
SUMMARY ОF PRODUCT CHARACTERISTICS

GENTAMICIN 4% and 5% Solution for injection

1. NAME ОF ТНЕ VETERINARY MEDICINAL PRODUCT

GENTAMICIN 4% and 5% Solution for injection

2. COMPOSITION

	Composition
	Quantity

	1ml соntаins:

Active substances:

Gentamicin sulfas

Excipients q.s. to


	40 mg or 50 mg

To 1 ml


3. PHARMACEUTICAL FORM

Solution for injection

4. PHARMACOLOGICAL PROPERTIES

4.1 Pharmacodynamic properties

Gentamicin 4% and 5% solution for injection is anti-bacterial drug aminoglycoside.

Gentamicin has a broad spectrum of antibacterial action, is active against most gram-negative and gram-positive microorganisms including Escherichia coli, Pseudomonasaeruginosa, Proteus spp., Klebsiella spp., Enterobacter spp., Salmonella spp., Shigella spp. and Staphylococcus spp. Gentamicin is not active against anaerobic bacteria, fungi, viruses and protozoa.

4.2 Pharmacokinetic properties

Mode bactericidal action of gentamicin is binding antibiotic to specific proteins-receptors 30S-subunits of bacteria ribosomes, which causes the accumulation of abnormal proteins and termination of further transmission. Abnormal proteins are synthesized by embedding in the cytoplasmic membrane, disrupt its structure and permeability, which leads to death of the microorganism due to ion release from the bacterial cells, large molecules and proteins.

Gentamicin penetrates into most body organs and tissues after intramuscular administration. Maximum concentration reached after 1 hour after administration in blood. Therapeutic concentration of antibiotic in the body is stored for 8-12 hours after a single injection. Gentamicin is practically not absorbed from the gastrointestinal tract and exerts its action only in the intestine within 12 hours after oral administration, The antibiotic excreted primarily unchanged in the urine at parenteral administration and by the faeces after oral administration.

5. CLINICAL PARTICULARS

5.1 Target species
Cattle, swine, horses, dogs and cats.

5.2 Indications for use

Gentamicin 4% and 5% solution for injection is indicated to treat respiratory and gastro-intestinal diseases, sepsis, peritonitis, meningitis, pyelonephritis and other animal diseases are caused by microorganisms sensitive to gentamicin.

5.3 Contraindications

      Gentamicin 4% and 5% solution for injection is contraindicated at increased individual animal sensitivity to gentamicin, at inflammation of the auditory nerve, severe renal dysfunction.

5.4 Undesirable effects

      In rаrе cases allergic reactions аrе possible.

      Painfulness and hardening of the injection site are possible.

5.5 Special рrесаutiопs fоr usе
      Do not exceed the recommended posology.

5.6 Use in pregnancy and lactation

      The drug is prescribed with caution   to   pregnant and lactating animals (under the supervision of a veterinarian).

5.7 Interactions with other medicaments and other forms of interaction

      The simultaneous or consecutive administration of gentamicin 4% and 5% solution for injection with other oto- and nephrotoxic drugs (streptomycin, kanamycin, neomycin) is not allowed.

5.8 Posology and method of administration

       Gentamicin 4% and 5% solution for injection is administered to animals    twice a day at intervals of 10-12 hours in the following doses:

	Species of animals
	Route of administration
	The dose by active substance (mg/kg)
	Duration of treatment (days)

	Cattle
	Intramuscularly

Orally
	3

8
	3-5

3-5

	Swine
	Intramuscularly

Orally
	4

6
	3-5

3-5

	Horses
	Intramuscularly
	2.5
	3-5

	Dogs, cats
	Intramuscularly
	2.5
	3-7


5.9 Overdose (symptoms, emergency procedures and antidotes)

       The main symptoms of overdose are associated with the effect of the drug on the central nervous system (the defeat of the cranial nerves and related with this disruption of the vestibular and hearing system).

5.10 Special warnings for each target species

· Prior to use shake the bottle vigorously.

· In performing injections, adopt the normal aseptic procedures.

· In the case of large animals for which the inoculum is high, it is advisable to subdivide the injection between two or more points.

5.11 Withdrawal  periods

Cattle, swine, horses

Meat: 21 days.

Milk: 72 hours.

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

None.

6. PHARMACEUTICAL PARTICULARS

6.1 Major incompatibilities

                Streptomycin, kanamycin, neomycin.

6.2 Shelf-life

      2 years.

6.3 Special precautions for storage

      Store in а cool dry place away frоm light sources and at а temperature of nоt above 30°C.

      Keep out of the reach of children.

6.4 Nature and contents of container

      Glass bottle of 10, 50, 100 and 250 ml capacity, with elastomer stopper and aluminium collar.

6.5 Special precautions for the disposal of unused product or packaging materials, if any

      Do not litter.

      Empty containers should be disposed of according to local regulations.

      Unused products should be taken to the usual collecting points for expired or unused medicinal products.

7. NAME AND ADDRESS ОF ТНЕ MARKETING AUTHORISATION HOLDER
“VIC Animal Health” – 3A, Egoryevskoe shosse, Kraskovo, Lyubertsy district, Moscow region, 140051 Russia.
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