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i) Declaration of conformity,

i) Copy of the label, packaging and instructions for use (in all languages requested by the countries where the
device is marketed),

iii) Notified Body certification (where relevant),
iv) Post market surveillance process and data, vigilance reports and complaints, processes and data
v) Technical documentation relevant to market surveillance investigation being undertaken by the Member State,
vi) Relevant clinical data / notification,

vii) Details of any distributors / suppliers putting the CE marked devices on the market,
viii) Incident reports and corrective actions taken.
2000000000000 00O000O000O000oODooOooooooOoooooon
OO0009%//EECMDDO OO DNMO0O0O0OOIDO0OODOOOO0O0O0OOOOODOO0O0OOOOOO
OO000000ooo/o0booooooooMbbO00000oOoDoOODOOoOOOoOoOoODOnDOMPGO
MPGLUOOUOOOUODOODUOOoOooooooooobooooiloooooooooooooooo
oood
OO0000000000D0O0DO0D00oo0oo0oooooooDoD0oDooooooooooomog
OOOMHRAODOOOONANBNIDOOOOODOOODOOOOOOoUoooooooooooouno
OO0o0O00O00O0O0oODIMDIODOO
Jdooooooooooooon

gobobobboogodooMEDDEV2S-100 0000000 ODO00ooooooboobood
goobobboooooooobon

guoduobbbboooouobbobbooooubbbboooubbbbuooobobbbon
gobobbboooooobobbbdoooooboobbboooooobboobobboooad
guooubbbuogooobbuoooobbbboooobbbbouooao



4000
guoduobbbboooouobbobbooooubbbboooubbbbuooobobbbon

oboodboocebooboboobuooboboobuoobobo0obU0o0obDbU0ObUOUObDDEEA(DOE
UOEFTA)OODOOODDOO0ODO0OO0ODDOO0O0DOO00ooDoOoobooobooobooooooo

guodoobbogogad

/00000000 boob0oooDboob0oooDboobDooDboobDoooDbOoUooOoO
gobobobboooooobboobobod

2000000cCceiboooboobobooboobobooboobbuoobooo
Joooboooobooboobbuooboooob

A/0000000b0oobbooobuooboobo


http://www.tcpdf.org

