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{1} $terile Bone Gement
(1 ) Steril Kemik eimentosu
(2) $terile Bone Cement with Antibiotic
(Q Steril Antibiyotikti Kemik eimentosu
(31 $torlle Spacer with Antibtoilc
(3) Steril Antibiyotikti Arctayrct
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szutest' Notified Body 2199, dedares that the aforemen{qned manufacturer has imp.lementq|a quality assursnce systemaccording to Annex ll (excluding section 4), sestlon'tof the direcrive i3iaiiEEc ;; medical devices. rhis iualliy a'suianco Eystemcovers those aspects of manuiac'turing o6ncemeo witi securing uno rainGinrng safe conditions of the respec,tive produc{(s) and;",*,trJ:,[:#l:lff"Tili",lff:1il:;;;p;;;il;;;ffi.rtiliJ';ili;&io surve'*nce puo,""itJnnnex ,, seaion 5 or
szulest must be lnformed of any significant dlanges ln.the-design and/or construction oJ the product(s). For class I deviceswith sterile conditions lhe quality managdent tJtetn eLtuauon is red''tricrcJio $il'aspects of manuacruiri6nrl**o wirh securingand rnaintainlng strerile condittons' For ilass r aeiices with r"as-uringn nciLiriie'iuaritv management systsm €varuatjon isrestticted to the aspects of manufacture mn."r"i *ttii'ttre con-tormity oiil" olirr"il *th metrologicar requiranrents

2195 klmlik numarah anaylanmrg Kurulug $zule st, yukanda betirillen ilreticinin 93/42JAT Thbi cihaz yvnetmettgt EK fi(nadde4 harig) madde 3'ane gdre bir iatite viruiii tiute*i-iwdaag'n,, ii iiirii-iiirini, ydnetmetiQinsad€ce barsi ge*n ijrijnilnilrettminin si)venlik kosultartnr safitaia ,, aerim iii*ii tte itg-irt guiiiri;ii"xiii,il11g,r, beyan ader. onaytanan bu kattto y,nettmsistemi,-e1t4uAr nb6i cihaz voietnefit Eiii, n^;i:i1!_i1e;;;;;;; 
"hi,;;'iligy*, ve habersiz saha denetimtertne tabidtr.uretici' ariinterinin ta:?!!nyd.9 

'" wiii*a"- gerwneiilaigi tiniiiti aigisittixterf szuleste bitdirmek zoruncrsdr. sterilkondisvondeki 
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! urilnler isi katite voieti* iitu,;i i;i;rl;r;ik;;"iiiitiiii'it"rit.kordisy:nynsag/aamasr ve korunmaayla
"g!'/:k:,f,:f;:i,i!;ivon, srtirr r am,niii,ii'kinliiti:,i;;;i;;i;;;;,#;;;;;;; o*ilmin cihaztann metrctajik rarttsra uyum,jftu
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