ANNEX 111

LABELLING AND PACKAGE LEAFLET



A. LABELLING



PARTICULARS TO APPEAR ON THE OUTER PACKAGE

{CARTON BOX}

‘ 1. NAME OF THE VETERINARY MEDICINAL PRODUCT

Zerocit 50 mg tablets for dogs

‘ 2. STATEMENT OF ACTIVE SUBSTANCES

Each tablet contains 50 mg praziquantel

| 3. PACKAGE SIZE

20 tablets
40 tablets

‘ 4. TARGET SPECIES

Dogs

| 5. INDICATIONS

For products not subject to veterinary prescription:

Treatment of infections with cestodes of the following species: E. granulosus, E. multilocularis, T.
hydatigena, T. pisiformis, T. ovis, T. taeniaeformis, T. multiceps, Mesocestoides spp. and Dipylidium
caninum.

‘ 6. ROUTES OF ADMINISTRATION

Oral use

‘ 7. WITHDRAWAL PERIODS

| 8. EXPIRY DATE

Exp. {mm/yyyy}

‘ 9. SPECIAL STORAGE PRECAUTIONS

Do not store above 25 °C.
Store in a dry place.

‘ 10. THE WORDS “READ THE PACKAGE LEAFLET BEFORE USE”

Read the package leaflet before use.

‘ 11. THE WORDS “FOR ANIMAL TREATMENT ONLY”

For animal treatment only.

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




Keep out of the sight and reach of children.

‘ 13. NAME OF THE MARKETING AUTHORISATION HOLDER

Cyton AH Biosciences GmbH

‘ 14. MARKETING AUTHORISATION NUMBERS

‘ 15. BATCH NUMBER

Lot {number}



MINIMUM PARTICULARS TO APPEAR ON SMALL IMMEDIATE PACKAGING UNITS

{BLISTER}

‘ 1. NAME OF THE VETERINARY MEDICINAL PRODUCT

Zerocit

¢

‘ 2. QUANTITATIVE PARTICULARS OF THE ACTIVE SUBSTANCES

50 mg

3. BATCHNUMBER

Lot {number}

| 4. EXPIRY DATE

Exp. {mm/yyyy}



