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Document Name Declaration of Conformity - Ila - REN & MZX
Document No. DOC004965
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Revision History:

Initiation Date | Revision Level Author EN(;’)N Change Description
June 25, 2019 B.4 Yael Liebes Peer NA | Update Mazor ZIP code to 3079567
August 8, 2019 C5 Marina Hefetz | 01468 | MaZor X Navigation Camera (TPLOO063-
01) addition
Update PN description for KIT0140,
Mava Baranes- KIT0141, KIT0145 and KIT0565 to
Nov. 14, 2019 D.7 Zee)\//i 01629 | remove the wording 'Replacement Kit'.
Update PN description for KIT0292 to
remove ' Surgical'.
Updating First SN manufactured for the
Mava Baranes- following PNs: KIT0595, KIT0601,
Dec. 25, 2019 E.4 Zee)\//i NA | KIT0284, KIT0731, KIT0736, KIT0732,
KIT0614, KIT0140, KIT0141, KIT0565,
KIT0145, TPL0063
Mar. 29, 2020 F.2 g/leae)\//? Baranes- | 01689 | Add KIT0722
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Mava Baranes- Update PN description for KIT0142
Jun. 03, 2020 H.2 Zee)\//i 01666 | remove the wording '‘Replacement Kit'
Typo correction - KIT0284 included twice
Maya Baranes- Authorized representative change to
Jun. 21,2020 .4 Zeevi NA Medtronic B.V.
Jul. 27, 2020 J.10 gleae)\//&il Baranes- NA | Manufacturer address change
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Feb 23, 2021 M.3 Anat Alexandroni | 01930 | Add replacement parts
Apr 11, 2021 N.2 Anat Alexandroni %11;35 Add Renaissance replacement parts
. Add a reference to ECN02011 (release of
Oct. 20, 2021 0.6 Lital Lotem 02011 MAS0756)
Jan 23,2022 P.2 Svetlana 02010 | Add replacement parts
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Declaration of Conformity

Medical devices

We hereby declare that the distributed CE marked products, specified in the annexed product list, are covered
by the "CE Marking of Conformity Certificate™, reference number: 3900484CEOQL, firstly issued on 13 October
2011, revised and reissued on 01 October 2014, and delivered by DEKRA Certification B.V., Arnhem, the
Netherlands, Notified Body Identification Number 0344, in accordance with Annex Il of the law ‘Besluit
Medische Hulpmiddelen’ of the Netherlands transposing the "EC-Directive"”, the Council Directive
93/42/EEC of 14 June 1993, concerning medical devices.

In addition, we ensure and declare that the distributed CE marked products, as mentioned and falling within
Class Ila, meet the provisions of the EC-Directive that apply to them.

This declaration is based on the application of the Quality System approved for the design, manufacture,
distribution and service of the products concerned, in accordance with Annex Il of the EC-Directive. The
conformity of the full quality assurance system set out in Annex Il is described in the said CE Marking of
Conformity Certificate, issued and delivered by DEKRA Certification B.V.

This declaration is supported by the Quality System certification based on the harmonized standard 1SO
13485:2016.

This Declaration of Conformity covers Mazor Robotics medical devices as specified in the annexed product
list belonging to this declaration, and is valid for all products concerned bearing the CE marking.

Manufacturer: Authorized Representative:
Mazor Robotics Ltd. Medtronic B.V.

1 HaEshel Street (Building C), Earl Bakkenstraat 10
Caesarea Business Park, 6422 PJ Heerlen

Postal Code 3079830, Israel The Netherlands

Tel: +972 4 618-7100
Fax: +972 4 618-7111

Name: Svetlana Shprinhz Lifshits
Title: Sr. Regulatory Affairs Specialist
Signature: Date: Jan. 23, 2022

Annex 1 — Product List (CE0344)

Annex 2 - Product List (CE0482)

Declaration of Conformity - Ila - REN & MZX Page 4 of 13
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ANNEX 1 - PRODUCT LIST (CE0344)

This product list belongs to the Declaration of Conformity for class Ila CE marked products that Mazor
Robotics intends to distribute in conformity with the provisions of the Council Directive 93/42/EEC of 14 June
1993, concerning medical devices manufactured when Mazor Robotics Quality Management System (QMS)
was certified by DEKRA Certification B.V. (CE0344). The following list identifies the products by product
name, product code and by time related information. The products are divided to current manufactured

products, and products which were End of Life (EOL).

current manufactured product — systems
Product Identification Time related information
Product name Product code QSM Certified by NB First SN manufactured | Last SN manufactured
Renaissance System TPL0038 DEKRA 300-21-022012 -
Mazor X System TPLO0059 DEKRA 4001200218 -
current manufactured product — disposable kits
Product Identification Time related information
Product name Product code QSM Certified by NB First Lot manufactured Last Lot
manufactured

Clamp Disposable Tray KIT0089 DEKRA WP118167 -
Bed Mount Disposable KIT0108 DEKRA WP118395 -
Tray
Minimally Invasive KIT0091 DEKRA WP118306 -
Disposable Tray
Brain Disposable Tray KIT0291 DEKRA WP118369 -
Scan & Plan Clamp KIT0595 DEKRA WP096805 -
Disposables Tray
Scan & Plan Minimally KIT0598 DEKRA WP118390 -
Invasive Disposables
Tray
Scan & Plan Bed Mount KIT0601 DEKRA WP115212 -
Disposables Tray

i WP118037 -
M.azor X Spine KITO575 DERKA
Disposable Tray

WP118036 -
M_azor X Scan & Plan KITO579 DEKRA
Disposable Tray
Declaration of Conformity - Ila - REN & MZX Page 5 of 13
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current manufactured product — accessories
Product Identification Time related information
Product name Product code QSM Certified by NB First Lot Last Lot manufactured
manufactured
Renaissance Surgical | 150 DEKRA WP010012 -
Accessories Kit
Brain Accessories Kit KIT0292 DEKRA WP062036 -
Brain Surgical KIT0293 DEKRA
Accessories Pre- WP062436 -
operative Kit
Brain Surgical KIT0295 DEKRA
Accessories Intra- WP065445 -
operative Kit
Mazor X Surgical KITO552 DEKRA WP117888 i
Instruments
Mazor X Surgical KIT0854 DEKRA
TBD -
Instruments Tray 1
Mazor X Surgical KIT0855 DEKRA
TBD -
Instruments Tray 2
Schanz Screw 4x80mm DEKRA WP118127 -
(10-pack) KIT0729
Schanz Screw DEKRA WP088245 -
4x120mm (10-pack) KIT0284
Head Pin 2.5x60mm DEKRA WP094189 -
(10-pack) KIT0731
Long Drill 4x80mm DEKRA WP118140 -
(10-pack) KIT0735
Long Drill 3x80mm DEKRA WP118122 -
(10-pack) KIT0738
Long Drill 3x30mm DEKRA WP118106 -
(10-pack) KIT0733
Short Drill 3x30mm DEKRA WP118107 -
(10-pack) KIT0734
Short Drill 3x80mm DEKRA WP118134 -
(10-pack) KIT0739
Head Pin 2.5x100mm, DEKRA WP118116 -
10 pack
KITO0758
Long Drill Guide and DEKRA WP095264 -
Long Cannula KIT0736
Auxiliary Drill Guide DEKRA WP095266 -
and Auxiliary Cannula
KIT0732
Declaration of Conformity - Ila - REN & MZX Page 6 of 13
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current manufactured product — accessories
Product Identification Time related information
Product name Product code QSM Certified by NB First Lot Last Lot manufactured
manufactured

Short Drill Guide and DEKRA SA9903344 -
Short Cannula KIT0737

DEKRA WP118123 -
SA Reduction Tube, 10
pack KIT0142

DEKRA SA9864075 -
Lateral Optional Kit KITO0755
Renaissance Surgical DEKRA MZKIT1711042 -
Instrument Set KIT0614
SA 3.0mm Long Drill, DEKRA WP110560 -
10 pack KIT0140
SA 3.0mm Short Drill, DEKRA WP119834 -
10 pack KIT0141
4mm x 150mm Schanz DEKRA WP110563 -
Screw, Qty: 10 KIT0565
K-wires 2.5X120 DEKRA WP116426 -
wi/stop, 10 pack KIT0145
Mazor X Navigation DEKRA 5002321019 -
Camera TPLO063

. o DEKRA TBD _
Cranial Drill Bit,5 pack | KIT0722
. . TBD
Universal Screwdriver MAS1650 DEKRA -
Tablet Adaptor/Rear MAS1891 DEKRA TBD )
Panel Adaptor
TBD
Screen Arm Adaptor MAS1892 DEKRA -
Clamp Link MAS2202 DEKRA 8D -
Scalpel Handle MAS2240 DEKRA TBD -
Blunt MAS2255 DEKRA TBD -
Mini Clamp MAS2292 DEKRA TBD -
Schanz Arm MAS2351 DEKRA 8D -
Target Extender MAS2310 DEKRA TBD -
Short Drill Guide MAS2245 DEKRA 8D -
Reference Marker MAS1295 DEKRA TBD -
Arm Guide MAS2330 DEKRA 8D -
Declaration of Conformity - Ila - REN & MZX Page 7 of 13
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current manufactured product — accessories
Product Identification Time related information
Product name Product code QSM Certified by NB First Lot Last Lot manufactured
manufactured
MIST Bridge MAS2568 DEKRA TBD -
Stylus Marker MAS2176 DEKRA 8D -
TBD

Target Extender Screw MAS2345 DEKRA -
Dual Clamp MAS1355 DEKRA TBD -
Bone Mount Bridge MAS2188 DEKRA TBD -
Long Drill Guide MAS2242 DEKRA TBD -
Short Drill 3 mm x 30 MAS2261 DEKRA TBD )
mm
Long Cannula MAS2241 DEKRA TBD -
Schanz Bond MAS2271 DEKRA 8D -
Short Cannula MAS2249 DEKRA 8D -
Long Drill 3.0x80 MAS2259 DEKRA TBD -
Long Drill 3.0x30 MAS2260 DEKRA TBD ”
Short Drill 3.0x80 MAS2264 DEKRA TBD -
Long Drill 4.0x80 MAS2265 DEKRA 8D -
SA 4.0mm Schanz MAS0541 DEKRA TBD -
screw
Schanz screw MAS1544 DEKRA TBD -
4mmx80mm
Head Pin 2.5x60 MAS2267 DEKRA TBD -
Head Pin 2.5x100 MAS2269 DEKRA TBD )
Mazor X Instrument Set MAS2306 DEKRA TBD -
Case 1
Mazor X Instrument Set MAS2307 DEKRA TBD -
Case 2

. TBD -
Oblique Marker Holder | MAS0301 DEKRA

. . TBD
Universal Screwdriver MAS0371 DEKRA -
Lower Plate MAS0522 DEKRA 8D -

Declaration of Conformity - Ila - REN & MZX Page 8 of 13
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current manufactured product — accessories
Product Identification Time related information
Product name Product code QSM Certified by NB First Lot Last Lot manufactured
manufactured
2.5mm Head pin MAS0540 DEKRA TBD -
Mini Clamp Introducer | MAS0755 DEKRA 8D -
Radiolucent Clamp MAS0756 DEKRA 8D -
Mini Clamp MAS0760 DEKRA TBD -
Peteron MAS0767 DEKRA TBD -
SA3.0mm Short Drill | MAS0365 DEKRA 8D )
SA30mm Long Drill | MAS0366 DEKRA 8D )
SA Long Cannula MAS0367 DEKRA TBD -
SA Short Cannula MAS0368 DEKRA 8D )
SA Clamp Bridge MAS0500 DEKRA TBD -
SA Short Drill Guide | MAS0543 DEKRA 8D )
SA Long Drill Guide | MAS0544 DEKRA TBD .
SA MIS Bridge MAS0608 DEKRA 8D )
SA Scalple Handle MAS0660 DEKRA 8D ]
gﬂcl:g:evel BridgeLong |\ \so764 DEKRA TBD .
SA Cross Bar MAS0766 DEKRA TBD -
SA Blunt Trocar MAS0791 DEKRA TBD -
iﬁn'r;io?”dge MAS0810 DEKRA TBD ]
Arm 1 MAS1380 DEKRA TBD .
Arm 2 MAS1382 DEKRA TBD .
Am 3 MAS1383 DEKRA TBD ;
Arm 4 MAS1384 DEKRA TBD -
Upper Plate MAS1386 DEKRA TBD -
Wedge MAS1389 DEKRA TBD )
Declaration of Conformity - lla - REN & MZX Page 9 of 13
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current manufactured product — accessories

Product Identification Time related information

Product name Product code QSM Certified by NB First Lot Last Lot manufactured
manufactured
Arm Tube MAS1521 DEKRA T8D ;
MIS Bridge Connector | MAS1523 DEKRA TBD )
Cranial Drill Bit MAS2104 DEKRA TBD ;
RBT Base Screwdriver | MAS2197 DEKRA TBD i
RBT Base Adaptor MAS0663 DEKRA TBD -
Short Drill Guide MAS1248 DEKRA 8D -
Arm 4 MAS1738 DEKRA TBD i
45mm Guiding Adaptor | MAS1737 DEKRA TBD i
65mm Guiding Adaptor | MAS1741 DEKRA TBD i
FHC Adaptor MAS2071 DEKRA TBD -
EOL — systems

Product Identification Time related information
Product name Product code QSM Certified by NB First SN manufactured | Last SN manufactured
SpineAssist System TPLO001 DEKRA No Sales No Sales
C-InSight System TPLO005 DEKRA No Sales No Sales

EOL - disposable kits

Product Identification Time related information

Product name Product code QSM Certified by NB First Lot Last Lot manufactured
manufactured
Thoracic Clamp KIT0112 DEKRA WP010332 WP016056
Disposable Kit
Clamp Disposable Kit KIT0109 DEKRA WP010195 WP097995
Bed Mount Disposable KIT0105 DEKRA WP010189 WP084627
Kit
Minimally Invasive KIT0110 DEKRA WP010316 WP097875
Disposable Kit
Declaration of Conformity - Ila - REN & MZX Page 10 of 13

Document No. DOC004965 Rev: P.2 LC State: Released



Inspiring the Art of Surgery

Mazor

onote Released
Brain Disposable Kit KIT0287 DEKRA WP063419 WP094140
Scan & Plan Clamp KIT0590 DEKRA WP065043 WP096805
Disposables Kit
Scan & Plan KIT0591 DEKRA WP062057 WP094155
Minimally Invasive
Disposables Kit
Scan & Plan Bed KIT0592 DEKRA WP065046 WP094162
Mount Disposables Kit
Replacement Kit, KIT0136 DEKRA WP001271 WP096716
Sterile sheath, 10 pack
Replacement Kit, KIT0612 DEKRA WP064913 WP092915
Monitor cover, 10 pack

EOL - reusable surgical tools kit/non sterile accessories

Product Identification Time related information
Product name Product code QSM Certified by NB First Lot Last Lot manufactured
manufactured
Bed Mount Set KIT0351 DEKRA WP010613 WP084868
Muld-Directional KIT0347 DEKRA WP010231 WP084891
Bridge Set
Translaminar Facet
Screw Instrumentation KIT0310 DEKRA No Sales No Sales
Kit
Cervical KIT0271 DEKRA No Sales No Sales
Instrumentation Set
Standard Image KITO181 DEKRA WP010027 WP083129
Adaptor
SpineAssist Complete
Surgical Accessories KIT0289 DEKRA No Sales No Sales
Kit
:st'”eAss'St BedMount |\ 0268 DEKRA No Sales No Sales
Emerald Pedicle KIT0340 DEKRA No Sales No Sales
System - Instruments
GO-LIF Surgical Kit KIT0274 DEKRA No Sales No Sales
Declaration of Conformity - Ila - REN & MZX Page 11 of 13
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ANNEX 2 - PRODUCT LIST (CE0482)

This product list belongs to the Declaration of Conformity for class Ila CE marked products that Mazor
Robotics intends to distribute in conformity with the provisions of the Council Directive 93/42/EEC of 14 June
1993, concerning medical devices manufactured when Mazor Robotics Quality Management System (QMS)
was certified by MedCert GmbH (CE0482). The following list identifies the products by product name, product
code and by time related information.

Product Identification Time related information
Product name Product code QSM Certified by NB First SN manufactured | Last SN manufactured
Renaissance System TPLO038 MedCert 300-21-022012 300-20-122011
SpineAssist System TPLO001 MedCert 100-02-082004 100-49-122010
C-InSight System TPLO005 MedCert 200-01-072008 200-15-112011

Product Identification Time related information

Product name Product code QSM Certified by NB First Lot Last Lot manufactured
manufactured

Clamp Disposable Kit KIT0109 MedCert WP010195 WP010192

Bed Mount Disposable KIT0105 MedCert WP010189 WP007560

Kit

Minimally Invasive KIT0110 MedCert WP010316 WP010197

Disposable Kit

Thoracic Clamp KIT0112 MedCert WP010332 WP010202

Disposable Kit

Product Identification Time related information

Product name Product code QSM Certified by NB First Lot Last Lot manufactured
manufactured

Renalssar_me Syrglcal KIT0150 MedCert WP007935 WP010005

Accessories Kit

Bed Mount Set KIT0351 MedCert WP008868 WP010057

ML_JItl-DlrectlonaI KIT0347 MedCert No Sales No Sales

Bridge Set

Translaminar Facet KIT0310 MedCert

Screw Instrumentation No Sales No Sales

Kit

Cervical _ KIT0271 MedCert No Sales No Sales

Instrumentation Set

Standard Image KIT0181 MedCert WP001254 WP010027

Adaptor

Declaration of Conformity - Ila - REN & MZX
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SpineAssist Complete KIT0289 MedCert
Surgical Accessories WP005423 WP007570
Kit
:ZtlneAssmt Bed Mount | KIT0268 MedCert WP004471 WP007400
Emerald Pedicle KIT0340 MedCert 1 2
System - Instruments
GO-LIF Surgical Kit KIT0274 MedCert 1 7
Declaration of Conformity - Ila - REN & MZX Page 13 of 13
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Informacie o dokumente:

Nazov dokumentu Vyhlasenie o zhode - lla - REN & MZX
Cislo dokumentu DOC004965
Verzia dokumentu p.2
Schvélenia:
Podpisal Pozicia Datum/¢as Vyznam podpisu

NN, Specialista pre regula¢né 27. januar 2022 .

Svetlana Shprinhz-Lifshits SAleitosti 09:33 GMT+02:00 Aktualizacia
. PridruZeny Specialista pre 27. januar 2022 , .
Anat Alexandroni regulatné zélezitosti 22:48 GMT-+02:00 Preskimanie
. ” . 27. januér 2022 -
Marina Hefetz Manaze/r pre reg_ulacne 22:95 GMT+02:00 Schvalenie
zaleZitosti

Kontrolované informacie Medtronic
DOVERNE

Tento dokument je elektronicky kontrolovany
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Vyhlasenie o zhode - Ila - REN & MZX
Informacie o dokumente:

Néazov dokumentu Vyhléasenie o zhode - lla - REN & MZX
Cislo dokumentu DOC004965
Verzia dokumentu p.2

Historia revizii:

ECN

Datum zaliatku | Uroveii revizie Autor P Opis zmeny
25. jin 2019 B.4 Yael Liebes Peer | Neaplikuje | Aktualizacia PSC spoloénosti Mazor na
sa 3079567
08. august 2019 C5 Marina Hefetz 01468 Navigacna kamera Mazor X (TPLO063-

01) doplnenie

Aktualizacia popisu PN pre

Maya Baranes- KIT0140, KIT0141, KIT0145 a

14. november D.7 Z06Vi 01629 KITO565 s cielom odstranit’ text
2019 »,N&hradné suprava. Aktualizacia
popisu PN pre KIT0292 s cielom
odstranit’ slovo ,,Chirurgické®.
Aktualizacia Prvych SN vyrobenych
pre nasledujice PN: KIT0595,

Maya Baranes-

25. december E.4 Z06Vi Neaplikuje | KIT0601, KIT0284, KIT0731,

2019 sa KIT0736, KIT0732, KIT0614,
KIT0140, KIT0141, KIT0565,
KIT0145, TPL0063

29. marec 2020 F.2 g/leae%/? Baranes- 01689 | Pridanie supravy KIT0722

10. méj 2020 G3 Mayg Baranes- Neaplikuje ReV1z,12_1_(oprava preklepu) ¢isla ECN

Zeevi sa Vv revizii F.2
i Aktualizacia popisu PN pre KIT0142

3. jan 2020 H.2 g/leae)\//? Baranes 01666 | s cielom odstranit’ text ,,Nahradna
suprava“ Oprava preklepu - ndzov
KIT0284 zahrnuty dvakrat

. Maya Baranes- Neaplikuie | ZMena opravneného zastupcu na
21.Jun 2020 .4 Zeevi ea'i,; e Medtronic B.V.
27. jala 2020 J.10 g/laya} Baranes- Neaplikuje | Zmena adresy vyrobcu
eevi sa

DOVERNE len na interné pouZitie

Autorské pravo (c) ako nepublikované dielo spolocnosti Mazor Robotics, 2001

Tento dokument a informacie v iom obsiahnuté st urcené len pre interné pouzitie spolo¢nosti Mazor Robotics a nesmu
byt pouzité, publikované, zverejnené alebo Sirené mimo spolo¢nosti Mazor Robotics v celku ani po €astiach bez suhlasu
spolocnosti Mazor Robotics. Tento dokument obsahuje obchodné tajomstvo spolocnosti Mazor Robotics
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ECN

Shprinhz Lifshits

Datum zadiatku | Uroveii revizie Autor P Opis zmeny
2. januér 2020 K5 Mayq Baranes- Neaplikuje Opravit mapovanie historie revizii WCL
Zeevi sa pre rev. J
14. februar 2021 L2 Marina Shked 1787 Aktualizacia s cielom zahrnit’ prepracovany
- Tebruar ' arina shkedy dizajn KIT0552 (pridanie KITO855 a
K1T0854)
23. februér 2021 M.3 Anat Alexandroni | 01930 | Pridanie nahradnych dielov
11. april 2021 N.2 Anat Alexandroni %112?5 Pridanie nahradnych dielov Renaissance
, . Pridanie odkazu na ECN02011 (vydanie
20. oktober 2021 0.6 Lital Lotem 02011 MASO756).
23. januar 2022 P.2 Svetlana 02010 | Pridanie nahradnych dielov

DOVERNE len na interné pouZitie

Autorské pravo (c) ako nepublikované dielo spolocnosti Mazor Robotics, 2001

Tento dokument a informacie v iom obsiahnuté st urcené len pre interné pouzitie spolo¢nosti Mazor Robotics a nesmu
byt pouzité, publikované, zverejnené alebo Sirené mimo spolo¢nosti Mazor Robotics v celku ani po €astiach bez suhlasu
spolocnosti Mazor Robotics. Tento dokument obsahuje obchodné tajomstvo spolocnosti Mazor Robotics
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Vyhlasenie o zhode
zdravotnickej pomocky

Tymto vyhlasujeme, Ze na distribuované vyrobky s oznadenim CE uvedené v priloZenom zozname
vyrobkov sa vztahuje ,,Certifikat o zhode s oznacenim CE", referencné ¢islo: 3900484CEOQ1, prvykrat
vydany 13. oktoébra 2011, revidovany a opdtovne vydany 1. oktobra 2014, a dodany spolo¢nostou
DEKRA Certification B.V., Arnhem, Holandsko, identifikacné Cislo notifikovaného organu 0344, v
stlade s prilohou 1l holandského zakona ,,Besluit Medische Hulpmiddelen®, ktorym sa transponuje
»Smernica ES“, smernica Rady 93/42/EHS zo 14. juna 1993 o zdravotnickych pomdckach.

Okrem toho ru¢ime a vyhlasujeme, Ze distribuované vyrobky ozna¢ené ozna¢enim CE, ktoré st uvedené
vySSie a ktoré patria do triedy Ila, spliiaju ustanovenia smernice ES, ktora sa na ne vztahuje.

Toto vyhlasenie je zaloZené na aplikovani systému kvality schvaleného pre navrh, vyrobu, distribaciu a
servis prislusnych vyrobkov v stlade s prilohou Il smernice ES. Zhoda uplného systému zabezpecenia
kvality uvedeného v prilohe II je opisana v uvedenom osved¢eni o zhode s oznacenim CE, ktoré vydala a
dodala spolo¢nost DEKRA Certification B.V.

Toto vyhlasenie je podloZené certifikdciou systému kvality na zéklade harmonizovanej normy ISO
13485:2016.

Toto vyhlasenie o zhode sa vztahuje na zdravotnicke pomdcky spolo¢nosti Mazor Robotics uvedené v
priloZenom zozname vyrobkov patriacich k tomuto vyhlaseniu a plati pre vSetky prislusné vyrobky s
oznacenim CE.

Vyrobca: Opravneny zastupca:
Mazor Robotics Ltd. Medtronic B.V.

1 HaEshel Street (Building Earl Bakkenstraat 10
C), Caesarea Business Park, 6422 PJ Heerlen
PSC 3079830, Izrael Holandsko

Tel: +972 4 618-7100
Fax: +972 4 618-7111

Meno: Svetlana Shprinhz Lifshits

Pozicia: Senior Specialista pre regulacné zalezitosti
Podpis: Datum: 23. januér 2022

Priloha 1 — Zoznam vyrobkov (CE0344)

Priloha 2 — Zoznam vyrobkov (CE0482)
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Mazor LC Stav Uvol’nene

Robotics

PRILOHA 1 - ZOZNAM VYROBKOV (CE0344)

Tento zoznam vyrobky je sucastou vyhlasenia o zhode vyrobky triedy Ila s oznacenim CE, ktoré
spolo¢nost’ Mazor Robotics zamysla distribuovat’ v stilade s ustanoveniami smernice Rady 93/42/EHS zo
14. jina 1993 tykajucej sa zdravotnickych pomocok vyrobenych v ¢ase, ked’ bol systém riadenia kvality
(QMS) spolocnosti Mazor Robotics certifikovany spolocnostou DEKRA Certification B.V. (CE0344). V
nasledujucom zozname st vyrobky uvedené podla ndzvu vyrobky, jeho kodu a informécii tykajicich sa
¢asu. Vyrobky su rozdelené na aktualne vyrabané vyrobky a vyrobky, ktorym skoncila Zivotnost’ (EOL).

aktualne vyrabany vyrobok - systémy
Identifikacia vyrobku Informaécie tykajlce sa
Casu
Néazov vyrobku Kéd vyrobku Systém riadenia kvality Prvé vyrobené SN | Posledné vyrobené SN
certifikovany notifikovanym
organom
Systém Renaissance TPLO038 DEKRA 300-21-022012 -
Mazor X System TPLO0059 DEKRA 4001200218 -
aktualne vyrabany vyrobok - jednorazové
supravy
Identifikacia vyrobku Informécie tykajlce sa
casu
Néazov vyrobku Kéd vyrobku Systém riadenia kvality Prva vyrobena polozka| Posledna
certifikovany vyrobena
notifikovanym orgdnom polozka
Svorka na jednorazovu KIT0089 DEKRA WP118167 -
misku
Jednorazova miska KIT0108 DEKRA WP118395 -
montovand na 16Zko
Minimalne invazivna KIT0091 DEKRA WP118306 -
jednorazova miska
Jednorazovéa misku - KIT0291 DEKRA WP118369 -
mozog
Jednorazova miska KIT0595 DEKRA WP096805 -
svorky pre skenovanie a
planovanie
Minimalne invazivna KIT0598 DEKRA WP118390 -
miska pre skenovanie a
planovanie
Minimélne invazivna KIT0601 DEKRA WP115212 -
miska pre skenovanie a
planovanie montovana
na l6zko
Jednorazové miska DERKA WP118037 -
Mazor X Spine KIT0575
Jednorazové miska DEKRA WP118036 -
Mazor X pre skenovanie KIT0579
a planovanie
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Mazor LC Stav Uvol’nene

Robotics
aktualne vyrabany vyrobok - prislusenstvo
Identifikacia vyrobku Informécie tykajlce sa
casu
Néazov vyrobku Kéd vyrobku Systém riadenia kvality Prva Posledné vyrobena
certifikovany notifikovanym| vyrobena polozka
organom polozka
Suprava chirurgického
prislusenstva KIT0150 DEKRA WP010012 -
Renaissance
Suprava prislusenstva — | KIT0292 DEKRA WP062036 -
mozog
Predoperacna stiprava KIT0293 DEKRA
chirurgického WP062436 -
prislusenstva — mozog
Intraoperac¢na suprava | KIT0295 DEKRA
chirurgického WP065445 -
prislusenstva — mozog
Chirurgické nastroje DEKRA
Mazor X KIT0552 WP117888 -
Miska 1 na chirurgické | KIT0854 DEKRA

nastroje Mazor X Bude definované -

Miska 2 na chirurgické | KIT0855 DEKRA

néstroje Mazor X Bude definované -

Schanzova skrutka 4x80 DEKRA WP118127 -
mm (10 kusov v baleni) | K|T0729

Schanzova skrutka DEKRA WP088245 -
4x120 mm (10 kusov v | KIT0284

baleni)

Hlavovy klin 2,5x60 DEKRA WP094189 -
mm (10 kusov v baleni) | K|T0731

Dlhy vrtak 4x80 mm DEKRA WP118140 -
(10 kusov v balent) KIT0735

Dlhy vrtak 3x80 mm DEKRA WP118122 -
(10 kusov v balent) KIT0738

Dlhy vrtak 3x30 mm DEKRA WP118106 -
(10 kusov v balent) KIT0733

Kratky vrtak 3x30 mm DEKRA WP118107 -
(10 kusov v balent) KIT0734

Kratky vrtak 3x80 mm DEKRA WP118134 -
(10 kusov v balent) KIT0739

Hlavovy klin 2,5x100 DEKRA WP118116 -

mm, 10 kusov v baleni | KITO758

Vodiaci prvok dlhého DEKRA WP095264 -
vrtaka a dlha kanyla KIT0736

Dodato¢ny vodiaci DEKRA WP095266 _
prvok vrtaka a

dodato¢na kanyla KIT0732
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Mazor LC Stav Uvol’nene

Robotics
aktualne vyrabany vyrobok - prislusenstvo
Identifikacia vyrobku Informacie tykajuce sa
Casu
Néazov vyrobku Kéd vyrobku Systém riadenia kvality Prva vyrobena Posledné vyrobena
certifikovany notifikovanym| davka polozka
organom
Vodiaci prvok DEKRA SA9903344 -
kratkeho vrtéka a KIT0737
kratka kanyla
Reduk¢na rarka SA, 10 DEKRA WP118123 -
kusov v baleni KIT0142
DEKRA SA9864075 -
Lateralna volitel'na KIT0755
slprava
Stprava DEKRA MZKIT1711042 -
chirurgického KIT0614
nastroja Renaissance
SA 3,0 mm dlhy vrtak, DEKRA WP110560 -
10 kusov v baleni KIT0140
SA 3,0 mm kratky DEKRA WP119834 -
vrtak, 10 kusov v KIT0141
baleni
4 mm x 150 mm DEKRA WP110563 -
schanzova skrutka, KIT0565
mnoZstvo: 10
K-dréty 2,5 X 120 DEKRA WP116426 -
bez dorazu, 10 kusov KIT0145
v baleni
Navadzacia kamera DEKRA 5002321019 -
Mazor X TPLO0063
) DEKRA Bude definované -
Kranialny vitaci KITO0722
nadstavec, 5 kusov v
baleni
Univerzélny skrutkova¢ | MAS1650 DEKRA Bude definované | _
Adaptér pre Bude definované
tablety/Adaptér pre MAS1891 DEKRA B
zadny panel
Adaptér pre rameno MAS1892 DEKRA Bude definované | _
obrazovky
Spojka svorky MAS2202 DEKRA Bude definovane | _
Rukovic pre skalpel | MAS2240 DEKRA Bude definovane | _
Tupy nastroj MAS2255 DEKRA Bude definované | _
Minisvorka MAS2292 DEKRA Bude definované |
Schanzovo rameno MAS2351 DEKRA Bude definované |
PrediZenie navadzania | MAS2310 DEKRA Bude definované | _
Vodiaci prvok krétkeho | MAS2245 DEKRA Bude definované | _
vrtaka
Referenény znackovaé | MAS1295 DEKRA Bude definovane | _
Vodiaci prvok ramena | MAS2330 DEKRA Bude definovane | _
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Mazor LC Stav Uvol’nene

Robotics
aktualne vyrabany vyrobok - prislusenstvo
Identifikacia vyrobku Informadcie tykajiice sa ¢asu

Néazov vyrobku Kaéd vyrobku Systém riadenia kvality Prva vyrobena Posledna vyrobena

certifikovany notifikovanym| davka polozka

organom
Mostik MIST MAS2568 DEKRA Bude definované -
Znagkovaé Stylus MAS2176 DEKRA Bude definované -
Predlzovacia skrutka | MAS2345 DEKRA Bude definované -
navadzania
Duélna svorka MAS1355 DEKRA Bude definované -
Mostik pre monta? kosti| MAS2188 DEKRA Bude definovane -
Vodiaci prvok dihého | MAS2242 DEKRA Bude definovane -
vrtaka
l;gatky vrtadk 3 mm x MAS2261 DEKRA Bude definované )

mm
Dih kanyla MAS2241 DEKRA Bude definované -
Schanzova vézba MAS2271 DEKRA Bude definované -
Krétka kanyla MAS2249 DEKRA Bude definované -
Dlhy vrték 3,0x80 MAS2259 DEKRA Bude definované -
Dihy vrték 3,0x30 MAS2260 DEKRA Bude definovane -
Krétky vrtak 3,0x80 | MAS2264 DEKRA Bude definovane -
Dlhy vrték 4,0x80 MAS2265 DEKRA Bude definované -
SA 4,0 mm Bude definované -
schanzova skrutka MAS0541 DEKRA
Schanzova skrutka 4mm Bude definované -
% 80mm MAS1544 DEKRA
Hlavovy klin 2,5x60 | MAS2267 DEKRA Bude definované -
Hlavovy klin 2,5x100 | MAS2269 DEKRA Bude definované -
Suprava nastroja Mazor Bude definované -
X. puzdro 1 MAS2306 DEKRA
Suprava nastroja Mazor Bude definované -
X. puzdro 2 MAS2307 DEKRA
Sikmy driak MAS0301 DEKRA Bude definované -
znaCkovaca
Univerzélny skrutkova¢ | MAS0371 DEKRA Bude definované -
Dolna platiia MAS0522 DEKRA Bude definovane -
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Mazor LC Stav Uvol’nene

Robotics
aktualne vyrabany vyrobok - prislusenstvo
Identifikacia vyrobku Informdcie tykajiice sa éasu
Néazov vyrobku Kaéd vyrobku Systém riadenia kvality Prvéa vyrobena Posledné vyrobena
cert!fikovany notifikovanym davka polozka
organom
2,5 mm hlavovy klin | MAS0540 DEKRA Bude definovane .
Néstroj na zavedenie | MAS0755 DEKRA Bude definovane .
minisvorky
Radiolucentna svorka | MAS0756 DEKRA Bude definovane .
Minisvorka MAS0760 DEKRA Bude definované )
Peteron MAS0767 DEKRA Bude definované )
SA 3,0 mm kratky vrtak| MAS0365 DEKRA Bude definovane .
SA 3,0 mmdihy vrtak | MAS0366 DEKRA Bude definovane .
SA diha kanyla MAS0367 DEKRA Bude definované )
SA kratka kanyla MAS0368 DEKRA Bude definované )
SA mostik svorky MAS0500 DEKRA Bude definované )
SA vodiaci prvok MAS0543 DEKRA Bude definované )
kratkeho vrtéka
SA vodiaci prvok MAS0544 DEKRA Bude definované )
dlhého vrtaka
SA mostik MIS MAS0608 DEKRA Bude definované )
SA rukovi pre skalpel | MAS0660 DEKRA Bude definovane i
;fg‘i‘;%"i%{’k?“ﬁk MAS0764 DEKRA Bude definované i
SA priecna ty¢ MAS0766 DEKRA Bude definované )
SA tupy trokar MAS0791 DEKRA Bude definované )
Smf)\s':/illlas konektor MAS0810 DEKRA Bude definované )
Rameno 1 MAS1380 DEKRA Bude definované j
Rameno 2 MAS1382 DEKRA Bude definované j
Rameno 3 MAS1383 DEKRA Bude definované ]
Rameno 4 MAS1384 DEKRA Bude definované ]
Horn4 platia MAS1386 DEKRA Bude definované )
Klin MAS1389 DEKRA Bude definované )
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Mazor LC Stav Uvol’nene

Robotics
aktualne vyrabany vyrobok - prislusenstvo
Identifikacia vyrobku Informacie tykajuce sa
casu
Néazov vyrobku Kéd vyrobku Systém riadenia kvality Prva Posledné vyrobena
certifikovany notifikovanym| vyrobena polozka
organom polozka
Rurka ramena MAS1521 DEKRA Bude definované )
MIS konektor mostika | MAS1523 DEKRA Bude definované | _
Kranidlny vitaci MAS2104 DEKRA Bude definované | _
nadstavec
Skrutkovag pre MAS2197 DEKRA Bude definované | _
zékladiu RBT
Adaptér pre zakladiu | MAS0663 DEKRA Bude definované | _
RBT
Vodiaci prvok kratkeho MAS1248 DEKRA Bude definované -
vrtaka
Rameno 4 MAS1738 DEKRA Bude definované |
45 mm vodiaci adaptér | MAS1737 DEKRA Bude definované | _
65 mm vodiaci adaptér | MAS1741 DEKRA Bude definované | _
Adaptér FHC MAS2071 DEKRA Bude definované | _
Systémy EOL
Identifikacia vyrobku Informacie tykajlce sa
casu
Néazov vyrobku Kaéd vyrobku Systém riadenia kvality Prvé vyrobené SN | Posledné vyrobené SN
certifikovany notifikovanym
organom
Spinélny asistencny TPLO001 DEKRA Nie je v predaji Nie je v predaji
systém
Systém C-InSight TPLO005 DEKRA Nie je v predaji Nie je v predaji
EOL - jednorazové stpravy
Identifikacia vyrobku Informécie tykajlce sa
casu
Néazov vyrobku Kaéd vyrobku Systém riadenia kvality Prva vyrobena Posledné vyrobena
certifikovany notifikovanym| polozka polozka
organom
Suprava hrudnych KIT0112 DEKRA WP010332 WP016056
svoriek na jedno
pouZzitie
Suprava svoriek na KIT0109 DEKRA WP010195 WP097995
jedno pouzitie
Jednorazova slpravas | KIT0105 DEKRA WP010189 WP084627
montaZou na 16Zko
Minimalne invazivna KIT0110 DEKRA WP010316 WP097875
jednorazova suprava
Vyhlasenie o zhode - lla - REN & MZX Strana 10z 13

Cislo dokumentu DOC004965 Rev: P.2 LC stav: Uvol’nenée



Inspiring the Art of Surgery

Mazor

Robotics

LC Stav Uvol’nene

Jednorazova slprava —
mozog

KIT0287

DEKRA

WP063419

WP094140

Suprava
jednorazovych svoriek
pre planovanie a
skenovanie

KIT0590

DEKRA

WP065043

WP096805

Sdprava minimalne
invazivnych
jednorazovych svoriek
pre planovanie a
skenovanie

KIT0591

DEKRA

WP062057

WP094155

Suprava
jednorazovych svoriek
pre planovanie a
skenovanie s montaZou
na l6zko

KIT0592

DEKRA

WP065046

WP094162

Nahradné stprava,
sterilné krytie, 10
kusov v baleni

KIT0136

DEKRA

WP001271

WP096716

Nahradné stprava,
krytie monitora, 10
kusov v baleni

KIT0612

DEKRA

WP064913

WP092915

EOL - stprava chirurgickych nastrojov na opakované

pouzitie/nesterilné prislusenstvo

Identifikacia vyrobku Informécie tykajlce sa
casu
Néazov vyrobku Kéd vyrobku Systém riadenia kvality Prva Posledné vyrobena
certifikovany notifikovanym| vyrobena polozka
organom polozka

Suprava pre montdz na | KIT0351 DEKRA WP010613 WP084868
16Zko
SUprava viacsmemeno | oz DEKRA WP010231 WP084891
mostika
Suprava na
intrumentaciu KIT0310 DEKRA Nie je v predaji Nie je v predaji
translaminarnych
fazetovych skrutiek
Suprava cervikalnych L . L -
nésptrojov 4 KIT0271 DEKRA Nie je v predaji Nie je v predaji
Q‘;ﬁf’ter Standardnej | o161 DEKRA WP010027 WP083129

ky
Kompletna stprava
chirurgického KIT0289 DEKRA Nie je v predaji Nie je v predaji
prislusenstva
SpineAssist
Suprava pre montéz o . L "
Sp?neAssI,)sist na 163ko KIT0268 DEKRA Nie je v predaji Nie je v predaji
Néstroje pre systém L . L -
Emerafd gedigle KIT0340 DEKRA Nie je v predaji Nie je v predaji
Chirurgicka stiprava KIT0274 DEKRA Nie je v predaji Nie je v predaji
GO-LIF
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PRILOHA 2 — ZOZNAM VYROBKOV (CE0482)

Tento zoznam vyrobkov sa vztahuje na Vyhlasenie o zhode pre vyrobky Triedy Ila s ozna¢enim CE,
ktoré chce spolo¢nost’ Mazor Robotics distribuovat’ v sulade s ustanoveniami Smernice Rady 93/42/EHS
zo dia 14. juna 1993 o zdravotnickych pomodckach vyrobenych v Case, ked’ bol systém riadenia kvality
(QMS) spolocnosti Mazor Robotics certifikovany spolo¢nostou MedCert GmbH (CE0482). V
nasledujicom zozname su vyrobky identifikované podla ndzvu vyrobku, jeho kdédu a podla casovo
stvisiacich informacii.

Identifikacia vyrobku Informécie tykajlce sa
casu
Néazov vyrobku Kéd vyrobku Systém riadenia kvality Prvé vyrobené SN | Posledné vyrobené SN
certifikovany notifikovanym
organom
Systém Renaissance TPL0038 MedCert 300-21-022012 300-20-122011
Spinalny asistenény TPLO001 MedCert 100-02-082004 100-49-122010
systém
Systém C-InSight TPL0005 MedCert 200-01-072008 200-15-112011
Identifikacia vyrobku Informécie tykajlce sa
casu
Néazov vyrobku Kaéd vyrobku Systém riadenia kvality Prva Posledné vyrobena
certifikovany notifikovanym| vyrobena polozka
organom polozka
Suprava svoriek na KIT0109 MedCert WP010195 WP010192
jedno pouZitie
Jednorazové sipravas | KIT0105 MedCert WP010189 WP007560
montaZou na 16Zko
Minimélne invazivna KIT0110 MedCert WP010316 WP010197
jednorazova suprava
Suprava hrudnych KIT0112 MedCert WP010332 WP010202
svoriek na jedno
pouZitie
Identifikacia vyrobku Informacie tykajlce sa
casu
Néazov vyrobku Kaéd vyrobku Systém riadenia kvality Prva vyrobena Posledné vyrobena
certifikovany notifikovanym| polozka polozka
organom
Suprava KIT0150 MedCert
chirurgického WP007935 WP010005
prislusenstva
Renaissance
Suprava pre montdZz na | KIT0351 MedCert WP008868 WP010057
16Zko
Suprava viacsmerného | KIT0347 MedCert Nie i daii Nie i daii
mostika ie je v predaji ie je v predaji
Slprava na KIT0310 MedCert
instrumentaciu Nie je v predaji Nie je v predaji
translaminarnych
fazetovych skrutiek
Suprava cervikalnych KIT0271 MedCert . . . .
nésptrojov Nie je v predaji Nie je v predaji
Ac}apter Standardnej KIT0181 MedCert WP001254 WP010027
snimky
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Kompletna sdprava KIT0289 MedCert
chirurgického WP005423 WP007570
prislusenstva
SpineAssist
Suprava pre montaz KIT0268 MedCert
SpineAsssist na 16zko WP004471 WP007400
Nastroje pre systém KIT0340 MedCert 1 2
Emerald Pedicle
Chirurgicka stprava KIT0274 MedCert 1 7
GO-LIF
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PREKLADATELSKA DOLOZKA

Preklad som vypracovala ako prekladatelka zapisana v zozname znalcov, timo&nikov a prekladatel'ov, ktory
vedie Ministerstvo spravodlivosti Slovenskej republiky v odbore slovensky jazyk — anglicky jazyk, evidencné
¢islo prekladatel’ky 971183.

Preklad je v denniku zapisany pod ¢islom 36§/ 2002

Preklad sthlasi s prekladanou listinou.

Vyhlasujem, Ze som si vedoma nasledkov vedome nepravdivého prekladu.

V Nitre dia 2.12. 2022

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. 465 /2072

This translation agrees with the presented original instrument.

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

In Nitraon 2-12.7022

. \ 3t e o o
odtlacok uradnej peciatky ~ Mgr. Natélia Klemanova
uradnd peciatka / official stamp Prekladatel’ka / Translator
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