
SUMMARY OF PRODUCT CHARACTERISTICS 

 
1. NAME OF THE VETERINARY MEDICINAL PRODUCT 

Phylamox 100% powder for the preparation of a solution for internal use for animal 
treatment (A.U.V.) 

 
2. QUALITATIVE AND QUANTITATIVE COMPOSITION 

One gram of powder contains: 
Amoxicillin trihydrate 1 g 

 
3. PHARMACEUTICAL FORM 

Powder for the preparation of a solution for internal use 
 
4. CLINICAL PARTICULARS 

 

4.1. Target species 

Domestic fowl (broiler chicken) and pig 
 

4.2. Indications for use, specifying the target species 

The veterinary medicinal product serves for the treatment of infectious diseases caused 
by amoxicillin-sensitive Gram-positive and Gram-negative bacteria in domestic fowl 
(broiler chickens) and pigs: 
Pigs: 
• Pasteurellosis (Pasteurella multocida) 
• Infections caused by Streptococcus suis 
• Pleuropneumonia of pigs (Actinobacillus pleuropneumoniae) 
• Glässer’s disease of pigs (Haemophilus parasuis) 
Domestic fowl: 
• Fowl cholera (Pasteurella multocida) 
• Colibacillosis (Escherichia coli) 

 
4.3. Contraindications 

The product should not be used in case of hypersensitivity to penicillin. 
 
4.4. Special warnings for each target species 

The product should be used on the basis of the results of antibiotic susceptibility tests, 
by taking into consideration the guidelines for the use of antimicrobial agents. 

 
4.5. Special precautions for use 

Special precautions for use in animals 

The uptake of the veterinary medicinal product may be influenced by the severity of the 
disease and the ambient temperature, which have to be taken into consideration when 
preparing the medicated drinking water. After the animals have consumed the 
medicated drinking water, medication-free drinking water should be made available to 
them. 
If the pigs to be treated fail to take up the necessary amount of active substance with the 
drinking water, parenteral treatment must be applied. 
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Special precautions to be taken by the person administering the medicinal product 

to animals 

The product may cause allergy or hypersensitivity reactions. Persons hypersensitive to 
penicillin should not handle the product. Persons handling the veterinary medicinal 
product must wear protective clothes, protective gloves and face mask. In case of 
accidental spillage onto skin or into eyes, it must be rinsed off with plenty of water. 
Inhalation of dust from the product should be avoided. If signs indicative of allergy 
(urticaria, swelling of the lips and eyelids, laboured breathing) develop, seek prompt 
medical advice and show the label or package leaflet of the product to the physician. 
 

4.6. Adverse reactions (frequency and seriousness) 

Allergy and anaphylactic shock, which may develop to all penicillins, including 
semisynthetic derivatives. It may be elicited even by doses lower than 1 IU. Penicillin 
may be harmful to the intestinal microflora, the nervous system and the blood vessels, 
and it can cause nausea. 

 
4.7. Use during pregnancy, lactation or lay 

The safety of the veterinary medicinal product has not been established during 
pregnancy and lactation. 

 
4.8. Interaction with other medicinal products and other forms of interaction 

Not known. 
 
4.9. Amounts to be administered and administration route 

 
Broiler chickens: 
20 mg Phylamox 100% powder for the preparation of a solution for internal use for 
animal treatment (A.U.V.)/kg body weight over a period of 3–5 days. 
The calculated amount of the veterinary medicinal product to be used for therapeutic 
purposes is mixed into a volume of drinking water taken up by the birds in 3 hours. 
Before treatment, drinking water must be withheld from the birds. 
 
Pigs: 
10–20 mg Phylamox 100% powder for the preparation of a solution for internal use for 
animal treatment (A.U.V.)/kg body weight over a period of 3–5 days.  
The calculated amount of the veterinary medicinal product to be used for therapeutic 
purposes is mixed into 5–10 litres of drinking water until complete dissolution, then the 
pre-diluted solution is poured into the pigs’ drinking water during constant mixing. 
Before treatment, drinking water must be withheld from the pigs. 
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The average daily drinking water intake of chicken and the dose of Phylamox 100% 
powder for the preparation of a solution for internal use for animal treatment (A.U.V.), 
calculated for 1000 birds: 
 

Age 
(weeks) 

Body weight 
(kg) 

Daily water 
consumption of 

1000 birds (litres) 

Three-hour water 
consumption of 

1000 birds (litres) 

Daily amount of 
Phylamox 100% 

powder for a 
solution for 
internal use 
A.U.V. (g) 

1 0.140 30 3.75 2.8 
2 0.300 60 7.50 6 
3 0.570 90 11.25 11.4 
4 0.880 120 15.00 17.6 
5 1.200 150 18.75 24 
6 1.600 180 22.5 32 
7 1.940 220 27.5 38.8 

Adult 3.0 300 37.5 60 

 
The average daily drinking water intake of pigs and the dose of Phylamox 100% powder 
for the preparation of a solution for internal use for animal treatment (A.U.V.): 
 

Age 
(weeks) 

Body weight 
(kg) 

Daily drinking water 
requirement (litres) 

Daily amount of 
Phylamox 100% powder 
for a solution for internal 

use A.U.V. 
5 10 1.3 0.1–0.2 

10 20 2.8 0.2–0.4 
12–13 30 3.9 0.3–0.6 

15 40 4.9 0.4–0.8 
17–18 50 6.0 0.5–1.0 

20 60 7.0 0.6–1.2 

 
The calculated amount of the product is measured out with a properly calibrated 
measuring instrument. 
 

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

Amoxicillin is a compound of low toxicity. Its acute LD50 in laboratory animals is 
higher than 5000 mg/kg body weight for any route of administration. Amoxicillin is not 
mutagenic, not carcinogenic and does not exert any adverse effect on reproductive 
functions. 
In chronic toxicity studies of amoxicillin administered to dogs in a dose of 2000 mg/kg 
body weight for 6 months, no adverse effect of any type occurred. 

 
4.11. Withdrawal period 

Domestic fowl (broiler chicken), edible tissues: 4 days 
Pig, edible tissues: 4 days 
The veterinary medicinal product is not authorised for the treatment of laying hens 
producing eggs intended for human consumption. 

 
5. PHARMACOLOGICAL PROPERTIES 

Pharmacotherapeutic group: beta-lactam antibiotics, veterinary ATC (ATCvet) code: 
QJ01CA04 
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5.1. Pharmacodynamic properties 

Amoxicillin is an antibacterial agent belonging to the group of aminopenicillins, which 
inhibits bacterial cell wall synthesis. 
All beta-lactam antibiotics act in the same way, preventing the synthesis of the cell wall 
of prokaryotic bacteria. Beta-lactams prevent the linkage of chains composed of 
alternating acetylmuramic acid (AcMa) and acetylglucosamine molecules and the 
establishment of a peptidoglycan skeleton of mesh-like structure by inhibiting 
transpeptidase and thus making impossible the linking of AcMa polypeptides. Namely, 
the beta-lactam ring has a configuration similar to the D-alanin terminal end of the 
AcMa pentapeptide and, thus, it acts as a competitive antagonist of the natural substrate 
of transpeptidase. The effect is irreversible. However, beta-lactams have multiple target 
sites for their action. They bind to enzymes (transpeptidase, carboxypeptidase, etc.) 
located on the inner side of the cell membrane, the so-called penicillin-binding proteins 
(PBP), and act at multiple target sites during peptidoglycan cell wall synthesis. Added 
up, these effects lead to the death of the bacteria, thus beta-lactams have bactericidal 
effect. 

 
5.2. Pharmacokinetic properties 

Amoxicillin is readily absorbed from the gastrointestinal tract, resists acid hydrolysis in 
the stomach, and has an average half-life of 17 hours. It is excreted in unchanged form 
via the kidney, through filtration and tubular secretion, within 6 hours of administration. 

 
6. PHARMACEUTICAL PARTICULARS 

 
6.1. List of excipients 

None. 
 
6.2. Major incompatibilities 

Do not mix Phylamox 100% powder with any other veterinary medicinal product. 
 

6.3. Shelf-life 

Shelf-life of the veterinary medicinal product as packaged for sale: 2 years. 
Shelf-life after first opening of the immediate packaging: the product must not be stored 
after first opening of the immediate packaging. 

 
6.4. Special precautions for storage 

Store the product in a dry place, protected from light, at a temperature not exceeding 25 
°C, in its original packaging. 

 
6.5. Nature and composition of immediate packaging 

80 g, in a polyethylene box closed with a polyethylene lid having a warranty seal. 
250 g, 1 kg, in polyethylene box closed with a polyethylene screw cap. 
 

6.6. Special precautions for the disposal of unused veterinary medicinal product or 

waste materials derived from the use of such products 

Any unused veterinary medicinal product or waste materials derived from such 
veterinary medicinal products should be disposed of in accordance with local 
requirements. 
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7. NAME OF THE MARKETING AUTHORISATION HOLDER 

Alpha-Vet Ltd. (place of business: Hoffherr A. u 38–40, H–1194 Budapest, Hungary) 
 
8. MARKETING AUTHORISATION NUMBER(S) 

2599/1/09 MgSzH ÁTI (80 g) 
2599/2/09 MgSzH ÁTI (250 mg) 
2599/3/09 MgSzH ÁTI (1 kg) 
 

9. DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION 

21 January 1999 / 2 September 2009 
 
10. DATE OF REVISION OF THE TEXT 

2 February 2012 
 
PROHIBITION OF SALE, SUPPLY AND/OR USE 

A veterinary medicinal product to be supplied only on veterinary prescription. 
For sale by those authorised to distribute veterinary medicinal products. 
 
 


