Required medical devices MA documentation
1. Product description: 
· 
· [image: image1]All the variants
· [image: image2]Intended use 
· [image: image3]Brochures, catalogues, advertising leaflet, or photographs highlighting the product 
2. Product specification:
· [image: image4]Quality and quantity composition (if required)
· [image: image5]Active substance data with method of analysis (if required)
· [image: image6]Data on material of human or animal origin (if required)
·  
List of general requirements in compliance with EU Directive Annex I (Checking list ) or List of all the   standards applying to sterilization and biological data (if required)
· [image: image7]EMC/ES and other tests or certificates (if required)
· Risk analysis as a part of Risk Management for the following products: class IIb and III that are under MDD,AIMD, List A and List B under IVDD
· [image: image8]Shelf life and stability data
· [image: image9]Final Quality Control/Certificate of Analysis/Test report per one lot
· [image: image10]Labelling, both English and Serbian language version
· [image: image11]Package insert /Instructions for Use/Service Manual, both English and Serbian language version
· [image: image12]Clinical Data (if required) 
 

ADMINISTRATIVE DATA (Original documents or copies certified by local notary public)
· [image: image13]EC-certificate (if required)
· [image: image14]ISO-certificate (if required)
· [image: image15]Declaration of conformity
· [image: image16]GMDN or EDMA code
· [image: image17]Free sale certificate
· [image: image18]Product liability insurance policy
[image: image19]Distributive agreement, both English and Serbian language version, or confirmation of being representative (general or representative office) issued by Serbian authorities
[image: image20]Manufacturer´s statement that the technical documentation can be made available to the Medicines and Medical Devices Agency of Serbia upon request 
  

