N-20% wiv Oral Solution

N-20% w/v Oral Solution appears to be a light yellow clear liquid.

Composition:
Each Liter contains

Norfloxacin 200 g

Pharmacodynamics:

Norfloxacin inhibits bacterial DNA gyrase or topoisomerase 1V (a type |l
topoisomerase), thereby preventing DNA supercoiling and replication. Cell
respiration and division end, and other processes are interrupted, including
membrane integrity. It enters cells via porins and accumulates rapidly in
susceptible bacteria.

Pharmacokinetics:

Its bioavailability is at least 30-50% of an oral dose is absorbed from Gl
tract; peak serum concentrations generally attained within 1-2 hours. It
distributed into renal parenchyma, gallbladder, liver, prostatic tissue,
testicles, seminal fluid, uterus, fallopian tubes, cervical and vaginal tissue,1
blister fluid, tonsils, maxillary sinus mucosa, sputum, and bile. It is 10-15%
bound to serum proteins. It is eliminated by renal and nonrenal
mechanisms.

Indications:

Gastrointestinal, respiratory and urinary tract infections caused by
norfloxacin sensitive micro-organisms, like Campylobacter, E. coli,
Haemophilus, Mycoplasma, Pasteurella and Salmonella spp., in poultry
and swine.

Directions for Use:
Poultry: 1 litre per 1500 - 4000 litre drinking water for 3 - 5 days.
Swine: 1 litre per 1000 - 3000 litre drinking water for 3 - 5 days.

Mode of Administration:
Oral Solution.

Contraindication:

The medical contraindications have been selected on the basis of the
potential significance. This medication should not be used if there is
hypersensitivity of animals to quinolones. It is also not recommended in
immature animals in some species.

Warning and Precautions:

Risk of increasing resistance of human pathogens to fluoroguinolones as
well as the ability of infections in animals to resist treatment should be
considered by health practitioners when prescribing these medications. It
is not recommended to treat birds producing eggs for human consumption.
Use under veterinarian recommendation.

Interactions with Other Medicaments:

The following drug interaction and related problems have been selected on
the basis of potential clinical significance. Antacids, aluminum-, calcium-, or
magnesium-containing or laxatives, magnesium-containing or multivitamins
or sucralfate or zinc. Compounds contain divalent or trivalent cations, such
as aluminum, calcium, iron, magnesium, or zinc, administered concurrently
with a fluoroquinolone, may reduce the absorption of the fluoroquinolone It
should not be administer with non-steroidal anti-inflammation drugs
(NSAIDs).

Statement on Usage During Pregnancy and Lactation:

In the absence of toxicology studies, this veterinary product must not
be used during pregnancy and lactation. Do not use in laying birds
producing eggs for human consumption.

Adverse Effects / Undesirable Effects:

The stated side effects have been selected on the basis of potential
clinical significance. Arthropathy is seen in immature animals,
especially dogs and foals. Cartilage damage has been observed in
some cats. Ataxia is also seen in cats and dogs. If suspected adverse
reactions occur, treatment should be discontinued and to inform
veterinarian/local authority.

Overdose and Treatment:

There is reported lethal dose in turkey and poultry, 1-day-old: Oral—626
parts of enrofloxacin per million parts of drinking water administered for
21 days caused the death of 11 out of 40 birds in the first 10 days.
Surviving birds showed signs of listlessness and decreased body weight
gain. Clinical effects of overdose is also seen in chicks, 1-day-old, with
a dose in drinking water of 625 ppm for 21 to 28 days. The effects are
decreased in water consumption and decreased in weight. In calves, a
dose of 15 or 25 mg/kg a day for 10 to 15 days or a dose of 50 mg/kg a
day for 3 days can lead to clinical effects of depression, decreased in
appetite, incoordination and muscle fasciculation.

Although there is no specific information available on treatment of
fluoroquinolone overdose in animals, treatment of human overdose
includes induction of vomiting or use of gastric lavage, observation, and
supportive care, including hydration and dialysis.

Withdrawal Period (s):
Poultry: 12 days.
Swine: 8 days.

Packaging Available:
1L

Storage Condition:
Store below 30°C. Protect from sunlight and heat exposure.

Keep out of reach of children/Jauhkan ubat dari kanak-kanak.

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