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Article 12 MDD 93/42/EEC for Systems and Procedure Packs 

Declaration 
 

MEDTRONIC NAVIGATION 
 

  

Revision History Description Revision Implementation Date 
Updates made to Article 12 DoC to align with the TDFI project 
updates,  Added kits and correct kit BOMs.   

6 8-16-2013 

Added kit 9734339R 7 8-20-2013 
Added kit 9734473.  Added implementation dates for revision 6 and 
7 that were previously missing. 

8 8-29-2013 

Added kit 9734366R 9 12-20-2013 
Update the following kits to remove sterile bag and replace IZI 
spheres with NDI spheres as appropriate: 9731754, 9731755, 
9731756, 9731803, 9732388, 9732539, 9733789. 
 

10 4-15-2014 

Update BOM for 9733935 to remove IZI spheres as updated under 
ECO 1022757.   
  

11 4-21-2014 

Added missing Kits 9732776, 9732777, 9732778, 9732779, 
9732780, 9733908, 9734267, 9734520, 9734521, 9734553, 
9734625, 9734626, 9734842-G02, 9734901, 9734902, 9734428 
to Article 12 after re-evaluation of all MNAV products 
 

12 9-3-2014 

Removed Kits 9732776, 9732777, 9732778, 9732779, 9732780.  
Added 9735500, 9735501, 9735502, 9735522. 

13 9-24-2014 

Added kit 9732540 14 11-25-2014 
Added kit 9735544.  Added part 9734734 to kit 9734833. 15 1-7-2015 
Added kit 9732231 16 4-23-2015 
Updating Notified Body to DEKRA 17 8-12-2015 
Added set 9735469-G02, set 9735607, kit 9735646, pack 9735649, 
and pack 9735650. Added 9734887 to the following packs/kits: 
9731975, 9733300, and 9734553.  Updated 9731976 with 9735300 
in place of 9733606 and added 9735428.  Updated 9733553 with 
9735300 in place of 9733606 and added 9735319.  

18 11-2-2015 

Adding pack 9734877-G02 
Removing Rev 1,2,& 3 in Revision History 
Removing obsolete Packs: 960-040, 960-045, 960-403, 960-538, 
961-494, 9731615, 9731625, 9732128, 9732623, 9734184, 
9734340, 9734626, and 9734632 

19 03-16-2016 

Add 9735466, 9735468 
Remove Rev 4 and 5 in Revision History 

20 04-29-2016 
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Attachment 1                                                                                                                         
 
The below procedure pack (kit) model numbers are covered under this Article 12 Statement Declaration: 
 

Pack (Kit) 
Model Number 

Product Description Components Included Part Number Class 

963-733 Universal Drill Guide Set (FluoroNav) UC Drill Guide 960-521 I 
Cancellous Bit 3mm UC Drill 960-527 I 
Bit 3mm – UC Drill Guide 960-524 I 
Fighter, Active HC 9733885 I 
Trocar – UC Drill Guide 960-522 I 
Adjustable Drill Stop, 3.2mm 960-717 I 
Bit Guide 3mm – UC Drill Guide 960-523 I 

962025S Osteotome Kit, Left/Right Osteotome NavLock Up/Down 962022S I(m) 
Install CD, Spine Tools, Plus and S7 9731958 I 

962026S Osteotome Kit, Up/Down Osteotome NavLock Left/Right 962023S I(m) 
Install CD, Spine Tools, Plus and S7 9731958 I 

9730263 Instrument Set, Passive UDG UC Drill Guide 960-521 I 
Adj. Drill Stop, 3.2mm 960-717 I 
Cancellous Bit, 3mm UC Drill 960-527 I 
Bit Guide 3mm-UC Drill Guide 960-523 I 
Sterile Sphere, 5-Pack with Insert 9730951 IIa 
Bit 3mm-UC Drill Guide 960-524 I 
TeraTracker, Gold 9730491 I 
Trocar – UC Drill Guide 960-522 I 

9730378 SET, OPEN SPINE CLAMP  OPEN SPINE CLAMP, RADIOLUCENT 9731780 IIa 
DRIVER, OPEN SPINE CLAMP 9730027 I 

9730821 Instrument Set, Tactile Probes Probe, Right Tactile 9730818 I 
Probe, Left Tactile 9730819 I 
Tactile Awl 9730820 I 
TeraTracker, Blue 9730489 I 
TeraTracker, Green 9730490 I 
TeraTracker, Gold 9730491 I 

9730896 Software, Cranial Application – PLUS Cranial System Software – PLUS 9730888 IIb 
Software, AxiEM Cranial, Plus 9730889 IIb 

9731183 Right Tactile Probe Kit Probe, Right Tactile 9730818 I 
TeraTracker, Gold 9730491 I 

9731184 Left Tactile Probe Kit Probe, Left Tactile 9730819 I 
TeraTracker, Blue 9730489 I 

9731185 Straight Tactile Probe Kit Tactile Awl 9730820 I 
TeraTracker, Green 9730490 I 
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Pack (Kit) 
Model Number 

Product Description Components Included Part Number Class 

9731204 KIT, HANDLE – PCI  HANDLE, PASSIVE CATHETER INTRO 9730092 I 
CRANIAL SYSTEM SOFTWARE PLUS 9730888 IIb 

9731427 Kit, Thoracic Tactile Probes Probe, Left Thoracic Tactile 9732515 I 
Probe, Right Thoracic Tactile 9732516 I 
TeraTracker, Blue 9730489 I 
TeraTracker, Gold 9730491 I 
Clamp, Thoracic, Radiolucent 9733148 IIa 
Sterile Sphere, 5-Pack with Insert 9730951 IIa 

9731465 ZEISS PENTERO HARDWARE – SCOPE  ZEISS PENTERO LED BRACKET ASSM 9731460 I 
Software 9735345 Install Media Tools DB 9735345 I 

9731486 Instrument Set, Curved Tactile Probe Probe, Right Tactile 9730818 I 
Probe, Left Tactile 9730819 I 
TeraTracker, Blue 9730489 I 
TeraTracker, Gold 9730491 I 

9731611 Zeiss NC4 HUD Interface PLUS (includes non-medical device 
components) 

NC4 LED Bracket 961-477 I 
Software 9735345 Install Media Tools DB  9735345 I 
Software, MicroCal, Plus 9732811 I 

9731613 Pentero HUD Interface PLUS (includes non-medical device 
components) 

Zeiss Pentero LED Bracket 9731460 I 
Software 9735345 Install Media Tools DB  9735345 I 
Software, MicroCal, Plus 9732811 I 

9731617 MW VM900 PTR Only Interface PLUS (includes non-medical 
device components) 

LED Bracket 961-413 I 
Software 9735345 Install Media Tools DB  9735345 I 
Software, MicroCal, Plus 9732811 I 

9731618 MW VM900 HUD Interface PLUS (includes non-medical device 
components) 

LED Bracket 961-413 I 
Software 9735345 Install Media Tools DB  9735345 I 
Software, MicroCal, Plus 9732811 I 

9731621 MW 20-1000 PTR Interface PLUS (includes non-medical 
device components) 

LED Bracket 961-413 I 
Software 9735345 Install Media Tools DB  9735345 I 
Software, MicroCal, Plus 9732811 I 

9731635 Interface, Zeiss Vario PTR PLUS (includes non-medical device 
components) 

LED Bracket, Zeiss Vario 9731634 I 
Software, MicroCal, Plus 9732811 I 
Software 9735345 Install Media Tools DB  9735345 I 

9731749 Instrument Set, Imageless Knee Frame, Ortho HC 9733887 I 
Spring Paddle, 1.27mm, Passive 9732236 I 

9731754 Pack, Frameless Biopsy Biopsy Needle Kit, Passive 9733068 III 
Trajectory Guide Kit, Biopsy, External 9733065 IIa 
StealthNavigator Archive CD 9731910 I 
Sterile Sphere, 5-Tray 1PK 8801085 IIa 

9731755 Pack, Tumor Resection StealthNavigator Archive CD 9731910 I 
Sterile Sphere, 5-Tray 1PK 8801085 IIa 
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Pack (Kit) 
Model Number 

Product Description Components Included Part Number Class 

Software, Cranial Application, iNav 9732243 IIb 
9731756 Pack, Lumbar Fusion StealthNavigator Archive CD 9731910 I 

Sterile Sphere, 5-Tray 1PK 8801085 IIa 
Software, Synergy Spine 9732430 IIb 

9731803 Pack, ENT FESS Adhesive Pad, H-Tracker, Single 9733229 IIa 
iNAV Element Software 9731221 IIb 
Sterile Sphere, 5-Tray 1PK 8801085 IIa 
StealthNavigator Archive CD 9731910 I 

9731953 Pack, Shunt Placement Tip Assembly, Packaged  - PCI 9731116 III 
Bag, Wired Footswitch 9732708 I 
StealthNavigator Archive CD 9731910 I 
Sterile Sphere, 5-Pack with Insert 9730951 IIa 
Cranial System  Software – PLUS 9730888 IIb 

9731975 TUMOR RESECTION PACK, 9731975, AxiEM CR  Pointer, 9733367, TRACER, AxiEM 9733367 III 
Tumor Resection Kit, 9733607, Non-Invas 9733607 III 
DRAPE, AXIEM EMITTER 9731831 Is 
Software, 9730889, AxiEM Cranial, Plus 9730889 IIb 
STEALTHNAVIGATOR ARCHIVE CD 9731910 I 
TRACKER 9734887 NON-INVASIVE PATIENT 9734887 IIa 

9731976 SHUNT PACK, AxiEM SKULL MOUNTED Pointer, 9733367, TRACER, AxiEM 9733367 III 
Software, 9730889, AxiEM Cranial, Plus 9730889 IIb 
PATIENT TRACKER 9735300 SKULL MOUNT PKGD  9735300 IIa 
DRAPE, AXIEM EMITTER 9731831 Is 
STYLET 9735428 2 COIL SINGLE PACKAGE 9735428 III 

9732176 Kit, Touch-N-Go Probe, Ball Tip, 4.3mm 9731965 I 
Cranial System Software – PLUS 9730888 IIb 

9732221 Kit, Short Drill Guide TeraTracker, Blue 9730489 I 
Modular Drill Guide – Short 963-774 I 
Cannula, 2.5mm Diameter 963-775 I 
Cannula, 2.9mm Diameter 963-776 I 
Cannula, 3.2mm Diameter 963-777 I 
Cannula, 4.5mm Diameter 963-778 I 

9732231 FPU Kit 9732231 Optical Knee Sterile Sphere, 5-Tray 1PK 8801085 IIa 
Pin PK 9732537Sterile 125mm 2PK 9732537 IIa 
Pin 9732538 75mm Sterile 2PK 9732538 IIa 

9732388 Pack, Lumbar Fusion 3D StealthNavigator Archive CD 9731910 I 
Software, 3D Spine Application, iNAV 9731910 IIb 
Sterile Sphere, 5-Tray 1PK 8801085 IIa 

9732539 Hip Kit, Optical Procedure Pack Pin Pack, Sterile, 125mm, 2-Pack 9732537 IIa 
Sterile Sphere, 5-Tray 1PK 8801085 IIa 
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Pack (Kit) 
Model Number 

Product Description Components Included Part Number Class 

9732540 Set, U ITHR Instruments Planar Passive Blunt Probe 960-556 I 
Orthopaedic Frame, Passive 963-864 I 
Adapter, Reamer Precimed 9730288 I 
Clamp, Ortho-Zimmer 9730289 I 
Sleeve Teflon Reamer Precimed 9730422 I 
Tip, Verifictn Reamer Precimed 9730478 I 
Teratracker, Green 9730490 I 
Teratracker, Purple 9730492 I 
Fixator, 2-Pin, 4mm Hex 9730864 I 
Frame, Quick Release 1 9732159 I 
Base, Quick Release 9732520 IIa 
Tray, Hip Navigation Instr 9732664 I 

9732582 Kit, AxiEM Cranial Application (includes non-medical device 
tool) 

Holder, Mobile Localizer 9731450 I 
Articulating Arm, Vertek II 9734252 I 
Adapter, Short Bed Rail 9732566 I 
Software, AxiEM Cranial, Plus 9730889 IIb 

9732622 Instr, 9732622, Universal ITKR Wireless PLATE, INSTRUMENT VERIFICATION 9732269 I 
Frame, 9732159, Quick Release 1 9732159 I 
FRAME, 9732160, QUICK RELEASE 2 9732160 I 
TRAY, KNEE STERILIZATION 9732630 I 
PLANAR PASSIVE BLUNT PROBE 960-556 I 
SPRING PADDLE, 1.27MM PASSIVE 9732236 I 
Base, 9732520, Quick Release 9732520 IIa 

9732736 Package, Synergy Existing User (includes non-medical device 
component) 

Software, Synergy Spine 9732430 IIb 
Bag, Mouse, Sterile 15 Pack 9732315 Is 

9732747 System Kit, 9732747, AxiEM Portable, OUS  AXIEM KIT, 9732750, PORTABLE PRE-BUILD 9732750 I 
FOOTSWITCH 9731736 WITH CABLE, HC 9731736 I 

9732781 Tracker Kit, Head Strap, FESS 960363 I 
Frame, Head Tracker 9731249XOM I 
Adhesive Pad, Head Tracker 9732500XOM IIa 
Silicone Pad, Head Tracker 9732501XOM I 

9733266 Vertek Upgrade Kit, Passive Biopsy Probe, Vertek 9733158 I 
Tube, Reducing,  2.2mm 9733214 I 

9733300 SHUNT PACK, 9733300, AxiEM NON-INVASIVE Pointer, 9733367, TRACER, AxiEM 9733367 III 
Software, 9730889, AxiEM Cranial, Plus 9730889 IIb 
STEALTHNAVIGATOR ARCHIVE CD 9731910 I 
DRAPE, AXIEM EMITTER 9731831 Is 
Shunt Kit, 9733605, Non-Invasive 9733605 III 
TRACKER 9734887 NON-INVASIVE PATIENT 9734887 IIa 

9733362 Set, Percutaneous, Ref Pin Slap Hammer, Cross Pin 9732564 I 
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Pack (Kit) 
Model Number 

Product Description Components Included Part Number Class 

Tray, Perc. Ref. 9732774 I 
Lid, Perc. Ref. 9732775 I 
Cap, Tap, Cross Pin 9732562 I 
Frame, Perc. Ref. Cross Pin 9732353 I 
Dilator, 150mm 9732771 I 
Cannula, 150mm 9732772 IIa 
Dilator, 100mm 9732565 I 
Cannula, 100mm 9732563 IIa 

9733370  Vertex Max Set, Navigated Awl, Vmax, Cannulated 9733161 I 
Frame, Light, 90 Degree 9733505 I 
Frame, Light, 0 Degree 9733504 I 
Tap, 3.5mm, Vmax 9733509 I 
Tap, 4.0mm (10-24mm), Vmax 9733510 I 
Tap, 4.0mm (26-52mm), Vmax 9733511 I 
Tap, 4.5mm, Vmax 9733512 I 
Tap, 4.0mm, Cortical, Vmax 9733513 I 
Tap, 4.5mm, Cortical, Vmax 9733514 I 
Tap, 4.0mm, 1.86P, Cann., Vmax 9733182 I 
Tap, 4.5mm, Cannulated, Vmax 9733183 I 
Tap, 4.0mm, 1.5P, Cann., Vmax 9733184 I 
Probe, Planar Passive Sharp 960-553 I 
Probe, Pedicle, 2.25mm 9733457 I 
Clamp, AxiEM Spine Reference 9733037 IIa 
Handle, Universal, Cannulated 9733223 I 
Drill Tube, Vmax, Cannulated 9733140 IIa 
Stop, Adjustable 9733332 I 
Trocar, Vmax, Cannulated 9733139 IIa 
Drill Guide, Vmax, Cannulated 9732355 I 
Driver, Countertorque Assembly, Spine 9733649 I 
Tray, Outer, Navigated Vmax 9733663 I 
Tray, Inner, Navigated Vmax 9733664 I 
Lid, Navigated Vmax 9733665 I 

9733391 Impact Pgm, 9733391, AxiEM Add-on, OUS  System Kit, 9732747, AxiEM Portable, OUS 9732747 Article 12 
KIT, AXIEM CRANIAL APPLICATION 9732582 Article 12 

9733452 EM Instrument Set, 9733452, ENT  STRAP, FESS 960363 (XOM) 960363 I 
ADHESIVE PAD 9732500XOM HEAD TRACKER 9732500XOM IIa 
Straight Suction, 9733449XOM, ENT, EM 9733449XOM I 
Registration Probe, 9733446XOM, ENT, EM 9733446XOM I 
Tray 9733455XOM Inst. Sterilization, ENT 9733455XOM I 
Curved Suction 9733450XOM 70 degree, ENT 9733450XOM I 
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Pack (Kit) 
Model Number 

Product Description Components Included Part Number Class 

Head Frame, 9733445XOM, ENT, EM 9733445XOM I 
Straight Probe, 9733447XOM, ENT, EM 9733447XOM I 
Ostium Seeker, 9733448XOM, ENT, EM 9733448XOM I 
Curved Suction 9733451XOM 90 degree, ENT 9733451XOM I 
SILICONE PAD 9732501XOM HEAD TRACKER  9732501XOM I 

9733454 Head Frame Kit,  EM  STRAP, FESS 960363 (XOM) 960363 I 
SILICONE PAD 9732501XOM HEAD TRACKER  9732501XOM I 
ADHESIVE PAD 9732500XOM HEAD TRACKER 9732500XOM IIa 
Head Frame, 9733445XOM, ENT, EM 9733445XOM I 

9733553 Tumor Resection Kit, AxiEM Skull Mount Pointer, Tracer, AxiEM 9733367 III 
PATIENT TRACKER 9735300 SKULL MOUNT PKGD  9735300 II 
Software, AxiEM Cranial, Plus 9730889 IIb 
POINTER 9735319 NAVIGATION AxiEM PKGD 9735319 III 
Drape, AxiEM Emitter 9731831 Is 

9733789 Procedure Pack, StealthNavigator, Spinal Fusion w/O-arm Software, Synergy Spine 9732430 IIb 
Sterile Sphere, 5-Tray 1PK 8801085 IIa 
StealthNavigator Archive CD 9731910 I 

9733845 Interface Kit, Moller 20-1000 PTR, S7 (includes non-medical 
device components) 

LED Bracket 961-413 I 
Software 9735345 Install Media Tools DB  9735345 I 
Software, MicroCal, Plus 9732811 I 

9733846 Interface Kit, Moller 20-1000 Upgrade, S7 (includes non-
medical device components) 

LED Bracket 961-413 I 
Software 9735345 Install Media Tools DB  9735345 I 
Software, MicroCal, Plus 9732811 I 

9733847 Interface Kit, Moller VM900 PTR Only, S7 (includes non-
medical device components) 

LED Bracket 961-413 I 
Software 9735345 Install Media Tools DB  9735345 I 
Software, MicroCal, Plus 9732811 I 

9733848 Interface Kit, Moller VM900 HUD, S7 (includes non-medical 
device components) 

LED Bracket 961-413 I 
Software 9735345 Install Media Tools DB  9735345 I 
Software, MicroCal, Plus 9732811 I 

9733851 Interface Kit, Zeiss NC4 HUD, S7 (includes non-medical device 
components) 

NC4 LED Bracket 961-477 I 
Software 9735345 Install Media Tools DB  9735345 I 
Software, MicroCal, Plus 9732811 I 

9733852 Interface Kit, Zeiss Pentero HUD, S7 (includes non-medical 
device components) 

Zeiss Pentero LED Bracket 9731460 I 
Software 9735345 Install Media Tools DB  9735345 I 
Software, MicroCal, Plus 9732811 I 

9733853 Interface Kit, Zeiss Vario, PTR Only, S7 (includes non-medical 
device components) 

LED Bracket, Zeiss Vario 9731634 I 
Software 9735345 Install Media Tools DB  9735345 I 
Software, MicroCal, Plus 9732811 I 

9733854 Interface Kit, Zeiss Pentero HD Upgrade, S7 (includes non-
medical device components) 

Zeiss Pentero LED Bracket 9731460 I 
Software 9735345 Install Media Tools DB  9735345 I 
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Pack (Kit) 
Model Number 

Product Description Components Included Part Number Class 

Software, MicroCal, Plus 9732811 I 
9733908 Fusion ENT 9733908 Instrument Kit  Instrument Tracker, 9733533, ENT, 1 pk 9733533 IIa 

EM Instrument Set, 9733452, ENT 9733452 Article 12 
Patient Tracker, 9733534, ENT, 1 pk 9733534 IIa 

9733928 Upgrade Program, Treon to S7 220V Software Kit, Synergy Cranial S7 9733937 Iib 
Cart, S7 Staff, Assembled, 220V 9733858 I 
Cart, S7 Surgeon LCD, Assembled 9733857 I 

9733935 Instrument Set, Cranial Passive Fiducial Markers (100 Vial and Pen) 960-991 I 
Ref. Frame, Small Passive Cranial 961-337 I 
Articulating Arm, Vertek II 9734252 I 
Planar Passive Blunt Probe 960-556 I 
Tray, Cranial Navigation 9733771 I 

9733936 Kit, Vertek Passive Biopsy Probe, Vertek 9733158 I 
Biopsy Guide 960-539 I 
Tube, Reducing, 1.9mm 9733213 I 
Tube, Reducing, 2.2mm 9733214 I 
Tube, Reducing, 2.6mm 9733215 I 
Mount, Double Star Adapter-Mayfield 960-535 I 
Articulating Arm, Vertek II 9734252 I 
Tray, Cranial Vertek Biopsy 9733770 I 

9733992 Starter Kit, Vertex Max Drill Bit Bit, 2.4mm, Drill, Sterile 9733515 IIa 
Bit, 2.9mm, Drill, Sterile 9733516 IIa 
Bit, 3.0mm, Drill, Sterile 9733517 IIa 
Bit, 3.5mm, Drill, Sterile 9733518 IIa 
Bit, 3.0mm, Cannulated, Sterile 9733519 IIa 

9733995 Upgrade Kit 9733995 S7 AXIEM Add On  Arm 9734252 Vertek II 9734252 I 
HOLDER, MOBILE LOCALIZER 9731450 I 
ADAPTER, SHORT BED RAIL 9732566 I 
KIT, AXIEM PORTABLE, PRE-BUILD 9732750 I 

9733999 Instrument Set, PoleStar Probe, PoleStar Passive Planar-Bronze 9731357 I 
PRF, Interchangeable 9733309 I 
Tray, Cranial Registration 9733769 I 

9734215 Kit, S7 PoleStar Adapter (includes non-medical device 
components) 

Drapes, Disp. PoleStar N20 25-Pack 9731643 Is 
Drape, Non-Sterile, N20 10-Pack 9731994 I 
Software, Mach PoleStar 9734220 IIb 

9734267  
  
  

AxiEM KIT 9734267 i7 ADD-ON 
  
  

Arm Vertek II 9734252 I 
KIT, AXIEM PORTABLE, PRE-BUILD 9732750 I 
ADAPTER, SHORT BED RAIL 9732566 I 

9734336 Interface Kit, PTR, Leica OH5, Treon (includes non-medical 
device components) 

Tracker, Leica Microscope 9733883 I 
OH5 Adapter Mount Kit 9734354 I 
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Pack (Kit) 
Model Number 

Product Description Components Included Part Number Class 

Software 9735345 Install Media Tools DB  9735345 I 
Software, MicroCal, Plus 9732811 I 

9734337 Interface Kit, PTR, Leica OH5, S7 (includes non-medical 
device components) 

Tracker, Leica Microscope 9733883 I 
Software 9735345 Install Media Tools DB  9735345 I 
OH5 Adapter Mount Kit 9734354 I 
Software, MicroCal, Plus 9732811 I 

9734338 Interface Kit, HUD, Leica OH5, Treon (includes non-medical 
device components) 

Tracker, Leica Microscope 9733883 I 
Software 9735345 Install Media Tools DB  9735345 I 
OH5 Adapter Mount Kit 9734354 I 
Software, MicroCal, Plus 9732811 I 

9734339 Interface Kit, HUD, Leica OH5, S7 (includes non-medical 
device components) 

Tracker, Leica Microscope 9733883 I 
Software 9735345 Install Media Tools DB  9735345 I 
OH5 Adapter Mount Kit 9734354 I 

9734339R Interface Kit, HUD, Leica OH5, S7 RWK (includes non-medical 
device components) 

Tracker, Leica Microscope 9733883 I 
Software 9735345 Install Media Tools DB  9735345 I 
OH5 Adapter Mount Kit 9734354 I 
Software, MicroCal, Plus 9732811 I 

9734341 Upgrade Kit, OH5 Bracket – S7 (includes non-medical device 
components) 

Tracker, Leica Microscope 9733883 I 
Software 9735345 Install Media Tools DB  9735345 I 
OH5 Adapter Mount Kit 9734354 I 
Software, MicroCal, Plus 9732811 I 

9734363 Interface Kit, PTR, Leica OH4, Treon (includes non-medical 
device components) 

Tracker, Leica Microscope 9733883 I 
Software 9735345 Install Media Tools DB  9735345 I 
OH4 Adapter Mount Kit 9734350 I 
Software, MicroCal, Plus 9732811 I 

9734364 Interface Kit, HUD, Leica OH4, Treon (includes non-medical 
device components) 

Tracker, Leica Microscope 9733883 I 
Software 9735345 Install Media Tools DB  9735345 I 
OH4 Adapter Mount Kit 9734350 I 
Software, MicroCal, Plus 9732811 I 

9734365 Interface Kit, PTR, Leica OH4, S7 (includes non-medical 
device components) 

Tracker, Leica Microscope 9733883 I 
Software 9735345 Install Media Tools DB  9735345 I 
OH4 Adapter Mount Kit 9734350 I 
Software, MicroCal, Plus 9732811 I 

9734366 Interface Kit, HUD, Leica OH4, S7 (includes non-medical 
device components) 

Tracker, Leica Microscope 9733883 I 
Software 9735345 Install Media Tools DB  9735345 I 
OH4 Adapter Mount Kit 9734350 I 
Software, MicroCal, Plus 9732811 I 

9734366R Interface Kit, HUD, Leica OH4, S7 (includes non-medical 
device components) 

Tracker, Leica Microscope 9733883 I 
Software 9735345 Install Media Tools DB  9735345 I 
OH4 Adapter Mount Kit 9734350 I 
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Pack (Kit) 
Model Number 

Product Description Components Included Part Number Class 

Software, MicroCal, Plus 9732811 I 
9734378 SET 9734378 SUPPLEMENTAL INS AXIEM ENT  ELEVATOR 9734311XOM ENT EM 9734311XOM I 

STRAP, FESS 960363 (XOM) 960363 I 
ADHESIVE PAD 9732500XOM HEAD TRACKER 9732500XOM IIa 
SILICONE PAD 9732501XOM HEAD TRACKER  9732501XOM I 
SUCTION 9734307XOM CVD 90DG FRNTL ENT EM 9734307XOM I 
Registration Probe, 9733446XOM, ENT, EM 9733446XOM I 
Head Frame, 9733445XOM, ENT, EM 9733445XOM I 
CURETTE 9734310XOM SUCTION 90DG ENT EM 9734310XOM I 
SUCTION 9734308XOM STRAIGHT SMALL ENT EM 9734308XOM I 
SUCTION 9734306XOM CVD 45DG FRNTL ENT EM 9734306XOM I 
INSTRUMENT TRAY 9734320XOM ENT EM 9734320XOM I 
CURETTE 9734309XOM SUCTION 45DG ENT EM 9734309XOM I 

9734428 KIT 9734428 LEICA SCOPE CONVERSION SOFTWARE 9735345 INSTALL MEDIA TOOLS DB 9735345 I 
SOFTWARE, MICROCAL, PLUS 9732811 I 

9734473 SW-HW KIT SONONAV ALOKA INTG  MOUNT 9734461 INSTR SURE TRAK2 ALOKA U/S 9734461 I 
ALOKA VERIFICATION DEVICE 9734586 I 
FIGHTER, 9733884 SURETRAK2 ACTIVE HC 9733884 I 

9734474 SW-HW KIT SONONAV SONOSITE INTG  MOUNT 9733977 SONONAV 9733977 I 
FIGHTER, 9733884 SURETRAK2 ACTIVE HC 9733884 I 

9734475 SW-HW KIT SN SONOSITE MTURBO  MOUNT 9733977 SONONAV 9733977 I 
FIGHTER, 9733884 SURETRAK2 ACTIVE HC 9733884 I 

9734489 Instrument Set, NavLock Install CD, Spine Tools, PLUS and S7 9731958 I 
Probe, Lumbar 9734402 I 
Probe, Thoracic 9734403 I 
Awl Tip 9734404 I 
Driver Assembly, Tracker, Grey 9734228 I 
Driver Assembly, Tracker, Orange 9734259 I 
Handle, Egg, Ratcheting 9734410 I 
Container, NavLock Instrument Set 9734442 I 

9734490 Instrument Set, Legacy Tap, 4.5, G4 9734238 I 
Tap, 5.5, G4 9734239 I 
Tap, 6.5, G4 9734240 I 
Container, Legacy Taps Drivers 9734443 I 

9734491 Instrument Set, Solera STD Tap, 4.5, G5 9734298 I 
Tap, 5.5, G5 9734300 I 
Tap, 6.5, G5 9734302 I 
Container, Solera Taps Drivers 9734444 I 

9734492 Instrument Set, Solera Def. Upgrade Tap, 3.75, G5 9734296 I 
Tap, 4.0, G5 9734297 I 
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Tap, 5.0, G5 9734299 I 
Tap, 6.0, G5 9734301 I 
Tap, 7.5, G5 9734303 I 

9734493 Instrument Set, Awl-Tip Tap 4.0-4.5 Awl Tip 9734282 I 
Tap 4.5-5.5 Awl Tip 9734283 I 
Tap 5.5-6.5 Awl Tip 9734284 I 
Tap 6.5-7.5 Awl Tip 9734285 I 
Dilator Chamfer 4.0-4.5mm 9734028 I 
Dilator Chamfer 4.5-5.5mm 9734029 I 
Dilator Chamfer 5.5-6.5mm 9734030 I 
Dilator Chamfer 6.5-7.5mm 9734031 I 
Container, Awl-Tipped Taps 9734445 I 

9734494 Instrument Set, Tactile Probes Probe, Right Lumbar Tactile 9734433 I 
Probe, Left Lumbar Tactile 9734434 I 
Probe, Left Thoracic Tactile 9734436 I 
Probe, Right Thoracic Tactile 9734437 I 
TeraTracker, Blue 9730489 I 
TeraTracker, Green 9730490 I 
TeraTracker, Gold 9730491 I 
Container, Tactile Probes 9734447 I 

9734495 Instrument Set, Referencing STD Probe, Planar Passive Ball 1.5mm 960-559 I 
Open Spine Clamp, Radiolucent 9731780 IIa 
Driver, Open Spine Clamp 9730027 I 
Container, Referencing Set 9734448 I 
Clamp, Thoracic, Radiolucent 9733148 IIa 
Reference Frame, Small Passive Spine 9730605 I 

9734501 Instrument Set, Ref. Percutaneous Pin Upgrade Cap, Tap, Cross Pin 9732562 I 
Frame, Percutaneous Ref. Cross Pin 9732353 I 
Dilator, 150mm 9732771 I 
Cannula, 150mm 9732772 IIa 
Dilator, 100mm 9732565 I 
Cannula, 100mm 9732563 IIa 
Slap Hammer, Cross Pin 9732564 I 

9734502 Instrument Set, Ref. MAST Upgrade Dilator, Navigated 9733817 I 
Dilator, Tracker 9733816 I 
Clamp, Percutaneous – Long 963-791 IIa 
Clamp, Percutaneous – Short 963-792 IIa 
45-deg. Percutaneous Post 963-794 I 
Percutaneous Ball Driver 9734439 I 

9734507 INST SET  UNIVERSAL DRILL GUIDE CONTAINER 9734446 UNIVERSAL DRILL GUIDE 9734446 I 
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TERATRACKER, PURPLE 9730492 I 
CANCELLOUS BIT 3MM UC DRILL 960-527 I 
BIT GUIDE 3MM-UC DRILL GUIDE 960-523 I 
TROCAR – UC DRILL GUIDE 960-522 I 
ADJ DRILL STOP, 3.2MM 960-717 I 
BIT 3MM-UC DRILL GUIDE 960-524 I 
UC DRILL GUIDE 960-521 I 
GUIDE 9734036 DRILL BIT AGRESSIVE TIP 9734036 I 

9734520 
  
  
  

INST KIT 9734520 NAVLOCK LGY BASIC SPINE 
  
  

INST SET 9734489 NAVLOCK 9734489 Article 12 
INST SET 9734490 LEGACY 9734490 Article 12 
INST SET 9734495 REFERENCING STD 9734495 Article 12 
INST SET 9734507 UNIVERSAL DRILL GUIDE 9734507 Article 12 

9734521 
  
  
  

INST KIT 9734521 NAVLOCK SOL BASIC SPINE 
  
  
  

INST SET 9734495 REFERENCING STD 9734495 Article 12 
INST SET 9734507 UNIVERSAL DRILL GUIDE 9734507 Article 12 
INST SET 9734491 SOLERA STD 9734491 Article 12 
INST SET 9734489 NAVLOCK 9734489 Article 12 

9734553 
  
  
  
  

PROC KIT 9734553 S7 ENT FUSION 
  
  
  
  

ADHESIVE PAD, 9733229, H-TRACKER, SINGLE 9733229 IIa 
Instrument Tracker, 9733533, ENT, 1 pk 9733533 IIa 
SOFTWARE, 9733467, FUSION ENT APP 9733467 Iib 
Patient Tracker, 9733534, ENT, 1 pk 9733534 IIa 
STEALTHNAVIGATOR ARCHIVE CD 9731910 I 
TRACKER 9734887 NON-INVASIVE PATIENT 9734887 IIa 

9734625 
  
  
  

INST KIT 9734625 NAVLOCK LGY BASIC SPINE 
  
  
  

INST SET 9734495 REFERENCING STD 9734495 Article 12 
INST SET 9734507 UNIVERSAL DRILL GUIDE 9734507 Article 12 
INST SET 9734489 NAVLOCK 9734489 Article 12 
TD SET 9734631 LEGACY STD TAPS/DRIVERS 9734631 Article 12 

9734631 Set, Legacy Standard Taps and Drivers Tap, 4.5, G4 973423 I 
Tap, 5.5, G4 9734239 I 
Tap, 6.5, G4 9734240 I 
Screwdriver, Legacy Standard 9734274 I 
Container, Legacy Taps Drivers 9734443 I 

9734644 Kit, Legacy Standard Driver Install CD, Spine Tools, PLUS and S7 9731958 I 
Screwdriver, Legacy Standard 9734274 I 

9734645 Kit, Legacy Reduction Driver Install CD, Spine Tools, PLUS and S7 9731958 I 
Screwdriver, Legacy Reduction 9734275 I 

9734646 Kit, Legacy PEEK Standard Driver Install CD, Spine Tools, PLUS and S7 9731958 I 
Screwdriver, Legacy PEEK Standard 9734278 I 

9734647 Kit, Solera STD Driver Install CD, Spine Tools, PLUS and S7 9731958 I 
Screwdriver, Solera STD MAST 9734856 I 

9734648 Kit, Solera Reduction Driver Install CD, Spine Tools, PLUS and S7 9731958 I 
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Screwdriver, Solera RDN MAST 9734857 I 
9734649 Kit, Legacy PEEK Reduction Driver Install CD, Spine Tools, PLUS and S7 9731958 I 

Screwdriver, Legacy PEEK Reduction 9734374 I 
9734801 ADAPTER KIT 9734801 I7 POLESTAR  DRAPE, NON-STERILE, N20 10/PK 9731994 I 

DRAPES 9731643 DISP POLESTAR N20 25PK 9731643 Is 
SOFTWARE 9734220 MACH POLESTAR 9734220 IIb 

9734833 Instrument Set, Universal NavLock Install CD, Spine Tools, PLUS and S7 9731958 I 
Handle Ratcheting QC SM Straight 9733734 I 
Probe, Lumbar NavLock 9734679 I 
Probe, Thoracic NavLock 9734680 I 
Tracker NavLock Universal Violet 9734682 I 
Tracker NavLock Universal Orange 9734683 I 
Tracker NavLock Universal Grey 9734590 I 
Awl Sharp NavLock 9734678 I 
Container, NavLock Instrument Set 9734692 I 
Tracker NavLock Universal Green 9734734 I 

9734834 Instrument Set, Capstone Trials Install CD, Spine Tools, PLUS and S7 9731958 I 
Trial Capstone 8x26mm 9734555 I 
Trial Capstone 10x26mm 9734559 I 
Trial Capstone 12x26mm 9734563 I 
Trial Capstone 14x26mm 9734567 I 
Container, Capstone Trial Set 9734693 I 

9734835 Instrument Set, Clydesdale Trials Install CD, Spine Tools, PLUS and S7 9731958 I 
Trial Clydesdale 8x45mm 9734653 I 
Trial Clydesdale 8x50mm 9734654 I 
Trial Clydesdale 8x55mm 9734655 I 
Trial Clydesdale 10x45mm 9734656 I 
Trial Clydesdale 10x50mm 9734657 I 
Trial Clydesdale 10x55mm 9734658 I 
Trial Clydesdale 12x45mm 9734659 I 
Trial Clydesdale 12x50mm 9734660 I 
Trial Clydesdale 12x55mm 9734661 I 
Trial Clydesdale 14x45mm 9734662 I 
Trial Clydesdale 14x50mm 9734663 I 
Trial Clydesdale 14x55mm 9734664 I 
Container, Clydesdale Trial Set 9734694 I 

9734836 Instrument Set, TLIF/DLIF Inserter Install CD, Spine Tools, PLUS and S7 9731958 I 
Inserter Capstone and Clydesdale 9734456 I 
Slap Hammer 9734592 I 
Container, TLIF/DLIF Inserter 9734695 I 
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9734842-G02 
  

FPU KIT 9734842 SPINE W/PLC O-ARM AND S7 
  

STEALTHNAVIGATOR ARCHIVE CD 9731910 I 
SPHERES 5/TRAY 1PK 8801085 I (OEM) 

9734874 SFWR KIT 9734874 StealthViz Cust Upgrade  Software, 9733877, StealthViz Linux 9733877 IIb 
Software, 9733878, StealthViz Win32 9733878 IIb 

9734877-G02 HW KIT 9734877 SONONAV SC CALIBRATION SPHERES 8801085 5/TRAY 1PK 8801085 IIa 
SURETRAK2, CLAMP DRIVE 961-584 IIa 
CASE, ULTRASOUND CALIBRATION DEVICE 9734715 IIa 

9734901 
  
  
  

INST KIT 9734901 UNV NVLCK LGY BSC SPINE 
  
  
  

INST SET 9734507 UNIVERSAL DRILL GUIDE 9734507 Article 12 
TD SET 9734631 LEGACY STD TAPS/DRIVERS 9734631 Article 12 
INST SET 9734495 REFERENCING STD 9734495 Article 12 
INST SET 9734833 UNIVERSAL NAVLOCK 9734833 Article 12 

9734902 
  
  
  

INST KIT 9734902 UNV NVLCK SOL BSC SPINE 
  
  
  

INST SET 9734495 REFERENCING STD 9734495 Article 12 
TD SET 9734632 SOLERA STD TAPS/DRIVERS 9734632 Article 12 
INST SET 9734507 UNIVERSAL DRILL GUIDE 9734507 Article 12 
INST SET 9734833 UNIVERSAL NAVLOCK 9734833 Article 12 

9734904 Kit, Interbody Inserter Install CD, Spine Tools, PLUS and S7 9731958 I 
Inserter Capstone and Clydesdale 9734456 I 

9734914 Tracker Kit, NavLock Universal Green Install CD, Spine Tools, PLUS and S7 9731958 I 
Tracker NavLock Universal Green 9734734 I 

9735028 Kit, EU Only Cranial Instrument  Fiducial Markers (100 Vial and Pen) 960-991 I 
Articulating Arm, Vertek II 9734252 I 
Tray, Cranial Navigation 9733771 I 
CNS Planar Blunt Probe 9734881 III 
Ref. Frame, Small Passive Cranial 961-337 I 

9735029 Kit, EU Only PoleStar Instrument Tray, Cranial Registation 9733769 I 
CNS Planar Blunt Probe 9734881 III 
PRF, Interchangeable 9733309 I 

9735030 Kit, StealthAiR iCT Cranial StealthAiR Reference Frame Set 9734990 I 
Kit, Radiolucent Arm 9734999 I 

9735283 Inst Set, Solera 5.5/6.0 Drivers DRIVER SOLERA 5.5/6.0 MAS 9735023 I 

DRIVER 9735024 SOLERA 5.5/6.0 MAS CANN 9735024 I 
DRIVER SOLERA 5.5/6.0 RMAS 9735025 I 
DRIVER SOLERA 5.5/6.0 RMAS CANN 9735026 I 
DRIVER SOLERA 5.5/6.0 FAS/SAS 9735027 I 
Container Solera 5.5/6.0 Driver 9735218 I 
Install CD, Spine Tools, Plus and S7  9731958 I 

9735284 Inst Set,Solera NonCannulated Taps Solera 4.5 mm Non-Cannulated Tap 9734705 Im 
Solera 5.0 mm Non-Cannulated Tap 9734706 Im 
Solera 5.5 Non-Cannulated Tap 9734707 Im 
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Solera 6.0Non-Cannulated Tap 9734708 Im 
Solera 6.5 Non-Cannulated Tap 9734709 Im 
Solera 7.5 Non-Cannulated Tap 9734710 Im 
Solera 8.5 Non-Cannulated Tap 9734711 Im 
Container Solera Non Can Taps 9735220 I 
Install CD, Spine Tools, Plus and S7 9731958 I 

9735285 Inst Set, Iliac Taps Solera 6.5 mm Non-Cannulated Tap – Iliac 9735047 Im 
Solera 7.5 mm Non-Cannulated Tap – Iliac 9735048 Im 
Solera 8.5 mm Non-Cannulated Tap – Iliac 9735049 Im 
Solera 9.5 mm Non-Cannulated Tap – Iliac 9735050 Im 
Solera 10.5 mm Non-Cannulated Tap – Iliac 9735051 Im 
Container Solera Iliac Taps 9735219 i 
Install CD, Spine Tools, Plus and S7 9731958 I 

9735313 Inst Set, Legacy NonCan Taps Upgrade Legacy 4.5 mm Tap Non-Cannulated 9734718 I 
Legacy 5.5 mm Tap Non-Cannulated 9734720 I 
Legacy 6.5 mm Tap Non-Cannulated 9734722 I 
Container Legacy Taps / Drivers 9735231 I 
Install CD, Spine Tools, Plus and S7 9731958 I 

9735314 Inst Set, Legacy NonCan Taps Upgrade Legacy 4.5 mm Tap Non-Cannulated 9734718 I 
Legacy 5.5 mm Tap Non-Cannulated 9734720 I 
Legacy 6.5 mm Tap Non-Cannulated 9734722 I 
Install CD, Spine Tools, Plus and S7 9731958 I 

9735352  Bracket NC4 LED Tools DB Software Install Media Tools DB 9735345 I 
NC4 LED BRACKET  961-477  I 

9735353  Bracket Moeller LED Tools DB Software Install Media Tools DB 9735345 I 
LED BRACKETS  961-413 I 

9735354 Bracket Zeiss Pentero Tools DB Software Install Media Tools DB  9735345 I 
ZEISS PENTERO LED BRACKET ASSM  9731460 I 

9735355 Bracket Zeiss Vario Tools DB Software Install Media Tools DB 9735345 I 
LED BRACKET, ZEISS VARIO 9731634 I 

9735356 Bracket Leica Mscope Tools DB Software Install Media Tools DB 9735345 I 
TRACKER 9733883 LEICA MICROSCOPE 9733883 I 

9735357 Tracker Actv Wireless Tools DB Software Install Media Tools DB 9735345 I 
TRACKER, STEALTH ACT WIRELESS 9730259 I 

9735466 Tap Upgrade 9735466 Tapered Aw l-Tip INSTALL CD, SPINE TOOLS, PLUS and S7  9731958 I 
  TAP NAV2015K SOLERA AWLTIPTAP 4.5-5.5MM  NAV2015K I (OEM) 
  TAP NAV2016K SOLERA AWLTIPTAP 5.5-6.5MM  NAV2016K I (OEM) 
9735468 Taps Module 9735468 MODULE NAV2027 LG2NAV TAPS MODULE  NAV2027 I (OEM) 
  LID NAV2028 LG2NAV TAP MODULE LID  NAV2028 I (OEM) 
9735469-G02 TAPS 9735469 CD HORIZON SOLERA TAP 9734298 4.5 9734298 I 
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TAP 9734300 5.5 9734300 I 
TAP 9734302 6.5 9734302 I 
CONTAINER 9734863 SOLERA TAPS DRIVERS 9734863 I 

9735500 Ref Set 9735500 Spine Referencing Planar Passive Ball 1.5mm 960-559 I 
Install CD, Spine Tools, Plus and S7 9731958 I 
DILATOR, 9733816, TRACKER 9733816 I 
DILATOR, 9733817, NAVIGATED 9733817 I 
CLAMP 9734715 SPINOUS PROCESS TALL 9734715 IIa 
CLAMP 9734716 SPINOUS PROCESS SHORT 9734716 IIa 
STARBURST 9734738 90 DEGREE 9734738 I 
FRAME 9735249 STEALTHAIR SPINE 9735249 I 
DRIVER 9735253 T-HANDLE 5MM HEX 9735253 I 
Container 9735255 Spine Referencing 9735255 I 

9735501 Ref Set 9735501 Spine Ref Revision REFERENCE 9734741 ROD 4.75 9734741 IIa 
REFERENCE 9734742 ROD 5.5/6.0 9734742 IIa 
REFERENCE 9734743 ROD 6.35 9734743 IIa 
CLAMP 9735251 ROD TALL 9735251 IIa 
DRIVER 9735253 T-HANDLE 5MM HEX 9735253 I 
Container 9735449 Spine Ref Revision 9735449 I 

9735502 UPGRADE SET 9735502 PERC PIN Frame 9732353 Perc Ref Cross Pin 9732353 I 
Cap, 9732562, Tap, Cross Pin 9732562 I 
Cannula, 9732563, 100mm 9732563 IIa 
Slap Hammer, 9732564, Cross Pin 9732564 I 
Dilator, 9732565, 100mm 9732565 I 
Dilator, 9732771, 150mm 9732771 I 
Cannula, 9732772, 150mm 9732772 IIa 
ADAPTER 9734752 PERC PIN 9734752 I 

9735522 Set 9735522 Spine Revision Upgrade INSTALL CD, SPINE TOOLS, PLUS and S7 9731958 I 
STARBURST 9734738 90 DEGREE 9734738 I 
FRAME 9735249 STEALTHAIR SPINE 9735249 I 
CLAMP 9735752 ROD SHORT 9735252 IIa 

9735544 SPINE SET 9735544 NAVLOCK LEGACY BASIC INST SET 9734507 UNIVERSAL DRILL GUIDE 9734507 Article 12 
TD SET 9734631 LEGACY STD TAPS/DRIVERS 9734631 Article 12 
INST SET 9734833 UNIVERSAL NAVLOCK 9734833 Article 12 
REF SET 9735500 SPINE REFERENCING 9735500 Article 12 

9735607 INSTR SET 9735607 VERTEX SELECT LID 1850094 GENERIC 3/4 IMPLANT 1850094 I (OEM) 
INSTALL CD, SPINE TOOLS, PLUS and S7 9731958 I 
HANDLE G170059 VERT G170059 I (OEM) 
TAP NAV2077 VERT TAP 3.0MM NAV2077 IIa (OEM) 
TAP NAV2078 VERT TAP 3.5MM NAV2078 IIa (OEM) 
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TAP NAV2079 VERT TAP 4.0MM NAV2079 IIa (OEM) 
TAP NAV2080 VERT TAP 4.5MM NAV2080 IIa (OEM) 
DRIVER NAV2081 VERT THREADED NAV2081 IIa (OEM) 
TRAY NAV2082 VERTNAV INSTRUMENT TRAY NAV2082 I (OEM) 

9735646 Plng Station 9735646 S7 w/StealthViz SFTWR KIT 9733913 StealthViz w/DTI Linux 9733913 IIb 
Plng Station 9734048 StealthStation S7 9734048 I 

9735649 TUMOR PK 9735649 NON INVASIVE EM iNAV  Software, 9730889, Axiem Cranial, Plus 9730889 IIb 
DRAPE, AXIEM EMITTER 9731831 Is 
Pointer, 9733367, TRACER, AxiEM 9733367 III 
Tumor Resection Kit, 9733607, Non-Invas 9733607 III 

9735650 TUMOR PK 9735650 NON INVASIVE EM iNAV Software, 9730889, Axiem Cranial, Plus 9730889 IIb 
DRAPE, AXIEM EMITTER 9731831 Is 
Pointer, 9733367, TRACER, AxiEM 9733367 III 
Shunt Kit, 9733605, Non-Invasive 9733605 III 

 


	Article 12 MDD 93/42/EEC for Systems and Procedure Packs Declaration



