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EU MDR Declaration of Conformity (DoC)

Manufacturer: Medtronic Navigation, Inc.
826 Coal Creek Circle
Louisville, CO 80027

USA
Manufacturer SRN: To Be Determined
Authorized Representative: Medtronic B.V.

Earl Bakkenstraat 10
6422 PJ Heerlen
The Netherlands

Authorized Representative SRN: To Be Determined

Notified Body: N/A

Conformity Assessment Certificate(s): N/A

Conformity Assessment Procedure: Not applicable for Class | (non-sterile, non-measuring, non-reusable

surgical instrument) products, only Declaration of
Conformity in accordance with Annex IV

Risk Class: Class | (Active, Non-Sterile Devices)
Includes Navigational Platforms, Platform Accessories

Classification Rule: Refer to the “Products Covered” table below
Intended Purpose: Refer to the “Products Covered” table below
This document is electronically controlled ~ Medtronic Controlled Information D00009859 Revision C

CONFIDENTIAL
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Statement:

We, Medtronic Navigation, Inc., hereby declare under our sole responsibility that the product(s)
specified herein conform to EU Medical Device Regulation 2017/745 and relevant Union Legislation
that provides for the issuing of an EU Declaration of Conformity.

Other Union Legislation(s):

Applicable Declaration of

I (L B Conformity Document Number

2011/65/EU Restriction of Hazardous Substances in

. . . RoHS DoC 001
Electrical and Electronic Equipment

This document is electronically controlled ~ Medtronic Controlled Information D00009859 Revision C
CONFIDENTIAL
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Place: Medtronic Navigation, Inc.
826 Coal Creek Cirde
Louisville, CO 80027
USA
Name: Kyle Hoefling
Title: Senior Regulatory Affairs Manager
Signature: /é/ /%b
Date:

OC-Tamn~ 7022

This document is electronically controlled ~ Medtronic Controlled Information D00009859 Revision C
CONFIDENTIAL
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Products Covered

Medtronic Intended Purpose
Product el
Product Name . per Basic UDI-DI GMDN
Identifier Rule
CFN
AiO Computer 9736242 13 0763000B000011978 45199 | The Medtronic

StealthStation FIlexENT™
computer-assisted
surgery system and its
associated applications
are intended as an aid
for precisely locating
anatomical structures in
either open or
percutaneous ENT
procedures. Their use is
indicated for any
medical condition in
which the use of
stereotactic surgery may
be appropriate, and
where reference to a
rigid anatomical
structure, such as the
skull, can be identified
relative to images of the

anatomy.
120V Cart 9736179 13 | 0763000B00001206R 45199 | The StealthStation
FlexENT™ cart is
220V CART 9736180 13 | 0763000B00001206R 45199 | intended to hold the

StealthStation FlexENT™
computer and,
optionally, other
accessories or medical
devices (for example,
endoscope or IPC)
during surgery and

storage.
INST 9730259 TRACKER, 9730259 13 45199 | The ISO3D/ORBIC
STEALTH ACTIVE WIRELESS 0763000B00000927D Active Wireless Tracker

is intended to enable
fluoroscopic images of
the patient’s anatomy
to be used with the

This document is electronically controlled ~ Medtronic Controlled Information D00009859 Revision C
CONFIDENTIAL
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Medtronic computer-
assisted surgery
system.

FLUORO TRACKER, 9732222, 9732222 13 0763000BO0000937F 45199 | The Wireless Fluoro

WIRELESS 9" Tracker is an accessory

FLUORO TRACKER, 9732247, 9732247 13 0763000B0O0000937F 45199 | to the StealthStation™

WIRELESS 12" system. The Wireless
Fluoro
Tracker is intended to
enable images of the
patient’s anatomy
acquired from a C-arm
to be use with the
Medtronic computer-
assisted surgery
system.

TRACKER 9733883 LEICA 9733883 13 0763000BO0000937F 45199 | The microscope

MICROSCOPE bracket interfaces with
the Leica microscope
and StealthStation™ to
enable microscope
tracking positions
during surgical
procedures.

EMITTER, 9733752, FLAT 9733752 13 0763000B000007379 45199

CALIBRATED

EMITTER 9735521ENT AXIEM 3 9735521 13 0763000B000007379 45199 .

SIDE-MOUNT The StealthStation S8

BRACKET SUPPORT 9735547 | 9735547 13 | 0763000B000007379 | 45199 | Platform, components

EMITTER and accessories track

MAIN CART 9735665 STEALTH | 9735665 13 | 0763000B000046986 | 45199 | thepositionof

$8 PREMIUM instruments in relation

MAIN CART 9735666 STEALTH | 9735666 | 13 | 0763000B00004727T | 45199 | t© the surgical anatomy,
known as localization,

58 BASIC d then identifies thi

MAIN CART 9735667 STEALTH | 9735667 | 13 | 0763000B00004737V | 45199 | o C e lGentiiiesthis

S8 PLUS position on
preoperative or

MAIN CART 9735668 S8 EM 9735668 13 0763000B00004707P 45199 | . .
intraoperative images of

CRANIAL .

a patient. The

MAIN CART 9735669 S8 EM 9735669 13 0763000B00004717R 45199 A
StealthStation™ S8

ENT
platform supports both

CAMERA CART 9735670 9735670 13 0763000B00004747X 45199 .
optical and

STEALTH 58 electromagnetic (EM)

ARM 9735702 SIDE MOUNT 9735702 13 0763000B000007379 45199 -
localization.

EM INTFCE 9735825 S8 EM 9735825 13 0763000B000007379 45199

INSTR INTFCE

Emitter 9735521ENT Axiem 3 | 9735521ENT 13 0763000B000007379 45199 | The Medtronic

Side Mount StealthStation

This document is electronically controlled
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EM INTFCE 9735825ENT S8 EM
INSTR INTFCE

9735825ENT

13

0763000B000007379

45199

FlexENT™ computer-
assisted surgery system
and its associated
applications are
intended as an aid for
precisely locating
anatomical structures
in either open or
percutaneous ENT
procedures. Their

use is indicated for any
medical condition in
which the use of
stereotactic surgery
may be appropriate,
and where reference to
a rigid anatomical
structure, such as the
skull, can be identified
relative to images of
the anatomy.

STEALTHSTATION S8
PLANNING STATION

9735894

13

0763000B00003457K

45199

The StealthStation™
Planning Station is
intended as a planning
tool to aid in
preparation for
surgery. The planning
station can also be
used to send and
receive patient exams
across the hospital
network. The
StealthStation™
Planning Station is
indicated for any
medical condition in
which viewing of
DICOM datasets and
pre-planning for the
use of navigation may
be appropriate.

LED BRACKET 9731460 ZEISS
PENTERO

9731460

13

0763000B00005347Q

45199

The Medtronic
Navigation microscope
bracket is an accessory
to the StealthStation™
System. Itis intended
to be used with the
Zeiss™ Pentero™
microscope and the

This document is electronically controlled

Medtronic Controlled Information
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StealthStation™ to
enable microscope
tracking positions
during surgical
procedures.

TRACKER 9736146
KINEVO MICROSCOPE

ZEISS

9736146

13 | 0763000B00005347Q

45199

The Medtronic
Navigation microscope
bracket is an accessory
to the StealthStation™
System. It is intended
to be used with the
Zeiss™ Kinevo™ 900
microscope and the
StealthStation™ to
enable microscope
tracking positions
during surgical
procedures.

HW INTERFACE, 9733048,
ISOC3D/ORBIC

9733048

13 | 0763000B00000927D

45199

The ISO3D/ORBIC
Active Wireless Tracker
is intended to enable
fluoroscopic images of
the patient’s anatomy
to be used with the
Medtronic computer-
assisted surgery
system.

INTF KIT 9736149 ZEISS
KINEVO

9736149

13 | 0763000B00005347Q

45199

The Medtronic
Navigation microscope
bracket is an accessory
to the StealthStation™
System. It is intended
to be used with the
Zeiss™ Kinevo™ 900
microscope and the
StealthStation™ to
enable microscope
tracking positions
during surgical
procedures.

TRKKIT, 9732776, WRLESS, 9
IN, 96-9800

9732776

13 | 0763000BO0000937F

45199

TRKKIT, 9732778, WRLESS, 9
IN, PHILIPS

9732778

13 | 0763000BO0000S37F

45199

TRKKIT, 9732779, WRLESS,
12IN, 13PHILIPS

9732779

13 | 0763000BO0000S37F

45199

These kits consist of
the Wireless Fluoro
Tracker which is
intended to enable
images of the patient’s
anatomy acquired from

This document is electronically controlled
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TRK KIT, 9732780, WRLESS, 9 9732780 13 | 0763000BO0000937F 45199 | a C-arm to be used
IN, SIEMENS with the Medtronic
TRK KIT, 9732829, WRLESS, 9 9732829 13 | 0763000BO0000937F 45199 | computer-assisted
IN NAVLNK surgery system.
EM KIT 9735955 S8 CRANIAL 9735955 13 | 0763000B000007379 45199 | The StealthStation™
ACC System is intended as
EM KIT 9735956 S8 ENT ACC 9735956 13 | 0763000B000007379 45199 | an aid for precisely
EM KIT 9735957 S8 CRANI 9735957 13 | 0763000B000007379 45199 | locating anatomical
UPG structures in either
EM KIT 9735959 S8 FLAT EMIT 9735959 13 0763000B000007379 45199 | open or percutaneous
surgical procedures.
TRACKER KIT, 9732777, 9732777 13 | 0763000B000009/37F | 45199 | This kit consists of the
WIRELESS, 12 IN, 96-9800 Wireless Fluoro Tracker

which is intended to
enable images of the
patient’s anatomy
acquired from a C-arm
to be used with the
Medtronic computer-
assisted surgery

system.
INTF KIT 9736023 ZEISS 9736023 13 0763000B00005347Q 45199 | This kit consists of LED
PENTERO HUD S8 BRACKET ZEISS

PENTERO. The
Medtronic Navigation
microscope bracket is
an accessory to the
StealthStation™
System. It is intended
to be used with the
Zeiss™ Pentero™
microscope and the
StealthStation™ to
enable microscope
tracking positions
during surgical

procedures.
INTF KIT 9736027 LEICA HUD 9736027 13 0763000B00000937F 32568 | This kit consists of
S8 Leica Microscope

Tracker intended to
enable microscope
tracking positions
during surgical

procedures.
INTF KIT 9736028 LEICA PTR 9736028* 13 | 0763000B00000937F 32568 | This kit consist of the
ONLY S8 microscope bracket

that interfaces with the
Leica microscope and
StealthStation™ to

This document is electronically controlled ~ Medtronic Controlled Information D00009859 Revision C
CONFIDENTIAL
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enable microscope
tracking positions
during surgical
procedures.

CLAMP 9733469 EMITTER
HOLDER

9733469

13

0763000B00010737G

45199

The Emitter Holder and
Emitter Holder Clamp
are intended to hold
the Mobile Emitter
stationary

during procedures
using the Medtronic
Navigation Computer
Assisted Surgery
System.

Stealth Autoguide System

29631

13

0763000BO0008388F

45199

The Stealth
Autoguide™ System is a
positioning and
guidance system
intended for the spatial
positioning and
orientation of
instrument holders or
tool guides to be used
by neurosurgeons to
guide standard
neurosurgical
instruments, based on
a pre-operative plan
and feedback from an
image guided
navigation system with
three-dimensional
imaging software.

Autoguide Targeting Unit

25650

13

0763000BO0008388F

45199

Receives commands
and power from the
Autoguide Control Unit
and moves to establish
a fixed trajectory for
surgical instruments.
The Autoguide
Targeting Unit is
composed of two
modules: the upper
module angulates the
surgical instruments
carried by the end
effector, and the lower
module positions them.
The Autoguide

This document is electronically controlled
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Targeting Unit operates
while covered by the
Autoguide Targeting
Unit Sterile Drape.

Autoguide Control Unit

28080

13

0763000BO0008388F

45199

The primary user
interface for the
system. The Autoguide
Control Unit allows
users to control motion
of the Autoguide
Targeting Unit to
automatically align to
the active surgical plan
or to manually position
the system to any point
within the range of
motion. The Autoguide
Control Unit cable
connects the Autoguide
Control Unit to the
Autoguide Strain Relief
Box. The Autoguide
Control Unit operates
while covered by the
Autoguide Control

Unit Sterile Drape.

Unit

Autoguide Power and Network

28635

13

0763000BO0008388F

45199

Provides power for the
Autoguide Control Unit
and Autoguide
Targeting Unit.
Connects and provides
a data interface to the
StealthStation™
system.

Autoguide Strain Relief Box

29193

13

0763000B0O0008388F

45199

Mounted to the side-
rail of the operating
room table. Distributes
power and data to
system components
and prevents cables
from pulling on the
Autoguide Control Unit
and Autoguide
Targeting Unit.

This document is electronically controlled
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Common Specification(s)
Not Applicable

The following common specifications were used to demonstrate conformity:

Number Date of Issue Title
Not
Not Applicable . Not Applicable
Applicable

Revision History

Revision | Date Effective Description of Change

14-May-2020 Initial release of document.

A 1-Oct-2020 Removal of Conformity Assessment Route as it is not applicable
to Class | products.

B 9-Nov-2020 Adding MDR GTINs to DoC.
Adding CFNs: 9730259, 9732222, 9732247, 9733883.

C 1-Dec-2020 Releasing CFNs 9733752, 9735521, 9735547, 9735665,
9735666, 9735667, 9735668, 9735669, 9735670, 9735702,
9735825.

D 4-Mar-2021 Revision D of EUMDRDOC-05001 includes following changes:

e GTINs are removed from this DoC
Releasing CFNs 9735521ENT, 9735825ENT & 9735894,

E 14-Apr-2021 Revision E of EUMDRDOC-05001 includes following changes:
9731460, 9736146, 9733048.

F Refer to MAP Revision F of EUMDRDOC-05001 includes following changes:

Releasing 9736149, 9732776, 9732778, 9732779, 9732780,
9732829, 9735955, 9735956, 9735957, 9735959.

G Refer to MAP Revision G of EUMDRDOC-05001 includes the following
changes: Releasing 9732777, 9736023 & 9736027.
H Refer to MAP Revision H incorporates the following changes:
This document is electronically controlled ~ Medtronic Controlled Information D00009859 Revision C
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Revision | Date Effective Description of Change

Legal manufacturer address is updated.

J Refer to MAP Revision J incorporates the following changes:
Releasing CFN 9736028.

K Refer to MAP Revision K incorporates the following changes:
Releasing CFN 9733469

L Refer to MAP Revision L incorporates the following changes:

Releasing 29631, 25650, 28080, 28635 and 29193

This document is electronically controlled ~ Medtronic Controlled Information D00009859 Revision C
CONFIDENTIAL
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EU MDR - Vyhlasenie o0 zhode (DoC)

Vyrobca: Medtronic Navigation, Inc.
826 Coal Creek Circle
Louisville, CO 80027

USA
Vyrobca SRN: Bude stanovené neskor
Povereny zastupca: Medtronic B.V.

Earl Bakkenstraat 10
6422 PJ Heerlen

Holandsko
Autorizovany zastupca SRN: Bude stanovené neskor
Notifikovany organ: neuvadza sa
Osvedcenie(ia) o posudeni zhody: neuvadza sa
Postup posudenia zhody: Neuplatfiuje sa pre vyrobky Triedy | (nesterilné, nemeracie,

chirurgické nastroje na opakované pouZzitie), iba Vyhlasenie o
zhode v sulade s Prilohou IV

Trieda rizika: Trieda | (aktivne, nesterilné pom&cky)
Zahfria navigacné ploSiny, prislusenstvo ploSin

Pravidlo klasifikacie: Pozrite nizSie uvedenu tabulku ,Suavisiace produkty”.
Zamyslany ucel: Pozrite nizSie uvedenu tabulku ,Suavisiace produkty”.
Tento dokument je elektronicky riadeny Riadené informacie Medtronic D00009859 Revizia C

DOVERNE
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Vyhlasenie:

My, spolo€nost Medtronic Navigation, Inc., tymto na vlastni zodpovednost vyhlasujeme,
ze produkt(-y) uvedeny(-€) v tomto vyhlaseni je(st) v sulade s nariadenim EU o
zdravotnickych pomdckach 2017/745 a prisludnymi pravnymi predpismi Unie, ktoré
stanovuji vydavanie Vyhlasenia o zhode EU.

Iné pravne predpisy Unie:

. . , R Prislusné ¢islo dokumentu
Pravne predpisy Eurépskej Unie Vyhlasenia o zhode

2011/65/EU — Obmedzenie nebezpeénych
latok v elektrickych a elektronickych
zariadeniach

RoHS DoC 001

Tento dokument je elektronicky riadeny Riadené informacie Medtronic D00009859 Revizia C
DOVERNE
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Miesto: Medtronic Navigation, Inc.
826 Coal Creek Circle
Louisville, CO 80027

USA
Meno: Kyle Hoefling
Pozicia: Senior manazér pre regulac¢né
zalezitosti
Podpis: e .
necitatelny podpis
Datum: 6. januara 2022

Medtronic D00009859-Revizia-CY
DOVERNE
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Suavisiace produkty

Nazov produktu

Identifikator 5 ’
produktu |Triedal Z&kladné UDI-DI

Medtronic | Pedfa
pravidla

CEN

GMDN

Stanoveny ucel

AiO Computer

9736242 13 | 0763000B000011978

45199

PocitaCovy chirurgicky
systém Medtronic
StealthStation
FlexENT™ a jeho
suvisiace aplikacie su
nastrojom na presnu
lokalizaciu anatomickych
Struktur pri otvorenych
alebo perkutannych ORL
zakrokoch. Ich pouzitie
je indikované pri
akomkolvek zdravotnom
stave, pri ktorom moéze
byt vhodné pouzitie
stereotaktickej chirurgie
a kde je mozné
identifikovat’ odkaz na
pevnu anatomickd
Struktaru, ako je lebka,
na zaklade
anatomického
snimkovania.

120V Cart

9736179 13 | 0763000B00001206R

45199

220V CART

9736180 13 | 0763000B00001206R

45199

Vozik StealthStation
FlexENT™ je uréeny na
ulozenie pocitaca
StealthStation
FIexENT™ a pripadne
dalSieho prisluSenstva
alebo zdravotnickych
pomdcok (napriklad
endoskopu alebo IPC)
pocas operacie a
uskladnenia.

INST 9730259 TRACKER,
STEALTH ACTIVE WIRELESS

9730259 13 | 0763000B00000927D

45199

Aktivne bezdrotové
sledovacie zariadenie
ISO3D/ORBIC je uréené
na fluoroskopické
zobrazenie anatdmie
pacienta, ktoré sa
pouziva so

Tento dokument je elektronicky riadeny

Riadené informacie Medtronic
DOVERNE
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systémom pocitaéom
asistovanej chirurgie
Medtronic.

FLUORO TRACKER, 9732222, 9732222 13 | 0763000B00000937F 45199 | Bezdr6tové sledovacie

WIRELESS 9" floroskopické

FLUORO TRACKER, 9732247, | 9732247 13 | 0763000B00000937F | 45199 | Zariadenie je

N prislusenstvom k

WIRELESS 12 systému
StealthStation™.
Bezdrbtové sledovacie
fluoroskopické
zariadenie slUzi na to,
aby bolo mozné
snimky anatomie
pacienta ziskané z C-
ramena pouZzivat so
systémom pocitacom
asistovanej chirurgie
Medtronic.

TRACKER 9733883 LEICA 9733883 13 | 0763000B00000937F 45199 | Drziak mikroskopu je

MICROSCOPE prepojeny s
mikroskopom Leica a
aplikaciou
StealthStation™, ¢o
umozhuje sledovanie
polohy mikroskopu
pocas chirurgickych
zakrokov.

EMITTER, 9733752, FLAT 9733752 13 0763000B000007379 45199

CALIBRATED Platfo_rrlz]a StealthStation

EMITTER 9735521ENT AXIEM | 9735521 13 | 0763000B000007379 | 45199 ﬁﬁ'sfjjéeﬁ;"tfggleenéﬁjz

3 SIDE-MOUNT polohu néstrojov vo

BRACKET SUPPORT 9735547 9735547 13 0763000B000007379 45199 | vztahu k chirurgickej

EMITTER anatomii, teda

MAIN CART 9735665 STEALTH 9735665 13 0763000B000046986 45199 vykonavaj_u '0"?."2?9'” a
nésledne identifikuju

S8 PREMIUM tuto polohu na

MAIN CART 9735666 STEALTH| 9735666 13 | 0763000B00004727T | 45199 | predoperaénych alebo

S8 BASIC intraoperacnych

MAIN CART 9735667 STEALTH| 9735667 13 | 0763000B00004737V | 45199 | Snimkach pacienta.

S8 PLUS Platforma
StealthStation™ S8

MAIN CART 9735668 S8 EM 9735668 13 | 0763000B00004707P 45199 podporuje optickd aj

CRANIAL elektromagnetickd (EM)

MAIN CART 9735669 S8 EM 9735669 13 0763000B00004717R 45199 | lokalizéaciu.

ENT

CAMERA CART 9735670 9735670 13 | 0763000B00004747X | 45199

STEALTH S8

ARM 9735702 SIDE MOUNT 9735702 13 0763000B000007379 45199

EM INTECE 9735825 S8 EM 9735825 13 0763000B000007379 45199

INSTR INTFCE

Emitter 9735521ENT Axiem 3 9735521ENT 13 0763000B000007379 45199 Stanica

Side Mount Medtronic
StealthStation

Tento dokument je elektronicky riadeny
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EM INTFCE 9735825ENT S8 9735825ENT| 13 | 0763000B000007379 | 45199 | Systém pocitacom

EM INSTR INTFCE asistovanej chirurgie
FlexENT™ a jeho
suvisiace aplikacie
sltzia ako pomécka na
presnu lokalizaciu
anatomickych Struktar
pri otvorenych alebo
perkutannych ORL
zakrokoch. Ich pouzitie
je indikované pri
akomkolvek
zdravotnom stave, pri
ktorom méze byt
vhodné pouzitie
stereotaktickej chirurgie
a kde je mozné
identifikovat odkaz na
pevnu anatomickud
Strukturu, ako je lebka,

na zaklade

anatomického

snimkovania.
STEALTHSTATION S8 9735894 13 0763000B00003457K 45199 | Planovacia stanica
PLANNING STATION StealthStation™ je

planovaci nastroj na
pomaoc pri priprave na
operacny zakrok.
Planovacia stanica sa
mdbze pouzivat aj na
odosielanie a
prijimanie vySetreni
pacientov v ramci
nemocnicnej siete.
Planovacia stanica
StealthStation™ je
uréena pre vSetky
zdravotné stavy, pri
ktorych sa vyzaduje
prezeranie suborov
Udajov DICOM a pri
ktorych je
aplikovatelné
predbezné planovanie
pre pouzitie
navadzania.

LED BRACKET 9731460 ZEISS 9731460 13 | 0763000B00005347Q | 45199 | Navigaény drziak
PENTERO mikroskopu Medtronic
je prislusenstvom k
systému
StealthStation™. Je
uréeny na pouzitie s
mikroskopom Zeiss™
Pentero™ a systémom

Tento dokument je elektronicky riadeny Riadené informacie Medtronic D00009859 Revizia C
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StealthStation™, a
umozhuje
sledovanie polohy
mikroskopu pocas
chirurgickych
zakrokov.

TRACKER 9736146 ZEISS
KINEVO MICROSCOPE

9736146 13 | 0763000B00005347Q

45199 | Navigacny drziak
mikroskopu Medtronic
je prislusenstvom k
systému
StealthStation™. Je
uréeny na pouzitie s
mikroskopom Zeiss™
Kinevo™ 900 a
systémom
StealthStation™ a
umoZzhuje sledovanie
polohy mikroskopu
pocas chirurgickych
zéakrokov.

HW INTERFACE,
9733048, ISOC3D/ORBIC

9733048 13 | 0763000B00000927D

45199 | Aktivne bezdrotové
sledovanie
ISO3D/ORBIC je uréené
na pouzitie
fluoroskopickych snimok
anatémie pacienta s
pocitaom asistovanym
chirurgickym systémom
Medtronic.

INTF KIT 9736149
ZEISS KINEVO

9736149 13 | 0763000B00005347Q

45199 Navigacny drziak
mikroskopu Medtronic
je prislusenstvom k
systému
StealthStation™. Je
uréeny na pouzitie s
mikroskopom Zeiss™
Kinevo™ 900 a
systémom
StealthStation™ a
umoZzhuje sledovanie
polohy mikroskopu
pocas chirurgickych
zakrokov.

TRKKIT, 9732776, WRLESS, 9
IN, 96-9800

9732776 13 | 0763000B0O0000937F

45199 | Tieto sUpravy sa

skladaju z

TRKKIT, 9732778, WRLESS, 9
IN, PHILIPS

9732778 13 | 0763000B0O0000937F

bezdrotového
fluoroskopického
sledovacieho

45199

TRKKIT, 9732779,
WRLESS, 12IN,
13PHILIPS

9732779 13 | 0763000B00000937F

45199 | zariadenia, ktoré je

uréené na
zobrazovanie anatémie
pacienta ziskanej z

Tento dokument je elektronicky riadeny

Riadené informacie Medtronic
DOVERNE

D00009859 Revizia C




EU MDR - Vyhlasenie o zhode

EUMDRDOC-05001 Revizia L

Strana 8z 12

Formular

Medtronic

TRKKIT, 9732780, 9732780 13

WRLESS, 9 IN, SIEMENS

0763000B00000937F 45199

TRKKIT, 9732829, 9732829 13

WRLESS, 9 IN NAVLNK

0763000B00000937F 45199

C-ramena a nasledné
pouzitie s pocitatom
asistovanym
chirurgickym systémom
Medtronic.

EM KIT 9735955 S8
CRANIAL ACC

9735955 13

0763000B000007379 45199

EM KIT 9735956 S8 ENT ACC 9735956 13

0763000B000007379 45199

EM KIT 9735957 S8 9735957 13

CRANI UPG

0763000B000007379 45199

EM KIT 9735959 S8 FLAT EMIT 9735959 13

0763000B000007379 45199

Systém StealthStation™
je pomdcka na presnu
lokalizaciu anatomickych
Struktur pri otvorenych
alebo perkutannych
chirurgickych zakrokoch.

TRACKER KIT, 9732777,
WIRELESS, 12 IN, 96-9800

9732777 13

0763000B000009/37F | 45199

Tato sUprava pozostava
z bezdrdtového
fluoroskopického
sledovacieho zariadenia,
ktoré je uréené na to, aby
bolo mozné snimky
anatémie pacienta
ziskané z C-ramena
pouzivat so systémom
pocitaom asistovanej
chirurgie Medtronic.

INTF KIT 9736023
ZEISS PENTERO HUD
S8

9736023 13

0763000B00005347Q 45199

Tato sUprava pozostava
z LED BRACKET ZEISS
PENTERO. Konzola pre
drziak navigac¢ného
mikroskopu Medtronic je
prislusenstvom k
systému
StealthStation™. Je
uréena na pouzitie s
mikroskopom Zeiss™
Pentero™ a systémom
StealthStation™, a
umozhuje sledovanie
polohy mikroskopu pocas|
chirurgickych zakrokov.

INTF KIT 9736027 LEICA
HUD S8

9736027 13

0763000B00000937F 32568

Tato sUprava pozostava
zo sledovacieho
zariadenia s
mikroskopom Leica
ur¢eného na sledovanie
polohy pocas
chirurgickych zakrokov.

INTF KIT 9736028 LEICA
PTR ONLY S8

9736028* 13

0763000B00000937F 32568

Tato sUprava pozostava
z drziaka mikroskopu,
ktory ma spolo¢né
rozhranie s
mikroskopom Leica a
systémom
StealthStation™,
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a umoznuje sledovanie
polohy mikroskopom
pocas chirurgickych
zakrokov.

CLAMP 9733469
EMITTER HOLDER

9733469

13

0763000B00010737G

45199

Drziak vysielaca a
svorka drziaka
vysielaca su uréené na
stacionarne drzanie
mobilného vysielacieho
zariadenia poCas
zakrokov s pouZzitim
pocitacom asistovanej
chirurgie Medtronic
Navigation.

Stealth Autoguide System 29631

13

0763000B00008388F

45199

Systém Stealth
Autoguide™ je
polohovaci a navadzaci
systém uréeny na
priestorové polohovanie
a orientaciu drziakov
nastrojov alebo
vodiacich list nastrojov,
ktoré pouzivaja
neurochirurgovia na
navadzanie
Standardnych
neurochirurgickych
nastrojov na zaklade
predoperaéného planu
a spatnej vazby zo
snimkovanim riadeného
navadzacieho systému
s trojrozmernym
zobrazovacim
softvérom.

Autoguide Targeting Unit 25650

13

0763000B00008388F

45199

Prijima prikazy a
napajanie z riadiacej
jednotky automatického
navadzania a pohybuje
sa tak, aby vytvoril fixna
trajektoriu pre
chirurgické nastroje.
Jednotka
automatického
navadzania sa sklada z
dvoch modulov: horny
modul uhlovo nastavuje
chirurgické nastroje
nesené koncovym
efektorom a dolny
modul ich polohuje.
Jednotka
automatického
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navadzania je poCas
prevadzky prekryta
sterilnym krytim pre
jednotky automatického
navadzania.

Autoguide Control Unit 28080 13 | 0763000B00008388F 45199 | Primarne pouzivatelské
rozhranie systému.
Riadiaca jednotka
Autoguide Control
umozhuje pouzivatelom
ovladat pohyb
navadzacieho
zariadenia Autoguide
tak, aby sa automaticky
prispdsobil aktivnemu
operacnému planu,
alebo aby manualne
nastavil systém do
fubovolného bodu v
ramci rozsahu pohybu.
Kabel riadiacej jednotky
Autoguide Control Unit
spdja riadiacu jednotku
Autoguide Control Unit
s odlah¢ovacim boxom
Autoguide Strain Relief
Box. Jednotka
Autoguide Control je
pocas prevadzky kryta
sterilnym krytim pre
jednotky navadzania.

Autoguide Power and Network 28635 13 | 0763000B00008388F 45199 | Zabezpeduje napajanie

Unit riadiacej jednotky
automatického
navadzania a jednotky
automatického

navadzania. Pripaja a
poskytuje datové
rozhranie so systémom
StealthStation™.

Autoguide Strain Relief Box 29193 13 | 0763000B00008388F 45199 | Pripevriuje sa na bo¢nu
liStu operacného stola.
Rozdeluje napajanie a
Udaje do systémovych
komponentov a
zabrarfiuje tahaniu
kablov z riadiacej
jednotky Autoguide
Control Unit a jednotky
Autoguide Targeting.

Tento dokument je elektronicky riadeny Riadené informacie Medtronic D00009859 Revizia C
DOVERNE



EU MDR - Vyhlasenie o zhode Formulsr

EUMDRDOC-05001 Revizia L Strana 11 z 12 Medtronic

Zakladné Specifikacie

Neuplatriuje sa

Na preukazanie zhody boli pouzité tieto zakladné Specifikacie:

Cislo Datum vydania Nazov

Neuplatriuje sa Neuplatriuje sa | Neuplatriuje sa

Historia revizii

Revizia Datum ucinnosti | Opis zmeny

1 14. m4ja 2020 Prvé vydanie dokumentu.
A 1. oktobra 2020 | Odstranenie spésobu posudzovania zhody, kedze sa
nevztahuje na vyrobky Triedy I.
B 9. novembra Pridanie MDR GTIN do Vyhlasenia o zhode.
2020 Pridanie CFN: 9730259, 9732222, 9732247, 9733883.
C 1. decembra Uvolnenie CFN 9733752, 9735521, 9735547, 9735665,
2020 9735666, 9735667, 9735668, 9735669, 9735670,
9735702, 9735825.
D 4. marca 2021 Revizia D — EUMDRDOC-05001, vratane nasledujucich
zmien:

e QOdstranenie GTIN z tohto Vyhlasenia o zhode
Uvolnenie CFN 9735521ENT, 9735825ENT a 9735894.

E 14. aprila 2021 | Revizia E — EUMDRDOC-05001, vratane nasledujucich
zmien: 9731460, 9736146, 9733048.

F Pozrite si MAP Revizia F — EUMDRDOC-05001, vratane
nasledujucich zmien: Uvolnenie 9736149, 9732776,
9732778, 9732779, 9732780, 9732829, 9735955,
9735956, 9735957, 9735959.

G Pozrite si MAP Revizia G — EUMDRDOC-05001, vratane nasledujucich
zmien: Uvolnenie 9732777, 9736023 a 9736027 .

H Pozrite siMAP | Revizia H zahffia nasledujice zmeny:
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Revizia Datum ucinnosti | Opis zmeny

Aktualizacia oficialnej adresy vyrobcu.

J Pozrite si MAP Revizia J zahffia nasledujuce zmeny:
Uvolnenie CFN 9736028.

K Pozrite si MAP Revizia K zahffa nasledujuce zmeny:
Uvolnenie CFN 9733469

L Pozrite si MAP Revizia L zahffia nasledujuce zmeny:

Uvolnenie 29631, 25650, 28080, 28635 a 29193
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PREKLADATELSKA DOLOZKA

Preklad som vypracovala ako prekladatel'ka zapisand v zozname znalcov, timoé&nikov a prekladatel'ov, ktory
vedie Ministerstvo spravodlivosti Slovenskej republiky v odbore slovensky jazyk — anglicky jazyk, evidenéné
Cislo prekladatelky 971183,

Preklad je v denniku zapisany pod ¢islom 36312022

Preklad suhlasi s prekladanou listinou.

Vyhlasujem, Ze som si vedoma nasledkov vedome nepravdivého prekladu.

V Nitre diia . 2.42. 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. 3632022

This translation agrees with the presented original instrument.

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

In Nitraon Z212.20¢2

T == N

Mgr. Natdlia Klemanova

odtlacok uradnej peciatky
uradna peciatka / official stamp Prekladatel’ka / Translator
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