
SUMMARY OF PRODUCT CHARACTERISTICS 

1.
NAME OF THE VETERINARY MEDICINAL PRODUCT

Enroflon 10% solution for injection

International non-proprietary name: Enroflon 10% solution for injection
2. QUALITATIVE AND QUANTITATIVE COMPOSITION

1 ml contains:                                                                        

Active substance: 

Enrofloxacin …………..…………………....……….…….25 mg, 50 mg, 100 mg

Excipients: 
Potassium hydroxide....................................... 25 mg
Benzyl alcohol………………………………… 0.01 ml 
Water for injection…………………………….. up to 1ml
3.
PHARMACEUTICAL FORM


Solution for injection.


Clear, light yellow solution.
4. 
CLINICAL PARTICULARS
4.1 
Target species 


Calves, lambs, piglets, pigs
4.2
Indications for use, specifying the target species
Treatment of:

- bronchopneumonia, colibacillosis, salmonellosis, in calves, lambs, piglets;

- enzootic pneumonia, metritis-mastitis-agalactiae syndrome, atrophic rhinitis in pigs;

4.3
Contraindications
Do not use in animals with severe kidney and liver damage.
Do not use in animals with individual hypersensitivity to fluoruquinolones.

During the treatment animals must not be exposed to direct sunlight.
4.4
Special warnings for each target species



     None.

4.5 Special precautions for use
Special precautions for use in animals
Do not use simultaneously or sequentially with bacteriostatic antibiotics (tetracycline, macrolide, chloramphenicol), theophylline, steroids and indirect anticoagulants.

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

Care should be taken when working with the drug. Do not eat, drink or smoke whilst using the product. In case of accidental skin contact, wash thoroughly with soap and water. In case of accidental eye contact, flush the eyes with plenty of clean, running water. Wash hands after use. Do not handle the product if you are hypersensitive to aminoglycosides. In case of allergic reactions, it is necessary to contact a medical facility (please take the label and instruction for use).

4.6 Adverse reactions (frequency and seriousness) 

If the drug is used in accordance with the instruction, no adverse effects are observed. In case of individual hypersensitivity or incidence of allergic reactions, stop use the drug, after this animal should recieve antihistamines and symptomatic treatment.

4.7 
Use during pregnancy, lactation or lay
There is no restriction on the use of this product during pregnancy and lactation.

4.8
Interactions with other medicinal products and other forms of interaction

Do not use simultaneously or sequentially with bacteriostatic antibiotics (tetracycline, macrolide, chloramphenicol), theophylline, steroids and indirect anticoagulants.

4.9
Amounts to be administered and administration route

Enroflon 10% solution for injection is administered once a day at following dosage:

	Animal species
	Route of administration
	Dosage
	Duration of treatment (days)

	
	
	Active substance (mg/kg bw)
	Enrofloxacin (ml/10 kg bw)
	

	Calves, lambs
	Subcutaneous
	2.5-5
	0.25-0.5
	3-5

	Piglets
	Intramuscular
	2.5-5
	0.25-0.5
	3-5

	Sows (metritis-mastitis-agalactiae) 
	Intramuscular
	2.5
	0.25
	1-2



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

None

4.11 
Withdrawal periods



Meat and offal: 14 days


5. PHARMACOLOGICAL PROPERTIES
Enrofloxacin 

Pharmacotherapeutic group: Fluoroquinolone
ATC vet code: QJ01MA90
5.1
Pharmacodynamic properties

Enrofloxacin is bactericidal in action with activity against a wide range of Gram positive and Gram negative bacteria and mycoplasmas.  The mechanism of action of the quinolones is unique among antimicrobials - they act primarily to inhibit bacterial DNA gyrase, an enzyme responsible for controlling the supercoiling of bacterial DNA during replication.  Resealing of the double stranded helix is inhibited resulting in irreversible degradation of the chromosomal DNA.  The fluoroquinolones also possess activity against bacteria in the stationary phase by an alteration of the permeability of the outer membrane phospholipid cell wall.

Molecular resistance to fluoroquinolones has been observed to arise from two principal sources, (i) alteration to DNA gyrase or topoisomerase IV and (ii) alterations in drug permeability of the bacterial cell. Both mechanisms lead to a reduced susceptibility of the bacteria to fluoroquinolones. Clinical resistance is dependent on several mutations accumulating in a step-wise manner.

6. 
PHARMACEUTICAL PARTICULARS
6.1
Incompatibilities
Do not use simultaneously or sequentially with bacteriostatic antibiotics (tetracycline, macrolide, chloramphenicol), theophylline, steroids and indirect anticoagulants.

6.3
Shelf-life
Shelf life of the veterinary medicinal product from the date of manufacture: 3 years. 

Shelf life after first opening the immediate packaging: 25 days.

6.4
Special precautions for storage

Store in closed commercial packaging, away from direct sunlight, food and feed at 5°C to 25°C. 
6.5
Nature and composition of immediate packaging

5 ml, 10 ml, 25 ml, 50 ml, 100 ml vials of plastic or glass, closed with a rubber stopper with an aluminium cap.


Package sizes:


Box, containing 10 vials of 10 ml.


Box, containing 6 vials of 50 ml,


Box, containing 6 vials of 100 ml.
6.6
Special precautions for the disposal of unused veterinary medicinal products or waste materials derived from the use of such products

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