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ANNEX

SUMMARY OF PRODUCT CHARACTERISTICS
FOR A BIOCIDAL PRODUCT FAMILY

STERI-PEROX®
Product type(s)

PT02: Disinfectants and algaecides not intended for direct application to humans or animals

Authorisation number EU-0031643-0000

R4BP asset number 1S-0032879-0000



Part I.
FIRST INFORMATION LEVEL




1. ADMINISTRATIVE INFORMATION

1.1. Family name

Name

STERI-PEROX®

1.2. Product type(s)

Product type(s)

PT02: Disinfectants and algaecides not intended for dir
ect application to humans or animals

1.3. Authorisation holder

Veltek Associates Inc. Europe

Name and address of the authorisation holder

Address

Rozengaard 1940 8212DT Lelystad
Netherlands

Authorisation number

EU-0031643-0000

R4BP asset number

1S-0032879-0000

Date of the authorisation

10/07/2024

Expiry date of the authorisation

30/06/2034

1.4. Manufacturer(s) of the product

Name of manufacturer

Veltek Associates, Inc.

Address of manufacturer

15 Lee Blvd. PA19355 Malvern United States (the)

Location of manufacturing sites

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

Active substance

Hydrogen peroxide

Name of manufacturer

Evonik Operations GmbH (Acting for Evonik Active
Oxygens, LLC (US))

Address of manufacturer

One Commerce Square 2005 Market Street Suite 3200
PA 19103 Philadel phia United States (the)

Location of manufacturing sites

Evonik Operations GmbH (Acting for Evonik Active
Oxygens, LLC (US)) site 1 PeroxyChem Bayport
Plant, 12000 Bay AreaBlvd TX 77507 Passadena
United States (the)




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 (%)
Hydrogen perox active substance |7722-84-1 231-765-0 6,4 - 6,4 % (w/w)
ide

2.2.  Type(s) of formulation

Formulation type(s)

AL Any other liquid
Ready to Use Wipe




Part Il.
SECOND INFORMATION LEVEL - META SPC(S)




1. META SPC 1 ADMINISTRATIVE INFORMATION

1.1. MetaSPC 1identifier

\ I dentifier \ STERI-PEROX® \

1.2. Suffix tothe authorisation number

‘ Number ‘ 1-1 ‘

1.3. Product type(s)

Product type(s) PT02: Disinfectants and algaecides not intended for dir
ect application to humans or animals




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 (%)
Hydrogen perox active substance |7722-84-1 231-765-0 6,4 - 6,4 % (w/w)
ide

2.2.  Type(s) of formulation of the meta SPC 1

Formulation type(s)

burrkatilbuin til notkunar




3. HAZARD AND PRECAUTIONARY STATEMENTSOF THE META SPC 1

Hazard statements

H319: Causes serious eye irritation.

Precautionary statements

P264: Wash face and hands thoroughly after handling.
P280: Wear eye protection/face protection.

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

P337+P313: If eyeirritation persists: Get medical adv
ice.




4. AUTHORISED USE(S) OF THE META SPC

4.1. Usedescription

Tablel. 1.1-Til idnadarnota—burrka - Innandyra- Meta SPC 1

Product type PTO02: Disinfectants and algaecides not intended for direct
application to humans or animals

Where relevant, an exact description of the
authorised use

Target organism(s) (including development | Scientific name: Engin gogn
stage) Common name: Bakteriur
Development stage: Engin gogn

Scientific name: Engin gogn
Common name: Gersveppir
Development stage: Engin gbgn

Field(s) of use indoor use

Sotthreinsiefni fyrir hord, dgropin, lifvana yfirbord, efni og bunad
sem eru ekki notud i beinni snertingu vid matvadi eda fodur. Ekki
til notkunar & svasdum i heilbrigdispjonustu. Sotthreinsiefni til
notkunar i framleidslustédvum, p.&m. svasdum hreinnaryma

i framleidslustédvum lyfja, liftasknilyfja, lakningatakja og
greiningarvara.

Application method(s) Method: burrkun

Detailed description: -

Application rate(s) and frequency Application rate: 30,5 cm x 30,5 cm purrka— 32,5 ml i hverri
purrku. 7,5 ml eru tiltair i hverri purrku. 1 purrka=7,5ml &
hvern m2

Dilution (%): Varan er tilbdin til notkunar.

Number and timing of application:
Tioni: Notist 3 4dag.

Snertitimi: 10 minGtur

Hitastig vid notkun: stofuhiti

Category(ies) of users industrial

Pack sizes and packaging material burrka er samsett Ur 100% samfelldum heilprédum r polyester.
Upplysingar um pakkningastaa &ir er hér ad nedan:
Daudhreinsadar (gammageisladar) eda 6daudhrei nsadar

burrkur:

12 x 12 tommur (30,5 cm x 30,5 cm). 20 purrkur i

pakka. 10 pakkar i kassa. Endurlokanlegir (rifaog

innsigla) 1agpéttnipolyetylen (6gagnsadr) pokar.

12 x 12 tommur (30,5 cm x 30,5 cm). Stok purrka. 100 pakkar i
kassa. L agpéttnipolyetylen (6gagnsadr) pokar.




4.1.1. Usegpecificinstructions
Sja amennar notkunarleidbeiningar.

4.1.2. Usegpecificrisk mitigation measures

Sjaamennar notkunarleidbeiningar.

4.1.3. Wherespecifictotheuse, the particularsof likely direct or indirect effects, first
aid instructions and emer gency measuresto protect the environment

Sja amennar notkunarleidbeiningar.

4.1.4. Wherespecifictotheuse, theinstructionsfor safe disposal of the product and
its packaging
Sjdamennar notkunarleidbeiningar.

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

under normal conditions of storage
Sjaamennar notkunarleidbeiningar.

10



5. GENERAL DIRECTIONSFOR USE OF THE META SPC 1

5.1. Instructionsfor use

Notid fjarri augum og andliti. Forhreinsid yfirbord fyrir notkun.

Notid eingdngu blautpurrkur. Takio eina edatvaa purrkur i einu. burrkid hlutinn vandlegatil ad tryggja ad
hann sé synilega blautur. Leyfid yfirbordi ad vera blautu i 10 minGtur (bakteriudrepandi og gersveppaeydandi
notkun). Hendid purrku eftir notkun. Lokid pakkanum eftir opnun.

5.2. Risk mitigation measures

Vi notkun vérunnar ma notandi hennar einn vera vidstaddur i ryminu.

Vi notkun og fyrir endurkomu i rymid magildi vetnisperoxids i lofti ekki vera haaraen AEC vidmidunargildid
fyrir innéndun 1,25 mg/m3 (edavidunandi laggra landsbundid vidmidunargildi). Nota skal kvardadan nematil ad
stadfesta ad ekki sé farid yfir vidmidunargildi vetnisperoxios i lofti.

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

measur es to protect the environment

BERIST EFNID | AUGU: Skolid med vatni. Fjarlaagid snertilinsur ef pad er audvelt. Skolid &fram i 5 minttur.
Hringid i EITRUNARMIDSTOD edalakni; s. 543 2222 / 112.

EFTIR INNTOKU: Skolid munninn. Gefid vidkomandi ad drekka ef hann getur kyngt. EKKI framkalla
uppkost. Hringid i EITRUNARMIDSTOP edalakni; s. 543 2222 / 112.

BERIST EFNID A HUD: Skolid hid med vatni. Ef einkenna verdur vart, hringid i EITRUNARMIDSTOD eda
lakni; s. 543 2222/ 112.

EFTIR INNONDUN: Ef einkenna verdur vart, hringid i EITRUNARMIDSTOD edalakni; s. 543 2222/ 112.
Fyrirbyggid ad berist i fraveitu og vatn. Tilkynnid yfirvoldum ef vara berst i fraveitu eda vatn.

54. Instructionsfor safe disposal of the product and its packaging
Ré&dleggingar um férgun drgangs: Fargiod & druggan hétt i samraami vid stadbundnar/landsreglur. Vistfrasi -
urgangsefni: Fordist losun i umhverfid.

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

[1&t skal veravel lukt. Geymist & svolum og vel loftraestum stad. Lokid pakkanum aftur &milli notkunar til ad
halda raka.

Geymist i upprunalegailétinu. Verjio fyrir frosti. EKki geymavid haari hitaen 40°C.

Geymslutimi =2 ar
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6. OTHER INFORMATION

The signa word, hazard- and precautionary statements shall bein Icelandic on the product label in
accordance with Article 4 of National Regulation No 878/2014 and Article 32 of the Chemicals Act
No 61/2013.

Signal word:
Varud

Hazard statements:
H319 Vedur alvarlegri augnertingu.

Precautionary statements:

P264 Pbvoid andlit og hendur vandlega eftir medhondlun.

P280 Notid augnhlifar / andlitshlifar.

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

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) STERI-PER |Market area: EU
OX® 6% W
IPE
Authorisation number |S-0032879-0001 1-1
Common name |[IUPAC name Function CAS number EC number Content (%)
Hydrogen perox active substance |7722-84-1 231-765-0 6,4 % (w/w)
ide
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1. META SPC 2 ADMINISTRATIVE INFORMATION

1.1. MetaSPC 2identifier

\ Identifier \ STERI-PEROX® \
1.2. Suffix tothe authorisation number
12 |

‘ Number

1.3. Product type(s)

Product type(s)

PT02: Disinfectants and algaecides not intended for dir
ect application to humans or animals
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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 (%)
Hydrogen perox active substance |7722-84-1 231-765-0 6,4 - 6,4 % (w/w)
ide

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.

Precautionary statements

P264: Wash face and hands thoroughly after handling.
P280: Wear eye protection/face protection.

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

P337+P313: If eyeirritation persists: Get medical adv
ice.
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4. AUTHORISED USE(S) OF THE META SPC

4.1. Usedescription

Table1. 2.1- Til idnadar nota— Udunarvokvi - Innandyra - Meta SPC 2

Product type

PT02: Disinfectants and algaecides not intended for direct
application to humans or animals

Where relevant, an exact description of the
authorised use

Target organism(s) (including development
stage)

Scientific name: Engin gdgn
Common name: Bakteriur
Development stage: Engin gogn

Scientific name: Engin gdgn
Common name: Gersveppir
Development stage: Engin gdgn

Scientific name: Engin gdgn
Common name: Sveppir
Development stage: Engin gogn

Field(s) of use

indoor use

Sétthreinsiefni fyrir hérd, égropin, lifvana yfirbord, efni og binad
sem eru ekki notud i beinni snertingu vid matvadi eda féour. EKki
til notkunar & svesdum i heilbrigdishjénustu. Sétthreinsiefni til
notkunar i framleidslustédvum, p.&m. svaadum hreinna ryma

i framleidslustddvum lyfja, liftaknilyfja, lakningatakja og
greiningarvara.

Application method(s)

Method: Udun

Detailed description: -

Application rate(s) and frequency

Application rate: 60 ml varaahvern m?
Dilution (%): Varan er tilbdin til notkunar.

Number and timing of application:

Tioni: Notist 3 adag.

Snertitimi: 10 minGtur fyrir bakteriur og gersveppi, 20 minGtur
fyrir sveppi

Hitastig vi® notkun: stofuhiti

Category(ies) of users

industrial

Pack sizes and packaging material

473 ml flaska (adeins daudhreinsud).

946 ml flaska (adeins daudhreinsud).

Udunardada er afhent sér.

Umbudaefni:

Floskur

Fléskur eru Ur edlisbungu pdlyetyleni (6gagnsaet). Sérstakur
handUdari er med rér Ur polyprépyleni. Tappi fléskunnar er Gr
polyprépyleni, innsiglio er ar pélypropyleni. Floskur eru afhentar
med Udadadu Ur pdlyetyleni sér i poka, Udadadurnar eru ekki
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afléskunum og eru afhentar sér. Daudhreinsadar Utfaarslur eru
pakkadar sér i tvéfaldan poka og pokarnir innsigladir med hita.
Valfrjdsfjorfaldur poki er i bodi. Helldsalar dreifainnsigludum
kossum, ekki einstaka vidskiptavinir.

4.1.1. Usegpecificinstructions

Forhreinsid yfirbord fyrir notkun. Farlasgid umbidir og festid Udadadu & flésku. Forhreinsid yfirbord fyrir
notkun. Beinid udanum & yfirbordid dr 15-20 cm fjarlaggd. Bleytid yfirbord vel med voru og leyfid ad virka i
l&gmark 10 mindtur (bakteriudrepandi, gersveppaeydandi) og 20 mindtur (sveppagydandi). Leyfid yfirbordi ad
pornai lofti, eda ad tilskildum snertitima lidnum, purrkid med daudhreinsudum kldt eda purrku, ef parf.

4.1.2. Use-specific risk mitigation measures

Sjad amennar notkunarleidbeiningar.

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

aid instructions and emer gency measuresto protect the environment
Sja amennar notkunarleidbeiningar.

4.1.4. Where specifictotheuse, theinstructionsfor safe disposal of the product and
its packaging
Sjd amennar notkunarleidbeiningar.

4.15. Where specificto the use, the conditions of storage and shelf-life of the product
under normal conditions of storage
Sjad amennar notkunarleidbeiningar.

4.2. Usedescription

Table2. 2.2-Til idnadar nota— Gegnbleyting i vokva—Innandyra—Meta SPC 2

Product type PT02: Disinfectants and algaecides not intended for direct
application to humans or animals

Where relevant, an exact description of the
authorised use

Target organism(s) (including development | Scientific name: Engin gogn
stage) Common name: Bakteriur
Development stage: Engin gogn

Scientific name: Engin gdgn
Common name: Gersveppir
Development stage: Engin gdgn
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Scientific name: Engin gdgn
Common name: Sveppir
Development stage: Engin gdgn

Scientific name: Engin gogn
Common name: Bakteriugro
Development stage: Engin gogn

Field(s) of use

indoor use

Sotthreinsiefni fyrir hord, égropin, lifvanayfirbord, efni og binad
sem eru ekki notud i beinni snertingu vid matvadi eda féour. EKki
til notkunar & svasdum i heilbrigdishjonustu. Sétthreinsiefni til
notkunar i framleidslustédvum, p.&m. sveedum hreinnaryma

i framleidslustodvum lyfja, liftasknilyfja, lakningatakja og
greiningarvara.

Application method(s)

Method: Gegnbleyting

Detailed description: -

Application rate(s) and frequency

Application rate: -
Dilution (%): Varan er tilbdin til notkunar.

Number and timing of application:

Tioni: Notkun 3 4dag.

Snertitimi: 10 minGtur (bakteriudrepandi, gersveppaeydandi), 20
minUdtur (sveppaeydandi), 60 minGtur (gegn bakteriugro)
Hitastig vid notkun: stofuhiti

Category(ies) of users

industrial

Pack sizes and packaging material

Floskur:
473 ml flaska (adeins daudhreinsud)
946 ml flaska (adeins daudhreinsud).

Floskur eru Ur edlispungu polyetyleni (6gagnsadt). Tappi
fléskunnar er Ur polyprépyleni, innsiglid er ar pdlyprépyleni.
Daudhreinsadar Utfaaslur eru pakkadar sér i tvofaldan poka og
pokarnir innsigladir med hita. Vafrjasfjorfaldur poki er i bodi.
3,79 litrar (daudhreinsadir og édaudhreinsadir)

i1at ar edlispungu polyetyleni (6gagnsaa) med métudu handfangi
og litlum stat med skrdftappa, métudum i att ad efri braninni.
Skrdftappi ar pdlypropyleni med péttingu hylur statinn, innsiglid
er ar pllyprépyleni. Allir fléskutappar eru skruftappar, sem haegt
er ad skrufa aftur afloskuna

Heildsalar dreifainnsigludum kdssum, ekki einstaka ilatum.
Daudhreinsadar Utfaaslur eru pakkadar sér i tvofaldan poka og
pokarnir innsigladir med hita. Vafrjasfjorfaldur poki er i bodi.

Tunna:

200 litrar (adeins daudhreinsud)

Edlispungt pélyetylen (6gagnsadt). Blastursmétad, lokad lok.
Métadur sambyggdur topphringur. Tvofaldur poki og herpipakkad
til ad tryggja pad.
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Til ad tryggja 6rugga skdmmtun eftir opnun, hefur 200 litra
tunnan 5 sentimetra toppfestan skriftappa Ur polyprépyleni med
einstefnurdri sem er fest vid 0,95 cm Santoprene® 73A FDA
gummisléngu til ad tengja vid slongudadu sem kemst ekki |
snertingu vid voruna, sem vidskiptavinur velur - fylgir ekki.

Dadan og slangan eru &fram afést og tilbuin til ad dadaallan
notkunartimann. Pad eru engir fylgihlutir til ad setjaefni aftur i
tunnuna.

42.1. Usegpecificinstructions

Forhreinsid yfirbord fyrir notkun. Sokkvid hlut i ker sem inniheldur véruna og leyfid ad verai kerinu i ad
lagmarki 10 mindtur (bakteriudrepandi, gersveppagydandi), 20 minutur (sveppaeydandi) eda 60 minutur (gegn
bakteriugrd). Ad tilskildum snertitima lidnum, leyfid yfirbordi ad porna i lofti, eda purrkid med daudhreinsudum
kit eda purrku, ef parf. Notid bad adeins einu sinni.

4.2.2. Usegpecific risk mitigation measures

Sjadamennar notkunarleidbeiningar.

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

aid instructions and emer gency measur esto protect the environment
Sja amennar notkunarleidbeiningar.

4.2.4. Wherespecifictotheuse, theinstructionsfor safe disposal of the product and
its packaging
Sjdamennar notkunarleidbeiningar.

4.25. Where specificto the use, the conditions of storage and shelf-life of the product
under normal conditions of storage
Sjadamennar notkunarleidbeiningar.
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5. GENERAL DIRECTIONSFOR USE OF THE META SPC 2

5.1. Instructionsfor use
Notid med fullnaggjandi | oftraestingu og berid afjarri augum og andliti.

5.2. Risk mitigation measures

Vi notkun vérunnar ma notandi hennar einn vera vidstaddur i ryminu.

Vi notkun og fyrir endurkomu i rymid magildi vetnisperoxids i lofti ekki vera haaraen AEC vidmidunargildid
fyrir innéndun 1,25 mg/m3 (edavidunandi laggra landsbundid vidmidunargildi). Nota skal kvardadan nematil ad
stadfesta ad ekki sé farid yfir vidmidunargildi vetnisperoxios i lofti.

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

measur es to protect the environment

BERIST EFNID | AUGU: Skolid med vatni. Fjarlaagid snertilinsur ef pad er audvelt. Skolid &fram i 5 minttur.
Hringid i EITRUNARMIDSTOD edalakni; s. 543 2222 / 112.

EFTIR INNTOKU: Skolid munninn. Gefid vidkomandi ad drekka ef hann getur kyngt. EKKI framkalla
uppkost. Hringid i EITRUNARMIDSTOP edalakni; s. 543 2222 / 112.

BERIST EFNID A HUD: Skolid hid med vatni. Ef einkenna verdur vart, hringid i EITRUNARMIDSTOD eda
lakni; s. 543 2222/ 112.

EFTIR INNONDUN: Ef einkenna verdur vart, hringid i EITRUNARMIDSTOD edalakni; s. 543 2222/ 112.
Fyrirbyggid ad berist i fraveitu og vatn. Tilkynnid yfirvoldum ef vara berst i fraveitu eda vatn.

54. Instructionsfor safe disposal of the product and its packaging
Ré&dleggingar um férgun drgangs: Fargiod & druggan hétt i samraami vid stadbundnar/landsreglur. Vistfrasi -
urgangsefni: Fordist losun i umhverfid.

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

i1&t skal veravel lukt. Geymist & svolum og vel loftraestum stad. Lokid pakkanum aftur &milli notkunar til ad
haldaraka. Fargid vokvanum 60 ddégum eftir opnun.

Geymist i upprunalegailétinu. Verjio fyrir frosti. EKki geymavid haari hitaen 40°C.

Geymslutimi =2 ar
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6. OTHER INFORMATION
Trade name: STERI-PEROX® 6%

The signa word, hazard- and precautionary statements shall bein Icelandic on the product label in

accordance with Article 4 of National Regulation No 878/2014 and Article 32 of the Chemicals Act
No 61/2013.

Signal word:
Varud

Hazard statements:
H319 Vedur alvarlegri augnertingu.

Precautionary statements:

P264 Pbvoid andlit og hendur vandlega eftir medhondlun.

P280 Notid augnhlifar / andlitshlifar.

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

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) STERI-PER |Market area: EU

OX 6%
Authorisation number 1S-0032879-0002 1-2
Common name |[IUPAC name Function CAS number EC number Content (%)
Hydrogen perox active substance |7722-84-1 231-765-0 6,4 % (w/w)
ide
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