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INDICATIONS
Cattle:
Diseases caused by florfenicol-susceptible bacteria.  
Metaphylactic and therapeutic treatment of respiratory tract 
infections in cattle due to Mannheimia haemolytica, Pasteurella 
multocida and Histophilus somni. The presence of the disease in 
the herd should be established before metaphylactic treatment.

Swine:
Treatment of acute outbreaks of swine respiratory disease caused 
by strains of Actinobacillus pleuropneumoniae and Pasteurella 
multocida susceptible to florfenicol.

CONTRAINDICATIONS
Not for use in cattle producing milk for human 
consumption.
Do not use in adult bulls, rams and boars intended for breeding 
purposes.
Do not use in piglets weighing less than 2 kg. 
Do not use in the case of known hypersensitivity to the active 
substance or to any of the excipients.

WARNING AND PRECAUTIONS
Special warnings for each target species
Not authorised for use in animals producing milk for human 
consumption including pregnant animals intended to produce milk 
for human consumption. 

Special precautions for use
Special precautions for use in animals
A separate needle or an inoculation gun should be used to 
withdraw the solution for injection in order to avoid puncturing 
the rubber stopper too frequently. The product should be used in 
conjunction with susceptibility testing and take into account official 
and local antimicrobial policies. Use of the veterinary medicinal 
product that deviates from the specifications in this product 
information can increase the prevalence of resistance to florfenicol 
and impair the effectiveness of therapy with other active 
substance (e.g ceftiofur) as a result of cross-resistance. 

Special precautions to be taken by the person administering the
veterinary medicinal product to animals
Administration should be done carefully to avoid accidental 
self-injection. In case of accidental self-injection, seek medical 
advice immediately and show the package leaflet or the label to 
the doctor. Do not use if you are known to be sensitive to 
propylene glycol and polyethylene glycol.

INTERACTION WITH OTHER MEDICINAL PRODUCTS AND 
OTHER FORMS OF INTERACTION
None known.

USE DURING PREGNANCY, LACTATION
Cattle:
Studies in laboratory animals have not revealed any evidence of 
teratogenic or foetotoxic effects. However, the effect of florfenicol 
on bovine and ovine reproductive performance and pregnancy 
has not been assessed. Use only according to the benefit/risk 
assessment by the responsible veterinarian. 

Swine:
The safety of the product in sows during pregnancy and lactation 
has not been proven. The use of the product during pregnancy 
and lactation in sows can therefore not be recommended. 

	

NAME PRODUCT
Introflor 300 mg/ml Solution for Injection

DESCRIPTION APPEARANCE
A light-yellow solution.

QUALITATIVE AND QUANTITATIVE COMPOSITION PER ML
Florfenicol.......................................................................... 300 mg.

TARGET SPECIES
Cattle and swine.

PHARMACODYNAMICS PROPERTIES AND
PHARMACOKINETIC DATA
Pharmacotherapeutic group: Antibacterial for systemic use: 
Amphenicols.

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 protein 
synthesis at the ribosomal level and is bacteriostatic. Laboratory 
tests have shown that florfenicol is active against the most 
commonly isolated bacterial pathogens involved in bovine and 
porcine respiratory disease which include Mannheimia 
haemolytica, Pasteurella multocida, Histophilus somni and 
Arcanobacterium pyogenes for cattle and Actinobacillus 
pleuropneumoniae and Pasteurella multocida for swine.
Acquired resistance to florfenicol is mediated by efflux pumps 
linked to a floR gene. Such resistance has not yet been 
identified in target pathogens other than Pasteurella multocida. 
Resistance to florfenicol and other antimicrobials has been 
demonstrated in food-derived Salmonella typhimurium. 
Co-resistance to florfenicol and other antibiotics (such as ceftiofur) 
has been observed in microorganisms of the Enterobacteriaceae 
family. Cross-resistance between phenicols, lincosamides, 
oxazolidinones, pleuromutilins and streptogramin A antibiotics 
is known. 

Pharmacokinetic particulars
Cattle:
Intramuscular administration at the recommended dose of 
20 mg/kg maintains efficacious blood levels in cattle for 48 hours. 
Maximum mean serum concentration (Cmax) of 3.37 µg/ml occurs 
at 3.3 hours (tmax) after dosing. The mean serum concentration 
24 hours after dosing was 0.77 µg/ml. 
Subcutaneous administration at the recommended dose of 
40 mg/kg maintains efficacious blood levels in cattle (ie above the 
MIC90 of the main respiratory pathogens) for 63 hours. The mean 
elimination half-life is 18.3 hours. After intravenous administration 
of florfenicol to swine, the mean plasma clearance is 5.2 ml/min/
kg and the mean volume of distribution is 948 ml/kg. The mean 
elimination half-life is 2.2 hours. 

Swine:
After the first intramuscular administration of florfenicol in swine, 
maximum serum concentrations between 3.8 and 13.6 µg/ml are 
reached after 1.4 hours, the mean half-life for elimination is 
3.6 hours. After the second intramuscular administration in swine, 
maximum serum concentrations between 3.7 and 3.8 µg/ml are 
reached after 1.8 hours. 12 to 24 hours after the i.m. 
administration, serum concentrations fall below 1 µg/ml, the 
MIC90 of the target procine pathogens. Florfenicol concentrations 
achieved in lung tissue reflect plasma concentrations in an 
approximately 1:1 ratio. After intramuscular administration to 
swine, florfenicol is rapidly excreted, mainly in urine. Florfenicol is 
mostly metabolised. 
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For metaphylaxis
Cattle:
Subcutaneous use: 40 mg/kg body weight (2 ml/15 kg), 
administered once only. 
The dose should not exceed 10 ml per injection site. 
The injection should only be given in the neck. 
A large-bore injection needle (16-G) should be used. 

It is recommended to treat animals in the early stages of disease 
and to evaluate the response to treatment within 48 hours after 
the second injection. If clinical signs of respiratory disease persist 
48 hours after the last injection, treatment should be changed 
using another formulation or another antibiotic and continued 
until clinical signs have resolved. The stopper of the injection 
bottle should be disinfected before each withdrawal. Use a dry, 
sterile cannula and syringe. Do not pierce the stopper more than 
25 times.

STORAGE INSTRUCTIONS
Shelf life of the veterinary medicinal product as packaged for 
sale: 3 years.
Store dark below 25 °C.   
Shelf life after first opening the immediate packaging: 2 weeks.
Storage after first opening: Store dark and refrigerated (2 - 8 °C).
	
SPECIAL PRECAUTIONS FOR THE DISPOSAL OF 
UNUSED PRODUCTS OR WASTE MATERIALS
Any unused veterinary medicinal product or waste materials deri-
ved from such veterinary medicinal product should be disposed of 
in accordance with local requirements.

Keep out of reach of children / Jauhkan dari Kanak-Kanak

MARKETING AUTHORIZATION HOLDER
Danberg (M) Sdn Bhd (58493-A), Lot 1,
Jalan Bursa 23/4, Seksyen 23, 40300 Shahm Alam, Selangor, 
Malaysia

Controlled Medicine / Ubat Terkawal

Reg. No.: 

	

ADVERSE REACTIONS (FREQUENCY AND 
SERIOUSNESS)
Cattle:
A decrease in food consumption and transient softening of the 
faeces may occur during the treatment period. The treated 
animals recover quickly and completely upon termination of 
treatment. 
Intramuscular and subcutaneous administration may cause 
inflammatory lesions at the injection site which may persist for 
14 days. 

Swine:
Commonly observed adverse effects are transient diarrhoea and/
or peri-anal and rectal erythema/oedema which may affect 50% of 
the animals. These effects can be observed for one week. 
Under field conditions approximately 30% of treated swine 
presented with pyrexia (40 °C) associated with either moderate 
depression or moderate dyspnea a week or more after 
administration of the second dose.
Transient swelling lasting up to 5 days may be observed at the 
site of injection. Inflammatory lesions at the injection site may be 
seen up to 28 days.

OVERDOSE (SYMPTOMS, EMERGENCY PROCEDURES, 
ANTIDOTES), IF NECESSARY
Swine:
In swine after administration of 3 times the recommended dose 
or more a reduction in feeding, hydration and weight gain has 
been observed.
After administration of 5 times the recommended dose or more 
vomiting has also been noted.

WITHDRAWAL PERIODS
Meat and offal:
Cattle	:	 IM use (20 mg/kg body weight, twice)	:	 30 days.
		  SC use (40 mg/kg body weight, once)	:	 44 days.
Swine	:	 18 days.

Milk:
Not authorised for use in animals producing milk for human 
consumption including pregnant animals intended to produce milk 
for human consumption.

AMOUNT(S) TO BE ADMINISTERED AND 
ADMINISTRATION ROUTE
To ensure a correct dosage body weight should be determined as 
accurately as possible to avoid underdosing.

For treatment
Cattle:
Intramuscular use: 20 mg/kg body weight (1 ml/15 kg), twice at a 
48-h interval.
Subcutaneous use: 40 mg/kg body weight (2 ml/15 kg), 
administered once only.
The dose should not exceed 10 ml per injection site. 
The injection should only be given in the neck. 
A large-bore injection needle (16-G) should be used.

Swine:
Intramuscular use: 15 mg/kg body weight (1 ml/20 kg), twice at a 
48-h interval.
The dose should not exceed 3 ml per injection site. 
The injection should only be given in the neck. 
A large-bore injection needle (16-G) should be used.
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