A. LABELLING



PARTICULARS TO APPEAR ON THE OUTER PACKAGE

Individual boxes for 50 ml, 100 ml and 250 ml vials
Boxes with 10 vials of 50 ml, 100 ml or 250 ml

1. NAME OF THE VETERINARY MEDICINAL PRODUCT

MARBOCOLI 100 mg/ml solution for injection for cattle and pigs

2. STATEMENT OF ACTIVE SUBSTANCES

Marbofloxacin 100.0 mg /ml

3. PACKAGE SIZE

50 ml

100 ml

250 ml

10 x 50 ml
10 x 100 ml
10 x 250 ml

4, TARGET SPECIES

Cattle and pigs (sows and pigs for fattening).

| 5. INDICATIONS

‘ 6. ROUTES OF ADMINISTRATION

Cattle: intramuscular, subcutaneous or intravenous use
Pigs: intramuscular use

7. WITHDRAWAL PERIODS

Withdrawal period:

Cattle:

Indication Respiratory Mastitis

Dosage 2 mg/kg for 3to 5 8 mg/kg on a single 2mg/kg for 3 days
days (1V/IM/SC) occasion (1M) (IV/IM/SC)

Meat and offal 6 days 3 days 6 days

Milk 36 hours 72 hours 36 hours

Pigs:

Meat and offal: 4 days.




| 8. EXPIRY DATE

Exp. {mm/yyyy}
Once opened use within 28 days.

Use by...

‘ 9. SPECIAL STORAGE PRECAUTIONS

‘ 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

SP VETERINARIA S.A.

‘ 14, MARKETING AUTHORISATION NUMBERS

| 15, BATCH NUMBER

Lot {number}



Labels for 100 ml and 250 ml vials

PARTICULARS TO APPEAR ON THE IMMEDIATE PACKAGE

‘ 1. NAME OF THE VETERINARY MEDICINAL PRODUCT

MARBOCOLI 100 mg/ml solution for injection for cattle and pigs

‘ 2. STATEMENT OF ACTIVE SUBSTANCES

Marbofloxacin 100.0 mg /ml

‘ 3. TARGET SPECIES

Cattle and pigs (sows and pigs for fattening).

‘ 4, ROUTES OF ADMINISTRATION

Cattle: intramuscular, subcutaneous or intravenous use
Pigs: intramuscular use
Read the package leaflet before use.

5. WITHDRAWAL PERIODS

Withdrawal period:

Cattle:

Indication Respiratory Mastitis

Dosage 2 mg/kg for 3to 5 8 mg/kg on a single 2mg/kg for 3 days
days (1V/IM/SC) occasion (IM) (IV/IM/SC)

Meat and offal 6 days 3 days 6 days

Milk 36 hours 72 hours 36 hours

Pigs:

Meat and offal: 4 days.

| 6.  EXPIRY DATE

Exp. {mm/yyyy}
Once opened use within 28 days.

Use by...

‘ 7. SPECIAL STORAGE PRECAUTIONS

‘ 8. NAME OF THE MARKETING AUTHORISATION HOLDER

SP VETERINARIA S.A.

| 9.  BATCHNUMBER

Lot {number}




MINIMUM PARTICULARS TO APPEAR ON SMALL IMMEDIATE PACKAGING UNITS

Label for 50 ml vials

1. NAME OF THE VETERINARY MEDICINAL PRODUCT

MARBOCOLI 100 mg/ml solution for injection for cattle and pigs

‘ 2. QUANTITATIVE PARTICULARS OF THE ACTIVE SUBSTANCES

Marbofloxacin 100 mg/ml

3. BATCHNUMBER

Lot {number}

| 4. EXPIRY DATE

Exp. {mm/yyyy}

Once opened use by 28 days.



