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To whom it may concern, 

Information to support the application of Article 97 of the Medical Device Regulation (EU 
2017/745; MDR) to legacy devices for which the MDD or AIMDD certificate expires or has 
expired before the issuance of a MDR certificate 

This letter is issued pursuant to the principles laid out in MDCG 2022-18 to support the manufacturer’s 
application for derogation under Article 97 of the MDR for the legacy devices (as described by MDCG 2021-5 
and to which Article 120(3) of the MDR applies) identified below. 

 

Legacy devices covered by this letter 

This letter is limited to covering the following devices only: 

Device name Type/ model/ref number Basic UDI-DI Israel 

Drill Bit TD-1.2 729011127DRILLS92 

Drill Bit TD-1.5 729011127DRILLS92 

Drill Bit TD-2.5 729011127DRILLS92 

Drill Bit TD-2.8 729011127DRILLS92 

Drill Bit TD-3.2 729011127DRILLS92 

Drill Bit TD-3.65 729011127DRILLS92 

Drill Bit TD-4.0 729011127DRILLS92 

Drill Bit TD-4.5 729011127DRILLS92 

Drill Bit TD-5 729011127DRILLS92 

Drill Bit TD-5.5 729011127DRILLS92 

Conical Drill Bit TDC-2.2 729011127DRILLS92 

Conical Drill Bit TDC-2.7 729011127DRILLS92 

Conical Drill Bit TDC-3.3 729011127DRILLS92 
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Conical Drill Bit TDC-3.7 729011127DRILLS92 

Conical Drill Bit TDC-4.0 729011127DRILLS92 

Conical Drill Bit TDC-4.5 729011127DRILLS92 

Conical Drill Bit TDC-5.0 729011127DRILLS92 

Conical Drill Bit TDC-5.5 729011127DRILLS92 

Conical Drill Bit with irrigation TDCI-2.2 729011127DRILLS92 

Conical Drill Bit with irrigation TDCI-2.4 729011127DRILLS92 

Conical Drill Bit with irrigation TDCI-2.7 729011127DRILLS92 

Conical Drill Bit with irrigation TDCI-3.3 729011127DRILLS92 

Conical Drill Bit with irrigation TDCI-3.65 729011127DRILLS92 

Conical Drill Bit with irrigation TDCI-3.7 729011127DRILLS92 

Conical Drill Bit with irrigation TDCI-4.0 729011127DRILLS92 

Conical Drill Bit with irrigation TDCI-4.2 729011127DRILLS92 

Conical Drill Bit with irrigation TDCI-4.5 729011127DRILLS92 

Conical Drill Bit with irrigation TDCI-5.0 729011127DRILLS92 

Conical Drill Bit with irrigation TDCI-5.2 729011127DRILLS92 

Conical Drill Bit with irrigation TDCI-5.5 729011127DRILLS92 

Conical Drill Bit with irrigation TDCI-7.5,8 729011127DRILLS92 

Counter Sink TDCS-3.7-4.2 729011127DRILLS92 

Counter Sink TDCS-5-6 729011127DRILLS92 

Guide Drill Bit TDG-1.5,19 729011127DRILLS92 

Guide Drill Bit TDG-2,17 729011127DRILLS92 

Guide Drill Bit TDG-2,21 729011127DRILLS92 

Guide Drill Bit TDG-2,25 729011127DRILLS92 

Guide Drill Bit TDG-2,30 729011127DRILLS92 

Guide Drill Bit TDG-2.5,17 729011127DRILLS92 

Guide Drill Bit TDG-2.5,21 729011127DRILLS92 

Guide Drill Bit TDG-2.5,25 729011127DRILLS92 

Guide Drill Bit TDG-2.5,30 729011127DRILLS92 

Guide Drill Bit TDG-2.8,17 729011127DRILLS92 

Guide Drill Bit TDG-2.8,21 729011127DRILLS92 

Guide Drill Bit TDG-2.8,25 729011127DRILLS92 

Guide Drill Bit TDG-2.8,30 729011127DRILLS92 

Guide Drill Bit TDG-3.2,17 729011127DRILLS92 

Guide Drill Bit TDG-3.2,21 729011127DRILLS92 

Guide Drill Bit TDG-3.2,25 729011127DRILLS92 

Guide Drill Bit TDG-3.2,30 729011127DRILLS92 

Guide Drill Bit TDG-3.65,17 729011127DRILLS92 

Guide Drill Bit TDG-3.65,21 729011127DRILLS92 

Guide Drill Bit TDG-3.65,25 729011127DRILLS92 

Guide Drill Bit TDG-3.65,30 729011127DRILLS92 

Guide Drill Bit TDG-4,17 729011127DRILLS92 



 

 

 

 

Guide Drill Bit TDG-4,21 729011127DRILLS92 

Guide Drill Bit TDG-4,25 729011127DRILLS92 

Guide Drill Bit TDG-4.5,17 729011127DRILLS92 

Guide Drill Bit TDG-4.5,21 729011127DRILLS92 

Guide Drill Bit TDG-4.5,25 729011127DRILLS92 

Guide Drill Bit TDG-5.5,17 729011127DRILLS92 

Guide Drill Bit TDG-5.5,21 729011127DRILLS92 

Guide Drill Bit TDG-5.5,25 729011127DRILLS92 

Drill Bit with irrigation TDI-2.5 729011127DRILLS92 

Drill Bit with irrigation TDI-2.8 729011127DRILLS92 

Drill Bit with irrigation TDI-3.2 729011127DRILLS92 

Drill Bit with irrigation TDI-3.65 729011127DRILLS92 

Drill Bit with irrigation TDI-3.8 729011127DRILLS92 

Drill Bit with irrigation TDI-4.0 729011127DRILLS92 

Drill Bit with irrigation TDI-4.2 729011127DRILLS92 

Drill Bit with irrigation TDI-4.5 729011127DRILLS92 

Drill Bit with irrigation TDI-5.0 729011127DRILLS92 

Drill Bit with irrigation TDI-5.2 729011127DRILLS92 

Drill Bit with irrigation TDI-5.5 729011127DRILLS92 

Pilot Drill Bit-2 TPDD-2.0 729011127DRILLS92 

Drilling Bit-2.5 TDD-2.5 729011127DRILLS92 

Drilling Bit-2.8 TDD-2.8 729011127DRILLS92 

Drilling Bit-3.2 TDD-3.2 729011127DRILLS92 

Drilling Bit-3.65 TDD-3.65 729011127DRILLS92 

Drilling Bit-4 TDD-4.0 729011127DRILLS92 

Coated Step Drill D2.5mm TDSD-2.5 729011127DRILLS92 

Coated Step Drill D2.8mm TDSD-2.8 729011127DRILLS92 

Coated Step Drill D3.2mm TDSD-3.2 729011127DRILLS92 

Coated Step Drill D3.65mm TDSD-3.65 729011127DRILLS92 

Coated Step Drill D4.0mm TDSD-4.0 729011127DRILLS92 

Coated Step Drill D 4.5mm TDSD-4.5 729011127DRILLS92 

Coated Step Drill D5.0mm TDSD-5.0 729011127DRILLS92 

Coated Step Drill D5.5mm TDSD-5.5 729011127DRILLS92 

Trephine TDT-3.0 729011127DRILLS92 

Trephine TDT-4.0 729011127DRILLS92 

Trephine TDT-5.0 729011127DRILLS92 

Trephine with irrigation TDTI-3.0 729011127DRILLS92 

Trephine with irrigation TDTI-4.0 729011127DRILLS92 

Trephine with irrigation TDTI-5.0 729011127DRILLS92 

Marker Drill Bit TMD-1.9 729011127DRILLS92 

Marker Drill Bit with irrigation TMDI-1.9 729011127DRILLS92 

Pilot Drill Bit TPD-2.0 729011127DRILLS92 



 

 

 

 

Pilot Conical Drill Bit TPDC-2.0 729011127DRILLS92 

Pilot Conical Drill Bit with irrigation TPDCI-2.0 729011127DRILLS92 

Pilot Drill Bit with irrigation TPDI-2.0 729011127DRILLS92 

Pilot Short Drill Bit TPDS-2.0 729011127DRILLS92 

Pilot Short Drill Bit with irrigation TPDSI-2.0 729011127DRILLS92 

Conical Stopper Drill Bit TDCSt-2.2,10 729011127DRILLS92 

Conical Stopper Drill Bit TDCSt-2.2,11.5 729011127DRILLS92 

Conical Stopper Drill Bit TDCSt-2.2,13 729011127DRILLS92 

Conical Stopper Drill Bit TDCSt-2.2,6 729011127DRILLS92 

Conical Stopper Drill Bit TDCSt-2.2,8 729011127DRILLS92 

Conical Stopper Drill Bit TDCSt-2.7,10 729011127DRILLS92 

Conical Stopper Drill Bit TDCSt-2.7,11.5 729011127DRILLS92 

Conical Stopper Drill Bit TDCSt-2.7,13 729011127DRILLS92 

Conical Stopper Drill Bit TDCSt-2.7,6 729011127DRILLS92 

Conical Stopper Drill Bit TDCSt-2.7,8 729011127DRILLS92 

Conical Stopper Drill Bit TDCSt-3.3,10 729011127DRILLS92 

Conical Stopper Drill Bit TDCSt-3.3,11.5 729011127DRILLS92 

Conical Stopper Drill Bit TDCSt-3.3,13 729011127DRILLS92 

Conical Stopper Drill Bit TDCSt-3.3,6 729011127DRILLS92 

Conical Stopper Drill Bit TDCSt-3.3,8 729011127DRILLS92 

Conical Stopper Drill Bit TDCSt-3.7,10 729011127DRILLS92 

Conical Stopper Drill Bit TDCSt-3.7,11.5 729011127DRILLS92 

Conical Stopper Drill Bit TDCSt-3.7,13 729011127DRILLS92 

Conical Stopper Drill Bit TDCSt-3.7,6 729011127DRILLS92 

Conical Stopper Drill Bit TDCSt-3.7,8 729011127DRILLS92 

Conical Stopper Drill Bit TDCSt-4.0,10 729011127DRILLS92 

Conical Stopper Drill Bit TDCSt-4.0,11.5 729011127DRILLS92 

Conical Stopper Drill Bit TDCSt-4.0,13 729011127DRILLS92 

Conical Stopper Drill Bit TDCSt-4.0,6 729011127DRILLS92 

Conical Stopper Drill Bit TDCSt-4.0,8 729011127DRILLS92 

Conical Stopper Drill Bit TDCSt-4.5,10 729011127DRILLS92 

Conical Stopper Drill Bit TDCSt-4.5,11.5 729011127DRILLS92 

Conical Stopper Drill Bit TDCSt-4.5,13 729011127DRILLS92 

Conical Stopper Drill Bit TDCSt-4.5,6 729011127DRILLS92 

Conical Stopper Drill Bit TDCSt-4.5,8 729011127DRILLS92 

Conical Stopper Drill Bit TDCSt-5.5,10 729011127DRILLS92 

Conical Stopper Drill Bit TDCSt-5.5,11.5 729011127DRILLS92 

Conical Stopper Drill Bit TDCSt-5.5,13 729011127DRILLS92 

Conical Stopper Drill Bit TDCSt-5.5,6 729011127DRILLS92 

Conical Stopper Drill Bit TDCSt-5.5,8 729011127DRILLS92 

Conical Stopper Drill Bit with irrigation TDCStI-2.2,10 729011127DRILLS92 

Conical Stopper Drill Bit with irrigation TDCStI-2.2,11.5 729011127DRILLS92 



 

 

 

 

Conical Stopper Drill Bit with irrigation TDCStI-2.2,13 729011127DRILLS92 

Conical Stopper Drill Bit with irrigation TDCStI-2.2,6 729011127DRILLS92 

Conical Stopper Drill Bit with irrigation TDCStI-2.2,8 729011127DRILLS92 

Conical Stopper Drill Bit with irrigation TDCStI-2.7,10 729011127DRILLS92 

Conical Stopper Drill Bit with irrigation TDCStI-2.7,11.5 729011127DRILLS92 

Conical Stopper Drill Bit with irrigation TDCStI-2.7,13 729011127DRILLS92 

Conical Stopper Drill Bit with irrigation TDCStI-2.7,6 729011127DRILLS92 

Conical Stopper Drill Bit with irrigation TDCStI-2.7,8 729011127DRILLS92 

Conical Stopper Drill Bit with irrigation TDCStI-3.3,10 729011127DRILLS92 

Conical Stopper Drill Bit with irrigation TDCStI-3.3,11.5 729011127DRILLS92 

Conical Stopper Drill Bit with irrigation TDCStI-3.3,13 729011127DRILLS92 

Conical Stopper Drill Bit with irrigation TDCStI-3.3,6 729011127DRILLS92 

Conical Stopper Drill Bit with irrigation TDCStI-3.3,8 729011127DRILLS92 

Conical Stopper Drill Bit with irrigation TDCStI-3.7,10 729011127DRILLS92 

Conical Stopper Drill Bit with irrigation TDCStI-3.7,11.5 729011127DRILLS92 

Conical Stopper Drill Bit with irrigation TDCStI-3.7,13 729011127DRILLS92 

Conical Stopper Drill Bit with irrigation TDCStI-3.7,6 729011127DRILLS92 

Conical Stopper Drill Bit with irrigation TDCStI-3.7,8 729011127DRILLS92 

Conical Stopper Drill Bit with irrigation TDCStI-4.0,10 729011127DRILLS92 

Conical Stopper Drill Bit with irrigation TDCStI-4.0,11.5 729011127DRILLS92 

Conical Stopper Drill Bit with irrigation TDCStI-4.0,13 729011127DRILLS92 

Conical Stopper Drill Bit with irrigation TDCStI-4.0,6 729011127DRILLS92 

Conical Stopper Drill Bit with irrigation TDCStI-4.0,8 729011127DRILLS92 

Conical Stopper Drill Bit with irrigation TDCStI-4.5,10 729011127DRILLS92 

Conical Stopper Drill Bit with irrigation TDCStI-4.5,11.5 729011127DRILLS92 

Conical Stopper Drill Bit with irrigation TDCStI-4.5,13 729011127DRILLS92 

Conical Stopper Drill Bit with irrigation TDCStI-4.5,6 729011127DRILLS92 

Conical Stopper Drill Bit with irrigation TDCStI-4.5,8 729011127DRILLS92 

Conical Stopper Drill Bit with irrigation TDCStI-5.5,10 729011127DRILLS92 

Conical Stopper Drill Bit with irrigation TDCStI-5.5,11.5 729011127DRILLS92 

Conical Stopper Drill Bit with irrigation TDCStI-5.5,13 729011127DRILLS92 

Conical Stopper Drill Bit with irrigation TDCStI-5.5,6 729011127DRILLS92 

Conical Stopper Drill Bit with irrigation TDCStI-5.5,8 729011127DRILLS92 

Drilling Extension Bit TDE 729011127DRILLS92 

Drill extension Bit with irrigation TDEI 729011127DRILLS92 

Stopper Drill Bit TDSt-2,10 729011127DRILLS92 

Stopper Drill Bit TDSt-2,11.5 729011127DRILLS92 

Stopper Drill Bit TDSt-2,13 729011127DRILLS92 

Stopper Drill Bit TDSt-2,6 729011127DRILLS92 

Stopper Drill Bit TDSt-2,8 729011127DRILLS92 

Stopper Drill Bit TDSt-2.5,10 729011127DRILLS92 

Stopper Drill Bit TDSt-2.5,11.5 729011127DRILLS92 



 

 

 

 

Stopper Drill Bit TDSt-2.5,13 729011127DRILLS92 

Stopper Drill Bit TDSt-2.5,6 729011127DRILLS92 

Stopper Drill Bit TDSt-2.5,8 729011127DRILLS92 

Stopper Drill Bit TDSt-2.8,10 729011127DRILLS92 

Stopper Drill Bit TDSt-2.8,11.5 729011127DRILLS92 

Stopper Drill Bit TDSt-2.8,13 729011127DRILLS92 

Stopper Drill Bit TDSt-2.8,6 729011127DRILLS92 

Stopper Drill Bit TDSt-2.8,8 729011127DRILLS92 

Stopper Drill Bit TDSt-3.2,10 729011127DRILLS92 

Stopper Drill Bit TDSt-3.2,11.5 729011127DRILLS92 

Stopper Drill Bit TDSt-3.2,13 729011127DRILLS92 

Stopper Drill Bit TDSt-3.2,6 729011127DRILLS92 

Stopper Drill Bit TDSt-3.2,8 729011127DRILLS92 

Stopper Drill Bit TDSt-3.65,10 729011127DRILLS92 

Stopper Drill Bit TDSt-3.65,11.5 729011127DRILLS92 

Stopper Drill Bit TDSt-3.65,13 729011127DRILLS92 

Stopper Drill Bit TDSt-3.65,6 729011127DRILLS92 

Stopper Drill Bit TDSt-3.65,8 729011127DRILLS92 

Stopper Drill Bit TDSt-4,10 729011127DRILLS92 

Stopper Drill Bit TDSt-4,11.5 729011127DRILLS92 

Stopper Drill Bit TDSt-4,13 729011127DRILLS92 

Stopper Drill Bit TDSt-4,6 729011127DRILLS92 

Stopper Drill Bit TDSt-4,8 729011127DRILLS92 

Stopper Drill Bit TDSt-4.2,10 729011127DRILLS92 

Stopper Drill Bit TDSt-4.2,11.5 729011127DRILLS92 

Stopper Drill Bit TDSt-4.2,13 729011127DRILLS92 

Stopper Drill Bit TDSt-4.2,6 729011127DRILLS92 

Stopper Drill Bit TDSt-4.2,8 729011127DRILLS92 

Stopper Drill Bit TDSt-4.5,10 729011127DRILLS92 

Stopper Drill Bit TDSt-4.5,11.5 729011127DRILLS92 

Stopper Drill Bit TDSt-4.5,13 729011127DRILLS92 

Stopper Drill Bit TDSt-4.5,6 729011127DRILLS92 

Stopper Drill Bit TDSt-4.5,8 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-2,10 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-2,11.5 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-2,13 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-2,6 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-2,8 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-2.5,10 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-2.5,11.5 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-2.5,13 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-2.5,6 729011127DRILLS92 



 

 

 

 

Stopper Drill Bit with irrigation TDStI-2.5,8 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-2.8,10 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-2.8,11.5 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-2.8,13 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-2.8,6 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-2.8,8 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-3.2,10 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-3.2,11.5 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-3.2,13 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-3.2,6 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-3.2,8 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-3.65,10 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-3.65,11.5 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-3.65,13 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-3.65,6 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-3.65,8 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-4,10 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-4,11.5 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-4,13 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-4,6 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-4,8 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-4.2,10 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-4.2,11.5 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-4.2,13 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-4.2,6 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-4.2,8 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-4.5,10 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-4.5,11.5 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-4.5,13 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-4.5,6 729011127DRILLS92 

Stopper Drill Bit with irrigation TDStI-4.5,8 729011127DRILLS92 

Compact Organized Kit TKS  729011127DRILLS92 

Compact Organized Kit with irrigation TKSI 729011127DRILLS92 

Compact Organized Kit TKS-T8c 729011127DRILLS92 

Compact Organized Kit with irrigation TKSI-T8c 729011127DRILLS92 

Compact Organized Conical Kit TKSC 729011127DRILLS92 
Compact Organized Conical Kit with 
irrigation TKSCI 729011127DRILLS92 

Compact Organized Conical Kit TKSC-T8c 729011127DRILLS92 
Compact Organized Conical Kit with 
irrigation TKSCI-T8c 729011127DRILLS92 

Medium Organizer Kit TKM  729011127DRILLS92 

Medium Organizer Kit with irrigation TKMI 729011127DRILLS92 



 

 

 

 

Medium Organizer Kit  TKM-T8C  729011127DRILLS92 

Medium Organizer Kit with Step Drills TKM-T8C-SD  729011127DRILLS92 

Medium Organizer Conical Kit  TKMC-T8C  729011127DRILLS92 

Medium Organizer Kit with irrigation TKMI-T8C 729011127DRILLS92 

Medium Organizer Conical Kit TKMC 729011127DRILLS92 

Medium Organizer Conical Kit with 
irrigation TKMCI 729011127DRILLS92 

Stoppered Drill Kit  TKD 729011127DRILLS92 

Stoppered Drill Kit with irrigation TKDI  729011127DRILLS92 

Stoppered Conical Drill Kit TKDC 729011127DRILLS92 

Stoppered Conical Drill Kit with irrigation TKDCI 729011127DRILLS92 

Guided Surgical Kit TKD-Guided  729011127DRILLS92 

Zirconium Kit ABShine  729011127DRILLS92 

Contra Angle Driver for abutment T5-1.2,20 729011127DRILLS92 

Contra Angle Driver for abutment T5-1.2,26 729011127DRILLS92 

Contra Angle Driver for implant T5-2,20 729011127DRILLS92 

Contra Angle Driver for implant T5-2,25 729011127DRILLS92 

Contra Angle Driver for implant T5-2.4,20 729011127DRILLS92 

Contra Angle Driver for implant T5-2.4,25 729011127DRILLS92 

Contra Angle Driver for implant T5F-2,20 729011127DRILLS92 

Contra Angle Driver for implant T5F-2,25 729011127DRILLS92 

Contra Angle Driver for implant T5F-2.4,20 729011127DRILLS92 

Contra Angle Driver for implant T5F-2.4,25 729011127DRILLS92 

Screw Type Implant I2-3.5,8 729011127IMPLANTSVN 

Screw Type Implant I2-3.5,10 729011127IMPLANTSVN 

Screw Type Implant I2-3.5,11.5 729011127IMPLANTSVN 

Screw Type Implant I2-3.5,13 729011127IMPLANTSVN 

Screw Type Implant I2-3.5,16 729011127IMPLANTSVN 

Screw Type Implant I2-3.75,8 729011127IMPLANTSVN 

Screw Type Implant I2-3.75,10 729011127IMPLANTSVN 

Screw Type Implant I2-3.75,11,5 729011127IMPLANTSVN 

Screw Type Implant I2-3.75,13 729011127IMPLANTSVN 

Screw Type Implant I2-3.75,16 729011127IMPLANTSVN 

Screw Type Implant I2-4.2,8 729011127IMPLANTSVN 

Screw Type Implant I2-4.2,10 729011127IMPLANTSVN 

Screw Type Implant I2-4.2,11.5 729011127IMPLANTSVN 

Screw Type Implant I2-4.2,13 729011127IMPLANTSVN 

Screw Type Implant I2-4.2,16 729011127IMPLANTSVN 

Screw Type Implant I2-4.5,8 729011127IMPLANTSVN 

Screw Type Implant I2-4.5,10 729011127IMPLANTSVN 

Screw Type Implant I2-4.5,11.5 729011127IMPLANTSVN 

Screw Type Implant I2-4.5,13 729011127IMPLANTSVN 

Screw Type Implant I2-4.5,16 729011127IMPLANTSVN 



 

 

 

 

Screw Type Implant I2-5,8 729011127IMPLANTSVN 

Screw Type Implant I2-5,10 729011127IMPLANTSVN 

Screw Type Implant I2-5,11.5 729011127IMPLANTSVN 

Screw Type Implant I2-5,13 729011127IMPLANTSVN 

Screw Type Implant I2-5,16 729011127IMPLANTSVN 

Screw Type Implant I2-6,8 729011127IMPLANTSVN 

Screw Type Implant I2-6,10 729011127IMPLANTSVN 

Screw Type Implant I2-6,11.5 729011127IMPLANTSVN 

Screw Type Implant I2-6,13 729011127IMPLANTSVN 

Screw Type Implant I2-6, 16 729011127IMPLANTSVN 

Conical   Implant I5-3,8 729011127IMPLANTSVN 

Conical   Implant I5-3,10 729011127IMPLANTSVN 

Conical   Implant I5-3,11.5 729011127IMPLANTSVN 

Conical   Implant I5-3,13 729011127IMPLANTSVN 

Conical   Implant I5-3,16 729011127IMPLANTSVN 

Conical   Implant I5-3.2,8 729011127IMPLANTSVN 

Conical   Implant I5-3.2,10 729011127IMPLANTSVN 

Conical   Implant I5-3.2,11.5 729011127IMPLANTSVN 

Conical   Implant I5-3.2,13 729011127IMPLANTSVN 

Conical   Implant I5-3.2,16 729011127IMPLANTSVN 

Conical   Implant I5-3.3,10 729011127IMPLANTSVN 

Conical   Implant I5-3.3,11.5 729011127IMPLANTSVN 

Conical   Implant I5-3.3,13 729011127IMPLANTSVN 

Conical   Implant I5-3.3,16 729011127IMPLANTSVN 

Conical   Implant I5-3.5,8 729011127IMPLANTSVN 

Conical   Implant I5-3.5,10 729011127IMPLANTSVN 

Conical   Implant I5-3.5,11.5 729011127IMPLANTSVN 

Conical   Implant I5-3.5,13 729011127IMPLANTSVN 

Conical   Implant I5-3.5,16 729011127IMPLANTSVN 

Conical   Implant I5-3.75,8 729011127IMPLANTSVN 

Conical   Implant I5-3.75,10 729011127IMPLANTSVN 

Conical   Implant I5-3.75,11.5 729011127IMPLANTSVN 

Conical   Implant I5-3.75,13 729011127IMPLANTSVN 

Conical   Implant I5-3.75,16 729011127IMPLANTSVN 

Conical   Implant I5-4.2,6 729011127IMPLANTSVN 

Conical   Implant I5-4.2,8 729011127IMPLANTSVN 

Conical   Implant I5-4.2,10 729011127IMPLANTSVN 

Conical   Implant I5-4.2,11.5 729011127IMPLANTSVN 

Conical   Implant I5-4.2,13 729011127IMPLANTSVN 

Conical   Implant I5-4.2,16 729011127IMPLANTSVN 

Conical   Implant I5-4.5,6 729011127IMPLANTSVN 

Conical   Implant I5-4.5,8 729011127IMPLANTSVN 



 

 

 

 

Conical   Implant I5-4.5,10 729011127IMPLANTSVN 

Conical   Implant I5-4.5,11.5 729011127IMPLANTSVN 

Conical   Implant I5-4.5,13 729011127IMPLANTSVN 

Conical   Implant I5-4.5,16 729011127IMPLANTSVN 

Conical   Implant I5-5,6 729011127IMPLANTSVN 

Conical   Implant I5-5,8 729011127IMPLANTSVN 

Conical   Implant I5-5,10 729011127IMPLANTSVN 

Conical   Implant I5-5,11.5 729011127IMPLANTSVN 

Conical   Implant I5-5,13 729011127IMPLANTSVN 

Conical   Implant I5-5,16 729011127IMPLANTSVN 

Conical   Implant I5-6,6 729011127IMPLANTSVN 

Conical   Implant I5-6,8 729011127IMPLANTSVN 

Conical   Implant I5-6,10 729011127IMPLANTSVN 

Conical   Implant I5-6,11.5 729011127IMPLANTSVN 

Conical   Implant I5-6,13 729011127IMPLANTSVN 

Conical   Implant I5-6,16 729011127IMPLANTSVN 

Conical Laser Implant L5-3.3,10 729011127IMPLANTSVN 

Conical Laser Implant L5-3.3,11.5 729011127IMPLANTSVN 

Conical Laser Implant L5-3.3,13 729011127IMPLANTSVN 

Conical Laser Implant L5-3.3,16 729011127IMPLANTSVN 

Conical Laser Implant L5-3.75,8 729011127IMPLANTSVN 

Conical Laser Implant L5-3.75,10 729011127IMPLANTSVN 

Conical Laser Implant L5-3.75,11.5 729011127IMPLANTSVN 

Conical Laser Implant L5-3.75,13 729011127IMPLANTSVN 

Conical Laser Implant L5-3.75,16 729011127IMPLANTSVN 

Conical Laser Implant L5-4.2,6 729011127IMPLANTSVN 

Conical Laser Implant L5-4.2,8 729011127IMPLANTSVN 

Conical Laser Implant L5-4.2,10 729011127IMPLANTSVN 

Conical Laser Implant L5-4.2,11.5 729011127IMPLANTSVN 

Conical Laser Implant L5-4.2,13 729011127IMPLANTSVN 

Conical Laser Implant L5-4.2,16 729011127IMPLANTSVN 

Conical Laser Implant L5-4.5,6 729011127IMPLANTSVN 

Conical Laser Implant L5-4.5,8 729011127IMPLANTSVN 

Conical Laser Implant L5-4.5,10 729011127IMPLANTSVN 

Conical Laser Implant L5-4.5,11.5 729011127IMPLANTSVN 

Conical Laser Implant L5-4.5,13 729011127IMPLANTSVN 

Conical Laser Implant L5-4.5,16 729011127IMPLANTSVN 

Conical Laser Implant L5-5,6 729011127IMPLANTSVN 

Conical Laser Implant L5-5,8 729011127IMPLANTSVN 

Conical Laser Implant L5-5,10 729011127IMPLANTSVN 

Conical Laser Implant L5-5,11.5 729011127IMPLANTSVN 

Conical Laser Implant L5-5,13 729011127IMPLANTSVN 



 

 

 

 

Conical Laser Implant L5-5,16 729011127IMPLANTSVN 

Conical Laser Implant L5-6,6 729011127IMPLANTSVN 

Conical Laser Implant L5-6,8 729011127IMPLANTSVN 

Conical Laser Implant L5-6,10 729011127IMPLANTSVN 

Conical Laser Implant L5-6,11.5 729011127IMPLANTSVN 

Conical Laser Implant L5-6,13 729011127IMPLANTSVN 

Conical Laser Implant L5-6,16 729011127IMPLANTSVN 

Narrow Integral Implant I6-2.4,11.5 729011127IMPLANTSVN 

Narrow Integral Implant I6-2.4,13 729011127IMPLANTSVN 

Narrow Integral Implant I6-2.4,16 729011127IMPLANTSVN 

Narrow Integral Implant I6-3,10 729011127IMPLANTSVN 

Narrow Integral Implant I6-3,11.5 729011127IMPLANTSVN 

Narrow Integral Implant I6-3,13 729011127IMPLANTSVN 

Narrow Integral Implant I6-3,16 729011127IMPLANTSVN 

Narrow Integral Implant I6-3.2,10 729011127IMPLANTSVN 

Narrow Integral Implant I6-3.2,11.5 729011127IMPLANTSVN 

Narrow Integral Implant I6-3.2,13 729011127IMPLANTSVN 

Narrow Integral Implant I6-3.2,16 729011127IMPLANTSVN 

One Piece Ball Attachment Implant I6b-2.4,10 729011127IMPLANTSVN 

One Piece Ball Attachment Implant I6b-2.4,11.5 729011127IMPLANTSVN 

One Piece Ball Attachment Implant I6b-2.4,13 729011127IMPLANTSVN 

One Piece Ball Attachment Implant I6b-2.4,16 729011127IMPLANTSVN 

Integral Implant I7-3.75,6 729011127IMPLANTSVN 

Integral Implant I7-3.75,8 729011127IMPLANTSVN 

Integral Implant I7-3.75,10 729011127IMPLANTSVN 

Integral Implant I7-3.75,11.5 729011127IMPLANTSVN 

Integral Implant I7-3.75,13 729011127IMPLANTSVN 

Integral Implant I7-3.75,16 729011127IMPLANTSVN 

Integral Implant I7-4.2,6 729011127IMPLANTSVN 

Integral Implant I7-4.2,8 729011127IMPLANTSVN 

Integral Implant I7-4.2,10 729011127IMPLANTSVN 

Integral Implant I7-4.2,11.5 729011127IMPLANTSVN 

Integral Implant I7-4.2,13 729011127IMPLANTSVN 

Integral Implant I7-4.2,16 729011127IMPLANTSVN 

Integral Implant I7-5,6 729011127IMPLANTSVN 

Integral Implant I7-5,8 729011127IMPLANTSVN 

Integral Implant I7-5,10 729011127IMPLANTSVN 

Integral Implant I7-5,11.5 729011127IMPLANTSVN 

Integral Implant I7-5,13 729011127IMPLANTSVN 

Integral Implant I7-5,16 729011127IMPLANTSVN 

Trapeze Implant I10-3.75,8 729011127IMPLANTSVN 

Trapeze Implant I10-3.75,10 729011127IMPLANTSVN 



 

 

 

 

Trapeze Implant I10-3.75,11.5 729011127IMPLANTSVN 

Trapeze Implant I10-3.75,13 729011127IMPLANTSVN 

Trapeze Implant I10-3.75,16 729011127IMPLANTSVN 

Trapeze Implant I10-4.2,8 729011127IMPLANTSVN 

Trapeze Implant I10-4.2,10 729011127IMPLANTSVN 

Trapeze Implant I10-4.2,11.5 729011127IMPLANTSVN 

Trapeze Implant I10-4.2,13 729011127IMPLANTSVN 

Trapeze Implant I10-4.2,16 729011127IMPLANTSVN 

Trapeze Implant I10-4.5,8 729011127IMPLANTSVN 

Trapeze Implant I10-4.5,10 729011127IMPLANTSVN 

Trapeze Implant I10-4.5,11.5 729011127IMPLANTSVN 

Trapeze Implant I10-4.5,13 729011127IMPLANTSVN 

Trapeze Implant I10-4.5,16 729011127IMPLANTSVN 

Trapeze Implant I10-5,8 729011127IMPLANTSVN 

Trapeze Implant I10-5,10 729011127IMPLANTSVN 

Trapeze Implant I10-5,11.5 729011127IMPLANTSVN 

Trapeze Implant I10-5,13 729011127IMPLANTSVN 

Trapeze Implant I10-5,16 729011127IMPLANTSVN 
I-ON Implant Ø3.5mm L10mm Conical 
Platform I10C-3.5,10 729011127IMPLANTSVN 
I-ON Implant Ø3.5mm L11.5mm Conical 
Platform I10C-3.5,11.5 729011127IMPLANTSVN 
I-ON Implant Ø3.5mm L13mm Conical 
Platform I10C-3.5,13 729011127IMPLANTSVN 
I-ON Implant Ø3.5mm L16mm Conical 
Platform I10C-3.5,16 729011127IMPLANTSVN 
I-ON Implant Ø3.75mm L8mm Conical 
Platform I10C-3.75,8 729011127IMPLANTSVN 
I-ON Implant Ø3.75mm L10mm Conical 
Platform I10C-3.75,10 729011127IMPLANTSVN 
I-ON Implant Ø3.75mm L11.50mm 
Conical Platform I10C-3.75,11.5 729011127IMPLANTSVN 
I-ON Implant Ø3.75mm L13mm Conical 
Platform I10C-3.75,13 729011127IMPLANTSVN 
I-ON Implant Ø3.75mm L16mm Conical 
Platform I10C-3.75,16 729011127IMPLANTSVN 

I-ON Implant Ø4.2mm L6mm Conical 
Platform I10C-4.2,6 729011127IMPLANTSVN 
I-ON Implant Ø4.2mm L8mm Conical 
Platform I10C-4.2,8 729011127IMPLANTSVN 
I-ON Implant Ø4.2mm L10mm Conical 
Platform I10C-4.2,10 729011127IMPLANTSVN 
I-ON Implant Ø4.2mm L11.5mm Conical 
Platform I10C-4.2,11.5 729011127IMPLANTSVN 
I-ON Implant Ø4.2mm L13mm Conical 
Platform I10C-4.2,13 729011127IMPLANTSVN 



 

 

 

 

I-ON Implant Ø4.2mm L16mm Conical 
Platform I10C-4.2,16 729011127IMPLANTSVN 
I-ON Implant Ø4.5mm L8mm Conical 
Platform I10C-4.5,8 729011127IMPLANTSVN 
I-ON Implant Ø4.5mm L10mm Conical 
Platform I10C-4.5,10 729011127IMPLANTSVN 
I-ON Implant Ø4.5mm L11mm Conical 
Platform I10C-4.5,11.5 729011127IMPLANTSVN 
I-ON Implant Ø4.5mm L13.5mm Conical 
Platform I10C-4.5,13 729011127IMPLANTSVN 
I-ON Implant Ø4.5mm L16mm Conical 
Platform I10C-4.5,16 729011127IMPLANTSVN 
I-ON Implant Ø5mm L6mm Conical 
Platform I10C-5,6 729011127IMPLANTSVN 
I-ON Implant Ø5mm L8mm Conical 
Platform I10C-5,8 729011127IMPLANTSVN 
I-ON Implant Ø5mm L10mm Conical 
Platform I10C-5,10 729011127IMPLANTSVN 

I-ON Implant Ø5mm L11.5mm Conical 
Platform I10C-5,11.5 729011127IMPLANTSVN 
I-ON Implant Ø5mm L13mm Conical 
Platform I10C-5,13 729011127IMPLANTSVN 
I-ON Implant Ø5mm L16mm Conical 
Platform I10C-5,16 729011127IMPLANTSVN 

Screw Type Implant I22-3.75,8 729011127IMPLANTSVN 

Screw Type Implant I22-3.75,10 729011127IMPLANTSVN 

Screw Type Implant I22-3.75,11.5 729011127IMPLANTSVN 

Screw Type Implant I22-3.75,13 729011127IMPLANTSVN 

Screw Type Implant I22-3.75,16 729011127IMPLANTSVN 

Screw Type Implant I22-4.2,8 729011127IMPLANTSVN 

Screw Type Implant I22-4.2,10 729011127IMPLANTSVN 

Screw Type Implant I22-4.2,11.5 729011127IMPLANTSVN 

Screw Type Implant I22-4.2,13 729011127IMPLANTSVN 

Screw Type Implant I22-4.2,16 729011127IMPLANTSVN 

Screw Type Implant I22-5,8 729011127IMPLANTSVN 

Screw Type Implant I22-5,10 729011127IMPLANTSVN 

Screw Type Implant I22-5,11.5 729011127IMPLANTSVN 

Screw Type Implant I22-5,13 729011127IMPLANTSVN 

Screw Type Implant I22-5,16 729011127IMPLANTSVN 

Conical Implant I55-3,10 729011127IMPLANTSVN 

Conical Implant I55-3,11.5 729011127IMPLANTSVN 

Conical Implant I55-3,13 729011127IMPLANTSVN 

Conical Implant I55-3,16 729011127IMPLANTSVN 

Conical Implant I55-3.3,10 729011127IMPLANTSVN 

Conical Implant I55-3.3,11,5 729011127IMPLANTSVN 

Conical Implant I55-3.3,13 729011127IMPLANTSVN 



 

 

 

 

Conical Implant I55-3.3,16 729011127IMPLANTSVN 

Conical Implant I55-3.5,8 729011127IMPLANTSVN 

Conical Implant I55-3.5,10 729011127IMPLANTSVN 

Conical Implant I55-3.5,11,5 729011127IMPLANTSVN 

Conical Implant I55-3.5,13 729011127IMPLANTSVN 

Conical Implant I55-3.5,16 729011127IMPLANTSVN 

Conical Implant I55-3.75,8 729011127IMPLANTSVN 

Conical Implant I55-3.75,10 729011127IMPLANTSVN 

Conical Implant I55-3.75,11.5 729011127IMPLANTSVN 

Conical Implant I55-3.75,13 729011127IMPLANTSVN 

Conical Implant I55-3.75,16 729011127IMPLANTSVN 

Conical Implant I55-4.2,8 729011127IMPLANTSVN 

Conical Implant I55-4.2,10 729011127IMPLANTSVN 

Conical Implant I55-4.2,11.5 729011127IMPLANTSVN 

Conical Implant I55-4.2,13 729011127IMPLANTSVN 

Conical Implant I55-4.2,16 729011127IMPLANTSVN 

Conical Implant I55-4.5,6 729011127IMPLANTSVN 

Conical Implant I55-4.5,8 729011127IMPLANTSVN 

Conical Implant I55-4.5,10 729011127IMPLANTSVN 

Conical Implant I55-4.5,11.5 729011127IMPLANTSVN 

Conical Implant I55-4.5,13 729011127IMPLANTSVN 

Conical Implant I55-4.5,16 729011127IMPLANTSVN 

Conical Implant I55-5,6 729011127IMPLANTSVN 

Conical Implant I55-5,8 729011127IMPLANTSVN 

Conical Implant I55-5,10 729011127IMPLANTSVN 

Conical Implant I55-5,11.5 729011127IMPLANTSVN 

Conical Implant I55-5,13 729011127IMPLANTSVN 

Conical Implant I55-5,16 729011127IMPLANTSVN 

Titanium Healing Cap P0-3,2 
729011127ProstheticAcce9

3 

Titanium Healing Cap P0-3,3 
729011127ProstheticAcce9

3 

Titanium Healing Cap P0-3,4 
729011127ProstheticAcce9

3 

Titanium Healing Cap P0-3,5 
729011127ProstheticAcce9

3 

Titanium Healing Cap P0-3,6 
729011127ProstheticAcce9

3 

Titanium Healing Cap P0-3,7 
729011127ProstheticAcce9

3 

Titanium Healing Cap P0-3.75,0.5 
729011127ProstheticAcce9

3 

Titanium Healing Cap P0-3.75,2 
729011127ProstheticAcce9

3 



 

 

 

 

Titanium Healing Cap P0-3.75,3 
729011127ProstheticAcce9

3 

Titanium Healing Cap P0-3.75,4 
729011127ProstheticAcce9

3 

Titanium Healing Cap P0-3.75,5 
729011127ProstheticAcce9

3 

Titanium Healing Cap P0-3.75,6 
729011127ProstheticAcce9

3 

Titanium Healing Cap P0-3.75,7 
729011127ProstheticAcce9

3 

Healing Cap D5.3mm GH1mm AH3mm 
Conical Platform P0C-4,1 

729011127ProstheticAcce9

3 

Healing Cap D5.3mm GH2mm AH3mm 
Conical Platform P0C-4,2 

729011127ProstheticAcce9

3 

Healing Cap D5.3mm GH3mm AH3mm 
Conical Platform P0C-4,3 

729011127ProstheticAcce9

3 

Healing Cap D5.3mm GH4mm AH3mm 
Conical Platform P0C-4,4 

729011127ProstheticAcce9

3 

Healing Cap D5.3mm GH5mm AH3mm 
Conical Platform P0C-4,5 

729011127ProstheticAcce9

3 

Narrow Titanium Healing Cap P0N-3.75,2 
729011127ProstheticAcce9

3 

Narrow Titanium Healing Cap P0N-3.75,3 
729011127ProstheticAcce9

3 

Narrow Titanium Healing Cap P0N-3.75,4 
729011127ProstheticAcce9

3 

Narrow Titanium Healing Cap P0N-3.75,5 
729011127ProstheticAcce9

3 

Narrow Titanium Healing Cap P0N-3.75,6 
729011127ProstheticAcce9

3 

Narrow Titanium Healing Cap P0N-3.75,7 
729011127ProstheticAcce9

3 

Healing Cap D4.8mm GH1mm AH3mm 
Conical Platform P0NC-4,1 

729011127ProstheticAcce9

3 

Healing Cap D4.8mm GH2mm AH3mm 
Conical Platform P0NC-4,2 

729011127ProstheticAcce9

3 

Healing Cap D4.8mm GH3mm AH3mm 
Conical Platform P0NC-4,3 

729011127ProstheticAcce9

3 

Healing Cap D4.8mm GH4mm AH3mm 
Conical Platform P0NC-4,4 

729011127ProstheticAcce9

3 

Healing Cap D4.8mm GH5mm AH3mm 
Conical Platform P0NC-4,5 

729011127ProstheticAcce9

3 

Healing Cap D4.5mm GH1.5mm 
AH2.5mm Conical Platform P0NNC-4,1.5 

729011127ProstheticAcce9

3 

Healing Cap D4.5mm GH2.5mm 
AH2.5mm Conical Platform P0NNC-4,2.5 

729011127ProstheticAcce9

3 

Healing Cap D4.5mm GH3.5mm 
AH2.5mm Conical Platform P0NNC-4,3.5 

729011127ProstheticAcce9

3 



 

 

 

 

Healing Cap for-P6H P0-P6H 
729011127ProstheticAcce9

3 

Healing Cap for-P14 P0-P14,2.5 
729011127ProstheticAcce9

3 

Healing Cap for-P14 P0-P14,3.5 
729011127ProstheticAcce9

3 

Healing Cap for-P14 P0-P14,4 
729011127ProstheticAcce9

3 

Healing Cap for-P14 P0-P14,5 
729011127ProstheticAcce9

3 

Healing Cap for-P14 P0-P14,7 
729011127ProstheticAcce9

3 

P14C-4 Healing Cap P0-P14C-4 
729011127ProstheticAcce9

3 

Healing Cap for-P24 P0-P24 
729011127ProstheticAcce9

3 

Healing Cap for-P64 P0-P64 
729011127ProstheticAcce9

3 

Wide Titanium Healing Cap P0W-3.75,2 
729011127ProstheticAcce9

3 

Wide Titanium Healing Cap P0W-3.75,3 
729011127ProstheticAcce9

3 

Wide Titanium Healing Cap P0W-3.75,4 
729011127ProstheticAcce9

3 

Wide Titanium Healing Cap P0W-3.75,5 
729011127ProstheticAcce9

3 

Wide Titanium Healing Cap P0W-3.75,6 
729011127ProstheticAcce9

3 

Healing Cap D5.5mm GH2mm AH2.5mm 
Conical Platform P0WC-4,2 

729011127ProstheticAcce9

3 

Healing Cap D5.8mm GH3mm AH2.5mm 
Conical Platform P0WC-4,3 

729011127ProstheticAcce9

3 

Healing Cap D5.8mm GH4mm AH2.5mm 
Conical Platform P0WC-4,4 

729011127ProstheticAcce9

3 

Anti-rotation Abutment P3-3,9 
729011127ProstheticAcce9

3 

Anti-rotation Abutment P3-3,12 
729011127ProstheticAcce9

3 

Anti-rotation Abutment P3-3.75,5 
729011127ProstheticAcce9

3 

Anti-rotation Abutment P3-3.75,7 
729011127ProstheticAcce9

3 

Anti-rotation Abutment P3-3.75,9 
729011127ProstheticAcce9

3 

Anti-rotation Abutment P3-3.75,11 
729011127ProstheticAcce9

3 

Anti-rotation Abutment P3-3.75,12 
729011127ProstheticAcce9

3 



 

 

 

 

Anti-rotation Abutment P3-3.75,15 
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Long Open Tray Impression Transfer 
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Ti Base H3.5mm Conical Platform P3C-4,3.5,AR 
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P14 CoCr Straight Adhesive Sleeve P14-bRs 
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Anti-Rotation Abutment H3mm Conical 
Platform P3SC-4,3 
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Angular Abutment 15º P4-3,15 
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Narrow Angular Abutment 15º with 
conical platform P4NC-4,15 
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Angular Anatomic Temporary PEEK P4S-PEEK,15,3 
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Ball Attachment Abutment Р5-3,1 
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Ball Attachment Abutment Р5-3,2 
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Ball Attachment Abutment Р5-3,3 
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Ball Attachment Abutment Р5-3,4 
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Ball Attachment Abutment Р5-3,5 
729011127ProstheticAcce9

3 

Ball Attachment Abutment Р5-3,6 
729011127ProstheticAcce9

3 

Ball Attachment Abutment - a+b+c P5-3,1 set 
729011127ProstheticAcce9

3 

Ball Attachment Abutment - a+b+c P5-3,2 set 
729011127ProstheticAcce9

3 

Ball Attachment Abutment - a+b+c P5-3,3 set 
729011127ProstheticAcce9

3 

Ball Attachment Abutment - a+b+c P5-3, 4 set 
729011127ProstheticAcce9

3 

Ball Attachment Abutment - a+b+c P5-3,5 set 
729011127ProstheticAcce9

3 

Ball Attachment Abutment - a+b+c P5-3,6 set 
729011127ProstheticAcce9

3 

Angular Ball Attachment 20º P5-3,20,1.5 
729011127ProstheticAcce9

3 

Angular Ball Attachment 20º P5-3,20,2 
729011127ProstheticAcce9

3 

Angular Ball Attachment 20º P5-3,20,3 
729011127ProstheticAcce9

3 

Angular Ball Attachment 20º P5-3,20,4 
729011127ProstheticAcce9

3 

Angular Ball Attachment 20º P5-3,20,5 
729011127ProstheticAcce9

3 

Angular Ball Attachment 20º P5-3,20,6 
729011127ProstheticAcce9

3 

Angular Ball Attachment 20º  - a+b+c P5-3,20-1.5 set 
729011127ProstheticAcce9

3 

Angular Ball Attachment 20º  - a+b+c P5-3,20-2 set 
729011127ProstheticAcce9

3 

Angular Ball Attachment 20º  - a+b+c P5-3,20-3 set 
729011127ProstheticAcce9

3 

Angular Ball Attachment 20º  - a+b+c P5-3,20-4 set 
729011127ProstheticAcce9

3 

Angular Ball Attachment 20º  - a+b+c P5-3,20-5 set 
729011127ProstheticAcce9

3 

Angular Ball Attachment 20º  - a+b+c P5-3,20 6 set 
729011127ProstheticAcce9

3 

Ball Attachment Abutment P5-3.75,1 
729011127ProstheticAcce9

3 

Ball Attachment Abutment P5-3.75,2 
729011127ProstheticAcce9

3 



 

 

 

 

Ball Attachment Abutment P5-3.75,3 
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729011127ProstheticAcce9
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Ball Attachment Abutment with conical 
platform P5C-4,1 

729011127ProstheticAcce9

3 

Ball Attachment Abutment with conical 
platform P5C-4,2 

729011127ProstheticAcce9
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Ball Attachment Abutment with conical 
platform P5C-4,3 

729011127ProstheticAcce9

3 

Ball Attachment Abutment with conical 
platform P5C-4,4 

729011127ProstheticAcce9

3 

Ball Attachment Abutment with conical 
platform P5C-4,5 

729011127ProstheticAcce9

3 

Ball Attachment Abutment with conical 
platform P5C-4,6 

729011127ProstheticAcce9

3 

Ball Attachment Abutment with conical 
platform- a+ b+c P5C-4,1set, 

729011127ProstheticAcce9

3 

Ball Attachment Abutment with conical 
platform- a+ b+c P5C-4,2set 

729011127ProstheticAcce9

3 

Ball Attachment Abutment with conical 
platform- a+ b+c P5C-4,3set 

729011127ProstheticAcce9

3 

Ball Attachment Abutment with conical 
platform- a+ b+c P5C-4,4set 

729011127ProstheticAcce9

3 

Ball Attachment Abutment with conical 
platform- a+ b+c P5C-4,5set 

729011127ProstheticAcce9
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Ball Attachment Abutment with conical 
platform- a+ b+c P5C-4,6set 
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Ball for Angular Adaptor P5-P14,1 
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Ball for Angular Adaptor P5-P14,2 
729011127ProstheticAcce9

3 

Screw for P6H P6Ha 
729011127ProstheticAcce9
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Long Screw for P6H P6Hal 
729011127ProstheticAcce9
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Titanium Sleeve without Hex P6H-bT 
729011127ProstheticAcce9
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Titanium Sleeve with Hex P6H-bTH 
729011127ProstheticAcce9
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Aesthetic Abutment with Hex P6H-3.75,0.5 
729011127ProstheticAcce9
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Aesthetic Abutment with Hex P6H-3.75,1.5 
729011127ProstheticAcce9
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Aesthetic Abutment with Hex P6H-3.75,3 
729011127ProstheticAcce9
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Aesthetic Abutment with Hex P6H-3.75,4 
729011127ProstheticAcce9

3 

Aesthetic Abutment with Hex P6H-3.75,5 
729011127ProstheticAcce9

3 

Aesthetic Abutment with Hex P6H-3.75,6 
729011127ProstheticAcce9

3 

Screw P7a-1 
729011127ProstheticAcce9

3 

Screw P7a-2 
729011127ProstheticAcce9
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Screw P7a-3 
729011127ProstheticAcce9

3 

Anti-rotation Aesthetic Abutment P7-3.75,1 
729011127ProstheticAcce9

3 

Anti-rotation Aesthetic Abutment P7-3.75,2 
729011127ProstheticAcce9

3 

Anti-rotation Aesthetic Abutment P7-3.75,3 
729011127ProstheticAcce9

3 

GOLD Composed NOT Hex Abutment P9G-3.75 
729011127ProstheticAcce9
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Composed Hex Abutment P9H-3.75 
729011127ProstheticAcce9

3 

GOLD Composed Hex Abutment P9HG-3.75 
729011127ProstheticAcce9

3 

COBALT CHROME Composed NOT Hex 
Abutment P9R-3,11 

729011127ProstheticAcce9

3 

COBALT CHROME Composed NOT Hex 
Abutment P9R-3.75 

729011127ProstheticAcce9

3 

COBALT CHROME Composed Hex 
Abutment P9HR-3,11 

729011127ProstheticAcce9

3 

COBALT CHROME Composed Hex 
Abutment P9HR-3.75 

729011127ProstheticAcce9

3 

CoCr Casting Abutment L11 Conical 
Platform  P9HRC-4,11 

729011127ProstheticAcce9

3 

CoCr Casting Bridge Abutment L11 
Conical Platform  P9RC-4,11 

729011127ProstheticAcce9
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Temporary Flat Connection Abutment P12-3.75-T 
729011127ProstheticAcce9

3 

Temporary Flat Connection Abutment P12-3.75-T/L 
729011127ProstheticAcce9

3 

Screw for P12 P12a 
729011127ProstheticAcce9

3 

Adaptor for flat connection abutment P12C-3.75,3 
729011127ProstheticAcce9

3 

Adaptor for flat connection abutment P12C-3.75,5 
729011127ProstheticAcce9

3 

Screw P14a 
729011127ProstheticAcce9

3 

Screw P14e 
729011127ProstheticAcce9

3 

Coblat Chrome Sleeve for Angular 
Adaptor P14-bR 

729011127ProstheticAcce9

3 

Scanning Base for Angular Adaptor P14,sc 
729011127ProstheticAcce9
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Angular Adaptor P14-3,17,1 
729011127ProstheticAcce9

3 

Angular Adaptor P14-3,17,3 
729011127ProstheticAcce9
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Angular Adaptor P14-3,30,1 
729011127ProstheticAcce9

3 

Angular Adaptor P14-3,30,3 
729011127ProstheticAcce9

3 

Gold Sleeve for Angular Adaptor P14-bG 
729011127ProstheticAcce9
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Titanium Sleeve for Angular Adaptor P14-bT 
729011127ProstheticAcce9
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P14C-4 Sleeve P14C-bT 
729011127ProstheticAcce9

3 

P14C-4 Anti-Rotational Sleeve P14C-bT-AR 
729011127ProstheticAcce9
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Angular Adaptor P14-3.75,17,1 
729011127ProstheticAcce9
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Angular Adaptor P14-3.75,17,3 
729011127ProstheticAcce9

3 

Angular Adaptor P14-3.75,30,1 
729011127ProstheticAcce9

3 

Angular Adaptor P14-3.75,30,3 
729011127ProstheticAcce9

3 

Angular Screw Retained Abutment 17° H2 
Conical Platform P14C-4,17-1 

729011127ProstheticAcce9

3 

Angular Screw Retained Abutment 17° H3 
Conical Platform P14C-4,17-2 

729011127ProstheticAcce9
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Angular Screw Retained Abutment 30° H1 
Conical Platform P14C-4,17-3 

729011127ProstheticAcce9
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Angular Screw Retained Abutment 30° H2 
Conical Platform P14C-4,30-1 

729011127ProstheticAcce9

3 

Angular Screw Retained Abutment 17° H2 
Conical Platform P14C-4,30-2 

729011127ProstheticAcce9

3 

Angular Screw Retained Abutment 17° H3 
Conical Platform P14C-4,30-3 

729011127ProstheticAcce9

3 

Base for P14,17-1 P14base,17-1 
729011127ProstheticAcce9

3 

Base for P14,17-3 P14base,17-3 
729011127ProstheticAcce9

3 

Base for P14,30-1 P14base,30-1 
729011127ProstheticAcce9

3 

Base for P14,30-3 P14base,30-3 
729011127ProstheticAcce9

3 

Base for P14,17-1 Narrow platform P14base-3,17-1 
729011127ProstheticAcce9

3 

Base for P14,17-3 Narrow platform P14base-3,17-3 
729011127ProstheticAcce9

3 

Base for P14,30-1 Narrow platform P14base-3,30-1 
729011127ProstheticAcce9

3 

Base for P14,30-3 Narrow platform P14base-3,30-3 
729011127ProstheticAcce9
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Temporary Abutment for Immediate 
Loading P15-3,1 

729011127ProstheticAcce9

3 

Temporary Abutment for Immediate 
Loading P15-3,3 

729011127ProstheticAcce9

3 

Temporary Abutment for Immediate 
Loading P15-3,5 

729011127ProstheticAcce9

3 

Temporary Abutment for Immediate 
Loading P15-3.75,1 

729011127ProstheticAcce9

3 

Temporary Abutment for Immediate 
Loading P15-3.75,2 

729011127ProstheticAcce9

3 

Temporary Abutment for Immediate 
Loading P15-3.75,3 

729011127ProstheticAcce9

3 

Temporary Abutment for Immediate 
Loading P15-3.75,4 

729011127ProstheticAcce9

3 

Temporary Abutment for Immediate 
Loading P15-3.75,5 

729011127ProstheticAcce9

3 

Temporary Abutment for Immediate 
Loading P15-3.75,6 

729011127ProstheticAcce9

3 

Temporary Abutment for Immediate 
Loading P15-3.75,7 

729011127ProstheticAcce9

3 

Plastic Cap for Temporary Abutment for 
Immediate Loading P15a-1 

729011127ProstheticAcce9

3 

Plastic Cap for Temporary Abutment for 
Immediate Loading P15a-2 

729011127ProstheticAcce9

3 

Plastic Cap for Temporary Abutment for 
Immediate Loading P15a-3 

729011127ProstheticAcce9
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Straight Adaptor P16-3,1 
729011127ProstheticAcce9
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Straight Adaptor P16-3,2 
729011127ProstheticAcce9
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Straight Adaptor P16-3,3 
729011127ProstheticAcce9
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Straight Adaptor P16-3,4 
729011127ProstheticAcce9

3 

Straight Adaptor P16-3,5 
729011127ProstheticAcce9

3 

Straight Adaptor P16-3.75,1 
729011127ProstheticAcce9
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Straight Adaptor P16-3.75,2 
729011127ProstheticAcce9

3 

Straight Adaptor P16-3.75,3 
729011127ProstheticAcce9

3 

Straight Adaptor P16-3.75,4 
729011127ProstheticAcce9

3 

Straight Adaptor P16-3.75,5 
729011127ProstheticAcce9

3 

Straight Screw Retained Abutment H1mm 
Conical Platform P16C-4,1 

729011127ProstheticAcce9
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Straight Screw Retained Abutment H2mm 
Conical Platform P16C-4,2 

729011127ProstheticAcce9
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Straight Screw Retained Abutment  
H3mm Conical Platform P16C-4,3 

729011127ProstheticAcce9

3 

Straight Screw Retained Abutment H4mm 
Conical Platform P16C-4,4 

729011127ProstheticAcce9
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Straight Screw Retained Abutment H5mm 
Conical Platform P16C-4,5 

729011127ProstheticAcce9
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Polycarbonate Holder P17b 
729011127ProstheticAcce9

3 

Titanium Holder P17-bT 
729011127ProstheticAcce9
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Bar  P17-Bar 
729011127ProstheticAcce9
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Bar Adaptor P17-3,1 
729011127ProstheticAcce9
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Bar Adaptor P17-3,2 
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3 

Bar Adaptor P17-3,3 
729011127ProstheticAcce9
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Bar Adaptor P17-3,4 
729011127ProstheticAcce9
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Bar Adaptor P17-3,5 
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Bar Adaptor P17-3.75,1 
729011127ProstheticAcce9
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Bar Adaptor P17-3.75,2 
729011127ProstheticAcce9
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Bar Adaptor P17-3.75,3 
729011127ProstheticAcce9
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Bar Adaptor P17-3.75,4 
729011127ProstheticAcce9

3 

Bar Adaptor P17-3.75,5 
729011127ProstheticAcce9
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Bar Adaptor P17-3.75,6 
729011127ProstheticAcce9
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One Piece Angular Adaptor P24-3.75,17,1 
729011127ProstheticAcce9
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One Piece Angular Adaptor P24-3.75,17,3 
729011127ProstheticAcce9
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One Piece Angular Adaptor P24-3.75,30,1 
729011127ProstheticAcce9
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One Piece Angular Adaptor P24-3.75,30,3 
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One Piece Angular Adaptor P24-3.75,42,1 
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3 

One Piece Angular Adaptor P24-3.75,42,3 
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Titanium Sleeve for One Piece Angular 
Adaptor P24-bT 

729011127ProstheticAcce9

3 

Titanium short sleeve for Angular Adaptor P24-bTs 
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Scanning Base for Angular Adaptor P24,sc 
729011127ProstheticAcce9
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AB LOC width 3 P25-3,0 
729011127ProstheticAcce9

3 

AB LOC width 3 P25-3,1 
729011127ProstheticAcce9
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AB LOC width 3 P25-3,2 
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AB LOC width 3 P25-3,3 
729011127ProstheticAcce9
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AB LOC width 3 P25-3,4 
729011127ProstheticAcce9
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AB LOC width 3 P25-3,5 
729011127ProstheticAcce9
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AB LOC width 3.75 P25-3.75,0  
729011127ProstheticAcce9
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AB LOC width 3.75 P25-3.75,1 
729011127ProstheticAcce9
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AB LOC width 3.75 P25-3.75,2 
729011127ProstheticAcce9
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AB LOC width 3.75 P25-3.75,3 
729011127ProstheticAcce9
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AB LOC width 3.75 P25-3.75,4 
729011127ProstheticAcce9
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AB LOC width 3.75 P25-3.75,5 
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Angular Adaptor for AB LOC P25-P14,1 
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3 

Angular Adaptor for AB LOC P25-P14,2 
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Metal Cover P25a 
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Silicon Cap AB LOC P25a,b/10 
729011127ProstheticAcce9
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Silicon Cap AB LOC P25a,b/20 
729011127ProstheticAcce9
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Protective Disk P25d 
729011127ProstheticAcce9
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Low Connector Diameter 3, Length 1 P55-3,1 
729011127ProstheticAcce9

3 

Low Connector Diameter 3, Length 2 P55-3,2 
729011127ProstheticAcce9
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Low Connector Diameter 3, Length 3 P55-3,3 
729011127ProstheticAcce9
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Low Connector Diameter 3, Length 4 P55-3,4 
729011127ProstheticAcce9
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Low Connector Diameter 3.75, Length 1 P55-3.75,1 
729011127ProstheticAcce9
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Low Connector Diameter 3.75, Length 2 P55-3.75,2 
729011127ProstheticAcce9

3 

Low Connector Diameter 3.75, Length 3 P55-3.75,3 
729011127ProstheticAcce9

3 

Low Connector Diameter 3.75, Length 4 P55-3.75,4 
729011127ProstheticAcce9

3 

Low Connector Diameter 3.75, Length 5 P55-3.75,5 
729011127ProstheticAcce9

3 

Low Connector Diameter 3.75, Length 6 P55-3.75,6 
729011127ProstheticAcce9

3 

Low Connector Diameter 3.75, Length 7 P55-3.75,7 
729011127ProstheticAcce9

3 

Low Connector Diameter 3.75, Length 8 P55-3.75,8 
729011127ProstheticAcce9
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AB LOC H1mm Conical Platform P55C-4,1 
729011127ProstheticAcce9

3 

AB LOC H2mm Conical Platform P55C-4,2 
729011127ProstheticAcce9
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AB LOC H3mm Conical Platform P55C-4,3 
729011127ProstheticAcce9

3 

AB LOC H4mm Conical Platform P55C-4,4 
729011127ProstheticAcce9
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AB LOC H5mm Conical Platform P55C-4,5 
729011127ProstheticAcce9
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AB LOC H6mm Conical Platform P55C-4,6 
729011127ProstheticAcce9
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Metal Cap P55a 
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Silicon Cap P55b,1 
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Silicon Cap P55b,2 
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Silicon Cap P55b,3 
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Angular Low Connector Diameter 3.75, 
Length 1 P55-3.75,20-1 
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Angular Low Connector Diameter 3.75, 
Length 3 P55-3.75,20-3 
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Angular Low Connector Diameter 3.75, 
Length 5 P55-3.75,20-5 

729011127ProstheticAcce9
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Screw for Angular adaptor P64e 
729011127ProstheticAcce9
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Titanium sleeve for Angular Adaptor P64-bT 
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COBALT CHROME Sleeve for Angular 
Adaptor P64-bR 

729011127ProstheticAcce9
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Scanning Base for Angular Adaptor P64,sc 
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Straight Adaptor Single Unit P64-3,1 
729011127ProstheticAcce9
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Straight Adaptor Single Unit P64-3,2 
729011127ProstheticAcce9
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Straight Adaptor Single Unit P64-3,3 
729011127ProstheticAcce9
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Straight Adaptor Single Unit P64-3.75,1 
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Straight Adaptor Single Unit P64-3.75,2 
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Straight Adaptor Single Unit P64-3.75,3 
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Straight Adaptor Single Unit P64-3.75,4 
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Straight Adaptor Single Unit P64-3.75,5 
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Angular Adaptor Single Unit P64-3,17,0.5 
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Angular Adaptor Single Unit P64-3,17,2 
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Angular Adaptor Single Unit P64-3,30,.5 
729011127ProstheticAcce9
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Angular Adaptor Single Unit P64-3,30,2 
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Angular Adaptor Single Unit P64-3.75,17,0.5 
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3 

Angular Adaptor Single Unit P64-3.75,17,2 
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Angular Adaptor Single Unit P64-3.75,17,3 
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Angular Adaptor Single Unit P64-3.75,17,4 
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Angular Adaptor Single Unit P64-3.75,17,5 
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Angular Adaptor Single Unit P64-3,30,.5 
729011127ProstheticAcce9
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Angular Adaptor Single Unit P64-3,30,2 
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Angular Adaptor Single Unit P64-3.75,30,0.5 
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Angular Adaptor Single Unit P64-3.75,30,2 
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Angular Adaptor Single Unit P64-3.75,30,3 
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Angular Adaptor Single Unit P64-3.75,30,4 
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3 

Angular Adaptor Single Unit P64-3.75,30,5 
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Angular Adaptor Single Unit P64-3.75,42,0.5 
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Angular Adaptor Single Unit P64-3.75,42,2 
729011127ProstheticAcce9
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Fixation screw D-1.5,L-6.5 FS-1.5,6.5 
729011127ProstheticAcce9

3 

Fixation screw D-1.5,L-8 FS-1.5,8 
729011127ProstheticAcce9

3 

Fixation screw D-1.5,L-10 FS-1.5,10 
729011127ProstheticAcce9

3 

Fixation screw D-1.8,L-8 FS-1.8,8 
729011127ProstheticAcce9

3 

Fixation screw D-1.8,L-10 FS-1.8,10 
729011127ProstheticAcce9

3 

Fixation screw D-2,L-4 FS-2,4 
729011127ProstheticAcce9

3 

Fixation screw D-2,L-5 FS-2, 5 
729011127ProstheticAcce9

3 

Fixation screw D-2,L-7 FS-2,7 
729011127ProstheticAcce9

3 

Fixation screw D-2,L-9 FS-2, 9 
729011127ProstheticAcce9

3 

Fixation screw D-2.3,L-11 FS-2.3, 11 
729011127ProstheticAcce9

3 

Fixation screw D-2.3,L-13 FS-2.3, 13 
729011127ProstheticAcce9

3 

Fixation screw D-2.3,L-7 FS-2.3,7 
729011127ProstheticAcce9

3 

Fixation screw D-2.3,L-9 FS-2.3, 9 
729011127ProstheticAcce9

3 

Fixation screw D-2.3,L-11 FS-2.3,11 
729011127ProstheticAcce9
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Fixation screw D-2.3,L-13 FS-2.3,13 
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Tapered screw for template FS-13 
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Tapered screw for template FS-19 
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Prosthetic Kit PK-3,1 
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Prosthetic Kit PK-3.75, 1 
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Prosthetic Kit PK-3.75, 2 
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Prosthetic Kit PK-3.75, 3 
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Prosthetic Kit PK-3.75, 4 
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Healing Cap РK-P0 
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Anatomic Anti-rotation Abutment PK-P3-3, 1 
729011127ProstheticAcce9
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Anatomic Anti-rotation Abutment PK-P3-3, 2 
729011127ProstheticAcce9

3 

Anatomic Anti-rotation Abutment PK-P3-3, 3 
729011127ProstheticAcce9

3 

Anatomic Anti-rotation Abutment PK-P3-3.75, 1 
729011127ProstheticAcce9

3 

Anatomic Anti-rotation Abutment PK-P3-3.75, 2 
729011127ProstheticAcce9
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Anatomic Anti-rotation Abutment PK-P3-3.75, 3 
729011127ProstheticAcce9
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Anatomic Anti-rotation Abutment PK-P3-3.75, 4 
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Plastic Snap Transfer with Abutment D4-3, 1 
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Plastic Snap Transfer with Abutment D4-3, 2 
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Plastic Snap Transfer with Abutment D4-3, 3 
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Plastic Snap Transfer with Abutment D4-3.75,1 
729011127ProstheticAcce9

3 

Plastic Snap Transfer with Abutment D4-3.75,2 
729011127ProstheticAcce9

3 

Plastic Snap Transfer with Abutment D4-3.75,3 
729011127ProstheticAcce9

3 

Plastic Snap Transfer with Abutment D4-3.75,4 
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3 

Package of Plastic Snaps Transfer with 
Abutment-10 units D4-3.75Pack,1 
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Package of Plastic Snaps Transfer with 
Abutment-10 units D4-3.75Pack,2 

729011127ProstheticAcce9

3 

Package of Plastic Snaps Transfer with 
Abutment-10 units D4-3.75Pack,3 
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Package of Plastic Snaps Transfer with 
Abutment-10 units D4-3.75Pack,4 
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Confirmation 

This letter confirms that: 



 

 

 

 

- The certificate referred to above was issued by BSI under the requirements of the Medical Device 
Directive (93/42/EEC) (the “MDD”); 

- The certificate referred to covers the legacy device(s) specified above, (or covered the legacy devices 
at the time of its expiry); 

- The certificate referred to above has either expired by course of time (and was valid at the date of its 
expiry, it neither having been suspended nor withdrawn), or is to expire shortly (and remains valid at 
the date of this letter); 

- An application under the MDR for the devices specified above has been accepted and the contract 
with the manufacturer signed;  

- The estimated time to finalise the conformity assessment in accordance with the MDR for the subject 
device(s) is 12 months from the date of this letter. Please note that the estimated timescale by when 
conformity assessment under the MDR will be complete is subject to many factors, such as the quality 
of the manufacturer’s technical documentation, manufacturer’s responsiveness, Competent Authority’s 
responsiveness and Notified Body resource with the correct competence codes.  

 

Assumptions 

BSI Group is issuing this letter on the following assumptions. BSI Group requires the manufacturer to inform 
it immediately if any of these assumptions are incorrect: 

- the devices are not subject to any investigations by any regulatory authorities / notified bodies in 
relation to their safety;  

- the manufacturer (or its authorised representative) has provided (or will provide) the Competent 
Authority all the requisite information as per MDCG 2022-18, especially data concerning incidents and 
field safety corrective actions, to permit the Competent Authority to evaluate risk to the health and 
safety of patients; 

- the Competent Authority will evaluate the risk associated with the devices to determine if there is no 
unacceptable risk to patient health or safety and thereby whether Article 97 may apply to the devices 
covered by the MDD certificate. 

 

Conditions  

This letter is issued subject to the following conditions: 

- that the assumptions above remain correct at all times; 

- that the manufacturer (or its authorised representative) provides to the relevant Competent Authority 
any relevant information relating to the devices that demonstrate that the evaluation of the 
Competent Authority (that the devices do not present an unacceptable risk to patient health or safety) 
may need to be re-evaluated; 

- that the manufacturer provides to BSI Group a copy of any authorisation granted by a Competent 
Authority under Article 97 of the MDR.  

Providing these conditions are met, BSI Group will commit to providing the relevant Competent Authority 
information relating to any major safety-related shortcomings identified during conformity assessment under 
the MDR. 

This confirmation letter remains valid for as long as the manufacturer continues to apply to meet the 
requirements of conformity assessment under the MDR, within the scope of a contract for such services it has 
with BSI Group. 

 



 

 

 

 

Yours faithfully, 

 

Eniola Akindele 
Scheme Manage 


