
SUMMARY OF PRODUCT CHARACTERISTICS 

1.
NAME OF THE VETERINARY MEDICINAL PRODUCT

Mizofen-F

International non-proprietary name: florfenicol, levamisole
2. QUALITATIVE AND QUANTITATIVE COMPOSITION

1 g contains:                                                                        

Active substance: 

Florfenicol…………………………….........….10 mg

Levamisole hydrochloride…………………….10 mg

Excipients: ……………………….………….q.s..1 g
3.
PHARMACEUTICAL FORM


Ointment.


White to light yellow dense substance.

4. 
CLINICAL PARTICULARS
4.1 
Target species 



Cattle, sheep, goats, pigs, horses, cats, dogs.
4.2
Indications for use, specifying the target species
Treatment of treatment of bacterial conjunctivitis and infected wounds, caused by florfenicol-sensitive microorganisms and thelasiosis in cattle, sheep and goats.
4.3
Contraindications
Do not use in animals with individual hypersensitivity to drug.

Do not use in lactating females producing milk for human consumption. 

4.4
Special warnings for each target species



     None.

4.5 Special precautions for use
Special precautions for use in animals
None.
Special precautions to be taken by the person administering the veterinary medicinal product to animals

Care should be taken when handling the product.

Women of child-bearing age, asthmatics and people with bronchial or other respiratory problems, should avoid contact with, or wear disposable plastic gloves when administering the product.

In case of accidental self injection seek medical advice and show the label to the physician.
Should shortness of breath result from accidental inhalation or ingestion, seek urgent medical advice and show the doctor this warning.

Do no eat, drink or smoke while handling the product.

4.6
Adverse reactions (frequency and seriousness) 

None.
4.7 
Use during pregnancy, lactation or lay
Do not use in lactating females.

4.8
Interactions with other medicinal products and other forms of interaction

None known.

4.9
Amounts to be administered and administration route

In case of conjunctivitis: ointment applied with glass rod or by pushing out of the tube into the conjunctival sac of the affected eye daily, twice a day, at a dose of 0.1-0.5 g. Duration of treatment depends on severity of lesion, but for no longer than 5-7 days.

Treatment of infected wounds: ointment applied daily, twice a day, with a thin layer or with  sterile gauze impregnated wipes, which loosely fill wound, until complete cleaning from necrotic masses, but for no longer than 10 days.


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

None
4.11 
Withdrawal periods



Meat and offal: 0 days
5. PHARMACOLOGICAL PROPERTIES
Florfenicol

Pharmacotherapeutic group: Antibacterials for systemic use, Amphenicols
ATCvet code: QJ01BA90

Levamisole

Pharmacotherapeutic group: Anthelmintics, levamisole, combinations 
ATCvet code: QP52AE51

5.1
Pharmacodynamic properties

Florfenicol is a synthetic broad-spectrum antibiotic effective against most Gram positive and Gram negative bacteria isolated from domestic animals.

Florfenicol acts by inhibiting bacteria proteins synthesis at the ribosomal level, thus is bacteriostatic. However, in vitro tests have shown that florfenicol has a bactericidal activity against the most commonly isolated bacterial pathogens involved in respiratory diseases.
Levamisole Hydrochloride is the levo isomer of dl 2, 3, 5, 6-Tetrahydro-6-phenyl-imidazo (2, l-b) thiazole hydrochloride. It is thought to act by paralysing the susceptible parasites.
6. 
PHARMACEUTICAL PARTICULARS
6.1
Incompatibilities

None known.

6.3
Shelf-life
Shelf life of the veterinary medicinal product as packaged for sale: 3 years. 

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 g, 8 g, 10 g, 25 g, 50 g, 60 g, 75 g, 100 g, 150 g in plastic tubes. 10 g, 20 g, 25 g, 30 g, 50 g, 100 g, 150 g, 200 g, 250 g, 300 g, 400 g, 500 g in plastic jars.

Not all pack sizes may be marketed.

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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