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ANNEX

SUMMARY OF PRODUCT CHARACTERISTICSFOR A BIOCIDAL PRODUCT

Insect Repellent Pump Spray 1R3535 20%
Product type(s)

PT19: Repellents and attractants

Authorisation number:

R4BP asset number: DK-0029167-0000



1. ADMINISTRATIVE INFORMATION

1.1. Tradename(s) of the product

‘Trade name(s) Insect Repellent Pump Spray IR3535® 20%

1.2. Authorisation holder

Name Merck KGaA
Name and address of the authorisation holder | Address Frankfurter Strasse 250 64293 Darmstadit
Germany
Authorisation number
R4BP asset number DK-0029167-0000
Date of the authorisation 16/05/2017
Expiry date of the authorisation 16/05/2027

1.3. Manufacturer(s) of the product

Name of manufacturer Merck KGaA
Address of manufacturer Frankfurter Strasse 250 64293 Darmstadt Germany
Location of manufacturing sites Frankfurter Strasse 250 64293 Darmstadt Germany

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

Active substance Ethyl butylacetylaminopropionate

Name of manufacturer Merck S.L.U.

Address of manufacturer Calle Mariade Malina, 40 28006 Madrid Spain

Location of manufacturing sites Poligono Merck 08100 Mollet de Vallés, Barcelona
Spain

Active substance Ethyl butylacetylaminopropionate

Name of manufacturer Merck KGaA

Address of manufacturer Frankfurter Stral3e 250 64293 Darmstadt Germany

Location of manufacturing sites Poligono Merck 08100 Mollet del Vallés, Barcelona
Spain
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2. PRODUCT COMPOSITION AND FORMULATION

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

Common hame

IUPAC name Function CAS number EC number Content (%)
Ethyl active substance |52304-36-6 257-835-0 20
butylacetylaminopropionate
Ethanol 96% Ethanol Non-active 64-17-5 200-578-6 35
substance

2.2. Type(s) of formulation

AL Any other liquid
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3. HAZARD AND PRECAUTIONARY STATEMENTS

Hazard statements

H226: Flammable liquid and vapour.

H319: Causes serious eye irritation.

Precautionary statements

P101: If medical advice is needed, have product
container or label at hand.

P102: Keep out of reach of children.

P210: Keep away from hest, hot surfaces, sparks, open
flames and other ignition sources. No smoking.

P264: Wash hands thoroughly after handling.

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

P501: Dispose of container to in accordance with
local/regional/national/international regulations.
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4. AUTHORISED USE(S)

4.1. Usedescription

Tablel. Spray torepel mosquitoes and ticks from human skin (general public)

Product type

PT19: Repellents and attractants

Where relevant, an exact description of the
authorised use

Repellent

Target organism(s) (including development
stage)

Scientific name: Culicidae: Culicidae:
Common name: mosquitoes
Development stage: adults

Scientific name: Ixodidae: |xodidae:
Common name: ticks
Development stage: all

Field(s) of use

indoor use
outdoor use

Use indoors only in well ventilated areas and outdoors I nsect
repellent pump spray IR3535® 20% is a ready-to-use insect
repellent used to protect humans against mosguitoes and ticks
in temperate areas only. The product is not intended to be used
intropical areas. The repellent is sprayed onto the skin, only on
uncovered parts of the face, hands, arms, legs and feet.

Application method(s)

Method: spraying

Detailed description: Spray directly onto the exposed skin
and distribute the liquid on the skin by hand.

Application rate(s) and frequency

Application rate: adults: 6.12g or approx. 53 sprays; Child
(between 6 and 12 years): 3.39g or approx. 29 sprays, Child
(between 2 and 6 years): 2.51g or approx. 21 sprays, toddler
(between 1 and 2 years): 1.77g or approx. 15 sprays

Dilution (%): Ready-to-use (no dilution needed)
Number and timing of application:

Apply sparingly to uniformly cover uncovered parts of the face,
hands, arms, legs and feet.
Dose per application:

adult: 6.12 g or approx. 53 sprays

child (between 6 and 12 years): 3.39 g or approx. 29 sprays

L]

child (between 2 and 6 years): 2.51 g or approx. 21 sprays
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toddler (between 1 and 2 years): 1.77 g or approx. 15 sprays

Protection time:

* against mosquitoes: up to 8 hours

« against ticks: up to 12 hours

Insect Repellent Pump Spray IR3535® 20% isintended to be
used in summer when insects are frequent. It can only be applied
once aday.

The product is suitable only for children older than 1 year.

Category(ies) of users general public (non-professional)
Pack sizes and packaging material Bottle, Plastic: HDPE , 225.0 - < 750.0 mL

The bottleis closed with a pump head covered by a cap.

4.1.1. Use-gpecificinstructions

Apply the product evenly onto exposed skin and distribute the applied spray liquid on the skin by hand. ONLY
apply to uncovered parts of the body, limited to arms, hands, legs, feet and face.

Do not spray directly on the face. For treatment of the face, spray the repellent solution onto the palm of the
hand and distribute the solution over the skin of the face thereby taking care to protect the eyes. Do not spray
into the eyes or apply to eye area.

An adult should apply the product to children below 12 years of age. Do not use on children’s hands.Do not
apply over cuts, wounds, freshly shaven or irritated skin. Do not use under clothing. Only for external use.

Only children older than 1 year can use this product. Caution must be taken when using these products on
children. Use products very responsibly. Mechanical protection (clothing, mosquito nets) isto be preferred at al
times.

Avoid contact with synthetic materials. Synthetic materials should be protected during spraying.

Applying sun care products or cosmetic formulations after repellent use will decrease the efficacy of the
repellent considerably.

The product is not intended for use on animals/pets.

4.1.2. Usegpecificrisk mitigation measures
4.1.3. Use-gpecific risk mitigation measures

Userepellent safely. Always read the label and product information before use.
Suitable only for children older than 1 year.

Keep out of reach of children.

Avoid breathing spray. Do not spray directly on the face.
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Use only outdoors or in awell-ventilated area.

ONLY apply to uncovered parts of the face, hands, arms, legs and feet. Do not use under clothing.

Mechanical protection (clothing, mosquito nets) isto be preferred at all times.Only for external use. Use only as
directed.
The users should inform if the treatment is ineffective and report straightforward to the registration holder.

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

aid instructions and emer gency measuresto protect the environment
Causes serious eye irritation.

After inhalation: fresh air.

After eye contact: rinse out with plenty of water. Call in ophthalmologist.

After swallowing: immediately make victim drink water (two glasses at most). Consult a physician.

Most important symptoms and effects, both acute and delayed: irritant effects

Indication of any immediate medical attention and special treatment needed: No information available
Personal precautions, protective equipment and emergency procedures
_Advice for non-emergency personnel: Do not breathe vapours, aerosols. Avoid substance contact. Ensure
adequate ventilation. Evacuate the danger area, observe emergency procedures, consult an expert.
Environmental precautions. Do not discharge superfluous fluids to the drain.

4.15. Wherespecifictotheuse, theinstructionsfor safe disposal of the product and
its packaging

Waste material must be disposed of in accordance with the Directive on waste 2008/98/EC as well as other
national and local regulations. Leave chemicalsin original containers. No mixing with other waste. Handle
uncleaned containers like the product itself.

Do not discharge superfluous fluids to the drain.

4.1.6. Where specifictothe use, the conditions of storage and shelf-life of the product
under normal conditions of storage
Storage conditions:

Keep container tightly closed in adry and well-ventilated place. Keep away from heat and sources of ignition.
The product should not be stored for prolonged times at temperatures >40°C.
Shelf-life: 18 months

Advice on safe handling: Observe label precautions. Keep away from open flames, hot surfaces and sources of
ignition. Take precautionary measures against static discharge.

Environmental exposure controls. Do not let product enter drains.
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5. GENERAL DIRECTIONS FOR USE?
5.1. Instructionsfor use

See use-specific instructions for use.

5.2. Risk mitigation measures

See use-specific risk mitigation measures.

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

measur es to protect the environment
See use-specific particulars.

5.4. Instructionsfor safe disposal of the product and its packaging
See use-specific instructions

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

storage
See use-specific conditions

Ynstructions for use, risk mitigation measures and other directions for use under this section are valid for any authorised uses.
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6. OTHER INFORMATION

Oplysninger til etiket og brugsanvisning for 1 nsect Repellent Pump Spray |R3535 20%, BPR-reg. nr.
1055-1

|. Etiketten skal udformesi overensstemmelse med det godkendte resumé af det biocidhol dige produkts

egenskaber, jf. artikel 69, stk. 1, i biocidforordningen (Forordning (EU) nr. 528/2012), og CLP-Forordningen
(1]

I1. Det er udel ukkende ansagers/godkendel sesindehaverens ansvar, at etiket, maakning og pakning lever op til

lovens krav, jf. biocidforordningen artikel 69. Etiket og magrkning skal vaare pa dansk.

Nedenstdende tekst i afsnit |11 er bidrag til overholdelsen af reglerne og sdledes kun en del af de krav, som

stilles til blandt andet etiketten.

I11. Etiketten skal indeholde nedenstaende oplysninger. Oplysninger i citationstegn skal angives ordret:

1) | hovedfeltet:
" Insektmiddel

Ma kun anvendes som af skragkningsmiddel til bekaampelse af myg og flater.”

2) | advar selsfeltet:
" ADVARSEL

Foréarsager alvorlig gjenirritation (H319)
Brandfarlig vaeske og damp (H226)
Holdes vak fra varme, varme overflader, gnister, dben ild og andre antaandel seskilder.

Rygning forbudt.

Vask haander grundigt efter brug.

Ma kun bruges udenders eller i et rum med god udluftning.

Undgaindanding af spray.

For pafering i ansigtet, spray produktet i haanderne og péfer det i ansigtet.
Overtrasdelse af nedenstdende saaligt fremhaavede forskrifter kan medfere straf:
Ma kun anvendestil afskraskningsmiddel til bekeempelse af myg og flater.

Maikke anvendes mod andre skadevoldere og ikke i hgjere doseringer end
dei brugsanvisningen naevnte.

Produktet ma ikke anvendestil bagrn under 1 ér.

Ma kun anvendes én gang dagligt.
Makun bruges p& hudarealer som ikke er daekket af tgj.

Holdes vaek fra var me/gnister /dben ild/var me over flader. Rygning for budt.
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Spray ikke mod aben ild eller andre antaendelseskilder.

Opbevares utilgeengeligt for barn.

Ma ikke opbevares sammen med fgdevarer, drikkevarer og foder stoffer. ”
Farepiktogrammerne GHS02 og GHS07

Miljgstyrel sen henleder opmaarksomheden pa, at godkendel sesindehaver skal anfgre oplysninger om
farstehjadp, herunder:

P305+P351+P338: VED KONTAKT MED @INENE: Skyl forsigtigt med vand i flere minutter. Fjern eventuelle
kontaktlinser, hvis dette kan gares | et. Fortsag skylning.

P337+P313: Ved vedvarende gjenirritation: Sgg lasgehjadp

P101: Hvis der er brug for laegehjadp, medbring da beholderen eller etiketten.

3) | deklarationsfeltet:

a) Teksten "Insektmiddel BPR-reg. nr. 1055-1. Aktivstof og biocidholdigt produkt er godkendt efter
biocidforordningen (Forordning (EU) nr. 528/2012)".

b) Oplysning om pragarattype: "vaeske” for dette pragarat.

¢) Indholdet af aktivstof i vaggtprocent (% w/w) og g/L ved 20 °C.

d) Satningen: " Indehol der ethanol”

€) Udlgbsdatoen skal anferes. Denne dato ma hgjst veare 18 méaneder efter produktionsdatoen. Etikettens dato
kan udformes som en henvisning til en produktionsdato andetsteds pa emballagen.

f) Batchnummer eller — betegnel se skal anfares.

0) Pakningssterrelse.

h) Godkendel sesindehavers navn og adresse.

4) Brugsanvisningen:
Oplysninger om skadevoldere, anvendel sesomréde og doseringer.

Felgende retningslinjer gadder i forhold til bortskaffelse.

Der skal magkes med sikkerhedssagtning P501: " Rester og emballage bortskaffes som farligt affald.”
Felgende saaning skal anfares under sikkerhedssagtning P501: " Ovenstdende sagning er Miljgstyrelsens
vejledning om affaldshandtering af dette produkt. Felg altid kommunens affaldsregulativ og forher dig hos
kommunen, hvisdu er i tvivl.”
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