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Research & Development

Veterinary medicinal products have to comply with 
regulatory requirements regarding quality and safety 
for animals, humans and their environment. Next to 
that, efficacy has to be demonstrated before a marketing 
authorisation can be granted. Also, for nutraceuticals, 
fact based solutions are demanded. Therefore good 
research and innovation are essential for improvements 
in Healthy Livestock.

Over time, Dopharma has acquired a lot of in-house 
expertise on pharmaceutical development, safety studies 
(tolerance, residues, ecotox) and (pre)clinical studies 
(pharmacodynamics, pharmacokinetics and field trials).

Our research is performed according to the highest 
requirements. Studies are conducted under GLP 
conditions in our certified facilities. There are two 
laboratories and a research farm present. This is an 
example of what we stand for: combining science with 
practice. As knowledge driven entrepreneur we combine 
creativity with common sense.

Dopharma is your partner to make your 
ambitions come true: 
healthy livestock, healthy results

Dopharma Research & Development

Product development

Dopharma is not ‘just a generic’ company, but also 
provides innovative products and solutions. Our product 
development is based on feedback from our customers, 
social and scientific developments. 

Some examples of these developments are: 
• unique registrations, for example Phenoxypen® WSP 
 and Melovem® 30 mg/ml;
• adding target animals for a successful product:  
 Doxylin® 50% extended with additional species: turkey;
• additional indications, e.g. pain relief after dehorning 
 of calves or castration of piglets with Melovem®;
• user and animal friendly dosage or administration  
 regimes with Melovem® in 3 concentrations and  
 2 presentations;
• user friendly packaging: the EasyStack plastic jar;
• adding more countries to the Marketing Authorisation 
 like Sodium Salicyl® 80% WSP and Fludoprex® now  
 authorised in many European countries. 
 
For each of these product improvements, the required 
studies are performed by Dopharma. 
 



Pharmaceutical research laboratory
•  Formulation research
•  Optimization of production processes
•  Process validations
•  Development and validation of analytical methods
•  Stability studies

Bio-pharmaceutical research laboratory
•  Development of analytical methods in biological  
  matrices and validation in accordance with EMA/FDA 
  guidelines.
•  Analyzing concentrations of medicines in blood, 
  edible tissues (muscle, kidney, liver, fat, skin), milk, 
  eggs and manure.
•  Analysis of research study samples from the   
 experimental farm.
•  Techniques used are: HPLC, UPLC, mass spectrometry  
 (MS).

Experimental farm
•  Animal trials to determine safety and efficacy of 
 new products. 
•  Housing facilities for cattle, horses, pigs and poultry 
  meeting the latest requirements related to animal 
  welfare.

To obtain and maintain our marketing authorisations, we 
need to perform research at different levels:

Pharmacovigilance
The main goal of pharmacovigilance is to monitor and 
guard the safety and efficacy of (veterinary) medicinal 
products after registration. Pharmacovigilance is a 
joint effort of government, industry, veterinarians and 
end users. After all, a safe and effective product is to 
everyone’s advantage.

The knowledge obtained through pharmacovigilance is 
used to maintain a correct and up-to-date picture of the 
safety and efficacy profile of each authorised product, the 
so-called benefit/risk balance. 

Regulatory Affairs

Once all research resulted in the required data, the 
Regulatory Affairs officers prepare the registration 
dossier, to be submitted to the European or national 
competent authorities. A specialized team works on 
this either at the headquarter in Raamsdonksveer or at 
Dopharma France in Vair-sur-Loire. In order to finalize 
the registration procedure as swiftly as possible, the 
regulatory affairs teams work closely together with each 
other, our local sales teams and/or distributors. Our 
internal pay off “Together strong” certainly applies here. 



Dopharma Research Marketing Authorisations in Europe
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Doraflox®

Amoxy Active®
DK, FR, EE, LT, LV  =  Amdocyl

Amoxy Active® CTD
FR, LT  =  Amdocyl® CTD 697 mg/g     
ES  =  Aviamox 697 mg/g

Butagran Equi® 

Coldostin®

Dexa-ject®
DK, FI, IS, NO, SE  =  Dexaject®

Distocur®

Flordofen® 300 mg/ml
DK  =  Flordofen®

Doxylin® 50% WSP
EL, HR  =  Doxycycline 50%
DK, LT  =  Doxylin® Vet
HU, PT  =  Doxylin® 50%
PL  =  Doxymed 50 

Doxylin® CT WSP
DE, EE, IE, PL, UK  =  Doxylin® 433 mg/g
FR  =  Doxylin® 867 mg/g

Doxylin® 100%
DK, PL  =  Doxymed
FR  =  Doxylin® 867 mg/g
IT  =  Doxylin® 1000 mg/g

Dozuril® 25 mg/ml
DK  =  Dozuril®

Dozuril® 50 mg/ml
DK  =  Dozuril® Oral suspension

Flordofen® 100 mg/ml

Fludoprex®

Melovem®

Phenoxypen®
DK  =  Phenoxylin®      
ES  =  Avipen®

Tylogran®

Sodium Salicyl®
DK  =  Sodilin®
ES  =  Sintem®
FR  =  Salivet®
PL  =  Salimed®

Tildosin® 250 mg/ml
ES, EE, IE, LT, LV, UK  =  Pulmovet® 250 mg/ml 

T.S.-Sol® 20/100 mg/ml
ES, PL, UK  =  Trimsulfasol® 20/100 mg/ml

We are 100% dedicated to livestock and committed to make a significant 
contribution to the future of livestock farming. Our mission is to use our expertise 
and knowledge to support the continuous development of livestock farming. Our 
focus is to create innovative solutions and to manufacture high quality and 
effective products which are safe for animals, humans and their environment.

For more information: Dopharma - Zalmweg 24 - 4941 VX Raamsdonksveer - the Netherlands - www.dopharma.com - cs@dopharma.com 07
-2
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