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D DEKRA

EC CERTIFICATE

Number: 3900484CEO1

Full Quality Assurance System
Directive 93/42/EEC on Medical devices, Annex Il excluding (4)

(Devices in Class lla, llb or 1l1)

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 Identificati_on Number illustrated below to accompany
the CE Marking of Conformity on the products concerned conforming’to,thé required Technical
Documentation and meeting the provisions of the EC-Directive which/apply to/themy///,

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 Il of Council Directive 93/42/EEC of June 14, 1993 and is subject to/periodical surveillance. For placing on'the
market of Class Il devices an additional EC design examination certificate according’to/Annex 1l (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

DEKRA Certification B.V.

™

Ty
B.T.M. Holtus J.A. van Vugt
Managing Director Certification Manager

© Integral publication of this certificate and adjoining reports is allowed
DEKRA Certification B.V. is Notified Body with ID no 0344

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-product-safety.com Company registration 09085396




D DEKRA

ADDENDUM

Belonging to certificate: 3900484CEO1 1/2

CE MARKING OF CONFORMITY
MEDICAL DEVICES

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

Issued to:

MAZOR Robotics Ltd.
1 HaEshel Street (Building C),
Caesarea Business Park,

Postal Code 3079830,

Israel

This certificate covers the following product(s):

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

Renaissance System (Class lla, Product Code; TPL0O038)
- 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 lla, Product Code: TPL0059)
- Disposable instruments:

DEKRA Certification B.V.

™

B.T.M. Holtus J.A. van Vugt
Managing Director Certification Manager

© Integral publication of this certificate and adjoining reports is allowed

DEKRA Certification B.V. is Notified Body with ID no 0344

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-product-safety.com Company registration 09085396




D DEKRA

ADDENDUM

Belonging to certificate: 3900484CEO1 2/2

CE MARKING OF CONFORMITY
MEDICAL DEVICES

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

Issued to:

MAZOR Robotics Ltd.

1 HaEshel Street (Building C),
Caesarea Business Park,
Postal Code 3079830,

Israel

*  Mazor X Spine disposable tray

*  Mazor X Scan &Plan disposable‘'tray ' #4 '
- Surgical Instruments: Clamps, Markers, Universal Screwdrlver Schanz ScreWS SA Reductlon Tube Scalpel
Handle, Blunt, Cannulas, Drills, Drill Guides, Target Extender, Bone Mount, Brldge ScéhanZ Bonld,/Arm' Guide, Rear
Panel Adapter, Screen Arm Adapter, Drill Guide Anchot, Link Bridge, Clamp Llnk Schanz Connegtor, Adjustable Stop)
Head Pins, Schanz arm and MIST bridge.

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

DEKRA Certification B.V.

DAYt

B.T.M. Holtus J.A. van Vugt
Managing Director Certification Manager

© Integral publication of this certificate and adjoining reports is allowed

DEKRA Certification B.V. is Notified Body with ID no 0344

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 F +31 88 96 83100 www.dekra-product-safety.com Company registration 09085396
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Toto je preklad z anglického do slovenského jazyka.

OSVEDCENIE ES

Cislo: 3900484CEQ1

Systém komplexného zaistenia kvality

Smernica 93/42/ES o zdravotnickych pomdckach, Priloha II, okrem (4)
(Zariadenia v Triede lla, IIb alebo lll)

Vyrobca:

MAZOR Robotics Ltd.

1 HaEshel Street (Building C),
Caesarea Business Park,
Postal Code 3079830,

Izrael

Pre kategériu (kategorie) vyrobkov

Miniatirne chirurgické robotické polohovacie systémy, 3D vizualizaéné systémy pre
Standardné fluoroskopické C-ramena, na pouzitie v oblasti spinalnej a mozgove;j
chirurgie

Spolo¢nost DEKRA tymto udeluje pravo pouzivat identifikacné Cislo notifikovaného organu
ES uvedené nizsie, spolu s oznagenim zhody CE, a to na prislusnych produktoch, ktoré su v
stlade s pozadovanymi technickymi poziadavkami uvedenymi v prislusnej dokumentacii, a
ktoré splfiaju ustanovenia relevantnych smernic ES:

0344

Dokumenty, ktoré tvoria zaklad tohto osvedcenia:
Oznamenie o certifikacii 3900484CN, pdvodne zo diia 13. oktébra 2011
Dodatok, pévodne zo diha 13. novembra 2012

Spolognost DEKRA tymto vyhlasuje, Ze vy$8ie uvedeny vyrobca spifia prislugné ustanovenia ,***Besluit
Medische Hulpmiddelen®, holandskej transpozicie smernice Rady 93/42/EHS zo 14. juna 1993 o zdravotnickych
pomdckach, vratane véetkych naslednych zmien a doplneni. Vyrobca zaviedol systém zaistenia kvality pre
dizajnovanie, vyrobu a kone&nu kontrolu v ramci uvedenej kategorii produktov v sulade s ustanoveniami Prilohy Il
Smernice Rady 93/42/EHS zo 14. jana 1993 a podlieha pravidelnému dohfadu. Pri uvadzani zdravotnickych
pomécok Triedy Il na trh je povinny zabezpecit dodatocné osvedcenie ES o preskéimani navrhu podla Prilohy II
(4). Potrebné informacie tykajuce sa systému riadenia kvality u vyrobcu, vratane zariadeni a odkazov na
prislunt dokumentaciu, prislusnych produktov a vykonanych posudeni, su uvedené v ozndmeni o certifikacii,
ktoré tvori neoddelitelnu stc¢ast tohto osvedcenia.

Toto osvedE&enie je platné do: 1. oktébra 2022
Prvé vydanie: 13. oktébra 2011
Revidované: 18. decembra 2020
Opatovne vydané: 1. oktébra 2017

DEKRA Certification B.V.

nedcitatelny podpis necitatelny podpis
B.T.M. Holtus J.A. van Vugt
Generalny riaditel Manazér pre certifikaciu

© Integralne uverejnenie tohto osveddenia a prifahlych sprav sa povoluje
DEKRA Certification B.V. je notifikovany organ s identifikagnym &islom 0344

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, Holandsko
Tel. +31 88 96 83000 Fax +31 88 96 83100 www.dekra-product-safety.com Registratné &islo spolo&nosti 09085396



‘logo DEKRA

Toto je preklad z anglického do slovenského jazyka.

DODATOK

Prislugnost k certifikatu: 3900484CEOQ1 1/2

0ZNACENIE ZHODY CE
ZDRAVOTNICKE POMOCKY

Miniattrne chirurgické robotické polohovacie systémy, 3D vizualizaéné systemy pre

standardné fluoroskopické C-ramena pre pouzitie v oblasti spinalnej a mozgove| chirurgie

Vydané pre:

MAZOR Robotics Ltd.

1 HaEshel Street (budova C),
Caesarea Business Park,
Postal Code 3079830,

Izrael

Toto osvedéenie sa vztahuje na nasledujuce produkty:
Toto osvedéenie sa vztahuje na tento produkt (y) (Trieda lla):

Systém Renaissance (Trieda lla, kod produktu: TPLOO38)
- Jednorazové nastroje:
o Jednorazova miska s montazou na 6zko
e Jednorazova miska so svorkami
e Minimalne invazivna jednorazova miska
e Jednorazova miska — mozog
e Miska na jednorazové materialy na skenovanie a planovanie
o Minimalne invazivna miska na jednorazové materialy pre skenovanie a planovanie
o Miska na jednorazové materialy pre skenovanie a planovanie s montazou na |6Zzko

- Chirurgické nastroje: drziaky markerov, skrutkovace, platni¢ky (doiné a horne), ramena, kliny,
hlavové koliky, kladivka, nastroj na zavadzanie miniatrnych svoriek, svorky, rarky na ramena,
Peteron, Stylus, vrtaky, kanyly, mostiky, schanzove skrutky, redukéné trubice, vitacie vodiace prvky,
rukovate skalpelov, viacuroviioveé mostiky, diné skrutky, krizové tyce, tupé trokare, mostikove
konektory, rukovate (ratnova rukovat, momentova rukovat, rukovat), nastavitelny doraz, vodiace
adaptéery, adaptéry RBT zakladne, karusel, FHC adapter.

Systém Mazor X (Trieda lla, kéd vyrobku: TPLO059)
- Jednorazové nastroje:

DEKRA Certification B.V.

neditatelny podpis neditatelny podpis
B.T.M. Holtus J.A. van Vugt
Generalny riaditel Manazér pre certifikaciu

© Integralne uverejnenie tohto osvedéenia a prifahlych sprav sa povoluje
DEKRA Certification B.V. je notifikovany organ s identifikaénym ¢islom 0344

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, Holandsko
Tel. +31 88 96 83000 Fax +31 88 96 83100 www.dekra-product-safety.com Registraéné &islo spolognosti 09085396
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logo DEKRA

Toto je preklad z anglického do slovenského jazyka.

DODATOK

Prislugnost k certifikatu: 3900484CE01 22

OZNACENIE ZHODY CE
ZDRAVOTNICKE POMOCKY

Miniaturne chirurgické robotické polohovacie systémy, 3D vizualizatné systémy pre
gtandardné fluoroskopické C-ramena pre pouzitie v oblasti spinalnej a mozgovej chirurgie

Vydané pre:

MAZOR Robotics Ltd.

1 HaEshel Street (budova C),
Caesarea Business Park,
Postal Code 3079830,

Izrael

e Mazor X Spine, jednorazova miska

e Mazor X Scan&Plan, jednorazova miska
- Chirurgické nastroje: svorky, markery, univerzélny skrutkovac, schanzove skrutky, redukéna trubicka
SA, rukovat pre skalpel, tupy nastroj, kanyly, vrtéky, vitacie vodiace prvky, predizovag tera, mostik
na uchytenie kosti, schanzova véazba, vodiaci prvok ramena, zadny adaptér panela, adaptér ramena
obrazovky, kotva vodiaceho prvku vftania, spojka mostika, spojka svorky, schanzov konektor,
nastavitelny doraz, hlavové koliky, schanzovo rameno a mostik MIST.

Prvé vydanie: 13. novembra 2012
Datum revizie: 18. decembra 2020

DEKRA Certification B.V.

necitatelny podpis necitatelny podpis
B.T.M. Holtus J.A. van Vugt
Generalny riaditel Manazér pre certifikaciu

© Integralne uverejnenie tohto osvedcenia a prifahlych sprav sa povoluje
DEKRA Certification B.V. je notifikovany organ s identifikagnym &islom 0344

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, Holandsko
Tel. +31 88 96 83000 Fax +31 88 96 83100 www.dekra-product-safety.com Registraéné &islo spolognosti 09085396



PREKLADATELSKA DOLOZKA

Preklad som vypracovala ako prekladatel’ka zapisand v zozname znalcov, timo¢nikov a prekladatel'ov, ktory
vedie Ministerstvo spravodlivosti Slovenskej republiky v odbore slovensky jazyk — anglicky jazyk, eviden¢né
&islo prekladatelky 971183,

Preklad je v denniku zapisany pod ¢islom 3GY /20LL

Preklad sthlasi s prekladanou listinou.

Vyhlasujem, Ze som si vedoma nésledkov vedome nepravdiveho prekladu.

V Nitre dila 2.42.2¢0¢22

TRANSLATOR'S CLAUSE

I produced the above translation as a translator listed in the Register of Experts, Interpreters and Translators
maintained by the Ministry of Justice of the Slovak Republic, discipline Slovak and English languages,
translator’s registration number 971183.

This translation act is registered in the Translator’s Diary under the No. Fe4loe

This translation agrees with the presented original instrument.

I hereby declare that | am aware of consequences of knowingly untrue translation.

In Nitraon 2.12.20¢2 g ——

&

................................... G S8zee s i
odtlacok tradnej peciatky Mgr. Natéalia Klemanova
tiradna peciatka / official stamp Prekladatel’ka / Translator








