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Dear Madam, dear Sir 
 
This year we celebrate the 30th anniversary of Five Office and we thank you heartily for 
the trust and loyalty you have shown to our company. 
 
Are you also sometimes short of time or do you have the feeling that time is flying by  
so quickly that important jobs are left undone? 
That is where we can help. Our experienced Regulatory Team will be pleased to support 
you. We can provide solutions tailored to your requirements in the following fields: 
 

 Marketing authorisation applications (NCE, Fast Track, Orphan Drug), generic and 
biotechnological drugs 

 Maintenance of authorisations 
CMC variations type I and type II, clinical variations (new indications, new dose 
recommendations, new information relevant to safety), labelling variations 

 Transfer of authorisations, change of the product name / authorisation holder 

 Product information (SmPC, patient information, abbreviated prescribing information) 

 Compilation of GSASA questionnaires 

 Application for reimbursement by insurance companies (BAG) 

 Strategic advice concerning national and international authorisations 

 Support in pharmacovigilance 

 Vetting of advertising material 

 Provision of a qualified person / replacement 

 
If you so wish, we would be pleased to provide support on-site at your premises. 
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In the last 18 months – since the creation of the Regulatory department at Five Office Ltd – 
we have supported national and international pharmaceutical companies in all areas 
important for marketing authorisations: 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Your success is our ambition and you can rely on our budget estimates and our  
volume based special conditions. 
 
 
 
 
 
 
 
 
 
 
 
 
We look forward to our continued collaboration or to counting you among our new 
customers very soon. 
 
Give us a quick call right away and take advantage of our special conditions. 
 
Or perhaps you would like to skype, climb or discover the stars with us. 
The tiger is also expecting you! 
 
Join in our competition and be a winner with Five Office Ltd. 
 
 
Best regards 

Five Office Ltd 
 
 
 

Dr Dorothee Stern Sabine Ellenberger 
Regulatory Affairs Manager Regulatory Affairs Manager 
 

Combined Sales Clinical Research and Regulatory MAA = Marketing Authorisation Application 

We offer volume based rebates Sales Life Science 

Distribution Regulatory Projects 2006-2007 




