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Robotic system for carrying out transdermal coronary and
peripheral interventions CorPath® GRX with accessories

Operator's Manual Supplement for Russia
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For variant 1

CorPath GRX is the equivalent name of the medical device and is used below.

This version of the Operator's Manual Supplement is intended for use with the CorPath GRX System
software version 3.0.X with PCI/PVI Application and only on the territory of the Russian Federation.

- Corindus, Inc

I J 309 Wavertey Oaks Road. Sirita 105
Waltham. MA. USA 02452
Phona; 800.605.9635 or 508.653.3335
Fax: 41 (508)653-3335
infoOcortfxtus.com | www.corindus.com
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Section 1. General Information

The name of the Medical Device

Robotic system for carrying out transdermal coronary and peripheral interventions CorPath® GRX with ac-
cessories.

CorPath GRX is the equivalent name of the medical device and is used below.

Information about Manufacturer of the Medical Device

Legal Manufacturer

Corindus, Inc.

309 Waverley Oaks Road, Suite 105,
Waltham, Massachusetts 02452, USA
Phone: 800.605.9635 or 508.653.3335
Fax: (508) 653-3355
info@conndus.com
www.corindus.com

Addresses of the manufacturing site
Corindus, Inc.

309 Waverley Oaks Road, Suite 105,
Waltham, Massachusetts 02452, USA
Phone: 800.605.9635 or 508.653.3335
Fax: (508) 653-3355
info@corindus.com
www.conndus.com

The name and address of the local representative in Russia
Siemens Healthcare LLC

Dubininskaja street 96,

115093 Moscow, Russia

Tel.:+7 495 737 1252

www.siemens-healthineers.com/ru/

A. Intended use, indications, contraindications, and possible side effects

Intended use

The CorPath GRX System is intended for use in the remote delivery and manipulation of devices during per-
cutaneous coronary and vascular procedures, including the following devices:

» Guidewires

« Rapid Exchange Catheters

* Guide Catheters
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* Microcatheters

e Embolization Colls
« Coil Assist Stents

Indications

The CorPath GRX System Is intended for use in the remote delivery and manipulation of devices during per-
cutaneous coronary and vascular procedures, including the following devices:

» Guidewires

 Rapid Exchange Catheters

* Guide Catheters

» Microcatheters

» Embolization Coils

* Cail Assist Stents

Contraindications
There are no known contraindications for CorPath GRX.

Possible side effects
There are no known possible side effects for CorPath GRX.

B. Conditions for use
For use only by qualified medical professionals with adequate training and experience in angiographic pro-

cedures and use of the CorPath GRX System.

Environmental Conditions

System

» Operating Temperature: IS™C to 30“C

« Operating Relative Humidity: Keep dry, protect from moisture
Cassette / Single Use

 Operating Temperature: 15“Cto 30“C

* Operating Relative Humidity: Keep dry, protect from moisture

Transportation requirements

Control Console. Robotic Drive. Extend Reach Arm

* Transportation Temperature: -208Cto +60“C

<+ Transportation Relative Humidity: Keep dry, protect from moisture
Cassette

<+ Transportation Temperature; -18“C to +60"C

« Transportation Relative Humidity: Keep dry, protect from moisture
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Drive Gear
« Transportation Temperature: +10°C to +30°C
« Transportation Relative Humidity: Keep dry, protect from moisture
Other components
« Transportation Temperature: -1S™ to +H40*C
* Transportation Relative Humidity: Keep dry, protect from moisture

Storage

Control Console. Robotic Drive

» Storage Temperature; -2*C to +40X

« Storage Relative Humidity: Keep dry, protect from moisture
Extend Reach Arm

« Storage Temperature; -2 x to +40X (+15X to +30")

» Storage Relative Humidity: Keep dry, protect from moisture
Cassette

» Storage Temperature: +10X to 30X

» Storage Relative Humidity: Keep dry, protect from moisture
Drive Gear

» Storage Temperature; +15“Cto 30X

» Storage Relative Humidity: Keep dry, protect from moisture
Other components

* Storage Temperature: 15“Cto 30“C

« Storage Relative Humidity: Keep dry, protect from moisture

C. Classification of the Medical Device
Type of the Medical Device in accordance with the Russian Nomenclature Classification

240330.

Class of the potential risk of the medical device application
Class Mo

Class of the Medical Device in accordance with |EC 60601-1

Classifications Contents

Type of protection against electrical shock Protection against electrical shock through
reliable.
Protection Earth (PE) and not In basic insula-
tion alone.

Class laccording to IEC 60601-1

Degree of protection against electrical shock  Type CF applied part rating for the guide wire
and catheter accessories:
Robotic Drive
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Classifications

Degree of protection against harmful ingress
of water

Degree of safety of application in the pres-
ence of a flammable anesthetic material with
air or with oxygen or nitrous oxide

Mode of operation

Class of medical waste
Class b - epidemiologically hazardous waste.

Software Risk classification

Operator's Manual Supplement for Russia

Contents

Extended Reach Arm

Control Console
CorPath GRX Control Console meets the ver-
tical drip-proof fluid ingress classification of
IPXI, and the Robotic Drive meets the angled
drip-proof fluid ingress classification of IPX2
in accordance with IEC 60529.
Equipment not suitable for use In the pres-
ence of a flammable anesthetic mixture with
air or with oxygen or nitrous oxide.
Continuous operation

Risk classification in accordance with IEC 62304; Class C.

Software Version
Software Version: 3.0.X with PCI/PVI Application;
Date of release: 04/2021.
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Section 2. Technical Specifications of the Medical Device

Tolerances: 5% unless otherwise specified.
Physical Characteristics

Robotic Drive*:

Dimensions; 690 mm x 410 mm x 250 mm;

Weight: 14.8 kg.

* Includes portion of Extended Reach Arm permanently attached to Robotic Drive

Extended Reach Arm*:

Dimensions (lowest storage position): 610 mm x 560 mm x 790 mm;
Weight: 24.8 kg.

* Excluding portion of arm permanently attached to Robotic Drive

Control Console:
Dimensions: 430 mm x 530 mm x 230 mm;
Weight: 7.6 kg.

Robotic Drive Power Supply:
Dimensions; 200 mm x 80 mm x 41 mm;
Output cable length: 900 mm;
Weight: 0.62 kg.
Mains Input:
Voltage: 100-240VAC;
Frequency: 50-60-Hz;
Power: 165W.
Output:
Voltage; 24V DC;
Power: 150W.

Control Console Power Supply:
Dimensions: 192 mm x 62.2 mm x 38.7 mm;
Output cable length: 900 mm;
Weight: 0.70 kg.
Mains Input:
Voltage: 100-240VAC;
Frequency: 50-60-Hz;
Power: 140W.
Output:
Voltage: 12V DC;
Power: 165W.
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Communication Cable:
Length: 6000 mm/20 000 mm/30 000 mm;
Diameter: 17 mm.

Single-use Cassette - Basic:
Dimensions: 530 mm x 150 mm x 80 mm;
Weight: 1.3 kg.

Drive Gear:
Dimensions: 19.05 mm x 19.05 mm x 17.907 mm;
Weight: 1.75 grams.

CorPath Cockpit Set Stand./Midsize / CorPath Cockpit Set PowerVision Imaging System:
Dimensions: 813.1 mm x 1322.3 mm x 1394.7 mm

Weight: 118.8 kg;

Cockpit radiation attenuation equivalent: 0,5 mm Al;

Maximum movement force: <46 N (horizontal flat surface).

Chair for Interventional Cockpit:
Total Height: 1092 mm;

Seat Height: 406.4 mm to 508 mm;
Width: 711.2 mm;

Depth: 457.2 mm;

Weight: 19.5 kg.

19” Standard Displays:

Dimensions: 423 mm x 208 mm x 349 mm;
Hight adjustment: 82 mm;

Weight: 5.1 kg;

Resolution: 1280 x 1024.

30" Midsize Display:

Dimensions: 714 mm x 524 mm x 240 mm;
Hight adjustment: 100 mm;

Weight: 17.5 kg;

Resolution: 2560 x 1600.

32” Midsize Display:

Dimensions: 761 mm x 471 mm x 90 mm;
Weight: 18.6 kg;

Resolution: 3840 x 2160.
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Power Vision Display:
Dimensions: 933.7 mm x 570.7 mm x 84 mm;
Weight: 22.5 kg;
Resolution: 3840 x 2160.

Camera:

Dimensions: 158.4 mm x 177.5 mm x 200.2 mm;

Weight: 1.8 kg;

Image Sensor: 1/2.5 type ExmorR CMOS;

Image Sensor (Number of Effective Pixels): 8.5M pixels;

Pan Angle: Pan: £170°;

Tilt Angle:+907-20":

Power Requirements: DC 12V (DC 10.8 to 13.2V), PoE+ (IEEE802.3at compliant);
Power Consumption; 25.5 W;

Camera Body Color; White/Black.
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Section 3. The list of components of the medical device

Ne } Name ofcomponent
Variant 1

1

Robotic Drive.

Extended Reach Arm.

The Control Console.

Robotic Drive Power Supply.
Control Console Power Supply.
Communication Cable in vari-
ants:

-Communication Cable 6 Me-
ter;

- Communication Cable 20 Me-
ter;

-Communication Cable 30 Me-
ter.

Basic Consumable Set {no more
than 10 sets):

- Single-use Cassette (4 pcs.);
-The Drive Gear (4 pcs.);

- CorPath GRX Robotic Drive
Drape (4 pcs.);
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i Description

Receives inputs from the Control Console and mounted onto the Extended
Reach Arm via lock joint. These inputs received from the Control Console
actuate mechanical operations in the Single-use Cassette as movements to
a loaded guidewire, RX device, and guide catheter. The Robotic Drive
moves forward and backwards to advance and retract the guide catheter.
A Bedside Touchscreen on the Robotic Drive provides the user interface for
bedside operator during system set-up, loading ahd device exchanges.
Mounted on the rail of the procedure table and supports the Robotic Drive.
Can be positioned for any access point by sliding on the rail or adjusting
using buttons on the Robotic Drive.

The Control Console enables physicians to manipulate the guide catheter,
guidewire, and RX device through a touchscreen and three joysticks.

The Control Console touchscreen advances and retracts the Rapid Ex-
change (RX) device, guidewire, or guide catheter in discrete 1 mm move-
ments with the touch screen arrows.

In addition to the advance/retract function, the catheter and guidewire
joysticks have rotational control. To rotate catheter or guidewire in a clock-
wise/ counterclockwise direction, turn joystick clockwise/ counterclock-
wise. The control console touchscreen can also rotate the guidewire in dis-
crete increments by touching either the clockwise or counterclockwise ro-
tation buttons.

The CorPath GRX System software offers the option for continuous motion
or discrete step movement of devices. It continuously monitors the joystick
positions and interprets the inputs for minimum and maximum speeds.
The CorPath GRX System comes with the Rotate on Retract (RoR) feature,
which is a procedural automated movement that can be enabled by press-
ing the RoR button on the Control Consoletouchscreen.

24V Robotic Drive Power Supply with AC Mains Power.

12V Control Console Power Supply with AC Mains Power.

Communication Interface Cable between Control Console and Extended
Reach Arm/ Robotic Drive

The Basic Consumable Set comes with a box of 4 per consumable item,
where the main item ofthe set is the Single-use Cassette that comes sterile
and attaches to the Robotic Drive and can be loaded with commercially
available guide catheters, guidewires, and RX devices. This Single-use Cas-
sette advances, retracts, and rotates the guidewire and guide catheter, and
advances and retracts the RX device.



Ne

8.

Name of cofi*oAent
- CorPath GRX Control Console
Drape {4 pcs.).

User Documentation in Russian.

Accessories

1

10.

11.

Connection Artis
Connection Other Vendor

CorPath Cockpit Set

Stand./Midsize

CorPath Cockpit Set PowerVi-
sion Imaging System

Chair for Interventional Cockpit
Standard Displays

Midsize Display
Power Vision Display
Sony SRG-X120 Camera

Control Room Set Power Vision

Video Integration with Splitter
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DescrtpitioR mmmfe?
The set come with 3 additional accessories:
The Drive Gear, CorPath GRX Robotic Drive Drape, and CorPath GRX Con-

trol Console Drape.

- The Drive Gear which connects between the guide catheter and the Y-
Connector is a sterile single-use gear to enable the rotation ofa guide cath-
eter when placed into the Single-use Cassette.

- The consumable set comes also with the CorPath GRX Robotic Drive
Drape, which is a sterile, single-use plastic layer that covers the Robotic
Drive and the Extended Reach Arm. The Robotic Drive and Extended Reach
Arm should be draped with a CorPath GRX Robotic Drive Drape prior to
every CorPath procedure. The drape is specifically designed to fit over each
system component to maintain sterility.

-The CorPath GRX Control Console Drape is also included, which is a ster-
ile, single-use plastic layer that covers the Control Console. The Control
Console can be covered with sterile drapes if the operator wishes to be
scrubbed during the procedure.

The whole Consumable Basic Set components are provided pre-sterilized
via ethylene oxide (EtO), and are intended for single patient use. The whole
Consumable Basic Set components are Incompatible with re-steritization.
User Documentation in Russian

Identifiying the connection to an ARTIS Angio system
Identifying the connection to an OEM Angio system.

The Cockpit set contains the Corindus Cockpit {lead shielded workplace for
the robot operator from radiation exposure while maneuvering interven-
tional devices, which provides space to place the Corindus console as well
as a mounting place for the chosen display option).

The Cockpit set contains the Corindus Cockpit (lead shielded workplace for
the robot operator from radiation exposure while maneuvering interven-
tional devices, which provides space to place the Corindus console as well
as a mounting place for the chosen display option).

Chair for Interventional Cockpit.

19" monitors for Live and REF images.

The part number contains 2 monitors including power cables, video cables
and monitor stand.

30"/32" monitor displaying a 1:1 copy of the Large/Midsize display.

40" 4k color monitor which displays a 1:1 copy of the large display.
Remote controllable camera to provide visual overview of patient and X-
Ray system. Recommended for set-ups where you do not have an unob-
structed line of sight between the operator and the patient table.

Various Hardware parts including cabling to connect the Power Vision Dis-
play for OEM systems in the control room.

Recommended for X-Ray systems which have a large display. This setup
uses a copy ofthe large display at the Boom to be displayed at the Corindus
control console.
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Ne Name of component Des«rlption
The set includes a DVI splitter, which duplicates the large display at the
boom for use with a 4k monitor at the Corindus control console.
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Section 4. The list of International Standards / Directives / Documents ap-

plicable to the Medical Device

Standard Title

EN ISO 13485:2016 Medical Devices - Quality Management Systems - Require-
ments for Regulatory Purposes.

EN 1SO 14971:2019 Medical Devices - Application of Risk Management to Medical
Devices

EN 60601-1:2005 Medical Electrical Equipment - Part 1. General Requirements
for Basic Safety and Essential Performance

EN 60601-1-2:2015 Medical Electrical EqQuipment - Part 1-2: General Requirements

for Basic Safety and Essential Performance - Collateral Stand-
ard: Electromagnetic Disturbances - Requirements and Tests

EN 62304:2006 Medical Device Software - Software Life-Cycle Processes

IEC 62366-1:2015 Medical Devices ~Application of Usability Engineering to Med-
ical Devices

BS EN 1SO 20417:2021 Information Supplied by the Manufacturer of Medical Devices

EN ISO 11607-1:2020 Packaging for Terminally Sterilized Medical Devices - Part 1

Requirements for Materials, Sterile Barrier Systems and Pack-
aging Systems

EN ISO 11135:2014 Sterilization of Health Care Products - Ethylene Oxide - Part 1
Requirements for Development, Validation and Routine Con-
trol of a Sterilization Process for Medical Devices

EN 556-1:2001 Sterilization of Medical Devices - Requirements for Medical
Devices to be Designated as "STERILE" - Part 1. Requirements
for Terminally Sterilized Medical Devices

EN 1SO 10993-1:2018 Biological Evaluation of Medical Devices - Part 1: Evaluation
and Testing Within a Risk Management Process
EN 1SO 15223-1:2021 Medical Devices - Symbols to be Used with Medical Device La-

bels, Labeling and Information to be Supplied - Part 1: General
Requirements

ISO 80369-7:2021 Small-Bore Connectors for Liquids and Gases in Healthcare Ap-
plications - Part 7: Connectors for Intravascular or Hypodermic
Applications
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Section 5. Labeling
Given labels are examples only.

A. Labeling on the packaging
Extended Reach Arm
Shipping box:

Cirindus

| Vascular Rotx)tics
OBW%rieyo»ke Road
Wamwn. MA 02452 USA

CorPath' GRX
Extended Reach Arm

302 fsini23456789

f01)0 0e:e2a0 02302 4(21) (3Maslto

@JCA(S J I~ ] © Qty 1

tmtrs Avipby MM

Robotic Drive
Shipping box:
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Control Console

Shipping box:

€52

Cassette
Shipping box:

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Cirindus

«Lty [H— Mmsstansimv

Whittawn. UA 02*b7. USA

CorPath’ GRX
Control Console

[8WI2M5678S

JeMIMVBSTL, Vithitt

iMia K»»v  Qw*
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Qty: 1

41 SR C
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Drive Gear
Shipping box:
ASlorwin Lhiliwtrs Garpery
tc |ka|
309 WiveneyOaa Reed UDSSGnkH

(fwn nfisraben4L .
HA (2432, USA 0175 HAoewef.Gemwiy

CorPath® GRX Drive Gear

1413307

[“A123456

2YYYY-MM-DD

(OF; 00018280 (2307 9(10j AL23483 (17) GIIED

r f ®

CorPath GRX Drapesr
Shipping box:

C(j=rindus

ADromHethieary Grpery
nfil't]j\(ip ec | PP 1 Agian;
CorPath® GRX Drape

Control Console

WeChremMAQO24» USA

[M1E311 ["A123456 "YYYY-MM-DD

(01)00016280023118(10] A123468<17000000
Qty: 1 Box
C€2797

(4 pcs)
PIN130:063%67RevC
Control Console Drape
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C€ 2797

Qty: 1 Box
(4 pcs)

pm 15006300-08RA/D

C()rindus

ASareiMHetthreen Gnpary

Nj erjaMa< FCIRR i
D
OV BA  AllbHawiar ey

CorPath” GRX Drape

Robotic Drive & Arm

~309 L A 123456 “YYYY-MM-DD

(DO EIBNPD3(ICALZHR(17) BED

Qty: 1 Box
C€2797

(4 pcs)
PN 168)(B%LRavC
Robotic Drive Drape
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B. Component Labels
Extended Reach Arm
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Control Console

CorPath™ GRX Control Console

Iml Cofmdos, Inc. |« je™N

C orin d US 399wc/chey CckcRoad  MOSS GtntoH
Suit» 105 Schrffgn»bon41
UA 02452 USA 30175 Hanrtovor. Gormany
[sm] 123456789 rf YYYY-MM-DD

(01)00816280 02301 7

(21) 123456799 (11) 000000

DN ON TRQ

Cockpit

CorPath” Cockpit
Corindus Mo e e wossomar

SutalOs Schffkjrsbenai
Watthwn. MA 02452. USA 30175 Hanrww Germany
@ 101 Fem! 123456789 CAYYYY4HM-(DO

(01)0001626002101 3(21) 1234S07W

@ PiU 150-05640 Rev O

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Power Supply

Q iccnexergy
LPAC
-EYSTEMS.
MODEL: IMA150024A
INPUT: 100-240V "
50-60HZ 2A

QUIPUL 2V 63A
160W Mex

O CC

REV.G 11/14
MADE INCHNA

Robotic Drive Power Supply
CorPath GRX Cassette

CorPath® GRX Cassette

-— H3;
) H»

CorPatti- (>Ka i<ass«tte

mHUN

w »>= EUNL12M$B dVYrV-MH-00 irYYT-W-CO

CorPath* GRX Cassette

67304 LWAI2M6B aT y-w -o0 2rm4woo

CorPath* GRA Cassette
Y AANMB a0 .T-11-00

CEM O U

|iig304SI1*'234eedym-liM~ 2mY-NH-OD OTY 1
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it
If ©CE
/E KA

cSJ'us

cTIMNUS
Wek@%p»v £4588

Etfmel \Y

INDOOR USE ONLY

MODEL: AHM1SOPS12-A
PN. tOOOSSeS-A 01 KTA

SN: AM3000r

INPUT; 100 « 240V SOAOHz
OnTP14A:12V rr= 13.78A

MV

Control Console Power Supply

CorPathTGRX Cassette

C<j>rindus

w 304 A123456
gYYYY-MM-DO oty: 1
rfYYYY-MM-DO

J' f

CorPath GR X Cassette
N304 Qiy. 1

W A123456 >,
a YYYY-MM-DD

B A

-0r-
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CorPath®GRX Drive Gear

IH | U»rMfsCturtf
Cirindus g,

Im
Amm* UA924S2 J&«

iKimmi»

«t) 00618280 0230e 2

(tO)At23456(tT) 000000

st Y

MOBOV>
Mirsmvinxvt Qmmfy

RE~30e [~N1123456 cj YYYY-MM-OD ~YYYY-MM-DD Qty 1 g

«"

®B <A r

*YCrc

CorPath GRX Drapes

CorPath* GRX Drape

Intended tor Use WiNe
Robotic Onvs A Ann

o 1

Mot| 1234501234

) *5 2% A

G(Princlus -
I MM

MOVIMXpi*Mtea wwiwxteraixie

2024-11-20

PAOtAOE MUSTK ASEPTICALiy OPENED

/C”~  CONTENTS STEraLE UNLESS SEAL tS
BROKEN OR PACKAGE IS PUNCTURED

® ® 0 ®

uij w

(s M ! ecearateny

C€2797

R<ON)rCn<tan T«dMilewrunrcalN*
StMM» tM br« 1M omr« aPKyvciv

CxN-m "Nie*« lerxwew f« «leewi «aaiiwew ew»f«
Maaa»a* n teTM MM aM nanmaM ixnM Xt

>aXMeaonnounmaari
nOma
W-MMUIOmC

Robotic Drive Drape
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CorPath’ GRX Drape 3
Interxted tor Use WWi .
Control Console QTYj 1
: fioTl 12345C1234
Cf| 200:11-20

C|r|ndus

mmmtmm Cinam

2024-11-20

PACKAGE M L«T SE ASEPTICALIY OPENS?

CONTENTS STERILE UNLESS SEAL tS
SROKEN OR PACKAGE 13PUNCTURED

®

N\

EE) ParvNuaait
Ks: Q’\2797
B0S TABr e < ol v

Claief*»a*saxpareaxeew |
ume» M rIX antitirfxxaaad aa a cuxx Toaax man'aw e aaneaxa

’%««%i «ww%ﬁ,r «aaaaaaaaiaeeaatexaxiagiaaaxat

meeeaxaaaH rxaCioO iinaaBin | naaMsMM

na«nOmna iMtM aibi sa«:

Coritrol Console Drape
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C. Artwork of the medical device labeling in Russian language

Additionally, for all executions (variants) of medical device that are delivered on the territory of
Russian Federation, a Russian label is applied with the following content:

PO60TM3NPOBaHHaA cUCTEMA 4191 MPOBEAEHNSA YPECKOXKHbBIX KOPOHAPHbIX U
nepvepryeckmx BMeLatenbcte CorPath® GRX ¢ npuHagieXXHOCTIMU

PeructpayuoHHoe ygoctosepeHue: P3H XXXX/XXXX oT 44.MM.ITrr
CrpaHa npoussopctsa: CLUA
[ata npon3BOACTBa M CEPUIHbIA HOMEp YKa3aHbl Ha OCHOBHOW MapKMPOBKe n3genus

HasHaueHue, HopMaTvMBHas AOKyMeHTauusi, Tpe6oBaHUSAM KOTOPOI COOTBETCTBYET
MeANLUHCKOe 13aenne; MaccorabaputHble XapakTepuCTUKN U CPOK CNY>X6bl M34enuns
yKaszaHbl B JOKyMEHTaLUN NOMb30BaTeNs

YNONMHOMOYEHHbI NpecTaBUTeNlb MPON3BOAUTENS:
000 «CumeHc 3apaBooxpaHeHme», 115093, r. MockBa, yn. ybuHuHckas, 4.96
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Operator's Manual Supplement for Russia
Section 5. Complaints

The expected service life of the system Is 5 years.

In case of any questions or problems with handling the system, please use the following con-
tacts:

Contacts for questions and reclamations in Russia:
Siemens Healthcare LLC

Dublniskaya street 96

115093 Moscow,

Russia

Tel.:+7 495 737 1252

Customer support center

8 800 550 50 22

(24 hour free line)
service.ru@siemens-healthineers.com

Contacts for questions and reclamations in the country of Legal manufacturer:

Corindus, Inc.

309 Waverley Oaks Road, Suite 105,
Waltham, MA 02452, USA

Phone: 800.605.9635 or 508.653.3335
Fax; (508) 653-3355
info@corindus.com
www.corindus.com
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«Kopwigyc» 309 Waverley Oaks
(xomnanua rpynnsl «Cumesc Xencusumpe» (Seimens Road,
Healthineers)) Suite 105
Waltham, MA
02452
{(Maccauycerc)
508.653.3335
16 aexabpn 2022 .
No mecry Tpebosanun:

f, Pobept Nlasafno, NOATBEPKAI0, YTO cneayiouwee Mpnaowenne k Pykosoacrey onepatopa Ann Poccum

6bin0 HaneuaraHo nponssoauTenem 8 CLUA,

C yraxenuem,

— [Nodnuce/
PobepT Nasago

PyxOBOAMTENL OTAENA PEMMCTPALMNA K CEPTHOUKALMM

Ceroanna, 16 aexabpa 2022r., npepo MHOM, HWKENDANMCABLUMMCA HOTAPHYCOM, AWYHO ABMACA PobBepT
NaBapo, uto0 NOATBEPNAEHO NOCPEACTBOM YAOBNETBOPHTENbHLIX AONYMEHTOS, YAOCTOBEPAIOWAX
ANHHOCTD, KOTOPbIMK Gbinn BoaMTENBCKME NPaBa LLiTata MacCauycoeTt, KaK HenoBEKa, UMEHEM KOTOPOTrO
NOANKUCAH NPeAbIAYILNA KNK NPHAOIKEHHDIR ADKYMEHT B MOEM NPUCYTCTBMM.

/limamny:
/Tep6/ NOA A. WINARAENL MA.
HoTtapuyc
WTAT MACCAYYCETC
CpOk MOWX NONHOMONMIA HCTEKAET
17 vonbpn 2028 r
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Tlodnul
Noanmce HoTapuyca

Doa A. Wnahpene mn.

Umn HoTapuyca HabBpaHo, NPOWTaMNOBaHO WK
HaNeYATAHO
Horapuyc, Livar MaccauyceTc
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Pob6oTunanpoBaHHaa cuctema Asa nposeaeHms
YPECKOXXHbIX KOPOHAPHbIX U nepudepmnyecknx Bmella-
TenbcTB CorPath® GRX ¢ npuHagneXXHoCcTamMm

MpnnoXxeHne K PykoBoACTBY onepaTtopa gna Poccun

Ana sapnaHTa l

CorPath GRX - aBnseTCcA 3KBMBaIEH THbLIM COKpPALLEHHbIM HAVMeHOBaHWEM MEAVLMHCKOrO U3enus,
NCMOMb3YyeMbIM HUXeE.

[JaHHas Bepcysi pyKOBOZCTBA Orieparopa npeaHasHadeHa An1s 1Crnosb30BaHvs ¢ NporpaMMHbIM 06ecrie-
yeHreMm cuctembl CorPath GRX Bepcum 3.0.X ¢ PCI/PVI Application (npunoxxeHviem ans UYKB/YBB) n
TO/MbKO Ha TeppuTopun Poccuiickoii depepaupmn.

309 Wavertey Oaks FK™ad. Sutta 105
Waltham. m A, USA 02452

- Cohndus, inc
1J

Phone: 800.605.9635 or 508.653.3335
Fax: <608)~-3335
infoAcorindus.com | yvww.corinchi3.com
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MpunoxkeHne kK PykoBoAcCTBY onepartopa ansa Poccun

Pasfenn 1. OOLLAA MHEIOPMALM . .ccciiieiieerinsiisiesisssssesisessssssssses e ssssssesesssssssssasssessassssssessassssssessasssssssssasssesssssssssessassnssenes 2
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ViHhopmauma 0 Npon3BoanTene MeAULNHCKOTO UBAEIMN ... irinsissssssssssassssssssssssssssssssssssssssssasssessssssnss 2

A. HasHaueHue, NOKas3aHWUs K NPYMEHEHWNIO,NMPOTUBOMOKa3aHNs 1 BO3MOXHbIe NMOGOYHbIE AeiCTBUS
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C. KnaccupuKaunsg MEONLNHCKOTO MBI U S cuuuteenteaeattee e teanteaean e e eeann e e aaaaesaaneeeaanneeeannens 4
Pasfen 2. TexHuueckne XapakKTePUCTUKN MEANLUUHCKOTO U3JE MU corenmnenmsenesnsssssssssssssnsseens 6
Pasgen 3. CMCOK KOMMOHEHTOB MEANLIMHCKOTO UBAE MU .ciiiiiercenieirseessse st sssssssssssssssssssssssssseens 9
Pazgen 4. CnncoK MeXAyHapoaHbIX CTaHA4apTOB/ANPEKTUB/AOKYMEHTOB, MPUMEHMUMbIX K
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MpunoxkeHne K PykoBoAcTBY onepatopa Ans Poccuu

Pasgen 1. O6uwaa nHgopmauma

HanmeHoBaHMe MeaMLMHCKOro U3aenus

Po60oTn3MpoBaHHas cucTema Ans NpoBeAeHNs YPECKOXKHBLIX KOPOHaPHbLIX 1 Nepudepryecknx BMeLLa-
TenbcTB CorPath® GRX ¢ NprHaANeXXHOCTAMM.

CorPath GRX - siBNSieTCs 3KBUBAIEHTHBLIM COoKpalleHHbIM HanmMeHoBaHeM MeEJMLIMHCKOIo nsaenna, nuc-
NONb3yEMbIM HKE.

NHopmaumsa o nponsBoanTene MeAULIMHCKOIO U3aenus

OrupanbHbIA NPON3BOAUTESb

Corindus, Inc. («KopuHayc, VHK.»)

309 Waverley Oaks Road, Suite 105,
Waltham, Massachusetts 02452, USA (CLLA)
Ten.: 800.605.9635 mnmn 508.653.3335
®dakc: (508) 653-3355

info@corindus.com

www.conndus.com

AZpec MecTta Npon3BOACTBa

Corindus, Inc. («KopuHayc, VHK.»)

309 Waverley Oaks Road, Suite 105,
Waltham, Massachusetts 02452, USA (CLLA)
Ten.: 800.605.9635 mm 508.653.3335
®dakc: (508) 653-3355

jnfo@corindus.com

www.corindus.com

HanmeHoBaHWe 1 agpec ynoHOMOYEHHOrO NpeAcTaBuUTeNst NpounsBoauTens B Poccum
000 «CumeHc 3apaBooxpaHeHme»

115093, Poccusi, MockBa,

yn. [lybuHnHcKas, 96

Ten..+7 495 737 1252

www.siemens-healthineers.com/ru/

A. HasHauyeHue, NnoKasaHuAa K NPpUMEHEHUIO, MPOTUBONOKa3aHUA 1 BO3MOXXHble

no6o4yHbIe AeNCTBUA
Ha3HaueHwve

Cucrema CorPath GRX npegHa3sHayeHa 4711 MpUMEHeHNA BO BPEMS UPECKOXHBIX NPOLelyp Ha KOPOHaPHbIX
1 NepuepUYEeCKNX COCyax C LeMbio YAaIEHHON AOCTaBKM MHTEPBEHLMOHHbIX YCTPOWCTB 1 MaHUNYyNAUmii ¢
HVYMW, BK/TKOYasA CriefytoLLme YCTPONCTBa:

* [1poBOAHNKN
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MpunoxeHve K PykoBoAacTBY onepaTtopa ana Poccuun
* KaTeTepbl ObICTPOI 3aMEeHbI;

* MpOBOAHNKOBbIE KaTeTepbI

» MuKpokaTeTepb!

* AVIBONM3NPYIOLLME CNPa/v

* CTEHTbI AN YCTAHOBKW CrNpani

lNokasaHuA K NPUMeEHEHNIO

Cucrema CorPath GRX npegHasHaueHa And NpYMeHeHVsi BO BPeEMSI YPECKOXKHbIX MpoLeayp Ha KOPOHaPHBbIX
1 NepuepryecKmx cocyaax ¢ LIebo YAaneHHOW AOCTaBKM MHTEPBEHLMOHHbIX YCTPOWCTB 1 MaHWUMYNALMIA C
HVYMW, BK/KOYasA CNefytoLuye YCTpoCTBa:

* [MpoBoaHVKN

* Karetepbl 6bICTPOI 3aMeHbl;

* [NpOBOAHMKOBbIE KaTETEPDI

* MukpokareTepbl

* AMBONM3VPYIOLLYE CrIMPa/IN

* CTeHTbI N YCTaHOBKM Crivipa/in

MpoTnBonokasaHns
HeT 13BeCTHbIX NPOTUBOMNOKa3aHWi 418 cucteMbl CorPath GRX.

Bo3mMOXKHbIE NOBOYHbIE AECTBUSA
HeT n3BeCTHbIX BO3MOXKHbIX MOOOUHbIX AENCTBUIA AN cucTeMbl CorPath GRX

B. Ycnosusa akcnnyatauunm
Cuctema CorPath GRX go/mKHa aKCn/lyaTupoBaTbest TONbKO KBAIMMUMPOBaHHbLIMU MeAULIMHCKUMW creum-

amctamu, KoTopble 061a4at0T HaZ/1eXKaLMMMN 3HAHNAMI U ONbITOM B 06/1aCTU aHrorpagmn 1 UCnosb30-
BaHusa cuctembl CorPath GRX.

YcnoBus okpy»katolLein cpeapl

Cucrema

» Temneparypa npu akcrnyaraumu: ot 15 "C o 30 &

» OTHOCUTENbHAsA BMIaYKHOCTb MPW 3KCN/TyaTauyn: Aepykarb CyxXuM, 3almiate OT Baru
Kacceta/ogHopa3oBble KOMMOHEHTbI

» Temneparypa npu akcnayarauyu: ot 15 *C o 30 X

» OTHOCUTENbHAsA BNaXKHOCTb MPW 3KCNJTyataLun: AepyXKarb CyXUM, 3almilath OT B/arv

TpeboBaHUA K TPAHCMOPTUPOBKE
KoHcosb ynpasneHns, poboT13vpoBaHHbI NPYBOA, ONopa YAaIeHHOro AocTyna

» Temneparypa npw TpaHcnoptTnposke: ot -20 X go +60 X
» OTHOCUTENbHAA BaXKHOCTL MPY TPAHCMNOPTUPOBKE: AepXXaTb CyXuM, 3alluLLaTh OT Baru
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MpunoxkeHne K PykoBoAcTBy ornepaTtopa ansa Poccuun
OpHopasoBas kacceta
» Temnepartypa npu TpaHcropTUpoBKe: ot -18 “C go +60 “C
e OTHOCUTE/bHAA BMaXKHOCTb MPU TPaHCMOPTUPOBKE: fepyKaTb CyXMM, 3alUmLLaTh OT B/aru
MprBOAHOM MEXaHN3M
» Temnepatypa npu TpaHcnoptuposke: ot +10 o +30“C
» OTHOCUTENBbHAA BNAXKHOCTL MPY TPAHCMOPTUPOBKE: AepXKaTb CyxXMM, 3allmLLaTh OT Bfaru
Jpyrne KOMMOHEeHTbI
» Temneparypa npv TPaHCNOPTUPOBKe: OT -18 “C o +40 “C
» OTHOCUTE/bHAA B/IAXKHOCTL MPY TPAHCMOPTMPOBKE: AEPXKaTb CyXMM, 3aLLMLLATL OT B/arv

XpaHeHue
KoHconb yrnpaeneHusi, po6oT13NpoBaHHbIN NPUBOL

» Temneparypa xpaHeHus: ot -2 “Cao +40“C

» OTHOCUTENbHAsA B/IXKHOCTL MPY XPaHEHNW: XPaHUTb B CyXOM MeCTe, 3almLLath OT B/aru
Onopa yganeHHoro goctyna

» Temneparypa xpaHeHust: ot -2 “Cao +40 “C (ot +15 X go +30“C)

» OTHOCUTE/IbHAsA BIAXKHOCTL MPY XPaHEHUN: XPaHUTbL B CYXOM MECTE, 3aLLMLLIATL OT B/iaru
OpHopasosas kacceta

» Temneparypa xpaHeHus: ot +10*C no 30 “C

» OTHOCUTE/IbHAsA B/IAXKHOCTb MPW XPaHEHUN: XPaHUTb B CYXOM MeCTe, 3alLMLLAaTb OT B/aru
Mpusoanoin MEXAHN3M

» Temneparypa xpaHeHus: ot +15 X go 30“C

» OTHOCUTE/IbHAA B/IXKHOCTL MPU XPaHEHUW: XPaHUTbL B CYXOM MECTe, 3aLLMLLATL OT B/aru
Jpyrve KOMMNOHEeHTb!:

» Temneparypa xpaHeHus: ot 15X o 30*C

» OTHOCUTE/bHAsA BIAXKHOCTb MNP XPaHEHUN: XPaHUTbL B CyXOM MecTe, 3alUmLLaTh OT B/aru

C. Knaccumkauyma meauumMHCKOro nsaenus
Koga BMOa MeAULMHCKOrO M3aennst B COOTBETCTBUM C POCCMIACKO HOMEHKNATYPHOIR KnaccuuKkaumei

240330.

Krnacc noteHUuanbHOro pycka NpUMEHeHNs MeaULIMHCKOTO U3aenms
Knacc 26.

Knaccndmkaumsi MeauumuHCKOro usaenms B cooteetctaum ¢ IEC 60601-1

Knaccmdmkauys CofeprkaHne
Knacc 3alptbl OT NopaykeHUs anekTpude- HapeXxHada 3allyta OT MopavkeHUs anekTpuye-
CKVM TOKOM CKWM TOKOM.

MOMUMO OCHOBHOM M30/15IUMM  NPUMEHSIETCS
3alunTHoe 3a3emrneHue (PE).
Knacc 1cornacHo |IEC 60601-1
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Knaccudmkaums
CreneHb 3auTbl OT NMOPAKEHVIS 3NEKTPU-
YECKMM TOKOM

Knacc 3alLyTbl OT OnacHoro NPOHNKHOBE-
HVS1 BOAb! WM TBEPABIX YacTUL,

Knacc 6e30macHOCTI MCMO/b30BaHUS B
NPYCYTCTBUN NIErKOBOCT/IaMEHSIFOLLErocs
aHecTeTVKa C BO3/lyXOM, KUCMIOPOLOM Wi
3aKUCbIO a30Ta

Pexknm paboTbl

Knacc ornacHoCTM MeNLIMHCKIX OTXO/10B

MpunoxeHne K PyKOBOACTBY oneparopa aaa Poccumn

ComepkaHvie
Pabouyass yactb TMna CF ang npoBOAHUKOB U
NPUHAL/IEXXHOCTEN KaTeTepos:

PO60T13POBaHHbIN NPUBOL;

Onopa yaaneHHoro foctyna;

KoHcorsb ynpasneHus.
KoHcoMb ynpaeneHus COOTBETCTBYET KJlaccy
IPX1 3aLpthl OT NPOHNKHOBEHUSA XXNOKOCTA MO
BEPTUKa/N, a POGOTU3MPOBaHHbIA NPYBOA, CO-
OTBETCTBYET K/1accy IPX2 3almtbl OT MPOHUKHO-
BEHVS >KWUOKOCTM nopg yriom corfacHo |EC
60529.
O6opynoBaHVe HenpUrogHo A1a UCMosb30Ba-
HMS B MNPUCYTCTBUM NTErKOBOCT/TAMEHSAOLLENCS
CMECU aHECTETUKOB C BO3[yXOM, KUC/TOPOAOM
W 3aKMCbIO a3oTa.
MpOAOMKUTENBHBIN PEXXM PabOoTbI

Knacc B-OTxoAbl, 06pasytoLLpmecs npu/nocrne 1cnosb30BaHMs MEAVLIHCKOrO U3AeNnKsi, HeobXoaANMO
KNaccuuLMpOBaTb Y YHAUTOXKATb (YTUIM3MPOBATL) Kak MEAVLMHCKME 3NMAEMMONOMMYECKN OMnacHble OT-
XOfbl B COOTBETCTBUN B [IEVCTBYHOLLIMM 3aKOHOAATENILCTBOM.

Knaccudgmkaumsa pycKoB, CBA3aHHbIX C NPOrpaMMHbIM 06ecreyeHeM
Knaccugpmkaumsa prckos B cooteeTcteum ¢ IEC 62304: Knacc C.

Bepcyist MporpamMMHOro o6ecrneyeHmst

Bepcusa nporpammHoro obecnedveHus: 3.0.X ¢ PCI/PVI Application;

[Jata Bbinycka: 04/2021.
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MpunoxkeHne K PyKoBOACTBY onepartopa An1a Poccuu
Pasgen 2. TexHU4YeckKune xapakTepuctTnkm meguLMHCKOro nigenva

Jonycku; £b%, ecnn He ykasaHO UHOe.
dunsnyeckne xapakTepucTnkm

PO60TM3NpOBaHHbI NpUBOL*:

Pa3smepbl: 690 MM X 410 MM x 250 mMMm;

Macca: 14,8 «kr.

* BK/loYaeT YacTb ONopbl yaaneHHOro 4ocTyna, NOCTOSAHHO MPUKPENIEHHYI0 K pO60TN3MpoBaH-
HOMY npuBoay

Onopa yganeHHoro gocrtyna*:

Pasmepbl (MUHUMa/IbHbIE, B MONOXEHUN AN XpaHeHUs): 610 mm x 560 mm x 790 Mwm;

Macca: 24,8 Kr.

* 3a UCK/TI0YEeHNeM YacT U Onopbl, MOCTOSHHO MPUKPENIEHHOW K po60T M3MPOBaHHOMY MPUBOAY

KoHcosb yrnpasneHus:
Pa3smepsbl: 430 MM x 530 MM X 230 MM;
Macca: 7,6 Kr.

Bnok nutaHna po60TN3NPOBaHHOIO NpMBOJA:
Pa3mepbl: 200 mm X 80 MM x 41 MM;
OnunHa BbIxogHoro kabens: 900 mwm;
Macca: 0,62 «r.
MNapameTpbl ceTU:
Hanps>keHune: 100-240 B nepeMeHHOro 10Ka;
YacTorta: 50-60 I'y,
MowHocTe: 165 Br.
Bbixoga:
Hanps»keHune: 24 B NOCTOAHHOIO TOKQ;
MouHocTb: 150 Br.

BNokK nNUTaHUsA KOHCONW ynpaBieHns:
Pasmepbl: 192 Mm X 62,2 MM X 38,7 MM;
[OnvHa BbiIxoaHoOro kabens: 900 mm;
Macca: 0,70 «r.
MapameTpbl ceTW:
Hanps»keHune: 100-240 B nepemMeHHOro ToKa;
YacrtoTa: 50-60 I'y;
MowHocTb: 140 Br.
Bbixog:
Hanps»keHune: 12 B NOCTOAHHOIO TOKQ;
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MpunoxkeHne kK PykoBoacTey oneparopa 415 Poccun
MoLHocTb: 165 Br.

Kabenb obpartHoi cBA3N:
OnuHa: 6000 mm/20 000 mm/30 000 mMMm;
OnameTtp: 17 Mm.

OpHopasosas Kacceta:
Pa3smepsbl: 530 MM x 150 mm x 80 mMwm;
Macca: 1,3 Kr.

Mp1BOAHON MeEXaHU3M:
Pa3smepsbl: 19,05 mm x 19,05 mm x 17,907 mm;
Macca: 1,75 .

MobwunbHass kabuHa ynpasneHus A1 pasMeLLleHUs KOHCOMM YNpaBfieHUs, CTaHOapTHbIX WAn
cpefHeopMaTHbIX MOHUTOpPOB/MOGUNbHAA KabuHa YynpasieHns [na pasMeLlieHUss KOHCOSU
yrnpas/ieHns W LWMPOKO(OPMaTHOro MOHUTOPA:

Pasmepsbl: 813,1 Mm x 1322,3 MM X 1394,7 MM

Macca: 118,8 kr;

MakcumanbHoe ycunve gns nepemelteHns: <46H (No ropu3oHTasIbHOM MIOCKON NOBEPXHOCTH).

Cryn 4na MOGWUIbHOW KabvHbl ynpaB/ieHUs:
O6uwas BbicoTta: 1092 mm;

BbicoTa cugeHms: ot 406,4 mm go 508 mm;
WnpuHa: 711,2 mwm;

rnyéuHa: 457,2 mwm;

Macca: 19,5 kr.

CraHAapTHblE MOHUTOPBI:

Pasmepsbl: 423 MM X 208 MM X 349 MMm;
PerynupoBka no BbicoTe: 82 MM;
Macca: 5,1 kr;

PaspelwleHmne: 1280 x 1024.

CpegHetopmarHblii MoHMTOpP 30™:
Pasmepsbl: 714 MM X 524 mm x 240 M;
Perynnposka no BbicoTe: 100 Mm;
Macca: 17,5 kr;

PaspelueHune: 2560 x 1600.

CpeaHethopMaTtHbIi MOHUTOP 32
Pasmepsbl: 761 MM x 471 MM X 90 Mm;
Macca: 18,6 Kr;

PaspeweHune: 3840 x 2160.
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npunoxxeHne K PykoBoAcTBy oneparopa Ansa Poccun
LLnpokogopmaTHbiii MOHUTOP:
Pasmepsbl: 933,7 MM x 570,7 MM X 84 Mwm;
Macca: 22,5 kr;
Pa3peweHune: 3840 x 2160.

Kamepa ¢ guctaHUMOHHbBIM ynpaBieHneMm:

Pa3smepsbl: 158,4 mm x 177,5 mm x 200,2 Mm;

Macca: 1,8 kr;

[Jatumk nzobpaxeHusa (marpuua): 1/2,5 Tuna ExmorR CMOS;

[atunk n3obpakeHunsa (Umicno adpeKTMBHbIX Nukcenen): 8,5M nukcenen;
Yron o63opa (nosoporta): +170%

Yron HaknoHa: +90%20*:

TpeboBaHMs N0 3NEKTPONUTaAHUIO: 12 B NOCTOSAHHOIO TOKa (NOCTOSAHHbIN TOK 0T 10,8 ao 13,2 B), POE+
(cootBeTtcTBYET CTaHAapTy |IEEE802.3);

MoTpebnsiemas MOLLIHOCTL: 25,5 BT;

LiBeT Kopnyca Kamepbl: benblit/YepHbiii.
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MpunoxkeHne K PykoBoacTey oneparopa Ans Poccun
Pasnen 3. CNNCOK KOMMOHEHTOB MeANLUNHCKOIo nagennA

Ne ] HammeHoBaHue kKomnoHeHTa | OnwucaHui
BapuaHT 1

1 Po60Tn3npoBaHHbI NPUBOL. MonyyaeT BXOAHbIE CUTHANbI OT KOHCONW yNpaB/ieHNA 1 KPenuTca K onope
yhaneHHOro focTyna ¢ NOMOLLb 3aMKOBOTO COEAMHEHMUSA. DTN BXO[LHble
CUTHanbl, MOJlyYeHHbIE OT KOHCONW yNpaBiaeHNs, Bbi3biBalOT MEXaHNUYECKUE
[elicTBMSA B O4HOPAa30BON KacceTe, TakKMe Kak NMepeMelleHne K 3arpy>eH-
HOMY MPOBOAHUKY, ycTpoicTBy B3 1 npoBOogHMKOBOMY KaTeTepy. Po6oTu-
31MpPOBaHHbLIA NPUBOJ NepeMelLaeTcs BNepes u Hasaf, 4Tobbl NpoABUratb
M OTBOAUTHL HanpaBnsawlWnii katetep. CEHCOPHbIA 3KpaH y cToNa naymneHTa,
yCTaHOB/MIEHHbIA Ha nNpuBoAe, obecrneymBaeT MONb30BATENbCKUA WUHTEpP-
theiic gna onepatopa BO BpeMS HACTPOWKU CUCTEMBI, 3arpy3kn M 3aMeHbl
YCTPOWCTB.

Onopa yaaneHHoOro goctyna. YcTaHaBnMBaeTcsl Ha pefibc paGoyero cTona U CnyXXuT onopoii 4ns po6oTtu-
3MpoBaHHOTO NpuBojda. Ee MOXXHO pasmMecTuUTb TakK, YTOObl UMeTb AOCTYN K
no60ii Touke, CABUHYB MO PENbCY UM OTPEryMpoBaB C NOMOLLbIO KHOMOK
Ha po60TM3MPOBAHHOM MPUBOJE.

KoHconb ynpasneHus. KoHconb ynpaBneHns no3BonseT BpayaM ynpaBisiTb MPOBOAHWKOBbLIM Ka-
TeTepoM, MPOBOAHMKOM 1 YyCTPOKCTBOM C NOMOLLbIO CEHCOPHOIO 3KpaHa u
Tpex [>XONCTUKOB.
CeHCOpPHbIli 3KpaH KOHCONN ynpaBnsfeT BblABUXEHNEM N OTBOAOM YyCTPOWi-
cTBa 6bICTPON 3ameHbl (RX), NpoBOAHMKA UM NPOBOAHMKOBOrO KateTepa
C ANCKPEeTHbIM WaromM 1 Mm Npy NOMOLLY CTPENOK Ha CEHCOPHOM 3aKpaHe.
B gononHeHue K (yHKUUM MNpPOABUMXEHUS/OTBefEeHUS AXOWCTUKN KaTe-
Tepa ¥ NPOBOAHWKA NO3BONAITYNPaBAATL BpaweHneM. UTo6bl NOBEPHYTH
KateTep MAM NPOBOAHWK MO 4YacOBOW CTpenke/npoTMB 4YacOBOW CTpPenkw,
HEeo6X04NUMO MOBEPHYTb AXXONCTMK MO YacOBOW cTpenke/MpoOTMB 4acoBOIi
cTpenikn. CEHCOPHbIA 3KpaH KOHCONM ynpaBieHna TakXXe No3BOsieT NOBO-
paynBaTb MPOBOAHUK C JUCKPETHbIM Warom No 4acoBOW CTpenke UAn Npo-
TWB YaCOBOW CTPenKu, KacasaCb KHOMOK BpaLyeHuns.
MporpammHoe o6ecneveHne CorPath GRX ob6ecneumBaetT hyHKUUN Henpe-
PbIBHOTO MAM AMCKPETHOro MoLwaroBoro nepemelweHuns yctpolicts. Mpo-
rpaMmMa HernpepbIBHO KOHTPOJIMPYeT NONOXKeHWe AXOWCTUKA N MHTeprnpe-
TUPYyeT BBOAMUMbIE AaHHble KaK MMHUMaNnbHY W MakCUManbHYl CKOPO-
cTn.
Cuctema CorPath GRX nmeet pyHKLMIO noBopoTa npu oteoge (RoR), KoTO-
pas npepactaenseT coboi npoueaypy aBTOMaTM4yeckoro nepemelyeHus,
BKIOYAEMY0 MO HaXaTukt KHONKMW ROR Ha CEHCOPHOM 3KpaHe KOHCOMu
ynpasneHus.

Bnok nutaHnsa po6oTnsnpoBaH- Bnok nutaHuns gna po60TM3NPOBaAHHOrO Npueoja 24 B c nutaHMem OT ceTu

HOro nNpueopja. nepemMeHHOro Toka.

Bnok nutaHusa KoHcoNuM ynpas- Bnok nutaHua KOHCoNW ynpasneHus 12 B ¢ nuTaHUem OT CeTu MepemMeH-

neHuna. HOro ToKa.

Kabenb obpaTHOli CBA3M B Ba- Kabenb 06paTHO CBA3WN MeXy KOHCONbIO yNnpaBneHna 1 onopoi yaaneH-

pvaHTax UCMoNHEeHUS: HOro foctyna/po60TM3NpPOBaHHbLIM NMPUBOAOM

- Kabenb o6paTHOW CBA3U ANU-

HOW 6 MeTpoOB;
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Ne HaumeHoBaHWe KOMNOHEHTa
- kabenb obpaTtHOW CBA3N ANU-
HOW 20 MeTpoOB;

- Kabenb o6paTtHOW CBA3N ANU-
Holi 30 meTpoB.

7. Habop pacxo4HbIXx matepuanos
B cocTaBe (He 6onee 10 Habo-
poB):

-ogHopa3oBas Kacceta (4 wr.);
-NpUBOAHOIM MexaHn3m (4 wT.);
- 0lHOPa30BbIl/i CTEPUNbHBIN
4yexon A4NA pob6o0TU3NPOBAHHOTO
npusoga (4 wrt.);

- 0lHOPa30BbIli CTEPUBbHbIA
4yexon AN KOHCONW ynpasne-
HUA (4 wT.).

8. [lokymeHTauusa nonb3oBatens
Ha PYCCKOM fi3blKe.
MpuHagnexxHocTu

1 dyHKLMS B3aUMOLeCcTBUSA C
aHrnorpagmnyeckom cuctemon
Artis.
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npunoxeHne K PykoBoacTBy ornepartopa ans Poccuu

OnwucaHune

ba3oBblii Habop pacxofHbiXx MmaTtepuanos MocTaBnfeTcs B KOpOob6ke no 4
WTYKN KaX[oro pacxofHOro 3neMeHTa, rge OCHOBHbIM KOMMOHEHTOM
Habopa ABndeTCcs ofHOpa3oBas KacceTa, KOTopas NOCTaBNsfeTCA CTepUNb-
Holi. KacceTa kKpenutcs npo60TM3MPOBaHHOMY MPUBOAY U MOXET ObITb 3a-
rpy>XeHa KOMMepPUecKn 4OCTYMHbIMU NPOBOAHUKOBbLIMM KateTepaMu, Npo-
BOAHMKaMW u ycTpolicTBamMmu. 3Ta ofHOpa3oBas KacceTa mpojBuraet, oT-
BOAWUT W Bpall,aeT NPOBOAHUK U MPOBOAHUKOBbLIV KaTeTep, a TakXe npo-
ABUTraeT U OTBOAUT yCTPOMUCTBO GbICTPOI 3ameHbl (RX).

B HaGop Takxe BXOAAT 3 AOMOJHUTENbHbIE NMPUHALNEXHOCTH:

NPUMBOAHON MEXaHW3M, OfHOPA30BbI CTEPUNbHbLIA Yexon Ans po6oTU3n-
pOBaHHOTO NpUBOAA WM OLHOPA30BbI/i CTEPUNbHLIA YeXon AN KOHCOMW
ynpasneHus.

-MNMpunBOLHOW MeXxaHN3M, KOTOPbI yCTaHaBANBaeTCs MeX 4y NPOBOAHWNKO-
BbIM KaTeTepoMm u Y-ob6pasHbiM coegnHuTenem, npeacraBnser coboi cre-
punbHOE 04HOpPa30BOE YCTPOWCTBO, MO3BONAIOLW,ee Bpall,aTb MPOBOAHNKO-
Bbli KaTeTep Npu ero 3arpy3ke B O4HOPa30BYlO KacceTy.

- B KOMNNeKT pacxoAHblX MatepuanoB BXOAUT TakXXe O4HOPa30BbIl cTe-
PUNbHBIA Yexon gns po60TU3NPOBAHHOTO NPMUBOAA, KOTOPLI nNpeacTaB-
nseT cob0il cTepuNbHbI OfHOPa30BbI/i MNACTUKOBbLIV MaKeT, 3aKpbiBato -
Wnii poboTU3MPOBaHHbLIi NPUBOL U ONOPY yaaneHHOro goctyna. Mepeg,
KaXX0 npouefypoil HEO6XOAMMO HaKpbiTh POGOTU3NPOBAHHLIN NpUBOA
1N onopy yjaneHHOro foctyna atum yexnom. OH cneumanbHo paspaboTaH
ONS TOTO, 4TO6bl 3aKpbiBaTb BCE KOMMOHEHTbI CUCTEMbI 4151 COXpPaHEHUs
CTEPUbHOCTH.

- B KOMNNeKT TakXXe BXOAMNT 3alUTHbIA O4HOPa30BbIi CTEPUNbHbBIA YEeX0n
AN KOHCOMW ynpaB/ieHWUsl, KOTOpPbIA NpeAcTaBasieT cOGON CTePUNbHbIN
04HOpPa30BbIli NNACTUKOBbI MaKeT, 3aKPbiBAKO LW NI KOHCOb YNpPaBleHNs.
KOHCO/Ib MOXXHO HaKpbITb CTEPUIBHBIM YEXOM, €CIN OMepaTtopy NOHagjo-
6uUTCsA MpoTepeTb ee BO BpemMsa nNpouenypbl.

Bce KOMMOHEHTbl 6a30BOro Ha6opa pacxOofHbiXx MatepuanoB npejBapu-
TE/IbHO CTEPUNN30BaHbl OKCUAOM aTuneHa (EKO) u npegHasHauyeHbl 415 Uc-
nofb30BaHWS C OAHMM NauueHTOM. Bce KOMMOHeHTbl 6a30BOro Ha6opa
pacxofHbiX MaTepuanoB He 4OMNYycKatoT NOBTOPHOW cTepuamnsaynm.

[ okymeHTaUus NoNb3oBaTeNns Ha PYCCKOM fA3blKe.

OnpefeneHve B3aMMOAeNCTBUA ¢ aHrnorpaguueckoit cuctemoii Artis.



10.

11.

HanmeHoBaHMe KOMNOHeEHTaA
OYHKUMNA B3auMOelicTBuUA ¢
aHrnorpatunyeckmmmu cucrte-
MaMun CTOPOHHUX NPON3BOAMUTE-
nen.

Mo6unbHas kabnHa ynpasne-
HUSA ANA pasMeLlLeHns KOHCOoNn
ynpaBneHus, cTaHZapTHbIX Un
cpegHedopMaTHbIX MOHUTOPOB.

Mo6unbHas kabuHa ynpasne-
HMA ANA pasmeLleHns KOHCONu
ynpasfieHusa n wmpokogpopmar-
HOro MOHUTOPA.

Ctyn gna mMo6uMNbHON KaBUHbI
ynpaB/ieHUS.

CTtaHfapTHble MOHUTOPbI (2
wT.).

CpeagHetopMaTHbIi MOHUTOP B
BapuaHTax UCNONHEHUS:
-cpegHethopMaTHbIli MOHUTOP
30",

-cpegHethopMaTHbIii MOHUTOP
32",

LWnpokodopMaTHbI# MOHUTOP.

Kamepa ¢ AMCTAHLMOHHbIM

ynpasneHuem.

KoMnnekT 4ns noAaKNtoYeHUs
WMnpokKkoopmMaTHOro MoHUTOpa
B NYNbTOBOIA.

KomnnekT gna ny6nnposaHus
CUTHana ¢ WUpokohopmMaTHoro
MOHUTOPA.
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MpunoxxeHne K PykoBoAcCTBY oneparopa ansa Poccuu

OnucaHue
OnpepeneHve B3aMMOAENCTBUSA C aHrMorpauyeckmMmm cuctemamu cTo-
pPOHHUX NpownsBogutenein (OEM).

Mo6unbHas kabuHa ynpaBneHus npefocTaBasieT CBUHLOBOE 3KpaHUPOBa-
Hue paboyero mecta onepaTopa oT pafuaLMoHHOTO BO3AeiCTBUS NpW BBE-
OEHWUW MHTEPBEHLUMOHHbIX YCTpOiicTB. Ka6nHa No3BoseT pasMecTUTb KOH-
COMb, aTaKXe B HEW eCTb MECTO A4/ YCTAHOBKM BbIGPAHHOTO BapmaHTa guc-
nnes.

Mo6unbHas KabuHa ynpaeieHus npefocTaBasieT CBUHLOBOE 3KpaHUpPOBa-
Hue pa6oyero Mecta onepaTtopa oT pafuaLMoHHOTo BO3AeNCTBMSA Npu BBE-
OEHUW NHTEPBEHLUMOHHbIX YyCTpOoiicTB. Ka6rvHa No3BONsAeT pasMecTUTb KOH-
COMb, aTaKXe B Heli eCTb MECTO 4N YCTAHOBKMW BbIGPAaHHOIO BapmaHTa guc-
nnes.

CTyn Anst MO6UNLHON KaBGWUHbI yNpaBieHUs.

19-pl0/iMOBbIE MOHUTOPbLI ANS BbIBOAA W306paKeHWn B peasbHOM Bpe-
MeHU N n3obpaxeHnii REF.

Mo3numa BkNoYaeT 2 MOHUTOPA, B TOM Yncne Kabenn nuTaHus, BUgeoKa-
6env 1 NoACTaBKW AN MOHUTOPOB.

MoHuTtop 30 gloiimoB/32 awiiMma, oTobpaxaruwnii konuo 1:1 n3obpaxe-
HUS B 6onbwom/cpegHem popmare.

40-410AIMOBBIA LBETHOW MOHUTOP C paspeweHnemM 4K, KOTOpbli oTo6pa-
XaeT Konuto 6onblworo nsobpaxeHnsa 1:1.

Kamepa ¢ AMCTaHLMOHHbLIM yNpaBfeHNeM 418 BU3YaNbHOTO C/MeXeHWs 3a
nauneHTOM 1 PEHTTeHOBCKON cucTemoli. PekoMmeHyeTca Ana Tex cny4vaes,
Korga HeT 6ecnpenAaTCTBEHHOW NPAMOI BUAMMOCTM MeXAy onepatopom u
CTONIOM MauneHTa.

KomnoHeHTbl 060pyfoBaHna, AN NOAKIIOYEHNS LWMPOKOPOPMATHOTO MO-
HuTopa gna OEM-cuctem B NynbTOBOIA.

PekomeHpyeTcs AN PEHTTEHOBCKUX CUCTEM C 6ONbWMM gucnneem. 3T0T
KOMMOHEHT NO3BOJIAET BbIBOAUTL KONUIO M306paKeHns ¢ 601bLWIOro Anc-
nnes Ha wrtaHre Ha cuctemy CorPath GRX.

B KOMNNeKT BXOAUT CANUTTEP, KOTOPbLIA Ay6nunpyeT nsobpaxeHme 60nb-
LIOro Aucnaes Ha wWwTaHre (4nA MoHuTopa 4K) Ha cuctemy CorPath GRX.
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MpunnoxeHve K PykoBopgasy oneparopa gnasa Poccun

Pasgen 4. CNMCOK MeXXAyHapoaHbIX CTaHaapToB/ANpeKTUB/ AOKYMEHTOB,

CraHpapT
EN 1SO 13485:2016

EN ISO 14971:2019

EN 60601-1:2005

EN 60601-1-2:2015

EN 62304:2006

IEC 62366-1:2015

BSENISO 20417:2021

EN 1SO 11607-1:2020

EN ISO 11135:2014

EN 556-1:2001

EN ISO 10993-1:2018

EN 1SO 15223-1:2021

ISO 80369-7:2021
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NPUMEHUMbIX K MEAULNHCKOMY U3AENNI0

HassaHune

M3genna megnumHckue. CuUCTeMbl MeHeKMeHTa KaudecTsa.
TpeboBaHUA K perynmpoBaHuio

M3genna megnunHckmne. NprMeHeHe MeHeIKMeHTa PUCKOB
K MeAULMHCKUM YCTpOMCTBaM

M3genva meguumnHckme anektpudeckue. Yactb 1. O6uwme Tpe-
60BaHMsA 6e30MacHOCTU C y4EeTOM OCHOBHbIX PYHKLUMOHa/IbHbIX
XapaKTepucTunk

M3penna meanumMHCKue anektpuyeckme. Yactb 1-11. O6uipe
TpeboBaHMA 6e30MacHOCTA C y4ETOM OCHOBHbIX (DYHKLWOHASb-
HbIX XapakTepuUCTUK. [OMNONHUTENbHbIA CcTaHdapT. SNeKTpo-
MarHUTHblE NMOMexu - TpeboBaHMA N UCMbITaHUA
MporpammHble cpeacTBa MEAULMHCKOrO 060pynoBaHUA. XXus-
HEHHbIV UMK NPOrpaMMHOro Npoaykra

MpoeKTMpoBaHne MeLULIMHCKMX U34eNniA ¢ y4eTOM aKcnyarta-
LLIMOHHOI NPUrogHoCTA

N3pgenna megnumHekme. MIHhopmauus, npegocraBnsemMas ns-
roTOBUTENEM

YnakoBka MeanLMHCKUX U3LEeNNIA, CTepUIn3yemMbix Ha 3aBep-
LwaroLen ctagnumn npomssogcTea. Yactb 1. TpeboBaHUSA K mate-
puanam, 6apbepHbIM CUCTEMaM CTepuaMsaumm 1 cuctemam
YNakoBKMN

CTepununsauusi MeanLUHCKNUX nsgennii. Okeng atuneHa. Yactb
1. TpeboBaHUs K pa3paboTke, BaMjaumnm N TeKyllemy KOH-
TPO/IKO NpoLiecca cTepuansaumm MeguLnHCKUX N3genui
Crepunusauuns MeguUnHCKNX n3genvin. TpebosaHua K megn-
UMHCKMM YCTPOMCTBaM Karteropuu “crepusbHble”. Yactb 1.
TpeboBaHUs K CTepuan3aumv ynakoBaHHbIX MeAULMHCKNX
n3nenui

OueHka 6uonornyeckas MepguUUHCKUX w3gennin. Yactb 1.
OueHKa M wucnblTaHMA B pamKax Mpouecca MeHemKMeHTa
pucka

M3penna meguumHckne. CUMBO/bI, NMPUMEHSIEMble MPU Map-
KMPOBaHUN Ha MeAVULIMHCKNX N34eNninax, aTMKeTKax 1 B COnpo-
BOAUTENBHOW AOKyMeHTaumn. Yactb 1. O6uwme TpeboBaHms
CoefnHuTENN C HEOOMbWNM BHYTPEHHUM [AMaMeTpoM [AnA
XMOKOCTEN W ra3oB, NpUMeHsemble B MefuuuHe. YacTb 7.
CoepuHutenu BHYTPMCOCYAMUCTOrO " NOAKOXHOro
NPUMeHeHNs
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MpunnoxeHve K PykoBOACTBY oneparopa Ana Poccuu

Pa3sgen 5. MapkunpoBKa
MapK/poBKM NprBEEHbI TO/IbKO B Ka4ecTBe NpUMepos.

A. MapKupoBKa Ha yrnakoBke

Onopa yganeHHoro gocryna
TpaHcnopTMpPoBOYHAA HOPoOOHa:

Cirindus

| Vascular Robotics

309 Wearrley Oak* Road.
Swt* 105
WaRham MA 02452 USA

CorPath" GRX
Extended Reach Arm

[mf1 302 [ snl 123456789
A vERA2 TIMVe»
& ' :
J N\'/:WJ'HMi O Qy: 1
REEBNIRdre

Po60T13MpoBaHHbI NpuBOA
TpaHcnopTMpPOBOYHAA MOPOOKa:

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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MpunoxkeHne K PykoBoACTBY ornepaTopa 4sa Poccun
KoHcosnb ynpasnieHus
TpaHcnopTMPOBOYHAA KOpoobKa:

CirIndus
I SdAvveVIMVIOWVC
IOWachievOCamHoed

Slite 106
Waltwm. MA 02452. USA

CorPath- GRX
Control Console

1301 [~123456789

truOMk&Oe2Mtr 1

e J J O ot

MM Hot!
PpBMB3«x

OfHopa3oBas KacceTa
TpaHcnopTMPOBOYHAsA KOpoGKa:
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MpunoXxkeHne K PyKOBOACTBY onepaTopa ana Poccuum

TpaHcnop TMPOBOYHAs KOpo6Ka:

A Gy
cc INo»1 BVYS?S
om» Fom I\/(&G’rﬁ-{%t
rfforebefl 41
VM VA (42, USA LAHmoer. 3oy

CorPath® GRX Drive Gear

B307 [wt]A123456

2YYYY-MM-DD

(01100010200 02307 >00>A1234%0 1171000LLI

\ f ® C €

Yex/ibl

Qty: 1 Box

2797 (4 pcs)

PAN 150053008 Rev D

TpaHcnopTUPOBOYHAs KOPOGKa:

Cirindus

| ASer@sHENhsasCnpEy
Mil\ﬂﬁh(ﬂtx ml@lm

oo A
htmovai Ganary

MAGRAR, USA

CorPath® GRX Drape

Control Console

[SiF]311 LWA123456 ~YYYY-MM-DO
(OL)0001020002311 O(10) AL234B0 (17)000000
Qty: 1 Box
C:€2797 (4 pCS)
PIN18G3BH7RevC

OfHOPa30BbIil CTEePUbHbIR YEX0N A5 KOH-
COMY ynpasneHns

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Cirindus

| AGerent Heldress Gy

| kMAaouer fc IKPI %rﬁr@
e
MCSSG1iH
Cels Reed 3

S VAR BA  MWSHImover Garrery

CorPath® GRX Drape

Robotic Drive & Arm

~309 LWA123456 ~YYYY-MM-DD

(O) OceisTCD@M  3(i0) Aizsaae <it) cooooo

Qty: 1 Box
%2797

(4 pcs)
PrmBG0OS361ReVC

O/ZHOPa30Bblii CTepPUbHbIA Yexon Ans po6o-

TU3MPOBAHHOIO NPMBOAA
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npunoXeHve K PyKoBOACTBY onepatopa ans Poccumn

B. MapkunpoBka KOMIMOHEHTOB
Onopa yganeHHoro gocryna

CorPath® GRX Extended Reach Arm

Conndus. Inc.
C O r I n d u S 309Wavertey OeNis Road. ~ MOSS GmbH
Al Schiffgraben41
wi> el by Waltham MA 02452. USA 30175 Hannover. Germany
REF 312 [sn] 123456789 H YYYY-MM-DD

(01)0061628002312 3

(21)123456769(11)000000

Ciasal IPX2 I”

P060TM3MpPOBaHHbLIN NPUBOL,

CorPath® GRX Robotic Drive

- eJ <3orindus.nc. | « Pron|
C orin d U S 309 waveriey 0aka Road. ~ MDSS GmbH
Sute 105 Schiffgraben41
WeRham. MA 02452. USA 30175 Harmover. Germany
fin 123456789 rf YYYY-MM-DD

(01)0 0616260 023031

(21)123456769(11)000000

0 2® CE£.©. Wews w2 MD

w wm
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MpunoxxeHve K PykoBoACTBY orneparopa Ansa Poccun
KoHconb ynpasneHus

CorPath' GRX Control Console

. I nJ Conndus. if»c. i«
A o nnawu s 309 Wrvartiy Oek$ Ro*d  MIOSS GbH
[Olaa™M |QrinA Sjitb 105 Schif'gfaben41
WsKnarr MA 02452. USA 30175 Harnov»f Germany
[nf 301 [sn] 123456789 rf YYYY-MM-DD

(01)00916280 02301 7

(21)123456789 (11)000000

(5 2 (WEMO IS D

Mob6unnbHas kabuHa ynpasfneHus

CorPath™ Cockpit
C O ri n d U S Wevertey Oaks Road =~ MOSS GmbH

State 105 Schiflgraben 41
AMtham, PVA02452. USA 30175Hanwet Germariy
@ 101 riwl 123456789 cYYYY4&a1IMQOO

(01)0061628002101 3(21) 123456780

CC I I I PN 150-05846 Re”O
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Bnok nuTaHus

Q iccnexergy
[""ELPAC

- | ™ POWER
S Y STEM S/,

MODEL: MWA150024A

INPUT,; 100-240V -
50-60HZ 2A

OUTPUT: 24V 6.3A
160W Max

C us
REV.G 11/14
MADE IN CHINA
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MpunoxkeHne K PykoBOACTBY orneparopa and Poccun

bBnok nnTaHnA pO6OTI/I3I/IpOBaHHOFO BNokK nnTaHus KoHcoNu ynpas/ieHUA

npueoga
OfHopa3soBas KacceTa

CorPath®' GRX Cassette

S3:

CorPatfi- GRa Cassefle

PAB& apiARAD SO
CorPath- ORX Cassette

K9M I~MAIZMe dYYYY-W-0O ~ YYYY4W-00
CorPatn" GRa Cassette

Hrmunnnjipl
i<9A12346e cfYYYY-kH-OD «'~"m**'«00
O N\

CBcARHT

firr304aAl12J4eeeiYYYY *»14»YYYYI*»~ QTY 1
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CorPath*’"GR X Cassette

C(|=rindus
StE=- EHS=i.

SE) 304 LLIA123456
SYYYY-MM-DO Qty: 1
eSYYYY-MM-DO

©nA I f

CorPattf GR X Cassette

NN Qty: 1
A123456 o
vyyv-mm-op  C(])induj

-nnn-
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MpunoxxeHve K PykoBOACTBY oneparopa ana Poccun

CorPath® GRX Drive Gear

Cirindus

|iiEP]308 [AA 123456

Y

Yexnbl
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MpunoykeHre K PyKOBOACTBY oneparopa ans Poccum
C. MakeT MapKMpoBK1 MeANLUMNHCKOIO nN3aesind Ha pyCcCKOM A3bIKe

JlononHuTenbHO, ANsi Bcex BapuaHTOB (6a30BbIX COCTABOB) A@HHOTO MEAMLMHCKOro MU3Aenus, rno-
CTaBNSIEMbIX Ha TEPPUTOPUIO Poccuiickoin defepaunm, NPUMEHSIETCS PYCCKOS3bIYHAs MapKMpPOBKa

CNeayoLEero coaepXKaHus:

Po60TM3MpOBaHHas cucTeMa /151 NMPOBEAEHUSA YPECKOXKHbBIX KOPOHAPHbIX U
nepupepnyeckmx Bmeltarenscts CorPath® GRX ¢ npuHazieXXHOCTAMM

PerncrpaunoHHoe ygoctoBepeHue: P3H XXXX/XXXX oT 4g.MM.Irrr
CrpaHa npounssogctea: CLUA
[aTta npon3BoACTBa 1 CEPUIiHbIA HOMEP YKa3aHbl Ha OCHOBHOM MapKMPOBKe U3aenus

HasHaueHue; HopMaTUBHas [OKYMeHTauus, Tpe6oBaHWAM KOTOpPOi COOTBETCTBYET
MeAVLMHCKOe M3fenne; MmaccorabapuTHble XapakKTePUCTUKM U CPOK CNYX6bl U3Aenus
yKasaHbl B JOKYMEHTaLUM No/b30BaTess

YNO/MIHOMOYEHHbIN NpefcTaBuTelb NMPON3BOAUTENS:
000 «CumeHc 3gpaBooxpaHeHme», 115093, r Mocksa, yn. ybuHuHckas, 4.96
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MpunoxxeHne Kk PykoBoacTey oneparopa gnaa Poccun
Paspen 5. Peknamayunm

OXunpgaemblin CpoK cnyX6bl cucteMbl - 5 ner.

B cnyyae BO3HWKHOBEHWS BOMPOCOB WM Npo6neM ¢ paboToil cucTeMbl HEOGXOAMMO 06pa-
WATbCS MO CNefyoLyM agpecam:

KoHTakTbl 415 BONPOCOB 1 peknamauuii B Poccuu:
000 «CnmeHc 3apaBooxpaHeHne»

115093, Poccus, Mocksa,

yn. ly6bnHuHckas, 96

Ten..+7495 737 1252

LleHTp Mopaep>kkn KnveHTos

8 800 550 50 22

(Kpyrnocyto4yHas 6ecnnaTHas MMHUS)
service.ru@siemens-healthineers.com

KOHTaKTbI /15 BOMPOCOB M peknamauuii B cTpaHe omumnanbHOro Npov3BoanTens:

Corindus, Inc.

309 Waverley Oaks Road, Suite 105,
Waltham, MA 02452, USA

(Yontem, Maccauycetc - CLLUA)

Ten.. 800.605.9635 nnn 508.653.3335
dakc: (508) 653-3355
info@corindus.com
www.corindus.com
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nepesoAunk CaHasi AHauT JIeBOHOBHA

Poccuiickasa depepayuns

fopog MockBa
ABagjuaTtoro gekabpa gBe TbicAYuM ABajLuaTb BTOPOro roga
A [oHuyapoBa Jlapuca HwukonaeBHa, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYIO
LoaMnnHAcT ANl nucn nep™ogumka CaHad AHauT J1IeBOHOBHbI.

Moanucek CAK N* B »0e» NPUCYTETBUH.
NuuHocTb NognucaBllero AOKYMEHT yCTaHOBJIEHA.

3apeTucTpupoBano B peectp. » , 7/,34-n,77-2«IM T -3771.

ynnayeHo,, cO B jreSAAAS X ;"" L
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[poLLHypoBavo, HPOWMYMepPOoBaro . CKperHeno ™ aTb» 25 «BagwnaTb MN.Tb, aUCTOB.

J1.H. NoH4yapoBa

- apgttig?”
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December 16, 2022

To Whom It May Concern:

I, Robert Lavado, certify that the following Operator's Manual Supplement for Russia has been printed by the
manufacturer in the USA

Head of Regulatory Affairs

On this day sixteen day of December 2022, before me, the undersigned notary public, Robert Lavado,
personally appeared, proved to me through satisfactory evidence of identification, which was a
Massachusetts Driver's License, to be the person whose name is signed on the preceding or attached
document in my presence.

SPEIlolI\

Name of Notary Typed, Stamped or Printed
Notary Public, Commonwealth of
Massachusetts
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Robotic system for carrying out transdermal coronary and
peripheral interventions CorPath® GRX with accessories

Operator’s Manual Supplement for Russia

For variant 2
CorPath GRX is the equivalent name of the medical device and is used below.

This version of the Operator's Manual Supplement is intended for use with the CorPath GRX System

software version 3.0.X with NV (Neurovascular) Application and only on the territory of the Russian Fed-
eration.

Corindus, Inc

309 Wav«ri#y Oaks Road, Suita 105
Waltham. MA. USA 02452

Phone; 800.605.9635 or 508.653.3335
Fax: +1 (506)653-3335

infoCcorindus.com | ww.corinclus.cofn
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Operator's Manual Supplement for Russia
Section 1. General Information

The name of the Medical Device

Robotic system for carrying out transdermal coronary and peripheral interventions CorPath® GRX with ac-
cessories.

CorPath GRX is the equivalent name of the medical device and is used below.

Information about Manufacturer of the Medical Device

Legal Manufacturer

Corindus, Inc.

309 Waverley Oaks Road, Suite 105,
Waltham, Massachusetts 02452, USA
Phone: 800.605.9635 or 508.653.3335
Fax: (508) 653-3355
info@corindus.com
www.corindus.com

Addresses of the manufacturing site
Corindus, Inc.

309 Waverley Oaks Road, Suite 105,
Waltham, Massachusetts 02452, USA
Phone: 800.605.9635 or 508.653.3335
Fax: (508) 653-3355
Info@corindus.com
www.corindus.com

The name and address of the local representative in Russia
Siemens Healthcare LLC

Dubininskaja street 96,

115093 Moscow, Russia

Tel.;+7495 737 1252

www.siemens-healthineers.com/ru/

A. Intended use, indications, contraindications, and possible side effects
Intended use

The CorPath GRX System is intended for use in the remote delivery and manipulation of devices during per-
cutaneous coronary and vascular procedures, including the following devices:

* Guidewires

* Rapid Exchange Catheters

* Guide Catheters
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Operator's Manual Supplement for Russia
« Microcatheters

« Embolization Coils
« Coil Assist Stents

Indications

The CorPath GRX System is Intended for use in the remote delivery and manipulation of devices during per-
cutaneous coronary and vascular procedures, including the following devices:

 Guidewires

* Rapid Exchange Catheters

* Guide Catheters

» Microcatheters

» Embolization Coils

* Cail Assist Stents

Contraindications
There are no known contraindications for CorPath GRX.

Possible side effects
There are no known possible side effects for CorPath GRX.

B. Conditions for use
For use only by qualified medical professionals with adequate training and experience in angiographic pro-
cedures and use of the CorPath GRX System.

Environmental Conditions

System

 Operating Temperature: 15“Cto 30°C

 Operating Relative Humidity: Keep dry, protect from moisture
Cassette / Single Use

 Operating Temperature: 15°C to 30X

« Operating Relative Humidity: Keep dry, protect from moisture

Transportation requirements

Control Console. Robotic Drive. Extend Reach Arm

« Transportation Temperature; -20“C to +60“C

« Transportation Relative Humidity: Keep dry, protect from moisture
Cassette

« Transportation Temperature: -18“Cto

« Transportation Relative Humidity: Keep dry, protect from moisture
Drive Gear, Y-Connector Adapter, Microcatheter Support Clip
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« Transportation Temperature: +10°C to +30X
» Transportation Relative Humidity: Keep dry, protect from moisture
Other components
« Transportation Temperature; -18"C to +40*C
« Transportation Relative Humidity: Keep dry, protect from moisture

Storage

Control Console. Robotic Drive

« Storage Temperature: -1"Cto +40*C

» Storage Relative Humidity: Keep dry, protect from moisture
Extend Reach Arm

« Storage Temperature: -2°C to +40°C {+15“C to +30%)

« Storage Relative Humidity: Keep dry, protect from moisture
Cassette

» Storage Temperature; +10*Cto 30“C

» Storage Relative Humidity: Keep dry, protect from moisture
Drive Gear, Y-Connector Adapter. Microcatheter Support Clip
» Storage Temperature: +15*Cto 30“C

« Storage Relative Humidity: Keep dry, protect from moisture
Other components

 Storage Temperature: 15“Cto 30“C

« Storage Relative Humidity: Keep dry, protect from moisture

C. Classification of the Medical Device
Type of the Medical Device in accordance with the Russian Nomenclature Classification

240330.

Class of the potential risk of the medical device application
Class lib.

Class of the Medical Device in accordance with IEC 60601-1

Classifications Contents

Type of protection against electrical shock Protection against electrical shock through
reliable.
Protection Earth (PE) and not in basic insula-
tion alone.

Class laccording to IEC 60601-1
Degree of protection against electrical shock  Type CF applied part rating for the guide wire
and catheter accessories:
Robotic Drive
Extended Reach Arm
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Classifications Contents
Control Console
Degree of protection against harmful ingress CorPath GRX Control Console meets the ver-
of water tical drip-proof fluid ingress classification of
IPXI, and the Robotic Drive meets the angled
drip-proof fluid ingress classification of IPX2
in accordance with IEC 60529.
Degree of safety of application in the pres- Equipment not suitable for use in the pres-
ence of a flammable anesthetic material with  ence of a flammable anesthetic mixture with
air or with oxygen or nitrous oxide air or with oxygen or nitrous oxide.
Mode of operation Continuous operation

Class of medical waste
Class b' epidemiologically hazardous waste.

Software Risk classification
Risk classification In accordance with IEC 62304: Class C.

Software Version

Software Version: 3.0.X with NVl (Neurovascular) Application
Date of release: 04/2021
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Section 2. Technical Specifications of the Medical Device

Tolerances: +5% unless otherwise specified.
Physical Characteristics

Robotic Drive*:

Dimensions: 690 mm x 410 mm x 250 mm;

Weight: 14.8 kg.

* Includes portion of Extended Reach Arm permanently attached to Robotic Drive

Extended Reach Arm*:

Dimensions (lowest storage position): 610 mm x 560 mm x 790 mm;
Weight: 24.8 kg.

* Excluding portion of arm permanently attached to Robotic Drive

Control Console:
Dimensions; 430 mm x 530 mm x 230 mm;
Weight: 7.6 kg.

Robotic Drive Power Supply:
Dimensions: 200 mm x 80 mm x 41 mm;
Output cable length: 900 mm;
Weight: 0.62 kg.
Mains Input:
Voltage: 100-240VAC;
Frequency: 50-60-Hz;
Power: 165W.
Output:
Voltage: 24V DC,;
Power: 150W.

Control Console Power Supply:
Dimensions: 192 mm x 62.2 mm x 38.7 mm;
Output cable length: 900 mm;
Weight: 0.70 kg.
Mains Input:
Voltage: 100-240V AC,;
Frequency: 50-60-Hz;
Power: 140W.
Output:
Voltage: 12V DC;
Power: 165W.
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Communication Cable:
Length: 6000 mm/20 000 mm/30 000 mm;
Diameter: 17 mm.

Single-use Cassette - Advanced:
Dimensions: 530 mm x 150 mm x 80 mm;
Weight: 1.3 kg.

Drive Gear:
Dimensions: 19.05 mm x 19.05 mm x 17.907 mm;
Weight: 1.75 grams.

Microcatheter Support Clip:
Dimensions: 50.8 mm x 25.4 mm x 15.24 mm;
Weight: 4.6 grams.

Y-Connector Adapter:
Dimensions: 50.8 mm x 11.05 mm x 24.4 mm;
Weight: 3.4 grams.

CorPath Cockpit Set Stand./Midsize / CorPath Cockpit Set PowerVision Imaging System:
Dimensions: 813.1 mm x 1322.3 mm x 1394.7 mm

Weight: 118.8 kg;

Cockpit radiation attenuation equivalent: 0,5 mm Al;

Maximum movement force: <46 N (horizontal flat surface).

Chair for Interventional Cockpit:
Total Height: 1092 mm;

Seat Height: 406.4 mm to 508 mm;
Width: 711.2 mm;

Depth: 457.2 mm;

Weight: 19.5 kg.

19” Standard Displays:

Dimensions: 423 mm x 208 mm x 349 mm;
Hight adjustment: 82 mm;

Weight: 5.1 kg;

Resolution: 1280 x 1024.
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30" Midsize Display:
Dimensions: 714 mm X 524 mm x 240 mm;
Might adjustment: 100 mm;
Weight: 17.5 kg;
Resolution: 2560 x 1600.

32" Midsize Display:

Dimensions: 761 mm x 471 mm x 90 mm;
Weight: 18.6 kg;

Resolution: 3840 x 2160.

Power Vision Display:

Dimensions:; 933.7 mm x 570.7 mm x 84 mm;
Weight: 22.5 kg;

Resolution; 3840 x 2160.

Camera:

Dimensions: 158.4 mm x 177.5 mm x 200.2 mm;

Weight: 1.8 kg;

Image Sensor; 1/2.5 type ExmorR CMOS;

Image Sensor (Number of Effective Pixels): 8.5M pixels;

Pan Angle: Pan: £170";

Tilt Angle:+907-20":

Power Requirements: DC 12V (DC 10.8 to 13.2V), PoE+ (IEEE802.3at compliant);
Power Consumption: 25.5 W,

Camera Body Color: White/Black.
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Section 3. The list of components ofthe medical device

Ne { Name of component
Variant 2

1 Robotic Drive (Neuro)

2 Extended Reach Arm (Neuro).

3. The Control Console (Neuro).

Robotic Drive Power Supply.
Control Console Power Supply.
Communication Cable in vari-
ants:

-Communication Cable 6 Me-
ter;

-Communication Cable 20 Me-
ter;

- Communication Cable 30 Me-
ter.

Advanced Consumable Set (no
more than 10 sets):

- Single-use Cassette Advanced
(4 pes.);

-The Drive Gear (4 pcs.);

- Microcatheter Support Clip (4

pcs.);
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Receives inputs from the Control Console and mounted onto the Extended
Reach Arm via lock joint. These inputs received from the Control Console
actuate mechanical operations in the Single-use Cassette as movements to
a loaded guidewire, RX device, and guide catheter. The Robotic Drive
moves forward and backwards to advance and retract the guide catheter.
A Bedside Touchscreen on the Robotic Drive provides the user interface for
bedside operator during system set-up, loading and device exchanges.

Mounted on the rail of the procedure table and supports the Robotic Drive.
Can be positioned for any access point by sliding on the rail or adjusting
using buttons on the Robotic Drive.
The Control Console enables physicians to manipulate the guide catheter,

guidewire, and RX device through a touchscreen and three joysticks.

The Control Console touchscreen advances and retracts the Rapid Ex-
change (RX) device, guidewire, or guide catheter in discrete 1 mm move-
ments with the touch screen arrows.

In addition to the advance/retract function, the catheter and guidewire
joysticks have rotational control. To rotate catheter or guidewire in a clock-
wise/ counterclockwise direction, turn joystick clockwise/ counterclock-
wise. The control console touchscreen can also rotate the guidewire in dis-
crete increments by touching either the clockwise or counterclockwise ro-
tation buttons.

The CorPath GRX System software offers the option for continuous motion
or discrete step movement of devices. It continuously monitors the joystick
positions and interprets the inputs for minimum and maximum speeds.
The CorPath GRX System comes with the Rotate on Retract (RoR) feature,
which is a procedural automated movement that can be enabled by press-
ing the RoR button on the Control Console touchscreen.

24V Robotic Drive Power Supply with AC Mains Power.

12V Control Console Power Supply with AC Mains Power.

Communication Interface Cable between Control Console and Extended
Reach Arm/ Robotic Drive.

The Advanced Consumable Set comes with a box of4 perconsumable item,
where the main item of the set is the Single-use Cassette Advanced that
comes sterile and attaches to the Robotic Drive and can be loaded with
commercially available guide catheters, guidewires, and RX devices. This
Single-use Cassette Advanced advances, retracts, and rotates the guide-
wire and guide catheter, and advances and retracts the RX device.



8.

Name of component
-Y-Connector Adapter (4 pcs.);
- CorPath GRX Robotic Drive
Drape (4 pcs.);

- CorPath GRX Control Console
Drape (4 pcs.).

User Documentation in Russian.

Accessories

Connection Artis
Connection Other Vendor
CorPath Cockpit Set
Stand./Midsize

CorPath Cockpit Set Power Vi-
Sion

Chair for Interventional Cockpit
Standard Displays

Midsize Display

Power Vision Display
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Description
The set come with 5 additional accessories: The Drive Gear, Microcatheter
Support Clip, Y-Connector Adapter, CorPath GRX Robotic Drive Drape, and
CorPath GRX Control Console Drape.

- The Drive Gear which connects between the guide catheter and the Y-
Connector is a sterile single-use gear to enable the rotation of a guide cath-
eter when placed into the Single-use Cassette.

- Microcatheter Support Clip: for microcatheter use: the plastic microcath-
eter support dip connects to the support track when using microcatheters.
-Y-Connector Adapter: for microcatheter use: the Y-Connector Adapter at-
taches to the copilot connected to the base catheter (guide catheter, long
sheath, or intermediate catheter), or intermediate catheter.

- The consumable set comes also with the CorPath GRX Robotic Drive
Drape, which is a sterile, single-use plastic layer that covers the Robotic
Drive and the Extended Reach Arm. The Robotic Drive and Extended Reach
Arm should be draped with a CorPath GRX Robotic Drive Drape prior to
every CorPath procedure. The drape is specifically designed to fit over each
system component to maintain sterility.

-The CorPath GRX Control Console Drape is also included, which is a sterile,
single-use plastic layer that covers the Control Console. The Control Con-
sole can be covered with sterile drapes if the operator wishes to be
scrubbed during the procedure.

The whole Consumable Setcomponents are provided pre-sterilized via eth-
ylene oxide (EtO), and are intended for single patient use. The whole Con-
sumable Set components are incompatible with re-sterilization.

User Documentation in Russian

Identifiying the connection to an ARTIS Angio system.

Identifrying the connection to an OEM Angio system.

The Cockpit set contains the Corindus Cockpit (lead shielded workplace for
the robot operator from radiation exposure while maneuvering interven-
tional devices, which provides space to place the Corindus console as well
as a mounting place for the chosen display option), as well as all the nec-
essary parts to connect it.

The Cockpit set contains the Corindus Cockpit (lead shielded workplace for
the robot operator from radiation exposure while maneuvering interven-
tional devices, which provides space to place the Corindus console as well
as a mounting place for the chosen display option), as well as all the nec-
essary parts to connect it.

Chair for Interventional Cockpit.

19" monitors for Live and REF images.

The part number contains 2 monitors including power cables, video cables
and monitor stand.

30"/32" monitor displaying a 1:1 copy of the Large/Midsize display.

40" 4k color monitor which displays a 1:1 copy of the large display.



Ne  Name of component
9. Sony SRG-X120 Camera

10. Control Room Set Power Vision

11. Video Integration with Splitter
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Description
Remote controllable camera to provide visual overview of patient and X-
Ray system. Recommended for set-ups where you do not have an unob-
structed line of sight between the operator and the patient table.
Various Hardware parts including cabling to connect the Power Vision Dis-
play for OEM systems in the control room.
Recommended for X-Ray systems which have a large display. This setup
uses a copy of the large display at the Boom to be displayed at the Corindus
control console.
The set includes a DVI splitter, which duplicates the large display at the
boom for use with a 4k monitor at the Corindus control console.
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Section 4. The list of International Standards / Directives / Documents ap-

plicable to the Medical Device

standard Title

EN 1SO 13485:2016 Medical Devices - Quality Management Systems - Requirements
for Regulatory Purposes.

EN ISO 14971:2019 Medical Devices - Application of Risk Management to Medical De-
vices

EN 60601-1:2005 Medical Electrical Equipment - Part 1. General Requirements for
Basic Safety and Essential Performance

EN 60601-1-2:2015 Medical Electrical EqQuipment - Part 1-2: General Requirements for

Basic Safety and Essential Performance - Collateral Standard: Elec-
tromagnetic Disturbances - Requirements and Tests

EN 62304:2006 Medical Device Software - Software Life-Cycle Processes
IEC 62366-1:2015 Medical Devices - Application of Usability Engineering to Medical
Devices

BS EN ISO 20417:2021 Information Supplied by the Manufacturer of Medical Devices

EN ISO 11607-1:2020 Packaging for Terminally Sterilized Medical Devices - Part 1. Re-
quirements for Materials, Sterile Barrier Systems and Packaging
Systems

EN ISO 11135:2014 Sterilization of Health Care Products - Ethylene Oxide - Part 1. Re-
quirements for Development, Validation and Routine Control of a
Sterilization Process for Medical Devices

EN 556-1:2001 Sterilization of Medical Devices-Requirements for Medical Devices
to be Designated as "STERILE"-Part 1: Requirements for Terminally
Sterilized Medical Devices

EN 1SO 10993-1:2018 Biological Evaluation of Medical Devices - Part 1. Evaluation and
Testing Within a Risk Management Process

EN ISO 15223-1:2021 Medical Devices - Symbols to be Used with Medical Device Labels,
Labeling and Information to be Supplied - Part 1: General Require-

ments

ISO 80369-7:2021 Small-Bore Connectors for Liquids and Gases in Healthcare Applica-
tions - Part 7: Connectors for Intravascular or Hypodermic Applica-
tions
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Section 5. Labeling
Given labels are examples only.

A. Labeling on the packaging
Extended Reach Arm
Shipping box:

CShndus
| WhwsHSMNmGHHN
IO OHS

Su«e 105
Weoiam. MA 02452. USA

CorPath GRX
Extended Reach Arm

316 [87123456789
)M
cc roj 0 Qty: 1
(C<IMIEMRRC
Robotic Drive
Shipping box:
CArindus
Askau>HVIhhiAMEt Conaviry

309 Waverley Oaks Road.
Suita 105
Wattham, MA 02452, USA

CorPathP GRX Robotic Drive

317 rSM1123456789

NBOBBREE s )i NMeBa

C€7B7 Nt*O(yJI'm* © Qty 1
i
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Control Console
Shipping box:

CArindus

309 Wav«H9y Read.
Surta 105
WaRham MJ102452 USA

CorPath' GRX Control Console

315 [sh]123456789

IQRHOCSRE MiGe

.. 4, ©ow:

pat«s»0»ii»0OiitoC
Advanced Cassette
Shipping box:

C(j=rindus
Noippohddimd VL

309 Wavertey Oaks Road
Stale 105
Wattham MA 02452. USA

CorPath" GR X Advanced Cassette

314 L A123456 ~YYYY-MM-DD

1DI) DOSte2»D2314 7(10) ALBAMWMONC0
J »KC JXC CE7 Be
oy &
AMt»ae3«Mi3AevC Qty: 4
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Drive Gear
Shipping box:
I A HMithintorsGamfery
EC IRSF’ |
3L Vitverlpy OtksRoAd HJOSSGmeH
Sute 105 sdiiflirMen «1
WMiam. Ha 042, usaA 30175 HAROY. S«fin'ny

CorPath® GRX Drive Gear

H30?

[i("A123456

gYYYY-MM-DD

(01)00616200 02307 0 (10; AL23A50 (17) 000000

r. . CE.

CorPath GRX Drapesr
Shipping box:

Cirindus

I AMm
il MhiikLe ecC | repl Aftoeed
is, Repreaeniaiive
WY cdore0  sBSIEW
a2 usn  DHBEHRAE, Garens

CorPath® GRX Drape

Control Console

[MLU3N WA123456 "YYYY-MM-DD

(01)0 0616280 023116110)A123458<17>000000

Qty: 1 Box
CEv

(4 pes)
Pc1S0-08357Ro«C
Control Console Drape

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Qty: 1 Box
(4 pcs)

pm 150-05300-03RevD

C(j>rindus

ASitntftsMatkoAVhGriifviy
tc | reP| AuwOrtiM
o DAL
MAGAS2 USA Onma»

CorPath® GRX Drape

Robotic Drive & Arm

[*309 (C"A123456 “YYYY-MM-DD

(01) Ooeiizeo 02300 3(1Q ALS166(17; 00000

@ Qty: 1 Box

(4 pcs)
PNIDGEE5LReVC
Robotic Drive Drape
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B. Component Labels
Extended Reach Arm

CorPath- GRX Extended Reach Arm

I1J CorirKlus. Inc.

C 0 r I n d u S 309 Waverley Oaks Road. ’V:YOES GmbH

Suite 105 Schiffgraben 41
Waltham. MA 02452. USA 30175 Hannover, Germany
[ref] 316 fsN 1123456789 d YYYY-MM-DD

(01)00616280 023161

(21>123456789 (11) 000000 8

O ™LIW © S class1 IPx2 MD z
Robotic Drive

CorPath'GRX Robotic Drive

. == Corindus. Inc. lec |w [
N
C O o -I n 2 , w\/ba’ 309 Waverley Oaks Road. 'S\/(]:Rr%%rgg] oH, |

Waltham. MA 02452, USA 30175 Hannover. Germany
317 fSHI 123456789 d YYYY-MMe<DD

(01)0081628002317 8

(21)123456789(11)000000

© >|‘<® classt 1Px2 MD

& 000 LMPMM (] INFO@CIRMI.RU &5 WWW.G0SZDRAVNADZOR.RU
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Control Console

CorPath" GRX Control Console

. ml Conndus Inc /E
C orin d US 309wWaverley Road DSSGmbH
Suite 106 Schiffgrsben41
Wairnam MA 02452. USA 30175 Hannover. Germany
315 fsiTi 123456789 YYYY-MM-DD

(01)00816280 02315 4

<21)123456789 (11)000000

Omw 1 IPX1 I\/D

CorPath" Cockpit

ml Conndus. IrK

C O r I n d U S 309 Wavwtay Oaks Rood. MDSSGmbH

Cockpit

SuiatOS SchiffgrAMn 41
/Vtfiham. MA 02452. USA 30175 Hannow. Gennany
@ 101 3] 123456789 CijiYYYY-MM.DO

<01)00616260 02101 3(21) 123450760

P'N 15005846 Rev O

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Power Supply

Q iccnexergy

LPAC

OWER
saYSTEMS-

MODEL: MWA150024A

INPUT: 100-240V
50-60HZ 2A

OUTPUT: 24V 6.3A
160W Max

. @

REV. G 11/14
MADE IN CHINA

Robotic Drive Power Supply
Advanced Cassette

CorPath”"GRX Advanced Cassette

CorPatn- Gka AovanceaCaskets

gg31l ®A12J45* rfVW 4»«C
CorPath* GRX Advanced Cassette

iiiiniiiiiijip si

Vait SAMMIrtvimaeo “relVD

CorPath* GRX Advanced Cassette

ITH H iy illljn il

I\ |SEEMVEN “Yee e

eNAarf

17113 [*AItMH'STVTVIbIUOO S*>~"*aMO 0TVl

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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I'td XP Power
. 1QcelL2ggB|mj™!

O E@{i&:‘ '
Tf HYHD
«an
EP««n«y Level V

. CAunON
POV INDOOR J6 € ONLY

MODEL; AHU1BOPS12-A
PN, foooeses”™ oi BeTn
SN: A0930002

11T too <240V a A . SIMOHz
OUTPUT: 12V 1378A

mMXKCHM*

Control Console Power Supply

CorPatk*'GRX Advanced Cassette

C)rindus

EBS=
w313 [5fIA123456
AYYYY4idlM.DD Qty 1
dYYYY-MM-DO
C ™ N I

T f

CorPath "GRX Advanced Cassette

W 313 Qty 1
m  Al23456 -

-or- 2 YYYY-MM-DD
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Drive Gear

CorPath®GRX Drive Gear

MrubdLry AwnattoKt
ARIONVRM _
IF¥7raro<ia> Oervy

AW W UAOZ4AM. USA

(01)00B1B2B002308Br

(10 Ai7345en (00000 f
[W30e [loflA12345¢ cJ] YYYY-MVEDD ~AYYYY-MM-DD Qy: 1 g

I

Microcatheter Support Clip

CorPath®GRX Microcatheter Support Clip
I'Hlﬂdj"\/l AuOtortMd

tc MA poproMnlattv

C<J>r|ndus Qoo e cow MOSSOmb

ScningrM*n41

T UM U1 £ Geom Sum 105
LW WV £ Geomy Walthom MA 02492, USA 3017SHannovor Gonnany

101100815290 023130
(10>A123458 07>000000
rl £1313 fLOT]A123456 gj) YYYY-MM-DD gYYYY-MM-DD Qty: 1
43TC
™W! ..
1al?c A
+10*C

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Y-Connector Adapter
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CorPath®GRX Y-Connector Adapter

HuK Hanuflcturtr
Connctie
K)QV\AEﬂWOMs RMd
SuMI10S

WaVtem UAO0?4a2.USA

(M>AL7348 (t 7}000000
AYYYY-MM-DD Qty; 1 |

iiv¥313 [LOT|A123456 c¢D YYYY-MM-DD

rmwl C€

STBUEO

CorPath GRX Drapes

|*
CorPath GRX Drape 1 %0
Intorded for Us»e Whh:
Robotic Drive A Arm

.. IiOtl 12345C1234
i~iH

MekiWeED 0 2019-11-20

C(j>rindus

2024-11-20

PACKAGE MUST BE ASEPTICAILT OPENED
COKTCNTS STERAE IP«.ESS SEAL IS

BROKEN PACKAGE IS PUNCTURED
T ufi

H 3 @MM FiKMiaiiKi

C 2797
Me*» tM breronM as«r M| PD|«3V)
Fokbiok: ———— PR [ I 'S = [
Mar VBV el A 0

mrac«aeM kaaeB *» MM »am Te DaiMe«ue»

-m HMMan

aMHVhaw

Robotic Drive Drape
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Authorised
RepreMntative

MOSS GbH
SchiRgraben 4t
0175 kedtOMr Gamry

CorPath*GRX Drape 3
VAL

En] mm

rioil 1234SC1234

Intended for u«e With
Control Corwoie

Swe A[PBAPEUMBANS
. . d ‘Ef,] 2019-11-20
<|>

Crngus "0 iz

<e iMVEItDDMIVE ii)iai:H<>a,UMtr>Ju
PACKAGE MUST SE ASEPTICALLY OPENED

COfTENTS STERILE UNLESS 5EAA IS
BROKEN OR PACKAGE !S PUNCTURED

EE o4
‘-txs ("2797 —

PsaOMyCowusen FodMI m
eteo» MH byoronmtvottil = Pleecen

CWr«"iO» *WQW M d nauieiW moB'~ iwpHiteDniiTT tb Ocoi «ducdi , B#

esahaBDVVD B I1141BDDDIPt* * = -vOauM *0A wM ili= rolunpl ni
TIERRE Beﬂ»» Wi €8 Hlbeth We TRATHi
MM «mm«ar

NaMLLOmB

Control Console Drape
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C. Artwork of the medical device labeling in Russian language

Additionally, for all executions (variants) of medical device that are delivered on the territory of
Russian Federation, a Russian label is applied with the following content;

Po60T13MpoBaHHas cucTeMa /19 NPOBEAEHNS YPECKOXKHbIX KOPOHAPHBIX Y
nepupepuryecknx BMeLLiatesibcTe CorPath® GRX ¢ npuHagiexxHocTamm

PernctpaumoHHoe ygoctosepeHune: P3H XXXX/XXXX oT og.MM.Irrr
CrpaHa npounssogcrtea: CLLUA
[ata npon3BoAcTBa M CepuiiHbli HOMEpP yKasaHbl Ha OCHOBHOW MapKUpOBKe nsgenus

HasHaueHue; HOpMaTVMBHas AOKyMeHTalus, TPpe6GoBaHMsSM KOTOPO COOTBETCTBYET
MeAMLMHCKOE N3aenne; maccorabapuTHble XapakTePUCTUKN 1 CPOK CNYXXObl U3aenms
yKaszaHbl B JIOKyMeHTaLu1 no/b3oBatess

YNONHOMOUYEHHbI NpeacTaBuUTeNb NPON3BOANTENS:
000 «CumeHc 3apaBooxpaHeHne», 115093, r. MockBa, yn. [lybuHMHCKas, 1.96

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Section 5. Complaints

The expected service life of the system is 5 years.

In case of any questions or problems with handling the system, please use the following con-
tacts:

Contacts for questions and reclamations in Russia:
Siemens Healthcare LLC

Dubiniskaya street 96

115093 Moscow,

Russia

Tel.:+7 495 737 1252

Customer support center

8 800 550 50 22

(24 hour free line)
service.ru(g)s5iemens-healthineers.com

Contacts for questions and reclamations in the country of Legal manufacturer:

Corindus, Inc.

309 Waverley Oaks Road, Suite 105,
Waltham, MA 02452, USA

Phone: 800.605.9635 or 508.653.3335
Fax: (508) 653-3355
info@corindus.com
www.corindus.com

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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«KopuHayc» 309 Waveriey Oaks

(xomnarmA rpyNNs «Cumenc Xencarnnpe» (Seimens Road,
Healthineers)) Suite 105
Waitham, MA
02452
{Maccauycerc)
508.653.3335
16 aexabpn 2022 r.
No mecry TpeboBaHuA:

fl, PobepT Nasano, noateepxaan, 4To cneayowee Mpunowenue Kk Pyxosoacrey oneparopa ana Pocciu
6mno HanevaraHo npouasoautenem 8 CLLA.

C yBameHwem,

— /Nodnuce/
PobepTt Nasago

PyKOBOAMTEND OTAENA PEFUCTPALMMK M CEPTUDMKALIAK

Ceropnn, 16 aexabpa 2022r., npeao MHMOR, HIWKENOANNCABLINMCA HOTAPUYCOM, AMYHD ABHACA Pobept
NaBano, uTO NOATEEPKAEGHO NOCPEACTBOM YAOBNETSOPUTENBHLIX AOKYMEHTOS, YAOCTOBEPAIOWMK
ANYHOCTD, KOTOPLIMK Dbk BoaUTENbCKKE NPaBda Liirata MaccauycceTe, Kak HeNOBEKS, UMEHEM KOTOPOro
NOANWCAH NPEALIAYWHUA MAK NPUADKEHHDIR RAOKYMENHT B MOEM NPHCYTCTBAN.

/Wmamny/: {00daucy/
/TepS/ NOA A. WWNARAENL MA. Nognuch HoTapuyca
Hovapuyc
LUTAT MACCAMYCETC Qen /1. Wingiinen, ma.
Cpok moux NOAHOMOUMIA MCTEKaer Wma HoTapuyca HabpaHo, NPOWTaMNOBAHO UAN
17 Honbpn 2028 ¢ HaneyaraHo
Horapwyc, Wirar Maccauycerc

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



PoboTun3snpoBaHHaa cuctemMa A4sia npoBefeHns
YPECKOXXHbIX KOPOHAPHbLIX U Nepupepnyecknx emella-
TenbcTB CorPath® GRX ¢ npuHagne>XXHoCcTamMun

[MpnnoXxeHne K PykoBoacTBy onepartopa gna Poccun

Onsa BapnaHTa 2

CorPath GRX - iB/sie TCl 9KB/Ba/IEH THbIM COKPALLIEHHbIM HaVIMEHOBAHMEM MeAVLIMHCKOTO M3Menus,
MCTIOMb3YEMbIM HIDKE.

[aHHas Bepcusa pyKOBOZCTBA Orieparopa rnpeaHasHadeHa s 1UCro/b30BaHyA ¢ MporpaMMHbIM obecne-
yeHnem cuctembl CorPath GRX Bepcum 3.0.X ¢ NVI (Neurovascular) Application (HeipoBacKynsipHbIM
NPUIOXEHMEM) M TOMbKO Ha Tepputopun Poccuiickon deaepauyn.

CorPath GRX'™

Practoion VsttcUar Robotic»

HK

- Corindus, Inc

I 309 Wavertey Oak» Road. Suite 105
Wattnam. MA. USA 02452
Phone: 800.605.9635 or 508.653.3335
Pax:41 (506)653-3335
infoOcortndus.com | www.corirxlus.com

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



npunoXxexue K PykoBoacTBy onepartopa ans Poccum

Pasfenn 1. OOLLAA MHEOPMALMA ...iiirirrreeeesssseesiessesssesessssssessassssssessassssssessasssessesssssessassssssessasssessessasssessesssssessosssssessas 2
HanMeHOBaHME MEANLMHCKOTO MBLEIUS . .....ccueririeiesiesiess st sses s esss st ss bbbt ss bbbt 2
VIHhopmaums 0 Npon3BOANTENE MEANLMHCKOTO UBLEIMS . ...c.ovrrrnrrieeessssiessssssiesssssssesssssssesssssssssssssssesssssssasssssssons 2

A. HasHaueHue, nokaszaHusa K NMPUMEHEHWNIO, NPOTUBOMNOKa3aHNA N BO3MOXXHbIE NnoGoYHbIe AGVICTBMH

2
= T A oF W N =R e e N ol 1 1 = = 3
C. Knaccuukauma MEONLUHCKOTO MBI @ TS «.n ettt ettt et e e et et e et e e e e eeana e e aannenn 4
Pasfen 2. TexHnuyeckme xapakTepPUCTUKN MEAULUNHCKOTO U3AE MU coenrenrennrsnsessessssssssssssnsnens 6
Pa3gen 3. CNMCOK KOMMOHEHTOB MEAULLMHCKOTO N3O A .cvciieiiniiniiniieriesieneessssssssssssssssesessesesssssssssssssassassons 9

Pasgen 4. CNNCOK MeXAyHapOAHbIX CTaHA4apTOB/ANPEKTUB/AOKYMEHTOB, MPUMEHUMBbIX K

MELULNMHCKOMY VMIBIEIIUED ....coviieeceeenesesetisisesesessesassae st se s s sssess s s bbb 58 s s s E £ 8 b e A b E bbbttt 12
PA3OEM 5. M AP KUPOBKA ..ttt et b bbb 8 bbb bbbt 13
A, MapPKUPOBKA HA YA KO B K tuuuuuttteetttntteeeetaaaaeaeeetaaaaaaeateeetssaaannnaaeeeaaaaanneneeeeseeaaannnes 13
B.  MaAPKMPOBKA KOMITOHEHT OB auuttttttnuueteeeaseananeaaeeessanaeeeesssaaannneeeeeeaaaaannneeessraaaannnnnees 16
C. MakeT MapKMPOBKWN MEAULUHCKOTO U3AENNA HA PYCCKOM A3bl K€ «oiiiiiiiiiieeeeaaaiaiieeeaanns 20
PA3AEI 5. PEKIAMALMM .....ooceeciieisieissie sttt s8££ st 21
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MpunoxeHne K PyKOBOACTBY onepaTtopa gssa Poccuun

Pasgen 1 O6buwaa nHdopmauma

HanmeHoBaHVe MegULUMHCKOIo nsaenmsa

Po6oTn3mpoBaHHas cuctemMa 4/19 NPoBeAEHNS YPECKOXHbBIX KOPOHaPHbIX U Neputepuyeckmx BMeLLa-
TenbcTB CorPath® GRX ¢ npuHagieXXHOCTAMM.

CorPath GRX-ABNnsieTcs 3KBUBaIEHTHLIM COKPaLLEHHbIM HaUMEHOBaHWEM MeAULIMHCKOrO U34enns, uc-
MOsb3yeMbIM HIKE.

NHopMaLms 0 nponsBoauTee MEANLIMHCKOTO U3aenus

O6uupmanbHbIA NPON3BOAUTESb

Corindus, Inc. («kKopuHayc, NHK.»)

309 Waverley Oaks Road, Suite 105,
Waltham, Massachusetts 02452, USA (CLLIA)
Ten.: 800.605.9635 wm 508.653.3335
®dakc: (508) 653-3355

info@corindus.com

www.corindus.com

AZpec MecTa NPor3BOACTBA

Corindus, Inc. («Kopurayc, VIHK.»)

309 Waverley Oaks Road, Suite 105,
Waltham, Massachusetts 02452, USA (CLLA)
Ten.: 800.605.9635 mnm 508.653.3335
®dakc: (508) 653-3355

info@corindus.com

www.corindus.com

HanmeHoBaHWe 1 agpec ynonHOMOYEHHOro NpeacTaBuTeNs npoussoautens B Poccum
000 «CunmeHc 3apaBooxpaHeHe»

115093, Poccusi, MockBa,

yn. y6uvHuHcKas, 96

Ten.. +7 495 737 1252

www.siemens-healthineers.com/ru/

A. HasHaueHune, nokasaHusa K NpUMeHeHN, MPOTMBONMOKasaHNA 1 BO3SMOXHbIe

NO6GOYHbIE AENCTBUS
Ha3HauyeHune

Cucrema CorPath GRX npegHasHaveHa 4/19 NpUMEHEHNA BO BPEMS YPECKOXHBIX NPOLeyp Ha KOPOHaPHbIX
1 NepudeprUHecKmx cocyax ¢ Liefbto YAalIeHHOW JOCTaBKN MHTEPBEHLIMOHHBIX YCTPOWCTB 1 MaHWUMYISAUNIA C
HUMK, BKOYas CrefytoLume yeTpoiicTea:

* [poBOAHMKM
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Mpuno>keHne kK PykosoacTey oneparopa ana Poccum
* Karetepb! 6bICTPO 3aMeHbl

» [POBOAHMKOBbIE KaTeTepb!

» MuKpoKaTeTepb!

* AM60MM3MpPYLOLLYE CrIpasv

e CTEHTbI [i/151 YCTAHOBKM Crivipa/in

[MokasaHuA K MPUMEHEHUIO

Cucrema CorPath GRX npegHasHadeHa Ana NpYMeHeHVs1 BO BPEMS YPECKOXHbIX MPOLIeayp Ha KOPOHaPHbIX
1 NepueprHecKmX cocyaax € LIeMbo YAaIeHHOM AOCTaBKM MHTEPBEHLMOHHbIX YCTPOWCTB 1 MaHWMY ALMWIA C
HMU, BK/IKOYas CriefytoLyie YCTpPOICTBa:

* [TpOBOAHVKM

* Karetepbl 6GbICTPOI 3aMeHb!

* [POBOAHVKOBbLIE KaTETEPDI

» MuKpoKareTepb!

* AMBONM3MPYIOLLYE CNPa/Iv

* CTeHTbI 419 YCTAaHOBKW Crivipasii

[NpoTrBONOKa3aHuA
HeT n3BecTHbIX NPOTMBOMNOKa3aHUiA Ans cuctembl CorPath GRX.

Bo3MO>KHbIe NOBOUHbIE AENCTBUSA
HeT 13BEeCTHbIX BO3MOXKHbIX MOBOUHbIX AeCTBUIA Ans cucteMbl CorPath GRX.

B. YcnoBua akcnnyaTtauum
Cucrema CorPath GRX flo/mkHa 3KCn/lyaTupoBaTbCs TONMbKO KBAIM(ULMPOBaHHLIMA MeAULIMHCKUMU creupm-

anmcTamu, Kotopble 06/1a4at0T Hag/ieXallymMmy 3HaHUSMK 1 OMbITOM B 0611aCTW aHrmorpagmm 1 Ucnosb30-
BaHMA cuctembl CorPath GRX.

YcnoBus okKpyxatoLLein cpefbl

Cvcrema

» Temneparypa npu akcnyaraumn: ot 15 “Cgo 30 “C

e OTHOCUTENBHAA BMXKHOCTL MPY 3KClyataumn: fepkaTb CyxmMM, 3almiath OT Biaru
KacceTa/ogHOpa3oBble KOMMOHEHTbI

» Temnepatypa npu akcnyaraumn: ot 15 X go 30 “C

» OTHOCUTENbHAA BMXKHOCTL MNP 3KCIlyaTaumn: fepykaTb CyXUM, 3allmLLAaThL OT Baruv

Tpe60oBaHUs K TPAaHCMOPTUPOBKE
KoHcorb ynpaBneHusi, po60Tr3npoBaHHbIA MPUBOZ, Oropa yAaIeHHOro JocTyna

» Temnepatypa npu TpaHcnoptupoBske: ot -20 “C o +60 “C
« OTHOCUTE/IbHAA BNaXKHOCTb MPW TPAHCMOPTUPOBKE: AepXKaTb CyXmM, 3allpLLaTh OT Bfarm

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



MpunoxkeHne K PykoBoAcTBy oneparopa ansa Poccumn
OpHopa3oBas KacceTta C pacLLUMpeHHbIM PyHKLMOHAIOM

» Temneparypa npu TpaHcropTMpoBke: oT -18 X ao +60 X

» OTHOCUTENBbHAsA B/TXKHOCTL MPY TPAHCMOPTUPOBKE: AePXKaTb CyXUM, 3alpLLaTh OT B/aru
Mp1BOAHON MexaHn3M afanTep Y-06pa3HOro CoeNHUTENS, OMOPHbIN 3aKMM MUKPOKaTeTeoa
» Temnepartypa npu TpaHcnoptuposke: ot +10 X go +30 X

» OTHOCUTENBbHASA B/TXKHOCTL MPY TPAHCMOPTUPOBKE: AePXKaTb CyXMM, 3almLLaTh OT B/aru
Jpyrvie KOMMoHeHTb!

» Temnepartypa npu TPaHCNOPTUPOBKe: 0T -18 X o +40 X

» OTHOCUTENBHASA B/TXKHOCTL MPY TPAHCMOPTUPOBKE: AepXKaTb CyXUM, 3almLLaTh OT B/aru

XpaHeHune
KoHconb ynpaBneHus, poboT3vpoBaHHbIi NPUBOA,

e Temneparypa xpaHeHus: oT-2 X o +40 X

» OTHOCUTE/IbHAsA B/IXKHOCTb MPY XPaHEHUU: XPaHWUTb B CyXOM MeCTe, 3alUmLLAaTh OT Biaru
Onopa yaaneHHoro gocryna

» Temneparypa xpaHeHust; 0T-2 X o +40X (o1+15 X go +30 X)

» OTHOCUTENbHAA BTXKHOCTL MPY XPaHEHNU: XPaHWTL B CyXOM MeCTe, 3aLUMLLATL OT B/iarv
OpfHopasoBas KacceTa ¢ paclLMpeHHbIM OYHKUMOHAIOM

» Temnepartypa xpaHeHust: ot +10 X go 30 X

» OTHOCUTE/bHAsA BIAYXKHOCTb MPY XPaHEHNU: XPaHWTb B CyXOM MeCTe, 3aLUmLLAaTh OT Biaru
MpwvBOAHOI MexaHW3M aganTtep Y-060a3HOro CoeAHUTENS, ONMOPHLIA 3aXKUM MUKpOKaTeTepa
» Temneparypa xpaHeHus: oT+15 X0 30 X

» OTHOCUTENbHAsA BIXKHOCTb MPY XPaHEHWU: XPaHWTb B CyxOM MeCTe, 3alUumLLAaTh OT Biiaru
[pyrve KOMMOHeHTb!:

» Temneparypa xpaHeHus: ot 15 °Cgo 30 X

» OTHOCUTE/IbHAsA B/IAXKHOCTb MPW XPaHEHUW: XPaHWUTb B CyXxOM MecTe, 3alumiiath OT B/aru

C. Knaccudumkaumsa meguunMHCKOro niaenms
Kog, Bra MeyLMHCKOro M3Lens B COOTBETCTBUM C POCCUINCKO HOMEHKNATYPHOI Knaccubukaumeli

240330.

Knacc noteHUyaibHOro prcka NPUMEHEHUS MEeAULIIHCKOTO U3LeNns
Knacc 26.

Knaccumkaupms MeguumMHCKOro nsaennst B cooreetctemm ¢ IEC 60601-1

Knaccugmkauus CopeprkaHne
Knacc 3alpTbl OT NOpaykeHVs aNieKTpuye- HagexxHas 3awmra oT NopakeHUs anekTpuye-
CK/M TOKOM CKMM TOKOM.

MOMVYMO OCHOBHOW M30/ISLUMN  NMPUMEHSETCA
3almTHoe 3azemneHue (PE).
Knacc 1cornacHo |EC 60601-1
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Knaccudmkaums
CreneHb 3aLmTbl OT MOPAKEHUS NEKTPU-
YECKMM TOKOM

Knacc 3aLpTbl OT ONacHOro NPOHKHOBE-
HVIS1 BOfIbl W TBEPABIX YacTUL,

Knacc 6e30nacHOCT MUCMONb30BaHMS B
NPUCYTCTBUN NErKOBOCTTAMEHSHOLLIErOCS
aHECTETMKA C BO3[yXOM, KUC/IOPOAOM WK
3aKKCbHO a30Ta

Pe>kum paboTb!

Knacc onacHOCT MeULIMHCKMX OTXO0B

npunoxeHune K PykoBoacTey oneparopa gna Poccum

CogeprkaHuvie
Pabouass yactb TMna CF 419 NpOBOSHWKOB U
NPUHAZ/IEXXHOCTEN KaTeTepoB:

PO6OTM3MPOBaHHbI NPUBOL;

Onopa yfaneHHoro AocTyna;

KoHcornb ynpasneHus.
KoHconb ynpasneHWs COOTBETCTBYET Kraccy
IPX1 3awpthl OT NPOHUKHOBEHUSA YXUAKOCTA MO
BEPTUKa/N, & POBOTU3MPOBaHHLIA NPUBOL, CO-
OTBETCTBYET Knaccy IPX2 3almTbl OT MPOHUKHO-
BEHNA >KMOKOCTM nopg yrnom cornacHo IEC
60529.
O6opynoBaHVe HEMPUIOAHO A5 UCMO/b30Ba-
HMA B MPUCYTCTBUM NIErKOBOCM/IaMEHSIHOLLIEACS
CMECW aHeCcTeTUKOB C BO3[yXOM, K1CMOPOAOM
WM 3aKUCbIO a30Ta.
MPOLO/MKUTENBHBIN PEXVIM PaboThI

Knacc 5-OTxoAbl, 06pasytoLLpiecs Npi/rnocne UCrob30BaHKs MeAVLIMHCKOTO U3Aenusl, Heo6XoayMO
KNaccu(u-LMPOBaTh M YHUUTOXKATb (YTUIM3NPOBATh) Kak MEAVLIMHCKME SMUAEMMONONMYECKI OMacHble OT-
XOfibl B COOTBETCTBMW B [IEVCTBYHOLLIMM 3aKOHO/ATE/TLCTBOM.

Knaccutmkaums prckoB, CBA3aHHBIX C MPOrpaMMHbIM 0becrieyeHnem
Knaccudmkaums prckos B cooteetcTeum ¢ IEC 62304: Knacc C.

Bepcysi MporpaMMHOro o6ecrieyeHus

Bepcusa nporpamvHoro o6ecrniedeHns; 3.0.X ¢ NVI (Neurovascular) Application;

[Oata Bbinycka: 04/2021.
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npunoxeHne K PyKoBOACTBY onepaTtopa gasa Poccum
Pasgen 2. TeXHNYeCcKne XxapakKTepuCcTUKnM MeguunNHCKOro n3gennsa

Jonyckn: £5 %, ecnn He yka3aHO NHOe.
dun3unyeckne xapakTepuCcTnKn

Po60TU3MPOBaHHbI NPUBOL*:

Pa3smepbl: 690 MM x 410 MM x 250 MM;

Macca: 14,8 kr.

* BKNHOYaeT vyacThb ONopbl yaaneHHOro gocTyna, NnocTOsSHHO NMPUKPENIEHHYI0 K p060TU3NPOBaH-
HOMY npuBOAY

Onopa yganeHHoro gocrtyna*:

Pasmepbl {MUHMMa/NbHbIE, B NONOXEHUN ANA XpaHeHus): 610 Mm x 560 MM X 790 MM;

Macca: 24,8 Kr.

* 3a NCKKYEeHeM YacTu Onopbl, NOCTOAHHO NPUKPENIEHHON K pO60 T U3MPOBaHHOMY NPUBOAY

KOHcosb ynpaBneHus:
Pasmepsbl: 430 mm x 530 MM x 230 mMwm;
Macca: 7,6 Kr.

Brok nutaHma po60oTM3MPOBaHHOIO NPUBOAA:
Pasmepsbl: 200 mm x 80 MM X 41 Mwm;
OnunHa BbIxogHOro ka6ens: 900 mm;
Macca: 0,62 Kr.
MapameTpbl cETU:
Hanps»xeHune: 100-240 B nepeMeHHOro ToKa;
YacrtoTta: 50-60 Iy,
MouwHocTb: 165 BT,
Bbixog:
Hanps»xeHune: 24 B NOCTOAHHOIO TOKa,;
MouwHocTb: 150 Br.

Bnok nuTaHMs KOHCONN ynpaB/ieHUs:
Pa3smepsbl: 192 mm X 62,2 MM X 38,7 MM;
[OnvHa BbixogHoro ka6ens: 900 mwm;
Macca: 0,70 «r.
MapameTpbl ceTU:
Hanps»xeHune: 100-240 B nepemMeHHOro ToKa;
YacrtoTta: 50-60 Iy,
MouuHocTb: 140 Br.
Bobixoa,
HanpsykeHune: 12 B NOCTOAHHOIO TOKa,
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MpunoxeHne K PyKOBOACTBY oneparopa Ansa Poccum
MowHoCTb: 165 BT.

Kabenb obpatHOi CBS3W:
OnnHa: 6000 mm/20 000 mm/30 000 Mm;
OvameTtp: 17 mMm.

OpHopasoBas KacceTa ¢ paclUMpPeHHbIM GYHKLIMOHANOM:
Pa3smepsbl: 530 mm x 150 mm x 80 mm;
Macca: 1,3 Kr.

Mp1BOAHOM MEXaHU3M:
Pasmepsbl: 19,05 mm x 19,05 mm x 17,907 mm;
Macca: 1,75 T.

ONOpPHbIA 3aKNM AN MUKPOKaATETEPOB:
Pa3smepsbl: 50,8 mm x 25,4 MM x 15,24 mwm;
Macca: 4,6 T.

Apantep Y-06pa3Horo coegnHUTeNs:
Pa3smepsbl: 50,8 mm x 11,05 MM x 24,4 Mm;
Macca: 34 .

MobwunbHaa kabuHa ynpasneHuss N8 pasMelleHUss KOHCOMWM YrMpasfieHUs, CTaHZapTHbIX Wn
cpegHedopMaTHbIX MOHUTOPOB/MOGUIbHAA KabuHa YynpasBneHus O/ pasMeLeHns KOHCOMN
yrnpasfieHns 1 WMPOKO(POPMATHOro MOHUTOPA:

Pa3smepsbl: 813,1 mm x 1322,3 MM x 1394,7 Mm

Macca: 118,8 Kr;

MakcumanbHoe yeunve gns nepemelteHns: <46H (Mo ropM3oHTalbHOM NIOCKOM MOBEPXHOCTK).

Cryn ans MOBWUILHOW KabuHbl yNpaBieHUs:
O6uas BbicoTta: 1092 Mwm;

BbicoTa cugeHuns: o1 406,4 mm go 508 mm;
WnpuHa: 711,2 Mmwm;

rnyéuHa: 457,2 Mm;

Macca: 19,5 kr.

CraHfapTHbIE MOHUTOPSI:

Pa3smepsbl: 423 Mmm X 208 MM X 349 MM;
PerynupoBka no BbicoTe: 82 MM;
Macca: 5,1 kr;

PaspelueHmne: 1280 x 1024.

CpeaHethopmaTHbIii MoHMTOp 30™:
Pasmepsbl: 714 MM X 524 Mmm x 240 mm;
Perynnposka no Bbicote: 100 Mm;
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npunoxxeHne K PykoBoacTBY oneparopa gna Poccun
Macca: 17,5 kr;
Pa3peweHune: 2560 x 1600.

CpegHetopMatHblii MOHUTOP 32”:
Pa3smepbl: 761 MM X 471 MM x 90 MMm;
Macca: 18,6 «r;

Pa3peweHne: 3840 x 2160.

LLinpokothopmaTHbIA MOHUTOP:
Pa3smepsl: 933,7 mMm x 570,7 MM X 84 M,
Macca: 22,5 Kr;

Pa3peweHne: 3840 x 2160.

Kamepa ¢ AncTaHUMOHHbIM yrpaBieHneMm:

Pa3mepbl: 158,4 mm x 177,5 mm x 200,2 MMm;

Macca: 1,8 kr;

Jaruvk n3obpaxeHna (matpuua): 1/2,5 tmna ExmorkR CMOS;

[atunk nsobpaxxeHns (Uncno aheKTUBHbIX NukKceneit): 8,5M nukcenei;
Yron o63opa (noBopoTa): +170®,

Yron HaknoHa: +90®/-20®

TpeboBaHMA MO 3NEKTPONUTaHMIO: 12 B NOCTOAHHOIO TOKa (MOCTOSIHHbIN TOK OT 10,8 o 13,2 B), PoE+
(cootBetcTBYET CTaHAapTy IEEES02.3);

MoTtpebnsemast MOLWHOCTL: 25,5 BT;

LiBeT kopnyca Kamepbl: Benbiii/YepHbli.
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npunoxeHne K PyKOBOACTBY orneparopa Ans Poccun
Pa3pen 3. CNMMCOK KOMMOHEHTOB MeANLMNHCKOIO nsaenus

Ne { HaumeHoBaHne KOMNoOHeHTa \ OnucaHue . m ay
BapuaHT 2
1. P060TM3MpPOBaHHbLIN NPUBOA. Mony4yaet BXOA4HbIE CUTHaANbI OT KOHCONW YNPaB/IeHNA U KPENMUTCA K onope

yAaneHHoro focTtyna ¢ NMOMOLWbIO 3aMKOBOMO COeJMHEHNA. DTN BXOAHbIE
CUTHanbl, MOMly4YeHHbIe OT KOHCOJ/IM YNpaB/ieHWsA, BbI3blBAOT MexaHnyeckne
fleiicTBMA B OQ4HOPA30BOW KacceTe, Takne Kak nepemelleHune K 3arpy>eH-
HOMY MPOBOAHWUKY, YyCTpoWcTBY B3 n npoBoAHUKOBOMY KaTeTepy. Po6oTu-
3MPOBaHHbLI NPUBOA NepemeliaeTcs BNepes u Hasaj, 4tobbl NpoaBuUraTh
N OTBOAMTbL HanpaBnaoLWnin katetep. CEHCOPHbI 3KpaH y cToNa nayueHTa,
YyCTaHOB/IEHHbIVi Ha npueofe, obecnevymBaeT MONb30BATENbCKUI WHTEP-
theiic ona onepatopa BO BpeMs HACTPOMKM CUCTEMbI, 3arpy3ku 1 3ameHbl
YCTPOWCTB.

2. OnopaypganeHHOro gocryna. YcTaHaBnmBaeTcs Ha penbc paboyero ctona v CAy>Xut onopoii Agna po6otu-
31MpOBaHHOroO NpmMBoja. Ee MOXXHO pa3mecTUTb Tak, YTO6bl UMeTb AOCTYN K
N 60 ToUkKe, CABUHYB MO PefibCy UAN OTPeryampoBaB C MOMOLLbIO KHOMOK
Ha po60TN3MPOBAHHOM NMPUBOJE.

3. KoHconb ynpaBneHus. KoHconb ynpasfieHWs N0o3BO/MifeT BpayaM ynpasisTb NPOBOAHUKOBbIM Ka-
TeTepoM, NPOBOAHNKOM M YCTPOWCTBOM C MOMOLLbIO CEHCOPHOTO 3KpaHa u
TPex A>XXO0MNCTUKOB.

CeHCOpPHbIli 3KpaH KOHCONW ynpaBfseT BblABUXEHWEM 1 OTBOLOM YCTPOWA-
cTBa 6bICTPON 3amMeHbl (RX), NnpoBOAHUKA WAM NPOBOAHUKOBOrO Katetepa
C AUCKPEeTHbIM WaromMm 1 MM Npy MOMOLLM CTPENOK Ha CEHCOPHOM 3KpaHe.
B gononHeHue K (yHKUMM NPOABUXEHUS/OTBefeHUS AXOWCTUKM KaTe-
Tepa ¥ NPOBOJHMKA NO3BONAIOT yNpasnaTb BpalweHnemM. YTo6bl NOBEPHYTH
KaTeTep WAM NPOBOAHUK NO 4acoBOWM CTPenKe/NPOTUB YaCOBOW CTPENKU,
Heo6Xx04MMO MOBEPHYTb AXOWNCTUK NO YacoBOW cTpenke/NpoTUB 4YacoBOU
cTpenkn. CEHCOPHbIA 3KpaH KOHCONM ynpaBfeHns Takxxe No3BonseT NoBoO-
paymBaTb MPOBOAHWK C LJUCKPETHbLIM WAroM Mo 4acoBOW CTpenke UAM Npo-
TVMB 4YaCOBOW CTPenku, Kacasacb KHOMOK BpaleHuns.

MporpammHoe o6ecneveHne CorPath 6RX ob6ecneyunBaeT PyHKLMN Henpe-
PbIBHOTO MAM AMCKPETHOrO MOLWaroBOro nepemMeleHns yctpoiicts. Mpo-
rpamMMa HenpepbiBHO KOHTPOIMPYeT NONOXKEHWNE AXOWCTMKA N MHTepnpe-
TUpyeT BBOAMMbIE AaHHble KaK MUHUManbHY0 Y MakCMManbHYl CKOpPO-
cTn.

Cuctema CorPath GRX nmeet pyHkyMi0o noBopoTa npu oteoge (RoR), KoTo-
pas npepacrtaenseT coboli npoueaypy aBTOMaTM4yeckoro nepemMelieHus,
BK/OYAEMYIO MO HaXaTWo KHOMKM ROR Ha CEHCOPHOM 3KpaHe KOHCONu

ynpasneHus.

BNoK nuTaHus Brok nuTaHus gns po6oTU3NPOBAHHOTO NPUBOAA 24 B ¢ NMTaHUEM OT CETH
po60TU3NPOBAHHOTO NPUBOAA. nepeMeHHOro TokKa.

BNOK nuTaHus KoHconn BNIOK NUTaHWUsA KOHCONMW ynpaBneHus 12 B ¢ nuTaHMeM OT CeTU MepemMeH-
ynpasneHus. HOro ToKa.

Ka6enb 06paTHOii cBA3M B Ba- Ka6enb 06paTHO CBA3M MEXAY KOHCO/MbIO YyNpaBAeHUs v onopoii yaaneH-
puaHTax UCMoHEHUS; HOro 40cTyna/po60oTM3NPOBaHHbLIM MPUBOAOM

- Kabenb 06paTHON CBA3M ANU-
HOW 6 MeTpOB;
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HanmeHOBaHMe KOMNOHeEHTa

- Kabenb 06paTHOW CBA3N ANU-
HOW 20 MeTpoOB;

e kabenb o6paTHON cBA3M ANN-
HoW 30 meTpoOB.

Habop pacxofHbiXx matepunanos
ANA HelipOBaCKyNAPHbIX Npole-
oyp B cocTtaBe (He 6onee 10
HabopoB):

- 0o4HOpa3oBas KacceTa € pac-
WMPEHHBIM PYyHKUMOHanom (4
wT.);

- NPUBOAHON MexaHn3m (4 wT.);
- OMOPHBIA 3aXNUM 19 MUKPO-
KateTepoB (4 wWrT.);

-ajantep Y-obpasHoro coeau-
HUTensa (4 wr.);

- 0A4HOPAa30BbLIlfi CTEPUNbHbIN
yexon 4nA po60TU3MPOBAHHOIO
npueoga (4 wr.);

- 0[HOPAa30BbIi CTEPUNbHbIN
4yexon ANA KOHCOMW ynpasne-
HUA (4 WT.).
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npunoxXxeHue K PykoBo/cTBY onepaTtopa ans Poccun

OnwucaHune

Habop pacxofHblXx MaTepuanoB ANA HeNpOBacCKyNspHbIX npouefyp no-
cTaBnsieTcsl B KOPOGKe MO 4 WTYKM KaXJ0oro pacXxofHOro afeMeHTa, rge oc-
HOBHbIM KOMMOHEHTOM Habopa sABNsieTcs ofHOpa3oBas KacceTa C paclu-
pPeHHbIM (YHKLMOHANOM, KOoTOopas MocTaBnfeTcs cTepunbHoOW. KacceTta
Kpenutcs K po60TM3MPOBaHHOMY NPUBOAY U MOXET GbITh 3arpy>XXeHa KOM-
Mepueckn LOCTYNHbIMU NPOBOAHUKOBLIMUW KaTteTepamu, NPOBOAHUKAMU U
ycTpolictBamu. 9Ta ofHOpa3oBas Kacceta NpojBuraeT, OTBOAMUT U BpawaeT
NPOBOAHWK M NPOBOAHMKOBbI KaTeTep, a TakXXe NpojBuUraetT U oTBOAMUT
YyCTPOWCTBO GbICTPOI 3aMeHbl (RX).

B Habop TakXe BXOASAT 5 4ONONHUTENbHLIX NPUHAANEXHOCTENH: NpUBOS-
HOW MexaHW3M, OMOpHbI/ 3aXXUM AN MUKpoKaTeTepa, ajantep Y-ob6pas-
HOro COEefWHWUTENS, OAHOPA30BbI/i CTEPUbLHbLIA Yexon Ans po6oTu3upo-
BaHHOTro NpuBOJa W OAHOPA30BbLI CTEPUNbHBLIA YexXon AN KOHCOMM
ynpaBneHus.

-MpuBOAHOI MexaHW3M, KOTOPbI ycTaHaBAWBaeTCA MeXAYy NPOBOLHUKO-
BbIM KaTteTepoMm 1 Y-ob6pa3HbiM coefuHuTenem, npejcraBnseTt co6oin cre-
punbHOE OJHOPa30BOe YCTPONCTBO, NO3BONAIOLEE BPaLlaTb MPOBOAHUNKO-
Bbl/i KaTeTep Mpu ero 3arpyske B O4HOPa30BYIO KacceTy.

- ONopHbIN 3aXUM NS MUKpOKaTeTepOB Heob6xoAuMm ANA MCNONb3OBa-
HUA MUKpoOKaTeTepa: NNacTUKOBbLIA 3aXXMM ONOpPbl MUKpOKaTeTepa coeamn-
HAEeTCA COHOPHbIM HanpaBuTeneM Npu UCNONb30BAHUN MUKpOKaTeTepa.

- Agantep Y-o6pa3Horo coegnHuMTeNa Heob6XoAMM LN MCNONb30BaHWSA
MUKpOKaTeTepa: OH KpenuTca K perynupytowemy knanaHy copilot, nog-
KNIOYEeHHOMY K 6a30BOMYy KaTeTepy (MPOBOAHWUKOBbLIA KaTeTep, ANMHHasA
060M104Ka UAN NPOMEXYTOUHbLIA KaTeTep) WA MPOMEXYTOUYHOMY KaTe-
Tepy.

- B KOMNNEKT pacxofHblXx MaTepnanoB BXOAMUT Tak)Ke O4HOPa30BbIli cTe-
PWUNbHLIA Yexon gnsa po60TU3NPOBAHHOTO NpMBOAA, KOTOPbLI NpeacTaB-
naeT cob0iM CTepUNbHbIA O4HOPA30BbIN MAACTUKOBLIM MaKeT, 3aKpblBato-
Wuii po6oTM3NPOBAHHBLIA NPUBOJ U OMNOPY yAaneHHOro goctyna. Mepepf
KaAon npouesypoi HEO6XOAMMO HaKpbiTb PO6GOTU3MPOBAHHbIA NPUBOSA
N onopy yaaneHHOro goctyna 3Tum yexnom. OH cneymnanbHo paspaboTaH
N8 TOro, Ytobbl 3aKpbiBaTb BCE KOMMOHEHTbl CUCTEMbl ANA COXPaHEHUS
CTEPUNBHOCTHK.

- B KOMNMeKT TakXXe BXOAUT OAHOPa30BbI CTEPUNBbHBIA YeXon ANA KOH-
COMN ynpaB/ieHNA, KOTOPbI NpegcTaBniseT co60i CTepUNbHbLIA 0A4HOPa30-
Bbli MNACTUKOBbLIA MakKeT, 3aKpbiBalOLWWUA KOHCONb ynpaBneHna. KoHconb
MOXHO HaKpbITb CTEPUIbHLIM YEX/IOM, €C/I OnepaTopy NoHago6mTca npo-
TepeTb ee BO BpeMs npouenypsbl.

Bce KOMMNOHeHTbl 6a30BOro Ha6opa pacxXxofHbiX MaTepuanoB NpefBapu-
TeNbHO CTEPUIN30BaHbI OKCMAOM 3TuneHa (EFKO) u npegHasHaveHbl 415 Uc-
NoNb30BaHWS OAHMM MauMeHTOM. Bce KOMNOHEHTHI 6a30BOro Ha6opa pac-
XOAHbIX MaTepuanoB He 4OMNYCKalOT NOBTOPHOW aepunnsayunu.



Ne HanmeHoBaHne KOMMNOHEHTA

8. JokymeHTauunsa nonb3osarens
Ha PYCCKOM f3blKe.

MpuHagnexHocTtn

1. DYHKLMA B3aUMOJencTBus ¢
aHrmorpacguyeckoi cuctemoi
Artis.

2. ®OyHKLMA B3auMOAeCcTBUSA C
aHrmorpamnyeckumm cmucre-
MamMu CTOPOHHWX NpOU3BOAUTE-
new.

3. Mob6unbHas kabuHa ynpasne-
HUA ANA pasMelleHns KOHCOon
ynpas/ieHUs, CTaHAAPTHbLIX UK
cpegHeoOpMaTHbIX MOHUTOPOB.

4. Mob6bunbHaa kabuHa ynpaBne-
HUA ANA pa3MelLeHUs KOHCOMu
ynpaBneHus v WupokogpopmMar-
HOTro MOHMTOpA.

5. CTtyn gnsi MOGUIbHOM KabuHbl
ynpasneHus.

6. CtaHpapTHble MOHUTOPLI (2
wr.).

7. CpeaHedopMaTHbIii MOHUTOP B
BapuvaHTax UCNONHEHUS;
-cpegHedopMaTHbIAi MOHUTOP
30";

-cpegHedopMaTHbIAi MOHUTOP
32"

8. LnpokodpopmaTHbI MOHMTOP.

9. Kamepa ¢ AUCTaHUWOHHbLIM
ynpasJ/ieHVeM.

10. KomnnekT 4nsd noakKAto4YeHns
WMPOKOKOPMATHOrO MOHUTOpPA
B NyNbTOBOA.

11. KomnnekT gna gy6nmposaHus
CUrHana ¢ WnpokopopmaTHOro
MOHUTOPA.
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npunoxexme K PykoBocTBY onepatopa Ans Poccun

OnwucaHne
[JokyMeHTauus nonb3oBaTesis Ha PyCCKOM fi3blKe.

OnpegeneHne B3aMMoAeNcTBUA C aHrmorpapuyeckoi cuctemoim Artis.

OnpepeneHne B3anMOAelCTBUA C aHTMOrpamyeckuMm cuctemMamm cTo-
POHHUX Npoun3BoauTenen (OEM).

Mo6unbHas kabuHa ynpasneHus npefocTaBaseT CBUHL,O0BOE 3KpaHMpPOBa-
Hue pa6ouero mecta onepaTopa oT pagMaLMoOHHOro BO3eiNCcTBUS Npu BBE-
LEeHUWN MHTEPBEHLUMOHHbIX YCTPOICTB. KabrHa NOo3BONSET pa3MeCcTUTh KOH-
COJb, a TaKXe B Heli ecTb MeCTOo A1 YCTAHOBKU BbIGpaHHOTO BapmaHTa fuc-
nnes.

Mo6unbHas KabuHa ynpasieHns NpejocTaBisieT CBUHL,0BOE 3KpaHMpoOBa-
Hue paboyero mecTa onepaTopa OT pagMaLVOHHOro BO3elicTBMS Npu BBe-
LEHUU UHTEPBEHUMNOHHbIX yCTPOCTB. KabrHa NO3BONSET Pa3MecTUTb KOH-
CO/b, a TaKXe B Heli ecTb MeCTO A1 YCTAHOBKU BbIGPaHHOMO BapuaHTa juc-
nnes.

CTyn Aonsi MO6GUNLHON KabUHbI yNnpaBieHus.

19-a0/iMOBbIE MOHUTOPbLI AN BbiBOAA M306paeHWi B peasbHOM Bpe-
MeHU 1 n3obpaxeHuii REF.

Mo3nyus BKkAOYAET 2 MOHUTOPA, B TOM yucne Kabenn nNuUTaHusa, BUAeoKa-
6env M NOACTaBKM 41T MOHUTOPOB.

MoHuTtop 30 aoiimoB/32 goiima, oTo6paxatwmnii konnto 1:1 nsobpaxe-
HUA B 6oNblIOM/cpegHem hopmare.

40-a10MMOBBIA LBETHOV MOHWUTOP C paspelleHMeM 4K, KOTOpbIA oToGpa-
)KaeT Konui 6onbworo ndobpaxexHnsa 1:1.

Kamepa ¢ AMCTAHULMOHHbBIM yNpaBieHneM ANA BU3yanbHOrO CNeXeHus 3a
nayneHTOM 1 PEeHTTeHOBCKOW CUCTEMON. PeKOMeHAYyeTCs ANA Tex cay4yaes,
Korga HeT 6ecnpenAaTCTBEHHON NPAMON BUAMMOCTU MeX Ay OnepaTtopom u
CTONIOM MaumneHTa.

KOMNOHEeHTb 060pyA0BaHMSA, AN NOAKMIOYEHNUSA WWMPOKODOPMATHOTO MO-
HuTopa ana OEM-cucteM B Ny/nbTOBOIA.

PekomeHAayeTcs ANA PeHTreHOBCKMX cucTem ¢ 6onbwmm gucnneem. 370T
KOMMOHEHT MO3BONAET BbIBOAUTL KOMUIO M306paxeHns ¢ 601blWOro gnc-
njaes Ha wrtaHre Ha cuctemy CorPath GRX.

B KOMMNNeKT BXOAUT CNAMTTep, KOTOPbIA Ay6nnpyeTt nsobpaxeHue 60/b-
Woro Agucnnes Ha wraHre (4N MoHutopa 4kK) Ha cnaemy CorPath GRX.
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MpunoxeHne K PyKoBOACTBY oneparopa gssa Poccun
Pasgen 4. CnUCOK MeXAYHapoaHbIX CTaHAapToB/ ANpeKTUB/ LOKYMEHTOB,

NMPUMEHNMbBIX K MEONLNHCKOMY N3AENNIO

CraHpapTt
EN ISO 13485:2016

EN 1SO 14971:2019

EN 60601-1:2005

EN 60601-1-2:2015

EN 62304:2006

IEC 62366-1:2015

BS EN 1SO 20417:2021

EN ISO 11607-1:2020

EN 1SO 11135:2014

EN 556-1:2001

EN 1SO 10993-1:2018

EN 1SO 15223-1:2021

ISO 80369-7:2021

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Ha3sBaHue

M3genna mepuuuHckme.  Cuctemsl
TpeboBaHuMA K perynmpoBaHuio
M3penua mepuuuHckme. TlpUMeHeHVe MeHeKMEeHTa PUCKOB K
MeANLNHCKUM YCTPOMCTBaM

M3penva meanumHckme anektpuyeckme. Yacte 1. O6wme TpeboBsa-
HMA 6e30MacHOCTM C Y4ETOM OCHOBHbIX (DYHKLMOHa/IbHbIX XapaKTe-
PUCTUK

M3pnenna meaunumHCcKne anektpuyeckmne. Yactb 1-11. O6uwime Tpe-
60BaHUs1 6€30MacHOCTN C y4eTOM OCHOBHbIX PYHKUMOHA/IbHbIX Xa-
pakTepPUCTUK. JONONHUTENIbHbIN CTaH4apT. 3NeKTPOMarHUTHbIe No-
Mexu -TpeboBaHUsA 1 UCMbITaHUS

MporpaMmmHble cpeacTBa MegULIMHCKOTO 060pyaoBaHuA. XXNU3HEH-
HbIA LMK NPOrPaMMHOro NpoayKra

MpoeKTMpoBaHNe MeULMHCKUX U3LeNNA ¢ y4eTOM 3Kcnyataum-
OHHOW MPUrogHOCTH

N3penva megnumHekme. MHopmaumsa, npegocrasnsemas U3roto-
BUTENEM

YnakoBka MeAVLVHCKUX U3Lenunii, CTepuanlyemMbix Ha 3aBepLuato-
len ctagum npomnssogctea. Yactb 1. TpeboBaHMA K MaTepuanam,
6apbepPHbLIM cUCTEMAM CTEPUIM3aLMM 1 CUCTEMAM YNaKOBKU
Crepunmsauunsa MeanumHCKMUX mnsgennii. Okeug atuneHa. Yactb 1.
TpeboBaHMA K pa3paboTke, BanMjauuMv U TeKyLeMy KOHTPOSIO
npotiecca cTepunmn3aLmm MeanunHCKNX n3gennii

CTepununsaumust MeguULUHCKNX n3gennin. TpeboBaHUs K MeaULUH-
CKMM yCTpoOMcTBam Kateropun "crepusnbHble”. Yactb 1. TpeboBaHMA
K CTepuamM3aumm ynakoBaHHbIX MeAULMHCKUX N34enunii

OueHka buonornyeckas MeguUNHCKUX nsgennii. Yactb 1. OueHka
M UCMbITAHUA B pamMKax rnpouecca MeHeIKMeHTa pucka

M3penna meguumHckue. CMMBOJIbI, NPUMEHSAEMbIE MPU MapKUpPO-
BaHMM Ha MeAMUMHCKUX u3genuinax, aTMKeTkax U B COMPOBOAM-
TeNbHOW foKyMeHTaumn. Yactb 1. O6wme TpeboBaHms
CoefuHUTENN C HEGOMNBLUNM BHYTPEHHUM AMaMETPOM A1 XXUAKO-
CTEN W1 ra3os, NPUMeHsieMble B MeguLmHe. Yactb 7. CoeguHutenm
BHYTPUCOCYANCTOrO N NOAKOXXHOIO NpUMeHeHUs

MEHEeMKMEHTA KayecTBa.
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MpunoxeHne K PyKoBOACTBY oneparopa anasa Poccuu

Pa3sgen 5. MapkupoBka

MapKMpoBKU NpuUBELEHbl TONbKO B Ka4ecTBe NMPUMeEpPOB.

A. MapkunpoBka Ha ynakoBke

Onopa yganeHHOro gocryna
TpaHcnopTMpoBOYHAA HOPOOHa:

o
Q &wdus

309 Wav«rley O«ki
Stifle 105
WeNo«m. MA 02452. USA

CorPath GRX
Extended Reach Arm

316 IW 1123456789

<oi>ouc4»eot»3i« |

Cﬁwé\qrjro Qty: 1

RASOY8RC
P0o60TU31MpOBaHHbIN NPUBOA
TpaHcnopTMPOBOYHAA HOPOGHa:
C/Arindus
AWottm Carpv
309 Wavefley Oaks Road.
Suite 105

WaNetm. MA 02452 USA

CorPattf GRX Robotic Drive

317 r3m]123456789
ionooeie2eoaz3WB[2in234ser89

G T 1") © gy 1

PIN1$009113/Rr»C

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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MpunoxeHne K PykoBOACTBY onepaTtopa ana Poccumn
KoHconb ynpasneHus
TpaHcnopTMpoBOYHAA KOpobHa:

OpfHopasoBad KacceTa € paclunpeHHbIM (PyHKLMOHANOM
TpaHcnopTMPOBOYHAA KOpobKa:

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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MpunoxkeHne K PykoBoacTBy onepatopa gna Poccun

MpuBOAHON MeXaHN3M
TpaHcnopTUPOBOYHAsA NOpPo6Ha:

Clnndus
@lHur
e i

Suit X5
Wijtun) MA 42, USA

»175 Hmorf CGermwiy

CorPath® GRX Drive Gear

["307 [lotla 123456

2YYYY*MM*DD

[«no osteaso 03307 »(tei Aijx M o ri ooooee

1II

24

Yexsbl

Qty: 1 Box
(4 pcs)

m  150-0S300-03R«/D

TpaHcnopTUpPoBoYHast KopobKa:

CG>ﬂndus
At
GO

WeBAn MAO452 USA Kﬂ.%l-mqe« e

CorPath® GRX Drape

Control Console

['811  LLAI23456  WAYYY-MMICD

L

|

(OL)00RIE280023L iEtOAL235e<17)00000
Qty; 1 Box
C€2797 (4 pcs)
P«1Sa05357RevC

OpHOPas30BbIil CTEepPUbHbIA Yexon s KOH-
CONN ynpaBneHus

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

C(j>rindus

AsbfrsPHIH V] Capvd

Mi HecenlO < IRH Afrorea
OMt RoM MOSS <3
.)H%B SBByGeL
0 UAQAR2 UA JLAMTDEL OBTH>

CorPath® GRX Drape

Robotic Drive & Arm

("309 LLMAIZHMG  “YYYY-VMIDD
(00 OLLIKO80 (023003 (1) AI23436(17) GOBIED
Qty: 1 Box
CE.v (4 pcs)
pH1D0HLRaC

O[iHOpPa30BbIVi CTEPUNbHBIN Yexon ans po6o-
TW3POBaAHHOIO NpMBoAa
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MpunoxxeHne K PykoBoacTBy onepaTopa gna Poccun
B. MapknpoBka KOMIMOHEHTOB
Onopa yganeHHoro gocryna

P0o60T3MPOBaAHHBbI NPUBOA

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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Mpuno>xkeHne K PykoBOACTBY onepaTopa ana Poccuu
KoHconb ynpasneHus

MobunbHasa kabuHa ynpasneHus

CorPath" Cockpit
Corindus Bluweyosro 15 cno

Suta 105 Schtflgrabon 41
A/altbem. MA02452. USA 30175 Hannover Germany
@ 101 [W 123456789 cflYYYY-MM-00

(01)0 0610290 02101 3<21) 123450780

CI: Pr4 150-0SB46Rer0

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



18

MpunoxxeHne K PykOBOACTBY oneparopa A1 Poccun
bnok nuTaHua

©ICCNEXERGY

EUPAC
— EOWER
YSTEMS-

MODEL: MWA1S0024A
INPUT: 100-240V ~
SO-60H2 2A

OUTPUT: 24V 6.3A
160W Max

C us

REV.G 11/14
MADE IN CHINA

Bnok nuTaHma  poboTM3MPOBAHHOIO BOK NMTaHMsa KOHCONMW ynpaBneHus
npusoga
OpHopa3oBas KacceTa C pacluMpeHHbIM (PYHKLMOHANO0M

CorPath”"GRX Advanced Cassette C(xf*atk*"GRX Advanced Cassette

C(j>rindus
CorFath- <»Ra Aavsncra Cassette d rr E B I
| HAT M _
313 fi5TIA123456
CorPattr GRA Advanced Cassette AYYYY-WIM-00 Qy. 1
c3YYYY-MM-DD
git] MM Mo n il Hil

CevFath® GRa Advanced Cassette

»||MILtL112|W]|||| ne® ®
e iV g1V @1
A rof

cc,», o (]
CofPath GRX Advanced Cassette
L. 313 oty: 1
p3)L}MAI2Z»4MI<IWYY-UMO .rm -W M » QTV I LIJ A123456 )
C~/rindus
YYYY-MM-DD

-nnn-

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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MpunoxkeHne K PykoBoAcCTBY orneparopa gn1a Poccum
MprBOAHOI MEXaHN3M

CorPath®GRX Drive Gear
H B M*nufaciurf M«

ComOou*, WK
gﬂ . S*t A«m
miM

WA02452 | SA nmwtm Otnrnry

(0 )0 O ete” 02300 2

C<j)rindus

<10)A123458M/1000000
ne~30e hotini234s6 YYYY-MM-DO ~YYYY.MM-DD Qty: 1

®B<A

+1(YC
Yexsbl
er] 306
CorPath GRX Drape P°" CorPath*GRX Drape 3q
Intended for Uw WHh:
RobotK Drive [l Arm M 1 Intended for Uee W)Ne -
Control Coniole El/l] 1
O rtorj 123A5C1234
0 ~ 1234SC1234
2019-11-20 O

- - 2019-11-20

C<g>rindus 20241120

2 2024-11-20

PACKAGE MUST BE ASepriCALLr OPENED

CONTCKTS STEf«.E UNLESS SEAL IS PACKAGE MUST BE ASEPTICALLY OPENED
BROKEN OR PACKAGE IS PUNCTURED COFTENTS STERILE UNLESS 5EAd. IS

BROKEN OR PACKAGE 'S PUNCTURED
® ® ® ®

1] 1]
ey ~ o
¥ iRm n H23

™ CC2797 e D*NIMman<

M ai)r CLUBH rMtM «SeT g . 9

avpseestiingvi ks Rl MoOWABRAA

H Oneea *M BrP *ntM «or afs Pnrecen
CANFN>Ap It ITTETAM WiM» — — ke Uweons»rwe l—||' 6)01'I'|->1<<|3<d/| Tl
»» PWOW M *»« » iiMB »Ira» «
mm_mqvﬂ(wm Mt=MMMKMIMT MW A BIT CAacm U oo™ [Lucatsn] Usbs Miao «cHUMS I» amm caner
3 M»«00»

VoK HANTING Mk

OfHOpa30BbIli CTEPUNbHLIA Yexon Ana  OAHOPa3oBbIi CTEPUNbHBIA Yexon Ans
PO60TU3MPOBAHHOIO NPUBOAA KOHCO/N ynpaB/ieHus

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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MpunoxkeHre K PyKOBOACTBY orneparopa g1a Poccun
C. MakeT MapKUpOBKM MeaULMHCKOIo N3fgennsa Ha pycCKoOM A3blke

[ononHuTenbHO, ANs BCeEX BapuaHTOB (6a30BbIX COCTABOB) AAaHHOTO MeAMLMHCKOro M3fenus, no-
CTaB/sieMbIX Ha TeppuTOpuIo Poccuiickoli ®deaepaunm, NPUMeEHsIeTCs PyCcCKOs3blUuHas MapKMpoBKa

CNnefytoLLero CoAepKaHus:

Po60TM3MpPOBaHHaA cucTeMa /19 NPOBEAEHNSA YPECKOXKHbBIX KOPOHAPHbIX
1 nepuepnyecknx Bmelarenscts CorPath® GRX ¢ npvHag/ieXXHOCTAMN

PeructpaunoHHoe ygoctoBepeHune: P3H XXXX/XXXX oT oa.MM.Irrr
CrpaHa npoussogcrea: CLUA
[ata npoun3sBoAcTBa U CEPUNHBLI HOMEP YKa3aHbl Ha OCHOBHOW MapKUpOBKe U3aenuns

HasHaueHue, HopMaTMBHas AOKyMeHTauusi, TPpeGoBaHWAM KOTOpPOI COOTBETCTBYET
MeANLMHCKOe n3aenne; MaccorabaputHble XapakTepUCTUKI 1 CPOK CNY>KObl U3aenus
yKasaHbl B JOKyMEHTaLMW NoNb3oBatess

YNO/IHOMOYEHHbIi NpeacTaBUTENb NPON3BOAUTENS!
000 «CunmeHc 3apaBooxpaHeHune», 115093, r. Mocksa, yn. ybuHuHckas, 4.96

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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MpunoxkeHne K PykoBoAcCTBY oneparopa ansa Poccumn
Pasgen 5. Peknamauum

OXUAaeMmblii CPOK CNyXK6bl CUCTEMBI - 5 NeT.

B cnyyae BO3HMKHOBEHWS BOMPOCOB WM MPO6GneM ¢ paboToil cucTeMbl Heo6xoaMmo obpa-
WaTbCs Mo CneayowWwum agpecam:

KoHTakTbl Ans BOMNPOCOB 1 peknamauuii B Poccuu;
000 «CnmeHc 3apaBoOxXpaHeHme»

115093, Poccus, Mocksa,

yn. Ay6uHnHckas, 96

Ten.:-|-7 495 737 1252

LeHTp MNoaaep>xkn KnmeHTos

8 800 550 50 22

(Kpyrnocyto4dHaa 6ecrnnarHas IMHAUSA)

service.ru “siemens-healthineers.com

KoHTakThI Anga BOMPOCOB U peKﬂaMaLI'MVI B CTpaHe O(*)I/ILU/IaJ'IbHOFO nponssoanTens:

Cohndus, Inc.

309 Waverley Oaks Road, Suite 105,
Waltham, MA 02452, USA

(YonTem, Maccauycetc - CLLUA)

Ten.: 800.605.9635 nnm 508.653.3335
dakc: (508) 653-3355
info@corindus.com
www.corlndus.com

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



nepesogunk CaHaa AHauT SleBOHOBHA

Poccuiickaa Pepepauns
"opog Mocksa
[BaguaToro gekabps Age TbicAYM ABajLaTb BTOPOro roga

a [TOHY.PO. NM.pnc. H.™ . ... , «PP.PW
mame OPPb NOAT.» Nepegofunk. C ... A,.«g J1.MHO.™

NMoannce caoenaHa B MOEM NPUCYTCTBUMN.

JIM4yHOCTbL NognNucaBwWero AOKYMEHT ycTaHOBNEeHaA.

3aperncrtpupoBaHo Blpesjpe~fe77/134-H/77-2022-11-3772.

YnnaueHo 3a COB M E"HO™p”Tro peiicteua: 400 py6. 00 KOH.

N.H. T'oHyapoBa

nevaTtbio 26 (ABafguaTth WecTb) NUCTOB.
MpoLLHYpOBaHO, NMPOHYMEPOBAHO U CKPELLLEHO

N.H. ToHyapoBa
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