FLORCOL oRAL SOLUTION 100MG/ML

Ingredient(s):
Each g contains :
FIOMENICOL ..o 100mg

Pharmacology (Summary of Pharmacodynamics and Pharmacokinetics):

Florfenicol is a broad-spectrum antibiotic. It inhibits bacterial protein synthesis by binding to ribosomal sub-
unit of susceptible bacteria, leading to the inhibition of peptidyl transferase. Thus it prevents protein
formation.

Swine:

Upon oral administration of florfenicol into pig, the bioavailability is 24-97% after a single dose of 15mg/kg.
Serum concentration was maintained at greater than 1mcg/mL during most of the 5 days administration of
drinking water containing florfenicol at 400mg/ gallon.

Poultry:

During a continuous treatment of broiler chicken with florfenicol in drinking water at daily dose of 26mg/kg bw
for 18 hours for 3 days, the estimated mean serum concentration of florfenicol was 711 pg/l. No florfenicol
was detected in the serum, 72 hours after the terminal dose.

Indication(s):

For preventive and therapeutic treatment of gastrointestinal and respiratory tract infections caused by
florfenicol sensitive micro-organisms such as Actinobacillus spp., Pasteurella spp., Salmonella spp. and
Streptococcus spp. in swine and poultry. The presence of the disease in the herd should be established
before preventive treatment. Medication should be initiated promptly when respiratory disease is diagnosed.

Target Species
Swine, Poultry

Dosage and Administration:
Swine: 1 litre per 500 litre drinking water (200ppm; 20mg/kg body weight) for 5 days.
Poultry: 300ml per 100 litre drinking water (300ppm; 30mg/kg body weight) for 3 days.

Contraindications:
Should not be used if previous allergic or toxic reaction to florfenicol exists.

Precaution(s) / Warning(s):
The effect of florfenicol on the reproduction function of treated swine has not been determined. Do not use in
swine intended for breeding.

Interaction with Other Medicaments:

No specific drug interactions for florfenicol were established, but the drug may behave similarly to
chloramphenicol in which it antagonizes the bactericidal activity of penicillins or aminoglycosides. This
antagonism has not been demonstrated in vivo.

Pregnancy and Lactation:
The effect of florfenicol on reproductive performance, pregnancy and lactation has not been determined thus
the administration to breeding pig is not recommended.

Side Effect(s) / Adverse Reaction(s):

A slight reduction of water consumption by the animals, dark brown faeces and constipation may be observed
during treatment. Commonly observed adverse effects are diarrhea and or peri-anal and rectal erythema
/oedema which may affect approximately 40% of the animals. These effect are transient. In a few of the
affected animals, prolapse of the rectum, that resolves without treatment, may be observed.

Environmental Property:
Florfenicol is not readily biodegradable but there is evidence of inherent biodegradability.

Symptoms and Treatment for Overdosage, and Antidote(s):
In toxicology studies in feeder calves were injected with up to 10X of the recommended dosage causing
transient anorexia, decreased water consumption or diarrhea. No long-term negative effects were noted.

Shelf-Life:

| ATTACHMENT 1

2 years

Storage Condition(s):
Store below 30°C.

3 years.

Change from 2 years to

Reconstituted preparations should be used up within 24 hours.

Product Description(s) & Packing(s):
A clear, colourless to pale yellowish solution.
Plastic bottle of 1L

For food producing animals product:

Withdrawal Periods

Swine: 20 days

Poultry: 5 days

Egg: Do not use in laying hen those produce egg for human consumption.

Maximum Residual Limit (MRL):

Poultry:

Muscle -100png/kg
Skin + fat - 200ug/kg
Liver - 2500pg/kg
Kidney - 750ug/kg
Swine:

Muscle - 300ug/kg
Skin + fat - 500ug/kg
Liver - 2000ug/kg
Kidney - 500png/kg
Disposal:

Dispose of any unused product or containers in accordance with
guidance of the local waste regulation authority.

Made by YSP

Manufacturer:

Y.S.P INDUSTRIES VIETNAM CO., LTD

Road No.6, Nhon Trach 3 Industrial zone, Nhon Trach,
Dong Nai province, Vietnam Tel: +8461 3569 993

Product Registration Holder :

Y.S.P. INDUSTRIES (M) SDN. BHD. (192593 u)

Lot 3,5 & 7, Jalan P/7, Section 13,

Kawasan Perindustrian Bandar Baru Bangi,

43000 Kajang, Selangor Darul Ehsan Malaysia.

Ordering Line: 1 800 88 3027  Product Info: 1 800 88 3679
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