
SUMMARY OF PRODUCT CHARACTERISTICS 

1.
NAME OF THE VETERINARY MEDICINAL PRODUCT

Toltrax 5%

International non-proprietary name: toltrazuril

2. QUALITATIVE AND QUANTITATIVE COMPOSITION

1 ml contains:                                                                        

Active substance: 

Toltrazuril……………………………………...50 mg
Excipients: 

Propylene glycol 

Citric acid

Sodium hydroxide

Bentonite

Docusate sodium

Xanthan

Propionic acid

Simethicone……..………..……….…………….up to 1 ml

3.
PHARMACEUTICAL FORM


Oral suspension.


Wight suspension, moderately viscous at room temperature.

4. 
CLINICAL PARTICULARS
4.1 
Target species 



Piglets, lambs, goats, calves, rabbits and puppies.
4.2
Indications for use, specifying the target species
Treatment and prevention of coccidiosis in piglets, lambs, goats, calves, rabbits and puppies.

4.3
Contraindications
Do not use in animals with individual hypersensitivity to the components of the drug.

Do not use dairy cows.

Do not use in adult ruminants.
4.4
Special warnings for each target species



     None.

4.5 Special precautions for use
Special precautions for use in animals
None.

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. Wash hands after use. Do not handle the product if you have signs of allergic, respiratory, gastrointestinal diseases or skin damage. In case of accidental contact with skin or mucous membrane, wash thoroughly with a large amount of water. Avoid direct contact with the drug if you are hypersensitive to its componets. 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 allergic reactions, use antihistamines and symptomatic drugs.
4.7 
Use during pregnancy, lactation or lay
Do not use in pregnant and lactating females.


4.8
Interactions with other medicinal products and other forms of interaction

Not found.

4.9
Amounts to be administered and administration route

Toltrax 5% is administered by oral route individually or by group method at the following

doses:

- piglets, beginning at the age of 3 days: once at a dose of 0.4 ml of suspension per 1 kg bw, not less than 0.5 ml and not more than 2 ml per animal;

 - calves, beginning at the age of 5 days: once at a dose of 3 mL of suspension per 10 kg bw;

- lambs and goats, beginning at the age of at 2 weeks: once at a dose of 4 ml of suspension per 10 kg bw;

- rabbits, beginning at the age of 4 weeks: once at a dose of 0.14 ml of suspension per 1 kg bw;

- puppies, beginning at the age of 12 days: once a day at a dose of 0.2 ml of suspension per 1 kg bw for 3 days.

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

In case of overdose, there can be observed loss of appetite, increased water consumption and weight loss.

4.11 
Withdrawal periods



Piglets: 91 days;

Lambs, goats, calves, rabbits: 70 days.

5. PHARMACOLOGICAL PROPERTIES
Toltrazuril
Pharmacotherapeutic group: Antiprotozoal

ATCvet code: QP 51AJ01
5.1
Pharmacodynamic properties

Toltrazuril has a wide spectrum of anticoccidial activity against Eimeria acervulina, Eimeria maxima, Eimeria tenella, Eimeria brunetti, Eimeria necatrix, Eimeria mitis, Eimeria praecox, Eimeria hagani, Eimeria adenoides, Eimeria meleagrimitis, Eimeria anceris, Eimeria truncata, etc.

It blocks respiratory enzymes, damages mitochondria and nuclear fission, which violates the process of formation of macrogametocites.
.
6. 
PHARMACEUTICAL PARTICULARS
6.1
Incompatibilities

Not found.
6.3
Shelf-life
Shelf life of the drug is 2 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. 
6.5
Nature and composition of immediate packaging

Produced in 10, 20, 250, 500 and 1000 ml glass or plastic vials with screw caps.

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.
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