CEFALIN 500mg/g POWDER

FOR ANIMAL USE ONLY

Brand or Product Name :

CEFALIN 500mg/g POWDER

Name and Strength of Active Substance(s)

Each gram contains Cefalexin 500mg which is equivalent to 526 mg of cefalexin monohydrate.

Product Description

A white to almost white powder.

Pharmacodynamics

Cefalexin is a semi-synthetic bactericidal antibiotic belonging to the cephalosporin group which acts by interference with bacterial cell wall formation. Cefalexin is active against
a wide range of Gram-positive and Gram-negative bacteria. The following micro-organisms have been shown to be sensitive to cefalexin in vitro: Staphylococcus spp (including
penicillin-resistant strains), Streptococcus spp, Corynebacterium spp, Pasteurella multocida, Escherichia coli, Micrococcus spp, Moraxella spp. Cefalexin is resistant to the
action of staphylococcal penicillinase and is therefore active against the strains of Staphylococcus aureus that are insensitive to penicillin (or related antibiotics such as
ampicillin or amoxycillin) because of production of penicillinase. Cefalexin is also active against the majority of ampicillin-resistant E.coli.

Pharmacokinetics

Following oral administration, cefalexin is rapidly and almost completely absorbed. In both cat and dogs, cefalexin is excreted in the urine in high concentrations.

Target Species:

Cats and dogs.

Indication

For treatment of susceptible infections of the respiratory tract, urogenital tract, the skin and localised infections in soft tissue of dogs and cats.

Administration :

To make 50mg cefalexin/ml suspension, pour product into the bottle provided and add water to the volume indicated on the bottle according to the following table. Cap the bottle
properly and mix the product thoroughly by shaking the bottle well. Administered orally to mouth or by adding to food or drinking water. Shake well before each withdrawal from
the bottle.

Amount of Product Add water to the volume indicated on the bottle
19 10ml
5¢g 50 ml
109 100 ml
50¢g 500 ml
100 g 1000 ml

Dosage:

Dogs & Cats: The recommended dose rate is 10 to 15 mg/kg bodyweight (which is equivalent to 2 to 3 ml reconstituted Cefalexin 50mg/ml suspension per 10 kg bodyweight)
twice daily. In severe or acute infections the dose may be safely doubled, or given at more frequent intervals. Treatment for five days is recommended but this may be
extended or shortened at the discretion of the veterinary surgeon. Use the dosing table as a guide. The dosage can be calculated using the following formula:

Amount (mg) of Cefalexin needed/dose = 10 - 15mg Cefalexin/kg bwt x b.wt (kg)

Amount (ml) of Cefalexin 50mg/ml suspension needed/dose

= Amount of Cefalexin needed (mg)/dose -+ 50mg/ml

Recommended dose:

2 to 3 ml per 10 kg bodyweight twice daily for five days.

The following is intended as a guide:

Dogs:

5 kg and less bodyweight : 1 ml to 2 ml drops twice daily

6 kg to 10 kg bodyweight : 1 ml to 3 ml drops twice daily

11 kg to 20 kg bodyweight : 2 to 6 ml drops twice daily

Cats :

Average dose: 1.0 ml twice daily

Contraindications

Do not use in cases of known hypersensitivity to the active substance, to other cephalosporins, to other substances of the B-lactam group or to any of the excipients. Do not use
in rabbits, gerbils, guinea pigs and hamsters.

Warnings and Precautions

Special warnings for each target species: None

Special precautions for use: (i) Special precautions for use in animals: Use of the product should be based on susceptibility testing and take into account official and local
antimicrobial policies. Use of the product deviating from the instructions given in this leaflet may increase the prevalence of bacteria resistant to cefalexin and may decrease the
effectiveness of treatment with penicillins, due to the potential for cross resistance. In the case of an allergic reaction, treatment should be withdrawn. As with other antibiotics
which are excreted mainly by the kidneys, unnecessary accumulation may occur in the body when renal function is impaired. In cases of known renal insufficiency the dose
should be reduced, antimicrobials known to be nephrotoxic should not be administered concurrently and the product should be used only according to a risk/benefit assessment
by the responsible veterinarian. Use in dogs and cats only. (i) Special precautions to be taken by the person administering the veterinary medicinal product to animals:
Penicillins and cephalosporins may cause hypersensitivity (allergy) following injection, inhalation, ingestion or skin contact. Hypersensitivity to penicillin may lead to cross-
reactions to cephalosporin and vice versa. Allergic reactions to these substances may occasionally be serious. Do not handle this product if you know you are sensitised or if
you have been advised not to be in contact with such substances. Handle this product with great care to avoid exposure, taking all recommended precautions. If you develop
symptoms following exposure such as skin rash, you should seek medical advice and show the doctor this warning. Swelling of the face, lips or eyes or difficulty breathing are
more serious symptoms and require urgent medical attention. In case of accidental ingestion, seek medical advice immediately and show the package leaflet or the label to the
physician. Wash hands after use.

Interactions with Other Medicaments

The bactericidal activity of cephalosporins is reduced by concomitant administration of bacteriostatic acting compounds (macrolides, sulphonamides and tetracyclines).
Nephrotoxicity can be increased when 1t generation cephalosporins are combined with polypeptide antibiotics, aminoglycosides and some diuretics (furosemide). Concomitant
use with such active substances should be avoided.

Pregnancy and Lactation

The safety of the product has not been demonstrated in studies in pregnant or lactating dogs and cats. Use only in accordance with a risk/benefit assessment by the
responsible veterinarian.

Side Effects

Transient episodes of soft faeces and vomiting have been observed in cats when given products containing cefalexin. Treatment should be discontinued if vomiting and
diarrhoea develop. Vomiting has been observed occasionally in dogs when given products containing cefalexin.

Overdose and Treatment

The administration of cefalexin has been shown to produce no serious side-effects at many times the recommended dose rate.
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Withdrawal Period(s)

Not applicable.

Shelf-life

Shelf-life as packaged for sale: 3 years; Shelf-life after first opening the immediate packaging: 24 hours; Shelf-life after reconstitution in water: 24 hours. Shelf-life after
reconstitution in food: 24 hours. Prepare fresh medicated food and water daily. Unused medicated food and water to be discarded after 24 hours.

Maximum Residual Limits (MRL)

Not applicable.

Storage Conditions

Store in a dry place below 30° C. Once opened or reconstituted, store in refrigerator (2° C to 8° C); Keep out of reach of children. Jauhkan ubat daripada kanak-kanak.
Disposal of Container

Emptied aluminum sachet must be safely disposed according to local government regulations.

Dosage Forms and Packaging Available

Available in 1g, 59, 10g, 50g and 100g powder per sachet.

Name and Address of Product Registration Holder and Manufacturer

Life Biopharma Sdn. Bhd. (Company no. 546163-D)

No. 250-251, Jalan Industri Galla 13, Kawasan Perindustrian Galla, 70200 Seremban, Negeri Sembilan Darul Khusus, Malaysia.

Date of Revision of Package Insert

2016-05-18




