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Product identification

Medicine name:
Denagard 125 mg/ml - Lösung zum Eingeben über das Trinkwasser für Tiere

Active substance:
Tiamulin hydrogen fumarate

Target species:
Turkey (hen)
Chicken
Pig

Route of administration:
In drinking water use

Product details

Active substance and strength:
Tiamulin hydrogen fumarate
125.00 milligram(s) / 1.00 millilitre(s)

Denagard 125 mg/ml - Lösung
zum Eingeben über das
Trinkwasser für Tiere

Tiamulin hydrogen fumarate

Not
authorised

https://medicines.health.europa.eu/veterinary/en/600000083536


Pharmaceutical form:
Oral solution

Withdrawal period by route of administration:
In drinking water use:

 4 day 25 mg Tiamulinhydrogenfumarat/kg KGW/Tag- Meat and offal.

•
Turkey (hen)

 0 day 25 mg Tiamulinhydrogenfumarat/kg KGW/Tag- Eggs.

 2 day 25 mg Tiamulinhydrogenfumarat/kg KGW/Tag- Meat and offal.

•
Chicken

 7 day

8-10 mg bzw. 15-25 mg Tiamulinhydrogenfumarat/kg KGW/Tag

- Meat and offal.

•
Pig

Anatomical therapeutic chemical veterinary (ATCvet) codes:
QJ01XQ01

Legal status of supply:
Veterinary medicinal product subject to veterinary prescription

Authorisation status:
Surrendered

Authorised in:
Austria

Package description:
Available only in German
Available only in German
Available only in German
Available only in German

https://medicines.health.europa.eu/veterinary/de/node/432017/printable/pdf
https://medicines.health.europa.eu/veterinary/de/node/432017/printable/pdf
https://medicines.health.europa.eu/veterinary/de/node/432017/printable/pdf
https://medicines.health.europa.eu/veterinary/de/node/432017/printable/pdf


Additional information

Entitlement type:
Marketing Authorisation

Legal basis of product authorisation:
Full application - New active substance (Article 12(3) of Directive No 2001/82/EC)

Marketing authorisation holder:
Elanco GmbH

Marketing authorisation date:
6/06/1979

Manufacturing sites for batch release:
Elanco France S.A.S.

Responsible authority:
Austrian Agency For Health And Food Safety

Authorisation number:
16507

Date of authorisation status change:
31/01/2023

To consult adverse reactions on veterinary medicinal products please go to
www.adrreports.eu/vet
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Labelling
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language below.
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