rymunum sem a ad sotthreinsa (eda i videigandi
,Stodludu herbergi®, ef vid &) med taekjabiinadi sem & ad nota og i kjolfarid er haegt ad gera verklagsreglur fyrir sétthreinsun rymanna
og nota par eftir.
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4.1.2 Use-specific risk mitigation measures

Vinsamlegast skodid almennar notkunarleidbeiningar pessa meta-SPC.

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

Fyrsta hjalp

EFTIR INNTOKU: Skolid munninn tafarlaust. Gefid viskomandi eitthvad ad drekka ef hann getur kyngt. EKKI framkalla uppkost.
Hringid i EITRUNARMIDSTOD eda laekni.

BERIST EFNID A HUD: bvoid hidina med vatni. Hringid i EITRUNARMIDSTOD eda lsekni ef lasleika verdur vart.

BERIST EFNID | AUGU: Skolid med vatni. Fjarlaegid snertilinsur ef vid 4 og pad er audvelt. Skolid afram i 5 mindtur. Hringid i
EITRUNARMIDSTOD eda laekni.

EFTIR INNONDUN: Hringid i EITRUNARMIDSTOD eda lzekni ef lasleika verdur vart.

Likleg bein eda 6bein ahrif

Veldur alvarlegri augnertingu.

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

Vinsamlegast skodid almennar notkunarleidbeiningar pessa meta-SPC .

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

Vinsamlegast skodid almennar notkunarleidbeiningar pessa meta-SPC.

5. General directions for use of the meta SPC

5.1. Instructions for use

SUMMARY OF PRODUCT

18/12/202
811212023 CHARACTERISTICS



5.2. Risk mitigation measures

Hafid rymid lokad og farid ekki inn i pad medan & Gdun stendur. Medferd skal fara fram ad ménnum og dyrum fjarstéddum.

Allar raufar sem eru til stadar i ryminu (td gluggakarmar) padan sem poka getur lekid verdur ad loka fyrir adun.
Tryggid ad adgangur ad medferdarsvaedi med pokutdun sé bannadur med vidvorunarskilti medan & 6llu ferlinu stendur.

Enginn adgangur ad medhodndludu svaedi eetti ad vera leyfdur fyrr en styrkur vetnisperoxids er < 0,9 ppm (1,25 mg/m?) eda leegra
videigandi landsvidmidunargildi.

Notandi vorunnar i atvinnuskyni ma adeins fara inn i rymid i neydartilvikum pegar styrkur vetnisperoxids hefur farid nidur fyrir 36 ppm
(50 mg/m3) og verdur ad nota eftirfarandi personuhlifar (PPE): Ondunargrimu (RPE) flokkud samkvaemt EN 14387 eda sambeerileg
med skilgreindum varnarstudli (APF) 40 (tegund af RPE sem skal tilgreina af leyfishafa i voruupplysingunum) og videigandi
hlifdarblnad (hanskar flokkadir samkveemt Evropustadli EN 374 eda sambeerilegt, augnhlifar i samraemi vid Evropustadal EN ISO
16321 eda sambeerilegt, utanyfirgalli). Efni hanska og utanyfirgalla skal tilgreint af leyfishafa i véruupplysingunum. Sja kafla 6 fyrir
fullt heiti EN-stadlanna.

Nota skal meelitaeki til ad tryggja ad styrkur vetnisperoxids hafi farid nidur fyrir 0,9 ppm eda leegra videigandi landsvidmidunargildi.
Dyr/menn an persénuhlifa mega adeins fara aftur inn i medhondlada rymid eftir ad styrkur vetnisperoxids i loftinu fer nidur fyrir 1,25
mg/m3 (0,9 ppm) eda leegra videigandi landsvidmidunargildi.

Persénuhlifar:
Notadu efnapolin hlifdargleraugu i samreemi vid Evropustadal EN ISO 16321 eda sambeerilegt til augnverndar vid bléndun og hledslu

vorunnar i umbuddirnar sem eru notadar beint i pokutdunarbinadinn (eins og Nocospray, Bio-sanitizer, Sanofog, Nocomax eda
Nocomax Easy).

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

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

| lok medferdar skal farga 6notadri véru og umbudunum i samraemi vid stadbundnar reglur. Notada véru ma skola i fraveitu
sveitarfélagsins eda farga i mykjuhaug, allt eftir stadbundnum reglum. Fordist losun i skdlphreinsistod.

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

- Geymslupol: 2 ar.

6. Other information
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Fullt heiti EN-stadlanna sem nefndir eru i kafla 5.2 eru taldir upp hér ad nedan: EN 374 — Hlifdarhanskar til ad verjast haettulegum
kemiskum efnum og érverum.

EN ISO 16321 - Augn- og andlitsvarnir til nota vid vinnu.

EN 14387 - Ondunarfeerahlifar - Gassiur og samsettar siur - Kréfur, préfun, merking

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:

H319 Veldur alvarlegri augnertingu.

H412 Skadlegt lifi i vatni, hefur langvinn ahrif.

The precautionary statements:

P264 bvoid hendur vandlega eftir medhondlun.

P273 Fordist losun (it i umhverfi.

P280 Notid augnhlifar.

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

P337 + P313 Ef augnerting er vidvarandi: Leitid leeknis.

P501 Fargid innihaldi hja méttokustod fyrir haettulegan eda sérstakan trgang i samraemi vid landsbundnar reglur.
P501 Farqid ilati hja méttokustdd fyrir heettuleqan eda sérstakan Urgang i samraemi vid landsbundnar reqlur.

7. Third information level: individual products in the meta SPC

7.1 Trade name(s), authorisation number and specific composition of each individual
product

Trade name(s) Nocolyse Market area: EU

Glosair 400 Market area: EU

Authorisation number
1S-0031753-0001 1-1

(R4BP 3 asset reference number - National
Authorisation)

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

Hydrogen peroxide Active Substance 7722-84-1 231-765-0 6

Silver Non-active 7440-22-4 231-131-3 0,0017
substance
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Trade name(s)

Nocolyse menthe

Market area: EU

Glosair 400 menthe

Market area: EU

Authorisation number

(R4BP 3 asset reference number - National
Authorisation)

1S-0031753-0002 1-1

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

Hydrogen peroxide Active Substance 7722-84-1 231-765-0 6

Silver Non-active 7440-22-4 231-131-3 0,0017
substance

Trade name(s)

Nocolyse nocodor

Market area: EU

Glosair 400 nocodor

Market area: EU

Authorisation number

(R4BP 3 asset reference number - National
Authorisation)

IS-0031753-0003 1-1

Common nhame IUPAC name

Function CAS number EC number

Content (%)

Hydrogen peroxide

Active Substance 7722-84-1 231-765-0
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Silver Non-active 7440-22-4 231-131-3 0,0017
substance

1. Meta SPC administrative information

1.1. Meta SPC identifier

Oxy'Pharm H202 12%

1.2. Suffix to the authorisation number

1-2

1.3 Product type(s)

PTO2 - Disinfectants and algaecides not intended for direct application to humans or animals (Disinfectants)

2. Meta SPC composition

2.1.Qualitative and quantitative information on the composition of the meta SPC

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

Hydrogen peroxide Active Substance 7722-84-1 231-765-0 12-12

Silver Non-active 7440-22-4 231-131-3 0,0017 - 0,0017
substance

2.2. Type(s) of formulation of the meta SPC

Formulation(s) AL - Any other liquid
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3. Hazard and precautionary statements of the meta SPC

Hazard statements

Precautionary statements

May intensify fire; oxidiser
Causes serious eye damage.

Harmful to aquatic life with long lasting effects.

Keep away from heat, hot surfaces, sparks, open flames and other ignition sources. -
No smoking.

Keep away from clothing and other combustible materials.
Avoid release to the environment.
Wear eye protection.

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

Immediately call a POISON CENTER.
Immediately call a doctor.

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.

4. Authorised use(s) of the meta SPC

4.1 Use description

Use 1 - Notkun 2.1: Sétthreinsun & hordu yfirbordi med 12% vetnisperoxidpokuuda (FHP)

Product type

Where relevant, an exact
description of the authorised
use

Target organism(s) (including
development stage)

PTO2 - Disinfectants and algaecides not intended for direct application to humans or
animals (Disinfectants)

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

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

Scientific name: - o
Common name: Bakteriugré
Development stage: -
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Field(s) of use

Application method(s)

Application rate(s) and
frequencies

Category(ies) of users

Pack sizes and packaging
material

Scientific name: - ) o
Common name: Tuberculosis bacilli
Development stage: -

Scientific name: -
Common name: Veirur
Development stage: -

Scientific name: - )
Common name: Sveppir
Development stage: -

Indoor

Sétthreinsun rymis med pokutidun med vetnisperoxidi (FHP) fyrir rymi sem eru & bilinu
4-150 m3. bad felur i sér sétthreinsun & hordu, gljdpu yfirbordi bunadar og efnis (ad
undanskildum leekningataekjum) sem eru til stadar i ryminu sem er medhondlad:

- sjukrahus og heilsugeeslustddvar,

- rannséknarstofur (ad medtéldum rannséknarstofum i flokki P3 og sétthreinsudum
tilraunaherbergjum (White Rooms)).

- flutningar i heilbrigdispjénustu,

- lyfjaidnadur,

- idnadarpvottahus,

- tannadgerdar- og igreedslustofur,

- hétel,

- skélar,

- dagheimili.

Method: bPokutdun

Detailed description:

Um er ad reeda voru, tilbana til notkunar, sem er komid fyrir i teekjabtinadi. Bunadurinn
Udar seefivorunni sjélfkrafa, i lokada ryminu/herberginu sem & ad sotthreinsa, an pess
ad nokkur notandi eda ahorfandi sé vidstaddur.

Application Rate: - Virkni gegn bakterium, gersveppum, sveppum, bakteriugré og
veirum: 3 ml af véru/m? og 2ja klukkustunda snertitimi. Medhondlid i annad sinn med 3
ml af voru/m3 og 2ja klukkustunda snertitima. - Berklaeydandi virkni: 5 ml af véru/ms3 og
2ja klukkustunda snertitimi. Medhondlid i annad sinn med 3 ml af véru/m?3 og 2ja
klukkustunda snertitima. Seinni medferdin fer fram rétt & eftir peirri fyrstu. Heegt er ad
styra medferdunum pannig ad peer séu framkveemdar hver & eftir annarri. Dropasteerd:
1-15 pm

Dilution (%): -

Number and timing of application:

Sétthreinsid rymi og bunad eins oft og er krafist i peim verklagsreglum um hreinleeti,
sem eru til stadar.

Professional

1) HDPE, hvit (6gagnsee) 1 litra flaska med afgdsunar-skraftappa.
2) HDPE, gra (6gagnsee) einnota 2 litra flaska.

3) HDPE, hvitur (6gagnseer) 5 litra brisi (afyllanlegar umbuadir).
4) HDPE, hvitur (6gagnseer) 20 litra brasi.

18/12/2023

SUMMARY OF PRODUCT
CHARACTERISTICS

12



4.1.1 Use-specific instructions for use

Hreinsa skal yfirbord fyrir sétthreinsun. Varan er tilbdin til notkunar og hana aetti ad nota an pynningar. Varan er honnué fyrir banad a
vid Nocospray/Bio-Sanitizer/Sanofog/Nocomax Easy/Glosair. Lesid notkunarleidbeiningarnar fyrir notkun. Notist samkvaemt
eftirfarandi verklysingum:

- Virkni gegn bakterium, gersveppum, sveppum, bakteriugré og veirum: 3 ml af véru/m?3 og 2ja klukkustunda snertitimi. Medhondlid i
annad sinn med 3 ml af voru/m?3 og 2ja klukkustunda snertitima.

- Berklaeydandi virkni: 5 ml af voru/m? og 2ja klukkustunda snertitimi. Medhondlid i annad sinn med 3 ml af véru/m3 og 2ja
klukkustunda snertitima.

Seinni medferdin fer fram strax & eftir peirri fyrstu. Heegt er ad stilla medferdirnar pannig ad paer séu framkveemdar hver & eftir
annarri.

Dropasteerd: 1-15 um

Rakastig: 25% - 75%

Hitastig: Stofuhiti

Virdid snertitimann. Snertitimi hefst pegar tilskilid magn vorunnar er til stadar i ryminu.

Notandi skal alltaf framkveema orverufraedilega sannpréfun & sétthreinsun i rymunum sem a ad sotthreinsa (eda i videigandi
,Stodludu herbergi®, ef vid &) med taekjablinadi sem & ad nota og i kjolfarid er haegt ad gera verklagsreglur fyrir sétthreinsun rymanna
0g hota par eftir.

4.1.2 Use-specific risk mitigation measures

Vinsamlegast skodid almennar notkunarleidbeiningar pessa meta-SPC.

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

Fyrsta hjalp

EFTIR INNTOKU: Skoli® munninn tafarlaust. Gefid viskomandi eitthvad ad drekka ef hann getur kyngt. EKKI framkalla uppkdst.
Hringid i 112/sjukrabil og fyrir laeknisadstod.

BERIST EFNID A HUD: bvoid hud tafarlaust med naegu vatni. Fjarlaegid sidan allan fatnad sem mengadur er og pvoid adur en hann
er notadur aftur. Haldid afram ad pvo hGdina med vatni i 15 mindtur. Hringid i EITRUNARMIDSTOD eda laekni.

EFTIR INNONDUN: Hringid i EITRUNARMIDSTOD eda laekni ef lasleika verdur vart.

BERIST EFNID | AUGU: Skolid tafarlaust med vatni i nokkrar minatur. Fjarleegid snertilinsur ef vid & og pad er audvelt. Skolid afram i
ad minnsta kosti 15 mindatur. Hringid i 112/sjukrabil fyrir laeknisadstod.

Likleg bein eda 6bein ahrif:
Veldur alvarlegri augnertingu.
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4.1.4 Where specific to the use, the instructions for safe disposal of the product and its
packaging

Vinsamlegast skodid almennar notkunarleidbeiningar pessa meta-SPC.

4.1.5 Where specific to the use, the conditions of storage and shelf-life of the product
under normal conditions of storage
Vinsamlegast skodid almennar notkunarleidbeiningar pessa meta-SPC.

5. General directions for use of the meta SPC

5.1. Instructions for use

5.2. Risk mitigation measures

Hafid rymid lokad og farid ekki inn i pad medan & Gdun stendur. Medferd skal fara fram ad ménnum og dyrum fjarstéddum.

Allar raufar sem eru til stadar i ryminu (td gluggakarmar) padan sem poka getur lekid verdur ad loka fyrir adun.

Tryggid ad adgangur ad medferdarsvaedi med pokuldun sé bannadur med vidvorunarskilti medan & 6llu ferlinu stendur.

Enginn adgangur ad medhdndludu sveedi eetti ad vera leyfour fyrr en styrkur vetnisperoxios er < 0,9 ppm (1,25 mg/m3) eda leegra
videigandi landsvidmidunargildi.

Notandi i atvinnuskyni m& adeins fara inn i rymid i neydartilvikum pegar stykur vetnisperoxids hefur farid nidur fyrir 36 ppm (50
mg/m3) og verdur ad nota eftirfarandi personuhlifar (PPE): Ondunargrimu (RPE) flokkud samkvaemt EN 14387 eda sambzerilegar
med skilgreindum varnarstudli (APF) 40 (tegund af RPE sem skal tilgreina af leyfishafa i véruupplysingunum) og videigandi
hliféarbtinad (hanskar flokkadir samkvaemt Evrépustadli EN 374 eda sambeerilegt, augnhlifar i samraemi vid Evrépustadal EN 1ISO
16321 eda sambeerilegt, utanyfirgalli). Efni hanska og utanyfirgalla skal tilgreint af leyfishafa i véruupplysingunum. Sja kafla 6 fyrir
fullt heiti EN-stadlanna.

Nota skal meelitaeki til ad tryggja ad styrkur vetnisperoxids hafi farid nidur fyrir 0,9 ppm eda leegra videigandi landsvidmidunargildi.
Dyr/menn an hliféarbinadar mega adeins fara aftur inn i medhdndlada rymid eftir ad styrkur vetnisperoxids i loftinu fer nidur fyrir
1,25 mg/m?3 (0,9 ppm) eda leegra videigandi landsvidmidunargildi.

Personuhlifar:

Notadu efnapolin hlifdargleraugu i samreemi vid Evropustadal EN ISO 16321 eda sambeerilegt til augnverndar vid blédndun og hledslu
vorunnar i umbudirnar sem eru notadar beint i pokutdunarbinadinn (eins og Nocospray, Bio-sanitizer, Sanofog, Nocomax eda
Nocomax Easy).
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5.3. Particulars of likely direct or indirect effects, first aid instructions and emergency
measures to protect the environment

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

[ lok medferdar skal farga 6notadri véru og umbadunum i samraemi vid stadbundnar reglur. Notada véru ma skola i fraveitu
sveitarfélagsins eda farga i mykjuhaug, allt eftir stadbundnum reglum. Fordist losun i skdlphreinsistdd.

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

- Geymslupol: 2 ar.

6. Other information

Fullt heiti EN-stadlanna sem nefndir eru i kafla 5.2 eru taldir upp hér ad nedan:

EN 374 — Hliféarhanskar til ad verjast haettulegum kemiskum efnum og érverum.
EN ISO 16321 - Augn- og andlitsvarnir til nota vid vinnu.

EN 14387 - Ondunarfeerahlifar - Gassiur og samsettar siur - Kréfur, préfun, merking

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:

H272 Getur aukid bruna, eldmyndandi (oxandi).

H318 Veldur alvarlegum augnskada.

H412 Skadlegt lifi i vatni, hefur langvinn ahrif.

The precautionary statements:

P210 Haldid fra hitagjofum, heitum flotum, neistagjéfum, opnum eldi og 68rum ikveikivoldum. Reykingar bannadar.
P220 Efnid ma ekki koma nalaegt fatnadi og 68rum brennanlegum efnum.

P273 Fordist losun Gt i umhverfi.

P280 Notid augnhlifar.

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

P310 Hringid umsvifalaust i EITRUNARMIDSTOD, s. 543 2222,

P310 Hringid umsvifalaust i laekni, s 112.

P501 Fargid innihaldi hja méttokustod fyrir haettulegan eda sérstakan urgang i samraemi vid landsbundnar reglur.
P501 Fargid ilati hja mottokustod fyrir haettulegan eda sérstakan trgang i samraemi vid landsbundnar reglur.
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7. Third information level: individual products in the meta SPC

7.1 Trade name(s), authorisation number and specific composition of each individual

product

Trade name(s)

Authorisation number

(R4BP 3 asset reference number - National

Authorisation)

Nocolyse One Shot

Market area: EU

Nocolyse +

Market area: EU

Glosair 600

Market area: EU

1S-0031753-0004 1-2

Common nhame

IUPAC name

Function

CAS number

Hydrogen peroxide

Active Substance 7722-84-1

Silver

Non-active
substance

EC number Content (%)
231-765-0 12
231-131-3 0,0017

Trade name(s)

Nocolyse One Shot menthe

Market area: EU

Nocolyse + menthe

Market area: EU

18/12/2023
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Glosair 600 menthe

Market area: EU

Authorisation number

(R4BP 3 asset reference number - National
Authorisation)

I1S-0031753-0005 1-2

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

Hydrogen peroxide Active Substance 7722-84-1 231-765-0 12

Silver Non-active 231-131-3 0,0017
substance

Trade name(s)

Nocolyse One Shot nocodor

Market area: EU

Nocolyse + nocodor

Market area: EU

Glosair 600 nocodor

Market area: EU

Authorisation number

(R4BP 3 asset reference number - National
Authorisation)

1S-0031753-0006 1-2

Common hame IUPAC name Function CAS number  EC number Content (%)
Hydrogen peroxide Active Substance 7722-84-1 231-765-0 12
Silver Non-active 231-131-3 0,0017
substance
1811212023 SUMMARY OF PRODUCT 17
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1. Meta SPC administrative information

1.1. Meta SPC identifier

Oxy'Pharm H202 7.9%

1.2. Suffix to the authorisation number

1-3

1.3 Product type(s)

PTO2 - Disinfectants and algaecides not intended for direct application to humans or animals (Disinfectants)

PTO04 - Food and feed area (Disinfectants)

2. Meta SPC composition

2.1.Qualitative and quantitative information on the composition of the meta SPC

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

Hydrogen peroxide Active Substance 7722-84-1 231-765-0 79-79

2.2. Type(s) of formulation of the meta SPC

Formulation(s) AL - Any other liquid
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3. Hazard and precautionary statements of the meta SPC

Hazard statements

Precautionary statements

Causes serious eye irritation.

Wash hands thoroughly after handling.
Wear eye protection.

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

If eye irritation persists:Get medical advice.

4. Authorised use(s) of the meta SPC

4.1 Use description

Use 1 - Notkun 3.1: Sétthreinsun & horéu yfirbordi med 7,9% vetnisperoxidpokuuda (FHP)

Product type

Where relevant, an exact
description of the authorised
use

Target organism(s) (including
development stage)

Field(s) of use

PTO2 - Disinfectants and algaecides not intended for direct application to humans or
animals (Disinfectants)

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

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

Scientific name: - o
Common name: Bakteriugro
Development stage: -

Scientific name: - )
Common name: Mycobacteria
Development stagé: -

Scientific name: -
Common name: Veirur
Development stage: -

Scientific name: - )
Common name: Sveppir
Development stage: -

Indoor

Sétthreinsun rymis med pokutdun med vetnisperoxidi (FHP) fyrir rymi sem eru & bilinu
4-150 m3. bad felur i sér sotthreinsun & hordu, gljdpu yfirbordi bunadar og efnis (ad
undanskildum leekningataekjum) sem eru til stadar i ryminu sem er medhondlad:
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Application method(s)

Application rate(s) and
frequencies

Category(ies) of users

Pack sizes and packaging
material

- sjukrahus og heilsugeeslustddvar,
- rannsoknarstofur (ad medtéldum rannséknarstofum i flokki P3 og so6tthreinsudum
tilraunaherbergjum (White Rooms)).
- flutningar i heilbrigdispjénustu,

- lyfjaidnadur,

- iBnadarpvottahus,

- tannadgerda- og igraedslustofur,

- flutningabilar

- hétel,

- veitingastadir,

- skélar,

- dagheimili,

- dyraleeknastofur.

Method: Pokutdun

Detailed description:

Um er ad reeda voru, tilbana til notkunar, sem er komid fyrir i teekjabtinadi. Bunadurinn
Udar saefivorunni sjalfkrafa, i lokada ryminu/herberginu sem & adé sétthreinsa, an pess
ad nokkur notandi eda ahorfandi sé vidstaddur.

Application Rate: - Virkni gegn bakterium, gersveppum, sveppum, bakteriugré og
veirum: 5 ml af véru/m? og 2ja klukkustunda snertitimi. - Virkni gegn Mycobacteria
(veldislaekkun = 4): 7 ml af voru/m? og 2ja klukkustunda snertitimi. Dropasteerd: 1-15 pm
Dilution (%): -

Number and timing of application:

Sétthreinsid rymi og bunad eins oft og er krafist i peim verklagsreglum um hreinleeti,
sem eru til stadar.

Professional

1) HDPE, hvit (6gagnsee) 1 L flaska med afgdsunar-skrdftappa.
2) HDPE, gra (6gagnsee) einnota 2 L flaska.

3) HDPE, hvitur (6gagnsaer) 5 L brasi (&fyllanlegar umbuadir).
4) HDPE, hvitur (6gagnseer) 20 L brusi.

4.1.1 Use-specific instructions for use
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Hreinsa skal yfirbord fyrir sétthreinsun. Varan er tilblin til notkunar og hana zetti ad nota an pynningar. Varan er hénnud fyrir banad a
vid Nocospray/Bio-sanitizer/Sanofog/Nocomax/Nocomax Easy/Glosair. Lesid notkunarleidbeiningarnar fyrir notkun. Notist
samkvaemt eftirfarandi verklysingum:

- Virkni gegn bakterium, gersveppum, sveppum, bakteriugré og veirum: 5 ml af véru/m3 og 2ja klukkustunda snertitimi.
- Virkni gegn Mycobacteria (veldisleekkun = 4): 7 ml af véru/m? og 2ja klukkustunda snertitimi.

Dropastaerd: 1-15 ym

Rakastig: 25% - 75%

Hitastig: Stofuhiti

Virdid snertitimann. Snertitimi hefst pegar tilskilid magn vorunnar er til stadar i ryminu.

Notandi skal alltaf framkveema orverufraedilega sannpréfun & sétthreinsun i rymunum sem & ad sétthreinsa (eda i videigandi
,Stooludu herbergi®, ef vid &) med taekjabinadi sem & ad nota og i kjolfarid er heegt ad gera verklagsreglur fyrir sétthreinsun rymanna
0g hota par eftir.

4.1.2 Use-specific risk mitigation measures

Vinsamlegast skodid almennar notkunarleidbeiningar pessa meta-SPC.

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

Fyrsta hjalp
EFTIR INNTOKU: Skoli® munninn tafarlaust. Gefid viskomandi eitthvad ad drekka ef hann getur kyngt. EKKI framkalla uppkdst.
Hringid i EITRUNARMIDSTOD eda laekni.

BERIST EFNID A HUD: bvoid hudina med vatni. Hringid i EITRUNARMIDSTOD eda lzekni ef lasleika verdur vart.

BERIST EFNID | AUGU: Skolid med vatni. Fjarleegid snertilinsur ef vid & og pad er audvelt. Skolid afram i 5 mindtur. Hringid i
EITRUNARMIDSTOD eda lzekni.

EFTIR INNONDUN: Hringid i EITRUNARMIDSTOD eda lzekni ef lasleika verdur vart.

Likleg bein eda 6bein ahrif:
Veldur alvarlegri augnertingu.

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

Vinsamlegast skodid almennar notkunarleidbeiningar pessa meta-SPC.

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

Vinsamlegast skodid almennar notkunarleidbeiningar pessa meta-SPC.
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4.2 Use description

Use 2 - Notkun 3.3: Sétthreinsun & hérdu yfirbordi med vetnisperoxiopokuuda (FHP)

Product type

Where relevant, an exact
description of the authorised
use

Target organism(s) (including
development stage)

Field(s) of use

Application method(s)

Application rate(s) and
frequencies

PTO04 - Food and feed area (Disinfectants)

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

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

Scientific name: - o
Common name: Bakteriugro
Development stage: -

Scientific name: - )
Common name: Mycobacteria
Development stagé: -

Scientific name: -
Common name: Veirur
Development stage: -

Scientific name: - i
Common name: Bakteriufagar
Development stage: -

Scientific name: - .
Common name: Sveppir
Development stage: -

Indoor

Sétthreinsun rymis med FHP, sétthreinsun & hordu, gljipu yfirbordi bdnadar og efnividar
sem er til stadar i medhondlada ryminu sem er & bilinu 4-150 m?3 ad steerd :

- matvaelaionadur,

- stéreldhus,

- veitingastadir.

Method: bPokutdun

Detailed description:

Um er ad reeda voru, tilbana til notkunar, sem er komid fyrir i teekjabtinadi. Bunadurinn
Udar seefivorunni sjélfkrafa, i lokada ryminu/herberginu sem a ad sotthreinsa, an pess
ad nokkur notandi eda ahorfandi sé vidstaddur.

Application Rate: - Virkni gegn bakterium, bakteriufégum, gersveppum, sveppum,
bakteriugrom og veirum: 5 ml af véru/m? og 2ja klukkustunda snertitimi. - Virkni gegn
Mycobacteria: 7 ml af véru/m3 og 2ja klukkustunda snertitimi. Dropasteerd: 1-15 pm
Dilution (%): -

Number and timing of application:

Sétthreinsid rymi og bunad eins oft og er krafist i peim verklagsreglum um hreinleeti,
sem eru til stadar.
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Category(ies) of users Professional

Pack sizes and packaging

material 1) HDPE, hvit (6gagnsee) 1 litra flaska med afgdsunar-skruftappa.

2) HDPE, gra (6gagnsee) einnota 2 litra flaska.
3) HDPE, hvitur (6gagnseer) 5 litra brisi (afyllanlegar umbuadir).
4) HDPE, hvitur (6gagnseer) 20 litra brasi.

4.2.1 Use-specific instructions for use

Hreinsa skal yfirbord fyrir sétthreinsun. Varan er tilbuin til notkunar og hana aetti ad nota an pynningar. Varan er honnud fyrir banad a
vid Nocospray/Bio-Sanitizer/Sanofog/Nocomax Easy/Glosair. Lesid notkunarleidbeiningarnar fyrir notkun. Notist samkvaemt
eftirfarandi verklysingum:

- Virkni gegn bakterium, bakteriufégum, gersveppum, sveppum, bakteriugré og veirum: 5 ml af véru/m? og 2ja klukkustunda
snertitimi.

- Virkni gegn Mycobacteria: 7 ml af véru/m? og 2ja klukkustunda snertitimi.

Dropasteerd: 1-15 ym

Rakastig: 25% - 75%
Hitastig: Stofuhiti
Virdid snertitimann. Snertitimi hefst pegar tilskilid magn vorunnar er til stadar i ryminu.

Notandi skal alltaf framkveema 6rverufraedilega sannpréfun & sétthreinsun i rymunum sem a ad sétthreinsa (eda i videigandi
,Stodludu herbergi®, ef vid &) med teekjablnadi sem a ad nota og i kjolfarid er heegt ad gera verklagsreglur fyrir sétthreinsun rymanna
0g hota par eftir.

4.2.2 Use-specific risk mitigation measures

Vinsamlegast skodid almennar notkunarleidbeiningar pessa meta-SPC.

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

Fyrsta hjalp
EFTIR INNTOKU: Skoli® munninn tafarlaust. Gefid viskomandi eitthvad ad drekka ef hann getur kyngt. EKKI framkalla uppkdst.
Hringid i EITRUNARMIDSTOD eda laekni.
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BERIST EFNID A HUD: bvoid hidina med vatni. Hringid | EITRUNARMIDSTOP eda lzekni ef lasleika verdur vart.

BERIST EFNIP | AUGU: Skolid med vatni. Fjarleegid snertilinsur ef vid & og pad er audvelt. Skolid afram i 5 minatur. Hringid i
EITRUNARMIDSTOD eda leekni.

EFTIR INNONDUN: Hringid i EITRUNARMIDSTOD eda laekni ef lasleika verdur vart.

Likleg bein eda ébein ahrif:
Veldur alvarlegri augnertingu.

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

Vinsamlegast skodid almennar notkunarleidbeiningar pessa meta-SPC.

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

Vinsamlegast skodid almennar notkunarleidbeiningar pessa meta-SPC.

5. General directions for use of the meta SPC

5.1. Instructions for use

5.2. Risk mitigation measures

Hafid rymid lokad og farid ekki inn i pad medan & Gdun stendur. Medferd skal fara fram ad ménnum og dyrum fjarstéddum.

Allar raufar sem eru til stadar i ryminu (td gluggakarmar) padan sem poka getur lekid verdur ad loka fyrir adun.

Tryggid ad adgangur ad medferdarsvaedi med pokuldun sé bannadur med vidvorunarskilti medan & 6llu ferlinu stendur.

Enginn adgangur ad medhdndludu sveedi eetti ad vera leyfour fyrr en styrkur vetnisperoxios er < 0,9 ppm (1,25 mg/m3) eda leegra
videigandi landsvidmidunargildi.

Notandi i atvinnuskyni ma adeins fara inn i rymié i neydartilvikum pegar stykur vetnisperoxids hefur farid nidur fyrir 36 ppm (50
mg/m3) og verdur ad nota eftirfarandi personuhlifar (PPE): Ondunargrimu (RPE) flokkud samkvaemt EN 14387 eda sambeerilegar
med skilgreindum varnarstudli (APF) 40 (teqund af RPE sem skal tilgreina af leyfishafa i viruupplysingunum) og videigandi
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hliféarbunad (hanskar flokkadir samkvaemt Evrépustadli EN 374 eda sambeerilegt, augnhlifar i samraemi vid Evrépustadal EN ISO
16321 eda sambeerilegt, utanyfirgalli). Efni hanska og utanyfirgalla skal tilgreint af leyfishafa i véruupplysingunum. Sja kafla 6 fyrir
fullt heiti EN-stadlanna.

Nota skal meelitaeki til ad tryggja ad styrkur vetnisperoxids hafi farid nidur fyrir 0,9 ppm eda leegra videigandi landsvidmidunargildi.
Dyr/menn an hliféarbinadar mega adeins fara aftur inn i medhdndlada rymid eftir ad styrkur vetnisperoxids i loftinu fer nidur fyrir
1,25 mg/m?3 (0,9 ppm) eda leegra videigandi landsvidmidunargildi.

Personuhlifar:

Notadu efnapolin hlifdargleraugu i samreemi vid Evropustadal EN ISO 16321 eda sambeerilegt til augnverndar vid bléndun og hledslu
vorunnar i umbudirnar sem eru notadar beint i pokutdunarbinadinn (eins og Nocospray, Bio-sanitizer, Sanofog, Nocomax eda
Nocomax Easy).

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

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

I lok medferdar skal farga 6notudu vorunni og umbudunum i samraemi vid stadbundnar reglur. Notada voru ma skola i fraveitu
sveitarfélagsins eda farga i mykjuhaug, allt eftir stadbundnum reglum. Fordist losun i skdlphreinsistod.

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

- Geymslupol: 2 ar.

6. Other information

Fullt heiti EN-stadlanna sem nefndir eru i kafla 5.2 eru taldir upp hér ad nedan:
EN 374 — Hliféarhanskar til ad verjast haettulegum kemiskum efnum og érverum.
EN ISO 16321 - Augn- og andlitsvarnir til nota vid vinnu.

EN 14387 - Ondunarfserahlifar - Gassiur og samsettar siur - Kréfur, préfun, merking
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32 of the Chemicals Act No 61/2013.

The hazard statements:

H319 Veldur alvarlegri augnertingu.

The precautionary statements:

P264 bvoid hendur vandlega eftir medhéndlun.
P280 Notid augnhlifar.

audvelt. Skolid afram.
P337 + P313 Ef augnerting er vidvarandi: Leitid laeknis.

The signal word, hazard- and precautionary statements shall be in Icelandic on the product label in accordance with Article

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

7. Third information level: individual products in the meta SPC

7.1 Trade name(s), authorisation number and specific composition of each individual

product

Trade name(s) Nocolyse Food

Market area: EU

Glosair 500

Market area: EU

Authorisation number
1S-0031753-0007 1-3

(R4BP 3 asset reference number - National
Authorisation)

Common name IUPAC name Function CAS number

EC number

Content (%)

Hydrogen peroxide Active Substance 7722-84-1

231-765-0

7,9
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