CTERISTICS

SUMMARY OF PRODUCT



1. NAME OF THE VETERINARY MEDICINAL PRODUCT

Activyl 100 mg spot-on solution for very small dogs
Activyl 150 mg spot-on solution for small dogs
Activyl 300 mg spot-on solution for medium dogs
Activyl 600 mg spot-on solution for large dogs
Activyl 900 mg spot-on solution for extra large dogs

2. QUALITATIVE AND QUANTITATIVE COMPOSITION
Active substance:

One ml contains 195 mg indoxacarb.
One unit-dose pipette delivers:

Unit dose (ml) | Indoxacaith (ii1g)
Activyl for very small dogs (1.5 — 6.5 kg) 0.51 1068
Activyl for small dogs (6.6 — 10 kg) 0.77 159
Activyl for medium dogs (10.1 — 20 kg) 1.54 300
Activyl for large dogs (20.1 — 40 kg) 3.08 =~ %, 600
Activyl for extra large dogs (40.1 — 60 kg) 4.62 14 900
Excipients:

Isopropyl alcohol 354 mg/ml.

For the full list of excipients, see section 6.1.

3. PHARMACEUTICAL FORM

Spot-on solution.

A clear, colourless to yellow solution.

4. CLINICAL PARTICULARS

4.1 Target species

Dogs.

4.2 Indicatiors for'use, specifying the target species

Treatment azd psevention of flea infestation (Ctenocephalides felis). Efficacy against new infestations
with fleds,possists for 4 weeks following a single application.

Developing stages of fleas in the pet’s immediate surroundings are killed following contact with
Activyl ireated pets.

“.3 Contraindications
None.
4.4 Special warnings for each target species

None.



4.5 Special precautions for use

Special precautions for use in animals

The product should not be used in dogs younger than 8 weeks of age as the safety of the product has
not been established in these dogs.

The product should not be used in dogs weighing less than 1.5 kg as the safety of the product.hasnot
been established in these dogs.

Ensure that the dosage (pipette) corresponds to the weight of the treated dog (see sectign™d.$).
Apply the product only to the skin surface and on intact skin. Apply the dose to an rez) where the dog
cannot lick it off, as described in section 4.9. Ensure that animals do not groom, ¢ath other

immediately following treatment. Keep treated animals separately until the apblication site is dry.

This product is for external topical application only. Do not administer oraily or via any other route.
Care should be taken to avoid the product coming into contact with the &yewof the dog.

The product remains effective following shampoo treatment, water tamersion (swimming, bathing)
and exposure to sunlight. However, animals should not be allow¢d/tg swim or treated with shampoo
within 48 hours after treatment.

All dogs in a household should be treated with a suitable fiza product.

A proper treatment of the pet’s environment by addittenai=Chemical or physical measures is
recommended.

Special precautions to be taken by the person agGmnistering the veterinary medicinal product to
animals

Keep pipettes in the original packaging finti'teady to use.
Do not eat, drink or smoke whilesahidling the veterinary medicinal product.

The sachet is child-resistant. K<ep tite product in the sachet until use, in order to prevent children from
getting direct access to the pyodust. Used pipettes should be disposed of immediately.

People with known hypeisensitivity to indoxacarb should avoid contact with this product.

Local and/or systepsis reactions have been observed in some people after exposure. To avoid adverse
reactions:

* administty the product in a well-ventilated area;
* do nqt haridle recently treated animals until the application site is dry;

* On tie day of treatment, children must not handle treated animals and the animals should not be
flernpitted to sleep with their owners, especially children;

[ /wash hands immediately after use and wash off any product in contact with the skin
tmmediately with soap and water;

» avoid contact with eyes, as the product may cause moderate eye irritation. If it occurs, the eyes
should be rinsed slowly and gently with water.

If symptoms occur, seek medical advice and show the package leaflet to the physician.

This product is highly flammable. Keep away from heat, sparks, open flame or other sources of
ignition.



4.6 Adverse reactions (frequency and seriousness)

In very rare cases, a brief period of hypersalivation may occur if the animal licks the application site
immediately after treatment. This is not a sign of intoxication and disappears within some minutes
without treatment. Correct application (see section 4.9) will minimise licking of the application site.
In very rare cases, application site reactions such as transitory scratching, erythema, alopecia or,
dermatitis at the application site may occur. These effects will usually resolve without treatment.

The application of the veterinary medicinal product may produce a local, temporary oily appeérZnce or
hair clumping at the application site. A dry white residue may be also observed. This ig nérznl and
will generally resolve within a couple of days after administration. These changes do net'eficct the
safety or efficacy of the veterinary product.

The frequency of adverse reactions is defined using the following convention:

- very common (more than 1 in 10 animals displaying adverse reaction(s) dusifig the course of one
treatment)

- common (more than 1 but less than 10 animals in 100 animals)

- uncommon (more than 1 but less than 10 animals in 1,000 animals )

- rare (more than 1 but less than 10 animals in 10,000 animals)

- very rare (less than 1 animal in 10,000 animals, including isolatedeports).

4.7 Use during pregnancy, lactation or lay

The safety of the veterinary medicinal product has not beet: established during pregnancy and
lactation.

Pregnancy:
Do not use during pregnancy.

Lactation:
Do not use during lactation.

Fertility:
Do not use in breeding animals.

4.8 Interaction with other zieaicinal products and other forms of interaction
None known.

In clinical studies, Astivyl was co-administered with deltamethrin collars impregnated with up to 4%
deltamethrin withoutevidence of associated adverse reactions.

4.9 Amount: to e administered and administration route
Dosage schedule:

The recominended dose is 15 mg indoxacarb/kg body weight, equivalent to 0.077 ml/kg body weight.
The(tgilpwing table defines the size of pipette to be used according to the weight of the dog:

Welg(hktg(;f dog Pipette size to be used | Volume (ml) In((::l) ;(/akcga)rb
1.5-6.5 Very small dogs 0.51 Minimum of 15
6.6 —10 Small dogs 0.77 15-23
10.1 -20 Medium dogs 1.54 15-30
20.1 —40 Large dogs 3.08 15-30
40.1 — 60 Extra large dogs 4.62 15-23

> 60 The appropriate combination of pipettes should be used
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Method of administration:

Spot-on use. For application to the dog’s skin only.
Open one sachet and remove the pipette.

Step 1: The dog should be standing for easy application. Hold the pipette in an upright positign siway
from your face. Snap the tip open by bending it and folding it back on itself.

Step 2: Part the hair until the skin is visible.Place the pipette tip against the skin between the shoulder
blades for dogs.
Squeeze pipette firmly and apply the entire contents directly to the skin.

In larger dogs, the entire contents of the pipette(s) shou!d e applied evenly to 2-4 spots along the
backline from the shoulder to the base of the tail. Do not*apply an excessive amount of solution at any
one spot in order to prevent run-off.

ol

Treatment schedule:
Following a single admif.istration, the veterinary medicinal product will prevent further flea
infestation for 4 weéks.

4.10 Overdose (symptoms, emergency procedures, antidotes), if necessary

No adverse efrects were observed in dogs aged 8 weeks or older when administered 5 times the
recommendad dose on 8§ occasions at 4 weeks intervals or administered 5 times the recommended dose
on 6 ocoasiens at 2 weeks intervals.

4.11 sWithdrawal period

Nut applicable.

5. PHARMACOLOGICAL PROPERTIES

Pharmacotherapeutic group: Ectoparasiticides for topical use, incl. insecticides: indoxacarb.
ATCvet code: QP53AX27.



5.1 Pharmacodynamic properties

Indoxacarb is an ectoparasiticide belonging to the oxadiazine chemical family. After being converted
into a metabolite, indoxacarb is active against adult, larval and egg stages of insects. In fleas, in
addition to its adulticidal activity, indoxacarb activity on the developing larval stages in the immediate
surroundings of the treated pet has been demonstrated.

Indoxacarb is a pro-drug that requires bioactivation by the insect enzymes to exert its
pharmacodynamic effects. It enters the insect primarily through ingestion but is also absorbed{ t&/ a
lesser degree, through the insect cuticle. In the mid-gut of susceptible insect species, the iisegt’s
enzymes remove the carbomethoxy group from parent indoxacarb, and convert it into itsaiciogically
active form. The bioactivated metabolite acts as a voltage-dependent sodium channel antagonist in
insects, by blocking the sodium channels that regulate the flow of sodium ions in tke irisect’s nervous
system. This results in a rapid cessation of feeding within 0 to 4 hours after treatfnéat tollowed by
cessation of egg laying (oviposition), paralysis and death occurring within 4 <’ 4sshours.

5.2 Pharmacokinetic particulars

Following a single spot-on application of the product, indoxacarb can still be detected in both skin and
hair coat after 4 weeks post-treatment. Absorption through the skin a!so occurs, but this systemic
absorption is partial and not relevant for the clinical efficacy. Tht 4bgorbed indoxacarb is extensively
metabolised by the liver to a variety of metabolites. The major rente of excretion is in faeces.

Environmental properties

See section 6.6.

6. PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Triacetin

Ethyl acetoacetate

Isopropyl alcohol.

6.2 Incompatibilities

None known.

6.3  Shelf life

Shelf life of hé*weterinary medicinal product as packaged for sale: 4 years.

6.4 Specialyprecautions for storage

This yeverinary medicinal product does not require any special temperature storage conditions.
Store/ths pipettes in the original package in order to protect from moisture.

&5 Nature and composition of immediate packaging

Cardboard box with 1, 4 or 6 sachets; each sachet contains one unit-dose pipette. One unit-dose pipette
holds 0.51 ml, 0.77 ml, 1.54 ml, 3.08 ml or 4.62 ml spot-on solution. One size of unit-dose pipette
only per box.

The pipette consists of a blister film (polypropylene/cyclic-olefin-copolymer/polypropylene) and a foil
lidstock (aluminium/polypropylene co-extruded) sealed into aluminium sachets.



Not all pack sizes may be marketed.

6.6  Special precautions for the disposal of unused veterinary medicinal product or waste
materials derived from the use of such products

Any unused veterinary medicinal product or waste materials derived from such veterinary medicinal
products should be disposed of in accordance with local requirements.

Activyl should not enter water courses as this may be dangerous for fish and other aquatic oigapisms.

7. MARKETING AUTHORISATION HOLDER

Intervet International BV

Wim de Korverstraat 35

5831 AN Boxmeer

The Netherlands

8. MARKETING AUTHORISATION NUMBER(S)

EU/2/10/118/001-010

EU/2/10/118/015-019

9. DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION
Date of first authorisation: 18/02/2011.

Date of latest renewal: 07/01/2016.

10 DATE OF REVISION OF THF TEAT

Detailed information on this vgtesitiary medicinal product is available on the website of the European
Medicines Agency (http:/wwwsezna.europa.cu/).

PROHIBITION O#,SALEy SUPPLY AND/OR USE

Not applicable.


http://www.ema.europa.eu/

1. NAME OF THE VETERINARY MEDICINAL PRODUCT

Activyl 100 mg spot-on solution for small cats
Activyl 200 mg spot-on solution for large cats

2. QUALITATIVE AND QUANTITATIVE COMPOSITION
Active substance:

One ml contains 195 mg indoxacarb.
One unit-dose pipette delivers:

Unit dose (ml) | Indoxacarb (mg)

Activyl for small cats (<4 kg) 0.51 100
Activyl for large cats (> 4 kg) 1.03 200
Excipients:

Isopropyl alcohol 354 mg/ml.

For the full list of excipients, see section 6.1.

3. PHARMACEUTICAL FORM

Spot-on solution.

A clear, colourless to yellow solution.

4. CLINICAL PARTICULARS

4.1 Target species

Cats.

4.2 Indications for use, speciiying the target species

Treatment and preventionsef fiea infestation (Ctenocephalides felis). Efficacy against new infestations
with fleas persists for 4 waeks following a single application.

The veterinary medivinai product can be used as part of a treatment strategy for flea allergy dermatitis
(FAD).

Developing stages of fleas in the pet’s immediate surroundings are killed following contact with
Activyl tieated/pets.

4.3 _Cortraindications
Nowe.
4.4 Special warnings for each target species

The safety of the product has not been established in cats younger than 8 weeks of age.
The safety of the product has not been established in cats weighing less than 0.6 kg.



4.5 Special precautions for use

Special precautions for use in animals

Ensure that the dosage (pipette) corresponds to the weight of the treated cat (see section 4.9).

Apply the product only to the skin surface and on intact skin. Apply the dose to an area where thocat
cannot lick it off, as described in section 4.9. Ensure that animals do not groom each other
immediately following treatment. Keep treated animals separately until the application site i1 dry’.

This product is for external topical application only. Do not administer orally or via any &th€r route.
Care should be taken to avoid the product coming into contact with the eyes of the cat.

The product remains effective following shampoo treatment, water immersionswimming, bathing)
and exposure to sunlight. However, animals should not be allowed to swim eg/treated with shampoo
within 48 hours after treatment.

All cats in a household should be treated with a suitable flea product.

A proper treatment of the pet’s environment by additional chemical*qr physical measures is
recommended.

Special precautions to be taken by the person administering thewelerinary medicinal product to
animals

Keep pipettes in the original packaging until ready to“asce
Do not eat, drink or smoke while handling the ve(erinary medicinal product.

The sachet is child-resistant. Keep the product in the sachet until use, in order to prevent children from
getting direct access to the product. Usedyfipettes should be disposed of immediately.

People with known hypersensitivity teirgdxacarb should avoid contact with this product.

Local and/or systemic reactions havgybeen observed in some people after exposure. To avoid adverse
reactions:

» administer the productintefwell-ventilated area;

* do not handle receiitijytreated animals until the application site is dry;

» on the day of 4reatmeint, children must not handle treated animals and the animals should not be
permitted to glecp, with their owners, especially children;

» wash hands ithmiediately after use and wash off any product in contact with the skin
immediatzly with soap and water;

» avoidgotitact with eyes, as the product may cause moderate eye irritation. If it occurs, the eyes
should.be rinsed slowly and gently with water.

If symotaris occur, seek medical advice and show the package leaflet to the physician.

Thisoroduct is highly flammable. Keep away from heat, sparks, open flame or other sources of
ignition.

4.6  Adverse reactions (frequency and seriousness)

In rare cases, neurological signs (e.g. incoordination, tremor, ataxia, convulsions, mydriasis and
impaired vision) have been observed. Other signs observed include emesis in rare cases or anorexia,

lethargy, hyperactivity and vocalisation in very rare cases. All signs are generally reversible following
supportive treatment.



In very rare cases, a brief period of hypersalivation may occur if the animal licks the application site
immediately after treatment. This is not a sign of intoxication and disappears within some minutes
without treatment. Correct application (see section 4.9) will minimise licking of the application site.
In rare cases, application site reactions such as transitory scratching, erythema, alopecia or dermatitis
at the application site may occur. These effects will usually resolve without treatment.

The application of the veterinary medicinal product may produce a local, temporary oily appearaiice or
hair clumping at the application site. A dry white residue may be also observed. This is normal and
will generally resolve within a couple of days after administration. These changes do not affugt the
safety or efficacy of the veterinary product.

The frequency of adverse reactions is defined using the following convention:

- very common (more than 1 in 10 animals displaying adverse reaction(s) during thz ccurse of one
treatment)

- common (more than 1 but less than 10 animals in 100 animals)

- uncommon (more than 1 but less than 10 animals in 1,000 animals )

- rare (more than 1 but less than 10 animals in 10,000 animals)

- very rare (less than 1 animal in 10,000 animals, including isolated reponisi

4.7 Use during pregnancy, lactation or lay

The safety of the veterinary medicinal product has not been estahliSned during pregnancy and
lactation.

Pregnancy:
Do not use during pregnancy.

Lactation:
Do not use during lactation.

Fertility:
Do not use in breeding animals.

4.8 Interaction with other meditina1 products and other forms of interaction
None known.
4.9 Amounts to be administered and administration route

Dosage schedule:

The recommended dose is 25 mg indoxacarb/kg body weight, equivalent to 0.128 ml/kg body weight.
The following tiblevdefines the size of pipette to be used according to the weight of the cat:

| Weight of cat | Pipette size to | Volume (ml) Indoxacarb
(kg) be used (mg/kg)
<4 Small cats 0.51 Minimum of 25
>4 Large cats 1.03 Maximum of 50

Method of administration:
Spot-on use. For application to the cat’s skin only.

Open one sachet and remove the pipette.
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Step 1: The cat should be standing for easy application. Hold the pipette in an upright position away
from your face. Snap the tip open by bending it and folding it back on itself.

Step 2: Part the hair until the skin is visible.Place the pipette tip against the skin at the base of the

skull, where the cat cannot lick it off.
Squeeze pipette firmly and apply the entire contents directly to the skin.

2

Treatment schedule:
Following a single administration, the veterinary medicinal product“ill prevent further flea
infestation for 4 weeks.

4.10 Overdose (symptoms, emergency procedures, antidoves). if necessary

No adverse effects were observed in cats aged 8 weeks 6r glaer when administered 5 times the
recommended dose on 8 occasions at 4 weeks intervais Oradministered 5 times the recommended dose
on 6 occasions at 2 weeks intervals.

4.11 Withdrawal period

Not applicable.

5. PHARMACOLOGICALAPROFERTIES

Pharmacotherapeutic group: Egtepatasiticides for topical use, incl. insecticides: indoxacarb.
ATCvet code: QP53AX27.

5.1 Pharmacodynamiz p operties

Indoxacarb is an ectenarasiticide belonging to the oxadiazine chemical family. After being converted
into a metabolite. infloxacarb is active against adult, larval and egg stages of insects. In fleas, in
addition to its allulticidal activity, indoxacarb activity on the developing larval stages in the immediate
surroundings. 0€the treated pet has been demonstrated.

Indoxachrbts a pro-drug that requires bioactivation by the insect enzymes to exert its
pharmagodynamic effects. It enters the insect primarily through ingestion but is also absorbed, to a
less¢r/degree, through the insect cuticle. In the mid-gut of susceptible insect species, the insect’s
enmyiics remove the carbomethoxy group from parent indoxacarb, and convert it into its biologically
aciuve form. The bioactivated metabolite acts as a voltage-dependent sodium channel antagonist in
insects, by blocking the sodium channels that regulate the flow of sodium ions in the insect’s nervous
system. This results in a rapid cessation of feeding within 0 to 4 hours after treatment followed by
cessation of egg laying (oviposition), paralysis and death occurring within 4 to 48 hours.
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5.2 Pharmacokinetic particulars

Following a single spot-on application of the product, indoxacarb can still be detected in both skin and
hair coat after 4 weeks post-treatment. Absorption through the skin also occurs, but this systemic
absorption is partial and not relevant for the clinical efficacy. The absorbed indoxacarb is extensively
metabolised by the liver to a variety of metabolites. The major route of excretion is in faeces.

Environmental properties

See section 6.6.

6. PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Triacetin

Ethyl acetoacetate

Isopropyl alcohol.

6.2 Incompatibilities

None known.

6.3  Shelf life

Shelf life of the veterinary medicinal product as paskaged for sale: 4 years.

6.4 Special precautions for storage

This veterinary medicinal product does ngarequire any special temperature storage conditions.
Store the pipettes in the original packag: injorder to protect from moisture.

6.5 Nature and composition oiini=iediate packaging

Cardboard box with 1, 4 or 6 sachiets; each sachet contains one unit-dose pipette. One unit-dose pipette
holds 0.51 ml or 1.03 ml spqt-oirsolution. One size of unit-dose pipette only per box.

The pipette consists of a kiister film (polypropylene/cyclic-olefin-copolymer/polypropylene) and a foil
lidstock (aluminium/polypsepylene co-extruded) sealed into aluminium sachets.

Not all pack sizes 7y be marketed.

6.6 Specizal przecautions for the disposal of unused veterinary medicinal product or waste
materialsiderived from the use of such products

Any unused veterinary medicinal product or waste materials derived from such veterinary medicinal
productwstiould be disposed of in accordance with local requirements.

Actizyl should not enter water courses as this may be dangerous for fish and other aquatic organisms.

7. MARKETING AUTHORISATION HOLDER

Intervet International BV
Wim de Korverstraat 35
5831 AN Boxmeer

The Netherlands
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8. MARKETING AUTHORISATION NUMBER(S)

EU/2/10/118/011-014
EU/2/10/118/020-021

9. DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION
Date of first authorisation: 18/02/2011.
Date of latest renewal: 07/01/2016.

10 DATE OF REVISION OF THE TEXT

Detailed information on this veterinary medicinal product is available chstis website of the European
Medicines Agency (http:/www.ema.europa.cu/).

PROHIBITION OF SALE, SUPPLY AND/OR USE

Not applicable.
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ANNEX IT
A.  MANUFACTURER RESPONSIBLE FOR}{QH RELEASE
B. CONDITIONS OR RESTRICTIONS R@RDING SUPPLY AND USE

C. STATEMENT OF THE MRLs Q
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A. MANUFACTURER RESPONSIBLE FOR BATCH RELEASE

Name and address of the manufacturer responsible for batch release

Intervet Productions S.A.
Rue de Lyons

27460 Igoville

France

B. CONDITIONS OR RESTRICTIONS REGARDING SUPPLY AND USE

For dogs: Veterinary medicinal product not subject to prescription.
For cats: Veterinary medicinal product subject to prescription.

C. STATEMENT OF THE MRLs

Not applicable.
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PARTICULARS TO APPEAR ON THE OUTER PACKAGE

CARTON BOX

1. NAME OF THE VETERINARY MEDICINAL PRODUCT

Activyl 100 mg spot-on solution for very small dogs (1.5 - 6.5 kg)
Activyl 150 mg spot-on solution for small dogs (6.6 - 10 kg)
Activyl 300 mg spot-on solution for medium dogs (10.1 - 20 kg)
Activyl 600 mg spot-on solution for large dogs (20.1 - 40 kg)
Activyl 900 mg spot-on solution for extra large dogs (40.1 - 60 kg)

indoxacarb

2. STATEMENT OF ACTIVE SUBSTANCES

Indoxacarb 100 mg
Indoxacarb 150 mg
Indoxacarb 300 mg
Indoxacarb 600 mg
Indoxacarb 900 mg

3. PHARMACEUTICAL FORM

Spot-on solution

4. PACKAGE SIZE

1 pipette
4 pipettes
6 pipettes

5. TARGET SFICIES

Dogs 1.5 - 6.5 kg
Dogs 6.6 — 19 kg
Dogs 10.1 =20 I-g
Dogs 20.1 — AP kg
Dogs 4.1 — 50 kg

[ 6)\ "\, INDICATION(S)

Treatment and prevention of flea infestations.

”
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7. METHOD AND ROUTE(S) OF ADMINISTRATION

For spot-on use.
Read the package leaflet before use.

| 8.  WITHDRAWAL PERIOD(S)

‘ 9. SPECIAL WARNING(S), IF NECESSARY

Read the package leaflet before use.
Keep pipettes in the original packaging until ready to use.

| 10. EXPIRY DATE

EXP {month/year}

‘ 11. SPECIAL STORAGE CONDITIONS

Store in the original package in order to protect from moisiure.

12. SPECIAL PRECAUTIONS FOR THE D!SPOSAL OF UNUSED PRODUCTS OR
WASTE MATERIALS, IF ANY

Disposal: read package leaflet.
The veterinary product should not enter watencourses.

13. THE WORDS “FOR ANIMAL TREATMENT ONLY” AND CONDITIONS OR
RESTRICTIONS REGARDING SUPPLY AND USE, IF APPLICABLE

For animal treatment only.

14. THE WORDS “KEEP OUT OF THE SIGHT AND REACH OF CHILDREN”

Keep out of the/sigint and reach of children.

15. I\AI\_I‘E_AND ADDRESS OF THE MARKETING AUTHORISATION HOLDER

Inte{vétInternational BV
Wim ae Korverstraat 35
2831 AN Boxmeer

The Netherlands

16. MARKETING AUTHORISATION NUMBER(S)

EU/02/10/118/001
EU/02/10/118/002
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‘ 17. MANUFACTURER’S BATCH NUMBER

Batch {number}



PARTICULARS TO APPEAR ON THE OUTER PACKAGE

CARTON BOX

1. NAME OF THE VETERINARY MEDICINAL PRODUCT

Activyl 100 mg spot-on solution for small cats (< 4 kg)
Activyl 200 mg spot-on solution for large cats (> 4 kg)

indoxacarb

2. STATEMENT OF ACTIVE SUBSTANCES

Indoxacarb 100 mg
Indoxacarb 200 mg

3. PHARMACEUTICAL FORM

Spot-on solution

4. PACKAGE SIZE

1 pipette
4 pipettes
6 pipettes

5. TARGET SPECIES

Cats <4 kg
Cats >4 kg

| 6. INDICATIONS)

‘ 7. METHOD AND ROUTE(S) OF ADMINISTRATION

For spct-0i. use.

Apni=t0 the skin only, at the base of the skull.
R2aa'the package leaflet before use.

8. WITHDRAWAL PERIOD(S)
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9. SPECIAL WARNING(S), IF NECESSARY

Read the package leaflet before use.
Keep pipettes in the original packaging until ready to use.

10. EXPIRY DATE

EXP {month/year}

11. SPECIAL STORAGE CONDITIONS

Store in the original package in order to protect from moisture.

12. SPECIAL PRECAUTIONS FOR THE DISPOSAL OF UNUSER PRODUCTS OR
WASTE MATERIALS, IF ANY

Disposal: read package leaflet.
The veterinary product should not be allowed to enter surface waleis

13. THE WORDS “FOR ANIMAL TREATMENT ENLY” AND CONDITIONS OR
RESTRICTIONS REGARDING SUPPLY AND USE, if applicable

For animal treatment only. To be supplied only on.veterinary prescription.

14. THE WORDS “KEEP OUT OF THE SIGHT AND REACH OF CHILDREN”

Keep out of the sight and reach of childten.

15. NAME AND ADDRESSO_F I'HE MARKETING AUTHORISATION HOLDER

Intervet International BV
Wim de Korverstraat 35
5831 AN Boxmeer

The Netherlands

16. MARKYXTING AUTHORISATION NUMBER(S)

EU/02/%0/M.8/011
EU/02/10/ 18/012
EU/92,10/118/013
EJ/02/10/118/014
©U/02/10/118/020
EJ/02/10/118/021

17. MANUFACTURER’S BATCH NUMBER

Batch {number}
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MINIMUM PARTICULARS TO APPEAR ON SMALL IMMEDIATE PACKAGING UNITS

SACHET

1. NAME OF THE VETERINARY MEDICINAL PRODUCT

Activyl 100 mg spot-on for very small dogs
Activyl 150 mg spot-on for small dogs
Activyl 300 mg spot-on for medium dogs
Activyl 600 mg spot-on for large dogs
Activyl 900 mg spot-on for extra large dogs

indoxacarb

| 2. QUANTITY OF THE ACTIVE SUBSTANCE(S)

100 mg
150 mg
300 mg
600 mg
900 mg

‘ 3. CONTENTS BY WEIGHT, BY VOLUNMER BY NUMBER OF DOSES

‘ 4. ROUTE(S) OF ADMINISTRATTON

Spot-on use

5. WITHDRAWAL PERIGD(S)

6. BATCH NUMBEKY

Batch {number}

[ 7. EXP{RY. DATE

EXP {iaonth/year}

B ' " THE WORDS “FOR ANIMAL TREATMENT ONLY”

For animal treatment only.
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MINIMUM PARTICULARS TO APPEAR ON SMALL IMMEDIATE PACKAGING UNITS

SACHET

1. NAME OF THE VETERINARY MEDICINAL PRODUCT

Activyl 100 mg spot-on for small cats
Activyl 200 mg spot-on for large cats

indoxacarb

| 2. QUANTITY OF THE ACTIVE SUBSTANCE(S)

100 mg
200 mg

‘ 3. CONTENTS BY WEIGHT, BY VOLUME OR BY NUWBER OF DOSES

‘ 4. ROUTE(S) OF ADMINISTRATION

Spot-on use

‘ 5. WITHDRAWAL PERIOD(S)

| 6.  BATCH NUMBER

Batch {number}

| 7. EXPIRY DATE

EXP {month/year}

‘ 8. THE WORDS “FOR ANIMAL TREATMENT ONLY”

For animal (reaiment only.
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MINIMUM PARTICULARS TO APPEAR ON BLISTERS OR STRIPS

BLISTER (pipette label)

1. NAME OF THE VETERINARY MEDICINAL PRODUCT

Activyl 100 mg spot-on for dogs 1.5 - 6.5 kg
Activyl 150 mg spot-on for dogs 6.6 — 10 kg
Activyl 300 mg spot-on for dogs 10.1 — 20 kg
Activyl 600 mg spot-on for dogs 20.1 — 40 kg
Activyl 900 mg spot-on for dogs 40.1 — 60 kg

indoxacarb

2. NAME OF THE MARKETING AUTHORISATION HOLDER-

Intervet International BV

| 3. EXPIRY DATE

EXP {month/year}

| 4. BATCH NUMBER

Batch {number}

‘ S. THE WORDS “FOR ANIMAYXTREATMENT ONLY”

For animal treatment only.
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MINIMUM PARTICULARS TO APPEAR ON BLISTERS OR STRIPS

BLISTER (pipette label)

1. NAME OF THE VETERINARY MEDICINAL PRODUCT

Activyl 100 mg spot-on for cats <4 kg
Activyl 200 mg spot-on for cats > 4 kg

indoxacarb

2. NAME OF THE MARKETING AUTHORISATION HOLDER

Intervet International BV

| 3. EXPIRY DATE

EXP {month/year}

| 4. BATCH NUMBER

Batch {number}

‘ 5. THE WORDS “FOR ANIMAL TREAFTMENT ONLY”

For animal treatment only.

26




B. PACKAGE LE@@é
O



PACKAGE LEAFLET
Activyl spot-on solution for dogs

1. NAME AND ADDRESS OF THE MARKETING AUTHORISATION HOLDER AND OF
THE MANUFACTURING AUTHORISATION HOLDER RESPONSIBLE FOR BATCH
RELEASE, IF DIFFERENT

Marketing authorisation holder:
Intervet International BV

Wim de Korverstraat 35

5831 AN Boxmeer

The Netherlands

Manufacturer responsible for batch release:
Intervet Productions S.A.

Rue de Lyons

27460 Igoville

France

2. NAME OF THE VETERINARY MEDICINAL PRC2UCT

Activyl 100 mg spot-on solution for very small dogs
Activyl 150 mg spot-on solution for small dogs
Activyl 300 mg spot-on solution for medium dogs
Activyl 600 mg spot-on solution for large dogs
Activyl 900 mg spot-on solution for extra large ddgs
indoxacarb

3. STATEMENT OF THE ACTIYE SUBSTANCE(S) AND OTHER INGREDIENT(S)

Active substance:
One ml contains 195 mg indoxac/irb:
One pipette of Activyl delivers:

Volume (ml) | Indoxacarb (mg)
Activyl for very small degs (1.5 - 6.5 kg) 0.51 100
Activyl for small dogs (&,6/- 10 kg) 0.77 150
Activyl for mediunindogs (10.1 — 20 kg) 1.54 300
Activyl for large 2Ggs (20.1 — 40 kg) 3.08 600
Activyl for extsa,lazge dogs (40.1 — 60 kg) 4.62 900

Also contains 15epropyl alcohol 354 mg/ml.

A cleargseqlcuarless to yellow solution.

43"\, INDICATION(S)

Treatment and prevention of flea infestation (Ctenocephalides felis). Efficacy against new infestations
with fleas persists for 4 weeks following a single application.

Developing stages of fleas in the pet’s immediate surroundings are killed following contact with
Activyl treated pets.
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5. CONTRAINDICATIONS

None.

6. ADVERSE REACTIONS

In very rare cases, a brief period of hypersalivation (drooling) may occur if the animal licks the
application site immediately after treatment. This is not a sign of intoxication and disappearsvithin
some minutes without treatment. Correct application (see section 9) will minimise licking efshe
application site.

In very rare cases, application site reactions such as transitory scratching, erythemad (re/iness of skin),
alopecia (loss of hair) or dermatitis (inflammation of the skin) at the applicatien Site,may occur. These
effects will usually resolve without treatment.

The application of the veterinary medicinal product may produce a local, tcmporary oily appearance or
hair clumping at the application site. A dry white residue may be also obgewed. This is normal and
will generally resolve within a couple of days after administration. These Changes do not affect the
safety or efficacy of the veterinary product.

The frequency of adverse reactions is defined using the followiiyg Convention:

- very common (more than 1 in 10 animals displaying adverse'sadction(s) during the course of one
treatment)

- common (more than 1 but less than 10 animals in 100@animnals)

- uncommon (more than 1 but less than 10 animals in%, G80 animals )

- rare (more than 1 but less than 10 animals in 10,000 animals)

- very rare (less than 1 animal in 10,000 animals,(inciuding isolated reports).

If you notice any serious effects or other effectssnot mentioned in this package leaflet, please inform
your veterinary surgeon.

7. TARGET SPECIES

Dogs.

8. DOSAGE FOR EACH SPECIES, ROUTE(S) AND METHOD OF ADMINISTRATION
Spot-on use. For application to the dog’s skin only.

The recommeneed dose is 15 mg indoxacarb/kg body weight, equivalent to 0.077 ml/kg body weight.
The following %abie defines the pipette to be used according to the weight of the dog:

| Weight of dog (kg) | Pipette size to be used
| 1.5-6.5 Activyl 100 mg for very small dogs
6.6 —10 Activyl 150 mg for small dogs
10.1-20 Activyl 300 mg for medium dogs
20.1 —40 Activyl 600 mg for large dogs
40.1 — 60 Activyl 900 mg for extra large dogs
> 60 The appropriate combination of pipettes should be used
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9.  ADVICE ON CORRECT ADMINISTRATION
Open one sachet and remove the pipette.

Step 1: The dog should be standing for easy application. Hold the pipette in an upright position away
from your face. Snap the tip open by bending it and folding it back on itself.

Step 2: Part the hair until the skin is visible. Place the pipette tip against the skin between the.slienider
blades. Squeeze the pipette firmly and apply the entire contents directly to the skin.
®

In larger dogs, the entire contents of the pipette(s) should be applied eveniy to 2-4 spots along the
backline from the shoulder to the base of the tail. Do not apply an €xgessive amount of solution at any
one spot in order to prevent run-off.

v
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10. WITHDRAWAL PERIOD

Not applicable.

11. SPECIAL STORAGE PRECAUTIONS

Keep out of the sight and'reach of children.

This veterinary medicinal preduct does not require any special temperature storage conditions.
Store the pipettes ipsthevoriginal package in order to protect from moisture.

Do not use after thelexpiry date stated on the carton, foil and pipette after “EXP”. The expiry date
refers to the Jas¢ day of that month.

12.  SPEEIAL WARNING(S)

Spe(ial warnings for each target species:
None.

Special precautions for use in animals:
The product should not be used in dogs younger than 8 weeks of age as the safety of the product has
not been established in these dogs.

The product should not be used in dogs weighing less than 1.5 kg as the safety of the product has not
been established in these dogs.

30



Ensure that the dosage (pipette) corresponds to the weight of the treated dog (see section 8).

Apply the product only to the skin surface and on intact skin. Apply the dose to an area where the dog
cannot lick it off and ensure that animals do not groom each other following treatment. Keep treated
animals separately until the application site is dry.

This product is for skin application on dogs only. Do not give the product by mouth or any other ute.
Care should be taken to avoid the product coming into contact with the dog’s eyes.

The product remains effective following shampoo treatment, water immersion (swimming. sgthing)
and exposure to sunlight. However, dogs should not be allowed to swim or treated with sharipoo
within 48 hours after treatment.

All dogs in a household should be treated with a suitable flea product.

A proper treatment of the pet’s environment by additional chemical or physieal tieasures is
recommended.

Special precautions to be taken by the person administering the veterinary'medicinal product to
animals:

Keep pipettes in the original packaging until ready to use.

Do not eat, drink or smoke while handling the veterinary medieizal product.

The sachet is child-resistant. Keep the product in the saghct until use, in order to prevent children from
getting direct access to the product. Used pipettes showla“se disposed of immediately.

People with known hypersensitivity to indoxacarh shpuld avoid contact with this product.
Local and/or systemic reactions have been obs€ived in some people after exposure. To avoid adverse
reactions:
* administer the product in a well-végiilated area;
* do not handle recently treated anifnals“until the application site is dry;
* on the day of treatment, childres xSt not handle treated animals and the animals should not be
permitted to sleep with theix Owuers, especially children;
+ wash hands immediately after'yise and wash off any product in contact with the skin
immediately with soap aad\water;
» avoid contact with eyes,‘as/ihe product may cause moderate eye irritation. If it occurs, the eyes
should be rinsed slowisand gently with water.

If symptoms occur, ¥eek medical advice and show the package leaflet to your physician.

This product is highly/tlammable. Keep away from heat, sparks, open flame or other source of
ignition.

Pregnaney and Fertility:
Do not bseen pregnant dogs and breeding dogs.

Lactation:
L owaotuse on lactating dogs.

Interaction with other medicinal products and other forms of interaction:
In clinical studies, Activyl was co-administered with deltamethrin collars impregnated with up to 4%
deltamethrin without evidence of associated adverse reactions.

Consult a veterinarian if you intend to use the product on dogs with other products or medication.
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13. SPECIAL PRECAUTIONS FOR THE DISPOSAL OF UNUSED PRODUCT OR WASTE
MATERIALS, IF ANY

Medicines should not be disposed of via wastewater or household waste.

Activyl should not enter water courses as this may be dangerous for fish and other aquatic organisms.
Ask your veterinary surgeon how to dispose of medicines no longer required. These measures should help
to protect the environment.

14. DATE ON WHICH THE PACKAGE LEAFLET WAS LAST APPROVED,

Detailed information on this veterinary medicinal product is available on the website ofithe European
Medicines Agency (http://www.ema.europa.eu/).

15. OTHER INFORMATION
Cardboard box with 1, 4 or 6 sachets; each sachet contains one unit-dost pipette.
Not all pack sizes may be marketed.

For any information about this veterinary medicinal product, pigase contact the local representative of

the marketing authorisation holder.

Belgié/Belgique/Belgien:
VIRBAC BELGIUM NV,
Esperantolaan 4,

BE-3001 Leuven,

Tél/Tel: + 32 (0) 16 38 72 60

Peny6auka buarapus:
Epron-Munanosa EOO/I,
P brearapwus, rp.Codus,
K.k JIromuu 10, 6:1.145,
ergon-m@mbox.contact.bg

Ceska republika:
VIRBAC,

1°* avenue 2065 m 4L.1.D.,
FR-06516 Carros,

Francie,

Tel: +33 (0),442 G8 73 00

Danmark:

VIRBA®, Danmark A/S,
Profilvyi 1

DK {6509 Kolding,
T35 7552 1244

Deutschland:

VIRBAC Tierarzneimitte]l GmbH,
Rogen 20,

DE-22843 Bad Oldesloe,

Tel: +49 (4531) 805 111

Lictuya:
QU'ZOOVETVARU,
Uusaru 5,

76505 Saue/Harjumaa,
Estija,

Tel: + 372 6 709 006

Luxembourg/Luxemburg:
VIRBAC BELGIUM NV,
Esperantolaan 4,

BE-3001 Leuven,

Tél/Tel: + 32 (0) 16 38 72 60

Magyarorszag:

VIRBAC,

1% avenue 2065 m — L.I.D.,
FR-06516 Carros,
Franciaorszag,

Tel: +33 (0) 4 92 08 73 00

Malta:

VIRBAC,

1¢* avenue 2065 m — L.1.D.,
FR-06516 Carros,

Franza,

Tel: +33 (0) 4 92 08 73 00

Nederland:

VIRBAC NEDERLAND BV,
Hermesweg 15,

NL-3771 ND Barneveld,

Tel: + 31 (0) 342 427 127


http://www.ema.europa.eu/

Eesti:

OU ZOOVETVARU,
Uusaru 5,

EE-76505 Saue/Harjumaa,
Tel: +372 6 709 006

EM0LGoa:

VIRBAC HELLAS AE.,

130 yAu. EBvikng Odov ABnvav-Aapiog,
EL-144 52 Metapdpomon,
AMva-EAAAAA,

Tni: +30 210 6219520,

info@virbac.gr

Espaiia:

VIRBAC ESPANA S.A.,

Angel Guimera 179-181,
ES-8950 Esplugues de Llobregat,
infocliente(@virbac.es

France:

VIRBAC France,

13¢m rye — L.I.D. — BP 27,
FR-06517 Carros,
service-conso(@yvirbac.fr

Hrvatska:

VIRBAC,

1°* avenue 2065 m — L.1.D.,
FR-06516 Carros,
Francuska,

Tel: +33 (0) 492 08 73 00

Ireland:

VIRBAC,

1% avenue 2065 m AL.1.D.,
FR-06516 Carros,

France

Tel: +33 (0),4 2 0373 00

Island:

VIRBA®

1% aveiwue2065 m — L.ID.,
FR-C6516 Carros,
Frakkiand,

Siini: + 33 (0) 4 92 08 73 00

Italia:

VIRBAC SRL,

Via Ettore Bugatti, 15,
IT-20142 Milano,

Tel: +39 02 4092 47 1

33

Norge:

VIRBAC,

1¢* avenue 2065 m — L.1.D.,
FR-06516 Carros,
Frankrike,

TIf: + 33 (0) 4 92 08 73 00

Osterreich:

VIRBAC Osterreich GmbH,
Hildebrandgasse 27,
A-1180 Wien,

Tel: +43 (0) 1 21 834 260

Polska:

VIRBAC SP.Z 0.0.,
Ul. Pulawska 314,
PL-02 819 Warszawd,
Tel.: + 48 22 825 40 46

Portugal:
VIRBACWIPORTUGAL,
LAB@RATORIOS LDA,
R.do§entro Empresarial,
Bd15<Piso 1- Esc.3,

Quinta da Beloura,
PT-2710-693 Sintra,

Tel: +351 219 245 020

Romania:

VIRBAC,

1¢* avenue 2065 m — L.1.D.,
FR-06516 Carros,

Franta,

Tel: +33(0)4 92 08 73 00

Slovenija:

VIRBAC,

1% avenue 2065 m — L.I.D.,
FR-06516 Carros,

Francija,

Tel: +33 (0)4 92 08 73 00

Slovenska republika:
VIRBAC,

1% avenue 2065 m — L.I.D.,
FR-06516 Carros,
Francuzsko,

Tel: +33 (0) 4 92 08 73 00

Suomi/Finland:

VIRBAC,

1¢* avenue 2065 m — L.1.D.,
FR-06516 Carros,
Ranska/Frankrike,

Pub/Tel: + 33 (0) 4 92 08 73 00


mailto:info@virbac.gr
mailto:infocliente@virbac.es
mailto:service-conso@virbac.fr

Kvrpog:

VIRBAC HELLAS AE.,

130 A EBvikig Odov ABnvav-Aapiog,
EL-144 52 Metapdpomwon,
AMva-EAAAAA,

Tni: +30 210 6219520,

info@virbac.gr

Latvija:

OU ZOOVETVARU,
Uusaru 5,

76505 Saue/Harjumaa,
Igaunija,

Tel: +372 6 709 006
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Sverige:

VIRBAC,

1°* avenue 2065 m — L.I.D.,
FR-06516 Carros,
Frankrike,

Tel: + 33 (0) 4 92 08 73 00

United Kingdom:
VIRBAC Ltd,

Suffolk IP30 9 UP — UK,
Tel: + 44 (0) 1359 243243
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PACKAGE LEAFLET
Activyl spot-on solution for cats

1. NAME AND ADDRESS OF THE MARKETING AUTHORISATION HOLDER AND OF
THE MANUFACTURING AUTHORISATION HOLDER RESPONSIBLE FOR BATCH
RELEASE, IF DIFFERENT

Marketing authorisation holder:
Intervet International BV

Wim de Korverstraat 35

5831 AN Boxmeer

The Netherlands

Manufacturer responsible for batch release:
Intervet Productions S.A.

Rue de Lyons

27460 Igoville

France

2. NAME OF THE VETERINARY MEDICINAL PRC2UCT

Activyl 100 mg spot-on solution for small cats
Activyl 200 mg spot-on solution for large cats
indoxacarb

3. STATEMENT OF THE ACTIVE SUGE1ANCE(S) AND OTHER INGREDIENT(S)

Active substance:
One ml contains 195 mg indoxacarb.
One pipette of Activyl delivers:

|_Vr lume (ml) | Indoxacarb (mg)
Activyl for small cats (4 kg) (| 0.51 100
Activyl for large cats (> 4 kgi™, | 1.03 200

Also contains isopropyl aleahwel 354 mg/ml.

A clear, colourless téwellow'solution.

4.  INDICATION(S)

Treatment, aad prevention of flea infestation (Ctenocephalides felis). Efficacy against new infestations
with fle2s porsists for 4 weeks following a single application.

The vetariziary medicinal product can be used as part of a treatment strategy for flea allergy dermatitis
(FAD).

Developing stages of fleas in the pet’s immediate surroundings are killed following contact with
Activyl treated pets.

5. CONTRAINDICATIONS

None.
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6. ADVERSE REACTIONS

In rare cases, neurological signs, such as incoordination, tremor (shakiness), ataxia (unsteady
movement), convulsions, mydriasis (pupil dilation) and impaired vision, have been observed. Other
signs observed include emesis (vomiting) in rare cases or anorexia (loss of appetite), lethargy
(drowsiness), hyperactivity and vocalisation in very rare cases. All signs are generally reversible
following supportive treatment.

In very rare cases, a brief period of hypersalivation (drooling) may occur if the cat licks the apniicstion
site immediately after treatment. This is not a sign of intoxication and disappears within some/minutes
without treatment. Correct application (see section 9) will minimise licking of the applicalismsite.

In rare cases, application site reactions such as transitory scratching, erythema (rednesswof skin),
alopecia (loss of hair) or dermatitis (inflammation of the skin) at the application sité migy occur. These
effects will usually resolve without treatment.

The application of the veterinary medicinal product may produce a local, tetanorary oily appearance or
hair clumping at the application site. A dry white residue may be also obseiwesi. This is normal and
will generally resolve within a couple of days after administration. Thede/Ciranges do not affect the
safety or efficacy of the veterinary product.

The frequency of adverse reactions is defined using the following fonvention:

- very common (more than 1 in 10 animals displaying adversesieaction(s) during the course of one
treatment)

- common (more than 1 but less than 10 animals in 100 antmals)

- uncommon (more than 1 but less than 10 animals in 1©0U{ animals )

- rare (more than 1 but less than 10 animals in 10,000%nimals)

- very rare (less than 1 animal in 10,000 animals, including isolated reports).

If you notice any serious effects or other effectsot mentioned in this package leaflet, please inform
your veterinary surgeon.

7. TARGET SPECIES

Cats.

8. DOSAGE FOR EACT, SPECIES, ROUTE(S) AND METHOD OF ADMINISTRATION
Spot-on use. For application*to the cat’s skin only.

The recommended dose is 25 mg indoxacarb/kg body weight, equivalent to 0.128 ml/kg body weight.
The following tablevdefines the pipette to be used according to the weight of the cat:

Weight of cat (kg) | Pipette size to be used
<4 Activyl 100 mg for small cats
>4 Activyl 200 mg for large cats

9,"  ADVICE ON CORRECT ADMINISTRATION
Open one sachet and remove the pipette.

Step 1: The cat should be standing for easy application. Hold the pipette in an upright position away
from your face.Snap the tip open by bending it and folding it back on itself.
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Step 2: Part the hair until the skin is visible. Place the pipette tip against the skin at the base of the
skull, where the cat cannot lick it off. Squeeze the pipette firmly and apply the entire contents directly
to the skin.

10. WITHDRAWAL PERIOD

Not applicable.

11. SPECIAL STORAGE PRECAUTIONS

Keep out of the sight and reach of children.

This veterinary medicinal product does not require any special tefpperature storage conditions. Store
the pipettes in the original package in order to protect from mgisture.

Do not use after the expiry date stated on the carton, foil and pirdtic after “EXP”. The expiry date
refers to the last day of that month.

12. SPECIAL WARNING(S)

Special warnings for each target species:
The safety of the product has not been establisiiad in cats younger than 8 weeks of age.

The safety of the product has not been esifblished in cats weighing less than 0.6 kg.

Special precautions for use in animals?
Ensure that the dosage (pipette) carresponds to the weight of the treated cat (see section 8).

Apply the product only to the gisin Surface and on intact skin. Apply the dose to an area where the cat
cannot lick it off and ensure fhat.animals do not groom each other following treatment. Keep treated
animals separately until tha apolication site is dry.

This product is for sisin application on cats only. Do not give the product by mouth or any other route.
Care should be takemytotavoid the product coming into contact with the cat’s eyes.

The product remiairis effective following shampoo treatment, water immersion (swimming, bathing)
and exposurg tasunlight. However, cats should not be allowed to swim or treated with shampoo
within 48 hourg after treatment.

All cats,in 4 household should be treated with a suitable flea product.

A proper treatment of the pet’s environment by additional chemical or physical measures is
recommended.

Special precautions to be taken by the person administering the veterinary medicinal product to
animals:

Keep pipettes in the original packaging until ready to use.

Do not eat, drink or smoke while handling the veterinary medicinal product.
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The sachet is child-resistant. Keep the product in the sachet until use, to prevent children from getting
direct access to the product. Used pipettes should be disposed of immediately.

People with known hypersensitivity to indoxacarb should avoid contact with this product.
Local and/or systemic reactions have been observed in some people after exposure. To avoid adverse
reactions:
* administer the product in a well-ventilated area;
* do not handle recently treated animals until the application site is dry;
* on the day of treatment, children must not handle treated animals and the animals sheald not be
permitted to sleep with their owners, especially children;
» wash hands immediately after use and wash off any product in contact with the skin
immediately with soap and water;
» avoid contact with eyes, as the product may cause moderate eye irritation /1%t occurs, the eyes
should be rinsed slowly and gently with water.

If symptoms occur, seek medical advice and show the package leaflet to your physician.

This product is highly flammable. Keep away from heat, sparks, opea flame or other source of
ignition.

Pregnancy and Fertility:
Do not use on pregnant cats and breeding cats.

Lactation:
Do not use on lactating cats.

Interaction with other medicinal products and other forms of interaction:
Consult a veterinarian if you intend to use the/oroduct on cats with other products or medication.

13. SPECIAL PRECAUTIONS FCR THE DISPOSAL OF UNUSED PRODUCT OR WASTE
MATERIALS, IF ANY

Medicines should not be disposec,of via wastewater or household waste.

Activyl should not enter water{courses as this may be dangerous for fish and other aquatic organisms.
Ask your veterinary surgeon how to dispose of medicines no longer required. These measures should help
to protect the environment:

14. DATE ON }¥2{ICH THE PACKAGE LEAFLET WAS LAST APPROVED

Detailed infermation on this product is available on the website of the European Medicines Agency
(http://wwwema.europa.cu/).

15. _OTHER INFORMATION
Cardboard box with 1, 4 or 6 sachets; each sachet contains one unit-dose pipette.
Not all pack sizes may be marketed.

For any information about this veterinary medicinal product, please contact the local representative of
the marketing authorisation holder.

Belgié/Belgique/Belgien: Lietuva:
VIRBAC BELGIUM NV, OU ZOOVETVARU,
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Esperantolaan 4,
BE-3001 Leuven,
T¢l/Tel: + 32 (0) 16 38 72 60

Peny6smka bearapus:
Epron-Munanosa EOO/I,
P brearapwus, rp.Codus,
*K.K.JIromun 10, 011.145,
ergon-m@mbox.contact.bg

Ceska republika:
VIRBAC,

1°* avenue 2065 m — L.I.D.,
FR-06516 Carros,

Francie,

Tel: + 33 (0) 4 92 08 73 00

Danmark:

VIRBAC Danmark A/S,
Profilvej 1,

DK-6000 Kolding,

TIf: + 45 7552 1244

Deutschland:

VIRBAC Tierarzneimitte]l GmbH,
Rogen 20,

DE-22843 Bad Oldesloe,

Tel: +49 (4531) 805 111

Eesti:

OU ZOOVETVARU,
Uusaru 5,

EE-76505 Saue/Harjumaa,
Tel: + 372 6 709 006

EAada:
VIRBAC HELLAS®A.E.,

130 yAp. EOvicnig Qénv Abnvov-Aapiag,

EL-144 52 Metaudfenon,
AMva-EAAALA,

TnA: +30 219%6219520,
info@virbag, o1,

Espaiia:

VIRBAG ESPANA S.A.,

Augel Guimera 179-181,
£5-8950 Esplugues de Llobregat,
intocliente(@virbac.es

France:

VIRBAC France,

13¢m ryue — L.I.D. — BP 27,
FR-06517 Carros,
service-conso(@yvirbac.fr

Uusaru 5,

76505 Saue/Harjumaa,
Estija,

Tel: + 372 6 709 006

Luxembourg/Luxemburg:
VIRBAC BELGIUM NV,
Esperantolaan 4,

BE-3001 Leuven,

Tél/Tel: + 32 (0) 16 38 72 60

Magyarorszag:

VIRBAC,

1% avenue 2065 m — L.1LRJ
FR-06516 Carros,
Franciaorszag,

Tel: +33 (0) 4 92 08 /2,00

Malta:

VIRBAC,

1% avenue 7005 m — L.I.D.,
FR-0651f"®arros,

Franza

Tel: #3370) 4 92 08 73 00

[Reavetland:

VIRBAC NEDERLAND BV,
Hermesweg 15,

NL-3771 ND Barneveld,

Tel: + 31 (0) 342 427 127

Norge:

VIRBAC,

1% avenue 2065 m — L.I.D.,
FR-06516 Carros,
Frankrike,

TIf: + 33 (0) 4 92 08 73 00

Osterreich:

VIRBAC Osterreich GmbH,
Hildebrandgasse 27,
A-1180 Wien,

Tel: +43 (0) 1 21 834 260

Polska:

VIRBAC SP. Z O0.0.,
Ul. Pulawska 314,
PL-02 819 Warszawa,
Tel.: +48 22 855 40 46

Portugal:

VIRBAC DE PORTUGAL,
LABORATORIOS LDA,
R.do Centro Empresarial,
Ed13-Piso 1- Esc.3,


mailto:info@virbac.gr
mailto:infocliente@virbac.es
mailto:service-conso@virbac.fr

Hrvatska:

VIRBAC,

1% avenue 2065 m — L.I.D.,
FR-06516 Carros,
Francuska,

Tel: +33 (0) 492 08 73 00

Ireland:

VIRBAC,

1% avenue 2065 m — L.I.D.,
FR-06516 Carros,

France

Tel: +33 (0) 492 08 73 00

Island:

VIRBAC,

1°* avenue 2065 m — L.1.D.,
FR-06516 Carros,
Frakkland,

Simi: + 33 (0) 4 92 08 73 00

Italia:

VIRBAC SRL,

Via Ettore Bugatti, 15,
IT-20142 Milano,

Tel: +3902409247 1

Konpoc:
VIRBAC HELLAS A.E.,

130 . EBviknig Odov ABnvav-Aafiag,

EL-144 52 Metapdpomwon,
AOMva-EAAAAA,
Tni: +30 210 6219520,

info@virbac.gr

Latvija:

OU ZOOVETVARU,
Uusaru 5,

76505 Saue/Hawiurnaa,
Igaunija,

Tel: + 372 6:709 006

Quinta da Beloura,
PT-2710-693 Sintra,
Tel: + 351 219 245 020

Romania:

VIRBAC,

1% avenue 2065 m — L.I.D.,
FR-06516 Carros,

Franta,

Tel: +33 (0)4 92 08 73 00

Slovenija:

VIRBAC,

1% avenue 2065 m — L.I.RD4
FR-06516 Carros,

Francija,

Tel: +33 (0) 4 92 08 72 00

Slovenska republika:
VIRBAC,

1 avenue 7005m —L.I.D.,
FR-0651£"€artos,
Francuzsres

Tel: #33%0) 4 92 08 73 00

Suownit/Finland:

VIKBAC,

14 avenue 2065 m — L.ID.,
FR-06516 Carros,
Ranska/Frankrike,

Puh/Tel: + 33 (0) 4 92 08 73 00

Sverige:

VIRBAC,

1% avenue 2065 m — L.I.D.,
FR-06516 Carros,
Frankrike,

Tel: +33 (0)4 92 08 73 00

United Kingdom:
VIRBAC Ltd,

Suffolk IP30 9 UP — UK,
Tel: + 44 (0) 1359 243243


mailto:info@virbac.gr

