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1.2 Annex 5.15 Copies of Marketing Authorisations 

Marketing Authorisations Helicap 37 kBq Capsule in EEA 
 
Country MAH no First Appr. 

date  
mm/yy1) 

Austria   AT 4-00034 A-01/08 

Cyprus  CY 20049 A-10/06 

Germany DE 62598.00.00 A-09/05 

Netherlands  NL RVG 32317 A-10/05 

Polen   PL PL/RPL-4001-104/10 & 16727 A-04/10 

Portugal   PT 5580287 A-09/05 

Sweden   SE 19308 A- 04/04 

Slovenia  SI 5363-I-956-10 A-05/10 

 
 
End of renewal procedure 2009-04-16 

 
Last Approval letters are enclosed overleaf. 











































End of Renewal Procedure 

RReeffeerreennccee  MMeemmbbeerr  SSttaattee  
EEnndd  ooff  RReenneewwaall  PPrroocceedduurree    

  
1. This document is sent by 
 
RMS .................................................................... Sweden 
 
Contact point project team leader ........................
Phone ...................................................................
E-mail address .....................................................

 
Ann Jaleby 

 +46 18 17 42 40 
 ann.jaleby@mpa.se 

 
Date/Day of procedure ........................................

 
19 February 2009/Day 60 

 
 
2. Product related information 
 

Name of the product in the RMS ..........................  Helicap 

Name of the active substance ...............................  14C Urea 

Applicant ..............................................................  Kibion AB, Uppsala, Sweden 

Procedure number ................................................  SE/H/521/001/R/01 

Date of first authorisation .....................................  16 April 2004 

International/European birth date .........................        

Common renewal date ..........................................  16 April 2009 
 
 
3. Recommendation 
 

a) The product is: 

Renewable .................................................................................   

Not Renewable ..........................................................................   
 

b) Validity of renewal: 

The renewal can be granted with unlimited validity .................   

One additional five-year renewal is required ............................   

 
c) Changes in the SPC, labelling or PL: 

During the renewal procedure it was agreed that the MAH will submit a variation to amend the 
SPC, PL or labelling 

Yes.............................................................................................   

No..............................................................................................   
 

d) The next PSUR should be submitted within 60 days from the next data lock point (DLP) 1 
September 2011.  

 
 



End of Renewal Procedure 

4. Attached documents 
 
Please find attached the following documents: 

Approved SPC...................................................................................   

Approved PL .....................................................................................   

Approved labelling............................................................................   
 

 


