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EC CERTIFICATE

Number: 3900484CE01

Full Quality Assurance System
Directive 93/42/EEC on Medical devices, Annex II excluding (4) 
(Devices in Class IIa, IIb or III)

Manufacturer:

MAZOR Robotics Ltd.
1 HaEshel Street (Building C),
Caesarea Business Park, 
Postal Code 3079830,
Israel

For the product category(ies)

Miniature surgical robotic positioning systems, 3D visualization systems for standard C-
arm fluoroscopy for use in the areas of spinal and brain surgery

DEKRA grants the right to use the EC Notified Body Identification Number illustrated below to accompany 
the CE Marking of Conformity on the products concerned conforming to the required Technical 
Documentation and meeting the provisions of the EC-Directive which apply to them:

0344
Documents, that form the basis of this certificate:

Certification Notice 3900484CN, initially dated 13 October 2011
Addendum, initially dated 13 November 2012

DEKRA hereby declares that the above mentioned manufacturer fulfils the relevant provisions of 'Besluit Medische 
Hulpmiddelen', the Dutch transposition of the Council Directive 93/42/EEC of June 14, 1993 concerning Medical 
devices, including all subsequent amendments. The manufacturer has implemented a quality assurance system for 
design, manufacture and final inspection for the above mentioned product category in accordance to the provisions of 
Annex II of Council Directive 93/42/EEC of June 14, 1993 and is subject to periodical surveillance. For placing on the 
market of Class III devices an additional EC design examination certificate according to Annex II (4) is mandatory.
The necessary information related to the quality management system of the manufacturer, including facilities and the 
reference to the relevant documentation, of the products concerned and the assessments performed, are stated in the 
Certification Notice which forms an integrative part of this certificate.

This certificate is valid until: 1 October 2022
Issued for the first time: 13 October 2011
Revised: 18 December 2020
Reissued: 1 October 2017
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This certificate covers the following product(s):

This certificate covers the following product(s) (Class IIa):

Renaissance System (Class IIa, Product Code: TPL0038) 
-  Disposable instruments: 
• Bed Mount Disposable Tray
• Clamp Disposable Tray
• Minimally Invasive Disposable Tray
• Brain Disposables Tray
• Scan & Plan Clamp Disposables Tray
• Scan & Plan Minimally Invasive Disposables Tray
• Scan & Plan Bed Mount Disposables Tray

- Surgical Instruments: Marker holders, Screwdrivers, Plates (Lower and Upper), Arms, Wedges, Head Pins, 
Hammers, Mini Clamp Introducer, Clamps, Arm tubes, Peteron, Stylus, Drills, Cannulas, Bridges, Schanz Screws,  
Reduction tubes, Drill Guides, Scalpel handles, Multilevel Bridge Long Screws, Cross Bars, Blunt Trocar, Bridge 
Connectors, Handles (Ratchet handle, Torque Handle, Handle), Adjustable Stop, Guiding Adaptors, RBT Base 
Adaptors, Carousel, FHC Adaptor.

Mazor X System (Class IIa, Product Code: TPL0059)
- Disposable instruments: 
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      • Mazor X Spine disposable tray 
       • Mazor X Scan &Plan disposable tray
- Surgical Instruments: Clamps, Markers, Universal Screwdriver, Schanz Screws, SA Reduction Tube, Scalpel 
Handle, Blunt, Cannulas, Drills, Drill Guides, Target Extender, Bone Mount  Bridge, Schanz Bond, Arm Guide, Rear 
Panel Adapter, Screen Arm Adapter, Drill Guide Anchor, Link Bridge, Clamp Link, Schanz Connector, Adjustable Stop, 
Head Pins, Schanz arm and MIST bridge.

Initial date: 13 November 2012
Revision date: 18 December 2020














