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Addendum to the User Manual for Russia

Mobile X-ray Surgical Unit in variants with
accessories: Arcadis Orbic, Arcadis Orbic
3D; Arcadis Varic, Arcadis Avantic

This document is valid for the following product: ARCADIS Orbic
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1. The name of the Medical Device.

Mobile X-ray Surgical Unit in variants with accessories: Arcadis Orbic, Arcadis Orbic 3D, Arcadis
Varic, Arcadis Avantic.

2. Manufacturing information of the Medical Device.
Legal manufacturer:

Siemens Healthcare GmbH
Henkestr. 127

91052 Erlangen

Germany

Manufacturing sites:

Siemens Healthcare GmbH
Advanced Therapies
Roentgenstr. 19-21

95478 Kemnath

Germany

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.ru

3. Designation of the medical device.

3.1 Intended use and Indications:

Mobile X-ray system that we developed for clinical applications such as cholangiography as well
as endoscopic, urologic, pain therapy, orthopedic, neurologic, vascular, cardiac, and trauma
procedures.

It supports medical examinations through digital imaging as well as 3D imaging (optional).

The systems are suitable for a large variety of clinical visualizations such as:
* Visualization of bones;
¢ Visualization of vessels, soft tissues;
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* Visualization of implants;
» Visualization of surgical instruments.

3.2.  Contraindications and Possible side effects:

Contraindications

For this product there are currently no known contra-indications. All residual risks are
communicated to the user by warnings and cautions in the operator manual. The final decision
for use of the medical device in a certain application is made by the physician based on his/her
medical knowledge and the risks of the case involved.

Prior to the examination, it must be confirmed by a physician that an examination is permissible
and checked whether increased precautions are necessary.

Possible side effects

For radiation emitting products known side effects of X-ray applications are erythematosis,
cataracts, permanent epilation and delayed skin necrosis. The literature considers further
possible side effects of radiation applied to humans.

Risks concerning increased risk of cancer are content of the physicians’ medical education. The
necessity of an X-ray examination in relation to these risks must be considered by the physician
when prescribing such a type of examination.

3.3.  Conditions for use:

The digital ARCADIS Orbic X-ray system is a mobile system that is designed for use in the ER, OR,
and in radiology and endoscopy departments of hospitals, clinics, and outpatient practices.
Current country-specific requirements must be complied with.

Ambient conditions for operation:

Temperature range +15 *Cto +35 °C
Rel. humidity 35% to 75% {non condensation)
Barometric pressure 700 hPa to 1060 hPa
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3.4. System’s overview C-a

i

j

i
(1) A
; (2) C
l . . . 3)L
| The ARCADIS Orbic consists of a C-arm system and a monitor trolley (@) H
| (1) C-arm system with a 23 cm image intensifier and single-focus tube with generator (S)C
{2) Monitor trolley with keyboard, mouse, USB port, two rotatable TFT displays, DVD drive and (6) It
memory for 60,000 images (7)s
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C-arm system

{1} ARCADIS electronic unit
{2} Controt and display panel
(3} Lifting column
{4} Horizontal support arm
{5} C-arm
nd (6} Image intensifier with integrated TV camera
(7) Single tank with X-ray tube unit and integrated collimator
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Monitor trolley

(1) Radiation indicator
(2) Monitors rotatable by 180°
Optional: folding monitors
(3) Control panel with storage drawers, keyboard and mouse
(4) Grips: for neat cable storage
(5) Drawer for storage of CDs/DVDs, Quick Guide etc.
(6) DVD R/W drive
(7) Wheels with cable deflectors
(8) Monitor column
Optional: Height adjustable
(9) Storage shelf with USB connection; On/Off switch of ARCADIS Orbic

Optional: Connection for MP3 player including loudspeaker on the rear of the monitor

trolley
(10) Printer bay

(11) Charge state of uninterruptible power supply (UPS)
(12) Central locking brake
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4. Classification of the Medical Device:
4.1.  Type of the medical device in accordance with the nomenclature for classification:

Classification according to Annex IX, MDD

lib
Classification in accordance with Russia Nomenclature classification:

113880
4.2. Class of the Medical Device in accordance with IEC 60601-1:
Protection against electric shock: Class 1, no applied part according to IEC 60601-1

Operation mode: Continuous operation.

4.3. Type on contact with the human body:

The Medical Device is hon-sterile, nonexpendable.

Device surfaces that can come into contact with patients are evaluated and proven to be
biocompatible according to 1ISO 10993:20009.

4.4, IPX classification

System IPXO - No protection

Standard footswitch IPX8 protected against
immersion
beyond 1 m

Multifunctional footswitch IPX8 protected against
immersion
beyond 1 m

Hand switch IP54 dust protected, protected

against splashing of water
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45.  Laser positioner: 5.
5.1.

Integrated LI. laser aimer:
Laser light Class: IM (according to IEC 60825-1:2007).

Single-tank laser targeting device:
Laser light Class: Class 2 pursuant to IEC 60825-1:2007.

Horizontal laser light localizer:
Laser light Class: Class 2 pursuant to IEC 60825-1:2007.

4.6. Software classification:

The Medical Device's Software safety Class according to IEC 62304:2006 is Class B.

SW version: VCIOA
Date of release for the SW: July 2008.

47. Waste class
Class A.

Max
spec

5.2

Mflximur
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5. Technical Data: Specifications and Characteristics.
5.1.  Dimensions of the system {cm)

190

-_--‘-—

Maximum permissible deviation of technical characteristics on drawings no more than + 5%, unless otherwise

* spacified.

83 Technical Data

Maximum permissible deviation of technical characteristics no more than + 5%, unless otherwise specified.
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General data G¢
Power requirements 100V, 110V, 120V, 127V, 200V, 230V, 240 V {1 10%); |Pulse
50/60 Hz (£ 1 Hz).
; An on-site 16 A/characteristic C overcurrent release (trip ——
; breaker) is recommended by DIN VDE 0100-710 for | 1U©
: supply network voltages of 230 V/240 V.
; Country-specific requirements apply for the fuse values
i to be used for other supply network voltages. J
Nominal rating 20 A to 127 V ~, 15 A from 200 V ~ corresponds to the digita
nominal value of the slow-blow fuse in the power input
of the product Pa—
; Internal line impedance Ri < 0.3 Ohm for 100- 127 v~ oler
Ri < 0.8 Ohm for 200- 240V~
Power consumption Maximum 2.5 kVA Aax.
Weight of the main components \ccur
: Monitor trolley with 2 monitors, approx. (with PC and UPS) 190 kg utpy
? C-arm system approx. 348 kg g:rl
ray t
Current/voltage values IREP
Voltage (V AC) Long - term current Short - term current ighf
there
. consumption {A) consumption (A) ?Y‘
’ 100 17 29
110 16 26 he X-
120 15 24 ne (r
127 14 23
200 9 15 %o
230 8 13
240 8 12
" ibe
Jbe ¢
~ Jlsed
lean
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Generator

V(£10%); { Pulsed Fluoroscopy Min. pulse width 7 ms
Pulse rate 15 f/s/23 mA
lease (trip Max. pulsed output 2.3 kW
0-710 for Fluoroscopy 40 kV to 110 kV/0.2 mA to 15.2 mA {max. 1000 W)
Max. 8.3 mA/66 kv
. Max. 15.5 mA/69 kV (in Push Mode at max. 15 sec)
sse values Max. 110 kV/S mA
Max. 110 kV/9 mA (in Push Mode at max. 15 sec)
1ds to the | Digital Radiography 40 kV to 110 kV/0.2 mA to 23 mA (max. 1000 W)
wer input Max. 14.3 mA/70 kv
Max. 110 kv/9.1 mA
Tolerances kV 1 10% (measured using spectrometric kV method)
mA £ 8% £ 0.1 mA (measured in rectified high-voltage circuit)
Fluoroscopic time 1 digit (6 s) + 5%
Max. power 1kw {100 kv/9.9 mA) DR
1 kW (70 kv/14.3 mA) CFC
Accuracy of radiation | Variation coefficient < 0.05
=1 output for DR
Accuracy of automatic | £ 20%
dose rate control
=ray tube unit*
SIREPHOS single-tank Inverter frequency 15 kHz up to 26 kHz
rrent high-frequency generator
Inherent filtration 3 mm Al eq. + 0.1 mm Cu
L X-ray tube Stationary anode,
focal spot nominal value 0.6
The X-ray tube and image receptor are geometrically aligned such that the emitted radiation
e (radiation axis) is always perpendicular to the plane of the image intensifier.
lax. output and focuses in operating modes
CFC/sus/ PFC (> 2 f/s) DR (k=1) DR (k> 1)
ROADMAP/PFC
(< 2 f/s)
ube voltage 40-110 kv 40 -110 kv 40-110 kv 40-110 kv
ube current 0.2-15.2 mA 1-23mA 1-23mA 0.2-14.3 mA
xposure time n.a. 7-24ms 7-42 ms n.a.
ulsed output na. max. 2.3 kW max. 1.8 kW n.a.
fean power max. SS0 W max. 550 W n.a. n.a.
max. 1000 W for | max. 1000 W for
CFC and PFC
10 11
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high contrast i .
g PFC high nito
contrast
C-arm TQ
reer
Orbital movement manual 190° (+ 95°) min
C-arm angulation + 190°
C-arm horizontal movement 20 cm J1di
C-arm immersion depth 73 cm reer
C-arm swivel range + 10° min
C-arm vertical movement 40 cm, motorized »Xm
SID 98 cm
Tube-image receptor distance 78 cm live
Extension for 3D mode Te
axim
Motor drive easu
Motor-driven orbital movement through  190° for online reconstruction of isotropic 3D lergy
data sets tenu
Rotation time 30 seconds with 50 images/scan ihere
60 seconds with 100 images/scan )se r
image intensifier easy
g ,cura
SIRECON 23-2int. Ik Nominal diameter 23 cm (9") plav

Format switch-over 23 cm/15 cm (976") >p|aV
Size of U. input field 21.5 cm e a

Detective quantum > 61% according to IEC 61262 ork
efficiency (DQE)
Scattered radiation grid at l.I. input
2grat
Round grid 17/70 folOO
System attenuation factor m- 15 sere
ser t
Collimator system ave |
. e o _ -llor
Collimator system Iris diaphragm for concentric collimation and semi-transparent slot necti
Imaging chain Aet
. erc
Camera with CCD 1024(H)x1024(V) Ser t
Sensor hve |
o e ve
Aspia imaging system Features, e.g. digital image rotation +360° ilor
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FT color displays Resolution 1280 x 1024 (pixels)
creen diagonal 48 cm {19")
minance Typically 180 ¢d/m?/max. 250 cd/m?
T T |iwdisplays Resolution 1280 x 1024 (pixels)
—_'Icreen diagonal 48 ¢cm {19")
—*iuminance Typically 400 cd/m?/max. 600 cd/m?

lm measuring chamber (DAP meter)

———fechnology lonization chamber
_—_lctivearea Diameter 90 mm, area 63.2 cm?
JAP resolution 0.01 uGym? equivalent to cGycm?
#aximum measurable DAP | 3000.00 uGym? equivalent to ¢Gycm?
Beasuring inaccuracy < 1% under constant pressure and temperature
tropic 3D nergy range 40 - 125 kV 6%
#tenuation equivalent < 0.5 mm Al equivalent
inherent filtration)
jose rate linearity Better than + 2%
Aeasuring readiness 10 seconds after power on
weuracy of dose < 25%
fsplay/deviation of
isplayed from measured
lose area product
Vork environment Temperature range: +10 °C to +70 °C
Rel. humidity: 15% to 75% {without condensation)
Barometric pressure: 700 hPa to 1060 hPa
tegrated LI, laser aimer
aser class 1M (IEC 60825-1:2014)
aser type Semiconductor laser (laser diode)
vave length 635 nm
—olor Red
rent slot ffective power 0.2 mW
igle-tank laser targeting device
aser class 2 {IEC 60825-1:2014)
aser type Semiconductor laser (laser diode)
vave length 655 nm
olor Visible red
ffective power <imw

12
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Horizontal laser light localizer

Laser class

Optical setup

Beam angle

Wave length

Output power on
the module

Voltage supply
Current consumption

Battery type

Service life

Aut. time limitation
Case material
Weight

Temperature range

Standard footswitch

Dimensions
Weight

Length of the cable (if applicable)

Multi-function foot switch

Dimensions
Weight

Length of the cable (if applicable)

DVI video splitter

Outputs

Conditions for use

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

2 (IEC 60825-1:2014) N
Line generating optics K
20”to 25* Ou
540 - 700 nm

0.5 mw

1.5 volt battery operation (4 R6 (AA) batteries)
80 mA Ton

round cell R6 (AA)

Alternatively primary cells R6/LR6 (1.5 V) or
NiCd or NiMH batteries

At least 20 hours of continuous operation

jdeo
1 min. (typical) .
Aluminum eutp
Approx. 1.6 kg
Up to 37.5"C — .
)ndi
213 mm X110 mm x 39 mm
1.5 kg
45 m [ T—
ters
378 mm x 194 mm x 47 mm
4.5 kg -taaa
45 m
quer
rent

2 single-link DVI-D; female connectors; up to B of
1920 X1200 @ 60 Hz or 1080 p

The displays or monitors used must be

compatible with the SXGA standard 1280 x 102/AAN
at 60 Hz. r

No galvanic separation, therefore the connectei™*
monitors must comply with [EC 60601-1-1
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Horizontal laser light localizer

Laser class

Optical setup

Beam angle

Wave length

Output power on
the module

Voltage supply
Current consumption

Battery type

Service life

Aut. time limitation
Case material
Weight

Temperature range

Standard footswitch

Dimensions
Weight
Length of the cable (if applicable)

Multi-function foot switch

Dimensions
Weight
Length of the cable (if applicable)

DVI video splitter

Outputs

Conditions for use
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2 (IEC 60825-1:2014)
Line generating optics
20“to 25

540 - 700 nm

0.5 mw

1.5 volt battery operation (4 R6 (AA) batteries)
80 mA

round cell R6 (AA)

Alternatively primary cells R6/LR6 (1.5 V) or
NiCd or NiMH batteries

At least 20 hours of continuous operation

1 min. (typical)
Aluminum
Approx. 1.6 kg

Upto 37.5 C

213 mm x 110 mm x 39 mm
1.5 kg
45 m

378 mm x 194 mm x 47 mm
4.5 kg
45 m

2 single-link DVI-D; female connectors; up to
1920 x 1200 @ 60 Hz or 1080 p
The displays or monitors used must be

compatible with the SXGA standard 1280 x 1024

at 60 Hz.

No galvanic separation, therefore the connected

monitors must comply with [EC 60601-1-1
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tVideo splitter live

Outputs

batteries)
Conditions for use
5V) or
ation _
Video splitter Ref.
Outputs
Conditions for use
rinters
/oltage, V
requency, Hz
iurrent
irs; up to ype of printing
esolution
be
1280 X 1024 rayscale number
Dior
le connected 76 of paper

01 1-1

14
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Output for connecting an external
live/reference monitor. Implemented as a
splitter solution for connection with a 15-pin
VGA plug

The displays or monitors used must be
compatible with the SXGA standard 1280 x 1024
at 60 Hz.

No galvanic separation, therefore the connected
monitors must comply with IEC 60601-1-1

Output for connecting an external
live/reference monitor. Implemented as a
splitter solution for connection with a 15-pin

VGA plug
The displays or monitors used must be

compatible with the SXGA standard 1280 x 1024

at 60 Hz.

No galvanic separation, therefore the connected
monitors must comply with [EC 60601-1-1

Sony Printer UP-971

100 bis 240 V AC
50/60 Hz
29Ato 12 A
Thermal paper
325 dpi
256 bit processing
black-

210 mm

Sony Printer UP-991

100 bis 240 V AC
50/60 Hz
29 Ato 12A
Thermal paper
325 dpi
256 bit processing
black-

210 mm

15
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Dimensions, mm 316 x 132.5 x 265 mm 316 x 132.5x 265 mm  lotion

Mass, kg 7 kg 7 kg Viotio
3nge

AN-C

ata tn
herne
ireles
idiate

ppor

pporl

i\ca\
t be

:able

5.1.
sysi(

omei
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265mm  Jotion sound system
—1

[Motion MIDI interface (Aux In) 3.5 mm plug
lange of sound 20 - 20.000 Hz
RAN-Client RoW NG
Jata transfer
Rthernet transfer rate BASE-T max. 100 MBit/s
Wireless transfer rate max. 150 Mb/s
ladiated power typically: 100 mW, max. 200 mW
: IEEE 802.11a
upported wireless standards IEEE 802.11b

IEEE 802.11e

IEEE 802.11¢

JEEE 802.11h

IEEE 802.11i

IEEE 802.11n

!
bpported standards for power supply

IEEE 802.3at Type 1 (802.3af) and 802.3at Type 2

{power supply via Ethernet)

6. Notes concerning electromagnetic compatibility (EMC)
idical electrical equipment is subject to special precautions regarding EMC. These systems
be installed and put into service according to the EMC information provided in the

mpanying documents.

ble and mobile RF communications equipment can affect medical electrical equipment.
'6.1. Guidelines and manufacturer's declaration - Electromagnetic emissions

} system is intended for use in the electromagnetic environment as specified below. The
tomer or the user of the system should ensure that it is operated in such an environment.

16
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Emissions t*st
RF emissions
according to CISPR 11

RF emissions
according to CISPR 11

Harmonic emissions

according to
EC 610007-2

Voltage fluctuations/
flicker emissions

according to
IEC 61000-3-3

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

Compiianco
Group 1

Class A

Not applicable

Complies with the
specified regulation

EUctromagnatic anvironmant - guidanca

The system uses RF energy exclusively for its internal func-
tion. Therefore, its RF emissions are very low and not likely to
cause any interference in nearby electronic equipment.

The system is not suitable for use in domestic establishments
and establishments directly connected to a public power sup-
ply network which supplies buildings used for domestic pur-

poses.

The system is a professionally used unit with a total rated
power larger than 1 KW There are no limitvalues for this rated
power.
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N 6M1.1. Guidance and manufacturer's declaration - electromagnetic immunity

internal func-
Irkt not likely to

juipment. he system is intended for use in the electromagnetic environment as specified below. The

ostablishments  USTOMEr O the user of the system should ensure that it is operated in such an environment.
blic power sup-

domestic pur- interference immunity

tests

IEC 60601 Compliance level  Ejectromagnetic environment - guidance
test level

Electrostatic discharge % 6 KV contact dis-  + 6 kV contact dis-  Floors should be made of wood, concrete or ce-

<ESD
Stotal rated ) charge charge ramic tiles. If the floor is covered with synthetic
o for this rated EC 6100042 + 8 KV air dis. ¢ 8 KV air dis. E:Stteggl(% 'the relative humidity must be at
charge charge
(Iil_eftri;al fasst/gan:sient * 2 kvifor power ¢ 2 kv for power  Mains power quality should be that of a typical
isturbances/bursi supply lines supply lines commercial or hospital environment.
according to +1 kV for input/ t 1kV forin
+ put/
IEC 610004-4 output lines output lines
Sur i i i i
% _ * 1de dllf;ferentlal- t 1kvdifferential-  Mains power quality should be that of a typical
according to mode voltage rmode voltage commercial or hospital environment.
EC 610004-5 it 2 kV common- + 2 kV commorv
nnode voltage mode voltage
{IF’tttifgf i\'ﬁg Sggténtgrrfa_ <5% L.~ - Nottested As the product has a > 1 kVA power consump-
tiptions and voltage varia- (> 95% dip in Uj) tion. these tests are not required.
ions ?n power supply for 0.5 cycles
ines .
o 40% Uj
ccording to (60% dip in Uj)
EC610004-11 for 5 cycles
70% Ur
(30% dip in Ur)
for 25 cycles
dips, short inter- 9 ; i i
Otage dip <5% Ur <5% Ur Mains power quality should be that of a typical

18

Irtions and voltage varia-

>ns on power supply
put lines

(> 95% dip in Ur)
for 5 seconds

(> 95% dip In Uf)
for 5 seconds

commercial or hospital environment. If the user
of the system requires continued operation dur-
ing power mams interruptions, it is recommend-

rording to ed that the system be powered from an

C 610004-11 uninterruptible power supply.

wer frequenc

i>gnetic f?eld y 3 A/m 3A/m Power frequency magnetic fields should be at
levels characteristic of a typical commercial or

*/60 Hz) hospital environment.

Jording to

:ei0004-8

fnark Ll IS the AC mams voltage before application of the test level

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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6.1.2. Guidance and manufacturer's declaration - electromagnetic interference

IMMUNITY

»l|E
th

6]

e s

The system is intended for use iy the electromagnetic environment as specified below. Thiturt
customer or the user of the system gy 1d ensure that It is operated in such an environment, jctrc

) N ,
interfer*nce IEC 60601 Compliance  Electromagnetic environment - guidance
immunity tests test level level

Portable and mobile RF telecommunicattons equipment
should be used no closer to any part of the system (in-
cluding cables) than the recommended separation dis-

tance calculated from the equation applicable to the
frequency of the transmitter.

Recommended separation distance
Conducted RF 3 Vs d= 1.2

disturbances 150 kHz to 80 MHz
according to
IEC 610004-6

Radiated RF 3V/m 3V/m d

disturbances 80 MHz t0 2.5 GHz
according to

IEC 610004-3

1.27P for 80 MHz to 800 MHz

o
1

2.3jP for 800 MHz to 2.5 GHz

Where P is the maximum output power rating of the
transmitter in watts (W) according to the transmitter

manufacturer and dis the recommended separation dis-

tance in meters (m).
Field strengths from fixed RF transmitters, as deter-

mined by electromagnetic site survey”, should be less

than the compliance level in each frequency range.®

Interference may occur in the vicinity of equipment
marked with the following symbol:

Remark 1. At 80 MHz and 800 MHz. the higher frequency range applies.

Remark 2.  These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption

and reflection from structures, objects and people.

Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless) telephones and land mobile
radios, amateur radios. AM and FM radio broadcast and TV broadcast cannot be predicted theoretically with accuracy
Jo assess the electromagnetic environment due to the fixed RF transmitters, an electromagnetic site survey should
be considered. If the measured field strength in the locaton in which the device or system is used exceeds the appli-
cable RF compliance level above, the device or system should be observed to verify normal operation. Should unusual

performance features be observed, additional measures Isuch as change inorientation or change of site of the syste
may be necessary. n

Over the frequency range of 150 kHz to 80 MHz the field strength should be less than 3 V/m

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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613 Recommended separation distances between portable and mobile RFcommunications

ENCE EQUIPMENT AND THE ANGIOGRAPHIC SYSTEM

he system is intended for use in an electromagnetic environment in which radiated RF
2d below. The isturbances are controlled. The customer or the user of the system can help prevent
Yironment.  lectromagnetic interference by maintaining a minimum distance between portable and mobile
Fcommunications equipment (transmitters) and the system as recommended below, according
Dthe maximum output power of the communications equipment.

*5 équipment - Rated maximum output power  Safe distance according to frequency of transmitter [mj

e system (in- of transmitter [W]
(paration dis-
ible to the 150 kHz to 80 MHz 80 MHz to 800 MHz 800 MHz to 2.5 GHz
d=12VP d=1.2VP d = 2.3TP
0.01 0.12 0.12 0.23
0.1 0.38 0.38 0.73
1 1.2 1.2 2.3
10 3.8 3.8 7.3
100 12 12 23

For transmitters rated at a maximum output power not listed above, the recommended separation distance d in
meters (M) can be determined using the equation applicable to the frequency of the transmitter, where P is the maxi-
mum output power rating of the transmitter in watts (W) according to the transmitter manufacturer.

Remark 1; At 80 MHz and 800 MHz, the higher frequency range applies.

. Remark 2;  These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption
ting of the . .
ansmitter and reflection from structures, objects and people.

eparation dis-

as deter- . .
>ud be less 7. Scheme of the Production line.
y range

uipment

absorption

[ land mobile
ith accuracy,
jrvey should
ads the appli-
ould unusual
the system)
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System assembly

I>» Assembling of the system components (e.g. floorstand, ceilingstand, table, tub”
collimator, generator etc.) according to the customer order
Torgue wrench and loctite (sealing-wax) are for assembling, where applicable
Check of shock”, temperature- and humidity sensor, where applicable
Complete system cabling (screwing and plugging only) N

System testing *X-Ray devices only

System start up (Configuration & adjustment)

W -
W- SW installation
K: Licenses Installation

System configuration and startup
Components Adjustment
Adjust & check system movements (e.g. stand, table, ...)*
Tube conditioning*
Detector calibration*
System dose adjustment*
Collimator, detector and tube adjustment*
K Functiorial check of options n

Final testing

Perform CRST (Clinically relevant simulation testing)*

Order system documentation

Perform 1QAP (Monitor adjustment, dose control. Image quality test)’
Perform special legal requirements

Final work

| I Perform customer configuration
Save system data on CD/DVD
Create system backup w
Apply system label
Complete customer documents'(depending on customer order)

Quality check

System check by Designated Q-Person SCM (includes a check of functionality, af®
IS check of completeness of customer order, test protocols, customer documentation L
and systeriri labeling)

22
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8. The list of components and accessories ARCADIS Orbic.

HanmeHoBaHue Name of the
KOMMOHEHTA components
Annapar
PEHTrEHOBCKIA
XUPYPruyeckuii

ARCADIS Orbic,
BK/IHOYaA C-myry,
PEHTTeHOBCKMIA
n3nyvaresib c
PEHTTEHOBCKOA
TPyo6KO, yCcunuTenb
PEHTreHOBCKOro
N306padKeHns,
naHesb yrnpasneHus,
BapuaHThbI
UCMONHEHUS:

- CTaHAapPTHbIW;

- C BO3MOXHOCTbHO

pa6oTbl B pexume 3D.

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

The mobile isocentric C-arm
system is equipped with a
state-of-the art digital online
syngo 1K2 imaging system and
a continuous 1K2 imaging
chain. A 23 cm image intensifier
with format switchoyer and a
2.3 kW high-voltage generator
ensure an optimal fluoroscopic
result. In pulsed fluoroscopy an
acquisition speed of up to 8 f/s
is achieved. Additional
measuring functions in
radiography and integrated 3D
imaging allow the
measurement of angles and
distances.

The mobile isocentric C-arm
system is equipped with a
state-of-the art digital online
syngo 1K2 imaging system and
a continuous 1K2 imaging
chain. A 23 cm image intensifier
with format switchover and a
2.3 kW high-voltage generator
ensure an optimal fluoroscopic

acquisition speed of up to 8 f/s
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chain. A 23 cm image intensifier
with format switchover and a
2.3 kW high-voltage generator
ensure an optimat fluoroscopic

acqulsitlo'n speed of up tovs' f/s
is achieved
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2. Dea nnockmx KK
MOHUTOP2 Ha TeNEHKe.

2x High Bright TFT
Monitor.

2 x 19" color TFT
displays
Motorized
Monitor column,
Flex Plus

Standard Monitor
column, Flex

& 000 LMPMH (€] INFO@CIRMIRU @WWW.GUSZI]RAVNADZU'R.RU‘;

Monitor column with
motorized height adjustment
and vertically rotatable
monitors {180 degrees) for
flexible positioning of the TFT
displays with integrated cable
routing and fold-up function for
transport and park position.
Monitor column with monitors
that swivel vertically through
210 degrees {-30° to +180°) for
flexible positioning of the TFT
displays with integrated cable
routing.

- aggaews s e § G20 0GR} Lt A4 Y



{UK)

English (GB / British) layout

N3MEPUTENBHON
Kamepon.

4. U3ameputens A03bl ¢

Dose measuring
chamber # ARC

System integrated dose
measuring chamber for
displaying the dose area
product or air kerma value.

The cumulative dose area
product is displayed for the
current patient on the
examination card and saved
under the patient data.

The cumulated dose is
automatically transferred to a
radiation summary report and
can be retrieved at any time.
For each patient a cumulative
value is saved in the patient
database.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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5. Komnnekt kabeneit v Dual IT-port NG Network hub for simultaneous
npucnocobneHnin - gna wired connection of the
MOAK/HOYEHMNS K CEeTU. ARCADIS C-arm system with an

IT network and another
network-capable system, such
as standalone navigation (also
required for connecting a W-

LAN module).
6. MepanbHbIn  Standard Standard footswitch for
nepek/noyaTesib, footswitch # ARC  radiation release
BapuaHTbl UcnonHeHna:  Mult, funct. f. ARC  Ergonomic multifunctional
- CTaHJAPTHBIN; Orbic 3D Opt footswitch for the control of

radiation functions.
MHOTrOYHKLNOHANbHbIA.
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6. NHcTpyKums no User User documentation
aKcnnyataumm [Ha docunnentation
PYCCKOM £3bIKe).

ARCADIS Orbic

VIHCTpyKUysi MO aKennyaTayum

SIEMENS

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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1. Y CTPCXKCTBO Ana  Video Splitter Live
nogknoyeHna MoHuTopa Mon. NG
TekyLLero (>kuBOrO)

n306paxxeHns BHE

OMepaLMOoHHOIA.

2. YctpoiictBO  ana  Video Splitter Ref.

NOAKMHOUEHMS Mon. Orbic
MOHWTOPOB  TEKYyLLEero

(>kuBoro) Z
3arMOMHEHHOro

N306paxxeHmns BHE
onepawynoHHOMN.
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Connection for an external Live
monitor via VGA plug.

Connection of an external
reference monitor via VGA

plug.
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3. MporpammHbIii naket  SUB / Roadmap
ans LmdpoBoii
cy6Tpakuumun.

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

Subtraction angiography for
displaying vessels as
subtracted series and
Roadmap.



4. TporpaMmMHbIA nakeT  Fluoro Loop / LSH.
ans MOAK/0YEHNA

N3006paXKEHNS B peXxmme

"KnHo™ (knHoneTns).
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Digital background memory
storage and automatic
playback of fluoroscopy
sequences.

LSH (Last Scene Hold) to play
and temporarily store the last
120 images of a scene, with
the option to save images to
hard drive.

33



5. MporpamMmHbIii nakeT  Pulsed Pulsed fluoroscopy function
ans LM(pPOBOA  Fluoroscopy

MMMNY/bCHO

PEHTTEHOCKOMMU.

6. MporpamMMHbIA nakeT  Pulsed Pulsed fluoroscopy function

ans umdpoBoid  Fluoroscopy 15 upgrade with 0.5 f/s -15 f/s
NMMNY/bCHO F/s

peHTreHockonuu 15
Kafpos/c.

VMMV CHOD
& 000 LHPMH (&1 INFD@CIRMI RU @& WWW, GUSZI]RAVNADZUR RU

CHIITTAULURULIVIVI

KaﬂDOB/C (TONTLKO



7 MporpasvuIiHbI  NakeT Pulsed

s uudposoi  Fluoroscopy
MUMNYNbCHOW F/s
peHTreHockonum 30

Kagpos/c (Tonbko

Arcadis Avantic).

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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8. MporpammHbIli nakeT DICOM Basic System integrated DICOM

NOAKIOYEHNS cetn functionality for connection to

DICOM 3.0, 6a308Bblil. DICOM 3.0 compatible
networks Comprises:

- DICOM Send/Receive

- DICOM Storage Commitment
- DICOM Print

9. MporpammHbliA naket  DICOM Worklist System integrated DICOM

Pattvnt Name i Patient ID t Social Securtv No. IMfftarv Rank Date of Birtfi Sex audvDes
nosnyyeHns crmncka functionality with DICOM for SOren Kathe, 2 MONer-Hauger 1D mtU  Andere 1D mit U. 012100 M Fus 3 ve
o E«pallol. Z Seflor IdentiUc... Otra 10 de pacie... 13-11-195, M T Rjfldn
1 Z Fran” Numd4ro L'autre numPro 13-11-105 M W cotes i
o6cnenosaHuii - DICOM connection to DICOM 3.0 o zaot " Patient 10 Giher Patient 10a 1511108 M A1 Emol
. . Responae, 0010,0010 Display 0010.00 0010.1000 Other 0010 1000. 07-06-103 M 0032,106(
MaxI -VeryLi hN. -Up-T Patient First Other IDA4 ... Oberstleut... 20-02-200 F R i{
Worklist. compatible networks DN compLETE L T Thoartasen i Newe " 2005200, F I ETANi
BEN. PATIE f* ID 201... A1234S 01-01-104 M VI ACCES
WILLIAM. PATIENT2 ID 201 A12345 01-01-102 M IR INS TN
WILLIAM. PATIENT2 1D 201, A1234S 01-01-102 M IR CON S
XENIA. PAT1E"m ID 201. A12345 01-01-195 F IR INS TN
XENIA. PATIENT1 ID 201 A12345 01-01-195. . F IR CON S
454, Emergency E 454 01-02-201 , O
457. Emergency E 467 02-02-201.. O

ST LT TN SOy T ] Tunctionality with connection
= - to DICOM 3.0 compatible

MPPS. PAA(C



10. NMporpamMMmHbIii NakeT picoM MPPS
OTC/NieXnBaHUsA npotecca
obcneposaHns  DICOM

MPPS.

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

System integrated DICOM
functionality with connection
to DICOM 3.0 compatible
networks

37



DICOM Query /
Retrieve

11. MporpaMMHbIi nakeT
nony4eHus

N306paXKeHNin 13 apxmBa
D1COM Query / Retrieve.

12. MonHeii  DICOM Advanced
NporpammHblii naket
DICOM Advanced

(Bkntoyaet nos. 8-11).

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

HaBUraLMOHHO

Systenn integrated DICOM
functionality with DICOM for
connection to DICOM 3.0
compatible networks

System integrated DICOM
functionality with DICOM for
connection to DICOM 3.0
compatible networks.

Comprises:

- DICOM Send/Receive

- DICOM Storage Commitment
- DICOM Print

- DICOM Modality Worklist

- DICOM MPPS (Modality
Performed Procedure Step)

- DICOM Query/Retrieve

for connecting navigation
sv<tome frnm nfH/



13. WHTepgeiic  Navilink 2D
NOAK/HOYEHMS

HaBWraLMOHHOIA

CUCTEMBI.

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

Integrated navigation interface
for connecting navigation
systems from other
manufacturers with digital
DICOM 3.0 image transfer to
the navigation system 2D
Image transfer

39




14. MporpaMMHbIA NakeT  SW 2D swW is intended for 2D

AN M3MepeHns Mo 2-M  measurements measurements

KoopAuHaTam (2D

N3MEPEHUIA).

15. MporpamMMHbIii NakeT  HIPAA security Software package enabling the
3awwtel AaHHbIX HIPAA. - package individual configuration of

hospital-specific rights of
access to patient data taking
into account the HIPAA (Health
Insurance Portability and
Accountability Act)
requirements.

v IV M iwi \«woiiwimecai

Q714 ' i
& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU . and fast Imag.e fjocumentatlon
surly Printer UP-  (gray-scale printing) on thermal

001AD naner and film



16. MpuHTEp (opmar. Sony Printer
971AD
Sony Printer up-
991AD

17.  WHctannaumoHHbIi  Installation kit for
KOMMEKT AN1A MpUHTepa.  printers

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

Thermal printer for economical
and fast image documentation
(gray-scale printing) on thermal
paper and film

Kit is intended for the
installation of the printers

41
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ARC



19. Ka6enb 3asemnenms.  Grounding cable #  With two clips

ARC
20. NasepHblii ykazarens  Integrated L. LI, Ia_lser aimer int-e_grated i_n
N306PaKEHMS. for exact positioning without

radiation with undertable
position of the single tank,
with remote control via the
control panel at the C-arm.
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21 MoHo6nouHbIi  Single-tank laser
NasepHblil yKaszaTtesb. target.device#ARC
22. KoHTpOnbHbIA  VRT

KOMMNMEKT CUCTEMbI 3-X
MEPHbIX  1306paXKeHWit
(3D).

r.a. KIHlepgenc  INaVILINK su

& 000 LHPMH (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU
HaBui ayNOHHON

rurXPM hl anegy .Y

Laser targeting device
integrated in the single tank

3D VRT (Volume Rendering
Technique) is an additional
enhancement of the
comprehensive 3D functions
with ARCADIS Orbic 3D.

integratea navigation mtertace
for connecting navigation
systems from other

mamif Irare \2/ifh rmMirid—al



23. WHTepeiic  Navilink 3D
NoAKMNOYEHNS

HaBMraLMOHHOW

cucTtembl  A/1S 3-X

MEPHOro M306paKeHMs.

24, MexaHunyeckuia
3aMoK (6/10kmparop) ans
npeaynpexaneHms
BKJ/IIOYEHUS
PEHTTEeHOBCKOro
N3/Ty4eHNst

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

Integrated navigation interface
for connecting navigation
systems from other
manufacturers with digital
DICOM 3.0 image transfer to
the navigation system. 2D and
3D Image transfer

Mechanical lock secured with a
key for disabling / enabling the
release of X-radiation. The lock
only disables radiation release
and thus protects against
improper use. Use of the
system as a viewing
workstation and for image
processing is possible without
the key. Two keys are included
in the scope of delivery.
Individual keys cannot be
reordered. Mandatory in the
UK and Ireland, otherwise
optional.

45
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25. KannéposouHblii  Control kit 3D #
thaHTom 3D, BapuaHTbl Orb
NCNONHEHWS: NORMI 3D
- CTaHOAPTHbII;

pacLUMpeHHO
(hYHKLMOHANbHOCTW.

26. MporpaMmHbIii naket  SW option 3D
Ha/I0XKeHMs 3D image fusion
N306paKeHNIA.

& 000 LMPMU (2] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU Dual Monitor
ana  ogHoBpeMeHHoro  Display

The control kit contains
auxiliary devices for
performing the 3D-specific test
steps required as part of the
acceptance and constancy
test.

Test object for quality control
and acceptance tests of digital
volume tomography X-ray
units acc. to DIN 6868-150.
Includes cylindrical cavities
(each 4x with
1.3/1/0.9/0.8/0.7/0.6/0.5 mm)
for testing the spatial
resolution.

The 3D Image Fusion package
enables spatial alignment and
visualization of image data of
one patient where image data
has been generated at
different points in time by
different modalities.

The 3D dual monitor display is
an enhancement of the 3D



27. MNporpaMMHbIA NakeT 3D Dual Monitor
AN OfIHOBPEMEHHOTO  Display

oTo6paxXeHns 7
06paboTKn [BYX
TPEXMEpHbIX  HabopoB
[aHHbIX Ha [BYX
MOHMWTOpAX.

28. MporpaMMHblii WLAN-Client Row
PeXUM MoAKMoueHns K NG
6ecnpoBogHoii

NOKasIbHOM ceTn

(WLAN).
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The 3D dual monitor display is
an enhancement of the 3D
functions with ARCADIS Orbic
3D, and allows simultaneous
viewing and processing of two
different 3D data sets on the
two monitors (A and B).

WLAN Client module with
Ethernet connection for
wireless transmission of
DICOM image data, e.g. to a
PACS (Picture Archiving and
Communication System).

46
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29. TopW30HTasIbHbIN Horiz.-laser-light-  Horizontal laser light localizer

NasepHblit localizer # Orb for attachment to the cable
Lieneykasaresib. module.
< 000 LHPMH (7] INFO@CIRMIRU € WivW 60sZ0RAVNADZOR Ru 1d System Integrated Sound System

cuctema Emotion. EMotion EMotion with interface for
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30. AKycTnyeckas Sound System
cuctema Emotion. EMotion

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

Integrated Sound System
EMotion with interface for
operating external (MP3) audio
equipment via Aux-in jack (Aux
input) including amplifier and
stereo loudspeaker for high-
fidelity sound.
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9. Labeling information.
ARCADIS Orbic System label
Until mid. of July 2016 Starting mid. of July 2016. 5
(also for refurbished systems) Papvz
ern
SIEMENS SIEMENS Ctpa
ARCADI8 Orbic
ara
0123€/L;‘K 123%41437 I% A1 VoW ﬁach
I
(IP) Model No 01234567 %ﬂg)xm o jo\’lf] 0123 MBCOE
System SYSTEM WK y
i non
(8) Serial No. 1001 2002 VK SieRieni HMllkcarc GmbH, Hcnkemr. 127 OOO
Siemens AG, Wittekbacherplatz 2, DE- 80333 Muenchen 010S2 blmpgm, Ocrnen»__
M«Je VLGHiTumYy, — Made In Qermany
The position of the RFbeam of the activated WLAN is shown in a warning label.
10.
S
or|
IEC
IEC
(1) Warning label: Non-ionizing electromagnetic field
(2) Warning: Read Operator Manual
Artwork of the MD labeling in Russian IEC
Additionally, on the medical devices which are delivered to Russia, the Russia Specific label is
applied with the following content (please note that Labeling mentioned below is applied only
for the systems which are delivered to Russia not earlier than May 2020):
IEC
IEC
IEC
IEC

50
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AnnapaT MOGUNbHbIA XNPYPIrUYECKNA PEeHTreHoBCKMn, modenu: Arcadis
Orbic, Arcadis Orbic 3D, Arcadis Varic, Arcadis Avantic c
NPUHaANEXHOCTAMN

BapunaHT ncnonHenuns; Arcadis Orbic
PernctpaynoHHoe yaoctoBepeHue: XXX XXXX/XXXX OT 44.MM.TTTT
CtpaHa npoussopcTtea: NepmaHus

Jlata Npon3BOACTBA U CEPUiiHBIA HOMEp yKasaHbl Ha OCHOBHOI MapKUPOBKE U3LeNis
HasHauyeHne; HopmaTuBHas AOKYMeHTaLuMs, TPe60BaHMAM KOTOPOI COOTBETCTBYET M3AENNE,;
MaccorabapuTHbIe XapaKTEPUCTUKI U CPOK CNYXXObl U3LeNNs YKa3aHbl B JOKYMEHTaLWN Nonb30BaTens

YNOMHOMOYEHHb IV npeacraBUTE/ b NPONU3BOANTENA:
000 «CumeHc 3gpaBooxpaHeHme», 115093, r. Mockea, yn. Ay6uHuHcKas., 4. 96

100/110/120/127/200/230/240 B: 50/60 Iy 2.5 kBA

IO.The list of International Standards and Directives applied to the Medical

IEC

IEC

IEC

IEC

IEC

IEC

Device.
Standard Reference number and
organization date

60601-1:2005

60601-1-1: 2000

60601-1-2: 3rd 2007

60601-1-3: 3rd 2008

60601-1-4: 1996 +A11999

60601-1-6:2010

60601-2-7:1998

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

Title of Standard

Medical electrical equipment - Part 1. General
requirements for basic safety and essential
performance

Medical electrical equipment - Part 1-1:
General requirements for safety - Collateral
standard: Safety requirements for medical
electrical systems

Medical Electrical Equipment - Part 1-2:
General requirements for basic safety and
essential performance -Collateral Standard:
Electromagnetic

Compatibility - Requirements and Tests
Medical electrical equipment - Part 1-3:
General requirements for basic safety and
essential performance -Collateral Standard:
Radiation protection in diagnostic X-ray
equipment

Medical electrical equipment - Part 1-4:
General requirements for safety; 4th

collateral standard: Programmable
electrical medical systems

Medical electrical equipment. Part 1-6. General
requirements for basic safety and essential
performance - Collateral standard: Usability
Medical electrical equipment - Part 2-7:
Particular requirements for the safety of high-

ol
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IEC

IEC

IEC

IEC

IEC

[EC/PAS

IEC

IEC

DICOM
Standard
ISO

[I.Disposal.

62366:2007

14971:2012

62304 : 2006 + AC:2008

60601-2-28: 3rd Edition
2010

60601-2-54: 2009

61910-1: 2007

62220-1-3

60825-1: 2007

2009

14971:2007

voltage generators of diagnostic X-ray
generators

Medical devices - Application of usability
engineering to medical devices

Medical devices - Application of risk
management to medical devices

Medical device software - Software life cycle
processes

Medical electrical equipment - Part 2-28:
Particular requirements for the basic safety and
essential performance of X-ray tube assemblies
for medical

diagnosis

Medical electrical equipment - Part 2-54:
Particular requirements for the basic safety and
essential performance of X-ray equipment for
radiography

and radioscopy

IEC PAS 61910-1 First Edition 2007-07, Medical
electrical equipment - Radiation dose
documentation - Part 1. Equipment for
Radiography and Radioscopy

Medical electrical equipment - Characteristics of
digital X-ray imaging devices - Part 1-3:
Determination of the detective quantum
efficiency - Detectors used in dynamic imaging
Safety of laser products - Part 1. Equipment
classification, and requirements

Digital Imaging and Communications in
Medicine

Medical devices - Application of risk
management to medical devices

The use of this symbol indicates that this product should not be treated as
household waste. By ensuring that this product is disposed of correctly, you will
help prevent potential negative consequences for the environment and human
health, which could otherwise be caused by inappropriate waste-handling of this
product.

For more detailed information concerning the return and recycling of this
product, please consult the supplier from whom you purchased the product

52

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

may
legal
caus<

12,

The pac
quantiti

The fol
affixed

Transp
meani



s 327 S
lIthineers ~~

Concerning Batteries (Directive 2006/66/EC) The directive 2006/66/EC requires
separate collection and appropriate disposal of spent batteries. This product
contains batteries that are not intended to be replaced by the user. Replacement
of those batteries will usually be done during regular maintenance or service by
service staff who can also arrange proper disposal.

If you want to remove the product from service, take into consideration that public legal directives
may contain special regulations regarding disposal of this equipment. In order to ensure that these
legal regulations are complied with and to avoid potential environmental hazards which may be
caused by the disposal of your system, please consult Siemens Customer Service.

« Batteries and packaging material must be disposed of in an environmentally safe manner

according to national regulations.

e The sterile single-use covers must be disposed of in accordance with national regulations or
the rules of the hospital.

e For further information about the disposal of the product, please refer to our service
documents.

12.Packaging.

The packaging consists of wood, nails, cardboard, paper and plastic. The packing list indicating names,
quantities, packaging date, and packer reference number is inserted in the shipping box.

The following items appear on the label affixed to each package:
- Manufacturer trademark;

- Device name;

- Manufacturing date.

The following items appear on the label made according to the manufacturer's working drawings and
affixed to each multiple shipping box:

- Medical device manufacturer name;
- Net and gross weight;
- Box dimensions

Transport marking. The shipping box is marked with handling symbols which have the following
meanings: “This side up”, "Keep away from moisture”, "Fragile, handle with care!".

Packaging labeling

53
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"Fragile”
Ingicates that medical device can get broken or
| aged if not handled carefully.
L
M
I
"This side up"
i
s "Keep away from moisture"

Indicates that the medical device has to be
protected from moisture.

C-arm packaging process
- Packaging and transportation of C-arm is performed after it's positioning on transport

platform.
- Than special support unit is mounted which is secured by brackets. Also other parts of C-arm

are secured by brackets.
- Bracing cables and mounting brackets secure box with printer and documentation.

- The packing list is inserted in the shipping box. Package is covered by protective layer
and secured by yellow ramps.

Monitor trolley packaging process.

- After all wheel lock ups unlock monitor trolley is rolled on transportation platform and
secured by special foot blocks.

- Wheels are turned along the line and secure them with brakes. To _f
mai
- Foot blocks positioned at right and left sides provides secure of medical device on l;m
e:
transportation platform. Al
. . . . er:
- Secured monitor and keyboard are covered with protective layer which protects them P

Mai
from damage during transportation.

o4
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- The packaging process is completed with securing side panel boards and labeled cover
up (see beginning p.9).

Real photos of the packaging:

13. Maintenance.
13.1. Regular maintenance

To ensure the safety of patient, operation personnel and others, tests must be performed regularly to
maintain the safety and proper functioning of the system.

If more frequent inspections and/or maintenance are required by national regulations, compliance with
these regulations is esserltial.

All parts of this system is which wear could lead to a hazard must be inspected by trained technical
personnel and replaced if necessary.

Maintenance work can be performed by Siemens Customer Service for a charge.

95
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13.2.  Service contacts

Regular inspections should be a part of the annual maintenance performed by Siemens Service under a
service contract. We therefore recommend that you take out a service contract.

It is also possible to take out a service contract based on system usage.
Please contact your authorized local representative in this matter.

The name and address of the local representative in Russia:

Siemens Healthcare LLC
Dubininskaja street 96,
115093 Moscow, Russia

Tel.: +7 495 737 12 52
www.siemens-healthineers.ru

14. Service life.

Our medical engineering products are designed for operation under average conditions in accordance
with the Operator Manual for a useful life of 10 (ten) years. If the products are operated for longer than
this time, additional checks and possibly repairs beyond the usual maintenance procedures may be
necessary in order to ensure the functional Integrity and operating safety of these products.

Please contact Siemens about these measures early enough!

15. Warranty.

Siemens guarantees that the Equipment has no defects caused by installation and, as of the date of risk
transfer, is compliant with the approved specifications and has no defects in materials and production
within 14 (fourteen) months as of the Equipment delivery date. Warranty terms and conditions for
components made by the third parties and supplied along with the Equipment shall be detailed in the
respective Order.

Warranty period for operable Equipment components supplied to replace the defected ones shall be 6
(six) months as of their delivery date. Total warranty period for defective components repaired or installed
by Siemens shall not exceed 14 months as of the Equipment delivery date.

Defective Equipment (its part). Spare parts, high-vacuum components, other types of Products replaced
within the warranty period shall be handed over to Siemens to be further returned to the manufacturer
no later than 14 (fourteen) days as of the date of signing the documents (certificate/order form) provided
by Siemens, confirming that the respective defect was eliminated. Title to such spare part shall be
transferred to Siemens.

1G.Complaints

The complaint may be submitted only for those issues which have not been the subject of the device
acceptance procedure performed in accordance with the terms of the contract.

o6
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In case the system does not operate properly or does not perform commancll fli (iMHihtH Hi
operating manual contact manufacturer representative service center in RF.

Siemens Healthcare Limited Liability Company (Siemens Healthcare LLC)
115093, Moscow,
Dubininskaya str. 96
Phone: (495) 737-12-52;
www.siemens-healthineers.ru
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Siemens He;

This document has been printed by the manufacturer in Germany.

Siemens Healthcare GmbH

iv. CAV.
Siegfried Quinger Ali-Ihsan Can _
Head of Quality Head of Regulatory Affairs _
Business Area Advanced Therapies Business Area Advanced Therapies
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Ich, der unterzeichnende, in Berlin
(Deutschland) zugelassene und ansas-
sige Notar Dr. Peter Engel, beglaubige
hiermit die Ubereinstimmung der vorste-
henden Fotokopie mit dem mir vorlie-

genden Original.

Berlin, 27. Oktober 2021
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I, the undersigned notary public
Dr. Peter Engel, admitted and resi-
dent in Berlin (Germany), hereby
certify the conformity of the above
photocopy with the original present-

ed to me.

Berlin, 27'~ October 2021

Enb~
/ notary public
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Mepesopn c UNT.TiicKoeo n HeMeLUKOro A3blKOB Ha PYCCKNUM A3bIK

/L Tamn/: 3aBepeHHas Konus DE 11822220 7/7

«CnmeHc Xenckasa 'm6X» (Siemens Healthcare GmbH),
Henkestr. 127

91052 Erlangen,

fepmaHunsa

[lpnnoXeHne K HCTpyKuun no
akcnnyartauum ana Poccum

Annapar MOOUbHbLIN XUPYPTUYECKNIA
peHTtreHoBckumn, moaenun: ARCADIS Orbic,
ARCADIS Orbic 3D, ARCADIS Varic, ARCADIS

Avantic ¢ npuHaa1eXHOCTAMM

HacTosawunii 4LOKYMEHT AeiicTBUTEeNeH ANA CNeAyLero MeanuLuHCKoro

nspgenna: ARCADIS Orbic
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1. HaumeHoBaHWe MEANLUHCKOTO U3genus.

Annapat MOGULHBIA XUPYPruyecknin peHtreHosckuid, mogenu; ARCADIS Orbic, ARCADIS Orbic
3D, ARCADIS Varic, ARCADIS Avantic ¢ npuHag/e>XHOCTAMM.

2. WHpopmaums o npon3BOACTBE MEAULMHCKOTO U3AENNS.

.
O¢duumnanbHbIl NPOM3BOAUTEND:
O
CumeHc Xenckaa Mm6X (Siemens Healthcare GmbH) P
Henkestr. 127 P
91052 Erlangen Y
repmaHns K
MpPOM3BOACTBEHHbIE NAOL AfKN:
CumeHc Xenckaa Mm6X (Siemens Healthcare GmbH) Bi
Advanced Therapies B
Roentgenstr. 19-21 9
95478 Kemnath o
repmaHuns
s
HaumeHoBaHMe 1 agpec permoHansHOro npeacrasntens B Poccuiickoli ®epepauunu; IV
Pi
000 «CnmeHc 3apaBoOXpaHeHne» HI
115093 PoccusA, Mocksa,
yn. Ay6uHuHckas 96
Ten;+7 495 737 1252
www.siemens-healthineers.ru ml
7
3. HasHauyeHWe MeAMLMHCKOro n3genus. e\
4
3.1 HasHauyeHVe 1 NokKa3aHUA K NPUMEHEHUI0
Cuctembl ARCADIS - 3T0 MO6WJ/IbHbIE PEHTIEHOBCKME CUCTEMbI, PacCUMTaHHbIE Ha K/IMHUYECKOoe Y
NnpUMeHeHWe npu XoNaHruorpagmm, a TakkKe UCNOMb3yeMble MpPU  3HAOCKOMUYECKUX,
yponornyeckmx, o6esbonusatownx, OpTONEAUYECKUX, HEBPONOTMYECKUX,  COCYAUCTbLIX, A
Kap4uonornyeckmx W TpaBMaTtosorMyeckux npouegypax. 3TM  CUCTEMbl  NOAAEPXKUBaKOT 0
nposefeHne MeauLUHCKMX 06CnefoBaHUii ¢ NoayvyeHUeM LMKBPOBLIX U306paKeHUN, a Takxe ~bi

3D -n3o06pakeHnit (LONOMHUTENLHO).

CUCTEMY MOXHO WCMNONb30BaTb A8 Pas3/IMYHbIX CAy4aeB KAMHUYECKOW BU3yanusauyuu,
Hanpumep, ANs;

Busyanusauum Kocteii;
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Busyanusaymm cocygoB, MSATKUX TKaHEN;
Busyanusaymm MMNIaHTaTos;
Bu3yanusaumm xmpypruyeckmnx MHCTPYMEHTOB.

3.2. TpoTMBONOKa3aHUa 1 BO3MOXXHble NO60YHbIE 3NEKTDI

NMpoTmuBonokKasaHuna:

[na paHHOro MpojyKTa B HacToslee BpemMsi NPOTUBOMNOKAa3aHNA He BbisiBNEHbI. Bce ocTaTouHbIe
PUCKU [0BOAATCA [0 NOMb30BaTeNs nyTeM nNpeaynpexaeHwuii v npefocTepexeHunii B
PYKOBOZACTBE NO 3kcnayatayun. OKOHYaTeNbHOE pelleHne 06 UCNoNb30BaHWM MeAULUHCKOro
ycTpOiicTBa NPMHUMAETCSH BPA4YOM Ha OCHOBAaHWM MeAULUHCKMX 3HAHWIA U PUCKOB, CBAI3AHHbIX C
KOHKPETHbIM Cly4Yaem.

Mepen o6cnegoBaHNEM Bpad AOMKEH y6eamnThes, YTo 06cneoBaHme ABASETCS paspeLleHHbIM,
a TaKxXe NpoOBepuTb, He TPeBYHTCS NN YCUTeHHbIE Mepbl NPEAOCTOPOXKHOCTH.

BO3MOXXHble NO6GOYHbIE 3D P EKT bl :

B cnyyasx npuMeHeHWs wu3nyvawwmx wusgennin nobouHble 3PQekTsl 0T PEHTTEHOBCKUX
nccnefoBaHuii  BKAYAKT B cebdA: apuTemartos, Katapakty, Heo6patumyl a3nunauuio wu
OTCPOYEHHbIN HEKPO3 KOXW. B nutepatype paccMOTpeHbl Apyrue BO3MOXHble MOB0YHbIEe
ah(heKThl, CBA3aHHbIE C 06/1yYeHUEM NHOAENA.

MeguumHckoe o6pa3oBaHMe Bpauyeit AO/MKHO noapasymeBaTb 3HaHWE O MOBbILEHHOM pPUCKe
paka. lpW Ha3HAYeHWM [aHHOTO Tuna 06Cnef0BaHMSA Bpady [O/KEH Y4YUTbiBaTb CTEMEHb
Heo6Xx04MMOCTMN PEHTTEeHOBCKOro 06¢cneoBaHns ¢ y4eTOM yKa3aHHbIX PUCKOB.

3.3.  Ycnosua npumeHeHus:

LUunthposble peHTreHoBckue cuctembl ARCADIS Orbic - 310 MO6WUAbHbIE  CUCTEMBI,
MCNofb3yemMble B MYHKTax NepBOil NOMOLWM, B ONepauMOHHbIX, a TakXXe B Paguosiornyecknx u
3HAOCKONMYECKUX OTAENEeHUAX OO0NbHWL, KAUHWUK W NOAMKIMHWUK. Heobxogmmo cobntogatb
TpeboBaHMA NO TeXHMKe 6e30MnacHOCTU, AeCTBYOWMeE B CTpaHe, r4e NpuMeHseTca cuctema.

YCnoBusi oKpyxarouei cpegbl Npu akcnayatauum:

[wnana3oH Temneparyp o1 +15 "C go +35 “C
OTHOCUTE/IbHAA BNAXHOCTb oT 15% po 75% (6e3 KoHAeHcauuw)
BapomeTpuyeckoe faBreHue ot 700 rfa go 1060 rfMa
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3.4. 0630p cucteMbl

ARCADIS Orbic coctont 13 C-06pa3Hoii AyrM 1 MOHUTOPHOW CTOIKM

(1) C-obpasHas pgyra c ycunutenem usobpaxeHuid 23 cM U OAHOGMOKYCMOIN Tpy6KOWA ¢

()M "wu T s cTolika c KnaBmatypoii, Mbl.bto, USB-nmopTom, ABymMs Bpag.atworaumucs TFT-
ancnneamu, npusogom DVD n namaAtbio Ha 60 000 nsobpaxeHum
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C-o6pasHas gyra

(1) 9neKkTpOoHHbIA 610K ARCADIS

(2) NaHenb ynpaBneHUs 1 MHANKauuMu

(3) NogbemHas KONOHHa

(4) Topn30oHTaNbHbIA ONOPHbI KPOHLWTENH
()
®)
()

7) MOHOG6/104HbI TeHepaTop ¢ 6/I0KOM PEHTTEeHOBCKOM TPY6BKM 1 BCTPOEHHBIM KONIMMATOPOM

C-o6pasHasa gyra
Yeunutenb PeHTreHOBCKUX U306paXKeHNn co BCTPOEHHOI TeNeBU3NOHHON KaMepoil
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(1) vHgukatop 3”nBatb Ha 180"

"AT HIT nl crapgos.? ...pOICTBa, KNaBmaTvpoii 1
(3) naHenb ynpaeneHusacn o T/

rsrnro””X-nrcO /0 V O, KpatkoTO pyKOBOACTBA U T.4,

S Tyw -TTTH A .1 .1 ycTpoiicTBaMu 415 Kabeneli

(o\ Wtatme MOHNTOPOB [raTe
JOonofHNTENbHO; JN™Movatens ARCADIS Orbic 3afHell cTOpoHe

JononHutensHo: MNMoaknioye
MOHUTOPHOWNCTONKN

(10) notok He3aBUCUMOro UCTOYHMKA NuTaHms (M
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4. Knaccupurkauna meguumMHCKOro nsgenns:
4.1.  Tun MeAWLMHCKOTo U3genns B COOTBETCTBUMN C HOMEHKNATYpoi Knaccuukauuu:

Knaccudmkaymsa B cOOTBETCTBUK C MpunoxeHmem IX LUpekTUBbI 0 MEAULUHCKNX U3LENNAX
(MDD)

Knacc 26

Knaccugpmkaumsa B cooTBeTcTBUM ¢ HOMEHKNATYpHOI Knaccudukaumein Po:
113880

4.2. Knacc meguumHckoro nsgenus s coorsetctsum ¢ IEC 60601-1:

4 3awmta 0T MOpaXKeHWa 3NeKTPUYEeCKUM TOKOM: KnacC 1, He siBnseTcs pabouyeil yacTbio B
coOTBeTCTBUM cO cTaHgaptom IEC 60601-1

Pabounit pexxum: NMpoaomKNTENbHbIN
4.3. Tvn KOHTaKTa C TeJIOM YesioBeKa:

MepuunHcKoe n3genve He ABNAETCA CTepUbHLIM W npefHa3HayeHO A1 MHOTOKpaTHOro
NMPUMEHEHUA.

MoBepPXHOCTU U3aeNnns, KOTopble MOTYT BCTyMaTh B KOHTAKT C NauMeHTaMu, NPOLUN OLEHKY.
Mx 6uonornyeckas COBMECTUMOCTb MNOATBEPXAEHA B COOTBETCTBMU CO cTaHgapTom SO
10993:2009.

4.4, Knaccuukaymnsa IPXX

Cucrema IPX0 - 3auwimTta oTcyTCTBYET
CTaHAapTHbIA nefanbHbIR IPX8 - 3awuTa OT NOrpy>KeHus
nepek/yaTensb Ha rnyo6uHy cBbie 1 m
MHOTothyHKLUNOHaNbHbIN IPX8 - 3awmTa OT NorpyxxeHus
nefanbHbll Nnepekyartesb Ha rnyouHy cebiwe 1 m
Py4YHOW nepekntoyatesnb IP54 - 3aliuTa OT NblIw,

3awmTa ot 6pbI3r BOAbI

4.5.  JlasepHblli yKasaTesb

BcTpoeHHOe yCTpOICcTBO Na3epHOro HaeegeHus YPU:
Knacc nasepHoro nsnyyeHuns: 1M (B cootsetcteum ¢ IEC 60825-1:2007).

MOH06/104HO€ YCTPOICTBO Na3epHOro HaBEAEHMS:
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C 2 B cooTBeTcTBUM ¢ IEC 60825-1:2007,

Knacc nas3epHoro n3nyyeHunsd: Knac

Na3epHblil yKasaTenb ropu3oHTaNbHOIO

, »C 60825-1:2007.

Knacc la3epHOro M3nyHeHus.knacc 2 B

4.6.

Knacc 6e30nacHocTu

RINT: llzcneHeHMﬂ MG,CWILI,MHCKOFO

.J™Nacc B

COOTBETCTBMU CO CTaHAaPTOM 1ec 62804.

Bepcus [10: VC10A
paTta sbinycka MNO: nionb 2008 .

4.7. Knacc omacHoCTM OTX0408B

Knacc A.
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5. TexHuWuyeckne AaHHble: CneundpmrKaLmm n xapakTepucTuki.

5.1. Pasmepsbl cuctembl (CMm)

i190"

215(84 6»

134,5-53)

(I

MpefensHO JONYCTUMOE OTK/IOHEHUE TEXHUYECKUX XapaKTepUCTUK Ha YyepTeXkax CoCTaBfisieT He
6onee + b%, ecnn He YKa3aHO UHOe.

5.2. TexHu4yeckue faHHble
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ecnn HO yK3a33HO MHOe.

obuwne gaHHble

HoMWHa/bHbIA PeXUM
paboTbl

BHyTpeHHee
COMpPOTUB/IEHNE CETU

MoTpebnsemas MOLLHOCTb

Bec OCHOBHbIX KOMMNOHEHTOB

Cuctema C-o6pasHoi gyru, npuoén.

3HayeHns ToKa/HanpsXeHus

HanpsbkeHune (B nepem. TOKa)
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A3riirev.aH O SA

rnr*enune« »0 B/240 Bycranasnusats pacyenutens
MaKCUMaNnbHOTo ToKa (cpaGaTbiBaloW Uit 4NA 3al,UTbl

BblK/toyaTtenb) Ha 16 A/c xapakTepucTukoi C.

Xa0aKTepucTKy NpeaoxpaHuTeneid, cnonb3yemblx 4
[PYrX HanpshKeHWit ceTei NmTaHms,

m— YoR4"TT A%P b B lgnem.Toka

C’\TBeTCTByeT HOMI/IHaI'IbHOMy 3HAa4YeHUIK NNnaBKOro
I'Ipp,qOXpaHVITéll-ﬁ Ng B§8ﬁﬂ% TRKIRE 2IVTaHMA CreTemb
LwTwo;;r*”;ri00”27B .epem, Toka

Ri <0,8 OM npu 200 - 240 B nepeM .Jn
Makc. 2,5 KBA

KpaTkoBpemeHHoe
notpe6neHne Toka (A)

10
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FeHepaTop

NmnynbcHas
PEHTreHoCKonus

PeHTtreHockonus

Lndposas
peHTreHorpagus

Jonycku

Makc, MOLHOCTb
reHeparopa
lNorpelLHOCTL BbIXOda
n3nyyeHnsa gna DR
NorpeLlHocTb cUCTEMBI
aBTOMaTNYECKOro
ynpasfeHns [030i
061y4eHus

MwH. WwWupuHa umnynsca 7 MUH

YacTtota umnynbcoB 15 k/c / 23 mA

Makc, nmnynbCcHas BbIXO4HAA MOLUHOCTb 2,3 KBT

O140 kB po 110 kB/o1 0,2 MA pgo 15,2 MA (makc. 1000 Br)
Makc. 8,3 MA/66 kB

Makc. 15,5 MA/69 kB (B yaapHOM pexxume Makc. 15 cek)
Makc. 110 kB/5 mA

Makc. 110 kB/9 MA (B yoapHOM pexkume makc. 15 cek)
OT140 kB po 110 kB/oT 0,2 MA o 23 mA (makc. 1000 Br)
Makc. 14,3 mA/70 kB

Makc. 110 kB/9,1 MA

KB £10% (n3mepsieTcs CNeKTPOMETPUYECKUM KB METOA0M)
MA £8% 0,1 MA (M3MepseTCs B BbICOKOBO/MLTHOI LiEN nocne
BbINPAMUTENS)

Bpemsi peHTreHockonum 1 uudpa (6 ¢) 5%

1 kBT (100 kB/9,9 mA) DR

1 kBT (70 kB/14,3 mA) CFC

KoahpmumeHT nameHenms < 0,05

+20%

BNOK peHTreHOBCKOW Tpy6Ku'

MOHOOBM0YHBI
BbICOKOUACTOTHbII
reHeparop SIREPHOS
CobcTBEHHanA
(hunbTpaLms
PeHTreHoBckas Tpybka

YactoTa npeobpasosatens 15 kI - 26 k'y,

3 MM Al (anntoMrHMEBOT0) 3KBMBasieHTa + 0,1 Mm Cu

HenoaBWXHBIA aHOA; HOMWUHabHbIA pa3Mep HOKyCHOro nsTHa 0,6 Mm

(ocb M3NyueHUsi) pacnonarancs Bcerga NeprneHAUKysSpHO NIOCKOCTU YCUIUTENS U306PaXeHUIA.

MakcuManbHas BbIXO4Has MOLLHOCTb U (DOKYCMPOBKA B paboumx pexxumax

HanpsbkeHue Tpyoku
Tok TpybKu
MpoAo/mHKMUTENbHOCTb
aKcnosmuyun
IMMynbCHLIA BbIXOA,
CpefHast MOLHOCTb

CFC/suB/ PFC (> 2 k/c) DR (k=1) DR (k>I)
ROADMAP/PFC

(< 2 K/c)

40-110 kB 40-110 kB 40-110 kB 40-110 kB
0,2-15,2 MA 1- 23 mA 1- 23 mA 0,2-14,3 MA
HeT 7- 24 mc 7-42 mc HeT

HeT Makc. 2,3 KBT makc. 1,8 kBT HeT

mMakc. 550 Bt Makc. 550 Br HeT HeT

Makc. 1000 Bt Makc. 1000 Br
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ana CFC n PFC ana PFC
BbICOKas BbICOKas
KOHTPaCTHOCTb KOHTPAacTHOCTb
C-obpasHan gyra
Op6uTanbHoe ABMXEHNE 190° (£ 95°)
C-o6pasHoli ayru
HlaxnoH C-06pasHoii oyru +190°
FOpU30OHTa/IbHOE ABMKEHME 20 om
C-o6pasHolii ayru o
Fny6uHa norpyxeHus 73 cm \
C-obpasHoii gyru
[Jmnana3oH BpaLleHus +10°
C-06pasHoii gyru
BepTuKaNbHOE [BIKEHNE 40 cm, MOTOpU30BaHHOE
C-06pasHoii ayru
SID 98 cm
PacctosiHne 78 cMm

NCTOYHUK-N306paKeHne
PacwupeHue gna pexunma 3D

MnnBon oT MOTOOA :

Op6uTanbHOe ABMXKEHME C NPUBOAOM OT T90” A8 PEKOHCTPYKLWN M30TPOMHBIX HAaOOPOB BY-
moTopa [laHHBIX B PEXUME PeasibHOro BpeMeHH
Bpems BpalleHus 30 cek npw ckopoct 50

n306paXKeHNii/cKaHMpoBaHmne

60 cek npu ckopoctu 100
n306paXkeHnii/ckaHMpoBaHne

Yennutenb n3obpaxxeHuii

SIRECON 23-2 BHyTp. 1 HomuHanbHbI grametp 23 cMm (9")
ThIC.

MepeknioueHue mexay 23 cM/15 cm (9"/6")

thopmatamu

Pasmep BxogHoro nons 21,5 ¢cm

yeunurens

N306pakKeHNit

MoporoBasi KBaHTOBast > 61% cornacHo IEC 61262
ApdekTmeHOCTb (DQE)

OTcenBatolas peleTka Ha BXOAE YCUANTENS N306paKeH Ui
Kpyrnas pelueTka 17/70 fol0O

KoatpuumeHt m=15
0ocnabneHnst CUCTeMbI

12
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Cuctema Konnumartopa

cuctema Wpucosas auadparma s KOHUEHTPUYECKON KONIMMaLm 1
Konnmaropa nonynpo3payHas Lenesas avadparMa Aas Konmmalnm ¢ HeorpaHUYeHHbIM
BpaLLEeHVeM

KoMNOHEHTbI (hOpMUpPOBaHUA N306paXKeH Wi

Kamepa ¢ CCD matpuueit 1024 () X 1024 (B)
CuctemMa OPMUPOBAHNA OYHKUMM, HanpUMep, BpaLleHWe LMPPOBbIX N306pakeHnid +360°
n306paxeHnin Aspia

MOHUTOPbI

LiseTHble TFT gucnnen PaspelatoLasn cnocobHocTb 1280 x 1024 (nukceneid)
[AunaroHanb skpaHa 48 cm (19"

ApKocTb Tunosoe 3HayeHve 180 ka/m”~/makc. 250 ko/m*

U/6 npefcTaBneHue Paspewatowas cnocobHocts 1280 x 1024 (nukceneid)
[lnaroHansb skpaHa 48 cm (19)

ApKocTb Tunosoe 3HaveHue 400 ka/m™/makc. 600 ko/m™

Kamepa gna namepeHus go3sbl usnyvyeHus (uameputens DAP)

TexHonorus VoHusaumoHHaa Kamepa

AKTMBHas! 30Ha Avametp 90 mm, nnowaab 63,2 cm
Paspeluatolas 0,01 MKIp-mM7c 3KBUBASIEHTHO Clp-CM7C
crnocobHocTb DAP

MakcrManbHas 3000,00 MKI'p-m7C 3KBMBANIEHTHO clp-cM7C
n3mepumas DAP

MorpeLHocTb < 1% npy NOCTOSIHHOM AaBNeHUM ¥ Temnepatype
N3MepeHNiA

OHepreTNyeckuii 40 - 125 kB +6%

[imanasoH

IKBUBANEHT 3aTyXaHWs < 0,5 Mm Al-3KBMBasIEHTA

(cobcTBEHHAS hrabTPaLMA)

NnHeiHoCTL He meHee +2%

WHTEHCUBHOCTU [03bl

BbICTpOTa MONYy4YeHns Uepes 10 ceKyHA, Nnoc/ie BKYEHUA NUTaHNS
N3MepeHuii

lNorpeLluHocTb < 25%

npeAacTaBneHns fo3bl/

OTK/IOHEHME NOKa3blBaeMoli

[03bl Ha nNnowaap

MOBEPXHOCTU OT U3MEPEHHOA

Ycnosus akcnnyaraumm [nanasoH Temnepatyp: ot +10 °C go +70 °C
OTHOCMTENbHAsA BNAXHOCTb: OT 15% A0 75% (6e3 KoHAeHcaumm)
bapomeTpuyeckoe gasneHune: ot 700 rfa go 1060 rMa

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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BcTpoeHHOe ycTpOIicTBO 1a3epHOro HasegeHunsa YPU

Knacc nasepa

Tvn nasepa

[nnHa BOMHbI

Liget

A(peKTMBHaA MOLLHOCTb

1M (IEC 60825-1:2014)

MonynpoBOAHMKOBBIV Nnasep (nasepHbIil AvoL)
635 Hwm

KpacHblii

<0,2 mMBT

MOHO06/104YHOE YCTPOIACTBO NAa3€PHOT0 HaBeeHus

Knacc nasepa

Tvn nasepa

[nnHa BOSMHbI

Liget

BbIxogHad MOLLHOCTb

2 (IEC 60825-1:2014)

MonynpoBOAHMKOBSIA nasep (nasepHblii anon)
655 HM

Buaumblii KpacHbIii

<1 mBt

Jla3epHblil yKazaTeslb FOPM30OHTaNIbHOTO YPOBHS

Knacc nasepa

OnTuyeckas HacTpolika

yron nyuka

[NnHa BOMHbI

BbixogHas MOLHOCTb MOAYNA
HanpspkeHve nutaHus
MoTpebnsemsblii TOK

Tun 6atapeu

CpoK cny6bl

ABT. OrpaHu4eHne BpeMeHu
Martepuan kopnyca

Bec

[nanasoH Temneparyp

CraHOapTHbIV NefanbHbIi Nepeknoyaresbs

Pasmepbl
Bec
[nuHa kabensa (ecivm NPUMeEHNMO)

Knacc 2 B cootBetcTBun ¢ IEC 60825-1:2014
JNInHeliHas reHepupytoLLlas ONTUYecKas cucTeMa
20%- 25

540 - 700 HMm

0,5 mBt

Pa6ota ot 1,5 B 6atapen (4 6atapen R6 (AA))
80 MA

1 Kpyrnblii anemeHT Rb (AA)

UM OCHOBHbIE anemMeHTbl R6/LR6 (1,5 B), nm
6atapen NiCd nam NiMH

MwuHMMYM 20 YacoB HenpepbIBHO Pa6oThl

1 MuH (TvnoBoe)
ANIOMUHWIA
Ok. 1,6 kr

[0 37,5 “C

213 MM x 110 MM x 39 MM
1,5 kr
45m

MHoOroyHKLMOHaNbHbIA NefJanbHbliA NepeknoyaTens

Pa3mepsl
Bec

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

378 MM x 194 MM x 47 MM
45 kr
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[nvHa kabens (eciy NPUMEHUMO) 45m

BligeocnnautTep DVI

BbIxoab! 2 HECEKLMOHMPOBaHHbIX (OfHOKaHa/IbHbIX)

nHTepeiica DVI-D; rHe3noBble pasbemsl; A0 1920 x
1200 npwv 60 'y nm 1080 p
Micnonb3yemble gucrnen Uim MOHUTOPb! AOSKHbI
ObITb COBMECTMMbI CO CTaHAapTOM SXGA 1280 x
1024 npw 60 T,
be3 rasibBaHNYeCKOro pasfeneHus, cnefosaresibHo,
NoAKMOUYEHHbIE MOHUTOPbLI AO/KHBLI OTBEYATb

4 TpeboBaHmsam |EC 60601-1-1

Ycnosusa akcnayatauum

Bugeocnnuitep B pexxnmMme peasibHOro BpemMeHwu

Bbixoabl Bbixog, 4nd NOAKNOUYEHUSA K BHELLHEMY MOHUTOPY
KOHTPOJIbHOTO M306paXKeHNa/MOHNTOPY B pexxnmve
peaslbHOro BpeMeHW. Peann3oBaHO Kak
pas3BeTBUTENb A4/ NOAK/MUEHUA K 15-KOHTaKTHOMY
pasbemy VGA

Mcnonb3yemble gucninen uanm MOHUTOPbI AO/MKHbI
ObITb COBMECTMMbI CO CTaHZapTOM SXGA 1280 x
1024 npwn 60 T,

be3 ranbBaHNYecKoro pasfeneHuvs, cnefoBaresbHo,
MOAK/MOUYEHHbIE MOHUTOPbI AO/IXKHbI 0TBEYATb
TpebosaHuam |IEC 60601-1-1

Ycnosua akcnnyatauun

Ped. BugeocninTTep

Bbixogp! BbIxoZ 4ns NOAK/MOYEHNS K BHELLHEMY MOHUTOPY
KOHTPO/IbHOTO M306paXeHus / MOHUTOPY B pexume
peasibHOrO BpeMeHW. Peasin3oBaHO Kak
pasBeTBUTENb A9 MOAKNHOUYEHMA K 15-KOHTaKTHOMY
pasbemy VGA

Micnonb3yemble Avcnnen wiv MOHUTOPbI AO/MKHbI
ObITb COBMECTMMbI CO CTaHAapTOM SXGA 1280 x
1024 npw 60 .

be3 ranbBaHWYECKOro pasfeneHuns, cnefoBaTesibHo,
MOAKNHOUYEHHbIE MOHUTOPbI LOMXHbI 0TBEYaTb
TpeboBaHusam [EC 60601-1-1

Ycnosua skcnnyartauum

15

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



SIEMENS
Healthineers "¢

NpuHTepbl
Npunrep Sony upP-971 Npunuvep Sony uP-991
Hanpaxenwe, B 100 - 240 B nepem. TOKa 100 - 240 B nepem. TOKa
60T
YacvoTa, f'u 50/60 'y 50/ :A
Tox 29-12A 29-1,
Tun nevaTh Tepmorpapmnueckan bymara Tepmorpaguueckan Gymara
PaspeweHne 325 TOuEeK Ha AIOAM 325 Tovex Ha AIOAM
Fpagauwa ceporo O6pabotka 256 6wt O6paborka 256 6mT
Uset YepHoii YepHbii
210 mm
Paamep Bymaru 210 mm —
Pasmepbl, MM 316 x 132,5 x 265 Mm 316x132,5x
Bec, kr AU 7 &t
3eyK0Ban CHCTEMA EMotion
Wnrepdeirc MIDI EMotion {exop Aux) u.l'reuep:; :M
38yKOBOH ANANA3OH HACTOT 20 - 20. 1}
Kauent WLAN RoW NG
NepeAaya AaRHLIX

CKOpOCTb Nepefjayn AaHHbIX MO NPOTOKONY

N3nyvyaemasa MOLLHOCTb

MNoanepXuBaeMble cTaHAapThl GECNPOBOAHOIA

CBA3N

MopgpepxunBaemble cTaHAapThl And

aneKTponuntaHnA4A

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

BASE-T makc. 100 Mdut/c

TMnnyHas: 100 mBT, makc. 200 mMBT

|EEE 802.11a
IEEE 802.11b
IEEE 802.11e
IEEE 802.11g
IEEE802.11h
IEEE 802.11i
IEEE 802.1111

(anekTponutaHue yepes Ethernetj

[EEE 802.3at tTmn 1 (802.3af) n 802.3at TMn 2
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6. TlpumMeyaHUs OTHOCUTENbHO 31EKTPOMAarHUTHOM coBMecTumoctn (IMC)

MeanumHckoe

3neKkTpoobopyaoBaHne

TpebyeT

NPUHATUA

0COObIX Mep NpPenoCTOPOXHOCTH,

Kacarolmxcss AMC. 3T cUCTeMbl AO/MKHbI MOHTUPOBATLCS W 9KCM/yaTMPOBaThCsl B COOTBETCTBUM C
nHopmMaumeii no IMC, cogepxalleiics B npunaraemoit JOKyMeHTaLuu.

MopTaTvBHbIE M MOGU/bHLIE CPEACTBA PaAMOCBSA3M MOrYT OKasblBaTb BO3AECTBME HA MeMLMHCKOE

3NeKTPoo6opya0BaHME.
6.1.

O6u_w|e yYKasaHna n 3afaBieHne U3rotoBuTesia - 3/IEKTPOMardHnMTHoe n3nyyeHune

9Ta cucTeMa npedHasHadyeHa [Afs WCMO/b30BaHUS B 3/IEKTPOMArHWTHOW Cpefe, Kak yKasaHO HUWXKe.

MNokynatens wm
MCMO/b30BaOCh B TAKOM cpefe.

MpoBepKa Ha M3nyyeHue

PY n3nyyeHue B cooTBeTcTBMM [pynna 1
cCISPR 11

PY n3nyueHvie B cootsetcteum Knacc A
cCISPR 11

FapMOoHMYecKne nsnyyeHns B
cootBeTcTBMMK ¢ IEC 61000-3-2

nosib3oBatesnib  CUCTEMbI

CoBMECTMMOCTb

He npumeHsaetca

JIO/KEH

cneantb  3a TEM,

yTo6bl 06OPYAOBaHUE

JNeKTPOMArHUTHAN cpeaa - UHCTPYKL NS

Cuctema mcnosib3yeT PY 3Hepruio To1bKO 415 BHYTPEHHEro
(yHKUMOHMPOBaHMA. Moatomy PY nsnyyeHune npenensHo
Masno W He BbI3blBaeT Kakux-nm6o nomex B pabote
HaxofALLeroca paAoM 3/1eKTPOHHOro 060pyA0BaHuA.

PekomeHpyeTtcs ncnpasutb, cornacHo NOCT P M3K 60601-1-
2-2014, npunoxeHue C.

«Cucrtema npuroaHa ana npuMeHeHuns B NOObLIX MecTax
pasMeLleHus, BKIKYaa Xuble goma u 34aHus,
HenocpesCcTBEHHO MOAK/HYEHHbIE K pacnpeaennTenibHol

3M1EKTPNYECKON CETU, NUTAIOWEN XW/ble LoOMax.

JTa cuctema npeactasaseT coboi npodeccnoHanbHy

YCTaHOBKY C 00Leli HOMUHaNLHOWN noTpe6nsaemoi
MOLLHOCTbI0 6onee 1 kBT. 3T1a HOMMHANbHAA MOLLHOCTb
He VMeeT NpefesibHbIX 3HaYeHNA.

Kone6aHnua HanpsxeHus/ Cootsercteyet

nyfbcaunn B COOTBETCTBUN YKa3aHHbIM

¢ 1EC 61000-3-3 CTaHgapTam

o 6L|J,Vle yKasaHuUda W s3adaB/lieHNe N3rOToBunTend - 3a1eKTpOMarimtHasa yCTOVIHMBOCTb

Jra cuctemMa npefHasHayeHa ana 1cnosb3oBaHus BSﬂGKTpOMaI'HMTHOI‘/JI cpene, Kak ykasaHO HUXKe.
MNokynaresib UIN NOMb30BaTESIb CUCTEMbI JO/PKEH CNEANTL 3a TEM, 4TOObI o6opyp,OBaHme

ncnonb3oBanuck a latu

McnbiTaHnsa Ha YpoBeHb TeCTa MO
nomexosaumueHHocts 1EC 60601

AnekTpocTaTnyecKunin + 6 KB pa3psag npu
pa3psg (ESD) KOHTaKTe

B COOTBETCTBUMU C + 8 kB paspsag

IEC 61000-4-2 B BO34yX

Bcnneckn/oQuHOYHbIE
anekTpuyeckue
UMMYbChI

B cooTBeTcTBUM C IEC

+ 2 kB ans nuHnin
nuTaHus

+ 1 kB gns nuHwnii
BXoAa/Bbixoaa

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

YpoBeHb
COBMECTUMOCTH

* 6 KB paspag npu
KOHTaKTe

+ 8 KB paspsg

B BO3yX

+ 2 KB ans nuHuia
nuTaHms

+ 1 kB onsa nuHui
Bxofa/Bblxofa

dneKTpomMarHuTHas cpega -
WHCTPYKLNS

Mon fonkeH 6bITb AepPEBSHHbIM,
GETOHHBLIM UNW MOKPbLIT KEPamMU4ecKo
NAUTKOW. ECnnM Non NOKPbIT CUHTETUYECKUM
Matepuanom, OTHOCUTe/IbHasA BNaXHOCTb
BO3/yXa A0/MKHA ObITb He MeHee 30%.

KauecTBo anekTponuTaHua 4OMKHO ObITb
CTaHAapPTHbIM ANsi OQUCHOTO UAn
60/TbHUYHOTO UCMOJIb30BAHMS.
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61000-4-4

Mmnynbc HanpskeHus

B cooTBeTCTBUYU C (EC
61000-4-5

KpaTkoBpeMeHHble
NOHMXKXEHUNSA
HanpsXKeHus,
KpaTKue nepepblBbl
n KonebaHus
HanpsxeHus

B JIMHUSX NUTaHUS
B COOTBETCTBUM

¢ IEC 61000-4-11

KpaTkoBpeMeHHble
MOHMXeHUs
HanpsKeHus,
KpaTKue nepepbiBbl
n KonebaHms
HanpsykeHuA

B IMHUAX NUTaHUSA
B COOTBETCTBMM

¢ IEC 61000-4-11

MarHutHoe nosne

C yacToTOi nuTaroLein

cetn (50/60 T'y) B
cooTBeTcTBUNK C IEC
61000-4-8

Healthineers =

+ 1 KB HanpsXeHNe  + 1 kB HanpshKeHue
AndhepeHUNanbHoro nuhdepeHLMansHOro

pexunma pexuma
+ 2 KB cMH(A3HOE 2 kB cuH(asHoe
HanpsykeHune HanpshxeHue

0, *
<5% Ut He TecTnpoBaHo

(>95% cnag ot UJ) B
TeyeHue 0,5 umkna

40% Uj

(60% cnag vT) B

TeyeHne 5 UMKIOB

70% Uj

(30% cnag LIT) B

TeyeHue

25 umknos

<5% LT < 5% Uj

>95% cnaj o1 UJ) B [>95% cnag ot UT) B
TeYeHue 5 CeKYHA  TeueHue 5 ceKyHS

3A/m 3A/M

KauyecTBo 3/1€KTPONUTAHNS [OMIKHO
ObITb CTAHAAPTHLIM A/151 O(UCHOO
U 60bHUYHOTO UCMOJb30BAHMS.

MockonbKy NOTpe6/eHne MOLHOCTH
aToro m3genusa > 1 BA, Takue
UCNbITAHUA He TPebytoTcs.

KauecTBO aneKkTponutaHms fOMKHO ObiTb
CTaHAapTHbIM A3 0PUCHOTo KK
60/IbHNYHOrO MCMONb30BaHUs. Ecn
Nofib30BaTeNt cucTeMbl TpebyeTcs
HenpepbiBHas paboTa BO BPeMsi 0TKa30B
3/1eKTPONUTAHUSA, PEKOMEHAYeTCA nuTaHne
CUCTEMbI OCYLLECTBMIATL OT UCTOUHMKA
6ecrnepeboiHOro NUTaHus.

MarHuTHble NoNs ¢ 4acTOTOW nuTaroLel
:eTW AO/DKHbI UMETb YPOBHMW, TUMUYHbIE ANA
MCNOMb30BaHNA B ohucax 1 601bHULAX.

3amMevyaHue. U'T- 3TO NepemMeHHOoe Hanps>KeHne NMHNKn SﬂeKTpOCHaﬁ)KEHVIﬂ A0 NpuMeHeHNd TeCToBOro ypoBHA

6.1-1. OﬁLLlI/Ie yKas3aHuna mn saaBqiedHne marotosnTtens

ANNEKTPOMATHWNTHbIX MOMEX

- yCTOI‘;lLIVleTb KBO3AeI7ICTBI/I}O

J1a cucTemMa npegHasHadyeHa 4s1g Ucnosib30BaHUs B3J'IeKTpOMaFHI/ITHOVI cpege, KakK yKadaHO HWXE.
MNokynatesnib UK Nofib3oBaTe/b CUCTEMbI AO/MKEH CneauTh 3a TeM, 4TOObI 060pyp,OBaHV|e
MCMNOMb30BasIoCh B TaKOW cpene.

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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WcnbiTaHus Ha YpOBeHb TecTa no YPOBEHb 3neKTpOMarHuTHas cpefa © MHCTPYKLus
nomexo3sawmuieHHoctb IEC 60601 COBMECTUMOCTH

lMepeHocHble cpeacTBa PY cBA3M He [0XKHbI
MCnonb3oBaThCa GMKE K M0OONA YacTh CUCTEMBI,
BK/lOYas kabenu, yem peKOMeHAO0BaHHOe

paccTosiHWe, paccyMTaHHoe no Gopmyne Ha
1 OCHOBaHWM YacTOTbl NepejaTymka.
PeKOME'H,CI,OBaHHOE yoaneHmne
Hj‘l

HaBefeHHble PY 3 Bcpeameksagpatny 3 BiCpearexsagpatiy d= |,2Vp

nomexu o1 150 Kl
COOTBETCTBUU [0 80 Mry
IEC 61000-4-6

M3nyyeHHble PY 3 B/m 3 B/m d=1,2\P gna 80 Ml - 800 MIy

nomexu oT 80 MTy d=2,3Vp ans 800 My - 2,5 My
COOTBETCTBUM £o 2,5y,
IEC 61000-4-3 Fae: P - MakKc, BbIXOA4Has MOWHOCTb NepeAaTymka

B BatTax (BT) cornacHo nHgpopmaummn
N3roToBUTENS, @ d - PEKOMEHA0BaHHOe yaneHune
B meTpax (Mm).

Hanps>xeHHOCTb NOASA, U31y4aemMoro
cTalyMoHapHbIMK paguonepegaTinkamu,
onpejefieHHas COOTBETCTBYOWMMU CryK6amMu
MHCNEKLUWN CBA3NY, AO/KHA 6biTb MEHbLUE
MacnopTHOTO YPOBHA B KaXX[0M HacTOTHOM
AnanasoHe.

Momexu MoryT BO3HUKatb B6113n 060pyA0BaHNS,
0603Ha4YeHHOro cnefyumnm CUMBOOM:

(e

3ameyaHue 1: Mpu 3HavyeHnax 80 MIy n 800 MI'y npumeHsAOTCA 601€ee BbICOKOYACTOTHbIE AMaNa30oHbl.

3ameuvaHue 2: 3TU PyKOBOAALME YKa3aHMA NPUMeEHWMbl He BO BCEX CUTyaLusx. Ha pacnpocTpaHeHue
3M1EKTPOMArHUTHOTO MOAS OKa3blBalOT BANUSHME NOTNOLEHNE U OTPAXKeHWEe OT KOHCTPYKLMA, 06BEKTOB W Nl0AeiA.

AHanpsi)XeHHOCTb Mo QUKCUPOBAHHBIX NepefaTinkos, HanpumMmep, 6a30BbIX CTaHUNI pagnoTenetoHoOB
(MOBUNbHBIX),

MOGUNbHLIX pagnoCTaHUNiA, NIOBUTENLCKUX paguocTaHyuii, cuctembl AM- n UM-paanoBeLlaHnsa 1 TeneBeLaHms,
He MOXeT BbITb TEOPETMYECKM TOYHO NpeAacka3aHa. [ns nccnefoBaHna 3N1eKTPOMarHUTHOM cpefbl B CBA3M CO
cTalMoHapHbIMK paguonepeaaTynkamm Heo6Xx04MMO BbIMONHWUTL 3NEKTPOMArHUTHbIA KOHTPO/b.

Ecnn HanpsH>XeHHOCTb NOMA B TOYKE, B KOTOPOW Mcnonb3yetca 060pyf0BaHue Uan cMcTema, npesbiwaeTt
yKa3aHHblI

Bbille YpoBeHb PY cooTBeTCTBMA, HEOOXOAMMO CNeAnTb 3a HOPMasbHOW paboTolt 060pyL0BaHUS UM CUCTEMBI. B
cnyyae

NOABMEHNSA aHOMasbHbIX Paboynx XxapakTepucTUK MOryT noTpe6oBaTbCs fONONHNUTENbHbIE MEPBI (Hanpumep,
nepeopueHTaUuns UM nepemMelleHne cucTeMbl).

b. ByactoTHOM gmnanasoHe o7 150 kl'y 4o 80 MIY HanpsHXKEHHOCTb NONSA A0/MKHA ObiTb MeHbWwe 3 B/M.

19
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6.1.2. PEKOMEHZOBAHHbIE YAANEHUA MEXAY MEPEHOCHbIMU/MOBW/IbHBIMIA CPEACTBAMU P4
CBSA3U 1 CUCTEMOW

WPYIOTCA
Cuctema npeaHazHaYena AnA MCNOABIOBAHUA B INEKTPOMAFHUTHOA cpeae;‘s uo;:ep:::::'rpon Py
uanyuaemoie P4 nomexn. MOKYNaTeNL UAW NONB30BATEND CUCTEMB! MOKET z:e D cpeacToams
INEKTPOMATHWUTHDIE MOMEXH, 06710428 MHHUMaNbHOE PACCTOARKE Memay e e sooaol
PU-caA3IN (nepenawnnauu) ¥ CHCTEMON, PENOMEHA0BAHHOS HIDKE, COrNACHO

m:u::enm B Yaanenue, COOTBTCTBYIONIEE YACTOTS nepeaaTunka (m]
MAKCHMARDHEA BLIXOAHIN
m— e 150 kM1 A0 80 MMud = | ot 80 MFy a0 800 Mfud | ot 800 My a0 2,5 frud=
" 1,2VP =1,2vP 2,3V
0,01 0,12 0,12 0,23
01 0,38 0,38 0,73
1 1,2 1,2 23
10 38 33 73
100 12 12 23

enne d
finA nepeaaTyNKos C A3KCUMANGEHOM BLIXOAHOR MOWHOCTEIO, HE YK23aHHOM aume.npeueomeu:::a::: \;{an
B Metpax (m) moweT GuiTh OnpeAeneHo NO yPasHeHNo, NPUMEHREMOMY K YacToTe aep :awmm;mem
MAKCUMBILHIA BHIXOAHAR MOWMHOLTL NePepaTYMKS 8 BaTTaxX (BY) cornacHo wHGOPMIUM
nepeaaTinKa. :
B:pm;anue 1:Npw anauenunx 80 ML v 800 ML NPUMEHAIOTCA Gonee BHICOKOHACTOTHBIC ANANA30HH

amen ue
3 aHwe 2: DM pykoBogawme yHa3aHKA NPUMEHNMbI He B8O BCexX CUTYaUWAX., Ha pact;p:;r:::;: ool
3nenrpomam;1moro NONA OKA3HLIBAICT BAKAKNE noraouienue u OTpAEHKE oY KOHCTPYKUMA,

7. Cxema NpPOV3BOACTBEHHOWN MIMHUN.

MpeaBapuTensbHas cbopka nsgenus

CocTaBneHue nLeH3nii
MoAroToBKa MaoKMOOBOYHbIX 3TUKETOK CAEMbI

20
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WcnbiTaHue cuctemsl ATONBKO AN PEHTTEHOBCKMX CUCTEM
3anyck cucTembl (HacTpoiika)

YctaHoBka MO

YcTaHOBKa NMLEeH3Ui

HacTpoiika n 3anyck cucTembl

HacTtpolika KOMNOHEHTOB

HacTpoiika 1 npoBepka ABWXEHW cucTeMbl (Hanp. CTOikK, cTona, ...)*
MoprotoBka Tpybkm *

KannbpoBka getektopa *

HacTtpolika go3sbl cuctembl *

HacTtpoiika konaumaropa, getekropa v Tpyoku *

®yHKLMOHaNbHaa NpoBepKa onumi

OKoHuatesibHOe ucnblTaHue

BbinonHeHve CRST (McnbITaHWA ¢ MOAENMPOBaHNEM KIMHUYECKNX YCMOBUIA)*
3aka3 [JOKyMeHTaLmMm Ha cuctemy

BbinonHeHne IQAP (HacTpoiiku MOHMTOPA, KOHTPONSA A03bl, TECTA Ha KayecTBO
n306paxeHns)*

j BbiNonHeHWe cneuuanbHbIX pUgMUYecknx Tpe6oBaHmii
OKoHuarTesnbHble pa6OTbI

HacTpoiika cucteMbl B COOTBETCTBUM C TPeOOBaHUSMK NOKynaTens

CoxpaHeHMne CMCTEMHbIX AaHHbIX Ha CD/DVD

Co3faHune pe3epBHOI KOMWUU CUCTEMBI

HaHeceHne CMCTEMHbIX MapKMPOBOYHbIX 3TUKETOK

3anonHeHvne gOoKyMeHTauumn nokynartens (B 3aBUCMMOCTM OT 3akasa Nokynartens)

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

nposepka cucrembl r'* M X tATaKaar 'I'IQ)TWﬁaTeﬂFI.

AdeMOHTaX CUCTEM bl

npoTokKonos ncnblTaHnA,

nonoxxeHne AnNda TPaHCNOPTUPOBKKM COOTBETaBYHO W UNK

MepemeLlyeHne cucrembl B n

[eMOHTaX cucTeMHbIX Kabenel

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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8. [epeyeHb KOMMNOHEHTOB M NpuHagnexHoctein cuctemol ARCADIS Orbic.

HammeHoBaHue Name of the OnucaHne
KOMMOHEHTA components
Bnok 6a30Bbiit ARCADfTS Orbic
ARCADIS Orbic:
1. Annapart ARCADIS Orbic Mob6unbHas M30LeHTpUYECKas
PEHTIeHOBCKNIA cuctema ¢ C-obpasHoii ayroi

XUPYPruyeckKunii
ARCADIS Orbic,
BK/KOYas C-myry,
PEHTTeHOBCKWA
n3syyatesb c
PEHTTEHOBCKOW
TPY6KOW, ycunutenb
PEHTreHOBCKOro
N306paxkeHns,
naHesb
ynpasneHus,
BapWaHThI
NCMONHEHNS:

- CTaHJaPTHbIN;

- C BO3MOXHOCTbIO

pabothl B pexume 3D.

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

obopyagoBaHa  COBPEMEHHOA
unpoBoii cuUCTeMOIA
BU3yasiM3auum B pexume
peanbHoro BpemeHn 1K2 u
uenbo  Busyanumsauumn  1K2.
Yeunutenb n306paxkeHnin 23
cm C nepeknoyaTenem
(hopmata M BbICOKOBO/IbTHbIM
reHepaTtopom 2,3 KBT
obecneunBaet  [OCTMXKEHUE
onTMManbHOro
PEHTreHOCKOMUYECKOro
pesynbtata. B umnynbcHol
peHTreHocKonNuM  JocTUraeTcs
CKOpOCTb peructpauum go 8
Kagpos B CeKyHy.
JononHutensHble
N3MepUTeNbHble  QYHKUMU B

peHTreHorpagun "
NHTErpupoBaHHas 3D
BU3yasm3aums Mo3BoNAT

N3MEPATb YINbl N PACCTOAHUA.

23
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2. [Ba nnockux XK 2x High Bright TFT
MOHMTOPA Ha TENEXKE. Monitor.
2 X 19" color TFT
displays
Motorized
Monitor column,
Flex Plus
Standard Monitor
column, Flex

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

LWratns MOHMTOpPA C
MOTOPM30BaHHOI HaCTPOWKOI
BbICOTHI M BpallaeMbiMK MO
BEPTUKANM MOHuUTOpamun (180
rpagycos) ans yfo6cTBa
Nno3nLMOHMPOBaHMUA TFT
[ONCMNeeB CO  BCTPOEHHOW
KabensHOW  MpoOBOAKON  W”
BO3MOXXHOCTbI0  CKNafblBaHUs
ANA  TPaHCMOPTUPOBKUA U
NapKoBKW.

BpallatoLasaca no BepTUKann
Ha 210 rpagycos (ot -30° go
+180°) wratmB MoHMTOpa C
MOHWTOpamMK Ana  yao6eTea
No3nLMOHNPOBaHKA TFT
aucnnees  co BCTPOEHHOI
KabenbHOW NpOBOAKOIA.

Z4
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3. KnaBuartypa. Keyboard
English (UK)

4. N3meputenb A03bl ¢ Dose measuring
N3MEPUTENLHOA chamber # ARC
KaMepoii.

blfclVIifcnib %
& 000 LIMPMK @7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Healtnineers

Memb6paHHas Knasmatypa ¢
aHrNIACKOI packnaaKoii
(GB/6puTaHckas)

BcTpoeHHaa nameputensHas
Kamepa [o03bl Ans
0oTOBpaKEHNA NPON3BELEHNSA
[03bl Ha nowaas uim
3HAYEHWs BO3LAYLLUHON KepMbl.

CymmapHoe npoussefeHve
[103bl Ha nnowasb
oTobpaXkaeTca ON1a TeKyLlero
naumeHTa B kapTe
o6cnenoBaHNsA 1 COXpaHaeTcs
noAfaHHbIMU NaLneHTa.
CymMMapHy [03y
aBTOMATMYECKN MEPEHOCSHT B
CBO/HbI OTYET 06
061yyeHnm, 1, Npu
HeobX04MMOCTH, 3TN AaHHbIe
MOXHO M3B/eYb Bo6oe
Bpems. CymMapHoe 3HaueHue
AN KaXk4oro naupeHTa
coxpaHseTcs B 6a3e AaHHbIX
nayueHTa.
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5. Komnnekt kabeneir u Dual IT-port NG
npucnoco6neHuin  ana
MOAK/OUYEHNS K CETU.

6. MepanbHbiii  Standard
nepeksoyare/ib, footswitch # ARC
BapuaHTbl UCNOJIHEHUS: Mult, funct. f.

- CTaHJaPTHbI; ARC Orbic 3D Opt

MHOTOYHKLMOHaNbHBIV

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

CeTeBOI1 pasbem Ans
OZJHOBPEMEHHOT0
MPOBOAHOIO COEAUHEHNS
cuctembl C-06pasHoii oyrv
ARCADIS ¢ KOMMNbIOTEPHOIA
CeTb0 M ApYruMu crcTeMamu,
TaKUMW Kak aBTOHOMHas
cucTeMa Hasuraumm (Takke
HeobxoaMMa ans

nogknoueHns mogyns WLAN).

CTaHAapTHbIA NegasnbHbIl
nepeknoyarenb Ans
BK/THOUEHMS N3MTyUYEHMS.
SproHOMWYHbIN
MHOTothyHKLMOHaNbHbII
nefanbHbIli NepekoyaTens

ANS yNpaBneHns U3NyYeHreM.

26
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ycTpoiicteo A Video Splitter Live MOHWTOPa MPSIMOTD
I'IO,U,KI'II'O‘-IEHVIH Mon. NG V|306pa>+<eH|/m BHE
MOHWTOpa TEKyLLEro onepaunoHHON Yyepes pasbeM
(>kmBOro) Un306paXKeHUs

VGA.

BHE OMnepaLMoHHOIA.
. . YCTPOWCTBO AN NOAKMOUYEHNS

2. YcTpolicTeo Video Spll_tter Ref. BHepUJHeFO M'Ecl')HMTopAa
NOAK/YEHUS Mon. Orbic KOHTPO/IbHOTO U306paxeHus
MOHMTOPOB  TEKYLLEro yepes pasbem VGA.
(>K1BOrO) "
3aMOMHEHHOro
N306paxkeHns BHE
onepaunoHHOIA.

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

.. leers



Healthineers

3. MporpammHbIli naket SUB/ Roadmap

ons umcpposoii
cyb6Tpakumn.

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

Cy6TpaKkynoHHas
aHrviorpacpus gns
OTOOpaKeHNs1 CocyaoB B BULE
CYyOTPaKLMOHHbIX CEpUI 1
Roadmap.

30
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A0dA nogkntoyveHus | LSH.
N306paXEHNS B
pexunme Kuko
(kvHONEeTNs).

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

3an1cb B umMdpoBoii OOHOBOI vwsowr 4
NamMsATV 1 aBTOMaTUYeckoe

BOCMpou3BeaeHve |
PEHTIEHOCKOMMUYECKMX

nocsiegoBaTesIbHOCTENN. n
LSH (coxpaHeHve nocneaHeri
CLieHbI) 4719 BOCNPOV3BeAEHS X

N BPEMEHHOIO XpaHeHust o
nocnegHnx 120 n3obpaxeHnn

CLIEHbI C BO3MOXHOCTbIO !

COXpPaHeHVs1 N306paxXeHNN Ha I "" I 5158
YKECTKOM [OUCKeE. 1K . iLZTw
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5. MporpammHbIin nakeT  Pulsed

ans uncpposoin  Fluoroscopy
VMY TbCHOVA

PEHTTEHOCKOMUU.

6. MporpammHbIA NakeT  Pulsed

onsa umdoposoit  Fluoroscopy 15
WUMMYIbCHOW Fis
peHTreHocKkonmun 15

Kagpos/c.

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

Oonumst MNyNbCHOM
peHTreHoCKoNun

Moaudpmkaums onumm
VIMMY/IbCHOM PEHTreHOCKONA
no 0,5 kagpa/c -15 kagpos/c
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8. lMporpamMmHbIA NakeT

NOAK/THOUEHMS]

Ccem™

DICOM 3.0, 6a30BbliA.

9. MporpamMmmMHbIA MNakeT

noslyyeHnst
obcregoBaHWi
Worklist.

cnncka
DICOM

DICOM Basic

DICOM Worklist

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

VHTerpyupoBaHHas cucTeMHasi
thyHkuma DICOM pns
NOAKNHOYEHNA K
coBMecTMbIM ¢ DICOM 3.0
CeTsaM

BkntovaeT B cebs cneayroLme
dhyHKLMN:

- OTnpaBka/nosayyeHve
DICOM

- MoaTeBepxaeHve
coxpaHeHns DICOM

- NMevars DICOM

WHTerpnposaHHaa cuctemMmHas
hyHkumns DICOM ans
NOAKNIOYEHNA K COBMECTUMbIM C
DICOM 3.0 cetam

Honu EvantLog

PatiMtNaiTM

S<en Khthe. Z MiMer-HauO«r
Expa/ol 2 Sehor

«a». ZA4

Response. 0010.0010 Display
Maximus-VeryLon9>Name-Up-T
DICOM. COMPLETE

WILLIAM PATIENT2
XENIA. PATIENTL
XENIA. PATIENH
4S4 Emergency
407. Emergency

'PattanliD Social Soct™

IDmt U Andere ID mit U
tdentrfic ~ Otra ID de pacie
L'autre numero
tient ID Other Patient IDs
0010.00 . 0010.1000 Other

Patient Firet Other iDaa
740371.. 7493718301\740
ID 201... A12345

ID 201 A1234:

ID 201  Al12345

ID 201  A12345

ID 201  A12345

E 454

E 407

MMwy

0010 1060

Oberstleut
None

o BMh! Sex

30>12104 M FuB3 EbE
13-11-195 M T RiAon
13-11-195

13-11-195 Aa [Ea»0
07-06-193 M  0032.106(
29-02-200 Requeste
29-02-2

01-01-194 M VIACCEb
01-01-192 M

01-01-192 IRCON S
01-01-195 F IRINSTN
01-01-195 F IRCONS
02-02-201
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10. MporpamMHbl it DICOM MPPS

nakert oTcneXxwuweaHnsa

npouyecca
obcnepoBaHust  DICOM
MPPS.

[} [ | -
@ 000 LUPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU

1 WHTerpmpoBaHHas cucTeMHas
(hyHKUMA DICOM /15
NOAKMOUYEHNA K COBMECTUMbBIM C
DICOM 3.0 ceTam

EvwrtLog He«

CHiMr
LMaUOMU
m jiltn
_ote.m
tildya

1M

HI>>M

a4 »

!-ﬂlll

MEc-

»5;

£ 9'r

is;
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11. MporpamMmmMHbIi  DICOM Query /
naket nonyyeHns Retrieve
MN306paKeHNI n3

apxvBa DICOM Query /

Retrieve.

12, MonHbii  DICOM Advanced
NporpamMMHbIii naket

DICOM Advanced

(BkNtoyaeT nos. 8 -11).

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

NHTerpuposaHHasa cucrtemHas
hyHkyms DICOM ansa
NOAKNOYEHNS K COBMECTUMBIM C
DICOM 3.0 cetam

MHTerpupoBaHHas cucteMHas
thyHkuuns DICOM pgna
NOAKNIOYEHNA K COBMECTUMBIM C
DICOM 3.0 ceTam.

Bkntoyaet B cebqa cnegywowme
hyHKLMN:

- OtnpaBka/nonyvyeHne DICOM

- MopTBEPXAEHME COXPaHEHMNS
DICOM

- Meyats DICOM

- Pabounin cnucok moganbHoOCTeM
DICOM

- DICOM MPPS (war npouegypbl,
BbIMOMHEHHbI MOAANbHOCTHIO)
- DICOM Query/Retrieve
(pacwupeHHbIn cTaHgapT DICOM)

36
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14. MporpamMmMHbIA ~ SW 2D MMporpamMMHbIi nakeT gna 2D
nakeT /19 W3MepeHWss measurements N3MepeHnin

no 2-mM KoopauHaTam

(2D n3mepeHnin).

15. MporpammHbIzi - HIPAA security MporpaMMHbIA NakeT Ans
nakeT 3aWwmTbl AaHHbIX package WHAVBUAYaIbHOW HaCTPOIKN
HIPAA. npas gocTyna K aHHbIM

nauyeHTa c yyeTom
Tpe6oBaHuii HIPAA (3akoHa
06 OTBETCTBEHHOCTU U
nepeHoce JaHHbIX O
CTpaxoBaHNM 300POBbS
rpaxgaH).

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



17.

KOMNONEeKT

npuH

SIEMENS
Healthineers ¢

16. MpuHTEp hopmar.

WHCTAaNNALNOHHDBI

Tepa.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.60SZD
e

“iLliliiiv o

Sony Printer UP-

971AD

Sony Printer UP-

991AD

i Installation kit for

[AA printers

RAVNADZOR.RU
1o

Tepmorpadmyeckmii  NpUHTEP
019 3KOHOMWYHOW W 6bICTpOiA
pacneyarku N306paKeHN
(4epHO-6enasa  nedatb) Ha
Tepmorpadpmyeckoii 6ymare U
nfeHke

Ha6op npegHa3Ha4eH
YCTaHOBKW MPUHTEPOB

40
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18. OrpaHnunTens DHHS-Spacer #
paccTosiHus tookyc- Orb
KOXa.

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

MpocTaBka 4719 yBe/IMyeHns
MWHUMa/IbHOIO PacCTOAHUA OT
WCTOYHMKA A0 KOXU a0 30 cm.
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21. MoHo6nouHbIV  Single-tank laser

fla3epHblii yKasaTtesb. target.device#AR
C

22. KoHTponbHbIA  VRT

KOMMIEKT cuUctembl 3-X
MEPHbIX N300paKeHWU
(3D).

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

MOHO6N04YHbIV NasepHbIn
yKasarte/sib

3D VRT (TexHnKa 06 beMHOro
peHAepUHra) npeacrasisieT
Cco60i AONOSTHUTENBHYHO
Moamncprkaumio obwmx 3D
doyHKumnin B cucteme ARCADIS
Orbic 3D.
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23, Wutepdeiic NaviLink 3D

noAKAtYeHns
HaBUTaLNOHHOI
CUCTEM bl ans 3-x

MepHOro nso6paxeHus.

24. MexaHunueckuni
3aMOK (6nokupatop)
ons npesynpexpaeHuns
BKNOUYEHUS
PEHTIeHOBCKOTO

n3nyvyeHunAa

& 000 LHPMH (7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
reaieltiiicel o

BCTpPOEHHbIN HaBUTALWUOHHBIW

MHTeptheic ANA NOAKNIOYEHMNA

HaBUTaLMOHHBIX CUCTEM OT

ApYyrux npoussoguteneii ¢ BOALOG
BO3MOJXHOCTbIO MepeHoOca

UMppoBOro nsobpaxeHms

DICOM 3.0 Bcuctemy

HaBurauyuu. NMepeHoc

OBYXMEPHbIX U TPEXMepHblX

n3o6paxeHui.

MexaHn4yeckuit 3amok ¢

KN YoM AN
6/10KMPOBKIW/Pa36/TIOKMPOBKY
PEHTIeHOBCKOTO U3NyYeHUA.
3aMOK TONIbKO 6n10KupyeT
BKNOYeHUE U3NYyYeHUs u,
cnepfoBaTenbHO, 3aWnuaeT oT
HenpaBWUNbHOTO
MCNONb30BaHMNA.
Mcnonb3oBaHue cucTteMbl B
KayecTBe pabouyell cTaHLUU
ANS BU3yanmsauum un
06paboTKn n3obpaxeHns
BO3MOXHO 6e3 knwouya. Ba
Knto4ya BXOAAT B KOMNNEKT
nocTtaBKW.

Knoun Henb3a NOBTOPHO
3akasaTtb. Knwoun
o6a3aTenbHbl B COEANHEHHOM
KoponesctBe u B UpnaHguun, B

APYTUX CTpaHax ux

None

None
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25, KannbpoBouHbiii  Control kit 3D #
haHTOM 3D, BapuaHTbl Orb
MCMNOJSTHEHNA: NORMI 3D
- CTaHOAPTHbIN;

pacLUMpeHHo
OYHKUNOHATbHOCTW.
26. MporpaMmMHbIf  SW option 3D
naket HanoxeHns 3D image fusion
N306paKeHUI.

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

MCMNoNb30BaHNe ABNSeTCA
onumeii.

KOHTpO/IbHbI Habop
COZepPXMUT BCromMoraTesibHble
yCTpOIicTBa A/151 BbIMNOSIHEHUS
cneundmyHbIX atanos 3D
TECTUPOBaHUS, TPebyEMbIX B
pamKax ucrbITaHWiA npm
npuemMke 1 NPoOBepKe
CTabUNBHOCTY.

TecToBbI OOBLEKT AN15
KOHTPO/IS Ka4yecTBa 1 TeCTOB
umchpoBbIX
peHTreHorpacnyecknx cuctem
B cooTtBeTcTBMM C DIN 6868-
150. BritoyaeT B cebs
UWIVHAPUYECKme nosmoctu (no
4 W, KaXkgoro Buga c
pasmepamu
1.3/1/0.9/0.8/0.7/0.6/0.5 mm)
[ONs1 TECTUPOBaHNS
NPOCTPaHCTBEHHOIO
paspeLueHusi.

MporpamMMHbIi nakeT ans
HanoxeHust 3D n3obpaxeHuii
NO3BOSISIET BbINOSHATH
NPOCTPaHCTBEHHOE
Ha/10XeHME N BU3ya/M3aumio
N306paxXeHnin 0gHOro
nauueHTa, ecnm AaHHble 3TUX
M306paXeHNn BblUn
nosyyeHbl B pasHbIX TOUKax Mo
BPEMEHN 1 C NMOMOLLbIO
pa3HbIX MOAa/TbHOCTEN.
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; MporpamMHbI/A nakeT gna
27. Nporpammuuii 3D Dual Monitor porp A
. OAHOBPEMEHHOTO OTOGpaXKeHNs
Display
M obpaboTKM ABYX TPEXMEPHbIX

nakert

OAHOBPEMEHHOTO Ha6opOB JaHHbIX Ha ABYX

MOHMTOpax npeacrasnsaer cobou

moandmkaumto 3D yHKUNIA Ha

cucteme ARCADIS Orblc 3D un

OaHHbIX Ha nBYX no3BoNsfeT OAHOBPEMEHHO

MOHMTOpaX. oTtob6paxaTb n o6pabatbiBaTh ABa
pa3Hbix Habopa 3D AaHHbIX Ha
ABYyX moHuTopax (A u B).

oTobpaxeHus
obpaboTkm OBYX

TPEeXMepPHbIX Habopos

28. Nporpamm Hbl i Moaynb knneHta WLAN c
DeXUM NOAKNIOYEHNS K coeguiHeHnem Ethernet gns
GecnpoBoaHo nepegayn gaHHbIX

NoKANbHON cetn n3obpaxeHusi DICOM o
(WLAN) 6ecnpoBoAHO CBA3W, Hamp., B

cuctemy PACS (cuctemy
apxvBaumn v nepegay
N306paXxXeHN).

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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29. FOpU30OHTaNbHbIM Horiz.-laser-light-
nasepHbIii localizer # Orb
Leneykasarte/ib.

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

OpU3OHTaVIbHBIM 1a3epPHbIA
Leneykasaresib fJ1s
COeINHEHUS C KaBeNbHbIM
6/IOKOM.
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00
9. WHhopmauma o mapknpoBke

CucremHas
[o cepeguHbl nonga 2016 r.
(Takxe ANna BOCCTAHOBJIEHHbIX CUCTEM)

SIEMENS
iiiiiiiiiiiiii i iiiiHiii iMiiiiii C€
(1P) Model No 01234567 0123 XK
HEGHTEnT Trrni r System
(S) Sserial No 1001 2002 IVK

Siemens AG. Wittelsbacherplatz 2, 0£ 80333Muencheo

M3rotoBute b

Jarta mnsrotoenieHus

Ocobas yTunmsaums
MexayHapogHbIi HoMep ToBapa
Mopenb

MpovcxoxaeHne 'epmaHns
CepuiiHbIi HOMep

Cucrema IVK

3Hak cooTBeTCTBUA TpeboBaHnAM anpekTns EC

atuketka ARCADIS Orblc
HaunHaa c cepeguHbl nona 2016 .

SIEMENS
ARCADIS Orfaic

01) 340SS8e90002S QTIN
w(240) 10143407 i00a
(422) 218 ORIONDE
@) mXX SERIAL

dCEX

2017 0123 mmm

SYSTEM VK

I Siemtnt Htallhcir* QmbH, Hankattr. 127
01052 Erlangaa, Qarmany

Made in Germany
U

]

GTIN
MODEL
ORIGIN DE

SERIAL/Serial No.

SYSTEM IVK

a

0123

MonoxkeHve PY nyya akTnBMpoBaHHON cucTembl WLAN npeAcTaBieHo Ha

npeaynpexxaatolLein 3 TukeTKe.
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(1) Mpeaynpexaawollas 3TMKeTKa: HEMOHU3VPYHOLLEE 3N1EKTPOMArHUTHOE U3NydYeHne
(2) MpeaynpexaeHne; cM. UHCTPYKLIMIO MO aKcnayaTaLmm

MaKeT MapKWpOBKM MeAULUHCKOTO U3AENNS HA PYCCKOM S13blKe

B AONOSHEHME, Ha MeAVLMHCKME 13aenns, nocTaB/seMble B POCCUIO, MPUKPEN/IStOT
cneumguyuHyto ana PO tabnnuky co cneayroLlein nHhopmaumeli (cnegyet oTMETUTb, YTO
MapK1POBKa, YNOMSHYTasA HIDKe, MPUMEHNMA TO/IbKO K CUCTEMaM, NocTaB/sieMbIM B POCCUIO He

paHee mas 2020 r.):

" AnnapaT MOGW/IbHbIA XUPYPruyeckuii peHTreHoBCKuiA, moaenu; Arcadis

Orbic, Arcadis Orbic 3D, Arcadis Varic, Arcadis Avantic ¢
NPUHaAEXHOCTSAMM

BapwvaHT mcnonHeHust; Arcadis Orbic
PervctpaypmoHHoe yaoctoBepeHme: XXX XXXX/XXXX OT A4.MM.ITIT
CTpaHa npons3BoAcTBa; epMaHua

[JaTta npounsBoacTBa 1 CEpUiiHbI HOMEP YKa3aHbl Ha OCHOBHOWM MapKUpPOBKE U3ae/ns
HasHaueHvne HopmaTMBHA AOKYMeHTaUusi, TPeGOBaHMSIM KOTOPOI COOTBETCTBYET U3AENVE;
MaccorabapUTHble XapakTEPUCTUKN 1 CPOK CITyXObl U3AENNA YKasaHbl B OKYMEHTALMN MO/Ib30BaTeS st

YNOAHOMOYEHHbI NpeacTaBuTe b NPOU3BOAUTENS:
000 «CumeHc 3apaBooxpaHeHne», 115093, r. MockBa, yn. [lybuHUHCKas., A,

100/110/120/127/200/230/240 B: 50/60 Iy 2.5 KBA

t0.MepeyeHb MeXayHapOHbIX CTaHAAPTOB U ANPEKTUB, NPUMEHSIEMbIX K

OpraHuzaups, Homep 1 gara ctaHgapTa HasBaHue cTaHaapTa
COCTaBMBLLAS
CTaHaapT y 6 oy
- eANUNHCKOEe 3neKTpoobopyaoBaHne - Hactb
IEC 60601-1:2005

O6buwune Tpe6oBaHNA No 6e3onacHOCTU ”

CYW ecTBEHHbIM XapaKkTepuctmkam

B 60601-1-1: 2000 MeguumnHckoe anekTpoobopyaosaHue - Yacte 1-1:
O6wune TpeboBaHMa nNo 6e3onacHoOCTH -
BcnomoraTenbHblii cTaHAapT; Tpe6oBaHMs K
6e30nacHOCT AN MEAULUHCKOTO
anekTpoo6opyaoBaHuns

EC 60601-1-2: 3-e u3a,, 2007 MeaununHckoe snektpoo6opyaosaHue - Yacte 1-2:
O6bwune Tpe6oBaHNA No 6e30NacHOCTU U
CYLeCTBEHHbIM XapakTepuctmkam
BcnomoratenbHblli cTaHAapT: 3N1eKTpoMarHuTHas
COBMECTUMOCTb - Tpe6OoBaHMUA U TECTHI

IEC 60601-1-3; 3-e u3g,, 2008 MeaununHckoe anekTpoo6opygosaHue - Yacte 1-9;
O6wune Tpe6oBaHMA No 6e30NacHOCT U
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IEC

IEC

IEC

IEC/IPAS

IEC

DICOM
Standard

I1SO

60601-1-4: 1996 +A 11999

60601-1-6:2010

60601-2-7:1998

62366:2007

14971: 2012

62304: 2006 + AC:2008
60601-2-28: 3-e u3g,,
2010

60601-2-54: 2009

61910-1: 2007

62220-1-3

60825-1: 2007

2009

14971:2007

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

CYL,eCTBEHHbIM XapakKTepuctukam -
BcnomoratenbHbll cTaHAapT: 3awmura oT M3nyvyeHus
B ,JMArTHOCTMYECKOM PEHTFeHOBCKOM 060pyA0BaHMU
MeauunHckoe anekTpoobopynoBaHue - Yactb 1-4:
O6wwne Tpe6oBaHNA nNo 6esonacHocTu; 4-i
BCNOMOTraTeNbHbIN cTaHAapT: NporpammupyemMble

3IeKTpuyYecKkme MeanLunNHCKMUE CUCTEMDbI

MeauunHckoe anekTpoobopynosaHue. Yactb 1-6.
O6bwmne Tpe6oBaHUs No 6e30nNacHOCTU 1

CyWw ecTBEHHbIM XapakTepuctmkam -
BCMOMOTaTenbHbI cTaHAapT: yA06CTBO
aKcnnyataumm

MepanunHckoe anekTpoob6opypoBaHue - Yactb 2-7:
YacTHble TpeboBaHUA No 6e3onacHoOCTn
BbICOKOBO/IbTHbIX TEHEPATOPOB ANATHOCTUYECKUX
pPEeHTreHOBCKNUX reHepaTopoB

MeanunHcKkme n3gennsa - NnpuMeHeHue
NpoeKTUpoOBaHUA C y4eTOM yao6CcTBa aKcnayaTaumm
KMEeAULWHCKUM U3[ennsam

MegununHcKmne n3gennsa - NpUMMeHeHWe ynpaBneHuns
PUCKOM K MEAULUHCKUM U3LENNAM

MegunuunHckoe MO - npouyecc yukna XusHu NO
MeaunuunHckoe anekTtpoobopygoBaHue - yactb 2-28:
YacTHble Tpe6oBaHMA No 6e30NacHOCTU 1
CYyL,eCTBEHHbIM XapaKTepucTuKkam peHTreHOBCKUX
TPY6OK AN MEAULWNHCKON ANAarHOCTUKHN
MeagnunHckoe anekTpoobopygoBaHue - Yactb 2-54:
YacTHble Tpe6oBaHMA No 6e30MacHOCTU ”

CYL, eCTBEHHbIM XapaKTepucTuKamM pPeHTreHOBCKOTo
obopyfoBaHUA ANa peHTreHorpapum un
peHTreHockonmmn

IEC PAS 61910-1, nepsBoe n3gaHune 2007-07,
MeaununHckoe anekTpoobopygosaHue -
JokymeHTauua no fos3e m3nyyeHusa - Yacto 1:
O6opynoBaHue Ana peHTreHorpaum un
peHTreHockonumn
MepguunHckoe anekTpoobopypoBaHue -
XapaKTepucTUKM LUGPPOBLIX CUCTEM PEHTIEHOBCKOM
BM3yanumsauum - Yactb 1-3: OnpegeneHne KBaHTOBOI
apheKTMBHOCTH perncrpauunn -
MCcnonb3yeMble B AMHAMUYECKOW BM3yanusauumu

LEeTeKTopbI,

bes3onacHOCTb f1a3epHbIX YCTAaHOBOK - YacTtb 1:
Knaccugpumkaunsa ntpeb6oBaHua KobopyaoBaHutio
LUunthposasa sBusyanmsaymsa v nepegavya faHHbIX B
MeguunHe

MeauUUHCKUE M3aeNns - NPUMEHEHNe ynpaBieHus
PUCKOM K MEAMUNHCKUM M3Lennsam

ol
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N.YTunusayms.

Vicnonb3oBaHMe JaHHOro CMMBOJ1a O3HA4YaeT, YTo 3TO U3aesIe He NMoLJIEXUT
yTunansaymnm BmMecCcTe C ObITOBbLIMU oTxogamu. lNpaBunbHaa yTuamsaumnsa 3Toro
n3aenna no3BosiAeT NpeaoTBpaTUTb NOTEHUMa/IbHbIE HEraTUBHbIE

nocneAcTBUst A1 OKPYXXalollein cpefibl U 300POBbs YeloBekKa.

3a nogpo6bHoi nHdopmaumnein o Bo3Bpate U nepepaboTke 3TOro nsgenuvs

cnefyeT 06paTUTbLCA K NOCTaBLLUMKY, Y KOTOPOro oHO 6bl/10 NpMo6peTeHo.

Ytunusauma 6atapeii (AupektuBa 2006/66/EC) B cooTBeTCTBUM C ANPEKTUBOW
2006/66/EC HeobxoAMMO yTUNM3NpoBaTb oTpaboTaBline 6aTtapen OTAesbHO.
3T0 n3genvie coaepXxnT 6aTapeun, 3ameHa KOTOpbIX, Kak NpaBuio, NPpoMcxoaunT
B X0[e Nepuoanyveckoro Tex. 06CnyXXmBaH1Usi COOTBETCTBYHOLWMMUN
cneynanucTamu, KOTopble 3aTeM Hagfexawmm o6pa3om yTuamn3npyoT
yKasaHHble 6aTapeu

Ecnv noTpebyeTcsa BbIBECTM wu3genve W3 3Kcnayarauuu, cnepyet yuuTbiBaTb, 4TO
OVPEKTUBbLI MOryT cofepXaTb MpaBwfa Mo yTuamsauuum Takoro o6opyaoBaHuA. UTo6bI
o6ecneyunTb COOTBETCTBME AaHHbIM NpaBunaMm U msbexarb MNOTEHUMasIbHO OnacHbIX AN
oKpyXatlLleii cpeabl (hakTopoB, BbI3BaHHbIX YTUN3aLUMeER CUCTEMbI, CrieayeT obpaTuTbCcs B
oTAaen Tex. ob6cnyxmnBaHma Siemens.

. HeobxoamMmo yTunusnpoBaTb 6aTapen M yNakoBOYHbIA MaTepuasi 6e30MacHbIM
0151 OKpyXatouleii cpefbl 06pa3oM B COOTBETCTBUM C HALMOHA/IbHbIM 3aKOHO4ATENbCTBOM.

. CTepw/bHble  OAHOPAa30Bble MOKPbITUS  HEOOXOAMMO  YTUAM3MPOBaTb B
COOTBETCTBMN C HaUUOHAJ/IbHbIMU  MOJIOXEHUAMU WUNU  NpaBuUaMu, MPUHATbIMKU B
MeANLVNHCKOM y4upexaeHun.

Moppo6Hyto nHopmaymto 06 yTunmsaunm ngensa cM. B JOKYMeHTauum no Tex.
06CNy>XNBaHULO.

12.YnakKoBKa.

YnakoBKa COCTOUT U3 AepeBa, rBo3aeld, kKapToHa, Gymaru u naactuka.
TpaHCNopTUPOBOYHAs KOPOGKa COAEPXUT HAKNaAHYI CyKa3aHUMeM Ha3BaHWM, KO/IMYECTBA,

0aTbl YNakoBKU 1M HOMepa yrnaKoBLyMKa.

Ha 3TukeTKe Kax/oli ynakoBKWN yKa3aHa creaytouas nHopMalms:
-TOpProBO€e Ha3BaHWe NPoON3BOAUTENS;

- HasBaHue nsaenns;
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-AlaTa Npov3BOACTBA.

Ha kaxpoii Kopobke pacrosioxeHa 3TUKETKa, KOTopasi COAEPXKUT C/efyroLyto
nHpopmaumio:

- Ha3BaHWe Npou3BoAUTENIA MEeAULMHCKOTo U3Aenus;

- BeC HeTTO u 6pyTTO;

- pasmepbl KOPOOKMU.

TpaHCHOpTI/IpOBO‘-IHaFI aTmkeTKa. Ha TpaHCFIOpTI/IpOBO‘-IHOVI KOpO6Ke YKa3aHbl

cnepyouine MeTkn: «Bepx», «bepedb OT Barn», «OCTOPOXHO, XPYMKoe».
TpaHcnopTHasa MapKMpoBKa

"Xpynkoe"

O603HayaeT, YTo MeguLUHCKOoe nsgenue
MOXeT 6bITb C/IOMaHO UM MOBPEXAEHO MpU

HEOCTOPOXXHOM ObpalleHuun.

"Bepx"

4, "bepeyb OoT Bnarn

O603HayvaeT, 4YTo MeAMLUHCKOe n3aenne
[O/HKHO BbIThb 3aliMLLEHO OT BO34elCTBUSA

B1aru.

Mpouecc ynakoBku C-o6pasHoii gyru

YnakoBka v TpaHcrnopTupoBka C-06pa3HoO Ayr OCyLecTBNSETCA Noc/ie ee yCTaHOBKN
Ha TPaHCMOPTHYO nnartgopmy.

- 3aTem ycTaHaB/MBaeTCA creLnasibHOe ONOpPHOe nNpucnocobsieHne, PUKCMpyemMoe Ha
CKOG6bI. lpyrue yactn C-o6pa3HoOi Ayrn Takke OUKCUPYOTCA ckobamu.

- HatsixHble TpOCbl M yCTaHOBOYHbIE CKOObI (PUKCUPYIOT KOPOOKY C MPUHTEPOM WY

OOKYyMeHTaUWER.
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- YNakoBOYHbI IMCT NOMeELLaloT B TPAHCMOPTUPOBOUHYIO KOPOGKY. YNaKOBKY

3aKpbiBaklOT 3allUTHbIM C/10EM U CbVIKCI/IpyI-OT C NOMOUWbIO 1an XesitToro yeeta-
Mpouecc YyNakKoBKU ITOHUTOPHON CTOUKMN.

Mocne pa36J'IOKMDOBKl/I TOPMO30B Ha BCeX KoJiecax TesieXXKy MOHUTOpPa 3aKaTbIiBalOT Ha

TPaHCMOPTUPOBOYHYIO MIATGOPMY U (PUKCUPYIOT C MOMOLLbIO cheunanbHbIX

NMPMCNoco61eHNIA.
- Koneca passopaunBarT BAO/b NMMHUU U (DUKCUPYIOT C MOMOLLbIO TOPMO30B.

- OnopHble 6/10KK, PacrnonoXeHHble cnpaBa U cfieBa, obecneunBaroT oukcaLnto

MeAULMHCKOro N3AeNnsl Ha TPaHCMOPTUPOBOYHON nnaTdgopme.

- 3apUKCMpPOBaAHHbLIN MOHUTOP U KMaBMaTypy HaKpbIBAlOT 3aUTHbLIM C/TI0EM, KOTOPbIl
npeaoxpaHsieT MX OT NOBPEXAEHUS B X04e TPaHCMNOPTUPOBKN.

- Mpouecc ynakoBKM 3aBepLUaeTcs YCTaHOBKOM (PUKCUPYIOWNX BOKOBbLIX NaHenen u
BEPXHEro KOXyXa C MapKUpPOBKOIA

®0TO YNaKOBKMU:

o4
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13. TexHW4ecKoe 06CNy>KMBaHMeE.,

13.1.  PerynapHoe o6cny>kvBaHune
O6Cl‘|y)KVIBaHVIe A0/1KHO BbINOJ/IHATLCA TOJ/1bKO 06yHeHHbIM TEXHNYECKNM NepCcoHas/iIoM. Ecnn KOHTPaKT
Ha npoBegeHue paboT NO TexHUYecKoMy O0O6CNyXMBaHUIO He 3ak/iyeH, obpatutecb B CNyxo6y
TexXHWYecKon nogaepxkn Siemens.
Ecnun HaunoHa/ibHble TMpaBu/ia W HOPMbI Tpe6leT 60/1ee 4acToro BbINOJIHEHUSA npoBepokK n/nnn
TEXHNUYECKOro 06CyXnBaHns, Heo6xoAMmMo cobnaaTb YCTaHOBIEHHbIE CPOKM.
O6cnyXuBaHne AOJ/KHO BbINOMHATLCA TO/IbKO OOYYEHHbIM TEXHUYECKMM MNepcoHasiom. Ecim KOHTpakT
Ha npoBegeHune pa6OT no TexXHUn4YecKomy O6CI‘Iy>KI/IBaHI/H0 HEe 3akK/1l4YyeH, 06paTI/ITECb B cny>K6y
TeXHUYecKol noaaepxku Siemens.

13.2. KoHTakTHas uHgopmaums CepBUCHOM CyXObl
I'Iepvlo.qmqecme NPOBEPKN O0/1XKHbI ObITb 4acTbto eXerogHoro Tex. 06C!‘Iy)KI/IBaHI/I$|, BbINMNOJ/TIHAEMOTIO
oTaesnomMm Tex. 06Cl‘|y)KVIBaHI/IF| Siemens B COOTBETCTBUM C Aoroeopom no Tex. 06CJ‘Iy)KI/IBaHVIIO.

CnepoBaTeslbHO, Mbl PEKOMEHAYEM 3aK/I0UUTh LOTOBOP MOTEX, 06CMYXUBAHMUIO.

Takke MOXHO 3aK/I0UUTb AOFOBOP MO TEX. 06CMYXMBAHUIO, UCXOAS U3 IKCMyaTauun CUCTEMBI.
Mpocum 06paTUTLCS K YNOSIHOMOYEHHOMY MECTHOMY NpeAcTaBUTESNIO N0 AAaHHOMY BOMpoCY.
HavmeHoBaHue 1 agpec pernoHanbLHOro npeactasutens B Poccuiickoii ®epepaunu:

000 «CunmeHc 3apaBoOXpaHeEHNE
115093, Poccusa, Mocksa,

yn. AyéuHnHckas 96,

Ten.: +7(495)737 12 52
www.siemens-healthineers.ru
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14. Cpok cny>kbbl n3aenus.

Mpr cpeaHMX YCIOBUSAX IKCMTyaTaLMM CPOK CYXKObl HALLMX MEeAVLIMHCKUX U34enunii cocTaBnsiet
10 (mecATb) NeT B COOTBETCTBIM C PyKOBOACTBOM Mosb3oBatens. Mpn ganbHenLel
aKcnyarauum MoryT noHagoouTbCA AOMNO/HUTE bHBIE NPOBEPKU Y PEMOHT, NOMUMO
CTaHZAAPTHbIX NPOLeAyp TeX. 06CY>XXMBaHWS, YTOObI 06ecrneynTsb (hyHKLMOHA/IbHYHO
LIe/TIOCTHOCTb M 6e30MacHOCTb M3AE/NIA.

Cnefiyet 06paLlarbcs B KOMMaHWo Siemens o BOMpocamM COOTBETCTBYHOLLIMX Mep
3abnaroBpeMeHHo!»

15.TapaHTums.

KomraHua Siemens rapaHTMpyeT, 4to 000pydoBaHVWe He WMeeT [edieKTOB, BbI3BaHHbIX
YCTAHOBKOM, 1 HA MOMEHT MepeHoca PUCKOB OTBEYAET YTBEPKAEHHbIM CrieLnpuKauysm 1 He
MMEET OeeKTOB B Marepuasiax M npoueccax Mpom3BoACTBa B TeveHue 14 (YeTbipHaguatyi)
MeCALEB C AaTbl OCTaBKN 000PYA0BaHWA. YCMOBUS rapaHTUM Ha KOMIMOHEHTbI, U3rOTOB/IEHHbIE
CTOPOHHUMW  KOMMaHVAMWM W [0CTaB/ieHHble BMecTe € 000pyAoBaHWEM, [O/MKHbl OblITb
3a(pMKCMPOBaHbI B COOTBETCTBYHOLLEM 3aKas3e.

FapaHTUiAHBIA Nepuop, Ha pabourie KOMMOHEHTbI 060PY10BaHNA, NPeAOCTaB/IEHHbIE HA 3aMeHyY
AeheKTHbIX KOMIMOHEHTOB, COCTaBnsieT 6 (LWecTb) MecAueB € AaTbl AocTaBku.  OOLLi
rapaHTUHLIA NEepuo, Ha OTPEMOHTMPOBAHHbLIE WM YCTAHOB/IEHHbIE KOMMaHWel Siemens
KOMIMOHEHTbI He Io/DKeH MpeBbiath 14 MecaueB ¢ Aatbl 4OCTaBkU 060pyaoBaHNA. [edekTHoe
obopyaoBaHme (WM €ro YacTb), 3anacHble AeTaniv, KOMMNOHEHTbI CUCTEMbI [/TyBOKOr0 Bakyyma,
Apyrvie Tvnbl U30ENWA, 3aMEHEHHBIX B XOAe rapaHTUAHOIO Neproaa, A0MKHbI ObITb NepeaaHsb
B KOMMaHWIO Siemens A1 BO3Bpata MpPou3BOAUTENO B TeueHue 14 (4eTbipHaguari) OHel ¢
[aTbl NoANMcaHNs JOKYMEHTOB (cepTudmkara /thopMbl 3aKasa), NpefocTas/ieHHbIX KOMMaHuen
Siemens, noATBePXAAOWMX, YTO AedieKT OblU ycTpaHeH. [MpaBo Ha COGCTBEHHOCTb [AaHHOWA
3arnacHol getanm Ao/MKHO BbITb NepeaaHo KOMMaHMM Siemens.
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16. Peknamauun

YKanobbl MOryT 3aTparvBatb TOMBKO T€ MPOG/IEMbI, KOTOpble He GblIM PAacCMOTPEHbI B XOfe
MpoLieAypbl MPUEMKU U3AENVS B COOTBETCTBUM C YC/IOBUSIMIA [Or0BOPA.

Ecm cuctema paboTaeT HeucrpaBHO WM He BbIMOJHSAET KOMaHAbl B COOTBETCTBAM C
PYKOBOZCTBOM MO/b30BateNs, Ccrefdyer o00patutbCsi B NPEeACTaBUTENIbCKUN  LEHTP  TeX.
obcny>kmeaHua npoussoauTens B PO.

KoHTaKTbl 111 06paLLeHN st C BOMpocammy 1 peknamaumsaMin B Poccuin

O6LecTBO C OrpaHMYEHHON OTBETCTBEHHOCTLI «CuMeHc 3apaBooxpaHeHne» (OO0 «CumeHc
34paBooxpaHeHue»)

115093, MockBa, yn. ybuHuHckas, 96

TenedoH: (495) 737-12-52;

dPakc: (495)737-13-20

www.siennens-healthineers.ru

Y
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HacToswmin AOKYMEHT oTnevaTaH B 'epmaHuu.

«CumeHc Xenckaa MuoX»

/Mognuce/

Bonbradr LTerep (1.0. 3urdppug KeuHrep)
PykoBoaWTeNb OTAeNa KayecTsa
BusHec-nogpasaeneHne «Cuctemsl
BbICOKOTEXHO/IOTMYHOW Tepanumn»

/Mognuce/
Ann-NxcaH KaH
PykoBoanTenb oTAena perncrpaumm n ceptudmkaymm

BusHec-nogpasgeneHne «CUCTEMbI BbICOKOTEXHONOTMYHOM
Tepannm»
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/WTamn/:
«CumeHc Xenckaa M'moX»

HaCTOHLLLI/II‘/II AOOKYMEHT HaneyaTtaH Nnpou3BognuTeENEM B FepmaHMM.

«CumeHc Xenckaa MoX»

/Moanunce/
3urdpug KeuHrep

PykoBoguTenb oTAena Kayectsa PykoBoguTenb 0Tfena perucrpauun n ceptndukaumm
BbusHec-noapasgeneHne «CUCTEMBI

BusHec-nogpasaeneHne «CUCTeMbI BbICOKOTEXHOMOMMUYHOM
BbICOKOTEXHOMOMMYHOI Tepanum» Tepanums»

/Moanuce/
Ann-NxcaH KaH
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f, HXENOANTMCABIIMIACH HOTAPUYC

A-p Nutep nrens AOMKHLIM 0BPasOoM AONYILEH W NPHBEAECH K NPUCATe
€ oPHUMANLHBIM MECTOM ACATENBHOCTH B bepanne ((epmanng)
HACTOAMM NOATBE PHAAN0, YTO NPNBEACHHAR BbILE KOTIHA

ABAAETCA 33BEPEHHOMN KONHEH OPHIrHHaNa, KOTOPBIA

Obin MHe npeacTaBnen.

bepanu, 27 okmbpa 2021 r,

/Nodnucy/
A-p Nurep 3nrenv
HOTap#yc

Mevwats/:
a-p Murep nrens siovapuyc b r. bepanne

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



9101aE-F

31

32.
33.
34.

35.
25.

AMOCTNNb
(Faarckas KOHBeHUMS OT 5 okTA6pa 1961 r.)
CrtpaHa: degepaTuBHas Pecny6nvka MepmaHus
HacToswmii ouumanbHblii LOKYMEHT
noanucaH topuctom A-pom MNutepom 3Hrenem
BbICTYNAlOLWMM B KayecTBe HoTapuyca B bepnuHe
CKpennéH neyatblo HoTapuyca
Y nocToBepeHo

B I. BepnuH 6. 01 HosAb6ps 2021 T.

Mpeacenatenem oKpyXHoro cyga bepnuHa

26. 3a Ne 910 1a EF L1726/2_(
27. lMevaTb Moanuck
Mo nopyyeHuto
/Meyats/; Mpeaceaatens /Mopnmcs/

OKpYXHoro cyaa bepnvHa

XEeHUHr
Mpepcenarens OKPY>XHOro cypja
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[leBATHAALATOr0 HOSIGPS [1BE ThICSYM [BajLAaTh NEPBOro roja

A, bensikoBa puHa MBaHOBHa, BPEMEHHO MCMOMHAKOLWMIA 0653aHHOCT HOTapuyca ropoga

MockBbl  ['OH4YapoBoil  Jlapucbl  HWKONaeBHbl, CBUAETENbCTBYH  MOAAMHHOCTL  MOAMNMCH
nepesogymka CaHad AHauT JIeBOHOBHLI.

Moanucb chenaHa B MOEM MPUCYTCTBUN.
JIn4HOCTb NognucaBLUero JOKYMEHT YCTaHOB/IEHa.
3aper? i p 6Bi&:"eecTpe: No 77/134-H/77-2021-11-1771.

rayeHo 3a "aepuyeHiie HoTapuanbHoraeneTsu”™:' 400'7|6. 00 Kor.

N1 Hxosa

NMPOLUHYPOBAHO, NPOHYMEPOBAaHO M CKPensieHo neyatbto 64°J1|CTbAECAT YeTbIpe)

N.N.BMHKOBa

KcarwipMwocLu & m3krprol
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