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NOTE 
From: General Secretariat of the Council 
To: Delegations 
Subject: List of WK documents distributed in the Working Party on Pharmaceuticals 

and Meidcal Devices during the second half of 2016 
  

Delegations will find attached a list of working papers (WK) distributed to the Working Party on 

Pharmaceuticals and Medical Devices in the second half of 2016 under the SK Presidency. 
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ANNEX 

 

Reference Nr. Creation Date Subject 
WK 1997 2016 INIT 21/12/2016 Proposal for a Regulation of the European 

Parliament and of the Council on 
medical devices, and amending Directive 
2001/83/EC, Regulation (EC) No 
178/2002 and Regulation (EC) No 1223/2009 
Proposal for a Regulation of the European 
Parliament and of the Council on in 
vitro diagnostic medical devices 

WK 1787 2016 INIT 13/12/2016 Proposal for a Regulation of the European 
Parliament and of the Council on in 
vitro diagnostic medical devices 

WK 1786 2016 INIT 13/12/2016 Proposal for a Regulation of the European 
Parliament and of the Council on medical devices, 
and amending Directive 2001/83/EC, Regulation 
(EC) No 178/2002 and Regulation (EC) No 
1223/2009 

WK 562 2016 INIT 25/10/2016 Proposal for a Regulation of the European 
Parliament and of the Council on 
medical devices, and amending Directive 
2001/83/EC, Regulation (EC) No 
178/2002 and Regulation (EC) No 1223/2009 
Proposal for a Regulation of the European 
Parliament and of the Council on in 
vitro diagnostic medical devices 

WK 559 2016 INIT 25/10/2016 Proposal for a Regulation of the European 
Parliament and of the Council on in 
vitro diagnostic medical devices 

WK 554 2016 INIT 24/10/2016 Proposal for a Regulation of the European 
Parliament and of the Council on medical devices, 
and amending Directive 2001/83/EC, Regulation 
(EC) No 178/2002 and Regulation (EC) No 
1223/2009 

WK 546 2016 INIT 12/10/2016 Proposal for a regulation amending Regulation 
(EC) No 726/2004 laying down 
Community procedures for the authorization and 
supervision of medicinal products 
for human and veterinary use and establishing a 
European Medicines Agency 
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WK 543 2016 INIT 10/10/2016 Proposal for a regulation amending Regulation 
(EC) No 726/2004 laying down 
Community procedures for the authorization and 
supervision of medicinal products 
for human and veterinary use and establishing a 
European Medicines Agency 

WK 496 2016 INIT 13/09/2016 Proposal for a Regulation of the European 
Parliament and of the Council on 
medical devices, and amending Directive 
2001/83/EC, Regulation (EC) No 
178/2002 and Regulation (EC) No 1223/2009 
 
Proposal for a Regulation of the European 
Parliament and of the Council on in 
vitro diagnostic medical devices 

WK 478 2016 ADD 4 20/09/2016 Proposal for a regulation amending Regulation 
(EC) No 726/2004 laying down 
Community procedures for the authorization and 
supervision of medicinal products 
for human and veterinary use and establishing a 
European Medicines Agency 

WK 478 2016 ADD 3 13/09/2016 Proposal for a regulation amending Regulation 
(EC) No 726/2004 laying down 
Community procedures for the authorization and 
supervision of medicinal products 
for human and veterinary use and establishing a 
European Medicines Agency 

WK 478 2016 ADD 2 12/09/2016 Proposal for a regulation amending Regulation 
(EC) No 726/2004 laying down 
Community procedures for the authorization and 
supervision of medicinal products 
for human and veterinary use and establishing a 
European Medicines Agency 

WK 478 2016 ADD 1 07/09/2016 Proposal for a regulation amending Regulation 
(EC) No 726/2004 laying down 
Community procedures for the authorization and 
supervision of medicinal products 
for human and veterinary use and establishing a 
European Medicines Agency 

WK 478 2016 INIT 05/09/2016 Proposal for a regulation amending Regulation 
(EC) No 726/2004 laying down 
Community procedures for the authorization and 
supervision of medicinal products 
for human and veterinary use and establishing a 
European Medicines Agency 
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WK 477 2016 INIT 02/09/2016 Proposal for a Regulation of the European 
Parliament and of the Council on medical devices, 
and amending Directive 2001/83/EC, Regulation 
(EC) No 178/2002 and Regulation (EC) No 
1223/2009 
 
Proposal for a Regulation of the European 
Parliament and of the Council on in vitro diagnostic 
medical devices 

WK 476 2016 INIT 01/09/2016 Proposal for a Regulation of the European 
Parliament and of 
the Council on in vitro diagnostic medical devices 

WK 475 2016 INIT 31/08/2016 Proposal for a Regulation of the European 
Parliament and of the Council on medical devices, 
and amending Directive 2001/83/EC, Regulation 
(EC) No 178/2002 and Regulation (EC) No 
1223/2009  

WK 471 2016 INIT 20/07/2016 Proposal for a regulation amending Regulation 
(EC) No 726/2004 laying down Community 
procedures for the authorization and supervision of 
medicinal products for human and veterinary use 
and establishing a European Medicines Agency  
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