
SUMMARY OF PRODUCT CHARACTERISTICS 

1.
NAME OF THE VETERINARY MEDICINAL PRODUCT

Flexoprofen® 2.5%, 5%, 10% solution for injection

International non-proprietary name: ketoprofen
2. QUALITATIVE AND QUANTITATIVE COMPOSITION

1 ml contains:                                                                        

Active substance: 

Ketoprofen…………………....……….……. 25 mg, 50 mg, 100 mg
Excipients: 
L-arginine 
Benzyl alcohol

Citric acid

Water for injection
3.
PHARMACEUTICAL FORM


Solution for injection.


Colourless or light yellow clear solution.

4. 
CLINICAL PARTICULARS
4.1 
Target species 



Dogs, cats, horses, pigs and cattle.

4.2
Indications for use, specifying the target species
Treatment of:

- inflammatory diseases of musculoskeletal system (including arthritis, osteoarthritis, dislocation, edema, spinal disc herniation, synovitis, tendinous synovitis);
- pain syndrome of various etiologies (traumatic and postoperative pain, colic),  ;
- hyperthermia.
4.3
Contraindications
Do not use in animals with individual hypersensitivity to the drug and the other components of the drug.

Do not use in animals with peptic and duodenal ulcer, hemorrhagic syndrome, kidney or liver failure.

4.4
Special warnings for each target species



     None.
4.5 Special precautions for use
Special precautions for use in animals
Do not use simultaneously with other nonsteroidal anti-inflammatory drugs, glucocorticoids, anticoagulants, diuretics. Do not mix with other drugs in syringe.

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

Care should be taken when working with the drug, follow the general rules of personal hygiene and safety provided for the drug.  Do not eat, drink or smoke while using the product. Wash hands after use. Avoid direct contact with the drug if you are allergic to its componets. Do not use the container for household purposes after work with the drug. In case of accidental contact with skin or mucous membrane, wash thoroughly with a large amount of water. In case of allergic reactions or accidental ingestion, immediately contact a medical facility (please take the label and instruction for use).

4.6 Adverse reactions (frequency and seriousness) 
If the drug is used in accordance with the instruction, no adverse effects are observed. In case of individual hypersensitivity or incidence of allergic reactions, stop using the drug, and start using antihistamines.
4.7 
Use during pregnancy, lactation or lay
Do not use in pregnant females.

The drug may be used during the lactating period.


4.8
Interactions with other medicinal products and other forms of interaction

Do not use simultaneously with other nonsteroidal anti-inflammatory drugs, glucocorticoids, anticoagulants, diuretics. Do not mix with other drugs in syringe.

4.9
Amounts to be administered and administration route

Flexoprofen® 2.5%, 5%, 10% is administered to animals once a day for 1-5 days at the following doses:
- dogs and cats – by intravenous, subcutaneous or intramuscular route at a dose of 2 mg/kg bw;

- horses - by intravenous route at a dose of 2.2 mg/kg bw, during symptomatic treatment the drug is administered once at the same dose;

- pigs – by intramuscular route at a dose of 3 mg/kg bw;

- cattle – by intravenous or intramuscular route at a dose of 3 mg/kg bw.

4.10
Overdose (symptoms, emergency procedures, antidotes), if necessary

Loss of appetite, vomiting or diarrhoea can occur in case of overdose. 
4.11 
Withdrawal periods



Meat and offal: cattle – 5 days, pigs – 4 days


Milk: no restrictions
5. PHARMACOLOGICAL PROPERTIES
Ketoprofen

Pharmacotherpautic group: Anti-inflammatory, antirheumatic products, non-steroids, propionic acid derivatives.
ATC Vet Code: QM01AE03
5.1
Pharmacodynamic properties

Ketoprofen is a derivative of phenylpropionic acid, and belongs to the non steroidal anti inflammatory group of drugs. Like all such substances, its principal pharmacological actions are anti-inflammatory, analgesic and anti pyretic. The mechanism of action is related to the ability of ketoprofen to interfere with the synthesis of prostaglandins from precursors such as arachidonic acid.
6. 
PHARMACEUTICAL PARTICULARS
6.1
Incompatibilities
Do not use simultaneously with other nonsteroidal anti-inflammatory drugs, glucocorticoids, anticoagulants, diuretics. Do not mix with other drugs in syringe.

6.3
Shelf-life
Shelf life of the drug is 3 years from the date of manufacture.
6.4
Special precautions for storage

Keep away from food and feed. Store in closed original package in a place protected from direct sunlight at 5°C to 30°C. At 5°C the formation of ketoprofen crystals is possible, they disappear with increase in temperature and have no effect on the drug quality. 
6.5
Nature and composition of immediate packaging

Flexoprofen® 2.5% is produced in 5, 10, 20 and 50 mL dark glass vials of suitable capacity hermetically closed with a rubber stopper with an aluminium cap. Vials are packed in cardboard boxes with the instruction for use.

Flexoprofen® 5% and 10% are produced in 50 and 100 mL dark glass vials of suitable capacity hermetically closed with a rubber stopper with an aluminium cap. Vials of Flexoprofen® 5% are individually packed in cardboard boxes with the instruction for use.
.

6.6
Special precautions for the disposal of unused veterinary medicinal products or waste materials derived from the use of such products

Any unused veterinary medicinal product or waste materials derived from such veterinary medicinal product should be disposed of in accordance with local requirements.
PAGE  
Page 3 of 3

