
SUMMARY OF PRODUCT CHARACTERISTICS 

1.
NAME OF THE VETERINARY MEDICINAL PRODUCT

Tiacyclin

International non-proprietary name: doxycycline, tiamulin
2. QUALITATIVE AND QUANTITATIVE COMPOSITION

1 g contains:                                                                        

Active substance: 

Doxycycline hydrochloride…………………....……….…….50 mg

Tiamulin hydrogen fumarate………………………………….50 mg

Excipients:
Lactose ………..……….……………………………………....up to 1 g
3.
PHARMACEUTICAL FORM


Oral powder.

Light yellow powder.

4. 
CLINICAL PARTICULARS
4.1 
Target species 



Pigs.

4.2
Indications for use, specifying the target species
For treatment and prevention of dysentery, atrophic rhinitis, enzootic pneumonia, actinobacillis pleuropneumonia, Glasser’s disease, intestinal spirochetosis, salmonellosis, colibacillosis, necrotic enteritis caused by microorganisms sensitive to tiamulin and doxycycline.
4.3
Contraindications
Do not use in animals with renal failure.
Do not use in animals with individual hypersensitivity to the components of the drug.

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 ionophore antibiotics (monensin, lasalocid, narasin, salinomycin, maduramicin) within 7 days before and 7 days after the administration of Tiacyclin, as well as with oxidizing agents, anticid, kaolin, and drugs containing iron, magnesium, calcium, aluminium.
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 individual hypersensitivity or incidence of allergic reactions, stop using the drug, and start using antihistamines and symptomatic treatment.
In rare cases, at the beginning of the treatment there can be observed diarhhea, anal swelling, skin redness, but all these symptoms disapper without drug discontinuation in 5-8 days.
4.7 
Use during pregnancy, lactation 
Do not use in pregnant and lactating females.


4.8
Interactions with other medicinal products and other forms of interaction

Do not use simultaneously with ionophore antibiotics (monensin, lasalocid, narasin, salinomycin, maduramicin) within 7 days before and 7 days after the administration of Tiacyclin, as well as with oxidizing agents, anticid, kaolin, and drugs containing iron, magnesium, calcium, aluminium.

4.9
Amounts to be administered and administration route

Tiacyclin is administered with feed individually or by group method:
- with a therapeutic purpose: 2.5-3.0 kg/1 t of feed per day, that is equivalent to 100-120 mg/1 kg bw for 5 days;
-with a preventive purpose: 2.0-2.5 kg/1 t of feed per day, that is equivalent to 80-100 mg/1 kg bw.

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

Not found.
4.11 
Withdrawal periods



Meat and offal:15.
5. PHARMACOLOGICAL PROPERTIES
Tiamulin
Pharmacotherapeutic group: Pleuromutilins 

ATCvet code: QJ01XQ01
Doxycycline

Pharmacotherapeutic group: Tetracyclines

ATCvet code: QJ01AA02

5.1
Pharmacodynamic properties

Tiamulin is a macrolide antibiotic. It is active against Mycoplasma (M. hyopneumoniae, M. hyosynovoae, M. synoviae, M. Meleagridis), Spirochaetas spp. (Branchyspira hyodysenteriae, B. innocents, B. Suis), many gram-positive and gram-negative bacteria including Streptococcus spp., Staphylococcus spp., Arcanobacterium (Corynebacterium), Actinobacillus pleuropneumoniae, Clostridium perfringens, Lawsonia intracellularis, Mannheimia haemolitica, Pasteurella spp., Leptospira spp., Haemophillus spp., Bacterioides spp.
Tiamulin is bacteriostatic and inhibits protein synthesis. The product has a strong affinity for the ribosome, causing an inhibition of peptidyltransferases. As a result protein synthesis is stopped.
Doxycycline is a wide-spectrum tetracycline antibiotic. It ic active against gram-positive (Staphylococcus spp., Streptococcus spp., Actinomyces spp., Clostridium spp., Bacillus anthracis, Corynebacterium spp., Erysipelothrix spp., Lesteria spp.) and gram-negative (Haemophilus influenza, Haemophilus spp., Pasteurella multocida, Bordetella spp., Bartonella spp., Actinobacillus pleuropneumoniae, Campylobacter spp.) microorganisms , as well as Mycoplasma spp. (M. hyopneumoniae, M. hyorhinis, M. hyosynoviae, M. synoviae, M. meleagridis), Spirochaetas spp., Chlamydia spp., Rickettsia spp.

It acts by inhibiting protein synthesis at the ribosomal level, predominantly by binding to the 30S ribosomal subunits of bacteria. 

The complex of tiamulin and doxycycline has a synergistic effect by inhibiting protein synthesis in microbial cell at different levels.
6. 
PHARMACEUTICAL PARTICULARS
6.1
Incompatibilities
Do not use simultaneously with ionophore antibiotics (monensin, lasalocid, narasin, salinomycin, maduramicin) within 7 days before and 7 days after the administration of Tiacyclin, as well as with oxidizing agents, anticid, kaolin, and drugs containing iron, magnesium, calcium, aluminium.

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 0°C to 30°C. 
6.5
Nature and composition of immediate packaging

Produced in 50, 100, 150, 200, 250, 500, 1000, 5000, 10000 g paper polyethylene-coated bags or double polyethylene-coated bags or bags of laminated foil or metallized polyethylene film; 50, 100, 150, 200, 250, 500, 1000 g plastic jars; 5000 and 10000 g polymer buckets.
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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