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Purpose 

(eharmpur.de

Request listing of Perflunafen, Perfluorooctane, Hexafluoroethan and Octafluoropropan in the sub-
use implantable medical devices 

Description of the Products Marketed 

The above mentioned materials are used as key component for the manufacture of products, 
which are substantial implantable Medical Devices, i.e., ocular endotamponades acc. to ISO 16672 
and are used in retinal surgery. Each of our products consists of 100% of one the ultra-purified 
(inhouse process) substances mentioned above. These substances are active substances within 
the definition of medical devices, i.e., they are acting physically acc. to their special 
chemical/physical properties. 

Pharmpur as a legal manufacturer as well as contract manufacturer has a market share within the 
EEA market of of more than 200/0 for eye surgery products for vitreoretinal surgery and is 
marketing its products world-wide. 

0ur Proposal for Reclassification of the Derogation of these Substances for Use as Ophthalmic 
Endotamponades (Medical Devices) 
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