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CERTIFICATEÿOFÿANALYSIS
5,5ÿMMÿDENTEGRISÿTAPEREDÿIMPLANT TESTÿ

FORÿREVERSEÿBACTERIALÿINTEGRITY

ProductÿCodes:

Manufacturer:ÿÿ

Sterileÿ5,5ÿmmÿDentegrisÿStraightÿImplantsÿwithÿthe 
correspondingÿTitanium-Abutmentsÿ(SterileÿImplantate 
5,5ÿmmÿmitÿdenÿzugehörigenÿTitanaufbauten) 
DentegrisÿDeutschlandÿGmbH

Accordingÿ toÿ theÿQualisÿIn-HouseÿMethodÿ `ReBIT-1d´ÿ (ReverseÿBacterialÿ IntegrityÿTest)ÿTitanium-Abutments 
5,5ÿmmÿ (fiveÿ specimen)ÿwereÿ testedÿ forÿ Integrityÿwithÿ theeÿ Implantsÿofÿ theÿcorrespondingÿdiameterÿ (Qualis 
reportÿ0808.2752).ÿThereforÿsterileÿ implantsÿwereÿcontaminatedÿonÿ theÿ innerÿ lumenÿwithÿ5ÿµlÿofÿaÿbacterial 
suspensionÿ (>108ÿCfU/ml)ÿandÿ thenÿ theÿ titaniumÿabutmentÿwasÿmountedÿonÿ theÿcorrespondingÿ implantÿwith 
theÿcentralÿscrew.ÿForÿ thisÿ theÿDentegrisÿRatchetÿwithÿhexagonalÿWrenchÿwasÿusedÿatÿaÿ torqueÿofÿ35ÿNcm. 
AfterÿaÿdisinfectionÿstepÿofÿtheÿouterÿsurfaceÿofÿtheÿjoinedÿdevicesÿaÿTestÿofÿSterilityÿwasÿperformedÿforÿ5ÿdays. 
Afterÿ theÿ sterileÿ openingÿ ofÿ theÿ systemÿ aÿ growthÿ promotionÿ testÿ (gpt)ÿ wasÿ performedÿ followedÿ byÿ an 
identificationÿofÿtheÿdetectedÿbacteria.

ReverseÿBacterialÿIntegrityÿTest

 TestÿofÿSterilityÿafterÿcontaminationÿofÿtheÿinnerÿlumenÿwithÿStaphylococcusÿaureusÿwasÿpassed
 Growthÿpromotionÿtestÿshowedÿbacterialÿgrowth
 ConfirmationÿofÿStaphylococcusÿaureusÿinÿtheÿgpt

TheÿdevicesÿofÿtheÿsystemÿareÿconsideredÿtoÿbeÿBACTERIALÿTIGHT asÿ
forÿtheÿtestedÿstrain,ÿnoÿbacteriaÿcouldÿmoveÿfromÿtheÿinnerÿlumen toÿ

theÿouterÿsurfaceÿwithinÿtheÿtestedÿ5ÿdays.

_______________________________ 
Dr.ÿWalterÿZwisler,ÿSiteÿManager

________________________________ 
Dr.ÿChristianÿDraing,ÿStudyÿDirector
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