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PRICE LIST – MEDICAL DEVICES CERTIFICATION – REGULATION (EU) 2017/745 (MDR) 

 

DOSSIER ANALYSIS FEES  

Assessment of application  1000  EUR 

Technical Dossier Analysis (review of technical documentation 
and specialist involved - clinician, veterinarian, …) 

class Is, Im, IR, IIa, IIb no implantable 
1600  EUR / day 

class IIb implantable, III 
1800  EUR / day 

Other Support / Assessment activities (report submitted to the 
Agencies, Vigilance Report, Commission art. 54, …)  

1800  EUR / day   (225 EUR / hour) 

QUALITY SYSTEM AUDITS CERTIFICATION, RECERTIFICATION, SURVEILLANCE, UNANNOUNCED, 
SUPPLIER, SUBCONTRACTOR  

Assessment of application  500  EUR  

Audit Time 1800  EUR / day   

Travelling Time of the Inspector 400  EUR / half day 

Periodical review of report (periodical review of specific report 
PMS, PSUR, PMCF, SSCP and Vigilance report) 

1800  EUR / day 

Technical dossier analysis (review of technical documentation 
and specialist involved)  

1800  EUR / day 

CERTIFICATION FEES and TRAVEL COST 

Certificate Issue 

Certificate Re-issue / changes 

500  EUR / each  

300  EUR / each 

Transfer cost  at cost   
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