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7. The noTe of the Medical Device
Angiography system ARTIS one with accessories.

The text of the document may also contain the following namesfor the above-mentioned medical device:
"ARTIS one system", "ARTIS one".

2. Manufacturing information of the Medical Device
Legal manufacturer:

Siemens Shenzhen Magnetic Resonance Ltd.,
Siemens MRI Center,

Gaoxin C. Ave., 2nd Hi-Tech-Industrial Park,
518057 Shenzhen, China

Manufacturing sites:

Siemens Shenzhen Magnetic Resonance Ltd.,
Siemens MRI Center,

Gaoxin C. Ave., 2nd.Hi-Tech Industrial Park,
518057 Shenzhen, China

The name and address of the local-representative in Russia:

Siemens-Healthcare LLC
Dubininskaja street 96,

115093 Moscow, Russia

Tel.;.8 800 550 50 22
www.siemens-healthineers.com/ru/

3. Designation_of the medical device

3.1. Intended use
ARTIS one, as a family of dedicated angiography systems generating fluoroscopic and-radiographic X-
ray images, is intended for diagnostic imaging, interventional and minimally invasive therapy.
Its use is indicated for image guidance in non-vascular, vascular, cardio-vascular; neuro-vascular,
minimal-surgical;-and surgical procedures. The ARTIS one system includes also software options which
allow the reconstruction of two-dimensional images acquired with rotational angiography into a three-
dimensional image format, as well as options supporting diagnosis, planning, guidance and treatment
follow-up.

3.2.Indications
In general, all clinical indications of angiography- and fluoroscopic-based procedures within the
intended-use are applicable forthis device.
ARTIS one is an angiography system developed for diagnostic imagingsand interventional procedures
including, but not limited to, pediatric-and obese patients.
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Procedures that can be performed with the ARTIS one include cardiac angiography, neuro-
angiography, general angiography, rotational angiography, multipurpose angiography and whole body
radiographic/fluoroscopic procedures as well as procedures next to the table for i.e. patient extremities.
Additional procedures that can be performed include angiography in the operating room, image guided
surgery by X-ray, by image fusion, and by navigation systems. The examination table as an integrated
part of the system can be used for X-ray imaging, surgery and inten/entions.

The ARTIS one can also support the acquisition of position triggered imaging for spatial data synthesis.

3.5. Contraindications
For this product there are currently no known contra-indications. However,~ contraindications for

angiography- and fluoroscopy- based procedures apply.
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 cases involved.

3.4. Undesirable side effects
Deterministic and stochastic effects ofrexposure to ionizing radiation (X-rays) are part of the physician's
medical education. The necessity of an X-ray examination in relation.to these risks must be considered
by the physician when prescribing orperforming such a type of examination.
For radiation emitting products,sknown deterministic effects of-exposure to X-rays are erythema,

cataracts, permanent epilation and-delayed skin necrosis.

For radiation emitting products;-known stochastic effects of exposure to X-rays are increased risks of
developing cancer and hereditary diseases.

These stochastic dose effects-have an increased probability ‘ef/occurrence with increased dose. The
related risk can be minimized by means of keeping the X-ray exposure to the necessary minimum and
by means of careful and systematic application of protection.measures for the operator and the'clinical

staff.

3.5. Patient target group(s)
The system can be used on all patients, from newborn to geriatric. Patient weight is.limited to the
specification of the patient table.

3.6.Intended users
¥ Operator profile; The usage of the system described in the Operator Manual requires specific
technical and medical knowledge and skills regarding, at a minimum, radiation- protection, safety
procedures and-patient safety.
People using; moving, working with the system’ must have acquired such knowledge and skills during
their curriculum.
» Equipment training: Application training.is-delivered with the equipment/according to the handover
contract.It is mandatory to follow such»application training delivered”by Siemens Healthineers
Representative before any use of the system.
The follow-up training, which is necessary due to change of personnel, is in the responsibility of the
operatar of the system. Any additional training can be requested from Siemens Healthineers.
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5.7. Environmental conditionsfor operation

General Room Specifications for; Examination room, Control room, Equipment room
Temperature range: i5-30°C, 22RC is recommended;
Relative humidity: 20-75% without condensation;
Max. temperature gradient: 5 K/h;
Barometric pressure: 70-106 kPa.

3.8. Environmental conditionsfor transport and storage

Temperature range: -20-70°C;
Relative humidity: 10-95% without condensation;
Barometric pressure; 70-106 kPa.
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4. System's overview

N.1.ARTIS one system overview
The individuai components of your system vary depending on the configuration. In the following you
see an overview of a typical configuration.

0]

Example

(1) Floor stand-with C-arm, X-ray tube assembly and FD

(2) Display ceiling suspension (DCS) with 30"Display” optionally with additional-LC

display

{3) Patientitable

(4) Control console for controlling the stand, patient table, and imaging system

(5) Handswitch

(6) Footswitch for releasing radiation
Note: The.cover of the system includes an“official brand name of the system.«ARTIS one». Also the
Cover of the/system includes the followinginformation;

A Edition X

This additional information isn't a system's name and this information=isn't indicated on the main
system's' labeling, User documentation etc. This additional information.isn't part of the system's name
and intends to be informative of the technology features of the system.
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4.2.Thefloor stand

(1) C-arm

(2) FD slide

(3) Flat detector(FD)

(4) X-ray tube assembly with primary collimator

(5) Swivel base

(6) Unlocking pushbutton

(7) Stand column

The floor stand is mounted on a swivel base. The floor stand can be moved between working and
patient transfer positions on the swivel base.

The floor stand can be moved into various positions relative to the patient. Oblique projections are
possible by rotatienal and orbital movement (angulations) of the C-arm. The X-raytube assembly with
primary collimater and the flat detector (FD) are attached to the C-arm. The FD iss-mounted on a lifting
device for avariable SID.
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N.3. Patient table

(1) Tabletop with mattress

(2) Accessory rails for control-modules and other accessories

(3) Sockets for injector and country specific power outlet

(4) Equipotentiality: Connectors for equipotential equalization

(5) Pedal for releasing the table rotation lock
Connector for the footswitch
The ARTIS one system is equipped with a floor-mounted patienttable.
The table height and tabletop longitudinal and transverse positions are continuously adjustable. The
patient table can also be rotated.
Rails for control modules-and other accessories are attached to the table. Devices with equipotential
equalization can be connected to the table (4).

4.~ .Control console
Your system is equipped with one or two control consoles.
The control console.consists of one grouped or several'individual control modules.
There are four basic types of control modules.
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Control console (example)
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(1) Table (Table Control Module TCM)
(2) Stand/C-arm (Stand Control Module SCM)
(3) Collimation and filter (Collimator Control Module CCM)
(4) Imaging system (Table-Side Control TSC)
(5) Handle for attaching the control module
The control modules are equipped with ajoystick and several keys.

I".S-Footswitch
Footswitches with four pedals are connected to the system for releasing flueroscopy, acquisition, or
other configurable functions.
Additionally, a wireless footswitch may be available in the examination room.

Example configuration
1) Fluoroscopy
2) Acquisition
3) Alternative acquisition™*
4) Tabletop brake*
(5) Safety bracket
*The function of the footswitch pedals can beeonfigured by Customer Service.

A~ S S

4.6. " Wirelessfootswitch
The wireless footswitch has the same functions as the standard footswitch.without being
connected by cable. The functions are activated via an RF transmitter.
The immanent advantages are easier cleaning and no tripping over cables.
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The wireless footswitch Is active in a range of approximately 5 m (16 ft) around the
table/stand, where the receiver is mounted. If the footswitch is in a wider-range of the
table, it may lose contact with the receiver and will then turn into an inactive mode.

4.7.Display Ceiling Suspension (DCS)
Depending on system configuration, the DCS carries one or two displays.
Displays of sizes 30" or 55" can be installed.

Example
Using the handle, the DCS ean be moved, rotated, and adjusted in height.
An indicator light is integrated on the DCS boom above the display.

4-S.  Mode of applieation:

Before starting an examination, get used to:
1 Switch-on the.system;
1 Perform safetychecks;
1 Prepare the stand and table by performing unit movements;
1 Adjust the-image format, collimation, and filters;
1 Insert or remove grid;
1 View and configure the screen layout;
1 Operate the imaging system in the examination room.

Pernctpamua MH & Pocanopasranzope
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5. Classification of the Medical Device
5.1. Type of the medical device in accordance with the nomenclaturefor classification
Classification according to Annex IX; MDD

Class lib
Classification in accordance with Russia Nomenclature classification;
191140

5.2.Class ofpotential Risk of the medical device application
The Medical Device is intended for transmission-of energy in the form of ionizing=radiation, it belong to
the Class 2b

5.5. Type on contact with the human-bedy
The Medical Device is non-sterile, nonexpendable.

5.4.Software classification
The Medical Device's Software safety-Class according to IEC 62304 is Class B.
SW version: VAii; date of release: 03/2022,

$.5. Applied parts
According to IEC 60601-1 Cl. 7.2.10-and 8.3 the following parts arelapplied parts of type B;
e Tabletop {upper surface);
e Patient mattress;
e Table accessories, intended to support patient (e.g. extensions, head holder etc.):
Head Wedge;
Head position (prone - adult);
Head pad;”deep;
- Head pad, fiat;
Handle!
Hand grips with supports;
- Arm.rest, cpl;
Armyrest;
Handgrip;
Arm holder, left and right, 1 pair;
- ;Set of body straps.

The system is.not classified as defibrillator-proof-applied part (IEC 60601-1 Clause 8:5.5).

Note: following components are identified as.parts that can come into contact with PATIENT but not
defined as/APPLIED PARTS, subjected to the“requirements for APPLIED PARTS, except for Clause 7.2.10:
detector‘cover. X-ray tube incl. housing, collimator cover, C-arm (inner surfaces). Control modules.

S.e.Class of the medical devise according to IEC 6060i-i
According to clause 6.2 of IEC 60601-1:2005, the Medical Device is the Class 1.

5.7. Operating mode
Qperating conditions according to'IEC 60601-1.

10
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System: Continuous mode of operation
Patient table: 6 min/hour

5.8. Protection against water ingress is classified per IEC 60827

IPX2: Patient table;

IPX4: Control modules, handswitch;

IPX8: Footswitches;

IPXo: Rest system, including: generator, flat panel detector, control console;- DAP chamber, UPS
and Raysafe Real-time Radiation Dosimeter;

5.9. AP/APG

The system is not intended for use withy-flammable anaesthetics (Category AP) or flammable
anaesthetics with oxidants (Category APG) and in oxygen rich environment,

6. Principles of the Medical Device operation

The ARTIS one system consists of thelacquisition system, the imaging system, and supporting devices
like the generator.

The components of the system are€)installed in the examinationsroom and in the control room.
Supporting devices may be installed in different rooms.

ARTIS one is a fully digital angiography system equipped with flat detector technology.

Depending on the system configuration, an ARTIS one is suitable for innovative cardio-vascular
examinations and interventions, universal angiography procedures.and interventional procedures.

1
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7. Technical Data: Specifications and Characteristics
7.1. Technical Data

Value statements All mechanical values listed below have a tolerance of +$%.

Measuring functions (5% + 1 last digit)
Accuracy of radiation output 5%
System view ARTIS one in mm

m-t»... "

Room height for Large display RH 2900 - 3100 (114.17 «122.05%)

Peructpamua MH s Pocampasramsope
www.nevacert.ru | info@nevacert.ru

12



SIEMENS
Heolthineers

ARTIS one stand positions

Transfer position Head-end pos#l&\nl (e.g. for PCI)
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7.1.1. ARTIS one
C-arm positioning The C-arm positioning (RAO, LAO, cran, caud) depends on the
installation, table top, table position and patient size~Please refer to
the values displayed on the data display.
Variable focal spot-to- 90cm -120 cm

detector distance

Focus-to-isocenter distance ~ 75¢cm

Isocenter-to-floor distance 107 cm

Patient coverage (free floating 210 cm with table movement
tabletop, minimum without

repositioning)

C-arm depth 92.5cm

Stand rotation motorized-programmable positioning

Angulation speed variable- rotation up to 25&/$ with . LAO/RAO and 25°/$ with
CRAN/CAUD;

variable rotation, 3D up to 60°/s
Longitudinal C-arm movement motarized up to 250 mm/s
Transversal C-arm movement moterized up to 150 mm/s

C-arm oblique projections +130® LAO/RAO and + 55°/- 459 CRAN/CAUD
at 0° head-end C-arm position,
+ 81® LAO to - 59° RAO and + 48® CRAN to - 53° CAUD
at 35® left-side C-arm position

\Weight"L Stand: 570 kg
~Maximum angulations/depend on stand position, table pesition and patient size.
All weight specifications are for reference only. Depending on the system configuration;-the resulting

floor loads will be different.

7.1.2. Patienttable

Table height 75 cm -110 cm

Table length 284,5 cm

Table rotation +120°

Weight™ 255 kg

Maximum table load 250 kg patient weight on tabletop

100 kg table accessories.on rails

-60 kg on side rails

-40 kg on foot rail

» 60 kg cardiopulmonary resuscitation (CPR)
Attenuation equivalent Tabletop with mattress; » 2.0 mm Al
according to
21CFR1020.32 /
ENG0601-1-3 (100 kV (@)
3:6:'mm HVL)

14
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Manual longitudinal travel 125cm
Manual transverse travel +i7,scm
Duty cycle max. 10% The lifting motor is specified for usage of max. 60
sfiomin.
Lift speed Scm/s

All weight specifications are for reference only. Depending on the system configuration, the resulting
floor loads will be different.

7.1.3. Radiation generation
X-ray generator
Model: Polydoros AIOO Plus
Manufacturer; Siemens Healthcare GmbH

Mode of operation Continuous operation with{_intermittent, short
time loading (duty cycle cantrolled by heat unit
calculator)

Nominal x-ray tube voltage @ highest 100 kV (3 1000 mA
x-ray tube current

Highest x-ray tube current @ Maxi- 800 mA (S125 kv

mum x-ray tube voltage

Highest electrical output power, 100 kw, 100 kV @1000,mA

Nominal electrical output power 100 kW, 1000 mA (3100-kV, 100 ms

Lowest current-time product 48 pAs (15 mA @32 ms) @ 40 - 125 kV (in
combination with/ARTIS one)

X-ray tube voltage 40 -125 kV

X-ray tube current 0.5-1000 mA

Pulse time 2ms- 800 ms

Pulse frequency 0.5-100 Hz

Accuracy X-ray tube voltage (kV); £5%

X-ray tube-eurrent (mA): £10%
pulse time‘(ms): +(10% +1 ms)

System includina MEGALIX® Cat Plus iig/iofqo-GW X-rav tube assembly
Model; MEGALtX Cat Plus 125/40/90-GW
Manufacturer: Siemens Healthcare GmbH
Automatic exposure control

X-ray tube voltage 40 -125 kV

X-ray tube current 15 - 800 mA (depends on focal spot)
Pulse time 2-800 ms

Anode trackispeed 47 m/s

Copper filter 0/0.1/0.2/0.3/0.6 /0:9 mm Cn
Reproducibility of the Radiation variation coefficient:[<0,05

output

Automatic Control system repetition accuracy:(dose output) <= 2%
Accuraey dose area product +35%

Accuracy reference air kerma 135 % (IEC 60601-2-43)
Radiography (incl. Cineradiography) (large focus F2)

15
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Nominal x-ray tube voltage @ highest
x-ray tube current

Highest x-ray tube current () Maxi-
mum x-ray tube voltage

Highest electrical output power
Nominal electrical output power
Lowest current-time product @ x-ray
tube voltage range

Radioscopy (Fluoroscopy)

Nominal x-ray tube voltage @ highest
X-ray tube current

Highest x-ray tube current @ Maxi-
mum x-ray tube voltage

Highest electrical output power
Lowest current-time product @ x-ray
tube voltage range

Accuracy

X-ray tube assembly

Quality equivalent filtration
cover)

Collimator

Max. field size (SID =:go cm)
Min. field size (SIDE 100 cm)
Quiality equivalent filtration

CAREfilter

Dose measuring chamber for collimator
Model: KermaX plus 120-160 EAS
Manufacturer:IBA Dosimetry GmbH

Type

Quiality equivalent filtration

Peructpamua MU e Pocagopasramzope
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1000 mA @ 100 KV (100 kW)
125 KV (3) 800 mA (100 kW)

100 kw (100 kV @1000 mA)
100 kW (100 kV (a)iooo mA)
48 pAs (15 mA (a) 3.2 ms) =125 kV
(small focus Fi)

125 kV (3)250 mA

250 mA @ 125 kV

31,25 kW (125 kV (3»250mA)
48 pAs (15 mA @ 3,2/ms) (a) 40 -125 kV

x-ray tube voltage-(kV): £ 5%
x-ray tube current(mA): £15%
pulse time (ms):£(10% +1 ms)

1.5 mm Ai at 75 kV/HVL 2.7 mm Al (at use of aluminum collimator

287'mm X 261 mm

legmXlcm

0:9-mm Al at 70 KV/HVL 2,7 mm Al

Additional filtration; 0/ 0.1/ 0.2/0:3/0.6 /0.9
mm Cu

Note: 0.2 mm Cu additional filtration is

more than 1 mm Al + 0.1 mm Cu’required

for pediatric applications.

For measuring and displaying the dose
area product in pGy x-m2 with measuring
chamber in the primary collimator. Meas -
uring unit and display.

0.2 mm Al at 75 KV/HVL 2.7 mm Al
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7.1.1f Image acquisition

Imaging size

Image display matrix

X-ray conversion technology
Digitization depth

Pixel pitch

Nyquist frequency

DQE (detective quantum efficiency)

(RQAS)

MTF (modulation transfer function) at'I'lp/mm

Signal to electronic noise ratio (5ENR)

Grid
Collision protection - attenuation equivalent
Entrance of detector

287 mm X261 mm

1560 x 1420 pixels

a-Si with Csl scintillator

16-bit

184 pm

2.7 Ip/mm

0.5 Ip/mm at 2 pGy: typical 60%

1 Ip/mm at 2 pGy; typical 52%

1.5 Ip/mm at 2 pGy: typical 46%

2.7 Ip/mm at 2 pGy: typical 21%

0.5 Ip/mm: 80% typical (according to IEC
62220)

1 Ip/mm: 59% typical-(according to IEC
62220)

1.5 Ip/mm: 41% typical (according to IEC
62220)

2.7 Ip/mm; 17% typical (according to IEC
62220)

min. 8 dB, typical iidB, max. 13 dB
(RQADS5,1x1 binning, high gain)
Removable; Pb 15/80; fo = 105 cm

0.15 mm Al / HVL 3,6 mm Al, 100 kv
0.38 mm'Al / HVL 3.6 mm Al, 100 kV

7.1.5. Image display
The performance required.to present the images for diagnostic purpose is as follows;

IEC 60601-2-43:2019 Diagenal screen measurement; 221"
Reselution: 1200 x 1600
Typical luminance; 5420 cd/mz
Contrast ratio: ~1500:1

7.1.6. Footswitches

Datafor wirelessfootswitches:

Active range 5 m(16 ft) aroundthe receiver mounted to the table/stand.
Charging time 6h

Operating time'with 60 h

full batteries

Compliant-Bluetooth Bluetooth specification Ver 2.0 + EDR

Specification

Hopping frequency 2402 MHz/-2480 MHz F=2402 + Kk MHz, k=0-.78
Modulation method GFSK, iMbps

Effective radiated power 0 dBm((typ.)

Wireless footswitch Charger:

Dimensions {L x W x H) 160.X140 X87 mm

Peructpamua MU e Pocagopasramzope
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Input current 100 V- 400 mA; 240V - 200 mA
Output current 12 V; 1500 mA
Power 18W

Datafor aUfootswitches:
Quantity of pedal 4
Press force 25N

7.1.7. Injectors
At present, the following injectors have been approved:
* ACISTCVI
e [llumena
* MEDRAD Avanta
« MEDRAD ARTERION
» Medtron_Accutron_HP_D
e Medtron_Accutron_HP
At present, the following systems have been approved for IVUS:
 Volcano IVUS
For operation, technical description, models, and technical data;,./please see the documentation
supplied by the manufacturer.

7.1.8. Radialis armboard

Radialis armboard Weight 2,5 kg
Maximum_load 10 kg
L shaped board Weight 0,8 kq
Maximum load 0.5 kg
Attenuation equivalent Radialis armboard with cushion: ~2.00 mm Al

(according to 2iCFRi020,30 / EN60601-1-3 (100
kVCS3.6mmHVL))

18
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7.15. Installation data
Line voltage connection, 3-phase current

Rated voltage 3Pb io%
Line resistance of
generator at 100 kw

Line resistance of
generator at 8okW
Frequency +1 Hz

Fuse internal

Fuse external

Power consumption

System control cabinet
Rated voltage 3PN £i0%
Frequency +1 Hz

Fuse internal

Fuse external

Power consumption

380V 400 V 420V 440V 460 V
70,08 0 70,09 *70,09 0 ~0,10 MO A

70,10 70,11 Q 70,12 ro,id ~ Q150

s0/60 Hz

so A

63 A slow-blow

8.0 kVA for fluore (long-time loading >5 min)

160 kVA for acquisition (momentary peak loading <5 sec)

380V 400V 420V 1440V , 460 V
So/60 Hz

8A

2SA

max. 7,2°kVA (long-time loading >s min)

To avoid the risk of electric shock, this equipment must only’be connected to supply
mains with protective-earth.

Pernctpamua MH & Pocampasramzope
www.nevacert.ru | info@nevacert.ru

480 V
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60 Hz
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60 Hz
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7.1.10. Ambient conditionsfor operation

General Room Specifications for:

Imaging system

For climatic conditions, see table General Room Specifications.
Airflow

Generator

For climatic conditions, see table General-Room Specifications.
Airflow

System control cabinet

Temperature range

Relative humidity
Max. temperature gradient
Barometric pressure

max. Noise level

max.3Noise level

For climatic conditions, see table General Room Specifications.

Cooling unit

Stand

Airflow

max. Noise level

Cooling air:

Airflow:

Max. noise level

Mechanical impact

Vibrations

Max. noise level

7.1.11. Ambient conditionsfor transport and starage

The system will besstored and installed by Siemens.service. The system will be fixed-installed and bolted
in the respective,room. Therefore, local transport of the user is not possible.

Temperature range
Relative humidity
Barometric pressure

-20°Cto 70.°C

10 - 95 % without condensation
70-106 kPa

+15°Cto +30°C
(recommended-temp. 22 °C)
20- 75 % without condensation
5°C/h

70-106 kPa

156 mvh
S3dB(A)

160-mvh
55dB(A)

29s mvh
55 dB (A)

+ 15 °C to + 30 °C (frost-free
room)

950 mVh

55 dB (A) at 50 Hz;

59 dB (A) at 60 Hz

max. 10 g/16 ms
max. 0.1 q/10- 200-Hz
<55dB(A)

7.1.12. 'Connection of ARTIS by NETWORK/DATA coupling to other equipment
If ARTIS one is connected to other equipment beyond the control ‘©f 'Siemens Healthineers by

NETWORK/DATA coupling, the following has to be considered:

e The characteristics of the ~“NETWORK/DATA coupling necessary for ARTIS one are
described by the "DICOM Conformance Statement” document (available via Siemens

Internet).

*Cautions and warnings.about possible failures of the NETWORK/DATA coupling are
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described at the appropriate chapters of the operator manual.

The responsible customers' organization has to consider that;

» Connection of ARTIS one to a NETWORK/DATA coupling that includes other'equipment
could result in previously unidentified risks to patients, operators or third parties.

» These risks should be identified, analyzed, evaluated and controlled by the responsible
customers' organization.

« Subsequent changes to the NETWORK/DATA coupling could introduce-new risks and
require additional analysis. These changes to the NETWORK/DATA coupling include;

- Changes in NETWORK/DATA coupling configuration

- Connection of additional items to‘the NETWORK/DATA coupling

- Disconnecting items from theyNETWORK/DATA coupling

- Update or upgrade of equipment connected to the NETWORK/DATA coupling

21
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7.2.Scattered Radiation in the significant zone of occupancy
n the significant zone of occupancy (main operation area) diagnosis and therapy are performed.
Type of examination; Angiography using the femoral puncture technique

Position and extent of the significant zone of occupancy
Significant zone of occupancy: Patient support horizontal, X-ray tube below patient support

AnguiatKxi.
0" RAO
0“ CRAN /7CAUD

Significant zone of occupancy Dimensions in cm

22
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7.2.1. Measuring conditions

Measuring conditions of scattered radiation in the significant zone of occupancy according to EN / IEC

60601-1-3
Angulation
Continuous fluoroscopy
Automatic control
Total beam filtration

Field size on the FD collision protection
Water phantom

Center of water phantom

0° RAO, 0°CRAN/CAUD

125 kV/3.0 mA

Fluoro CARD
>25 mm Al H 0.2 mm /€n with continuous
fluoroscopy
(in BYPASS FLUORO made, only)
>2.5 mm Ai + 0.6 mm Cuwith automatic control
(0.2 mm Cu corresponds-te 7.1 mm AL)

18 cm X18 cm
25 cm X 25 cm X 25 cm-lying on the patient table
with
mattress

on central X-ray beam axis

1. Measurement without radiation protection equipment

2, Measurement with mobile lower_body radiation protection (lead equivalent value Pb=0.s mm) and
upper body radiation protection (lead-equivalent value Pb=0.5 mm)

The lower body radiation protection is located at the patient tabletin front of the significant zone of

occupancy.

7.2.2. Airkerma rates

Measurement
A

B

Pernctpamua MH & Pocanopasranzope
www.nevacert.ru | info@nevacert.ru

Conditioens

with" U radiation ~ protection,  continuous
fluorescopy (in BYPASS FLUORO mode only)
with, radiation protection, with, Automatic
Control Exam Set "FL Card": 70.0-kV, kV Dose
109 kv, 40 nGy/p, 5 ms,

0,2 Cun - 0,6 Cn, 15 pulse/s

without radiation protection, continuous
fluoroscopy

without radiation protection, ywith Automatic
Control Exam Set "FL Card“;-70.0 kV, kV Dose
109 kV, 40 nGy/p, 5 ms,"0,2 Cn - 0,6 Cn, 15
pulse/s

23
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150 cm horizontal position

100 cm horizontal position

25
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7.4. Dosimetric information

Interventional reference point

Radiation field size

Pulse frequency

Anti scattering grid (in and_out)

Parameter

60 cm

See Table la and 1b

See Table 3 for dose factors of other zoom formats.
See Table laand 1b

See Table 2 for dose factors/of-other pulse frequencies.
See Table la or 1b.

Horizontal beam direction

25 cm X 25 cm X 20 cm:PMMA phantom centered on top of the table /7X-ray tube
OT (overtable)

Peructpanus MU B PocagpasHansope
www.nevacert.ru | info@nevacert.ru
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Table la dosimetry with anti-scatter grid

Mo4« R«iuMng «xpoiur* param«t*r« RetuMnfl «xpocur* parameter* RaauMng axposur* paramatpra
General zoom 22cm zoom 22cm zoom 22cm
SID 900mm SID 1050mm SID 1200mm
isocenter 750mm isocenter 750mm isocenter 750mm
interventional reference point: 600mm intervenbonal reference point 600mm interventional reference point: 600mm
with 15/80 antiscatter and vrtth 15/80 antiscatter grid with 15/00 antiscatter and
-luoro- kV plateau eiiw tube voltage 77kV tubevolta® 77kv tube voltage 7?7kV
max pulse width 8ms tube current 100mA tube current 150mA tube cun-ent 200mA
Cu mm min 0‘®@mm exposure time 8 0ms exposure time 8 O0ms exposure time 00ms
Cu mm max_09mm copper filter 0 * m copper filler 0 9mm copper filter 0 9mm
Dose per frame’ 32nGy air kerma entrance-dose 110pGy/s air kerma entrance dose 1BOpGy/s air kerma entrance dose 200pGy/s
iSfps
-luoro kV plateau-70kV tube voltage 68KV tube voltage 68kV tube voltage 68kV
max pulse width 8ms tube current -140mA tube current 190mA tube current 250mA
Cumm min 02mm exposure time-0 0ms exposure time 8 0ms exposure time 0 O0ms
Cu mmymax 0 6mm copper filter_ 0"3mm copper filter 0 3mm copper filter 0 3mm
Dose.per frame 45nGy air kerma entrance dose 340pGy/s air kerma enhance dose 460pGy/s air kerma entrance dose 60QpG”s
iSfps
-luoro kV plateau 70kV tube yoltage 66kV tube voltage 66kV Lbe voltage 68kV
max.pulse width 8ms lube current 180mA tube current.240mA tube current 200mA
Cu mm min 0 1mm exposure time 0 0ms exposure, time 8 Oms exposure time 00ms
Qu'mm max 0 3mm copperfilter 0 3mm copper filter' 0 3mm copper filter 0 2mm
Dose per frame 45nGy air-kerma entrance dose 260pGy/s air kerma enhance dose 340pGy/s air kerma entrance dose. 480pGy/s
tOfps
Card kV plateau eikV tube voltage 81kV tubevoltage 81kV tubevoltage 81kV
max pulse width 64ms lube current 140mA tubeseurrent 190mA tube current 240mA
Cu mm mtn 0 Omm exposure time 64ms exposure time 64ms exposure time 64ms
Cu mm max 0 0mm copper filter 0 Omm copper filter 0 Omm copper filter 0 Omm
Dose per frame 170nGy air kerma entrance dose 1700pG”s_ <air kerma enhance dose 2200pGy/s air kerma entrance dose. 2800pGy/s
ISfps
GSA kV plateau 70kV tube voltage 67kV tubevoltage 70kV tube voltage 70kV
max pulse width 160ms lube current 410mA tube current 340mA tube current 440mA
Cumm mm 0 0mm exposure time 160ms exposure time 160ms exposure time 160ms
Cummmax 0 9mm copper filter 0 1mm copper filter 0 0Omm copper filter 0 0Omm
Dose per frame 3600nGv air kerma entrance dose 3000uGw/s air kerma enhance dose 4800uGv/s  air kerma entrance dose 620DuGv/s

Perucrpanms MU B PocanpaBransope
www.nevacert.ru | info@nevacert.ru
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Table Ib dosimetry without anti-scatter grid

M((d*

General

FKjoro-

Fluoro

Fluoro +

Card

DSA

S«ttinfl*

kVplateau81lkV

max pulse width 8ms
Cummmin 06mm

Cu mm max 0-:9mm
Dose per frame) 32nGy
15 fos

kV plateau'70kV

max pulse width 8ms
Cummmin 02mm

Cu mm.max 06mm
Dose 'per frame 45nGy
15fps

kV/plateau 70kV

max pulse width Oms
Cumm min 0 1mm
Cunmm max 0 3mm
Dose per frame 45nGy
10fps

KV plateau 81kV

max pulse width 6 4ms
Cumm min 0 0mm

Cu mm max: 0 0Omm
Dose per frame 170nGy
15fos

kV plateau 70kV

max pulse width 160ms
Cummmin 00mm
Cumm max 0 9mm
Dose oer frame 360QnGv

Resulting «xpgtur* partm«t*rt

zoom 22cm

SO 9Q0mm
isocenier 750mm

interventional reference point 600mm

without 15/80 antiscatterand

tube voltage 77kV
tube current 100mA
exposure ttme 3 2ms
copper filter 0 9mm

air kerma entrance.dose 45pGy/s

tube voltage 65kV

tube current 130mA
exposure tme_&ns
copper filter @6mm

air kerma entrance dose

tube voltage 66kV

tube current 100mA
exposure time 4 Sms
copperfilter 0 3mm
airkerma enhance dose

tubevoRage 61kV

tube current 90n"A
exposure time: 3 2ms
copper filter 0 0Omm

air kerma enhance dose

tube voltage 64kV

tube current 300mA
exposure lime 160ms
copper filter 0 3mm

air kerma entrance dose

Peructpanna MU B Pocanpasragzope
www.nevacert.ru | info@nevacert.ru

100pGy/s

90pGy/s

600pGy/s

750uGV/s

ResuWng expotur* parametert

zoom 22cm
SID 1QSOmm
isocenier 750mm

interventional reference point 600mm

without 15/80 antiscatter and

tube voltage 77kV

tube current 100mA
exposure lime 4 Sms
copper filter 0 9mm

air kerma entrance dose

tube voltage 65kV

tube current 170mA
exposure time Sms
copper filter 0 6mm

air kerma entrance'dose

tube voltage, 66kV

tube current "200mA
exposure time 6 Sms
copper filter /0 3mm

air kermaentrance dose

tube voltage 81kV

tube current. 10QmA
exposure time 4 Oms
copper filter 0 Omm
airkerma entrance dose

tube voltage 64kV

tube currenr 400mA
exposure time 160ms
copper filter 0 3mm

air kerma entrance dose

60pGy/s

130pGy/s

120pGy/s

780pGy/s

990uGv/s

Rttuldng txpotura paramatara

zoom 22cm
SID 1200mm
isocenter 750mm

interventional reference point 600mm
without 15/80 antiscatter and

tube voltage 77kV
tube current. 100mA
exposure time 6 0ms
copper filter 0 9mm

air kerma entrance dose 80pGy/s

bJbe voltage 65kV

tube current 230mA
exposure time 0ms
copper filter 0 6mm

air kerma entrance dose

tube voltage 66kV

tube current 100mA
exposure time 8 0ms
copper filler 0 3mm

air kerma entrance dose

tube voltage 81kV

tube current 100mA
exposure time 5Sms
copper filter 0 Omm

air kerma entrance dose

tube voltage 65kV

tube current 370mA
exposure time 160ms
copper filter 0 2mm

air kerma entrance dose

180pGy/s

160pGy/s

1000pGy/s

1500uGv/s
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Table 2 Dose factor for pulse frequency @Qﬁ
Pulse frequency [1/5] Scaling factor for air kerma entrance dose @

0.5 0.03 ,/%Q'

1.0 0.07 é)
2.0 0.13
@ g
S N
Ay ®
v @
- Q
3
£ S
&,
S
Zoom format caling factor for air kerm@trance dose
- os S
N
32 0.70 )
25 @© 0.84 @
20 0} 1.10 g
16 @ 1.40 @
© ©

11 ,§ 2.20 %
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Q%a
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8. The list of components and accessories

The angiographic system Artis one

Ne  Name of
component

Basic block:

1. C-arm

X-ray tube assembly
with primary
collimator

Flat panel detector

Description

The floor stand is mounted on a swivel
base. It can be moved from the work
position to the patient position and vice
versa on the swivel bases The floor stand
can be moved to different positions
relative to the patient. The system allows
you to obtain oblique projections using
rotational and orbital ‘'motion (tilt) of the
C-shaped arc.

The X-ray. tube unit for cardioangiography
with a primary collimator is mounted on a
C-shaped arm. The collimator limits the
radiation field according to the size of the
region of interest (organ) or the maximum
input field corresponding to the
magnification level.

Image acquisition is carried out usinga flat
detector, followed by image processing
and documentation. PD 26x30 (as30) with
an input field of about 26 cm x29:cm

(39 cm diagonal) mounted on a €C-arm.

Perncrparua MU 8 PocagpaBramzope

www.nevacert.ru | info@nevacert.ru

Photograph
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Generator

Patient table

&

S
S
S
s
I
@
g
S
<L
N}

X-ray generator, with a maximum output
power of 100 kW.

9
ith a
table

sverse

The Artis one system is equipp
floor patient table. The height of
and the longitudinal and

positions of the table de an be
continuously adjusted. The @ent table
can also be rotated. Guide rails for control
modules and other ac@ories are
attached to the table. J

3l
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6. Mattress for patient
table

Cover for a mattress

8. Fix mounted display
ceiling suspension
system DCS Artis one
in variants;

-with 30" display
- with Large display
55~

The mattress is used for patient
positioning, waterproof.

Shelter for sa mattress for hygienic
purposes.

Ceiling suspension for monitors in the X-
ray operating room. Using the handle, you
can move, rotate and adjust the height of
the DCs.

ARTIS one 55" Large Display*

Up to three internal and four) external
image sources. Display layouts’ are
configurable. Important image$ can be
scaled to the desired size, lesstimportant
information can be moved joutof the
focus.

Peructpamua MU & Pocagopasramzope

www.nevacert.ru | info@nevacert.ru
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() Q
& IS
1Y @

Q

Footswitch for Footswitch for swit@g on radiation with
switching on configurable keys
radiation, in variants; A wireless 4-ped% tswitch for release

- wireless with the  of fluoroscopy, sure, and table brake,
charger; ﬁrame additional @

as well as aco

L
7

- wired .
function.

=
Xy St
N G
S kY
O o
0] I
& )
J’ Modular control console, contro ules

are equipped with a joystick a everal
keys.

10. Control console

S
N

p)

§
c
g

11. Ima system unit The imaging system: consists of a

wi sic software computer with ronics for image

elecC
creation and procg, input devices, CD

@Q, / DVD drives

@
N
s
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12 i Sre used for medical purposes QQ
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14. Computer wheel
mouse

15, Second op. contr.
handswitch

16. Dose measuring
chamber KermaX plus
120-160 EAS

The mouse has two buttons and a wheel
which has also a button function.

Ay
Manual radiation sfor triggering the

exposure series and single exposure.

5
S
9

manufa@ed by IBA Dosimetry GmbH.

S)
S

s
kS
@
£
5
5
O
5

Q
o
QO
O

IS
Radiatior@ose measuring chamber, 'Q%
O
M
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Accessories:

3.

DR mode

Card acqg. mode |
w/high speed

X-ray mode for obtaining both series
(scenes) and individual images.

£
&
§
L
L

S

Angioc@graphy mode for obtaining CC'(DQ,

both series. (scenes) and individual images.
S
3
g
=
~

©

In the digital subtraction 'igraphy
mode, radiographs of the ined area

are performed without a rast agent
(image-mask) and with ntrast agent

(images with filling). ©

3
S
©
"
X

s
L
&
L
©
&
S
g
N
©
Q
3
N
2
S,
3
S
%

O

™

O
S
N

3

£
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4. PERISTEPPING Radiography of a linear examination area
(native) (for example, a leg or an arm) can be
performed in stages (without subtraction)
using angiography using a stepped

method.

Y
S

p)

&
§
3
S
©
=
$

PERISTEPPING / St method implemented by the
PERIVISION c any @
Q9

6, HeartSweep ©; Siemens through the use ogai online

subtraction. When a con agent is
injected, angiography is perf ed using a

step method in a subtrao@@h}rm.

N

@)
3 F
Y 'S
S @
S* &
X

$ §
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7. 3D Imaging &
Processing
8. LA Segmentation

Mem. expansion
(50K - Ik Matrix)

@

10,  ECG-triggered FL;}'

S

3
s
Ny
{
3
L

Imaging mode of the coronary arteries in
different projections when performing

£
&

Left atrial se@ntation mode for
planning and performing
electrophysiol(@l procedures.

]

| e the free memory space of th
m database to prevent insufficien

m resources.

-
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11, | Tube Shielding for EP

CLEARstent,

CLEARstent @e
CLEARstent@

12.

s
<
{
S
&

8

Metal filters are used as shielding against
radiation and to reduce the distribution of
signal components in the image caused by
systems electromagnetic localization, as
well as ablators. Such distortions occur
only with EP interventions
(electrophysiological). Made of nickel
alloy. Reducing the number of bands is
done with filters specially designed for this
purpose.

Optional color monitor
be mounted on DCS in

one. )&

ECG data will
ion to existing

X-ray mode and i of fine

isolati
structures, for example, depl«z%le stents.

O
Y

§
S
@
Q
@
&
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13.

14.

Lower body radiation
protection

Fixed upper body rad.
protection

{4

Lower body radiation) ielding is designed
to reduce scattered r tion in the lower

body of the examiniysician.

A radiation shieﬁdhis used to reduce the
effects of scatt@i radiation on the upper

body of the r. This is especially true
of the effect adiation on the eyes and
thyroid gla the examiner.

%%@ by
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15.

16.

ECG radiolucent cable ECG

VOLCANO  s5i Cagc
Kit o}
c

S
9
S
s
Np
©
s
S

Ny

moni r

perf
syn

©
O
(Y

Y
S

p)

g
5
3
5

em connection cable for
the patient's ECG or for
ng X-ray or fluoroscopy
ized with the ECG.
ngth - 30 m.

§
ks
)
ks
&
5
S

QL
X
QO
O

D

S*
S
{

T
g

5

onnection cables for the ultra on@mlt
1.

f the intravascular ultrasound s

ables lengths - 30 m. %

F

=
S
N

)
5
S
©
Q
@
¥

3
9
&@
O
4
3
S
N
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S

§
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@
L

17,

Vascular analysis 2-dimensional quantitative vessel analysis
to measure stenosis in non-coronary
vessels.

Scientific QCA

sional quantitative analysis of

2
co ry vessels to measure stenosis i @
tl § !

oronary arteries.

i
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19, QCA bifurcation

| segments.

bifurcated vesse

45
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3-dimensional quantitative analysis of

123D

21.

coronary vessels to measure stenosis in

3 dimensions from

two 2-dimensional images.

coronary arteries in

4T
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22. Fluoro Loop Scene save mode of the last fluoroscopy.

s
kS
@
£
5
5
O
5

Y
S

p)

Q
3
& @
Q
o
§© O
&
®
3
Ay

23- Automap T ode allows you to restore the

p of the system from the selecte
ence image or display the reference

fefer
@) O
Ly N
)
9 o

>

S
AN
5 o
24. DICOM RIS-@Iity HIS / RIS-wide search mode uerying a b
Worklist © worklist to access patient destined @
AN
S
S
A\

for other workstations or m ities.

Y
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25. OICOM MPPS

26. DICOM Print

27. StreamLink

O
O
©

28. Panoramic Display Optional LCD display for ceiling suspension

&

g
3
S
s
)
@
S
9
g
Y

The mode of documentation and tracking
of all procedures performed.

A mode for exposingtimages to film or @Q

S 1
o o
S
£ S
3

For conn@ng the Artis One system to an Qb

extern work.

Sh O

& %)

&

&
&

in OR. @
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29, Display  connection Cables for connecting and installing an
kit additional LCD display on the ceiling
suspension in the operating room. @

Cables lengths - 36 m. Q

Y

30. UPS The UPS is a batter% kup system for
device/table/imaging providing power in @event of a utility
system power failure. @

3
§© G
&
@

Y
§
&

O
©

31. Injector+Handsw The injector is mounted on the \@Jsing
kit fore-room

% a special clip. §
G
Ay

p)

&
g
P &
S
¥

S
3
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N
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32. Injector Wall  Connector for connecting and installing
Connection - Pedestal  the injector in the control room.

: &
Heal thineers §
@
L

33. Intercom - Comfort An intercom is @ for audio Q
Intercom ceiling LED communication betw

patient and @
operator when work?@ith Artis one in @@
the control room. @

Cables lengths - 20 @

O

S
5
S
{
QY
S

O

Q Q G
34. syngo Security 0 protect data at the patient and exan A

Coec>ia tt* ‘év
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35. 3D resolution test

36. Infusion bottle holder  For installing an inf\lfsion set.

For @g ECG cables.

O
O
{

37. Cable clips ECG

38. Body Module
moved.

p)

S

older

<

S
S
&

39. Head

&

@

S

3 &
&
N}

To check the quality of 3D images.

@ Has guide rails for accessories and %be

For attaching standard accessories.

Q

Q
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s
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@
£
5
5
O
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40. | Instrument tray The instrument table can be mounted on
either side of the table on all Artis one
systems. For ease of use, it can be turned

s

N
@

N

©

and adjusted in height. ,%Q
O
©

p)

O

41. Head wedge Used to suppor@e head during head
examinations. ©

Y
S

3
S
5

3
$

42, Head position (prone Dinvasive procedures requiring the
- adult) nt to be positioned on a table in
qne position, the head can be placed©
ead pillow filled with soft gel.
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ly support a wide head

to secure

ed
during head examinations.

Us

Head holder, deep

43,

flat

Head holder,

44.
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45. Handle Provides a secure fit for the patient

p)

Y
S

&
§
T

46, Handgrips
support

47. Arm rest

X
48. Unilat'e@rm rest For positioning the pa@t’s arm without
using metal parts. @

@
3 &
&

Y
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49. | Handgrip

50. Arm holder

51. Body strap set

52. Disposable cover_for
model 6272

53. Sterile_cover Grl (99)
D=50cm

Peructpamnua MU e Pocagpasramzop
www.nevacert.ru | info@nevacert.ru

For comfortable hand positioning. For the
arm, height and length adjustment is
possible. For a comfortable position of the
arms along the body. Two straps with
Velcro fasteners to secure the patient.
They can be attached to the table top.

For comfortable hand _positioning. For the
arm, height and length adjustment is
possible. For a comfortable position of the
arms along the body. Two straps with
Velcro fasteners to’ secure the patient.
They can be attached to the table top.

For comfortable hand positioning. For the
arm, height and length adjustment is
possible. ‘For a comfortable position of the
arms-.along the body. Two straps with
Velcro fasteners to secure the patient.
They can be attached to the table top.

Suitable for Round Cut Radiation/Shielding
Screen.

Round shape, diameter/50 cm.

[£]
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54, Sterile cover Gr2 (99)
75x80cm

55, Sterile  cover Gr3
(100)90x90cm

56, Sterile cover Gr4 (99)
D=115cm

57. IV-LINQANgio-
IVUS/OCT Co-Reg

58. Additional License
CAAS IV-LINQ

Pernctparma MU 8 Pocangpasranzope
www.nevacert.ru | info@nevacert.ru

Rectangular shape, 75 cnri x 80 cm.

Rectangular shape, 90 cm x'90 cm.

Round shape,.diameter 115 cm.

Provides a joint display of the angiographic
system and IVUS /7 OCT. The program
mode comes as adownload link. The user
can use the existing PC for installation..In
addition, a software connection tool called
CAAS DICOM Connect is provided to
receive DICOM files sent by Siemens
Healthineers X-ray system or IVUS/ZOCT
system.

Allows installation of IV-LINQ on-multiple
devices in an organization. License
activation is performed automatically if
the computer is connected.to the Internet.
If not, then the ".tmr" file that is
generated when the product key is
entered into the software must be sent for
activation.
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59. Video connector box The video connector block is used to
connect one video source of another type
and convert those signals to DVI-D format @
for display on Artis displays. Q

©

60. Raysafe The intend use of Rays i3 is designed
for personal use on h al staff. It
measures scattered tion in
examination rooms using a dosimeter, and

shows a graphical@alization of dose

S
rate in real time@a display.
= O

61. Spacer rail Multi-purpos@ressory rail for
attachment@ leside rail.

5 N

%%@ hg
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9. Capabilities of the Medical Device and ways of integration ‘with other

medical devices

This product may be used only in combination with software authorized by Siemens.
To ensure required operational safety, the system may be used with devices/compgonents, application
of which is explicitly authorized by Siemens.

10. Labeling information

The following system labels are placed on the’bottom of the generator/system- cabinet. All country
specific labels necessary for e.g. registration-.or import in respective countries are attached to the
cabinet, but are not listed here.

(1) System cabinet bottom left;
ARTIS one System identification label (example)
According to-MOD:
Artii OM
01) «0SMIiicHS BT«

7L, IMietM d C eX

(«miss OAQMC« =500 0123 Turr
ay 1% Al

SYSTEM WK
OMNHC fUssiMcilt«., Sicmiai ML Gal«r,

CtOXIB C. Aft .2nd. Hi- tick Ptfh, S1ttS7 SIMfitfitn,
fEOKE S HCnJSUC or CHINA

Made in China

According to MDR:

ARTIS (Hie
(01) 040008690089C4 QTiN C€
(240) 10848600 MODEL
(422) 1SO ORIGINCN 0123
(21) 83000 SERIAL [sn ]
SYSTEMIVK 2021

IMD|h«H

Sianafli” Htfltkcart OsibH, Hakkaitr. 127
EC RER gias2ErIMAB, Osmsmy

tIMiuMii mn®Mc Ano*me« Ud., Sl«nitM MI1'C*BEr.

d OaailBC An “M . W-TmMK Park. SIM S 7,Skavkaa.
PtOPU t/«PUeUC OP CHINA
Med#ifl China

29
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Labe! nearby to system identification label

Siemens
Healthcare GmbH

EC REP Henkestr. 127

91052 Erlangen
Germany

RoHS importer label

ARTIS one coms!
) (HOXsoOMB4 QTN
(MO) loeosoo MODEL
REV

Shinih*n Magnatic R»tonm»nc« Litd . Siamtna MPi Canter
Qaoiin C. Ava.. 2nd H>T*eh IrKfuetntl-Rirlt. 918057 Shan”™an
REORLE’S REPUBUC OF CHINA

Labelfor combination of medical devices (example)

. CONFIG: Configurable device

. MD: Medical device

« SN: Serial number

- UDI: Unique device identification
e COMBI: Combination

2) System cabinet bottom-right:

3/N/PE - 50'60Hz
380 400/420/440V/460 480V (phase to phase)
SKkVA

Connection label

)'P £ ®340<'40074t0'440<4S0'480V iptiaialD phjtt)

so>ac»i2

MOMSNT KVA

LONC-TtME kVA
sew 400V 420V
4«0V «aov eaov

b
Generator connect/on label

Perncrparua MU 8 PocagopaBramzope
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Second set of labels

[ SECOND SET OF LABELS
:TUBE HOUSING ASSEMBLY

Second set of labels for X—réy tube assembly on the inner side of C-arm

SECOND SET o r LABELS
COLLIMATOfI

Second set of labelsfor collimator on the collimator cover

b1

Peructpamua MU & Pocagpasramzope
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SECOND SET OF LABELS
DETECTOR

Second set of labels for detector on-the inner side of C-orm

SECOND SET OF LABELS
DAP CHAMBER

Second set of labels for DAP chamber on the inner side ofC-arm

MD components labels
MEGAUX Cat Plus n 6t4M 042SOH

ap O«OYHOHWWOII(
IOUMKO wood

mA-r wi) Vk caavm d
winw i Ufial 2021
MK
1.5Af75
12SkVIEC606U
N ey HAWAMUt GitH /4
W in Gty

Thia product compbea witn OHHS rapulUPona

31 CFfl Sutehapiar J. *ppl«c*bi* atd«t* of
nmarsuiodLc

Manuf»«tu<td OCTOeeft 30381

S»«mana H**Nec*ra GmbH
H«rtk*atr. 137. 910S3 ErUrtpan
ecNmty

MEGAUX Cat Plus 125/40/90-GW

Peructpamua MU & Pocagopasramzope
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pixium 26308

A (240)10502509 MODEL
(422)250 ORIGIN FR
(21)2009BX  SERIAL

pixium 2630S detector

SIEMENS
Potydaros A100 P
«BVILVK Wil
éj\"@nm & o
x m wicn K » ;
(2117883 «HW I 2020 1)123 ~

IVK

Siemens Hijiticsfe GrbH, Henktstr 127
. B10S2 Cffangen, Oerweny

Made in Germany

Polydoros AlIOO Pius generator

Patient Supp: B\ﬁll'/%k
&T(

.1 It . Heniav.i2?

Mede i« P.R. China
Rev.,}g_o 01 02 03 04 05 06(07 08 09 10 11
12 14 15 16 17 18 19 20 21 22 23 24
25 26 27 28 29 30 31 32 83 34 35 36 37

Patient table

TV
SIEMENS

DCS Basis

(01)04056869059682 GTIN

<m 10992689 MODEL
N (422)156 ORIGINCN
(29 2016 SERIAL

SlenMat Shenzhen ttignntie MNeeonense 1U., Siemeni MRI Center.
GeeiM C, Jlee.;:2nd, HI-Tech Induitrlal Pert. 518857 Shenzhen. China

Made In Ctiina

DCSfor 30 display

DCS fix LO
(140) 109*6043 MOfici.
(‘é%?)zuj i SetAL VK

DCSfor Large dispiay

Pernctpamua MH e PocampaBHamzope
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SIEMENS
\Vireles< XRey FSW Mbro
(Q!) 1140SSB69D11141 611K C€
:(t40)Q4757797 MODEL
;(422) 276 ORIGIN OE
(21) 35489 SERIAL «« 2021
IVK
L e i M
Mode In Germany

Wire footswitch

Wireless footswitch

SIEMENS

gjgios:

Mede Ip0*»menv

Wireless footswitch charger

SCM-EAS
(240; 10846441 MODEL
(422r276 ORIGIN DE
(21) 1456 SERIAL
201 02 REV
A
A2 IVK [IPX4
TCM-EAS
(240) 10648442 MODEL
(422)276 ORIGIN OE
(21) 10206 SERIAL
(20) 02 REV
IVK [IPX4

Pernctpamus MH & Pocampasransope
www.nevacert.ru | info@nevacert.ru
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EHCVI
(240)10502497 MODEL
(422) 276 ORIGIN DE
(21) 01594 SERIAL
(20) 03 REV
A

IVK [IPX4

Control units (stand, table, CCM, EHC)

a4
10 04056860227504 GTIN

flze 10> 1090977 MOML
ORI&N CN
(21> BC001822002675 SERIAL

MONITOR COLOR 30" 4MP D5C3012-DE

MONITOR COLOR 21.3"/MX215

LARGE DISPLAY=55"DSC55-BT-P

(01)06970438060065 GTIN

(240)11171879 MODEL
(422)156 ORIGIN CN
(21)213001 SERIAL
IVK

Large Display-DSC55-BT-P

Pernctpamus MH & Pocampasransope
www.nevacert.ru | info@nevacert.ru
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Keyboard/mouse

COMKCard V3 signdl white

720 v MODEL
. ORIGIN DE
IS S g? 10546 SERIAL
T (201 02 REV
IVK IPX4
Handswitch
C'/\
fh . 0-90592 Schwarzeob'"

Sahnhofstrasse 5

0-HHIX !

~|Fj 120-160 EAS SN 01B00619
2019

DAP-ChamMr EAS

EsSijj~ 1240)1014647» MOOfL
(422)278 ORK3WDE
(21)01800819  SERIAt IVK

KermaX plus.-120-160 EAS

Peructpamua MU e Pocagopasramzope
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MO accessories labels

Tube Shielding Megalix Center

M (01) 04056869229405 GTIK
| f240] 10048829 MODEL
m 27 ORIGIN DE

QOi~r/buled by
sMmrmm HiiNhc*ft CfflbH, Ktnlailr. 127
11082 Qttffiinf

Mad* in Germany

Tube Shielding for EP

P KT nex  k«mlcouk
e . NTHO 60B*4«* *0»S3 s

' #S*0,»i»0«eori/»
WTts @)ﬁ?ﬁ?»l
N ABum TXC >UWIW M. THO301?7/Y*6
f CMieSOB UK
Im ii | -y - =
Lower body radiation protection

AAAs/IOQ
«osraBy

Item: Upper Body Protection

Msienwb Bui

Ausleger FetJerann/ 0O T90U010
360'Stetv for Uaufwsgen TS20U 32

For use wtth: AXIOM Artie TAZ¢fTA/TC/dTC

Siemens Model No.

Neseelu 07369375
0OT25B050; Serial No (1'314
OTONTO S INo; 1 (111 [{]
@l lor2 14/
Quantity 1
"dtV(e=)

Fixed upper-body rad. Protection

Pernctpamua MH e PocampaBHamzope
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Kecekem« H-t...
iiiii”tl Item. #ECO Module Interconnect Cable

O« < THIB

i \] riiii
I (Q Quartityl
ECG radiolucent cable
QVOLCANO %Ej\ﬂserdem liven A
(23«67 €J 202,-03-.» > 0
Ifis| 792606 QwiMTOir TSSViriiiri

0066

MV 7\
lee
m% HG
te
T (tiOi3B «ftv IM

VOLCANO s5i Cable Kit

Model Number: TT.264-SS-4M-REC-B

Aemsmn. 01
MooelTypeReleronce TT*2B4

00400C020M9 >
Ewotncol Ratings
UAC-Aoareee 00 4Cec.C20i 1S t00-240VAC 47«5Hz j
0e-04A

CE dfu s JTC

Tntcc Elecftonic AG 'CBri-2e«1-81r 4i-5S6129 Ito-.n»-Gwmany

StreamLink
LCD MON\TOR(W/‘S) 994132787161
MVCD-4130-SHC
CE

® O
Fece o (P Zee MMQy

B4ACOK.
WO. ne W/ NAD2Tinl S TY MDA
Ow AL | 1y filimijiiH eiiiiiiiiiiiiiiii
QohNnE A)HAN4ES Hviig (M
MY@AD Hiza:M11[)|| mini
CNTOMfEAV. GWTMWV @
11ms1 mil

Panoramic Display

Peructpamua MU e PocampasHamzope
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MV Control modules coitnenion ki SGIE%@S @
Win ilin il oF 96555 W (@@
77777777 ! et g
I §
isplay connection kit
Q
&
3 ¢
X o
3y @
UPS device/table/imaging system O Q
§
@)
Ny @)
s
(O
S S
s g
O
& T S
O @) N
0] < S
T %) O
¥ o S
S N N
S D e,
o S O
S O IS
& ) >
S O Y
Injector W@mnnection - Pedestal g /‘@
(O
S o 2
& & S
& §
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V)
Clif»oi> Appaftabau QtnbH
item Intercom system, comfort edition

(IP) Model No 10502354

(S) Serial No 12004
12P) Revision 03 (0 )Ouamit> < -
Coit 1of1 Made In Germany I @
J &
Intercom Ceiling LED 1/6
(ZD) ICBZCe MIH
rtt U22] 276 ®RINE - ()
(2f) IDDI SERIAL IVK
Intercom - Comfort [
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Aullagifung 2010HED7

MNZINTS
oo ZLKOSTST
i b CO«»70000001U7725J
@!;(‘;UBQH% E<S Kabbla:si
B AXCV R8UN®it F4 3 S4 blrm iAnT"»
100C'ST
blO# 1<

Heiirone Kn
o B bab d
Wﬁﬁ{iﬁrgr AXGWR

ZUTIR]isyin;

bl (JPttjjerang
r T 44»1»IM9»

Cable clips ECG

Body Module EAS Card

(240)10993092 MODEL

(422) 156 ORIGIN CM
(21) 1001 SERIAL
Body Module
SIEMENS %W«w
i Qi B fiist HecdAfcF

Head-end holder

Jdi_" hn Gm
ItEm: Instalment Tray

For use with; +~AXIOM Artis

CE

(IP) Modél Nox 08340010

(S) SerialNo. 2616 (Q) OuanUty 1
Cd./tof 1

Instrument tray

1

Pernctpamua MH & Pocanopasranzope
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TeAP

Zleg ZLUMBUCH,,

Glitricd SC033}223 CX1
BAANETTD Kool
MOMRSunoofl £4-3-34 Harm fiiattk»
jitp Urogaruns WA
*<I»g«runs
9 DEOIZA 0
4835141012
3N 43331410120003
Eﬁimhjﬁg} AXOUR
Ju 1CAN
<si2=<ii;c3iooT
Head wedge

I T 1 B 1 by Trullld

Hade in Ireland
PefEL141 2014

*353 1 4511755
WO .tapmed.de

Head position (prone . adult)

Peructpauns MH e Pocaopasramzope
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Auslegarang M 20M10HE.OL i4-r|
BMT M §1r 1

TA30LWHL

Affa ZLUMBUCH

S 93447492 ooo;iy3
Haodgé

AXiiin RStandon Ei-'ii-M Htirn niemke
'‘MOST

BLicH L,’\Illrligenjfig\/\A
% DPO_4077Ae‘ n
\ﬂ&( AXOur
ZMUITOUYrij
Handle
SIEMENS

B LLLITIILLII
(P) MpEL — 0960M47

tmmM. t P LLy» Lrabiu

Mad* In Canmnr

ANTIMAGNETIC

SIEMENS

(IP) MODEL-» (09609488

tiiiw Mo LK] | Privissi/i2, CE8IZZBMhm Imii
Made in O6rrasny

filmrmil 1 Wlrun
(IP) “MODEL 06166297

== Lstosbs D wtitbtiMiows>2, ce taaia UEEGIN

In dnrmnny

Handgrips with support

Peructpamua MH B Pocagpasramsope
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Arm Rest complete

(240)10993078 MOKL
(422) 156 ORIGIN CN
(21)10000  SERIAI

Arm rest

I0rg&eohn GmbH
DE-96482 Ahorn-Sehofkendorf

( P) Model No. 10251216
2014

Part 1/2 CC
Made In Germany N

Handgrip

SIEMENS
(1IP) Model No. 01615033

Siemont AO,WilUltbtchorpliU 2, DE 80333 Miwnchon
Made in Germany
Arm holder

Peructpamua MU e PocampasHamzope
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Mal‘lufacf“red by

8a

f 4 DP2ntay

Uem; Korpersurtsaf/

(iP) Modd No.: 1153340

W (Q) Quantii\ * \ m

| J1 N CEAZC3B ML N VN
Body strap set

I

04951971

[[07)20104$ 201512
r~ M uSEiN
imiuiaiiiHiiBin»
KXAMN«»MAlsl
TTHLHNEng

Disposable coverfor model 6272

l0ispoeabio covers
Isterfe o =50 cm

LLILL05139279 Al
[15t]2011-0J '2016-01
e SRR AL
ighssniiHaiennu wou
£ENove  yHOr*'"Mla<l««OnM4»
IIMas1115amng1B

1p111111W W 1w 1]

»e

fc
Sterile coverGrl (99) D=50cm

Perucrparma MU B Pocamparranzope
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Deposable covers esterile
75* 80 cm

11103715939

i®T*®®C§e r~aguseEl
QurHead nvtumcVIRGLebeeH
uUnMrtUte*;* E>.«BUTA4CSUMITHM«T

(z,zsm

TAHAHHHTEL T 50| 7 Mebe
i ichoo
TUMTNKIMMLD
[P J1 1Ly» 1

Sterile cover Gr2 (99) 75x80cm

Deposable covers -sterile inKaKtSO

90x90 ¢

IB09715431

2011-20 3 2010-06

T*®®<&( ™~ "N o el

BHERam %ffﬂ qFQMia? i
LIAUM»AM] LW «111 ﬁbﬁM

111140182M1A11 e
HEHTTEEE Cne ey

Sterile cover Cr3 (100) 90x90¢m

Disposa&le covers esterile

OllScm
J05139287 ML
([57)2011-21 3 2016-06
®T*®®CE£ )
brres Cexexbl : W/\kglpﬁlfl

ymumyarsnsy TR

. . ErAari Neto(ma>er rBOUM M
mmmm MMItho
iliyilllEHTm

Sterile cover Gr4 (99) D~115cm

video konverter Ana./Dig. DVI-D

(01) 04056869067117 GTIN
(240) 11327621 MODEL
(422) 276 ORIGIN OE
(21) X00250331 SERIAL

Peructpamua MH & Pocanpasranzope
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Model; Video Konverter Ana./Dig. DVI*D
era @
<Mrtdrt Type Reference AOIO<1

Serial Uumber
X00250331

st'~in lor

e oc O/ s

C € S m.®,

ErarT

Trrtec £/ecfror,cA ¢ T A~ Z e iss ™ "''55

Video connector box

[f" Jiun ef
ice

"wj /6010?74
Raysofe

(240) 0777439  MOBEL
(422)020 OAOLLM
wSsJ (21) 1401 serial

Spacer rall

Perncrpamnua MH 8 PocagpaeHagzope
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Miscellaneous labels @
N
SIEMENS  verr. é@
lehst tttttcbnttch« K t'olli ©’§§’
nlehste m cbnttch« Kont'olli @)
MM/IJ i .Signum .
U Q
Label “Messtechnische Einrichtung" - Germ@@ @@Qb
34 ©
. Q
3
5 B
0
g S
) o
A %
ol -
Warning labelfor room h@q § S
© < 5
& &g) &Q
J O
= N
@: <f£) § b
© N
& O &
& S =
S Q Y
I T S
© 9 N
S ) &
S & S
W labelfor ionizing radiation -@:o §

4
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™ produti complim DhhS regusbonsj
21 CFR SubcTtaptvr J. apptcawt at eat* of
manufacbjr*

MwHifactured MonNe Y*ar
Sf*mens Sh*«vh«n May b c Raiortanc* Ltd .
S«rn*nt MRI Ce#W
GaoinC Ave.2Wl Hi* TacMraJusinaiPark
$10057 Shenjtten. crwu

DHHS CN SSMR label

RoHS label - China

Ped@s use remove grid label - Chln@)
&
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Plate with EAC Label*
*This symbol is applicable to the system until 11.12.2022, after this time the symbel:is not applied.

Pictograms and labels
The following pictograms and labels may be present on and apply to your systeny.

Pictogram/ Short description

label
Degree of protection type 8
@» Page 62 Protection against electric shock)
IPX2.1PX4. IP codes
1PX8
Equipotentiality
OHFWM'»** Restricted duty cycle

O Power ON for part.ofiequipment
O Power ON/OFF (push button

Maximun /patient weight

(-» Page 46 Maximum patient weight)

Perncrparua MU 8 PocagopaBramzope
www.nevacert.ru | info@nevacert.ru
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o t Maximum patient table load

_1
CP4 position
Non-tonizing electromagnetic radiation

Caution

Operation instructions

Consult the accompanying documents

Accessory load (example)

32kg

Maximum accessory_ load (example)
10kg

Collrsk>n area

Emergency STOP

Footswitch

y.~Equipment disposal

Warning signs
Danger-of crushing
Thiswarning sign indicates possible danger of crushing for the patientand/or examiner.

81
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Siemens Healthineers angiography systems generally possess in their standard configuration’ a safety
system for preventing collisions (collision protection).

General danger

However, under certain circumstances, additionally installed components, tike lead protective screens,
lamps, auxiliary equipment etc. can cause acallision with the angiography system.

To protect these components and also to protect the patient, such components are provided with a
warning sign shown on the left.

We can provide you with these warning signs. Customer Service will also attach them to additionally
instal i components on request.

Observe the documents
These pictograms indicate that:special instructions can be found in the accompanying documents.
Please read the Operator Manual and other accompanying documents

0 ®

Safety information - maximum patient weight

The permissible patientweight with which you can load-your tabletop is stated on the label on the
tabletop and on the.table column and in the technical data.

The value on this label indicates the maximum patient.Joad, without accessory load and without CPR
load.

(CPR = Cardio-Pulmonary Resuscitation)

The value on this fabel indicates patient load including accessory load but without/CPR load.

+ 1
kg

It is important that the load is distributed-uniformly over the tabletop. Otherwise there is a risk of
material deformation and system malfunction. The patient weight includes any parts permanently or
loosely connected with the patient;Such as equipment, prostheses, implants, plaster casts.

Peructpamus MH & Pocampasransope
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Example of incorrect use with uneven weight distribution;
A patient with a maximum weight sitting at the end of a fully extended tabletop.

WARMING

Patient is too heavy for the table.

Personal injury due to broken and falling parts of the table, patient falling
down from the table or malfunctions of the table

t Check both of the labels on the table indicating the allowable weight, i.e.
 Label on the table base

e Label on the tabletop

+ Do not position a patient with more weight than indicated in either of both
labels.

Accessory load

Additional loads may be attached to.any accessory rail or to all accessory rails in total. It includes all
accessories, e.g. injector, radiation/protection devices!

The weight of accessory parts is stated by labels.

(Examples)

The component, e.g. tabletop or accessory rails, must not be‘loaded with more than the weight
indicated.

Inthe interest of operating safety for the patient and unit/the permissible patient weight and*accessory
weight must not be exceeded.

[l CAUTION

Accessories are too“heavy for the accessory rails and the table.
Personal injury by falling parts.

The weight limits for the accessories (all accessories; e.g. injector, radiation
protection devices) attached to the accessory rails of the table are as follows;

e Maximum 100 kg in total
= Maximum 60 kg at the side rails each

= Maximum 40 kg at the foot rail

83
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Protection against electric shock

« Protection class

Class I: The system belongs to protection class | with a type B applied part according to IEC’'60601-1.
» Applied part

Type B: accessory for the purpose of positioning the patient

* AP/APG

The system is not intended for use with flammable anaesthetics (Category P) or.flammable
anaesthetics with oxidants (Category APG) and in oxygen rich environment.

« Equipotential equalization

Systems for which equipotential equalizatien is recommended must only be-operated in medical
facilities where supplemental equipotential equalization has been installed;and tested according to the
specifications in DIN 57107/VDE 0107/6,81 section 5 (Germany) or the relevant local and federal
regulations. Equipotential equalization.connector is designed according‘to’lEC 60601-1, Clause 16.

» Power supply

For all products that are operated within an X-ray system, the power supply must be made through a
conductor or other multi pole circuit.breaker installed on-site.

The room installation must comply with IEC 60364-7-710 or the corresponding national regulations.

» Power outlet

The country-specific multipurpose power outlet on the patient table is not switched off and on with the
system.

Only devices which accord tolEC 60601-1 must be connected.

Do not connect a multiple socket outlet or extension cord.

Do not connect life supporting devices to the power socket of the patient table. The power socket does
not have the necessary medical grade.

For the ratings of the power outlet (supply voltage / over current protection), refer to the label next to
the power outlet,

* Injector connector

When the injector is removed from the table, the adapter must also be removed from the Connector on
the table for safety reasons.

 Additional devices

If an additional device is used in examinations, e.g./ECG unit:

Before connecting-the patient to an additional device, make an additional, conductive connection
between a point-of the equipotential equalization, €.g. the tabletop, and the device.

For approved injectors with the Siemens Healthingers central connection cable, this additional measure
is not required-for connection to the patient table. The central connection cable'isalready equipped
with an additional conductor for the above purpose.

* Covers

If socket covers are damaged, they must be.replaced.

In the event of defects, for example, if a covering cap has broken off: Call Customer Service.

« Opening the units

Only authorized service personnel are permitted to open the units.
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Artwork of the Medical device labeling in Russian

Additionally, a Russian label is applied with the following content (label is placed on‘the bottom of
the system cabinet).

Cuctema aHrumorpadguyeckaas ARTIS one ¢ npuHagiexXHoCcTaAMU

PernctpaunoHHoe ygoctoBepeHue: P3H XXXX/XXXX oT aa.MM.rrrr
CTtpaHa npoussoacTtsa: Kurai
[arta npon3BoACTBa U CEpPUiiHbIA HOMEP YKa3aHbl Ha OCHOBHOWN MapK/poBke 13aenus

HasHaueHVe: HOpMAaTUBHAs [OKYMEHTauus, TpeboBaHUSIM KOTOPO/ COOTBETCTBYET
MeAVUMHCKOe Mu3aenne: MaccorabapuTHble XapaKTEPUCTUKM U CPOK CNyX6bl n3aenus
yKasaHbl B JOKyMEHTaLMN No/b30BaTess

YNONHOMOYEHHbIN npeacrtaBuTenb npomnssoantTensa:

000 «CumeHc 3gpaBooxpaHeHue», 115093, r. Mocksa, yn. Ay6vHuHCKas, A.96
3/N/PE-  380/400/420/440/4607480 B 50760 Iy 8 KBA

I1.The list of International Standards and Directives applied to the Medical

Device

EN 1071:2008 +A1:2013 Information supplied by the manufacturer of medical devices

ISO 10993-1:2018 Biological evaluation of medical devices - Part 1: Evaluation and testing
within a risk management. process - Technical Corrigendum 1 (ISO
10993-1:2009/COT 1:2010)

ISO 12052; 2017 Health informatics - Digital imaging and communication in‘medicine
(DICOM) including workflow and data management (IS@ 12052:2017)

ISO 14971:2019 Medical devices - Application of risk management to medical devices /
Corrected and reprinted in 2019-12

SO 15223-1.2021 Medical devices - Symibolsto be used with medical device labels,

labelling and information to be supplied - Part 1: General requirements
(I1SO 15223-1:2021)

IEC 60601-1-2:2020 Medical electrical-equipment - Part 1-2: General requirements for
basic safety” ‘and essential performance -“Collateral Standard:
Electromagnetic disturbances - Requirements/and tests (IEC 60601-1-
2:2014/Ai:2020)

IEC 60601-1-6:2020 Medical electrical equipment - Part 1-6: General requirements for
basic safety and essential performance - Collateral standard: Usability
/ Combines IEC 60601-1-6 (2010-01), AMD 1 (2013-10) and AMD 2
(2020-07)

IEC 62304:2015 Medical. device software - Software: lifecycle process (IEC 62304
EDIFION 1.1 (2015-06-01) combinesEC 62304 (2006-05) and AMD 1
(2015-06)-1-AC:2008+A1:2015)
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IEC 62366-1:2020

[EC8000I-I :2010

IEC 60601-1:2021

IEC 60601-1-3:2013

IEC 60601-2-28:2017

|IEC 60601-2-43:2019

IEC 60601-2-54: 2018

Peructpamus MH & Pocampasransope
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Medical devices - Part i: Application of usability engineering to
medical devices (IEC 62366-1(2015-02), Corrigendum _1(2016-07) ~nd
AMD 1 (2020-06))

Application of risk management for IT-networks incorporating medical
devices - Parti: Roles, responsibilities and activities(l EC 80001-
1:2010)

Medical electrical equipment - Part 1. General requirements for basic
safety and essential performance / (IEC 60601-1:2005/A2:2020).

+Ai 12013 +AC + A12:2014 +A2:2021)

Medical electrical equipment - Part 1-3: General requirements for

basic safety and essential performance - Collateral standard: Radiation
protection in diagnostic X-ray equipment)/ Combines IEC 60601-1-3
(2008-01) and AMD 1 (2013-04) and AMD 2 (2021-01)

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

Medical electrical equipment - Part.2-43: Particular requirements for
basic safety and essential performance of X-ray equipment for
interventional procedures / Combines IEC 60601-2-43 (2010-03) 9od
AMD 1 (2017-05) and AMD 2 (2019-10)

Medical electrical equipment -Part 2-54: Particular requirements for
the basic safety and essentialperformance of X-ray equipment for
radiography and radioscopy / Combines IEC 60601-2-54. (2009-06),
Corrigendum 1 (2010-03), Corrigendum 2 (2011-06) and AMD 1 (2015-
04 and AMD 2 (2018-06)
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12. Sterility.
The Medical device is non-sterile.

13. Disposal.

On disposing of the complete system or parts thereof, currently valid environmental legislation must be
observed.
Examples of environmentally relevant components are:

1 Accumulators and batteries;

1 Transformers;

1 Capacitors.
For details please contact your local customerservice representative.
System components hazardous to persons'or the environment must be disposed of with care and in
compliance with legally binding ordinances:
Class A - Waste generated during/afterithe use of medical devices must be classified and disposed of
(disposed of) as epidemiologicaliy safe waste, close to MSW in composition, in accordance with current
legislation.

All medical waste shall be collected,  used, decontaminated, placed;)stored, transported, listed and
disposed of in accordance with thelaws on public health and epidemiological welfare.

14 .Packaging

Packaging consists of wood, nalils, cardboard, paper and plastic:=A shipping box contains a packing list
indicating names, quantities, packing dates and packer's reference number.

Each package has a label containing the following information;

- manufacturer's trademark;

- product name;

e date of manufacture.

Each group box has ajlabel according to manufacturer’s working drawings, indicating-the following
information:

- medical device manufacturer's name;

- net and gross weight;

- box dimensions.

8/
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ackaging signs:

tt T f

Handling signs

15. Transportation and'storage requirements and)conditions.
Ambient conditionsfor transport.and storage

The system will be stored and installed by Siemens service. The system will be fixed installed and bolted
in the respective room. Therefore local transport of the user is notpossible.

16. Cleaning and disinfection

A WARNING Poe !

Inappropriate cleaning of the system, e.g. letting fluids enter the interior of system,
or using harsh cleaning agents.

Electrical disturbances, corrosion or surface-damages and correspondingly;
malfunction orfailure of the system

+ Use only substances for cleaning and disinfection, which are recommended.

+ Do not let cleaning liquids seep into the-openings of the system, e.g. air
openings, gaps between covers.

+ Observe the following cleaning and disinfection instructions.

88

Pernctpamua MH & Pocampasramzope
www.nevacert.ru | info@nevacert.ru



SIEMENS
Healthineers &*

16.1. Cleaning agents for all LCD displays only
The following active ingredient classes can be used for LCD displays:

Acttve Ingredient class Tested cleaning agents and disinfec- Additional examples
tants
Alcohol Ethyl alcohol 96ib Hospiset cloth

Aldehyde

Chlorine derrvates

Disinfectants

Guanidine denvates
Quaternary compounds

Commercially available dishwashing
iK~id

Benzine
Pyndine denvates

Water

Melsitt

Cidex

Terralin

Taski 0S5001
(Oiverseylever Labs)
Morning Mist

Surtanios Fraicheur Citron

(Amos Labs)
Lysoformin
Incidur spray, fulksttength

Tempo

Petroleum. ether
Active Spray, full strength

Tap water

Microcide liquid

Aldasan 2000
I"hsolin
Gigasept ff

Quartamon Med

Fairy Ultra. Palmolive

Distilled'water

16.2. Cleaning agents for all other system parts

Some substances contained in disinfectants.are known to be hazardous to .health.
Their concentration in the air must not exceed the legally defined limit.

Always follow the manufacturer’s instructions when using the disinfectants,

Below suggestion is'not applicable to mattresses. Selely follow the mattress manufacturer's
instructions to choose suitable disinfectants and cleaning products.
The following active ingredient classes can be used:
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Active ingredient class Cleaning agents and disinfectants
Aldehyde Incidin Perfekt
Chlorine derivates Clorina

Commercially available dishwashing lig- Tempo, Fairy Ultra, Palmolive

uid

Guanidine derivates Biguacid S
Quaternary compounds Oasis Pro
Peroxides sanosil
Pyridine derivates Bacoban WB

The following products should not be used:

« Ail alcohol-based products

= All chlorine-releasing products

 Benzine / phenole-based products

* Products; Banicide Advanced, Wavicide, Terralin, Cidex OPA

16.3. Special instructions for all LCD displays only
« LCD displays are very sensitive to mechanical damage.
Avoid scratches, bumps, etc;
 LCD displays are very sensitive to liquids.
Longer contact with the liquids can cause discoloration or can leave calcium residue on the surface.
Droplets that run down between the panel and the frame can cause damage ortotal failure.of the
panel!
1If possible, immediately clean any droplets of liquid.
2 If acleaning agent.issprayed directly on the displaysurface, make sure that any droplets that run
down are wiped offwith a microfiber cloth before they reach the edge of the panel.
3 Ifthe front of the panel is soiled, clean it with a micrefiber cloth and, if necessary, with'a glass cleaning
agent. Clean housing parts with a cleaning agent for plastics only.

16.4. Instructions for cleaning and disinfection
Sprays can penetrate the interior of equipment:-It can cause damage to electronic’components and the
formation offlammable mixtures of air/solution vapor.
Use gloves'to avoid infection.
1 Before“eleaning the system, block radiation and block unit movements.
2 Use alukewarm detergent solution and asoft cloth to remove slight contamination.
3 Clean-all contaminated parts and all parts which may or have come into.contact with the patient.
4 Remove contrast medium spots best-of all with warm water,
5 Remove major contamination first with a doth soaked in alcohol, then:wipe off with Clearwater.
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6 After using disinfectants, always wipe off with clear water.

7 Remove any contamination of Velcro tapes using a plastic comb.
8 Keep the ventilation slots of all components unobstructed.

9 Regularly clean the dust off all rails and joints etc.

17.Maintenance.

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

The maintenance intervals are specified in the:Maintenance Plan in the System/Qwner Manual.

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

Ail parts of this system in 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.

Periodic maintenance and routine checks are necessary to ensure safe-and satisfactory operation of
your system.

Proof of these activities is required bythe authorities in some countries.

All legally required tests must be performed at the specified time intervals.

In Germany: constancy test, stipulated under §ii6 of the Strahlenschutzverordnung (StrlSchV).

This work may be performed only by qualified and authorized service engineers.

Qualified in this context means.that the engineers have been trained accordingly or have acquired the
necessary experience in practice/ Authorized means that the engineers have been authorized by the
operator of the system to perform maintenance work.

Prior to the first system start-up, we recommend that you name a staff member who will be responsible
for ensuring that routine checks and preventive inspection and maintenance work are performed. This
employee has to archive all certificates in the "System Owner's Manual" folder.

In addition to our repair service, Siemens Healthineers also-offers you a complete range of'services for
preventive inspection and-maintenance of your system. These services can be called on asyrequired or
agreed in a flexibly drafted service contract.

If you have not received a quotation from our UPTIME_ Sen/ices service organization, please contact the
Siemens Healthineers-representative responsible for your facility.

Our medical engineering products are designed for-aperation under average conditions in accordance
with the Operator Manual for a useful life of lo (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 Healthineers about these-measures early enough.

This Maintenance Plan provides information about routine checks and periodic.maintenance of your
ARTIS one system.

Routine cheeks:

Normally ‘the system operator entrusts the-clinical operating personnel with' the task of performing
routine checks. These include daily, weekly,’and monthly inspections as well’as legally required checks
as described in the section containing Functional and Safety Checks of the .operator manual.

Safety Checks

The following checks are intended to,ensure the safety of the system: Where appropriate, preventive
measures must be adopted or repairs performed. The points to be checked are essentially prescribed by
laws and standards. 91
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Object or Function Reason

General checks

Overall system Safety of patients and personnel
Cables and how cables Protection of patient and personnel
are laid against electric shocks.

Accessories Safety of patients

System radiation protec- Protection of patient and personnel
tion devices against radiation injuries

What is checked

Visual check of the system (cover pan-

els) for damage and sharp edges

Visual check of cables and how/ cables

are laid for safety deficiencies:

Check for safety deficiencies

Check the unit's radiation safety devi-

ces and any additional safety devices

that may be present (lower body radi-

ation shield, upper body radiation
shield, ceiling- mounted radiation

shield, etc.), to makesure they are cor-

rectly installed and free of damage.

Warning labels Protection against.incorrect operation  Check for presence’of the required

and thus protection of patients, per-
sonnel and unit:

User interfaces Protection against incorrect operation

and thus protection of patients, per-
sonnel and.unit.

Electrical Checks

Electrical safety Protection of patient and personnel
against electric shocks.

warning labels'visible to the user for
operation of the system.

bols

| « Ground wire resistance
measurement

= Unitleakage current measurement

= Patient leakage current
measurement

of the complete system per national

_ regulations

Mechanical Checks

Floor and ceiling mount- Protection of patients, personnel and

ing unit

Drives Ensure power transmission and safety
functions

System movements Safety of the system latching'mecha-

(manual) nisms

Movable components Protection of Patients. Personnel and
Unit

Accessories Safety of patients, personnel

User interfaces Protection against incorrect operation

and thus protection.of patients, per-
sonnel and unit.

Safety-relevant parts Protection of patients, personnel and
subject to wear unit

Perncrparua MU 8 PocagopaBramzope
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Mounting (visual check)

Check for wear, tension, ease of moyve-
ment and function

Check of brake holding and end"stops
Cable lead-in. movement behavior
and. if applicable, brakes

Check for functionality and for good
condition

Check for completeness

Check for functionality and for good
condition

Check for legibility and operating sym-

12

12

12

12

12

12

12

Interval

(Months)

12

12

12

12

12

12
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Function Check
Emergency stop devices  Preventing the first malfunction caused 5witch-off of system functions after 12
by application errors and collapsing activating the emergency stop device
patients
Control devices and Inform the operator about relevant sys- The functions of the following displays: 12
warning indicators tem conditions and overload situations o
* Radiation

« Fluoroscopy
« X-ray tube load
« Block Movements. Block Radiation

« Unitmovements at the-collision limit

System movements Protection of patients, personnel and Safety shutdown of the'movements 12
(motorized) unit
Collision protection Prevent damage to unit components Automatic shutdewn of system move- 12
ments inthe collision zone (e.g. ceiling,
wall, floor)
Object or Function Reason What is checked | Interval
(Months)
Function test Prevent damage to unit components Final functien test of all components 12

Preventive Maintenance

The purpose of preventive maintenance is to reduce unforeseen;failures to a minimum.

Thus the prerequisites for the system to meet the assured characteristics in the long term are Created.
The effects of different gperating conditions (full or partial load operation, temperature, size of dust
particles, humidity, gases,-vapors) are checked and the condition of parts subject to \r/ear is‘determined
by recording and analyzing characteristic values.

Preventive measures must be adopted or repairs must be:undertaken as appropriate.

The specified maintenamce intervals correspond to the-minimum requirements.

Compliance with stricter national legislation may be neeessary.
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Object or Function Reason What is checked Interval
(Months)
Overall system Preventive measures to avoid Check of operating data 24
* Safety risks , Check of cables, cable routing and

cable connections for damage

Overheating
Cleaning contrast medium, blood; dis-

= Wearand tear infectants from areas not accessible to

i the customer
* Image artifacts

Inspection and cleaning oficoolant and
air circulation passageways

Inspection and cleaning‘of optical
transmission paths

Removal of foreign objects, e g. posi-
tioning aids and injection needles

Check of the tolerance limits
Check of the movement forces

Check of the drive characteristics,
acceleration and,deceleration move-
ments

Measures toensure that all compo-
nents move smoothly

Check and analysis of points of friction

Repairing‘minor damage

Quality and Function Tests

Quality and function tests are used to check whether the. system meets the assured characteristics.
Image quality tests determine differences from the original status (e. g. resolution, contrast range,
minimum contrast, imagejsignal and, if applicable, check of.Digital Subtraction Angiography).

If there are differences, preventive measures must =be taken or repairs performed; whenever
appropriate.
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Object or furtction

Overall system

Vacuum components;
« X-ray tube assembly

Beam geometry, cen-
tering. beam collima-
tion

Radiation dose

Detail recognition

Image contrast

DSA Device
Image display

Image Disturbances

Object or Function

Dose measuring device

Image documentation
systems

Reason

Optimum operation on the basis of the
specifications listed in the data sheet

Assuring Che system specihcations (vacuum
components are subject to aging)

Observance of the specifications and legal
regulations to minimoe radiation exposure
for the patient ar>d for personnel.

(DHHS and country specific regufabons
must be observed.)

Comptiarsce with specifications and) legal
requirements to minimize radiation‘expo-
sure of patient and personnel.

(DHHS and country-specific regulations
must be observed.)

Compliance with specifkatiom and legal
requirements.

(DHHS and country-specfic regulahons
must be observed )

Ensuring image quality
CompliarKe with specifications arul legal
requirements

Ensurlrtg image quality.

CoTpKarke with specificatiorrs and legal
requirements

Ensuring image quality
Compliance‘with specifications and legal
requirements

Ensuring image quality

Compliar>ce with specifications and legal
requirements

Ensurtng image quality

Reason

Maintenance of specifkatiorK

(DHHS and country-specific regulations
must be observed.)

CoTpWarke with specificatiorrs and legal
requirements.

(DHHS and country-specific regulations
must be observed.)

Ensurlr>g Image quality
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What is checked

Interaction of all system compo-
nents according to the assured
characteristics

Image Quality

Centerir>g the central beam onto
the center of the image receptor

Coinddence of radiation held size
and image receptor size or light
field size and radiation field size

Check of the dose rate/cutoff
dose in

« Fluoroscopy (DU

« Acquisition

Resolution during
* Fluoroscopy (DL)

= Acquisition

Minimum contrast ar>d dynamic
rar>ge during

* Fluoroscopy (DL)
= Acquisition

DSA scene: DSA scene;contrast
sensitivity, dynamie.range, loga-
rithming. subtraction, artifacts

Brightness and-caontrast of the
configured monitors

Image display:for intolerable
image artifacts for all configured
application techniques

W hat is-checked

Accuracy of the display

Gray scale reproduction, geomet-
ric imagir>g characteristics, resolu-
tw”, optical density, artifacts

Interval

12 months

12 months

12 mtHiths

12 rrwiths

12 months

12 months

12 months

12 months

12 months

Interval

12 rrronths

12 rrtonths

(or in accord=
ance with
specifica=
tions from
other rrtanu-
facturers)
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17.1.  Service contacts

Regular inspections should be a part of the annua! 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
Dubiniskaja str. 96

115093 Moscow, Russia

Tel.: 8 800 550 50 22
www.siemens-healthineers:com/ru/

Customer support center

8800 550 50 22

(24 hourfree line)
service.ru®siemens-healthineers.com

18.Additional service information

18.1. Pre-Installation Instructions
The medical device is not intended for installation and commissioning directly by the end customer.
Installation and commissioning of the medical device is carried out by representatives of Siemens
Healthineers.
The information presented in this chapter is a partial extract from the service documentation intended
for use by service specialists of Siemens Healthineers.

18.1.1. Prerequisites
Floor stand and table are each installed on a mountingplate. This chapter describes 2 different types of
installation of the meunting plates:

» Installation.directly on solid concrete
« |nstallation on filled concrete

If there is self-leveling grout or other types of-floor that do not have the required load capacity as
defined by the Planning Guide, the non load=hearing material must be removed in the area of the
mounting plates and replace with filled concrete:

Using the sheavy-duty anchor bolts included-inthe shipment, installation is pessible in filled concrete up
to a max.-of 70 mm thick. Longer heavy-duty anchor bolts are available/from the Hilti Company on
request:

The-mounting plates are secured to the floor using Hilti heavy-duty ancher bolts. The minimum required
quality of the concrete is C20/ 25.

%6
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If needed, the mounting plates can also be installed using studs inserted through the floor.into the room
below, M12 or 1/ 2" threaded rods, minimum hardness 8.8 as defined by the 150 Norm, with large plate
washers and two nuts for each on the underside of the floor are recommended. The-threaded studs,
plate washers and nuts must be obtained locally. Torque value of the M12 nuts: 88 Nm:

18.1.2. Preparatory work steps

Making the markse

Fig. 1: Making the marks

1 Floor stand mounting plate

2 Pilot hole

3 Table mounting plate

4 Isocenter in the head-end position

5 Mark Afor.use of the installation gauge
6 Control dimension

» Make the following marks on the floor in aecordance with the Project Plan and Fig. 1:

0 (Auxiliary line LI
c/~.f an installation gauge is not used: Isocenter for the floor stand in the head-end

position Fig. 1 (4)
¢, Ifan installation gauge is used:
Mark A Figi-1 (5)
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Installation gauge

Fig. 2: Installation gauge

The installation gauge is needed to.align the mounting plates Fig. 2, The installation gauge is comprised
of three aluminum plates that are'shipped bolted together.

The installation gauge is bolted to:the mounting plates for the floor:stand and table using the screw with
which the plate Fg. 2 (1) is attached Fig. 4.

The plate Fig. 2 (1) is intended-for aligning the ceiling stand longitudinal rails with a biplane system and
is not needed for the "Artis one" system.

Positioning the mountingplates
The back of the mounting plate for the floor stand can beldentified by four blind holes Fig-—3 (1). Place
the mounting plate down-on its back side.

Fig. 3: Floor stand, bock of installation plate
Assemble the two parts of the installation gauge Fig. 4 (1, 2) with screws.and attach it to the mounting
plates for the floor stand and tablel/When doing this, make sure that pilot hole C in the installation
gauge Fig. 4 (4) lines up with pilot hele Cin the mounting plate Fig. 1(2).

Perncrparua MU 8 PocagopaBramzope
www.nevacert.ru | info@nevacert.ru



SIEMENS
Healthineers

1 Installation gauge, Part 1

2 Installation gauge. Part 2

3 Attach both parts of the.installation gouge together using six MIO x 20 countersunk screws
(wrench size: 6)

4 Pilot hole C

5 Four MIO X 20 countersunk screws (wrench size: 6) o, attach the gauge to the floor stand
installation plate.

6 Five MIO X 20 countersunk screws (wrench size: 6) to/attach the gauge to the table installation
plate.

To prevent drill dust from._getting into the threads that are not used, cover the threads in beth mounting
plates with tape.

A cross slot Fig. 5 (A)and a long slot Fig. 5 (B) are present in the installation gauge to align the mounting
plates. Align the twe mounting plates with respect ta the marks on the floor:

Mark A on the floor,must be in the center of the cross slot.

Auxiliary Line LI.must be symmetrical to the longslet.
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Check the minimum distance at the head end between the midpoint of‘the floor stand installation plate
and the wall:

L1

©

min. 1360 )

Fig. 6: Head-end minimum distance (1)

18.1.3. Drilling the Mounting Plates
Floor stand mounting plate

Fig. 7: Drillingjig
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Fig. 8: Floor stand installation plate

The drill jig Included in the pre-installation kit for the floor stand Fig. 7((1) is used together with the
mounting plate as a drilling template. Here, the following should be observed:

1 The mounting plate is secured with seven heavy-duty expansion bolts,
2 It is preferable to drill holes 1-7 Figr 8. If one hole cannot be drilled because of a concrete reinforcing
bar, use the next closest hole in the ' mounting plate to drill a new hole.
3 No more than two holes may remain open between two mounting-points.
4 If a hole is drilled incorrectly, the drill hole must be professionally filled.
5 Insert the drill jig into the 25-mm mounting holes Fig. 8 (1-7) In‘the mounting plate.
6 Drill holes 1-7 with a diameter of 18 mm, The depth ofithe drill hole depends on the type of
installation:
Installation directly on"concrete:

018

Fig:-9: Floor stand, drill depth with installation on concrete
1"Floor stand mounting plate
2:Solid concrete
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Installation on filled concrete:

Fig. 10: Floor stand, drill depth with installation on filled concrete
1 Floor stand mounting plate

2 Filled concrete

3 Self-leveling grout

4 Solid concrete

Table mounting plate
A different drill jig is required for the table. This is included in the pre-installation kit for the table. Insert

the drill jig into the 20 mm mounting holes Fig. 11 (1) in the mounting plate.

Fig. 11: Table installation plate
Drill 4 holes with a diameter of 18 mm. The depth of the drill hole depends.on the type of installation:

Installation directly on concrete;
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Fig. 12: Table, drilling depth with installation on concrete
1 Table installation plate
2 Solid concrete

Installation on filled concrete:

Fig. 13: Table, drilling depth with installation on filled concrete
1 Table installation plate

2 Filled concrete

3 Self-leveling grout

4 Solid concrete

18.1.4. Inserting the Heavy-duty Anchor Bolts
1 If afloor covering is present, transfer the shape of the mounting plates onto-the floor and remove the

floor covering in this area. Place the installation gauge on the mounting plates;and align it to the marks

on the floor,
2 The plates must lie flat on the floor. If needed, remove any unevenness in-the floor.

3 Blow.out the drill holes.
4 Position the mounting plates again and-align them to the floor marks A.and LlI.
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5 Place an insulation plate under each of the'mounting plates for the floor stand and the table Fig. 20 (1)
Fig. 21(2).

Fig. 20: Floor stand,nstalling the insulation plate

Fig. 21:.Table, installing the insulation plate

6 Recheck theralignment of the mounting plates.
7 Floor stand, inserting the heavy-duty expansion bolts:
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CHECK WHICH HEAVY-DUTY WEDGE ANCHOR TYPE IS USED!

Him HSL4 ANCHOR Him HSL3 ANCHOR

red plastic ring at shaft black plastic ringatshaft

H5L4 identification at shaft

Mounting Torque: 60Nm Mounting Torgque: 80Nm
Fig. 22: Types of expansion bolts

Montage auf Beton Montage auf Betonfiillung

/lInstallation on concrete: /Installation on filled concrete:

Fig. 23: Floor stand, inserting the heavy-duty expansion bolts

la Hilti HSL-3,M12/50 or Hilti HSi-4 M12/50 heavy-duty expansion bolt with plate washer

Ib Hilti HSL-3:G M12/100 or Hilti HSL-4-G M12/100 heavy-duty expansion bolt with plate washer
2 Additional plate washer

3 Insulation. washer

4 Insulation sleeve

5 Mounting plate

6 Insulation plate

Insert'the heavy-duty anchor bolts Fig-,23; torque 80 Nm for Hilti HSL-3 and Hilti HSL-3-G; 60 Nm
for'Hilti HSL-4 and Hilti HSL-4-G,

Inaddition, with installation on filled concrete:

To prevent the cover panel for the mounting plate from sitting oncthe threaded rods, cut off any

excess higher than 19 mm Fig. 23.
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8 Table, inserting the heavy-duty expansion bolts:

Montage'auf Beton Montage auf Betonfullung
/Installation on concrete: /Installation on filled concrete;

Massivbeton
/Solid concrete

Fig. 24: Table, inserting the heavy-duty expansion bolts

la Hilti HSL-3 M12/25.0r Hilti HSL-4 M12/25 heavy-duty-expansion bolt with plate washer
Ib Hilti HSL-3 M12/100 or Hilti HSL-4 M12/100 heavy-duty expansion bolt with plate washer
2 Insulation washer

3 Insulation sleeve

4 Mounting plate

5 Insulation plate

- Insert the heavy-duty anchor bolts Fig. 24; torque 80 Nm for Hilti HSL-3 ; 60 Nmfor Hilti HSL-4 .

- In addition, with installation on filled concrete;
To keep(the cover panel for the mounting-plate from sitting on the threaded rods, cut off any
excess higher than 12 mm Fig. 24.

18.1.5. ‘Final work steps
Caulking the mounting plates
To ensure that no liquids can penetrate between the floor and the mounting plate, caulk around the
outside edge of the mounting plate Fg. 25-(Arrow) and the floor with caulking(e.g., silicone).
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Fig. 25: Caulking the installation plate with silicon.

18.1.6. Floor Stand Ceiling Outlet

Installing the floor stand ceiling outlet
The cable outlet must be installed directly over the center of the floor stand'mounting plate Fig. 59 (2).

The maximum admissible tolerance depends on the room height Fig. 58:

With a room height of 2700 mm to 3100 mm:

The tolerance from the center of the‘cable outlet to the mounting plate; 0 +100/-100mm:

Fig. 58:/Room height
1 Ceiling outlet

2 Finished floor
RH‘Room height
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Fig. 59: Floor stand, position of the cable
1 Floor Stand Mounting plate
2 Position of the Ceiling Cable Outlet

installing the cable outlet in the drep ceiling

The following sketch shows how:the cable outlet is installed in the’ drop ceiling; floor-ceiling distance
2700-3100 mm. When this is.done, the MIO threaded studs must be shortened to an appropriate
length.
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M1 O threaded rod n

[Pos.: 13]
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19.Service life.
Our medical engineering products are designed for operation under average conditions/in accordance
with the Operator Manual for a useful life of lo (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 Healthineers about these measures early enough,

20. 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.

21. Contacts for reclamation:
The complaint may be submitted only-for those issues which have nat been the subject of the device
acceptance procedure performed in.accordance with the terms of the-contract.
In case the system does not operate properly or does not perform commands as described in
operating manual contact manufacturer representative service centerin RF,
Contacts for questions and reclamations in Russia;

Siemens Healthcare LLC
Dubiniskajastr. 96

115093 Moscow, Russia

Tel.: 8 800 550 50 22
www.siemens-healthineers.com/ru/

Customer support center

Tel.: 8:800 550 50 22

(24-hour free line)

service. ru(“siemens-healthineers.com

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

Siemens Healthcare Magnetic Resonance Ltd.
Siemens MRI Center, Gaoxin C_-Ave,

2nd, Hi-Tech Industrial Park

518057 Shenzhen

PEOPLE'S REPUBLICOFCHINA
www.siemens-healthineers.com

110

Perncrparua MU 8 PocagopaBramzope
www.nevacert.ru | info@nevacert.ru



MepeBos C aHTMIACKOTO A3blKa HA PYCCKUI A3bIK

01701844
[TeroTun: CKP.XLL

COBET KUTAA MO PA3SBUTNHO MEagYHAPOAHOIN TORIOBJIUN
MEXOYHAPOAOHAA TOPIOBAA MNMANTATA KUTAA

CBUAETEJ/IbCTBO

IQR-Kodl
Ne 234403A0/054672

HACTOAWMM YOOCTOBEPAETCA, 4YTO: nevatb «omnaHun SIEMENS SHENZHEN
MAGNETIC RESONANCE LTD. («KCMMEHC WW3SHbYK3IHB MATMHE M'K PESOHAHC JITA.»)
Ha npunaraemMoM [JOKyMeHTe ABAAETCA NOAIMHHON.

MeuaTw: KUTANCKNIA KOMUTET COAENCTBUSA
Pa3BUTUIO MEXYyHapPOAHOW TOProB/n
CEPTNOUNKALNA KKCPMT (24)
KuTalickuii KOMUTET CORENCTBUA Pa3BUTUIO MEXAYHAPOAHON TOProB/u
Moanues yNnoHOMOYEHHOIO NNLA: /nognuce/
Uxoy CuoaHb

[Hara: 27 okta6ps 2023 toga

Beb-caliT Anst NpoBepKM NOANMHHOCTY cBUAETENbCTBa: http://www.rzccpit.com/validate.html
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L oKkymMmMewT Agna noaauwmn

HacTosiLumm noATBEPXKAAEM, UTO CNeAYHOLLMIA NOKYMEHT Obin pa3paboTaH, NOAFOTOBMEH U BbIMYLIEH
NpPoM3BOANTENEM MEAULMHCKOIO U3AENNS.

MpunoxeHne K VIHCTPYKLMAM MO 3KCnyaTaumm gna Poccum - AHrmorpagmyeckas cuctema
ARTIS one ¢ npnHaane>xHOCTAMMN.

C yBaXKeHMeM,

CumeHc LLsHbYK3IHL MarHeTuk Pe3oHaHc JiTa,

/no()nmgb/
®NO: NnHb JTn HyaHb
JomkHocTb: Cneynannct no HOpMAaTUBHO-NPaBOBOMY PerynvpoBaHuio

MeuyaTb: CuMeHC LU3HbWK3IHL MarHeTnk Pe3oHaHc J/1Ta. 4403056276809

CumeHc WaHbYX)Hb MarHeTuk Pe3oHaHc J1TA.
Na32. 2-aa MaocuHb L, AseHto, [ARAYCTpUaNbHBIA NapK BbICOKVX TEXHOAOT A,
518057, LLIBHbYKIHB,

KUTANCKAA HAPOOHAA PECMYB/INKA Ten.: - 86-755-23185000
®dakc: +86-755-23185002
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MepeBof, C aHININIACKOr0 A3blKa Ha PYCCKUI A3bIK Siemens Shenzhen Magnetic.Resonance Ltd,
Siemens MRI Center, Gaoxin C. Ave., 2nd,

HiTech Industral Park,

518057, Shenzhen, China (KuTai)

[TpnnoxeHne K VIHCTpyKUMam no
aKkcnayatauun ang Poccun

CucTema aHrnorpaguueckas ARTIS:one ¢ npuHaANeXXHOCT AMU
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1. HasBaHue MeauLMNHCKOro YCTpolicTBa
Cuctema aHrvorpagmyeckast ARTIS one ¢ npyUHaL1eXHOCTAMN
B TekcTe JoKyMeHTa Takke MOryT BCTpeyaTbCs Creaylolime HavMeHOBaHWsA [/is. BbllLeyKa3aHHOro
MeauumMHCKoro mnsgenus: «CucrTema ARTIS one», «ARTIS one».

2. VIH(hopMaums o nponsBoAcTBe MeAULMHCKOrO YCTPOICTBa
OdmmasnbHbIA NPON3BOAUTEND:

Siemens Shenzhen Magnetic Resonance Ltd. («CumeHc LUeHbWksHb MarHeTuk PesoHaHc,
-JTa),

Gaoxin C. Ave., 2nd, Hi-Tech Industrial Park.

518057, Shenzhen, China (Kutail)

npOI/IBBO,qCTBeHHbIe nnowaaku:

Siemens Shenzhen Magnetic Resonance Ltd. («CumeHc. LlleHbWkaHb MarHeTuk Pe3oHaHC,
o),

Gaoxin C. Ave., 2nd, Hi-Fech Industrial Park.

518057, Shenzhen. China (Kutaii)

HanmeHoBaHWe 1 agpec MECTHOIO RpPeacTasuTensd B Poccuu;

000 «CuMeHC 34paBooXpaHeHme»
yn. [lybuHnHckasn, 4. 96

115098, r. MockBa, Poccusi
Ten.;:8.800 550 50 22
www.siemens-healthineers.com/ru/

3. HasHayeHne mMeunLMHCKOro yCcTponcTea
3.1.  HasHaueHme MeAuLMHCKOro nsgnenms
ARTIS one_siBNseTcs CEMeViCTBOM CreLyaiu3upoBaHHbIX aHrMorpadmyeckmx ‘eucTteM s Co3aaHus

PEHTIEHOCKOMMYECKUX W PEHTreHorpauyecknx (M3006paKeHnii, npefHasHaYeHHbIX [ BbINO/HEHUA
[NarHoCTUYECKON BU3yanu3aummn, a Takke MNPOBeAeHNs WHTEPBEHUMOHHON W MUHUMa/IbHO VHBA3VIBHOW
Tepanun. CucTema, 1CMOsb3yeTca /1 BU3YaslbHOFO, KOHTPONA MPU NPOBEAEHUN HECOCYAWCTbIX, COCYAUCTbIX,
CEepAEUHO-COCYAUCTbIX, HENpOCOoCYAUCTbIX, MUHUMA/IbHO WHBA3WBHBLIX W APYTUX-XUPYPrUYECKUX Onepawuuii.
Kpowme TOro,-cnucteva ARTS one BKIHOYaET./B cebA nporpaMMHbie BO3MOXHOCTV [ PEKOHCTPYKLMUU
[BYXMEPHbIX:-M300paKeHUiA, NOMyYeHHbIX CAOCOOOM POTaLMOHHON aHruorpaguu, B (opmar TPexMepHOro
N300pakeHust, a Takke BO3MOXHOCTM B 'KayeCTBe CpeacTBa AMArHOCTMKM,) NIaHWPOBaHWSA, KOHTPONA U
rMoc/ieAyHOLIErO NIeYEHMS.

3.2, [Noka3aHus
B AaHHOM YCTpOIACTBE MpPeAyCMOTPEHB! BCE K/IMHMYECKME MOKa3aTenm“4/isa aHrnorpadmyecknx npoueayp u
npoLeayp nog, PeHTreHoCKoNMYeckUM KOHTPO/IeM B paMKax Mcrnosib30BaHNA Mo Ha3HAYEHUIO.
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ARTIS one - aHrmorpagmyeckas cuctema, npegHasHavyeHHas 4ns nonyyeHus auarHoCTUYECKMX U306 padkeHNIA 1
BbINO/IHEHNA VHTEPBEHLIMOHHBIX BMELATENbCTB, B TOM YMC/IE Y AETEN M TYUHbIX NaLNeHTOB.

Mpoueaypbl, KOTOpble MOXHO BbINOMHATL C MOMOW,b0 ARTIS one, BKKOYaOT B Ce6s (KapAMOoIorMyeckyo
aHrvorpagmio, HelipoaHrmorpaguio, 06LLYI0 aHrvorpagumio, POTaUMOHHYK aHrMorpapuio, yHUBEPCaIbHYHO
aHrvorpagmio, peHTreHorpaguIo N PeHTreHOCKONMIO Tena B Lie/ioM, a Takke npoleaypbl,poBOAMMbIE PSAOM
CO CTO/IOM, HanpuMep npu 06cneaoBaHNM KOHEYHOCTEN NaLyeHTa.

JononHnTensHble  npouedypbl  BKAOYAOT B cebsi  aHrvorpauio B - OMepauMOHHON,  XMpypruveckue
BMeLLaTe/NbCTBa C KOHTPO/IEM MO PEHTITEHOBCKUM U300PaXXeHWAM, MO COBMELL,EHHbIM-N300paXKEHNAM, a TakKe
C UCNOMb30BaHMEM HaBUrauMOHHbIX cucteM. CToa A1 06cnefoBaHui, SBASIHOW,UAEA HEOTHEMIEMONM YacTbto
CUCTEMbI, UCMOMb3YIOT 4719 MOYYeHUs PEHTTEHOBCKUX N306PaXKEHWIA, XMPYPryYecKnX 1 ApYrmx BMeLLaTebCTB.
ARTIS one Takxe NoAAePXMBAET PEHTIEHOrpaduio, BLIMOHAEMYIO B OMNPEAEIEHHBIX MOMOXEHUSAX, A4/ CUHTe3a
MPOCTPAHCTBEHHBIX AaHHbIX.

3.3. lMpoTuMBONOKa3aHUA

B HacTosll,ee Bpems NPOTVBOMOKa3aHWS-ANA NPUMEHEHUS OAaHHOrO W3NS HewnsBecTHbl. OfHaKo Ha Hero
pacnpoCTPaHsTCA NPOTMBOMOKA3aHMSA ~ K aHI1orpagiMyeckuMm WM PEHTrEHOCKOMUYECKUM  NpoLeAypaM.
OKOHYaTe/bHOE pELIEHMe MO NPUMEHEHNIO MEAULMHCKOrO M3AEeNUs B-KOHKPETHbIX YC/I0BUSIX MPUHMMAETCS
BPa4YOM Ha OCHOBAHWW VIMEOLLMXCS Y, HETO 3HaHWIA 1 C Y4ETOM PUCKOB, CBSI3AHHbIX C KOHKPETHBLIMM CTy4asiMu.

3.4. He>kenaTesnbHble N060YHbIE PGEK TbI

CBefieHVsi O [eTepMUHUPOBAHHBIX M CTOXaCTUYECKUX 3heKTax (BO3AENCTBUA NOHU3MPYIOLEro W3/yYyeHns
{peHTreHOBCKMX nyyein) ABMSIETCA COCTaBHOW 4acTbl0 MeAMLMHCKOro™ o6pa3oBaHns Bpayeil. HeobxoAMMoCTb
MPUMEHEHNS PEHTTEHOBCKUX WCCAEL0BaHW C YYETOM [aHHBIX | PUCKOB [O/DKHA ONpeaensitbCsa  BpayvoM,
Ha3HaYaloLLMM WM OCYLLECTBASALLMM NPOBEAEHVE AaHHOMO Tuia-06cnefoBaHns. Mpy NPUMEHEHVIN U3LENWA,
rEHePUPYIOLLMX PEHTTEHOBCKOE W3/lydYeHne, U3BECTHbIMU [AeTEPMUHMPOBAHHBIMM 3heKTaMy ~BO3AeNCTBIA
PEHTIEHOBCKMX JTy4ei ABMSIOTEA apUTEMA, KaTapakTa, CTOMKOE BbiNafeHWe BOOC M OTCPOYEHHbIA HEKPO3 KOXMU.
Mpy NPUMEHEHWUN W3OEeNUA; TeHepUpPYIOLWMX PEHTIEHOBCKOe W3/lyyYeHne, W3BECTHbIMU CTOXaCTUYECKUMM
apheKTamm BO3LENCTBUA. PEHTIEHOBCKMX Ny4eil SBMAIOTCA MOBbILIEHHbIE PUCKN Pa3BUTUS OHKOJIOMMYECKUX U
HacnenCcTBeHHbIX  3abofieBaHuin. C  yBennyeHveM /403bl  BO3pacTaeT  BepPOSATHOCTb = BO3HWKHOBEHUS
CTOXaCTMYeCKMX 3h(eKTOB  BO3AENCTBUA [03bl. COOTBETCTBYIOLLMIA PUCK MOXHO CBECTU K MAHUMYMY, NPUMEHSAS
MUH/Ma/IbHO HEeO6XO4MMOe PEHTTEHOBCKOE 06/1yYeHMe, a Takke CTPOro M CUCTEMaTUYECKU NPUMEHSI Mepbl
3alyThl  onepatopa /M’ NepcoHana MeAMUMHCKOro y4pexaenus.  O6cnefoBaHWsi (MaLWMEeHTOB, OCOGEHHO
YYBCTBUTE/IbHBIX K BO3AEVCTBII0 MOHM3NPYIOLLEro n3fyyeHnst {HanpumMep, AeTn, 6epeMeHHbIe XEHLLUHbI, 1La
C onpegeneHHO TeHeTUYeCKO MpeapacrofioKeHHOCTbIO  W/Wnn - 3a60/1eBaHMAMY,  OT/IMYAOLLMMUCS
MOBbILIEHHON YyBCTBUTE/IbHOCTLIO K 06/1y4YEHMIO) WU KOHTPACTHOMY BeLLecTBy {HarnpumMep, nNpy XPOHUYECKNX
3ab0/1eBaHMAX MoYek), creayeT MnaaHMpPoBaThb U BLIMOIHATL C 0COB0M TLATEIbHOCTLIO;MTOObI CBECTY 06/1yYeHne
K MUHUMYMY. -CTON nauueHTa W YCTPOWCTBA AAA NO3WULMOHWMPOBAHUA MaLMeHTa MO3BOMSOT BbIMOMHATH
NO3NLMOHMPOBaHME NauyeHTa Takum 06pa3oMm, MTo6bI cAaepxaTb pasBUTMEe HEKPO30B M3-3a cAas/mBaHus. Bo
BpemMs [/IMTEAbHbIX 06CnefoBaHU OOYYEHHBIA NepcoHasl [O/MKEH CBECTU ‘K/MWUHUMYMY PUCK Pa3BUTUS
HEKPO30B 13-3a COABNVBAHWS C MOMOLLBHD-COOTBETCTBYIOLLMX Mep, Hanpumep, NOocpeacTBOM aKTUBHOWA
NPOMUNaKTUKN NPONEXHen, Koraa nauneHTbyaeT HaxoauTbes B TPeGYeMOM, RONOXEHWUN. PasapaXeHne KOXu
MOXET BO3HVKHYTb NpY NPOAO/KUTEIbHOM,KOHTaKTe C KOXE, 0COBEHHO B MPUCYTCTBUN OCTATKOB XMMMUYECKMNX
BELLECTB, Hanpumep YMCTAMX WK Ae3NHPALMPYIOLWMX CPeaCTB.
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3.5.  LleneBble rpynnbl nauneHToB
C/CTEMY MOXHO WCMO/b30BaTb A1 06CNeoBaHUS NHO6bIX MaUMEHTOB, OT HOBOPOXAEHHbLIX A0 /WL
NPEeKIOHHOIO Bo3pacTa. Bec MauyeHTOB OrpaHNUYMBAETCS TEXHUYECKMMM XapaKTEPUCTUKAMIA CTOMa NaLyeHTa.

3.6. Mpeanonaraemble NONb30BATENN

e Tpocunb onepatopa; Kcnonb3oBaHue CUCTEMbI, ONMCaHHOW B PyKOBOACTBE. RAOMb30BaTeNs TpebyeT
cneumanbHbIX TEXHUYECKMX WM MEAULMHCKUX 3HAHWIA U HaBbIKOB, B 00/1aCTU-PaaVaLyOHHON 3aluThl,
npaBun TEXHUKM 6e30MacHOCTI 1 6e30MacHOCTY NauueHTa
Jogwn, paboTatolme ¢ CUCTEMOW, A0MKHbL BbIIN NPUOBPECTN 3TN 3HAHWUS W-HaBbIKM BO BPEMS Kypca
06y4yeHus

e O6y4eHure paboTe ¢ 060pyLOBaAHNEM:
MpakTyeckoe 06yyeHWe npoBoaMTes Ha 000pPyAOBaHWM CcornacHo [loroBopy Ha nepegady.
O6si3aTeflbHbIM TpeboBaHMEM SBMSETCA BbIMNOIHEHWE WHCTPYKUWRA,(A@aHHbLIX B XOA4Ee MPaKTUYecKoro
00yuyeHnsi npeactaBuTenem Siemens: Healthineers nepen Mcnonb30BaHWeM cucTeMbl. ocneaytollee
00yyeHune, aBnstoLleecs HEOOXOAUMbIM BBUAY CMeHbl NMepcoHana; BXoauT B chepy OTBETCTBEHHOCTM
opraHv3auun, aKcrayaTupyroLweid cuctemy. Jlroboe AOMNOMHUTENbHOE O0Yy4YeHME MOXHO 3anpocuTb B
KomnaHun Siemens Healthineers:

3.7.  YCnoBus OMPY>KaOLLIEIA.CPEAbI MPU SKCM/TyaTaLumn CUCTEMbI

O6Lume cneupmkauyn noMeLteHns: OnepauyoHHas, ny/IbToBas, annaparHas
Junana3oH Temneparyp: 15 ‘30°C, pekoMeHA0BaHHasA Tempeparypa - 22*C
OTHOcuTENbHas BNaXKHOCTL; 20 - 75% 6e3 KoHAeHcaUuu;

Makc, rpagmeHT Temnepatypsl; 5 K/y;
BapomeTpunueckoe gasneHue: 70 -106 Kla.

3.8.  YCnoBusi OKpY>KatoLLeli cpefibl Npy TPaHCNop TMUPOBKE U XpaHEHNN
Jmana3oH Temneparyp; oT-20 o 70°C
OTHocuTeNbHaA BAXKHOCTL: 10 - 95% 6e3 KoHAeHcauuu;
BapomeTpuyeckoe aasneHue: 70 - 106 Kila.
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4. 0O630p cUCTEMDI

4.1.  0O630p cucTembl ARTIS One
OT/enbHble KOMMOHEHTbI CUCTEMbl OT/IMHAKOTCA B 3aBUCMMOCTW OT KOH(Mrypaumn. Huxe. npveefeH 0630p
TUNUYHOWN KOH(UrypaLumm.

(0]

Mpumep

(1) HanonbHbIN wratv ¢ C-06pa3Hol Ayroi, peHTEEHOBCKUM U3/lyyaTesieM 1 NIOCKAM AeTEKTOPOM

(2) Noppecka notonoyHaa ansa MoHutopos (DCS)-¢ aucnnieem 30",

ONUMOHa/IbHO. MOXET ObITb YCTaHOBMEH AONOMHATENbHbIA XKK-aucnnei

(3) Cron naupeHTa

(4) KoHconb.ynpasneHus.

(5) PyuHoli-nepekntoyaresib

(6) MepanbHbLI NepeknoYaTeNb 415 BKAKOMEHNA U3NTyUeHUs
MprmevaHune: -KoXyX cUCTeMbl BKMOYAET otmLMaibHOe BpeHAO0BOE HaMMEHOBaHME cUCTEMbl «ARTIS one.
Talkoke, Ha KOXyXe CUCTEMbI BCTPeYaeTCA HEKOTOpast AOMNOHUTEIbHAA MH(opMaLus:

e Edition X

[aHHas [oRosIHWTeNbHAas MH(OopMaUWA He AB/AETCH 4aCTbl0 HAMMEHOBaHUS “CUCTEMbl UM HE COEPXWTCA Ha
MapKNPOBKE MeOULNHCKOro M3enns, AoOKyMeHTaumn nonb3osarens v T. A.sJaHHas nHgopmMauumsa He sBnseTcs
4aCTbi0( HAMMEHOBaHMA CUCTEMbl W NpPefdHa3HayeHa TOMbKO 1A WH{OPMMPOBAHUA O TEXHOOMMYECKUX
0COBEHHOCTHAX CUCTEMBI.

Peructpamua MU & Pocanpasramzope
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4.2.  HanonbHbI WTaTNB ¢ C-06pa3Hoi fyrov

©

(1) C-obpasHas ayra

(2) Hanpasnstowwe FD

(3) Mnockuii petekTop (FD)

(4) BNOK peHTreHOBCKOU TPYOKU C NEPBUYHBIM KONTUMATOPOM.

(5) NosopoTHas 6a3a

(6) KHonka pa36/10KMpPOBKU

(7) Crolika wraTtuBa
HanosbHbIli WTATUB YCTAHOB/IEH HA MOBOPOTHOM OCHOBAHUM. HamosbHbIM LUTATMB MOXHOMEepeMeLLaTb MeXay
paboymmM NOMOXEHVNEM NONOXEHNEM NepeHoca NaLMeHTa Ha NOBOPOTHON bGase
HanonbHbIl WTAaTMB _MOXET NepeMeLlaTbCs B Pas/iM¥Hbie MOSIOXKEHWSI OTHOCWUTENbHO ‘NalmeHTa. HaknoHHble
MPOEKLMI BO3MOXHBI TPV BPpaLLaTe/lbHOM 1 OPOUTaTbHOM ABVXEHWUW (YrN0BbIX ABWMKEHKSX) C-06pa3HOii ayru.
PeHTreHOBCKMIA M3/lyyaTe/b C NepBUYHbIM KOTMMATOPOM Y NIOCKUM AeTektopom «(FD) npukpennstoTes K C-
obpasHori ayre,'FD KpenutcA Ha MOABEMHOE- YCTPOMCTBO [/11 PeryMpoBKW.. PAacCTOSHUA UCTOYHVIK-
n3o6paxeHue.

Pernctpamua MH & Pocampasramzope
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4]. CTon naupeHTa

(1) Oeka cTona ¢ marpacom

(2) Hanpasnsitowme ons moay/ien'ynpasneHnst v gpyrmx NpUHagAeXHocTeln

(3) MHe3ma Anda nHXxekTopa v PO3eTKM, CNELMPUYHON O KOHKPETHOM CTpaHbl

(4) kBUMNOTEHUMALHOCTb: Pa3beMbl 4/19 3KBUNOTEHUMA/IbHOFO BblpaBHUBaHMS

(5) Mepanb ansa pasbnoKMPOBKM BpaLLEeHWs cTona

Pa3bem 419 nefasibHOro nepeksoyaress

Cuctema ARTIS one ocHalleHa Haro/ibHbIM CTOIOM /15 NaLNeHTa,
BbicoTa cTONa, NPoA0ILHOE Y NOMepeyHOe NOMOXKEHUS AEKN CTOAR HENPEPbLIBHO perynmpytotcs. Croa nauveHTa
TaKke MOXHO MoBopaymBaTh,

Hanpasnstowye pensesl 419 Mogyneli ynpaBneHns napyrux npuHagiexHocTei
Kpensitea K ctony. Kctony MOryT NoACOeANHATLCA YCTPOMCTBA © 3KBUMOTEHLMA/IbHBIM BbipaBHUBaHMEM (4).

4.4, KOHCOMb ynpaBneHus
Balla cucTema OcHalleHa OAHUM Win ABYMSI NyNbTamn YAPABeHNS.
KOHCO/b yNpaBneHysi/cocTonT U3 OAHOTO CTPYNMMPOBAHHOIO WM HECKObKMX OTAEMbHbIX-MOAY/EN yNpaBeHus.
CyLLLECTBYET YETbIPE/OCHOBHbIX TUMA MOAYNEV YNpaBeHus.

®
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MynbT ynpasneHnsa (npumep)
(1) Cron (Moaynb ynpasneHust ctoniom (TCM))
(2) WraTne/C-obpasHas gyra (MoAy/nb ynpasieHus wratmeom SCM)
(3) Konnumaums n gmneTp (Moaynb ynpasneHust Konnumatopom CCM)
(4) Cuctema Bu3yanusaupmm (KOHTPOMbHbIA 610K TSC CO CTOPOHbI CTONMA)
(5) PykosiTka Anst KpenneHmsi MoAy st ynpasneHus

Moaynu ynpaBneHns OCHALLEHbI [PKONCTUKOM 1 HECKONBbKMMU KNaBuLamm.

4.5.  TepganbHblii NepekntoYaTe b 415 BKAKUYEHNS N3NyYeHNs!
MefanbHbIA NepeknoyaTenb AN BKIYEHWS U3AYYEHUs C YeTbipbMsi NefansMi NoACOeAVHAIOTCS K cUCTeMe
[U1S1 NPOBEIEHUS] PEHTIEHOCKOMNMWKA, MOJyYeHNS AaHHBIX W MPOUMX KOH(DUTYPUPYEMbIX (hYHKLINIA.

Kpome Toro, B NoMeLLEeH1M Ans 06cne0BaHUIA-MOXET BbITb AOCTYNEH GECNPOBOAHOV NepektoyaTesb.

) ©. ®

Mpumep KoH(UIypaumm
(1) PeHTreHockomus
(2) PeHTreHorpadms
(3) AnbTepHaTMBHasA NporpaMma peHTreHorpahumn™
(4) Topmo3 aeku crona*
(5) 3awmtHan ckoba
* OYHKUMW NedaibHbIX NePEK/oYaTeNiel MOXHOHaCTPOUTb C MOMOLLLI0 CNy)X6bl KAVNEHTCKON NOAAEPKKM.

4.6.  becnpoBofHONM NefasibHbIV NepekAYaTe b /19 BK/IHUYEHUS U3YHEHNS
BecnpoBogHOM nefasibHbIA Nepekoyatesib, A8 BKIIOYEHUS U3/yYeHUs MMEeT Te e (YHKUMKW, 4To W’
CTaHAAPTHbIA- NefanbHbIi Nepeknovartesb,..0fHaKko, 6e3 coeAVHeHUs Kabenem. PYHKUMM aKTUBUPYHOTCA
nocpeAcrsom P4 nepegatymka.

HeoTbeMAEMBIMI NPeNMYLLECTBAMM SB/SIOTCA GO/Ee Nlerkast 0YMCTKa Y OTCYTCTBUE priCKa CMIOTKHYTLCS O
Kabemn.

Perncrparua MU 8 PocampaEHanzope
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BecnpoBoAHol NefanbHbIli NepekntoyaTe/lb akTUBEH B Anana3oHe 0Kono 5 M (16-g)
BOKPYr CTO/a / WITATVBA, IAE YCTAHOB/EH NPUEMHIMK. ECM nefasbHbIli nepeksieyartesb
HaxoauTcst Ha 6osiee 60/IbLLEM PACCTOSIHWM OT CTO/A, OH MOXET MOTEPSITb KOHTAKT C
MPVEMHMKOM W 3aTeM NepeiiieT B HEAKTUBHBIA PEXVM.

4.7. MoTono4yHas nogsecka anda moHnTopos (DCS)
B 3aBuCMOCTY OT KOHurypaumu cuctemsl, DCS ocHaLL,aeTcq OgHUM WK ABYMSA OVUCTIIEAMMU.
MoryT 6bITb YCTaHOB/EHBI Ancnien pasmepom 30" wm 55"

NMpumep

C nomoLLbH pyKosTKK, DCS MOXHO nepemMeLlaTsb, NoBOpPaYMBaTE U, peryimpoBsarb Mo BbICOTe.
Ha wraHre DCS Hag, gucnnieeM BCTPOEH CBETOBOW MHAMKATOP.

4.8. Pexxnm npumeHeHns

MNepep, HayanoM 06cneoBaHNA MOATOTOBLTE CUCTEMY;,
1 Bksouute cuctemy;
1 [poBeauTe NPOBEPKM 6e30MacHOCTY;
1 [NoAroToBbTe LUTATVB W CTON, BbINO/IHUB ABVXEHNS YCTPOMCTBOM,;
1 Hactpoiite hopmaT n3o6paxeHns, KonamMaumeo 1 hunbTpbl;
I BcrasbTe winrypanute pacrp;
1 [pocMOTpUTE M HACTPOTe BUL, IKpaHa;
1 BbinonHUTE MaHMNyNALMN CUCTEMON BU3yanm3aLmm B onepaLMoHHON.

5. Knaccnpunkaums meauUMHCKOEO n3aenns
5.1. TyN MeULUHCKOI 0 U3LeNnns B COOTBETCTBUM C HOMEHKNATYPOi kKnaccupumkaumm
Knaccugukauys B cootseTcTBUM € MprnoxxeHnem X, MDD

Knacc M
Knacengmkaums B COOTBETCTBMN C POCECUIACKON HOMEHKATYPOIA:
191140

Peructpamua MU & Pocanpasramzope
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SIEMENS
HealLthineers

52.  Knacc noTeHLmManbHOro pyucka npy NPUMEHEHNN MeAULLMHCKOTO YCTPOCTBa

MeanUMHCKOe YCTPOCTBO NpeAHasHaueHo A5 nepefaynt SHePr B BUAE VIOHW3UPYIOLLEr0 - 3/y4eHms], OHO
OTHOCUTCA K Knaccy 26.

5.3. TuN KOHTAaKTa C Te/I0OM Ye/loBeKa
MeauLUMHCKOe 13LeNne He ABNAETCA CTEPU/IbHBLIM W NpegHasHayeHo 4719 MHOrOKpaTHOMO NMPUMEHEHMSA.

5.4. Knaccurkaumsa nporpammMHoro obecriedeHns
Knacc 6e3onacHoCTV NporpaMMHOro obecrevyeHns MeuUMHCKOro YCTPOMCTBa COrflacHo ctaHaapty |EC 62304
COOTBETCTBYET Kaccy B.
Bepcua nporpaMmHoro obecnieveHus: VAL, gara Boinycka: 03/2022.

5.5.  Paboune yacTw, Haxoaanvecs BHENocpeac TBEHHOM KOHTaKTe-CHauveHToM

B cootsetcTBuM ¢ IEC 60601-1 n. 7.2.10 1 8.3;¢eaytoLpe AeTain cHATaoTCA pabeunmMm yactamm tuna B:
» [lexa cTona (BepxHsas NMOBEPXHOCTL);
e Marpac Ans naupeHTa,
e [puHagnexHoctn CTo/a, npefHasHayeHHble /1 Onopbl nauveHra (Hanpumep, AOMNOMHUTENbHbIE
CeKUMM CToNMa, AepXKaTesb rofioBshv T.4,):
KnuHoBMAHas noaxniagka Ans rososkl;
- [epxatenb ronossl 415 NO3MLMOHMPOBAHMA FO/0BbI MALMEHTA B MOMIOXKEHUN NIEXA Ha XKVBOTE;
Mogknaaka onsa rosossl, yriny6neHHas;
Mopknafka On1a rooBsl, N1ocKas;
Pyuku;
MopyyHK ¢ onopamu,
Onopb! 4na pyk;
Onopa ana pyK, OAHOCTOPOHHSAS;
Oropa 4na pyku, LWapHUpHas;
- [JepxaTtenu-pyk;
PemHn chvkeaumm Tena.

JaHHasa cuctema He KnaccuhmnLmMpoBaHa Kak paboyas YyacTb.c 3awpmToin oT paspsga gemnbpuansatopa (IEC 60601-
1: n. 8.5.5).

MprMeyaHue: crefytolime KOMMOHEHTbI UAEHTU(MUMPYIOTCA KakK 4acTu, KOTOpble MOFYT KOHTaKTUpOBaTb C
NALUVEHTOM, Ho/He onpegeneHsl kak PABOYME. YACTW, Ha KOTOpble pacnpocTpaHsrTes TpeboBaHus,
npegbssnsemsie K PABOYMM YACTAM, 3a MCKIOYEHNEM NyHKTa 7.2.10: KpbllKa AETEKTOpa, PEeHTreHOBCKas
TpybKa BK/HOYasn ee Kopryc, KpbILLKa Konammaropa,-C-ayra (BHyTpeHHWe NOBEPXHOCTU), MOLY/IN YNpaB/eHNs.

5.6. Knacc MeAMLMHCKOro yCTPONCTBa B.€OOTBETCTBMM CO cCTaHaapTom EEC60601-1
CornacHo nyHKTy 6.2 ctaHgapTa IEC 60601-1 AaHHOE MeAMLMHCKOe U3fenne NpruHaniexuT K knaccy 1.

5.7. [ Re>Xum paboTbl

Ycnosua gKennyataumm B COOTBETCTBUN CO cranaapTom IEC 60601-1.
Cuctema: HenpepbIBHbIN pexum paboTbl
Cron naupeHTa: 6 MuH/vac

10
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5.8. 3awmTa 0T nonagaHns BoApl KnaccupuumpyeTcs B cooTBeTCTBUM C IEC 60529

IPX2: Cton nauneHTa

IPX4; Mogynu ynpaBneHusi, py4HOi nepekntoyatens,

iPX8: MefanbHbIlii nepekntoyatenb (NPOBOAHON 1 6ECNPOBOAHON);

PX0: OcTanbHasi cucTema, BK/KOYasA; reHepaTtop, MIOCKUMA AETEKTOp, KOHCOMb YnpaBneHus, O03MMeT,
NCTOYHMK GecnepeboHOro NUTaHWs W YCTPOMCTBO U3MEPEHWSA A030BON Harpy3kuB pexume peasibHoro
BpPEMEHMN.

5.9. AP/APG

Cuctema He npefHasHaveHa A/19 1CMO/b30BaHUS C NErKOBOCM/IAMEHSIOWMMINCS anecTeTUKaMu (Kateropust AP)
UM NEerkoBOCTIAMEHSAIOLLMMICA aHecTeTUKaMM c-oKucnnTenaMm (Kateropms APG), ‘a Takxe B cpefe, 6oratoi
KMCNOpoAOoM.

6. MpuHUMNbl paboTbl MeAULUHCKOIO N3aenns

ARTIS one coCTOMT M3 CUCTEMbI COOpa (A@HHbIX, CUCTEMbl 0O6PabOTKM U3QBpaXKeHUi 1 BCMOMOraTe/bHbIX
YCTPOWCTB, TaKMX Kak reHeparop.

KOMMOHEHTbI CMCTEMbI YCTaHaB/IMBAKOTCS/ B ONEPaLIOHHON 1 B NyNbTOBOI:, BCnoMorarte/ibHble YCTPOCTBa MOryT
ObITb YCTAHOB/MEHbI B Pa3HbIX MOMELLEHMSX.

ARTIS one - 3TO MOMHOCTBLIO LM(PpOBas aHrnorpauyeckasl CUCcTeMa; OCHaLLEHHas TEXHOIOMMe MI0CKOoro
JeTeKrtopa.

B 3aBMCUMOCTU OT KOHGMrypaummn euctembl ARTIS one noaxoauT O/ MHHOBaLUMOHHBIX CEPAEUYHO-COCYAUCTBIX
o6cnegoBaHNA M BMELIATENbCTB;-. YHUBEPCA/IbHBIX aHrMorpauyecknx npoueayp W UHTEPBEHLMOHHbIX

npoLeayp.

Pernctpamua MH & Pocanopasranzope
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7. TexHuyeckue faHHble: CneunpurkKaunm n xapakTrepucTnkn
7.1. TexHuYecKme AaHHble
YCTaHOB/EeHHbIe 3HaYeHNs. Bce MexaHMYecKne 3HaYeHNsl, NepeyncieHHble HUXE, MeoT JONYCK +5%.
®yHKUMW n3MepeHns + (5%+ 1 nocnedHas uygpa)
TOYHOCTb BbIXOAHOIO M3yyeHns + 5%
0630p cuctembl ARTIS one B MM

Peructpamua MU e PocampasHamzope
www.nevacert.ru | info@nevacert.ru
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7.1.1. ARTISone

MosnuypoHmpoBaHme C obpasHoi ayrn  Mo3numoHnpoBaHue C-o6pasHoii ayrn ( (RAO, LAO, cran, caud) 3aBucuT
OT BapuaHTa yCTa-HOBKVM 060pyA0BaHWS, BapuaHTa [eKw CToMa, MOSIOKEeHUs

CTOMa 1 pocTa nauyeHTa.
CM. 3HAYEHWS!, KOTOPbIE OTOBPAXKAOTCA HA AVCT/IEE AAHHbIX.

MepemeHHOe pPacCTOsiHME OT (HOKYCHOrO MSATHA 10 90 cmM -120 cm
AeTekTopa

PaccTosHve OT (pokyca [0 M30oLeHTpa 75 CM

PaccTosHne n3oLeHTp-non 107 cm

OxBaT naupeHTa (cBo60AHO nnasaroLas 210 cm C nepemeLLeHneM cTosna
[eKa cTona, MUH. 6e3

N3MEHeHNs MO3VLVIOHNPOBAHUA)

ny6uHa C-06pasHoii ayru 92,5 cm
BpatleHue wrarmea MOTOPV30BaHHOE MPOrpaMmmnpyemMoe nosuLMoHMpoBaHme
CKOpOCTb aHrynsiumm nepemMeHHOe BpallleHne A0 25°/c ¢ /1eBOW nepedHein npoekumei/npaBo

nepegpeit npoekuyein (LAO/RAO) un 25°/c ¢ KpaHuabHbIM/KaygabHbIM

pexumom (CRAN/CAUD);

nepemMeHHOe BpalleHne, 30 go 60Vc
MpoaonbHoe apuxeHne C-06pa3HOl.Ayri, MOTOpPM30BaHHOE 0250 MMm/c
MonepeyHoe ABwxeHne C-06pas3Ho ayru, MOTOPU30BaHHOE A0 150 Mm/c

HaknoHHble npoekupmn C-ayr™ (£ 130*LAO/RAO 1 + 55* /-45° CRAN/CAUD
B nonoxeHun C-ayru ¢ nepegHero-koHua 0°,

+81*LAO f0 - 59" RAO 1 +H48*CRAN go - 53*CAUD

B nonoxeHuu C-ayru cnesa 355

Bec't LLtatme; 570 Kkr

N MakcuMasibHOe  YI10BOE PacrofioXeHNe 3aBUCUT OT «[TONOXEHUA CTOViKW, NOMOXeHUsTCToNna U pasmepa

nauneHTa.

Bce xapaKTepuUCTUKY ‘Beca MPUBEAEHbI TOMbKO /i CApaBKW. B 3aBMCUMOCTV OT KOH(Urypauuy CUCTEMbI

PEe3yNbTUPYIOLLME HAMPY3KU Ha Mo ByAyT PasHLIMMN.

7.1.2. CrTonAnd naumeHTa

BbicoTa cTona 75¢cm-110 cm

[nvHa cTona 284,5 cm

MoBsoporT cTona +120*

Becv 255 kr

- MakcumasisHaa Harpyska Ha cTon e BEC NauyeHTa Ha aeke crona 250 Kr

 Bec npuHagnexHoctei ansa crona 100 K,
MPUXOAALLMIACA Ha HAaRpaBnAtoLLye

- 60 Kr Ha 6OKOBbIEsHANPAB/AOLLME

-40 Kr Ha HanpasBASoLLYHO CO CTOPOHbLI HOT

e cepaeyHo-neroyHas peaHnmaumsa (CJIP) 60 kr

OKBUBa/IEHTHOE OC/labneHne 3aTyxaHus Jeka ctona c matpacom: < 2,0 mm Al

Peructpamua MU e PocampasHamzope
www.nevacert.ru | info@nevacert.ru

14



SIEMENS

Healthineers
B COOTBETCTBUM C
21CFR1020.32/
BV60601-1-3 (100kBnpw
3,6 mm HWL)
MNepemeLyeHre B Npo- 125 cm
[0/IbHOM HarnpaseHnn
BPYUHYHO
MNepemeleHve B nore- £175cm
peyHOM HanpasneHuu
BPYUHYIO
Pa6ounii Lykn , He 6onee 10% MakcuManibHO ~ [OMYCTMMOE. Bpems  paboTbl
Jpuvrarens
nogvema He 6onee 60 ¢/10'MyH
CkopocTb nogbema 5 cm/cek

Bee xapaKTEpUCTUKM Beca NpUBEAEHbI TOALKO A1 CrpaBKW. B 3aBUCMMOCTY OT KOH(Urypauum CUCTEMbI
pe3yNbTUPYHOLLME Harpy3Ku Ha non GyayT pasHbIMU.

7.1.3. [eHepauus nsny4veHuns
PEeHTreHOBCKWIA reHepaTop
Mopens: Polydoros A100 Plus
MpounssoguTens: Siemens Healthcare:GmbH

PeX1M padoThl HenpepblBHasi paGota C  KpaTKOBPEMEHHOI
Harpyskoii (UK /“~Harpyskv  KOHTpOIMpyeTcs
CUETUMKOM TEN/I0BBIX AVHIALL)

HomunHanbHoe HanpsbkeHne 100 kB npw 1000 MA
PEHTIeHOBCKOA TPy6KN npw

MaKCUMa/IlbHOM  TOKE [ PEHTTeHOBCKOM

TPY6KM

MaKkcumarnbHbIi  TOK/§ PeHTreHoBckoi 800 MA npu-125 kB

TPYyOKM NPy MakcMasibHOM

HanNPsH>KeHUN PEHTTEHOBCKON TPYOKM

MaxkcumasibHas BbiXOgHas anekTpuyeckas 100 KBT=100 kB npyu 1000 MA

MOLLHOCTb
HomuHanbHas BbIxogHas anektpuyeckas 100 kBr,/1000 mA npu 100 kB, 100 mc

MOLLHOCTb

HanmeHbluee, “npou3BedeHne Toka Ha 48 MKAC (15 MA npu 3,2 mc) npu 40.- 125 kB (B
BpeEMS KomBuHaumn ¢ ARTIS one)
HanpspkeHUs-PeHTreHOBCKON Tpy6KM 40-125 kB

TOK peHTreHOBCKOW Tpy6Ku 0;5 - 1000 MA

Mepuog, ROBTOPEHUS UMMy bca 2'vc - 800 mc

YacToTamnynsca 0,5-100 I'y

To4HOCTb HanpspkeHne peHTreHOBCKOW TPYOKM (KB): + 5%

TOK PeHTreHOBCKOW Tpy6KM (MA): £10%
MNepuopg nosTopeHVs nmnyssca (Mc): +(10% +1 mc)

15
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B/oK peHTreHOBCKOM TPYOKM € nepBuYHbIM Konnmmatopom (MEGALIX Cat Plus 125/ 40/,90-GW)

Mapka/mogenb: MEGALIX Cat Plus 125/40/90-GW

MpoussoguTens: Siemens Healthcare GmbH

ABTOMATNYECKMNIA KOHTPO/Ib 3KCMO3ULLM
HanpskeHnsi peHTreHOBCKO TPyOKM

TOK peHTreHOBCKOI Tpy6KmM

[ mTensHOCTb UMMy bca

CKOpOCTb BpalLeHnsa aHoda

MeaHbllA hnnbTp

Bocnpon3BoaAMMOCTb  BbIXOAHbIX  XapaKTepPUCTUK
n3nyyeHus

Cuctema aBTOMATUYECKOr O YNpaB/ieHNs

TouHOCTb 06LLEeli MOBEPXHOCTHOM A,03bl

TOYHOCTb OMOPHOIO 3HAYEHWS BO3AYLLHOMN (KEPMbI
PeHTreHorpagus (ToM uyucne peHTreHorpagus B
pexume puibma)

MakcumMaibHbIA TOK NPy HOMUHAIbHOM
HanNPsHXKeHUV PEHTTEHOBCKON TPYOKU
MakcumanibHOe HanpspkeHve nNpu Mak-
CYMaJIbHOM TOKe PEHTIEHOBCKO TRYOKM

MakcuMasibHas  aNeKTpuyeckast BbIXOAHas
MOLLIHOCTb
HoMUHa/IbHasA 3MeKTpUYecKas BbIXOAHasA
MOLLIHOCTb

MUHUMa/IbHOE 3HaYeHne NPOKU3BeLEeHNs BPEMEHN
HaTOKTPYOKWN BAMaNa3oHe HamPsHKeHWA naTpyoke
PeHreHockonus ( dpiroopockonus)

HomuHaIbHOe HanpsixeHye. Npy Makcu-

Ma/lbHOM TOKE PEHTreHOBCKOM TPYyOKM
MakCcMMa/lbHbIA ~ TOK TP MaKCUMasIbHOM
HanpPsXXeHNN PEHTreHOBCKON TPYOKN

MakcumasbHast
MOLLHOCTb

SNIEKTPUNYECKaA BbIXO4HaA

MvHUMasibHOe 3HaYeHVie NPou3BeLEHNA BPeMeHU
HaTOKTPYOKM BAMana3oHe HanpshKeHWin naTpyoke
MorpeLHocTb

PeHTreHoBCKUI n3nyyartesb

SKBMBasIEHTHAs MO KauecTBy (HNbTpaLys
aNtOMIAHNEBOI KPbILLIKK KOMMIMMATOPA)

Peructpamua MU e PocampasHamzope
www.nevacert.ru | info@nevacert.ru

40-125 kB

15 - 800 MA (3aBUCUT OT (DOKYCHOFO NATHA)
2- 800 mMc

47 mlc

o/04/0,2/03/0,6/0,9 MuCn
KoathdmumeHT Bapuauun: <.0;05

ToYHOCTb NOBTOPEHMS (BBIXOA, 403bl) < 2%
+33%

+35% (EC60601-2-43)

(60onbLuoin thokyc F2)

1000 MA npv 100 kB+(100 KBr)

125 kB npv 800 MA (100 KBr)

100 kBT (100 kB-Apn 1000 MA)

100 kBT (100-kB npm 1000 MA)

48 MKAC (15-MA nipu 3,2 mc) npm 40 - 125 kB

(Manbli(dokyc F1)
125 kB.npy 250 MA

250-MA npn 125 kB

31,25 KBT (125 kB npm 250 MA)

48 MKAC (15 MA npm 3,2 Mc) np40 - 125 kB

HanpsxeHve Ha peHTreHEBCKOW Tpybke
(kB): £ 3%

TOK peHTreHOBCKO TpyoKI (MA): £15%
LnvtensHocTb vmnynbeas(mc): £(10% +1
MC)

> 1,5 MM Alnpm 75 kB/HVL2,7 MM AL(Npy MCMonb30BaHUK
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Konnnmartop

Makc, pasmep nons (SID =90 cm)
MwuH. pasmep nosns (SID = 100 cm)
OKBVBA/IEHTHAA MO Ka4yecTBy (PUIbTpaLs

CAREfilter

Kamepa ansa namepeHusa o3bl ANg KonaMmaropa

Mopgenb: KerwaX plus 120-160 EAS
MpoussoguTtens: IBA Dosimetry GmbH
Tun

IKBMBANIEHTHAS MO KaYeCTBY-(bTPaLIMS

Pernctpamua MH & Pocampasramzope
www.nevacert.ru | info@nevacert.ru

287 MM X261 MM
lcm X1lcm
>0,9 mm Alnpu 70 kB/HVL 2,7.mm Al

JononHutensHas gunstpaguns: 0/ 0,1/ 0,2/ 0,3/
0,6/0,9 »m Cnt

MprmeyaHwe: 0,2 MM JONONHUTENbHaA
unbTpaupa Cv coctasasieT 6onee 1 mm Al+ 0.1
MM Cn  TpebyeTca/~Ans  neavaTpuyecKkoro
NPUMEHEHNS.

Jnsa namepeHus 1 oTo6paKkeHUs

CyMMapHOI NOBEPXHOCTM A03bl B MKIp X MM C
N3MEPUTENLHOA

Kamepoli B OCHOBHOM KonimmMaTope. EayHuua
N3MEPEHNs MOUCNIIEN.

>0,2 Mm Adapn 75 kB/HVL 2,7 mm Al

17
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7.1.4. TlonyyeHune N306pa>KeHwi

Pasmep Bu3yanvsauum 287 mm X 261 mm

MatpuLa 0TOBpaXKeHNST N300padKeHWIA 1560 x 1420 nuKcenei

TexHonorvsi  npeobpasoBaHWsi  PEHTIEHOBCKOro  a-Si ¢ cumHTMANATopom Csl

U3NyYeHns

YpoBEHb OLM(POBKN 16 6uT

LLlar nnkcens 184 MKM

YacTtoTa HaiiksucTta 2,7 nn/Mmm

DQE {kBaHTOBas 3(h(heKTUBHOCTb perncTpatym) 0,5 nn/mm npu 2 MKEpP: cTaHAapTHOE 3HaveHue

(RQA5) 60%
1 na/mm npy 2 MKIp: CTaHOAPTHOE 3HAYeHue
52%
1,5 na/MM npu 2.MKMp: CTaHAAPTHOE 3HaYeHne
46%
2,7 nn/Mmm npu-2°MkIp; cTaHO4apPTHOE 3HaveHue
21%

MTF (cbyHKUMS nepefayn modyadumv) npy 1 na/mm 0,5 nn/mwm, 80% CTaHOAPTHOE — 3HAYEHME
(cornacHa_IEC 62220)
1 nn/mMmM-59% cTaHAapTHOE 3HaYeHNe (CoriiacHo
IEC 62220)
15 na/mm  41% cTaHOapTHOEe — 3HauyeHue
(corpacHo IEC 62220)
2,7_~mn/mm - 17% cTtaHOapTHOe — 3HayeHue
(carnacHo IEC 62220)

OTHOLEHME CUrHAN/3NEKTPOHHLINA LyM (SENR) MUH. 8 OB, cTaHAapTHoe 3HaveHue 11 ab, Makc.
13,05
(RQ.A5, OUVHHWHT 1x1, c BbICOK/M
Ko3th(hMLIMEHTOM yCUNEeHUS)

Pactp CbeMHbIn; Pb 15/80; [O= 105 cm
MpoTnBOyaapHas 3almTa - IKBUBA/IEHT 3aTyXaHus 0,15 mm AY HVL 3,6 mm Al 100 kB
Bxog petekTopa 0,38 mm AY HVL 3,6 mm Al 100 kKB

7.1.5. Bocnpou3eeaeHne N306paxKeHui
XapaKTepucTVKK, HeoBXoanMble 1 NPEACTABNEHNS U300PaXKEHUI B ANArHOCTUYECKUX-LIENsX, NPeACTaBNSOT
co60i1 cneaytoLLge;

IEC 60601-2-43:2019 Pa3mep skpaHa no guaroHanu;> 21"
PaspelueHue; > 1200 x 1600
O6blyHasA ApKoCTb; > 420 KAIM?2
OTHOLIeHne KOHTpacTHOCTK:> 1500:1

7.1.6. “FepanbHblil nepeknoyaTesb
[JaHHble n0:6ecnpoBOAHbIM NefasibHbIM NePeKioyaTensm:

AKTVBHbIA-AANana3oH 5 M (16 ¢hyTOB) OT NPUEMHUKA, YCTAHOB/IEHHOIO Ha
crone/wraTuee.

Bpems 3apsaaku 6u4

Bpems pabotbi ¢ 60 u

MOAHbBIM 3apsiA0M akKyMySiTOPOB

18
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CoBmecTUMbIN Bluetooth Cneumdmkauua Bluetooth sep. 2.0 + EDR
Cneundmkaums

CkaukoobpasHas nepecTpoiika 4acToTbl 2402 MI'u-2480 MI'y, F=2402 + K MI'y, K=0..78
MeTog, moaynauum GFSK, 1 M6/c

AhekTMBHASA U3NTyHyaeMas MOLLHOCTb 0 Abm (TunuuHas)

3apsiiHoe yCTpoiicTBO 6eCNpoOBOAHONO NefanbHOro NepekyYaTenNs:

Pa3mveps! (4 X L XB) 160x 140x 87 MM

BxoaHoii Tok 100.-B- 400 mA; 240 B- 200 MA
BbIXOQHOW TOK 12 'B;1500 mA

MoLHoCTb 18-Br

JaHHble No BCEM NeAanbHbIM NepeknovaTeNnam:

KonnuecTtso nepaneii 4

Cuna Haxxatus 25H

7.1.7. VHXeKTOopbl
B HacToOslLLee Bpems yTBepXAeHbI Cneayoliye NHXEKTOPbI:
e AGST CVI
* lllumena
* MEDRAD Avanta
e MEDRAD ARTERION
e Medtron_Accutron HP_D
» Medtron_Accutron_HP
B HacToswee Bpems a5 IVUS yTBepxAeHb! CriefytoLiye CUCTEMbI;
« Volcano IVUS
Mopafok aKcnyaTaumm, TEXHUYECKOe onvcaHue, Modenn NTeXHUYECKNe AaHHble COLEePXaTcs B AOKYMeHTaLuu,
npesocTaB/ISIEMO NPON3BOANTENEM.

7.1.8. Onopa ans pyK; 0AHOC TOPOHHSASA

Onopa 419 pyK, OAHOCTOPOHHSA Bec 2,5 K&
MakcumanbHas Harpyska 10 kr

- [-06pasHas nnactuHa Bec 0,8 kr
MakcumasibHasA Harpyska 0,5 Kkr

SKBMBASIEHT 3aTyXaHnA Onopa- 4na pyK, OOQHOCTOPOHHAS C NoAylwkoii: <2,0 mm Al{B
coorseTcTBuM ¢ 21CFR1020.30 / BMb0601-1-3 (100 kB npwn 3,6
MM-HVL))

19
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7.1.9. [laHHble NO yCTaHOBHE

CeTeBOe HanpshkeHue, 3-(hasHbliA TOK

HomuHanbHoe 380 B 400 B 420 B 440 B 460 B 480 B
HanpshkeHune 3. +10%

ConpotusneHne  nvHUKM  <0,08 Om <0,090Om <0,090vm <0,100M <041 Om <0,12 Om
reHeparopa npu 100 kBT

ConpoteneHne  nnHUK  <0,10 Om <0,41:0m <0,120m <0,14 OM ~#<0,150m <0,16 Om
reHeparopa npu 80 kBt

Yacrora +1 Iy, 50/60 'y, 60 Iy,

CepAieyHuiK, BHYTP. 50 A

CepaguHuK, BHeLl. 63 AC 3a7epxKoli cpabaTbiBaHNA

SHepronoTpebneHve 8,0 KB/)A,qnﬂ PEHTTEHOCKOMNYECKOTO PeXuMa, (40NTOBpeEMEHHas Harpyska >
5 MUH.

160 KBA 1A NONyYeHUst AaHHbIX (MOMEHTa/TbHAsA NMUKOBas Harpy3ska <5 Cek)

LLika6 ynoasneHus cuctemoi

HomwnHaneHoe 380-B 400 B 420 B 440 B 460 B 480 B
HanpskeHune 3. £10%

YacToTa +1 Iy, 50/60 'y, 6014
CepAeyHuK, BHYTP. 8A

CeppaeyHuK, BHeL. 25A

SHepronoTpebneHne JVakc. 7,2 kBa (monrospemeHHas Harpyska >5 MuH.)

Bo n36exaHve pucka nopaxeHus 3N1eKTPUUYECKM TOKOM JaHHoe o6opyfoBaHue

cnepyer nogkKknw4yaTtb TONbKO K 3/1eKTPOCETN C 3allUTHBIM 3a3eM/IeHnem.

Peructpamua MU e Pocagopasramzope
www.nevacert.ru | info@nevacert.ru
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7.1.10. YCNoBuWsi OHpY>KatoLLEel cpeabl Npy 3KcnyaTauymn CMCTEeMbI

O6Lme cneunpuKaLmMm nomeLLeHns:
OnepaumnoHHas, NynbToBas, annaparHas

[nana3oH Temnepatyp ot +15 “Cgo + 30X
(pekomeHgoOBaHHas
Temneparypa 22-C)

OTHOocKTENbHAA BNaXKHOCTb oT 20 0 75%/6€e3 KoHAeHcaumm

Makc, rpagueHT TeMneparypsl 5X/u

BapomeTpunyeckoe AaBneHne 70-106 Kia

Cuctema popMrpoBaHNS N3006pakKeHNs
Knumatunueckne ycnoBusa ykasaHbl B Tabnuue «Obiuve
cneumgrKaummn noMeLLeHNN».
Bo3ayLuHbIl NOTOK 156 m\th
MaKC, YpOBeHb LyMa 53 ob-(A)
'eHepaTOp
KnumaTuyeckve — ycrnoBumsi  ykasaHbl( B Tabmuue — «O6Lwme
cneumdrKaumm NOMeLLEHNN».
Bo3AyLuHbI NOTOK 160 M7y
MaKe, YpOBEHb LLyMa 55'06 (A)
LLikat ynpaBneHus cuctemori
Knmmarunyeckve ycnosus ykasaHsl. B Tabnuue «ObLpye
cneumuKaLmm NoMeLLEHNA».

Bo3ayLuHbIi NOTOK 295 mVh
MakKC, YPOBEHb LUyMa 55 ab (A
Mopaynb oxnaxaeHus
OxnaxgatoLmii Boayx orT +15 pgo + 30X+ (6es
06pa3oBaHNsA HeS)
Bo3ayLuHbIi NOTOK 950 mVh
Makc, ypOoBeHb LiyMa 55 ab (A) npn 50 Iy;
59 ab (A) nmpw 60
LLitatus
MexaHn4eckoe BO3AENCTBME makc. 10 /16 mc
Bubpauys Makc. O, r/ 10-- 200 Iy,
Makc, ypoBeHb LilyMa <55 ab (A)

7.1.11. YCnoBUsT OKpy>KatoLLei cpefbl MPY TPaHCNopTUPOBKE U XpPaHEHNN

Cuctema 6yJeT XpaHUTLCA 1 yCTaHaBIMBaTLCA Cyxbol Siemens. Cuctema ByaeT 3aMKCpoBaHa, yCTaHoB/eHa
W 3aKpenneHa 6onTamy B COOTBETCTBYHOLLEM ‘AOMeELLEHUN. TakuM 06pa3oMm, ‘FiOKaslbHas TpaHCNopTMPOBKa
nosb3oBaTe/iemM-HeBO3MOXHa.

[Jvanasox.Temneparyp oT-20“€po +70"C
OTHOCUTEbHAA BIAXKHOCTb 10- 95% 6e3 KoHAeHcaumm
Bapomerpuyeckoe AasneHne 70-/106Ka

7.1.12. TMogkntouyeHme cucTemMbl ARTIS yepe3 CETEBOE coeuHeHMe K apyromy 060pyLoBaHuo
Ecom nogkntoueHve cuctembl ARTIS one K pgpyromy o6opygoBaHuio yepe3s CETEBOE coefuvHeHve

21
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OCYLLEeCTB/ISIETCA He Noj, KOHTposieM Siemens Healthineers, He06xo4MMO yunTbIBaTL CreAytOLLEe:
e Xapaktepuctnku CETEBOIO coegmHeHuss g cuctembsl ARTIS one onucadbl B OOKyMeHTe
«3anBneHve o cootBeTcTBMN DICOM» (OocTyneH Ha Bebcaiite Siemens).
WHTepHeT).
* [IpegocTepexkeHns 1 npedynpexaeHns 0 BO3MOXHbIX HencnpasHocTax CEFEBOIO coemHeHus
onuvcaHbl 8 COOTBETCTBYHOLLIMX [flaBax PyKOBOACTBA MO KChyaTaumm,
OpraHun3aLmsa OTBETCTBEHHOIO 3aKa3umKa A0/MKHa YUMTbIBaTb, YTO:
e [logkntoveHne cuctembl ARTIS one k CETEBOMY coefuMHeHWIO, - BKIOUaloOLWLEMY Apyroe
obopyaosaHue,
MOXET MPUBECTN K paHee Hen3BeCTHLIM-PUCKaM ANA nalueHToB, OnepatopoB WK TPETbUX L,
* 3TN PUCKN LO/DKHbI BbIABMIATLCA, aHAAN3MPOBATLCA, OLEHMBATLCA M KOHTPOIMPOBATLCA
opraHu3aumein OTBETCTBEHHOIO 3aKasyuka.
» [locnepyouve nsmeHeHuss B CETEBOM coefmHeHMM MOrYT MPUBECTM K COEAMHEHUIO HOBbIX
pYCKOB U
TpeboBaTb AONO/HUTENBHOIO aHan3a. Takme n3MeHeHnss B CETEBOM coevHEHUN BK/IOYALOT:
- N3meHeHuns B koHurypauuy-CETEBOIO coeguHeHus
- MoakntoueHve [ononHUTENbHBIX yeTpolicTB K CETEBOMY coefiiHeHMO
- OTKNtoYeHre ycTpoiicTe oT CETEBOIO coeanHeHMs
- O6HOBNEHVE N MOAEPHM3aLMSA 060pYyA0BaHUS, NOAKIYEHHOro K CETEBOMY coeguHEHNIO

22
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7.2.  PaccesHHOe n3ny4yeHne B 0c060i 30He NpebbiBaHMA
B oco6oii 30He npebbiBaHNA (OCHOBHOM ONepaLyioOHHON 30HE) NPOBOAMTCS ANArHOCTMKA U JIEYEeHMe.
Tvn nccnegoBaHus: AHrorpadms MeTogoM NyHKLMM 6epeHHO apTepum

PacnonoxeHve 1 NPOTAXKEHHOCTb 0C060W4 30Hb! I'Ipe6bIBaHVIFI

Pa3mepbl 0c060i 30HbI NPebbiBaHMs: CTON-LUTATMB NaLMEHTa B FOPU3OHTA/IbHOM MOAQXKEHWW, PEHTrEHOBCKAS
Tpy6Ka HIKe LITaTUBa MauyieHTa

AHTynauus
0" RAO
0“CRAN/CAUD

1 ~Pa3mepbl 0cO60W 30HbI NPebbIBaHKA B CM

7.2.1. YcnoBus NpOBEAEHNS U3MEPEHUI

23
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YcnoBusi BbINO/IHEHWSI M3MEPEHWIA PAcCesHHOro M3/ly4eHWsi B 0CO60M 30He npebbiBaHWs B-COOTBETCTBUW C
EN/IEC 60601-1-3

AHrynauma 0" RAO/LAO, 0° CRAN/CAUD

HenpepbiBHasA peHTreHockonus 125 kB npu 3,0 MA

ABTOMATUYECKMIA KOHTPO/1b ®noopo KAPA,

MonHaa mnbTpaums nyyva > 25 Mm Al+ 0,2 MM Cv_fipy HenpepbIBHOM
peHTreHocKonmu

(Tonbko B pexxmme «BYPASS FIUORO»)
> 25 mm Al+ 0,6 MM CU-RpN aBTOMaTUYECKOM
KOHTpOse
(0,2 Mmm Cu cooTtBeTcTBYET7,1 MM AL)
Pa3mep nons B onuuuy 3alyThl OT CTOIKHOBEHNA 18 cm X 18 cm

FD
BogHbIin haHTOM 25 cM X25 cm X225 ¢V Ha CcTofMe naumeHTa C
Martpac:
LieHTp BOAHOrO (haHTOMa Ha OCW LIEHTP&/ILHOTO PEHTIEHOBCKOTO Jlyya

1. Vi3vepeHune 6e3 paavalyioHHON 3aLlyTh)

2. M3vepeHne C MNOMOLLbI MNOABWKHBLIX CPEACTB  PafvauMOHHON . 3alUWThl A1 HWXKHEW 4YacTu Tena
(aKBMBaNIEHTHOE 3HauyeHue CBUHUA-Pb = 0,5 MM) W pagvalMOHHOW ‘3aWwmMTbl 11 BEpXHel YacTu Tena
(akBMBaNEHTHOE 3HaueHWe cBuHLA Pb=0,5 MMm)

3awpmTa OT 06NyYEHNs HWDKHER YaeTn Tena pacrofniaraeTca Ha CTofle A nauyeHTa nepeg ocoboi 30HOiA
npebbIiBaHUS.

7.2.2. MOWHOCTb HOPMbI-B BO3/yXe

N3mepeHne Ycnosus

A C /3aWwmMTon OT 06nyYyeHus, HeRpepbIBHas
PEeHTreHocKonusa (ToMbKO B pexknumMe-BYPASS
FLUORO)

B €-3alUMTON OT 06/yYeHns, C aBTOMATUYECKUM
KOHTpO/1IEM

Habop ans o6cneposaHmin "FL.Card": 70,0 KB,
Jo3a kB 109 kB, 40 HIp/n, 5 MC;
0,2 Cv - 0,6 Cn, 15 umn./c

C 6e3 3aWmTbl OT 06/yYeHWsi, HenpepbiBHasA
PEHTreHOCKoNMs

D 6e3 3aWwyTbl OT 06/Ty4EHUST, C aBTOMATUYECKUM
KOHTpO/IEM

Ha6op ans o6cneposanmin "FL Card": 70,0 KB,
Jo3a kB 109 kB, 40 HPp/n, 5 mc,
0,2 Cn-0,6 Cn, 15 umn./c
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BoicoTa Haz nosiom
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7.3.

bHO€ NonoXxeHne
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100 cm

150 CM, ropu3oHTasbHOe non
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7N Jo3nmeTpuryeckas nHgopmams

HTepBeHLMOHHaA
KOHTPO/IbHas TouKa
Pa3mep 06/1y4aemoro noss

YacTtoTa umnysbca

OTcemBatoLLmii pacTp (¢
ncnosb3oBaHneM nn 6es)
MapameTp

60.cm

Cwm, Tabmumuy lam 1b

Cm. Tabnmuy 3 AN KosthhmMumMeHTeB: 003bl 06/1y4eHNs Npy Apyrnx
(hopmaTax MacLUTabupoBaHusi N30BPaKEHNI
Cm. Tabnuuy law 1b

Cm. Tabnuuly 2 anst KoathqmMLMEHTOB A03bl 06/yYeHNS Npw ApYroi
yacToTe VMMY/IbCOB.
Cw. Tabnmuy la wm 1b

["'OpU30OHTa/IbHOE HamnpaBAeHWE Myyka

25 cM x 25 cM x 20 cm hanTom NMMMA ¢ LEHTPOM Ha BEPXHEN YacTu
ctona/ peHTreHoBcKas-Tpybka OT (cBepxy)

Peructpanna MU B Pocanpasragzope
www.nevacert.ru | info@nevacert.ru
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Tabmmua la [o3MMeTpris ¢ 0TCeMBatoLyIM PacTPOM

Pexum

O6uwue
[laHHble

®nopo -

dnoopo

dnoopo +

Kapta

LGA

HacTtpoliiku

kB nnato 81 kB

Makc, ANUTENbHOCTL MMNybca 8 MC
Cu mm mMuH.: 0,6 MM

Cn mm makc.: 0,9 mm

[o03a Ha kagp: 32 HI'p

15k/c

kB nnato 70 kB

Makc, A4ANTENbHOCTb MMNynbca 8 MC
Cn mmeMuH.; 0,2 Mm

Cn mm, /Makc.: 0,6 mm

[o3a Hakagp 45 HI'p

ISfps

kB rmaato 70 kB

MaKeC, ANUTEIbHOCTb MMMy/bca 8 MC
Cu’mm MuH.: 0,1 Mm

Cn mm makc.: 0,3 MM

[o03a Ha Kagp: 45 HI'p

10fps

kB nnato 81 kB

Makc, ANUTeNbHOCTb uMnybca 6.4 MC
Cu mm MuH.: 0,0 MM

Cyu mm makc.: 0,0 mm

[o3a Ha kagp: 170 HI'p

15 fps

kB nnato 70 kB

MaKcC, ANNTENbHOCTb MMNynbca 160 mc

Cy mm MuH.: 0,0 mm
Cn mm makc.: 0,9 Mm
[o3a Ha kagp: 3600 HIp

NTorosble napameTpbl BO3,qu7ICTBI/IFI

MacwTab n3obpaxeHus 22/cm
SID 900 mm
n3ofeHTp: 750 mm

NHTepBEeHUNOHHAaA KOHTPO/IbHan Touka: 600

MM
c oTcenBalwmnm pactpom 15/80
HanpshkeHue Tpybku; 77 kB

T6K Tpy6KK ;100 MA

BpeMms Bo3aelicTBus: 8,0 Mc
MeaHbl unbtp: 079 MM

BxoaHas fo03a KepMbl B BO3ayXe:

HanpshkeHue Tpy6ku: 68 kB
TOK Tpy6ku: 140 MA

Bpems Bo3geincTeuaA: 8,0 Mc
MeAHblA=UnbTP: 0,3 MM

BxoaHas-03a KEpMbI B BO3ayXe:

HanpsbkeHne Tpyoku: 66 kB
TOK Tpy6ku: 180 MA

BpeMs Bo3geicTeus: 8,0 Mc
MeaHbI hunbTp: 0,3 MM

BxoaHas f03a KEpMbl B BO3ayxe:

HanpsxeHne Tpybku: 81 kB
TOK TPy6kn; 140 MA

BpeMs Bo3aeicTBus: 6,4 Mc
MefaHblit punbTp: 0,0 MM

BxofHas 403a KepMbl B BO3AyXe:

Hanps)xeHue Tpybku: 67 kB
TOK Tpybkmn: 410 MA

Bpems Bo3feicTema: 160 mc
MeAHbl hunbtp: 0,1 MM

BxoaHas f03a KepMbl B BO3AyXe:

Peructparnna MU B PocanpaBragzope
www.nevacert.ru | info@nevacert.ru

110 mkl'p/c

340 mklp/c

260 mkIp/e

1700'mKIp/c

3000 mkI'p/c BxopHas f03a KepMbl B Bo3ayxe: 4800 MkI'p/c BxogHas f03a Kepmbl B BO3gyXe:

MITorosble napamMmeTpbl BO34eicTBUSA

MacwTab n3obpaxeHusa 22 cm

SID1050 mm

n3oueHTp: 750 MM

VHTepBEeHUMOHHAsA KOHTPONbHasA Touka; 600
MM

c oTceuBawwwmm pactpom 15/80
HanpsbkeHne Tpyokn: 77 kB

TOK TPy6kmM: 150 MA

Bpems Bo3gelicTeuA: 8,0 mc

MefHbl uabTp: 0,9 MM

BxofHas fo3a.KepMbl B Bo3ayxe: 160 MkIp/c

HanpsbxeHue Tpyokum: 68 kB

TOK TpyOku: 190 MA

Bpems .Bo3geiictaus: 8,0 mc

MefHblA unbTp: 0,3 MM

BxofiHaa f03a kepMbl B Bo3gyxe; 460 mMkIp/c

HanpshxeHne Tpy6ku: 66 kB

TOK TPy6KM: 240 MA

Bpems Bo3gelicTBuA: 8,0 Mc

MefHbI hunbTp: 0,3 MM

BxogHasa fo3sa kepmbl B Bo3gyxe: 340 mkIp/c

HanpsbkeHune Tpyoku: 81 kB

TOK Tpy6KM: 190 MA

Bpems Bo3gelicTeua: 6,4 Mc

MefHbI hunbTp: 0,0 MM

BxofHas f03a KepMbl B Bo3gyxe; 2200 MkIp/c

HanpshkeHue Tpybku: 70 kB
TOK Tpy6Ku; 340 MA

Bpems Bo3gelicTeusa; 160 mc
MeAHbI hynbTp: 0,0 MM

MiToroBble napameTpbl BO3AelCTBUSA

MaclwTab nsobpaxeHumn 22 cm
SID 1200 mm
n30uUeHTp: 750 Mm

WHTEPBEHLMOHHAA KOHTpPO/IbHaA Touka 600 Mm
coTceuBawwmm pactpom 15/80
HanpsxeHune Tpybku: 77 kB

TOK Tpy6Kn: 200 MA

BpeMs Bo3geicTaus: 8,0 mc
MefHblli nnbTp: 0,9 MM
BxoaHas po3a kepmbl B Bo3gyxe: 200 mkIp/c
Hanps)xeHue Tpy6ku: 68 kB

TOK TpPy6Ku: 250 MA

Bpems Bo3gelicTeusa: 8,0 mc
MeAHbI punbTp: 0,3 MM
BxofHas go3a kepMbl B Bo3gyxe: 600 mkIp/c
HanpsbxeHue Tpybku: 68 kB

TOK Tpybku: 200 MA

BpeMmsA Bo3gelicTeua: 8,0 Mmc
MefHbI uabTp: 0,2 MM
BxofHas fAo3a KepMbl B Bo3gyxe: 480 MKIp/c
HanpshkeHne Tpybku: 81 kB

TOK TPy6Ku: 240 MA

BpemMsa Bo3feiicTeus: 6,4 Mc
MeaHbli unbTp: 0,0 MM
BxogHas go3a kepmbl B Bo3ayxe: 2800 mkIp/c
HanpsxeHue Tpyoku: 70 kB

TOK Tpybku: 440 mMA

BpeMms Bo3aelicTua: 160 mc

MeaHbl punbTp: 0,0 MM

6200 mKIp/c
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Tabnmua Ib [o3mmeTpurs 6e3 oTceMBatoLLEro pacTpa

Pexunm

O6wmne gaHHble

®nioopo -

®noopo

®noopo +

KapTa

uen

HacTtpoliku

KB nnarto: 81 kB

Makc, ANNTENbHOETb MMMybca 8 MC
Cn mm MuH.: 0,6 MM

Cn mm makc.: 0;9.Mm

[o3a Ha kagp: 32 HIp

15 fps

KB nnato 70-kB

Makc, ANUTENbHOCTb MMMyNbca 8 MC
Cv mm MuUH:: 0,2 MM

Cv mm-makc.: 0,6 mm

[o3aHa kagp: 45 HIp

15 fps

KB nmnato 70 kB

Make; ANUTENbHOCTb MMMyNbca 8 Mc
Cumm MuH.: 0,1 MM

Cu'mm makc.: 0,3 Mm

Jo3a Ha Kagp: 45 HIp

lOfps

kB nnato 81 kB

MaKc, ANUTENbHOCTL UMNynbea 6.4 mc
Cu mm MuH.: 0,0 MM

Cyv mm makc.: 0,0 mm

[o3a Ha kagp: 170 HIp

15 fps

KB nnato 70 kB

Makc, AINTEeNbHOCTb MNynbca,160 mc
Cyu mm muH.: 0,0 mm

Cyu mm makc.: 0,9 mm

fo3a Ha Kagp: 3600 HIp

iTorosble napameTpbl Bo3A€iaBuns

MacwTab n3obpaxeHusa 22 cm
S1D 900 MM

n3oueHTp: 750 mm
NHTepBEHLNOHHAA KOHTPO/bHAsA
MM

6e3 oTceunBatolero pactpa 15/80
HanpsbkeHne Tpy6Kkn:77 KB

TOK Tpy6Kn: 100 MA

BpeMs BO3feiicTBusA 3,2 MC
MeAHbIN hnnbTp:'0,9 MM
BxoaHas f03a KepMbl B BO3JyXe:

HanpskeHve TpyoKun:65 kB

TOK TPy6Kkn:130 MA

Bpems Bo3geicTeus: 8 mc
MefHbIA rnbTp: 0,6 MM
BxoAHasA03a KEPMbI B BO3JyXe;

HanpshKeHne Tpybku: 66 kB
TOK-TPYOKM: 100 MA

BpeMs Bo3aelicTeus; 4,5 Mc
MeAHbli hunbTp: 0,3 MM
BXxofHan f03a KepMbl B BO3fAyXe:

Hanps>xeHue Tpyokm: 81 kB

TOK Tpy6ku: 90 MA

BpeMs Bo3feicTBus: 3,2 MC
MeAHbI hunbTp: 0,0 MM
BxofHas f03a KepMbl B BO3fyxe:

HanpsbkeHune Tpyokn: 64 kB

TOK Tpy6Ku: 300 MA

BpeMs Bo3aelicTeusa; 160 Mc
MefHbI hunbTp: 0,3 MM
BxofiHas f03a KepMbl B BO3yXe:

Pernctpanus MU B PocagpasHagsope
www.nevacert.ru | info@nevacert.ru

Touka: 600

45 mkIp/c

100 mkI'p/c

90 mkIp/c

600 MKIp/c

750 mMKI'p/c

MTorosble napameTpbl BO3geicTBMA
MacwTab n3obpaxeHusa 22 cm
SID 1050 mm
n3oueHTp: 750 mm
WNHTepBEeHLMOHHAA KOHTPONbHaA Touka: 600
MM
6e3 oTceuBatoLero pactpa 15/80
HanpsxeHve Tpy6kun 77 kB
TOK Tpy6kn: 100 MA
BpemMs Bo3gelicTeua: 4,5 mc
MeAHbl hunbTp: 0,9 MM
BxogHasa fo3a-kepmbl B Bo3gyxe: 60 MkIp/c

HanpshkeHue Tpy6ku: 65 kB

TOK TPY6KM:-170 MA

BpeMs BO3AENCTBUA: 8 MC

MeAHbIA.VNbTP: 0,6 MM

BxofHas fo3a kepMbl B Bo3gyxe; 130 mkIp/c

HafpskeHne Tpybku; 66 kB

ToK TPy6km: 100 MA

BpeMs Bo3feicTBus: 6,5 m

MefHbI hunbTp: 0,3 MM

BxopgHasa fo3a kepmbl B Bo3gyxe: 120 mkIp/c

HanpsbxkeHune Tpybkn: 81 kB

TOK Tpybkn: 100 MA

BpeMs Bo3aeiicTeus; 4,0 Mc

MefHblii unbTp: 0,0 MM

BxoaHasa no3a kepMmbl B Bo3ayxe: 780 mMkIp/c

HanpsbkeHue Tpybku: 64 kB

TOK Tpy6Ku, 400 MA

BpeMms Bo3aeicTBusA: 160 mc

MeaHbl/ mnbTp: 0,3 MM

BxogHas fo3a KepMbl B Bo3gyxe: 990 mkIp/c

MiTorosble napameTpbl BO3geicTBuNA
MaclwTab nsobpaxeHusa 22 cm
SID 1200 mm
n3oueHTp: 750 Mm

WNHTEepBEHUMOHHAA KOHTPOIbHAA Touka: 600 Mm
6e3 oTceuBatouiero pacrtpa 15/80

HanpsxeHune Tpyoku: 77 kB

TOK Tpy6ku: 100 MA

BpeMs Bo3geicTus: 6,0 mc

MefHblli nnbTp: 0,9 MM

BxogHas fo03a KepMbl B Bo3gyxe: 80 mkIp/c

HanpsixeHue TpyoKu: 65 kB

TOK TPybku: 230 MA

BpeMsi Bo3aelicTBMs: 8 MC

MefHbll (unbTp: 0,6 MM

BxofHas fo3a kKepmbl B Bo3gyxe: 180 MKIp/c

HanpshxkeHune Tpybku: 66 kB

TOK Tpy6km; 100 mA

BpemMs Bo3geicTeusA: 8,0 Mc

MeaHbl unbTtp: 0,3 MM

BxogHas fo3a kepMbl B Bo3gyxe; 160 mklp/c

HanpshxeHue Tpyoku: 81 kB

TOK TPy6Kn:100 MA

BpeMms Bo3geicTaus: 5,5 Mc

MefHblli nnbTp; 0,0 MM

BxogHasa go3a Kepmbl 0 Bo3gyxe: 1000 mklp/c

HanpsxeHune Tpyoku: 65 kB

TOK TPy6kn: 370 MA

BpeMs Bo3geicTBusa: 160 mc

MefHbIli nnbTp: 0,2 MM

BxogHan go3a kepmbl B Bo3gyxe: 1500 mklp/c
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Tabnmua 2 Koah(mUMEHT A03bl U3/yYeHNs /1 YaCTOTbl UMMYIbCOB

YacToTa nmnynbcos [1/c]
05

10

20

25

50

75

10.0

150

30,0

KoathmLieHT nepecyeTa 11 BXOAHOW [03bl KepMa B BO3/1yXe
0,03
0,07
0,13
0,17
0,33
0,50
0,67
1,00
2,00

3mmua 3 KoathuumMeHT [03bl 1 3MyveHns 415t (HopMaToB MaclLTabmupoBaHUs N306paXkeHui

dopmar MacLITabMpoBaHNS

n3obpaxxeHuni

39
32
25
20
16
11

Peructpamua MU & Pocagopasramzope
www.nevacert.ru | info@nevacert.ru

KoadhdmLiyieHT nepecyeTa [/1s1 BXOJHOM 1036l KEpMa B BO3/yxe

0,57
0,70
0;84
1,10
1,40
220
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8. lNepeyeHb KOMMOHEHTOB M NPUHAONEXHOCTEN

CncTeMa aHruorpadumyeckas Artis one c NpuHaANeXHOCTAMM

|

1 Ne Ha3sBaHue
KOMMNOHEeHTa
Basic block:
1 HanonbHbIA WTaTUB

c C-o6pasHoii
ayrou.

Bnok
PEeHTreHOBCKOW
TPYo6KM
nepBUYHBIM
KONAMMaToOpOM.

Mnocknii 4eTeKTop.

OnuncaHue

HanonbHbIAi WwTaTMB Kpenutca  Ha
NMOBOPOTHOM OCHOBaHUW. Ero MOXHO
nepemewaTe M3 paboyero NoaoXeHns
B nofoxeHue yknaakul naumeHta w
Hao60poT Ha nNoBOPOTHOW  6a3se.
HanonbHbI W TaTUB MO>HO
nepemelaTb B pa3uyHbie NONOXEHUA
OTHOCUTeNbHO nayneHta. Cuctema

nossonser nonyyatb HaK/MOHHblE
npoekumn npv nomoun
BpauaTenbHoro " op6UTaNbLHOro

ABUXEHUSA (HaknoHa) C-o6pasHoli
ayru.

BNokK . peHTreHoBcKon Tpy6ku Ans
KapguoaHrunorpagumm C MNepBUYHbIM
KON/IUMaTOPOM YCTaHOB/MIE€Hbl Ha C-
o6pasHoii ayre. Konnumatop
OFpaHM4yMBaeT none M3NyyeHUs B
COOTBETCTBMWM C pasmepamu obnactu

WHTepeca (opraHa) i
MaKCUManbHbIM nonem BBOAA,
COOTBETCTBYHLWMUM yip OBHI0
yBENUYEHUS.

MonyyeHwne n3obpaxeHuin

ocyllecTB/IAeTCA C NOMOLW b0 NAOCKOTrO
AeTekTopa, nocne yero | “enepyert
obpaboTka n3o06paxeHuni n
LOKYyMeHTuMpoBaHue. MM 26x30 (as30) ¢
BXOAHbIM MOMEM OKOMO 26 CM X 29 cM
(anaroHanb 39 cm) ycTtaHossieH Ha C-
obpasHoli ayre.

Peructpamua MH & PocampaBHamzope
www.nevacert.ru | info@nevacert.ru
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5. Cton naymeHTa. Cuctema Artis one ocHaleHa
HamoNbHbIM CTO/IOM MauueHTa. BoicoTa
cTona M NpoAoSbHOE W MNomepevyHoe @

NONOXEeHNAa AeKWn CTona MOryT nsiaBHO Q

perynupoBaTbCs. Cton naymeHTa
MOXeT 6bITh Takxe NOBEPHYT.
HanpaBnawowwune penbcbl gns moaynei
ynpaBneHus n apyrux

S

,

NpUHaANeXHOCTell KPenaTcsa K CTony. @

e §
3]

MaTtpac ans crtona Martpac Mcnon%gm ans
naymeHTa. No3MUMOHUPOBAHUSA nayueHTa,

BOAOHenpoHML{aeMb@

O

o

3

g

g 3
N o
3 g
kY

@)
g

7. Yexon gns matpaca bITVIe ans maTpaca

r’MeHn4eckux uenax.

p)

<
9 (S
S &
IS =
®) S
I (@)
oS Ay
X
N
0]
S
o

L

5
§
©
q
@
o
X

33



SIEMENS
HealLthineers

NopBecka
noTono4yHas ans
MOHUTOPOB, B
BapuaHTax
NCNONHEHNA:

C MOHUTOPOM
ovaroHanbio 30
OIOAMOB;
-CMOHUTOPOM
aovaroHanbto 55

OIOAMOB.

9. MefanbHbl i
nepeknwoyaTtens
ans BKNOYEHNA
n3nyvyeHuns, 8
BapuaHTax
NCNONTHEHUSRA}
-6ecnpoBogHoin 8
cocTaBe c
3apagHbim
yCcTpo#cTBOM;

- NTPOBOAHOW.

MoTono4yHasa nogsecka A1 MOHUTOPOB
8 peHTreH-onepaunoHHON- Mcnonb3ysa
PYKOATKY, MOXHO nepemewartsb,
nosopayveaTb U perynmposaTtb BbICOTY
DCS.

ARTIS one ¢ MOHUTOPOM fguaroHanbio
55 awiimos

[lo Tpex BHYTPEHHUX W YeTbipex
BHEWHNX MCTOYHMKOB M306paxeHuns.
MakeTbl avcnnes HacTpanBalTCA.

BaxHbie nsobpaxeHus MOXHO
mMacwTabupoBaTb no HY>XHOTO
pasmepa, MeHee BaXKHY10

MHGopmMauuil  MOXHO yb6paTb U3
dokyca.

HOXHOIA nepekawyatenb ans

BKAKO4YeHNA n3nyvyeHungd C

HacTpanBaeMbliM¥N KnaBulamMmn.

BecnpoBoAHON 4-nefanbHblii
nefanbHbI NnepeknoYaTenb-Ans
3anycKa peHTreHoCKONMY, 9KCcnosnumnm
M OCTOHOBKMW cToNa, a Takxe

HacTpanBaemMasa AOoNOoNHWTENbHasA

PyHKUMSA.

Peructpamua MU e PocampasHamzope
www.nevacert.ru | info@nevacert.ru
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10. KoHconb MogynbHas Koricoﬁ&ynpasnewﬂ, @g

ynpasneHus. mMoaynu ynpasnen&»@: OCHalleHbl
LXKOUCTUKOM " HECKONbKUMMU

Knasuwamu.

<)

11 Bnok cuctembl  Cucrtema dopmupoBaHmns %
dopmupoBaHusa n3obpax N COCTOUT M3 KOMNblOTEPA

g

O @
S

H S
o}

n3obpaxKeHuii: Cc 3nek WKOI pgna co3gaHusa  u

-KOMMblOTEP o6pab n3obpaxeHuit, ycTponcTs @
(cMcTemHbIin 610K}, BBOAaA /DVD-gunckoBofoB Qb
c AVCKOBOJAMM * @

CD/DVD;
-6a3oBoe

nporpamMmMHoe (i )

obecnevyeHune.

p)

T >
Q N
> S
S O
;}\g O
S &
o
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S
N
@
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&
@
>
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S
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12. XK-MmoHuUTOp
nynbTOBOWA.

MoHnTOPpbLI ncnonb3yrwTCA B
MeANUMNHCKUX ULenax Ana NnNOoCTaHOBKW
AvarHosa B pexunme peanbHOro

BpemMeHun (C anaroHanbto 21 foim).

p)
&

KomnbioTepHas K@MaTypa c 6710KOM
Knasuw cmm&:gos ANS  CUCTEMBbI
co3faHus n3ob eHU.

g

Y
S

13. KnaBunaTtypa.

14,  Mbiws. K koMmnb y MOAKAKYEHA Mblllb C
Tpems K amu. @
> )
15. HepeKnmuaTenb% MepeknoyaTens pPy4HOW BK HUA
PYUHOIA. @ n3nyyeHus ans ycka
<:> peHTreHorpaguueckoi cé;;; "
@ 0TAEeNbHOM peHTreHorpacbm@

&

L
g
©

Q
§
©
&
>
@
3
S

Q

S

@L%a
O

q

S
O
g
3
S
N
2
3

£
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16, AosumeTp KermaX Kamepa ana n3MmepeHuns [,03bl
plus 120-160 EAS. n3nyyeHus, nponssoAcTBa 1BA @

Dosimetry GmbH. :

Y
17. MHCcTpyKunAa no NHcTpyKumnAa non @aTEHH ons
sKcnnayartayumu Ha  Kamepbl ansa v@pewm [,03bl

pycckom A3blKE  U3NYyYeHUSA.
KermaX plus 120- @

160 EAS.. &
£ G

Sm X plus 120-160 EAS
Q 0/A,CTBO MOJ/Ib30BaTeNsi 060pyA0BaHUA

S

©

4 ¢
™
@

: 8

3
4
T
g

18,  UHCTpyKuus n@MHCprKuwﬂ no axcnnyamu@a
p

3
SD
Nx
akcnnyaTtauuu J’ YCCKOM fi3bIKe.
ARTIS  one % ‘% /\C?
pycckom ﬂ3blKe@ % b
O 2) ]
'S . 'S
)& @%
S
ARTIS one /\/

S
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MporpamMmMHbl i Pexum peHTreHorpaguu ans
pexum LUundposasa nonydyeHuss Kak cepuii (cueH), Tak K

@;%/@ /%7%%7

peHTreHorpagus. OTAENbHbIX N306PaXEHWNA.

80p QAQ@

Pq

p)

Y
S

&
§
T

2. MporpamMHbl i Pexum Kapp,morpaqmw zyia
@K

pexum nonyyeHus cepuin (cueH), TaK u

8

AHrnokapguorpa OTAEeNbHb] obpaxeHuni %
YT 8
s G
S T S
O o N
o 5 8
@

3. MporpamMMmHbIiA J B pexume ungposoii cy6TpaKu$@ow

pexum Ll,mbpo% aHrnorpacdunmn peHTreH M bl
cy6TpaKuMOHHa® obcnepgyemoin obnactu Bbln(b%lomﬂ
aHrunorpadgus. 6e3 KOHTpPacTHOro eljecTea
(M306paXkKeHUsI-MacKm) @ c
KOHTPAaCTHbIM BEL,ecTBOM

§
&
(n3obpaxeHns c3anonH£®M). §
O (U
F S
N
S
S

c
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g
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4. MporpamMMmHbIiA
pexum
AHrunorpadus c
ncnonb3oBaHnem

warosoro metoaa.

MporpamMHbl it
pexum
AHrunorpagwus c
Mcnonb3oBaHnem
waroBoro metoja B
cy6TparmpoBaHHOM
Buae.

MporpamMMHbl i
pexwum [lByxoceBas
poTayuoHHas
aHruorpadua,

&

PeHTreHorpacutw nuHeRHOro yvacTka
o6cnepoBaHusa (Hanpumep, Hora wuau
pyKa) MOXHO BbINOMHATbL MNO3TANHO
(6e3 cy6Tpakummn) c nomMolubio
aHruorpadun c NCMNOoNMb30BaHNEM
lwaroBoro MeTtoza.

Hanb6onee pacnpocTpaHeHHoe
npuMeHeHue - oTo6paxeHune
KOHTpacTHOro Bel,ecTBa COCyAOB Tasa

n Hor.

LW aroBbli MeTon peannsoBaHHbIN
KOMNaHwuel

Siemens 6narogaps MCNONb30BaHMUIKO
undpoBOi OHNaHOBOW Ccyb6Tpakuuu:
Mpwn BBEAEHNN KOHTPacTHOFQ
BellecTBa aHrnorpadua BbinosHsAeTesA C
mcnonb3oBaHWeMm lWaroBoro mMeroga B
cybTparnposaHHOM Buje.

Pexxum  BuM3yanusayuum KOPOHapHbIX
apTepuii B pasninuHbiX Npoekyusax npu
BbIMOTHEHUY

ofHOM peHTreHorpadunmn c
npUMeHeHnem 0AHOTO BBEAEHMNSA
KOHTPacTHOro  BeLecTs, nomoraeTt

CHW3WTb NlyuyeBYK HArpysky u o6bem
KOHTPacTHOro BewecTsa.

Perncrpamnua MH 8 PocagpaeHagzope
www.nevacert.ru | info@nevacert.ru
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7. MporpamMmHblii Mpun 30-peHTreHorpacdun paHHbie 06
pexum 3D  unHTepecytouiei obnactu cocyfa
peHTreHorpadums. cobupalTCs U3 HECKONbKMUX MpoeKuuii
BO Bpems peHTreHorpadumyeckoi
cepum nytem BpaweHuns C-obpasHoii
ayru.
8. MporpaMMHbI i Pexum cermeHrayunmu nesoro
pexum npegcepana  AAA - NAaHWUpPoOBaHUA W
CermeHTtayuu BbIMNO/ITHEHUSA
neBoro 3N1eKTPOPM3NOABINYEeCKUX npoueayp.
npeacepauns.
9. NMUueH3NOoHHbI ysenuyeHue cBob6oAHOrO obbema SetmsTypt
K0y ANA  namMsATM rnasHON 6a3bl AaHHbIX AN18 ECO Dabi Tmufer
yBenmyeHuns npefoTBpal eHuns HeA0CTaTOYHOCTM “** =>litenie Options:
Stonge EjMn.-icn 3 (key)
cBO60OAHOTO pecypcoB CUCTEMbI. Stouge Eoensiuo  Ocey)
o6bema namaTn Bcem Reccfiler frey)
rnaBHoi 6asbl 136 AnpestHXAU Module
. e
[aHHbIX. ﬁmpmémjlﬁ}y)
Ck.j AofABtum McOuk duy)
10 MporpamMmmHbIii Pexum peHTreHockonumn
pexunm CMHXpOHM3NpoBaHHOW ¢ JIKE ' anA
peHTreHockonuu, ynpaBneHWs 4acTOTON KafpoB=B Xoje
CUHXPOHU3NPOBAHH  PEHTreHOCKONUW.
oli ¢ 3KT.
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KomnnekTt onsa
CUHXpOHU3aUMM ¢
KT

-uneTpbl (2 Wwr,),

- LOMNONHUTENbHbIN
UBeTHON MOHMTOP,
21 poiim.

MporpamMHbI i1
pexum BblAeeHunn
packpbiBaeMbiX
CTEHTOB.

MeTannuyeckue punbTpLI
MCnonb3ylwTCcA B KauyecTBe 3aluTbl OT
n3nyvyeHus n  ans yMeHblWeHUs
pacnpegeneHus KOMMNOHEHTOB
CUTHANo0B B N306paxeHnn, BbI3BaHHbIX
cuctemamm

3NEeKTPOMAarHUTHONW nokanusauun, a
Takxe abnatopamu. Nopo6HbIE
NCKaXeHUs BO3HWKAKT TONbKO npu EP-
BMellaTeNnbCTBAaX
{anekTpocdmnsnonornyeckKuxy,
Bb[MONMHEHbl M3 HUKEAeBOro cnnasa.
YMeHblWeHne ymena nonoc
BbINOSIHAETCS € NOMOW b (UNLTPOB,
cneymanbHO nNpeAHasHa4YeHHbIX ANA
OAaHHOW uenn.

[onoNHWTENbHbIA. LBETHONW MOHMTOP

ANna gaHHblX IKI.

PeXum peHTreHorpagun u BpigeneHus
TOHKMX CTPYKTYP, Hampumep,
packpbiBaeMblX CTEHTOB.

Peructpamua MU 8 PocagpaEzanzope
www.nevacert.ru | info@nevacert.ru
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YcTpoiicTBO
3alWmnThl oT
U3NYYEHUS HUXHEN
yacTtu Tena.

14.  ycrpoiictso
3aWmnThl oT
W3NYUYeHUs BepxHeil
yacTu Tena.

PaagvaunoHHas 3awmra HUXHe vactu
Tena npefHasHayeHa- ANA CHUXEHUS
paccesHHOro W3NYyYE€HUA B HUWKHEW
yacTm Tefa Bpaya;” MpPOBOASALWEro
obcnepoBaHue.

MoBopaynBatwascsad 4YacTb yCTpoiicTBa
3aWMTbl OT M3NYYEHUSA HUXHEN yacTtu
Tena fonXxHa 6bITb HajgeTa TONbKO Ha
HanpaBASOLWY, HEMOABUXHON yvacTu,
npukpenneHHON K 0OCHOBaHU cToNa
Wnpma pajgnaLnoHHOM 3aWnThl
ncnonblyercs ans yMeHbWeHNn
BO3.eCTBUA pacCessHHOro WU3Ny4vyeHus
Ha BepxHKI 4yacTb Tejsa Bpauya.
Ocob6eHHO 3TO KacaeTca BO3fAeiNcTBuA
M3NyY4eHNUss Ha rnasa u WUTOBUAHYIO
Xenesy nposogAwero o6cnegosaHume.

Perncrparua MU 8 PocampaEHanzope
www.nevacert.ru | info@nevacert.ru
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15. Ka6enb Kab6enb '&Knmqewlﬂ cuctembl IKI ©)§'
noakKAlYeHns aonsa Ko?@@m 3a I9KI nauveHTa unn

cuctemsl IKr. ans B@HEHMH peHTreHorpadun unu g
pe ckonuwm,
cw’%@mmposawoﬁ c OKT. @
[OviHbl kabenein - 30 m @

S
L S

16. Ka6enwu Ka6enu nogkn a

nogKIYeHNs ;7}, yNbTpasBykoBoro  650ka C bl
BHYTPUCOCYAUCTOrO yNbTPasBy

3
§D
Nx
cucTeMmsl % ©
BHyprcocynwc OnnHbl kabeneii - 30 M % ‘é\/
o S 5 &
X @§
N
O
N
S
S

& o
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17,  TporpammHbIi 2-MepHbIi  KO/MYECTBEHHbIN  aHar3
pexvim COCy[iOB /11 U3MEPEHUA CTEHO30B B
KonnyecTBeHHbI HEKOPOHaPHbIX COCY/AAX.
aHasm3 cocyj0B.

18.  [porpammHbIii 2-MEPHbIA  KONMYECTBEHHbIN  aHa/ 3
pexvim KOPOHAPHbIX COCYA0B 1A U3MEPEHUA
KonmyecTBeHHbIM CTEHO30B 8 KOPOHapHbLIX apTepusX.
aHa/m3
KOPOHapHbIX
COCY/I0B.

Perncrparua MU 8 PocagpaBramzope
www.nevacert.ru | info@nevacert.ru

loly /f
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19, MporpaMmHbl it 2-MepHbIi  KONWYECTBEHHbI aHanus
pexum KOPOHapHbIX COCYAOB AN M3MepeHus
KonunyecTBeHHbI CTEHO030B cermeHTOB cocyfos c
aHanus 6udypkaumnei.
KOPOHapHbIX
cocyAos
6budypkaunen.
enalyzi
|
20. MporpamMHblii KonnyecTBeHHbI i aHanuns ans
pexum onpegeneHuns
KonunyecTBeHHbI ABVXXEHUS CTEHKWN N1eBOT0 Xenyjoyka

aHanu3 XXenypouka. cepaua.

“nalyz-

46
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21. MporpamMMmHbIiA 3-MepHbIi  KONUYECTBEHHbI aHanus
pexum 3-MepHOro KOPOHapHbIX COCYAOB ANA U3MEPEHUS
KO/IMYECTBEHHOTO CTEHO30B B KOPOHapHbIX apTepusx B
aHanusa Tpex U3MepeHussX no ABYM 2-MepHbIM
KOPOHapHbIX M306paXxeHnsMm.

CoCy[0B.

22 MporpaMMHbliA Pexwum cCoxpaHeHUs cueHbl nocnepHeit

pexum peHTreHockonuu.

CoxpaHeHUe CueHbl
PEHTreHOCKONUK.

Permctpamms MU 8 PocanpaBramzope
www.nevacert.ru | info@nevacert.ru
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23,

24,

25,

26.

MporpaMMHbl i
pexum
no3MLUMONMPOBAHMU
a cUcTeMbl no
Bbl6paHHOMY
pedepeHCcHOMY
n3obpaxeHuto
ABTOKapTupoBaHue

MporpamMmMHbliA
pexum noucka u
peructpayumn B
cucteme RIS,
3anpoc pabouero
cnucka Worklist.

MporpamMMmHbIiA
pexum
oTCcnexXxunsaHus
npouenypsbl
nomouwbto MPPS.

MporpamMMmHbIiA
pexum BblBOfAA
n3obpaxeHui Ha
nevyatb-

Pe>xum no3BonsieT BOCCTaHaBAUBATb
NoMOXXeHNe cucTemMbl MO BblGpPaHHOMY
pedhepeHCHOMY M306paXxeHuw uu
oTo6paxaTb pethepeHcHoe
n3obpaxeHune ans Tekyu,ero
NOMOXXEHNS CUCTEMBI.

Pexum noucka no \Beeil cucrteme
HIS/RIS nyTem 3ampoca pabouero
cnucka ANns  nonyYeHusa poctyna K
LaHHbIM naumeHTa,
npefHasHauyeHHbIM ans apyrux
paboynx CTaHLNMA-UIN MOJANbHOCTEN.

Pexum AOKYMEHTMPOBaHUA n
oTcnexumneaHunAa BCeX npoBefeHHbIX

npoyeayp:

Pexum ana QKCNOoOHMpoBaHNA
VI306pa)KeHVIl7I Ha NNeHKY nnun ne4vyatb.

Peructpamus MH & Pocampasransope
www.nevacert.ru | info@nevacert.ru
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27. YcTpoicTBO Ana nogknwodveHna cuctemol Artis One
conps>eHuns ONA K BHeWwHel ceTu.
noAgKnyYeHnn K
ceTtn.

28, XK-agucnnen L onoNHUTENbHbIN )KK/AMIcnneﬁ ons Qb

onepaunoHHO NOTONOYHOW n@cxw e
LOMNOTHUTE IbHBIA. onepaunoHHON. @

O
5
3
§

29. Kabenu Ka6enm@ﬁknmquMﬂ M yCTaHOBKM

NOAKMNYEHUS Aonor@enworo XK aucnnes  Ha
B

AONONHNTENbHOTO nor. HOi nogsecke Qh
XK-gucnnen B one HHOA. @
onepauyuoHHOW (He bl Kabenei - 36 m @

6onee 15 wrT.).
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31.

32.

SIEMENS

s
Healthineers T
3

30.

NcTouyHmK NBM aBnseTcs cuctemoll aBapuiiHOro

6ecnepeboitHOro NUTaHWSA OT aKKYMYNsSiTOpPHbIX 6aTapei

nuTaHus. ans  obecnevyeHMs 3NeKTPONUTaHMUA @
npu oTKase CeTeBOro 3/1eKTPONUTaHus. I/%"Q

S
©

§
g o
S
£ S
¥

KpenneHuune anA MH»(eKTo&(’:TaHaBnMBaeTCH Ha CTeHe ¢
WHXeKTopa Ha nomou.t@&leu,wanbnoro 3axuma.

CTeHe,

cneymnanbHbl i
3KUN.

N
S
AN
S
@
> 3 O
Pazbenn Pasbem ans noAknwye n /V
noaKNYEHUS YCTAHOBKM MHXEKTOpa B Ny/b V. b
MHXeKTopa © B @
NynbTOBOM. @ @ @
S 3
S
S
S

& o
5 F
Y 'S
S @
3 &
&

$ §
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33. YcTpoiicTeo MeperosopHoe yCTpONCTBO
neperosopHoe, ncnonb3yeTca AN ayAn0-CBA3N Mexay
cocTaBe: nauveHToOM u onepaTtopom npu paboTe @
-kabenu c Artis one B nNy/IbTOBOA.

noakKnw4yeHunAa He

[OnunHbl kabenen - 20 m

6onee 3 wr.);
-610K
neperoBopHOro
ycTpoiicTBa;

- ANHAMUK;

- MUKPOCOH.

p)

Y
S

&
§
T

Ona 3au.wl@' OaHHbIX Ha YpOBHE

3awmrta naumemo@&nenosawﬁ.

LaHHbIX &

O
O

34. MporpaMMHbl i
pexum
cucTeMmsbl,
nayneHToB "
n3obpaxeHunii.

©
L
@ KaLIECTBa@@iD

35. daHTOM pAns mc@ Ans

KayecTBa 2 n3obpaxeHui. 4%’
n3obpaxeHui &I \§

npoBepKm

g
s
N
O
3
O
S

S
N
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38.

39.

40.

SIEMENS
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36.

KPOHLW TENH ans
cocypa
WH(Y3NOHHON
CUCTEMbI

KabenbHble
3aXMNMbI ans
KpenneHnsa OKT-
kabenein (He 6onee
10 wr.).

Oepxatensb c

HanpaBnawuwemn
AN nepemeljeHuns

no geke cTtosia.

NepxaTens ans
yCTaHOBKM
npuHagnexHocTemn

CO CTOPOHbBI ronoBbI

nauneHTa.

Crtonuk AN

UHCTPYMEHTOB,

Ans YCTaHOBKM UHY3NOHHOM
CUCTEMBI.

Ona kpenneHnus 3Kr-kaéenei,

MmeeT HanpasjsiowmMe penbcbl ANS

npUHaANEeXHOCTEN " MOXeT
nepemew,aTbCs.

L s KpenneHus CTaH4apTHbIX
NpUHaANeXHOCTel.

CTONUK [ANA  WHCTPYMEHTOB MOXHO
ycTaHaBnmBatb C N060A / CTOPOHBI
cTona Ha BCcex cucTemax Artis one.

Ona ypo6cTBa MCNONB30BAHWSA  OH
mMoxeT nosopa4ynBaTbcA "

perynunposaTtbCAa NO BbiCOTE.

Pernctparma MU 8 Pocangpasranzope
www.nevacert.ru | info@nevacert.ru

52



SIEMENS §
Healthineers T
&
©

41. KnuuosupgHas Vicnonb3syeTcs ANa NogAep>X KU T010BbI
noagknagka ans  BO BpeMsi o6¢cnefoBaHuUii ronoBbl.

ronosbl.

q
9
©

O Q
N @
42. pepxaTens ronossl Bo Bpems VIHBa3I/I£ npoueayp, @@
ans Tpe6y i mnx n@wowpoaaﬂmn @
NO3MLMOHWPOBAHM  NAaUNEHTa HA CTO/IE BTHOM0XEHNU Nexa Q
S rONOBbI NayueHTa Ha XUBOTE, rono@oxmo nOMecTUTb @

B MOMOXEHNMN Nlexxa Ha ToM0BHYK No Ky, Hano/IHEHHYIO &

Ha XXnBoTe. MATKNUM renem @

3
7

ronossbl, nopae LI.II/IpOKOI7I ronoBbl BO

43, nNopknagka ans  Wcnonb ] ans HafexXHoi @
" @b())

yrnybneHHas. Bper cnepoBaHUR ronoBbl.
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44. NMNopgknapka ans Mcnonb3yetcA ans HafeXHOoW
rosloBbl, MjocCKas. nofAepXKu Y3Koi ronosbl BO BpeMs @

o6cnepnoBaHNii ToNoBbI.

Y
S

p)

&
§
T

45, Pyukn (2 wr,). O6ecneum3@' nayneHTy HafexXHylo ':
cpwxcau,mo@ %
" no@amT ero YyyBCTBO Q

)§
46. MopyyHn @ C OJTa NPUHagNeXHOoCTb o3Bonder

onopam§un). nayneHTy gepxatbcs 3quV|.

g
©
&
3 X

g H

g
&
g
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47, Onopbl J/19 pyx (2 Pykm ypob6bHo pacnonarawTcs Ha
LIT.). onopax.

48, Onopa Aans  pyk, QAnsa no3nNLNOHNP HUSA pyKn

OAHOCTOPOHHAA. nayneHTta 6e3 cnonb3oBaHnA

MeTannnyeckmx yac

o

49. Onopa pgna pyku, [Ona ©KOMqaopTa6eanoro
WwapHMpHas. NoO3NLNOHNPO ns  pyku. [na pyku
BO3MOXHa nMpoBKa MO BbiCOTE U

50. Nepxatenn pyk (2 ﬂ@ yAO6HOro pacnofioXeHus py@
LLIT. N0Nb Tena.

0} N
@ B
@ (S
S &
3 @
& G

51. aumm  [Ba pemHs 3ac Kamu
«INNy4YKax» Ans gukc nauyveHTa.

VIX MOXHO NMPUKPENUTL K eKe cTona.

f@S

@@ @@
S 0
S fo)
&

X
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52.

Yexnbl 3awutHble, MNoaxoaaTt ans Wupmbl pagualyMoHHO
oaHOpa3oBble (He  3aWWTbl C KPYr/blM BbIPE30M. @
6onee 25 wr,).

Yexnsbl Kpyrnas ¢opma, aname g@) CcMm. Q,
oaHOpasoBble, )& @@Z

pasmepa 1 (He

6onee 100 wrt.). @
§
L

Yexnbl Mpamoyron tdopma, 75 cm x 80 cm.
ofHOpa3oBble

pasmepa 2 (He

(Y
6onee 100 wr.). § @
Ny

Qb r > t-\
g

Yexnbl oyronbHasa gopma, 90 cm x 90 cw@

ofHOpa3oBble
pasmepa 3 (He @'

6onee 80 wrt.),

O X
S N
S S e
Yexnbl é@ Kpyrnas c¢opma, gunameTp 1@. @
pa3mepa (He )§ §

&
Gonee 10& ). @
O
N
S
S

s §
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57. MporpamMMmHbIiA
pexum gna pabotb(
c IVUS/0CT

58. MporpamMHbIiA
pexum ans pa6oThbl
clVUS/0CT

LONONMHUTENbHbIN

59. bnok
BMageopasbemMoB
60. YcTpoiicTBO

nepcoHanbHoe AN
n3MmepeHns
[,030BOM-Harpy3km
B pexume
peanbHOro

BpeMeHun

ObecneunBaeT COBMeCTHOe
oTo6paXxeHue aHrmorpauyeckoi
cuctembl 1 IVUS/ OCT. MporpaMMmHblii
peXxum nocrtaBnsaeTcsa B BUAE CCbIIKU
ANna 3arpysku. MoTpebutenem MoxeTt
ncnonb3oBaTbCsa umewwniica PC ans
ycTaHOBKK. Kpome TOrO,
npefocTtaBNaeTCca UHCTPYMEHT ANA
NOAKNIOYEHUA K NporpaMMHOMY
obecneyeHunto nog Haspawmem CAAS
DICOM Connect gns npuema calinos
DICOM, oTnpaBneHHbIX
PEHTreHOBCKOI cuctemoi Siemens
Healthineers nnn cucrtemoit iVUS /
OCT.

Mo3BonAeT Nnpon3BecT ycTtaHoBKY IV-
LINQ Ha HEeCKOMlbKMX yCTpolicTBax B
opraHm3aunu-“AKTUBaLNA NULEH3UN
BbINO/IHAETCA-@aBTOMATUYECKU, ecnu
KOMNbIOTEP .AOAKNIOYEH K UHTEpHeTY.
Ecnun HeT, Torga dann «.tmr», KOTOpbrii,
reHepupyeTca, Korga Knw4y npogykra
BBOAMTCH B NporpaMmHoe
obecneydyeHune, fONXKeH 6bITb
oTrApaBieH AN aKTuBauum.

BAoK BugeopasbeMoB UCNO/b3yeTcA
A8 NOAKNIOYEHUA OAHOM0 UCTOYHMKA
BWAEO0CUTHAN0OB APYroro tmna un
npeo6pa3oBaHnsa 3TUX CUTHANOB B
opmat DVI-D gns oTobpaxeHunsa Ha

oucnnesx Artis.

YCTpoiCTBO NepcoHanbHOe AN
M3MepeHuns f030BOIN HarpPys3Kn B
pexume peanbHoro spemeHn (Raysafe
i3) npegHasHayeHo oA NNYHOTO
MCNONb30BaHUA NepcoHanom
60NbHULbLI. OHO M3MepsAeT paccesHHoe
n3nyyeHne B KabmHeTax gna ocmoTpa
c noMolbio Ao3uMeTpa M oTo6paxaeT
MOLWHOCTb f,03bL B rpauyeckom Buae
Ha gucnnee B.peXNMe peanbHOro

BpeMeHNn.

Pernctpamua MW & PocanpaBransope
www.nevacert.ru | info@nevacert.ru
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61. JononHuTtenbHas YHuBepcanbHad CbeMHaa penbca w\n
cbeMHasa penbca KpenneHnsa c60Ky NpuHagnexHocTew
ANnA KpenneHus cboKy cTona.
akceccyapos

9. BO3MOXXHOCTU MeAULMHCKOro U34ennsa 1 cnocobbl MHTerpaunu ¢ gpyrumm MW,

[aHHbIA MPOAYKT MOXET WCMO/Nb30BaTbCs TOMbKO B KOMGUHauu ¢ MO, paspelieHHbIM K MCMo/b30BaHIo
KoMMaHueit Siemens.

Ona  obecneveHus Tpebyemoi 3KCn/lyaTauMOHHON 6e30MacHOCT  CUCTEMA ™ MOXET UCMO/b30BaThCs  C
ycTpoicTBamyi / KOMNOHEHTaMK, NPUMEHEeHMe KOTOPbIX B NpsiMOiA hopMe paspetlieHo KoMnaHuel Siemens.

58
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10.MHhopMaumna Ha MapKNpoBKe

Cnefywolas MapKMpoBKa CUCTEMbl pasMelleHa Ha HWdKHeli uacTu reHepaTopa/CUCTEMHOTO Likaga. Bce
NOKa/I30BaHHbIE MapPKUPOBKU, HEOGXOAMMbIE, HAanpUMep, A/18 PErMCTPaLIMM WM MMMNOpPTA B COOTBETCTBYHOLLVE
CTpaHbl, NpunaratoTcs K Wwkady, HO 34€ecCb He yKasaHbl.

(1) HwxHsAs yacTb LWkada C1UCTeMbI, fieBas vacTb;
MaeHTndmKaumMoHHas MapKupoBka cuctemsl ARTIS one (npumep)
B cootseTcTBUM ¢ MDD:

(01)/ 0408691900154 OTLL
1240/ 10848LL \V(IE]
@2 Us ORIOINCN
(1) 82825 %1

2020 0123

SYSTEM IVK

Siemeni SheniOor» Ma9nelC Resonance Lid., Siemens MRI Center,
.aJ Ceoxin C. Ave . 2nd. Hi- Tech Industrie! Perk. 5180S7 Shentlien.
W W PEOPLE ‘S“REPUBLIC OP CHIWA

Made in China

B cootBetectBUM ¢ MDR;

ARTIS. one
A (01) 04056809009904 GTIN C €
I (240) 10848000 MODEL
1 (422) 150 ORIGIN 0123
® (21) 83000 SERIAL
X
SYSTEM IVK 2021

Slemene Heellhcare QmbH, Henkectr. 127
EC REP 91082 Erlangen:. Germany

Siemens Shenzhen Magnetic,Reeonance Ltd., Slemene M Center.
..J Geoxin C. 2e., 2nd, Hi-Tech Induelrlel Park, 518057 Shenzhen.
I  PEOPLE S REPUeUC OF CHINA

Made in Chine

59
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MapK1poBKa psioM C MAEHTUDNKALMOHHON MapKUPOBKOW CUCTEMBI

Siemens
Healthcare GmbH

EC REP Henkestr. 127

91052 Erlangen
n Germany

MapkupoBka nmMnoprtepa RoHS

ARTIS one comsl
(O1) 040%$LLMOSM4  OTIH

. (240 10843500 MODEL

'1 @ 0 REV

Sitm tnt Sh«Rtf)«n ftctentnci Ltd Si*n*nt MRI C*nt*r
Odofin C. Alt.2nd Hi-Tdch induttn* Ptrii SIMM?
PEOPLE 8 REPUIUC OPCU11A

MapKu1poBKa A/151 KOMOUHALWMN MEAULMHCKUX U3Lennii (npumep)

. CONFIG: HacTpauBaemoe yCTpPONCTBO

. MD: MegumumnHcmnoe nsgenve

- SN: CepwitHblii HOMep

. UDI: YHuKasibHast ngeH Tugrkayms ycTpoicTsa
* COMBI: KombuHauus

2) HykHSIA YacTb LKada CUCTEMbI, NpaBasi YacTb:

3/N/PE - 50/60HZ
380/400/420/440V/460/480V (phase to phase)
5kVA

MapkrpoBKa NoAKYEHWSE

3/PE * 380/400/420/440/460/480V (phase to phase)
50/B0HT

MOMENT KVA
LONG-TIME kVA
o 380V 400V 420V
0 440V 3460V 480V

6iBe ~utrcAwMm AUV Pl«me <nam 9« iee»w w 0a
\ J

MapK1poBKa:- /11 NOAK/HOUEHNS FreHepaTopa

Peructpamua MU e Pocagopasramzope
www.nevacert.ru | info@nevacert.ru
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BTopoii Habop 3TUKETOK

SECOND SET OF LABELS
TUBE HOUSING ASSEMBLY

BTopoit Habop MapKNPOBOK /15 PEHTTEHOBCKOO M3/ydaTensi Ha BHYTPEHHEN CTopoHe C-06pa3Hoit ayru.

SECOND SET OF LABELS
COLLIMATOR

BTopoii Habop MapKMPOBOK A1 KON/IMMATOpa Ha KOXyXe KosimMaropa

Perncrpamnua MH 8 PocagpaeHagzope
www.nevacert.ru | info@nevacert.ru
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AN

SECOND SET OF LABELS
DETECTOR

BTopoli Habop MapKMpPOBOK [/11 PEHTTEHOBCKOTO W3/lyyateNisi Ha OETEKTOpe Ha BHYTPeHHeli cTopoHe G-
o6pasHoli ayru.

. SECOND SET OF LABELS
! DAP CHAMBER

BTopoii Habop MapkMpOBOK A/18 Kamepbl DAP Ha AeTekTope Ha BHYTPEeHHel CTOpoHe C-06pa3HOn.ayru.
MapKMpoBKM KOMNOHEHTOB MW
MEGAL1X Cat Plus 125M(WMHAZe(SW

«»»)

1014Mt* OO '
N wry Vb ODGMDf r .
sol) iodmwt 21
IVK
1.SAU75

12SkVIEC60613

~

SwTws HNttcws» Ce*H. He#l LIlr 127

in Gtrm any

Thi« prodvCT €o0Tpli«« wrth OHHS r*gui«»PM
21 CfR Sgbchopitr J. eppUcoblo

of
menuttctur>
Mr)uls«tur*d OCTOeCa 2d21
Si«m«na H«*Nhc«r« GmbH
87. 91282 ErUAptA

B0 peRT reHoBCHOW Tpybun ¢ nepBryHbIM KonnnmaTopom MEGALIX Cat Plus 125/40/90-GW

62
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pixium 2630S
(240)10502509 MODEL
(422)250 ORIGIN FR

(21)2009BX ~ SERIAL

MnoeHuin feTekTop

SIEMENS

Potydoras A100 Plus
ngt Pf%am&m a
1080320

H
G e GO
K

1 Siement Heiltheare GoH. Herkejtr. 127
H ' 1082 Eixngaa, eaxrany

Made in Germany
r eHepaTop
DTTWATrnFmsr
Patient Support VAta
@ 1% RGNV
<2)m SRA iy
D e
M»di mP.R. Chir*

Rev. 01 02 03 04 05 06 07'08/ 09 10 11
12 13 1516 17 18 19 20. 21 22 23 24
25 26 27 28 29 30 31 32 33-34 35 36 37

CTon nauveHTa

i4iLUU'—e* il-U 'I* ”

SIEMENS

DCS Basis
A (01) 0405069059082 GTIN
(240) 10992689 MODEL

1422156 ORGHON
) 2016 SERAL

..J Slamtni SKenihan\ﬁnﬂli Mammrica IFI;g‘I’ Slaman* Ml Canitr, .
i1l Qedn G A, 2nd, HE=Teh Induilrfai Parli. 61R067 Sharzhen, Chira
Made in Ctiina
HO,U,BECHEI Nnoe=rosio4Haa anda MOHMTOPOB, BapiaHT MUCMOMHEHUA: . C MOHUT OpOM. AnaroHasibio 30 ,D,POVIMOB

[P «"jria?
OCSftxLD
<01 i
7$ n
ert) fist 108 VK
MozgecHa N0 To/M0YHAS /19 MOHUTOPOB, BapyaHT MCMOMHEHNSI: - C MOHIT OPOM AMaroHasibio 55 AoiiMoB
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SIEMENS
Wireleu XNey FSW Mono
(QU 040SEBE9011141 C/H C:€
: (240) 04787797 MXEL
1{422) 2TE ORGINCE
(21) 3409 SERAL N2021

VX

Itnent HeUtheare GmbH, Henkettr. 127

ASltn
41052 ErtMQgB. Oerminy

I'Ie,qaanb||7| nepennoyaTeNb 414 BKIKYEHUA N3NYYEHNA, BapuaHT WUCNOMHEHUA: - I'IpOBO,Cl'HOVI.

SIEVENS

Wev FSW Mo
W) 5'0568EMLL(L QTH C€
No wireless products operating

JTf miSL IHE oplp i the24GH2 1SM band should
VK™

be operated within 5 meters of

(V2 eT1ze 5 T — the.System. IP (X8l

MefanbHbIi NepeknoYaTeb 4NA BKIHOUEHNS N3/IyUYeHUs, B BapUaH T ax-MenosiHeHus: - 6ecnpoBOAHON B COCTaBe
C 3apsiiHbIM YCTPOVCTBOM;

SIEM EN S -

{win "« 7T™™n

“oHow

iN)® o

"Mid# In 0B»|utny

3apsiiHoe YCTPOICTBO

SCM-EAS
MODEL
ORIGIN DE
SERIAL
S 20 @ REV
A
dx» IVK IPX4
TCM-EAS
(240)10648442 MODEL
(422) 276 ORIGIN DE
(21) 10206 SERIAL
(20) 02 REV
A
ita& IVK IPX4
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EHCV1
(240) 10502497 MODEL
"y (422)276 ORIGIN DE
(21) 01594 SERIAL
(20) 03 REV
A IVK [IPX4

KoHconb ynpasneHus

Barco DSC 3017-0C
(01) 0405666922750 GTIN

r-~i (240> 10092977 MODEL
M3n 156 ORIGIM CN

(21) BC001622002675 SERIAL A

4

MoHuTOp AnaroHanbto 30 AtoimoB

[nonitor COLOR 21.3" MX215

(01)04995047044246 GTIN

(240)10656044 MODEL
Wn; (422)156 ORIGIN-CN
(21)22339230 SERIAL

YXK-MOHWTOp B Ny/bTOBOM / AONOMHATE/bHbIA LBETHOR MOHWTOpP, 21 AIOAM, BXOAALMIA B-KOMMNIEKT 4/15
CUHXpOHU3aLun ¢ K

LARGE DISPLAY 55’DSC55-BT-P

(01)06970438060065 GTIN

(240)11171879 MODEL
(422)156 ORIGIN CN
(21)21300% SERIAL
IVK

MoHWTOp AnaroHanbio 55 AtoiiMoB
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CCM-Card V3 Signal white
f2A0) 108&43<102 MODEL
4223276 ORIGIN DE
(21) 10546 SERIAL
(20> 02 REV

IVK 1P X4

MepeHnoyaTe b Py4YHOM

(oYl
0-90592 SchwarzenW/»

Bahnhofstrasse 5 Gef™

REFJ120-160 EAS . SN 01B00619
2019

OAP Chamber EAS
10»48479 model
(422)279 ORIOMDE
|~ (21)0480061» SERIAL IVK

JosnmeTp KermaX-plus 120-160 EAS

Perncrparua MU 8 PocampaEHanzope
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MD accessories labels

Tube Shielding Megallx Center

A (01) 04056869229405 fiTIN

(240) 10848829 MODEL
(422) 276 CRIGIN DE

Qealijbuied &y
M ™M n HmWm1rl GmbH, Henkeilf. 127
110U 6ft'ne*r<. G*rrm«fiy

NMece LLIGammy
®dunbTp, BXOAALLMIA B KOMNIEKT 18 CUHXPOHM3aumm ¢ IKI

P Kanexx K@

1 NiftS*ojat»o«eail3
mamn MW 7781 LU
WVt vais™  S12007T*en 7
KNeex MMQY CMieeoe K

YCTPOACTBO 3aLMTbl 0T M3/TyYEHUS-HKHE YacTwn Tena

YCTPOACTBO AWM Thl OT M3/ly4eHUs BEpPXHEM YacTu Tena

Perncrpanna MU B Pocagpasranzope
www.nevacert.ru | info@nevacert.ru



SIEMENS
Healthineers <*

>««e Kecskem6t H-60D0
t*m. eECO Module Int*reenn*et Cable

- VefittK “4B83iS

1J T

Kabenb nogknoveHns cucTembl KM

n VOLCANO SyncVigi
| Osesewidt  rfM}4-#3-e Obilam
L«9-«TW,N q_W
mxBSrfn«
iHg iitiim im iiiiiiiiir
“ani., SIS .,
W«a@mm ﬁj:_

Kabenum nofknoueHns cucTeMbl BHY TPUCOCYAMCTOrO ybTpasBykKa

YCTDOMCTBO conps>XeHna ana NnoAKNKYEeHNA K CETU

LCD MONITOR(.UY7f H )

MVCD-4130 SHC
Cco

A<S>

Fecc 1 " Sy

994132787161

MrB *Jaa </t t»4innfili IC  Trrw MVCMIW MC
om 202143-ie  |jjjjJijiiii tilinHD!I
MBC M /B Q41 M daviaio® QM
cy o .
/CO-41M HIL: Szl ilBll
utr MV 9
iM ol IN 11

XXK-ancnneia-8-onepaumoHHO A0NONHNTeNbHbIlA
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Ci*t»on ApparatBbau Gmon

Item Intercom system, comfort edition

(IP) Model No 10502354

Hmim

(S) Serial No 12004

(2P)ReviSiO0 03
CouToTi

(O) Quantrfy >

Made inOermeny

Intercom Ceiling LED

176
(ZA0) 11328206 MODEL
(A221276 ORIGIN CE
(20 sol SERIAL WK

YCTpOiACTBO NeperosBopHoe

®aHTOM /19 TecTa KadecTBa U3o6paxkeHuii 3D

KpoHLTeiH 4515 cocya UHQY3NOHHON CUCTEMDI
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AUy 2010;HED7
Zipin- ZLKOSTST
UPaiSpin- S00«3$35C CKi
0000000CWer«23
o] v 7 <T7283
EKQ'IUM-CEct

% AX OMfi SsKOCt F*-334 HHfIP
107 Nl DP04Ci3Ag]S'K(
1 E3PAS

AXOMA

I C-231113.52«

KabenbHble 3a0knMbl Ans npennexdus 3KM-Hobenei

Body Module CAS Card

(240) 10993092 MODEL
(422)156 ORIGIN CN
(21)1001 SERIAL

[ep>xaTenb ¢ HanpaBAsALLEeN 1S NepeMeLLieHns Mo Aeke cTona

[Jep>xaTenb Ans ycTaHoBKY NPUHAAIEXHOCTENR CO CT.OPOHbI FO/10BbI NalyeHTa r

Jo f%%é& sohn GmbH
D-6482 Ahoro-ScharJecnaorf
ilem: Instrument Tray

Foruse with: ~ AXIOM-Artis

T1Uu 1L H  ngtidkj i lion

(1P) Model No, 03840910

L - R s | il H

(S) Serial No..2816 (Q) Guanlity 1
Cc4.1of 1

CTONVK A MHCTPYMEHTOB
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Auslegarung 2010fHED7

litLiiiiifiiiigitii
iSim AUNBIH
Yatfinr ’ mj&)

« N(dnaSar.ﬂdt EA-3W-ami Bfimke

Gtugd«c.r-rtc JTilgtaung WA
Ligtron 85 AC1
AjTitagsr- UQt,

) 4S3U012(K08

(g

i ﬁOMR
ZMUifcigering. 20K-AXSN
“C . 1 (ABFE

-
KnuHoBmaHas nogunagHa f1st ronoBbl

LtffexFree iintablfi
O 7 o (IP) Model No ~10251U1
byTwm
Made in Ireland
Ref ELHI 2014 .
dnlribtftd by
+953 1 4511755 C;€ MMM AG NAiliOKitireliixt OEMI3)MuimIMa
#410 o

MWL tapmed d«

[Jep>kaTenb rofoBbl /19 NO3VLIMOHNPOBAHMS F0/10BbI NaLMeHTa B.MOMOXEHNM ieXKa Ha XXNBOTe

MoaunagHa ans ronoBsl, Yriy6neHHas
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mmﬂml

ébﬂ %ﬁ g CH
fAPofcSpi‘tpr 0
wW*U.4.'rr 3200000003238

aonoiHo

Co"»runyr»r 840C426B3B-X01
Se:«c'irurc “a(mﬁ-f
Jo: AX OW # Sie'don £4-3-34 Ue (3 IR :gitiGs
1000ST
H Une”aaBalng WA
ﬁ o OP04077A m
4935075906
I£-Nr 49350759900003
it
Pyunn

emm1111111111
(IP) MODEL 09609447

tmmM AO. t O<» »
Mtdt In Onrmnnv

ANTIMAGNNIC

(IP) MODEL 09609LU

SitiMBi AO, WiHilihichirpltll 2, CE W333 Mwnclmlr*
Made in Qermany

HinnM |
(IP) MODEL 06166297

S~AnutaM. WhUItbxlwfpliU 2, Dt MAM Mwmnen«n)
U'tt Med» In Oermnrrv

Mopyunu=C onopamm
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Arm Rest complete

(244)10993078 MODEL
(422) 156 ORIGIN CN
(21)10000  SERIAL

Onopsbl gna pyk

Onopa Ans pyK, OfAHOCTOPOHHSS

UjraAsohn GmbH
DE-964B2 Ahorn-Schorksmloff

(1P) Model No. 10281216 rA
2
Part 1/2 Ce

Made In Germany.

Onopa ans pyku, WapHupHas

SIEMENS

(IP) Model No.“. 01615033

Sismsns AO, Witleltfaacharplalz 2, OE 80333 Musnchsti
Made in Germany

Jep>xaTenu pyk
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ManlUfacf«  qq by

»-92224Awwbe,5
/fem; Korpergurfsafy

(/P) Mode] No.: 1153340

c e
' traes»T:»
PeMH1 ans dovkcaumm Tena
--\0

0O Bpomble covers

tterii

farModell 6272

4w
1104951971

201048  22016-12
c€ R agu E_E-I

TW1-B»UKTK P-080 &ox
L-fy»«lI»1*34 &4*3B; AKIKB»-»»»5»
TMfen' gBro>n Ba/«jl =B

IUNKWMITIBIMALL £ romperetintoie
[Nean111LU1nal||
Miliri 111 iH 111

Uex/bl 3aLLMTHble, 0AHOPA30BbIE

pispoMble covers
IStsrle 0 »50 cm

105139279

»10L 201600
T4’/\®®C& FFR N u eel
Lekamked™ CHB8

Ame BllanelaCkeamc
~ ngM &

tIp|n|IIIIIIIIIIII|IIII

Yexnbl 0AHOPA308BLIE, pasmepa 1
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Disposable covers - sterile Inbatt: 100

75X 80 cm

(5709715939

WimM9 2 2019-05

\'/2

r~agusB I
LnecVia* / &NVB8:

TWbr... »(ft249»/Vei-0

Ervil [ed
Nap-MHdE 4

Yex/ibl 0gHOpa30BbIe, pasmepa 2

Disposable covers esterile InhBit; 00
BO X90 c
09715491 ML

| WT2011-20 22016-05

<§>T<D®®C€9 r~agub?

CoHewn»tvrnd»P# @ >#H'O flvi(bW

11QallnHaBHIWIL 1y oampooioomw
iiniiaituiffiliifliu n

Uex/bl 04HOpa30Bble, pasmepas3

Disposable covers - sterile Inhalt 100
Oils cm

XKXPW
~05139287

[~2011-21 2 2016-06

T«®@ CE€
OUAI!»  nmnuux* PndvW el

UIOt6 |pMMreHatMn

AL nnvmnmml%m!@

NtoMwwr*giM ce

Uexnbl ogHOpasosble, pasmepa 4

Video Konverler Ana./Dig. DVI-D

(01) 04056869067117 GTIN
(240) 11327621 MODEL
(422) 276 ORIGIN DE

(21) X00250Q331 SERIAL

Pernctpamus MH & Pocampasransope
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car
Model: Video Konverter Ane./Dig. DVI-D

«fusion @

r»pe Reference ADIO-J

Sertai "Jumber
X00250331

(or

.5 B st

CE 4

r«,c ElectronicAG . Cen-Zeies”tr, 41 -55129

E4692I'T

Bnok B1eopo3bLemMoB

ice®
¢ «fi 1601U27

YCTPOACTBO NepcoHasbHOE /1 U3MEPEHUs 4030BOI HArpy3Kii B PEXKIMME peasibHoro BpeMeHu

(240) 07721439 MOO(L
A («2) 8K OfttCWGB
(21) 1001 SERIAI

JlononHnTensHasa cbemMHas.penbca 4a KpenieHns akceccyapos

NMpoyne MapKMpoBKMN

SIEMENS gepr-Me»Min.

niehste m«tsteehnisch« Kont*oll«

MapkupoBka "Messtechnische Einhchtung”. - epmanus

a7
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MpeaynpexkaatoLias MapuMpoBHa 0 THOCUTE/IbHO BbICOT bl MOMELLEHMS

MpeaynpexxaarLLas MapHMPOBKa 0 THOCUTE/IbHO MOHU3VPYHOLLEFO U3nyyeHns ~ Knraii

This  product complies with OHHS regulatiorts
21 CFR Subchapter J. appiicabte at date of
manufacture

Manufactured Month Year
Siemens Shenzhen Magnetic Resonance Ltd .
Siemens MRI:Center
Gaoiin C Ave .2nd. Hi -Fech Ir>dustnal Park
518057 Shenzhen. China

Mapkuposka DHHS CN-SSMR

MapkupoBKa RoHS - KuTaii

Peructpamua MH & Pocanpasranzope
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TabnmuHa ¢ npefynpeXxaeHnem @MOAMMOCTM CHAT VWS peLleTHX NPK 06CNefo0BaHnmM pebeHHa - KuTait
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@ N O
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padhnueckoe ochbopmMaeHne MapKUPOBKN MEeAULUHCKOTFO ycTpoiicTBa B Poccum
Kpome TOro, HaHOCUTCA MapKMPOBKAa Ha PYCCKOM A3blKe CO CrieyHoLmMM coAepXXaHnem {pa3MeU.LaETCFI Ha
HWKHEN YacTu LUKaga CUCTEMBI).

Cuncrtema aHrmnorpadguyeckas ARTIS one ¢ npnHaaneXXHoOCTIMun

PeructpaynoHHoe ygoctoBepeHue: P3H XXXX/XXXX oTAL.MM.FTTT

CTpaHa npousBoacTBa: KuTaii

[aTa Npon3BOACTBA U CEpUiiHbI HOMep yKa3aHbl HA OCHOBHOW MapKupoBKe-n3genus

HasHaueHue; HopmMaTMBHAas [AOKyMeHTalus, Tpeb6oBaHWAM KOTOPOW-' COOTBETCTBYET
MeAULUHCKOE u3aenune; MaccorabapurHbie XapaKTEPUCTUKU U CPOK/CNyxXG6bl unsgenns
yKasaHbl B JOKyMeHTaluunn Nosb3oBaTesns

YNOMHOMOYEHHbIN npeacrtaBuTeNb nNponssoanTend:

OO0 «CumeHc 3gpaBooxpaHeHue», 115093, r. MockBa, yn. lyGuHuHckas, 4.96

3/N/PE' 380/400/420/440/460/480.B 50/60 Iy, 8 KBA

11.MepeyeHb MeXAyHapoaHbIX CTaH4apTOB YU AUPEKTUB, MNPUMEHUMBIX K
MeAULNHCKOMY YCTPONCTBY

EN 1041 +Al

ISO 10993-1

ISO 12052

ISO 14971

ISO 15223-1

IEC 60601-1-2

IEC'60601-1-6

Peructpamua MH & Pocanpasranzope
www.nevacert.ru | info@nevacert.ru

WHopmaums,  npenocTasasemMas  U3roTOBUTENIEM  MEAMLMHCKUX
YCTPOICTB

Bronornyeckasi oueHKa MeanLMHCKUX YCTPOMCTB — YacTb 1. OueHka un
UCTbITaHVE B pamKax NpoLecca yrnpas/ieHuss puckamun - TexXHuyeckoe
ncnpasnenune 1 (ISO 10993-1;2009/Mcnp. 1;2010)

WHpopmaTnzauma 340poBbsa.  Lindposble n306paxeHws) 1 CBA3b B
mveavupnHe (DICOM), £BKtoYasi ynpas/ieHne [AOKYMeHTOQ060pOTOM U
AaHHbIMK (ISO 12052:2017)

U3penna  wmepguuuHckue.  lNpuMeHeHWe MeHeKMEeHTa pucka K
MeaMLUHCKUM n3aenmsam / VicnpasneHo u nepensgano 12.2019 r.
W3penua megmuuHckme. CUMBOSIbI, MPUMEHSIEMbIE IPU MapK1UpOBaHUN
Ha MeOMUMHCKX) M30enusx, I3TMKETKaX W B COMpOBOAUTENbHON
JOKyMeHTaumu, Mactb 1: O6buwme TpeboBaHua (1SO.15223-1:2021)
W3penna megutmHckue anektpuyeckue. Yactb, 1-2: O6Lime TpeboBaHms
6€30MacHOCTY “C YYETOM OCHOBHbIX (DYHKLMOHA/BbHBIX XapaKTepUCTUK.
MapannensHbii  CTaH4apT.  ONEKTPOMAarHWTHas  COBMECTUMOCTb.
Tpeb6oBaHust 1 ncnbitaHua (IEC 60601-1-2:2014/A1;2020)

W3penna-meguunHckue anektpuyeckune. Yacts 1-6. Oblume TpeboBaHus
6e30NacHOCTN C YYETOM OCHOBHbIX (DYHKLMOHA/IbHBIX XapaKTepUCTUK.
LJononAHnTeNbHbIA CTaHdapT. JKCnayaTauyoHHas NpurogHoCcTb

80
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IEC 62304

IEC 62366-1

[EC80001-1

IEC 60601-1

IEC 60601-1-3

IEC 60601-2-28

IEC 60601-2-43

IEC 60601-2-54

Pernctpanms MU B PocanpasHamsope
www.nevacert.ru | info@nevacert.ru

/ O6beanHeHHbIN cTaHaapT IEC 60601-1-6 (2010-01) n AMD (2013-10) u
AMD 2 (2020-07)

MporpamMmHoe obecrieyeHne 18 MegUUMHCKUX nNpubopoB. Mpoueccs
YKM3HEHHOI 0 LIMKNa nporpaMmmHoro obecneveHust (IEC 62304 PEAAKLA
1.1 (01.06.2015 r.), o6beamHeHHbIA cTaHgapT IEC 62304 (2006-05) n
AMD 1 (2015-06)+AC:2008+A1:2015)

U3penna wmeauumHckne. Yactb 1. [MpoekTvpoBaHue MeaULMHCKNX
n30enunii ¢ yyeTom-aKennyaTaumoHHom npurogHocTy(IEC 62366-1:2015),
Wcnpasnenve 1(2016-07) n AMD 1 (2020-06))

MeHe[)KMEHT SPUCKOB B MHKHOPMAaLIMOHHO-BbIYMCINTE/bHBIX CETAX C
MeauUMHCKUMKM  npubopamy. YacTb 1. POAW, OTBETCTBEHHOCTU W
pevicteua (IEC 80001-1:2010)

W3penvsi, meamumHekme anektpuyeckme. Yacts 1. O6wpme TpeboBaHUs
6e30MnacHOCTV C YYETOM OCHOBHbIX (DYHKLIMOHA/IbHBIX XapaKTePUCTUK /
(IEC 60601-1:2005/A2:2020). +A1:2013 +AC + A12:2014 +A2:2021)

W3penua meamumHcKue anekTpuyeckue.<Yactb 1-3. Obwme TpeboBaHUs
6e30racHOCT! C YYETOM OCHOBHbIX .(YHKLIMOHA/IbHBIX XapakTepucTuK.
LJoRoNHUTENbHBIN cTaHaapT. W3nyyeHue

3aliuTa OT U3/yYeHNs B AMArHOCTUYECKUX PEeHTreHOBCKUX annaparax /
Q6beanHeHHbIn cTaHgapT IEC 60601-1-3 (2008-01) n AMD 1 (2013-04)
WAMD 2 (2021-01)

W3penna  meguumHCcKue  anekTpuyeckre. Yactb 2-28.  YacTHble
TpeboBaHMA 6e30MacHOCTU .C “y4eTOM OCHOBHbIX (DYHKLMOHAIbHBIX
XapaKTepucTK  MeQUUMHCKUX  OMArHOCTMYECKUX  PEHTIEHOBCKMX
n3nyyarenein

U3penna  MegmumMHCKUe —-anekTpuyeckme. Yactb  2-437, YacTHble
TpeboBaHMsi 6e30MacHOCTN C YYETOM OCHOBHbIX (DYHKLIMOHAIbHBIX
XapakTepuCTUK K PeHTreHOBCKUM annapatam /11 UHTEPBEHLMOHHbIX
npoueayp / O6beanHeHAbI ctaHaapT IEC 60601-2-43 (2010-03) n AMD
1 (2017-05) n AMD 2(2019-10)

U3penna  meguumHCKUE  anekTpuyeckme.  Yacts= 2-54.  UYacTHble
TpeboBaHMsi 6GE30RAaCHOCTM C YYETOM OCHOBHbIX. (hYHKLMOHA/IbHbIX
XapaKTepUCTUK (K PEHTIEHOBCKMM annaparam [/is-peHTreHorpagmm u
peHTreHockonum-/ Ob6beanHeHHbIN cTaHAapT IEC.60601-2-54 (2009-06),
WcnpasneHwve 1,(2010-03), Wcnpasnexue 2 (2011-06) n AMD 1 (2015-04
n AMD 2 (2018-06)
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12. CTepunbHOCTL.
MeAnuUmHCKOe YCTPOMCTBO He SIBMISIETCA CTEPUIbHBIM.

13. YTunnnsauyms.

Mpy yTMAn3aumm BCell CUCTEMbl WM ee YacTeli Heo6xo4uMMO CcOob6MAaTh AENCTBYHOLULIEE NPUPOLOOXPaHHOE
3aKoHOAATe/NbCTBO.
MprMepbI 3KOMOMMYECKM 3HAUYUMbIX KOMMOHEHTOB:

I AKKYMynATOpbI 1 6aTapew;

1 TpaHctopmaTopsl;

I KoHAeHcaTopsl,
3a nogpo6HO NH(hopmaLumein obpalaintecb KMECTHOMY NPEACTABUTESHO MO OBCAYKMBAHMIO K/IMEHTOB.
KOMMOHEHTbI CUCTEMbI, OMacHble A1 NOAe WM OKPYXXatoLWen cpeaply AOMKHbI  YTUAM3MPOBATLCS C
OCTOPOXHOCTbIO U B COOTBETCTBUM C HOPUANYECKM 06513aTeNbHbIMI MOCTAHOB/IEHMSIMM.
Knacc A - Otxogpl, o6pasytolpecs BO BPeMs M NOc/e MCNoib30BaHWS MEAVLIMHCKOTrO M3Aenus, nogjexar
Knaccuukaumm M ytuamsauuy - (YTAAKMSMPYIOTCS)  Kak  3nMAEeMUOIOFNYecKM  Ge30omnacHble  OTXOApbl,
NpUGANXKEHHbIe No cocTaBy K TEO, B COOTBETCTBUN C AEVCTBYHOLLMM 3aKOHOAATEIbCTBOM.
Bce mMeguuMHCKME OTXOApl NoAnexar-cbopy, MCNOMb30BaHWIO, Ae3aKTWBauuW, PasMELLEHMIO, XPaHEHWIO,
MepeBO3Ke, YKas3aHWio M YTUIM3aLum B, COOTBETCTBMAN C 3aKOHamu 06, OOLLECTBEHHOM 3[1paBOOXPaHeHUn K
3NMAEMMNONOrMYECKOM 6Narononyymi.

14.YnakoBKa

YnakoBka COCTOMT M3 [AePEeBSHHbIX YacTeid, rBO3Aei, KapToHa;-bymary u nnactuka. TpaHCNopPTMPOBOYHAS
KOpOOKa COAEPXMT YMaKOBOYHbI JINCT C YKAa3aHMEM Ha3BaHWIA, KOMMYECTBa, AAT YNaKOBKU W-CMPaBOYHOO
HOMepa YMaKoBLLVIKA.

Ham Kaxxzoi ynakoBke UMEETesl MapKMPOBKa, COAEPKaLLas CAEAYHOLLYH MH(OPMALMIO:

- TOProBbIii 3HaK U3roTOBUTEAS;

- HaMMeHOBaHVie TOBapa;

-fiaTa NpoM3BOACTBA;

Kaxaas kopobka M3 Ipynnbl UMEET MapKMPOBKY B COOTBETCTBMM C pabouuMu cxemMamit IpoM3BOAUTENS, C
yKazaH1em crefyoLei-mHhopmaumn:

- Ha3BaHVie NPOV3BOANUTENS MEAVLIMHCKOTO M3Lenus;

- Macca HeTTo 1 6pyTTo;

- pasmepbl KOPOGKM.
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O603Ha4YeHMs1 A1s YNaKoBKM.
l
M |

O603HaYeHUst A1 MOFPY3K/BbIFPY3KY
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15.TpeboBaHUA 1 YCNOBUA TPAHCMOPTUPOBKN N XPaHeHUS

YCnoBuii OHpY>KatoLLeii cpebl NPy TPaHCNOPTUPOBKE 1 XpaHeHUN

Cuctema Oy[eT XpaHUTbCS M yCTaHaBIMBaTLCA Cyxo0oi Siemens. Cuctema 6yaeT 3amKcupoBaHa, ycTaHoB/eHa
M 3akpenneHa 6onTaMy B COOTBETCTBYIOLUEM MOMeLeHUW. [103TOMy JIOKaibHast | TPaHCNOpPTUPOBKA
nosib30BaTesieM HEBO3MOXHa.

16.0umncTKa 1 ae3nHpekyms
MPEAYNPEXAEHWUE

HenpaBunbHas o4YNCTKa CUCTEMbI, HANPUMEpP, NonajgaHne XUAKOCTU BHYTPb CUCTEMbI
WM UCNOMb30BaHWE arpecCUBHbLIX YUNCTAWMX CPeAcTB.

JneKTpUYecKne NOMexmn, KoOppo3ns UAN NOBPEXAEHNS NOBEPXHOECTU )L,
COOTBETCTBEHHO, HEUCMPABHOCTb UAW-0TKA3 CUCTEMBI

¢ NS 4ncTKM U ge3nHdekyumn caeflyetT UCMOMNb30BaTh TO/IbKO PEKOMEH0BaHHbIE
cpeacTBa.

¢ He gonyckaliTe nonagaHusa YNCTAWMX XUAKOCTEW B OTBEPCTUS CUCTEMBI,
Hanpumep BO34YLIHblE OTBEPETUSA, 3a30Pbl MEXAY KpblWKaMu.

¢ CobGnopaiite cneayrowmne-MHCTPYKLUN MO OUUCTKE U Ae3uHdekynn.
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16.1. YwucTtawme cpeAcTBa UCKNKOUYNTENLHO AN Bcex XKK-aucnnees
Ana XKK-gycnnees MOXHO MCMNO/b30BaTb CNeAyolme Kacchl akTUBHbIX MHIPeaVNEHTOB:

Knacc akTUBHOro MHrpegmeHta WcnbiTaHHOE YuCTsWee fononHUTeNbHbIE NPUMEPDI

Cnupt

Anbperung

MpousBogHbie xnopa
Je3nHdpuuupyowme cpeacrea

Mpon3BogHble ryaHnanHa
YeTBEPTUUHbIE COEANHEHUS

JocTtynHas B npogaxe
XXMUAKOCTb A4N1A MbITbSl MOCY bl
beHs3uH

lMponssoaHble NupuanHa

Bopa

cpeacTBO UAKn
ne3nHpuumpylouee cpeactso
CnupT 3TUNOBLI 96%

Melsitt
Cidex

Terralin

Taski DS5001
(Diverseylever Labs)
Morning Mist

Surfanios Fraicheur Citron
(Anios Labs)

Lysoformin

Cnpeli Incidur, nonHas
KOHLeHTpaymsa

Tempo

MeTponeliHblid acup
Cnpeii Active;.onHas
KOHLUEeHTpauns
BogonpoBofHas BoAa

TkaHb Hospiset
XwngkocTtb Microcide
Aldasan 2000
Kohsolin

Gigasept FF
Quartamon Med

Fairy Ultra. Palmolive

AunctnnnuposaHHasa Boja

16.2. YucTawme cpeacTsa ANa BCeX Npounx Aetaneit cuctemsl

3BeCTHO, YTO HEKOTOPbIE BELLECTBA, COAEPXKALLMECH B AE3VHDULMPYIOLLMNX CPpeaCcTBax,
onacHb! N9 340P0BbS, VIX KOHLEHTpaLMA B BO3AyXe He A0/MKHA NPeBbIaTh
YCTaHOB/IEHHBI/ 3aKOHOM Npeaern.

Bcerpa cneflyiite MHCTPYKLWMSIM NPOU3BOAUTENS MPY UCMO/b30BaHUN AE3VUHDULIPYHOLLMX
CcpeacTs.

MpeacTaBNeHHOE HUXKE NPeLIOKEHNE He NPUMEHAETES B OTHOLIEHUM MATPacoB. Mpu.Bbibope NOAXOAALMX
LE3VHDULMPYHIOWINX W YNCTALLMX CPEACTB CMeAYNTE UCKIUMTENBHO MHCTPYKUMAM [POM3BOAUTENS MATPACOB.

MOXHO 1CMOMNB30BATb CeAytoLLMe KNacChl akTUBHBIX MHIPEANEHTOB;
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Knacc akTUBHOIoO MHrpeaneHTa

Anbperng

MponssopHble xnopa

YncTallee cpecTBoO Un
Ae3nHuumpylolee cpescTso

Incidin Perfekt

Clorina

[ocTynHas B npofaxe XMUAKOCTb At MbITbA . .
Fairy Ultra, Palmolive

nocypsi
NPoOM3BOAHbIE TYaHNANHA Biguacid S
YeTBepTUUYHbIE COEUHEHUA Oasis Pro
Mepokcungbl Sanosil
MMponsBoaHble NUPUANHA Sacoban WB

He pekomeHAayeTcs MCnonb30BaTb CReaytoLme -APOaYyKTbI:

« Bce NpoAyKTbl Ha CNPTOBOI OCHOB

 Bce NpoAyKTbl, BblAeNAIOLWME X10p

* NpoaykTbl Ha OCHOBE 6eH3MHa/theHona

 MpoaykTsl: Banicide Advanced, Wavicide; Terralin, Cidex OPA

16.3. CneynanbHble MHCTPYKLUN UCKTHUYNTENbHO AAa Bcex XKK-aucnnees
L )KK-,EI,I/ICI'U'IeVI OY€Hb YYBCTBUTE/IbHbLI K'MEXaHNYECKUM MOBPEXAEHUAM.
W3beravite LapanuH, yaapos 1 np:
4 )KK—,EI,I/ICI'IHEI/I O4Y€eHb YyBCTBUTEABHbLI K XNAKOCTAM.
bonee ,ﬂ,ﬂVITGJ'IbeIVI KOHTaKT C XUAKOCTAMU MOXET MPUBECTU K OﬁeCLI,BEHVIBaHVHO nnn oCTaB/1EHNIO_OCTAaTKOB
KasbUnMA Ha NOBEPXHOCTU.
Kannn, ctekatoue mexay naHesnbio U pamkol, MOryT NPYBECTIA-K NOBPEXAEHNIO NaHENN WK ee NO/THOMY
BbixoAy 13 cTpos!
1 Mo BO3MOXHOCTK, cpasy ke yompaiite ntobble Kanm XUaAKOCTW.
2 Ecnm umncTALLee cpeacTBO pacrblIsieTcs HenocpeACTBEHHO-Ha NOBEPXHOCTb Aucnies, yoeduTech, Yto Bce
Karnnu, CTeKatoLye BHU3; BbITEPTbI CANIhETKONM 13 MUKPOMIOPDLI, NPeXAe YeM OHWN YCNEKT,AOCTUrHYTb Kpast
naHenn.
3Ecnu nepegHss YacTb/naHeNn 3arpsasHeHa, O4UNCTUTE €8 TKaHbO M3 MUKPOGUOPL! 1, MNP HE06XoAMMOCTN,
CPEACTBOM /19 YNCTKM CTekna. OunLaiiTe AeTanim Kopryca TOMbKO YUCTALLMM CPeACTBOM A1 niacTtmacc.

16.4. VIHCTPYKUUM NO OUYUCTKE U Ae3nHGpeKumn
Cnpeun MoryT fPOHUKATb BHYTPb 060PYA0BaHNS.-ITO MOXET MOBPEAUTL 3/1EKTPOHHBIE KOMMOHEHTLI 1
(hopmMmMpoBaTh roptoUMe cmMecy Bo3ayxa/napa pacTeopa.
Wcnonb3yiite nepyarku, 4Tobbl N36exaTb 3apakeHus.
1 Mpexae-Yem NpUCTYNUTb K O4NCTKE CUCTEMBI, 3a610KMpYIiTE 06/1yUYeHe 1.3abN0KMPYATe NepeaBKeHns
6noka.
2 Mcnofib3yiiTe Ten/blil pacTBOP MOMLLETO CPEACTBA N MATKYHO TKaHb, YTOOBL yAanTs He6oNbLLne
3arpsasHeHuns.
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3 Heo6X0AMMO YNCTUTL 3arpsi3HEHHbIE YacTy, a TakKe BCE YaCTW, KOTOPbIE MOTYT KOHTaKTUPOBaTh Wm
KOHTaKTVPOBa/M C NaLMEHTOM,

4 [ATHa KOHTPaCTHOrO BeLLecTBa Jlyylle BCero yaansTb Tensol BoLOM.

5 CHauana yaanmte OCHOBHbIE 3arpsi3HeHUst TKaHbH, CMOYEHHO CMIMPTOM, 3aTeM MPOTPUTE YNCTO BOAON.
6 Mocne ncnonb3oBaHNsA Ae3VHPULMPYIOLWMX CPEACTB BCErAa NpoTMpalite YCTPOMCTBO YAETON BOAOW.

7 Y6upaiiTe 3arpsasHeHNs 13 UNyYek, UCMo/b3ys MAaCcTUKOBYH Pacyecky.

8 He 3akpbiBaliTe BEHTUNALMOHHbIE OTBEPCTUS.

9 PerynspHo y6upaiite Mbllb C HaNpaBASOLLMNX Y COBAVHEHWIA.

17, TexHnyeckoe o6¢cnyxnBaHue.

Ona obecneyeHns 6e30MacHOCTM NauMeHTa;--00CNY)XMBAOLLEro MepcoHania~y Opyrux vy Heobxoaumo
PerynsipHo NpPOBOAUTL MPOBEPKM A1 NOAAepXaHWs 6e30MacHOr0 M Hag/iexalero (yHKUVOHUMPOBaHUS
n3penvis.

MepnoanyHOCTL 06CNYXMBaHUS Yka3aHa! B llnaHe TeXHUYecKoro 06CnyxmuBaHuMs B PyKOBOACTBE BragenbLa
CUCTEMBI.

Ecnm B COOTBETCTBMM C HaLMOHa/IbHbIMIW TIpaBuiamm Tpebytotca 6onee MacTble NMPOBEPKU U/MNN TEXHWUYECKOe
o6cnyxumBaHue, Heo6xoAMMO COb/I0AATE 3TN MpaBusa.

Bce uacTu 31Ol CUCTEMBI, M3HOC KOTOPBIX MOXET NPMBECTU K BOSHUKHOBEHMIO OMAacHOCTW, MOANeXaT npoBepke
00YyYeHHbIM TEXHUYECKMM NEepCcoHaoM 1 3aMeHe B C/lyvae HeOOXoaMMOCTH.

Pab0oTbl N0 TEXHUYECKOMY OOC/Y)XBAHUIO MOTYT ObITb BbINOHEHbI CAY)K60I NOAAEPXKKM KIMEHTOB Siemens 3a
[OOMNOMHUTENBHYIO Marty.

Mepuoanyeckoe TEXHUYECKOE. OBCNY)KMBaHWE W PerynsipHble MPOBEPKM HeobXxoAuMbl A5 obecrneveHns
6e30nacHol 1 ya0BNeTBOPUTE/IBHOM PaboTbl Ballel CUCTEMBI.

Bnactv HEKOTOPbIX CTpaH TPe6YT NOATBEPKAEHUA AAaHHbIX AEACTBUIA.

Bce ropuanyeckn obsa3atesibHble UCMbITaHNA AO/KHbI MPOBOAUTLCA C YCTaHOB/IEHHOW NEPUOANYHOCTLIO.

B lepmaHmu: mcnblTaHWe Ha CTabuIbHOCTb XapakTepucTUK, coFA.116 Strahlenschutzverordnung=(StriSchV).

Jdra paboTa MOXET BbINOAHATLCA TOMBKO KBa/IMPULMPOBAHHBIMA YMNOSIHOMOYEHHBIMW  UHXEHepaMu Mo
06CNYXNBAHWIO.

B 9TOM KOHTEKCTe «KBa/M(NLIMPOBaHHDBIM» O3HAYaeT, YTQ WHXEHEpPb! MPOLLIN COOTBETCTBYIOLLYIO MOArOTOBKY
WM NPUMOGPeNN HeO6XOAVIMbIN ONbIT HA NPaKTUKE, «YNOAHOMOYEHHbIN» 03HAYAET, YTO UHKEHEepaM Obi0 AaHO
paspeLleHne onepaTopomM CUCTEMbI Ha BbINOIHEHME PabOT NO TEXHUYECKOMY 06C/TY)XXMBaHUIO.

Mpn NepBOM 3aryCcKe-CUCTEMbl Mbl PEKOMEHAYEM HasHauMTb COTPYAHMKA, OTBETCTBEHHOIO 3a MpoBefeHue
PEerynspHbIX MNPOBEPOK, MPOJPUAAKTUYECKOTO OCMOTPA W TEXHWYECKOrO OOCNYXMBaHWA. Takoi COTPYAHMK
[OO/MKEeH XpaHUTb Bee,CepTU(UKaTbI B Nnanke «PyKOBOZCTBO MO 3KCMyaTaumm CUCTEMbI,

Momumo  ycnyr/pemoHTa, Siemens Healthineers Takke npegfaraeT MOAHBIA  CNEKTP  YCIyr Mo
NPOMUIAKTUYECKOMY OCMOTPY W OOCMY)XMBaHUKO' CUCTEMbl. Takme YCIyrm MOXHO 3akasarb M0 Mepe
HeobXo4MMOCTW-ANN COTacoBaTb B MMOKOM KOHTPaKTe Ha 06CyXMBaHVe.

Ecnm Bbl He noAyunIn NpeasiokeHVe OT Halleid cepBuncHoin opraHusaummn UPTIME; 06paTuTech K NpeacTaBUTENtO
Siemens Healthineers, oTBeTCTBEHHOMY 3a Bauie yUpexxaeHue.

Hawa meauumHcKas TexHvKa paccuvTaHa Ha 10-neTHMiA cpok aKcniyataumy ApY UCMO/b30BaHUM B TUMUYHBIX
YCOBUWSIX B-COOTBETCTBUM C PYKOBOACTBOM.MNO 3Kcnayataumn. Mpn 60nee NPOAO/MKUTENBHOM MCNOMb30BaHNM
n3penuii_-ana  obecneveHns ux (YHKUMOHaNIbHOW  LLeNIoCTHOCTM U 6e30MacHo  aKcnyatauum  MoryT
noTpeboBaTLCA AOMNOMHUTENbHbIE NPOBEPKA 1, BO3MOXHO, PEMOHT, BbIXOAALWMI 338 paMK 00bIYHbIX NPOLEeAyp
TEXHUYECKOrO 06CNYXMBAHWS.

O6patnteck K Siemens Healthineers, 4Tobbl OroBOPUTLCA O NPOBEAEHUM TaKUX Mep 3apaHee.
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B MnaHe TeXHWYECKOro 06CNYXMBaHWSA COAEPXUTCA MH(OPMAaLIMS O PerynsipHbIX NPoBepKax U ReproaNyeckoM
o6cnyxnBaHnn cuctembl ARTLS one.

PerynapHble npoBepku;

OO6bl4HO  CMCTEMHbI  Onepatop  MOPYYaeT  BbIMO/IHEHME  PEryNspHbIX  MPOBEPOK * KAMHUYECKOMY
obcnyxusatoLemMy nepcoHasny. K HUM OTHOCATCS eXeLHeBHble, eXeHeAe bHble U eXXeMeesyHble NPOBEPKX, a
Takxe NpPOBepKu, NpedyCMOTPeHHble 3aKOHOLATENILCTBOM, KOTOPble OnMcaHbl B pasfene «PyHKUMOHasbHbIe
MPOBEPKM 1 NPOBEPKN 6e30nacHOCTM» B PyKOBOACTBE onepaTopa.

NMpoBepkn 6e30nacHoOCTH
Cne,u,y}ow,me NPOBEPKN NpeaHa3HayeHbl Ana obecrieyeHnss 6e30MacHOCTN CUCTEMbI. B COOTBETCTBYHLLMX C/TydasdX
A0/DKHbI ObITb MPUHATLI I'IpO(*)VI.I'IaKTVILIeCKVIe Mepbi~n NpPonu3BeAEH PEMOHT. Touku, nognexaltime npoBeEpPKeE,
06bIYHO perynmpyroTca 3aKOHaMmn 1 CtaHaapTamn
O6BbEKT nnn PyHKUUA MpnunHa Uto nposepseTca NHTepsan (8
mec.)

O6wmne NnpoBepkKn
Cuctema B Liesiom Be3onacHOCTb NauMeHTOBM NepcoHana  Bu3syanbHas npoBepka cUCTeMbl 12

(3aWmnTHBIX NaHenen) Ha Hannune

noBpeXAeHuii n ocTpbiX)Kpaes

Ka6enu n cnocobbl mx 3awuTa naymeHTa U nepcoHana oT BusyanbHas npoBepka kabenen n nx 12

yKnagku nopaxeHuns 3N1eKTpUu4ecknmM TOKOM. yKnafgKu Ha cooTBeTCTBMeE npasunam
6e3onacHoCTH.

MpuHagnexHocTtn be3zonacHOCTb NauneHToB MpoBepka Ha cooTBETCTBUE NpaBunam 12
6e3onacHocTu

YcTpoiicTea 3awmTa nauneHTa 1 nepcoHana ot MpoBepbTe ycTpoiicTBa pagnaunoHHon 12

pagvaunoHHON 3aWmnThl  Ny4eBblX Nopa)eHni 6e3onacHocTN W Ntobble

cUcTeMbl [OMONHUTEIBHbIE 3awwnTubie

yCTpoiicTBa, KOTOpble MOryT 6bITh B
HanMumm (HUXHWI 3KpaH ANa HUXHeEN
yacTu Kopfyca, 3aWuTHbIN 3KpaH Ans
BEpPXHeli YacTu Kopnyca, NoTONOYHbI
3alMTHbLA 3KpaH U T.4.), YTOObI
y6eanTbCst B UX NPaBUNbHON yCTaHOBKe
M OTCYTCTBMW NOBPEXIEHWIA.

Mpeayn pexaa towias 3aluTa oT HenpaBWU/IbHOW 3KcnyaTaumn [poBepbTe Hanume Heob6XxoaAnMb X 12
MapKnupoBka n, CJlefoBaTenspHO, 3almMTa nauneHTos, npeaynpexagarwlwmnx Hagnucew no
nepcoHana u ycTpoincTsaa. pa6oTe c cucTemoi, BUANMBIX
flo/1b30BaTeNto
MNonb3oBaTenbckne 3alliMTa OT HenpaBWIbHOW aKcnyaTauny “[IpoBepbTe CUMBO/bLI NO ynpaBieHuto. 12
nHTepgelickl W, cnegoBaTeNnbHO, 3almnTa NnayMeHTosB, cucTemMoil M nx pasbopynmBoCcTb
nepcoHana v ycTpoicTea.
AnekTpnyeckmne
npoBepKM
AneKTpuyeckas 3awumTa naymeHTa u nepcoHana ot * li3mepeHune conpoTuBEeHUs 12
6e30nacHoOCTb NopaXKeHna 3N1eKTPUYECKNUM TOKOM: 3asemnswLLero nposoaa
* lM3MepeHune ToKa yTeuku Ha
yCcTpoiicTBe
* lM3mepeHune ToKa yTeyku ana
naymeHTa
nofiHaa cucTemMa B COOTBETCTBUMN C
HaluMOoHa/IbHBIMWU NpasuiaMmu
MexaHudeckne npoBepKu
Hanoanbmum 3au_w1Tua nayneHToB) RepcoHana un MOHTaX (BM3yanisie nposepKa) 12
NOTONOYHBIA MOHTAX ycTpolicTea
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O6beKT nan pyHkuns MpunynHa Yto nposepsetcsa WNHrepBan (8
Mmec:)
Mpusoabl Ob6ecneybTe CUNOBYIO Nepegavy n MNpoBepbTe Ha M3HOC, HaTsXeHue, 12
yHKUMN 6e3onacHOCTU NerkocTb nepemeleHns n paborty
[lBUXeHna cucTemsl Be3onacHOCTb CMCTEeMbl 3aNOPHbIX MpoBepka yaep>aHusa TopmMosa u 1
(BpYyUHY10) MexaHu3MoB KOHEYHbIX yNnopos
KabenbHblii BBOA noBefeHune npu
3almTa nayMeHToB, nepcoHana u
MoaBMXKHbIE KOMMNOHEHTbI . OBUXEHUUN 1, eCNN NPUMEHUMO, 12
ycTpoicTBa
Topmo3a
MpuHagnexxHoctn Be3onacHocTb nauueHTa, nepcoHana MNposepbTe paboTOCNOCO6HOCTL U 12
NCMNpaBHOCTb
Monb3oBatenbckne 3awmuTa OT HeNnpaBW/IbHOW 3Kcnyatauun [poBepbTe Ha MOHOTY 12
NHTepgecsl n, cfefoBartesibHO, 3aluTa nayueHTos,
nepcoHana u ycTpoiictaa.
LeTtanu ana o6ecnevyeHuns 12
3awuTa nauneHTos, nepcoHana n MpoBepbTe paboTOCNOCOGHOACTL U
6e3onacHocTH, .
ycTpoicTBa NCNpaBHOCTb

noaBep>XeHHble N3HOCY
PyHKLMNOHaNbHAA nposepka

YcTpolicTBa aBapuinHoi MpepoTBpalieHe nepBoi OTkoYeHne yHKUUA cuctemsl nocne 12

0CTaHOBKM HencnpaBHOCTM, BbI3BAHHOWN OWMGKaAMMN  aKTMBaLMM YCTPONCTBA @BapuiiHOTO
NPUNOXEHNS N NafeHUEM MnauneHToB BbIK/IOYEHNS

KoHTponbHble npu6opsl 1 CoobuwmnTe onepaTopy/o DYHKUNN CrefyoLmx. [UCNIees: 12

VNHANKATOPbI COOTBETCTBYIOL|EM COCTOSHUN CUCTEMbI U

npegynpexgeHus cuUTyaumax neperpysku * W3nyyeHne

* PeHTreHockomnws
e Harpyska'peHTreHoBCKOW Tpy6Ku

* B/IOKMPOBKA LBUXEHUIA,
6NOKUPOBKA N3NyUYeHUs

e [IBUXKEHUS YCTPOWCTB Ha npejene

CTOIKHOBEHUS
[BMXeHNs cucTembl 3awura maymMeHToB, nepcoHana un OTK/IOYEHNE ABVKEHWN B Lienax 12
(MOTOpM30BaHHbIE) yCcTpoiicTBa 6e3omacHoCTU
3almTa OT CTONIKHOBEHUS [peAoTBpalieHne noBpexaeHus ABTOMaTUYECKOE OTK/IYEHNE 12
KOMROHEHTOB YCTpoOiCcTBa ABVDKEHWNI cucTeMbl B 30He

CTONKHOBEHMA (Hanpumep, NOTONOK,

CTeHa, nos)
®yHKUNOHaNbHOE MpepoTBpalieHne noBpexaeHus OKoHuyaTeNnbHOe hYHKUMOHaNbHOE o
nucnbiTaHne KOMMOHEHTOB ycTpolicTBa UCnblTaHWe BCEX KOMMOHEHTOB

Mpotunnaktnyeckoe o6cCcnyxXunBaHune

Lienbto NpothniakTvyeckoro 06CNyXXnMBaHNa SBISEICH CBeAEHNE K MUHUMYMY HenpeaBuAEHHbIX OTKa30B.
TakuMm 06pa3om,. CO34arTcA NPeAnocbUIKA AN COOTBETCTBUSA CUCTEMbI FapaHTMPOBAHHLIM XapakTepucTkam B
[0NrOCPOYHOI-NIePCNEKTUBE.

MpoBepsieTcsA( BAUSHME pas/IMyHbIX YC/OBUIA 3KEMIyaTaummn (pabota Npy MNOMHOW WM YaCTUYHOM Harpyske,
Temneparypa, pasmep 4acTuL, MNbiIn, BAAKHOCTb, rasbl, Napbl), a Takke ONPEAeNseTcs COCTOsHUE AeTasneid,
NoABEPKEHHbIX N3HOCY, NYTEM 3anCK 1 aHaIK3a 3HAYEHWIN XapaKTEPUCTUK.

B 3aBMCMMOCTM OT 06CTOATENBCTB AO/MKHbI ObITh MPUHATHI NPOMNNAKTUYECKUE MePbl W BbINO/IHEH PEMOHT.
YKa3aHHbl€ MHTEPBaUIbl TEXHUYECKOrO OOCIYKMBAHUS COOTBETCTBYIOT MUHUMAa/IbHbIM TPe6oBaHUAM.

MoxeT TpeboBatbcs cobnoAeHNe 60/1ee ETPOroro HaLMoHaIbHOro 3aKOHOAATE/IbCTBA.
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O61BbeKkT nnm yHKLNA MpuunHa Yto nposepseTcsa Nutepsan (8
MEC:)
Cuctema B Lesiom MpodmnnakTnyeckne mepbl Bo nsbexaHve [poBepka onepaunoHHbIX AaHHbIX 24
= Puckos gna 6e3onacHocTu MpoBepka kabeneii, yknagku kabenei
N KabesibHbIX COeAUHEHWNI Ha Hannyue
noBpeXAeHnit

= T[eperpes
* OyncTKa OT KOHTPACTHOTO BELLECTBa,
* W3Hoca KPOBU, fe3nHpULMpPYOLWNX CPeACcTB B
30Hax, HeAOCTYMNHbIX AN KINEHTa
= ApTedakToB n306paxxeHuni
lpoBepka n ouncTKa KaHanos
UMPKYNALMN OXNaXaaolWw el XnakocTu
1 BO3dyXa

MpoBepKa ¥ 0UNCTKA ONTUYUECKUX NyTeit
nepegauu

YaaneHume nocToOpoHHUX/ npeamMeTos,
Hanpumep cpeacTBa
NoO3ULMOHUPOBAHUS U NHBEKLMOHHbIX
urn

MpoBepka npejenos gonycka
MpoBepKa CU/Ibl)ABUKEHNS

MpoBepKa xapakTepMCcTUK NpuBoaa,
ycKopeHus ‘v'sameaneHus

Mepsl, obecneunBatLme nnaBHoe
ABMKEHMUE BCEX KOMMNOHEHTOB

MpeBepKa 1 aHan3 To4eK TPeHUs

BOCCTaHOBEHNE HE3HAUUTEIBHOTO
MoBpexaeHuns

McnbiTaHna KavecTBa M thyHKLMOHAIbHOCTH

WNcnbitaHna  kavecTBa WM (PYHKUMOHa/IbHOCTM  MPOBOAATCA  O/19  NPOBEPKM  COOTBETCTBUS  CUCTEMbI
rapaHT1POBaHHbIM/ XapakTepucTMKaM. MPOBEPKN KavecTBa M306paKEHNST ONPeaensQT-OTNYMAS OT UCXOLHOrO
COCTOSHUA (HanpuMep, paspeLLeHmne, AManasoH KOHTPacTHOCTY, MUHUMasIbHBIA KOHTPACT, CUrHan n300padkeHns
1, eCN NPUMEHUMO, NpoBepKa LMDPOBOIA CyOTPaKBOHHON aHrorpagmn).

Mpn OOHapYXEeHUM Pa3IMUMin [O/MKHBI BbITb NPUHATLI NPOMUIAKTUYECKME MEPbI“WIN NPOV3BEAEH PEMOHT B
c/yyae HeobxoaUMOCTH.

O6beKT Uan yHKUna MpuunHa Yto npoBepseTcH NHTEepBan
Cuctema B LenOM OntumanbHas paboTa Ha OCHOBE B3anmopeicTene BCex KOMAOHEHTOB 12 mecaues
cneundurkauyunii, npuBeeHHbIX B CUCTEMbI B COOTBETCTBUN C

nacnopte usgenus rapaHTUPOBaHHbLIMU
XapakrepucTukamm
BakyyMHble-KOMNoHeHTb!: Ob6ecneyeHne cneuundukamynii cuctemsl KauecTBo M306paxeHus 12 mecsaues
(BaKyyMHble KOMMNOHEHTbI I04BEPXKEHbI
* PeHTreHOBCKUiA cTapeHuio)
nsnyyaresb
FeomeTpusa nyyka. CobnoeHne TeEXHNYECKNX YCnoBuii n PacnonioxeHune LeHTpanbHOro yya no 12 mecsues
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O06BbeKT unn yHKLNA

LUeHTpupoBaHune,
Konanmaymna nyyka

[o03a 06ny4yeHus

Pacno3HaBaHwue fgeTtanei

KoHTpacT n3o6paxeHus

YcTpoiicteo LICA

Bocnpoussegenune
n3obpaxeHunit

HapyweHuns
n3obpaxeHums

YcTpoiicTBO Ans
N3MEpPEeHUs f03bl

Cuctema
[OKYMEHTUPOBaHUS
n3obpaxeHuit

17.1:

MpuynHa

NpPaBoOBbIX HOPM A1 MUHUMU3AL WK
£,03bl 06/1y4EHUN ANA NaymeHTa un
nepcoHana.

(AomkHbl cobnogatbca DHHS n
HauuMoHanbHble Npasuna.)
CobnofeHne TEXHNYECKNX YCN0BUA 1
Tpe6oBaHWUt 3aKoHOfaTeNbCTBA A1
MUHUMU3ALMN PaANaLMOHHOTO
06/1y4yeHuns naymeHTa u nepcoHana.

(AomkHbl cobnogateca DHHSn
HalMoHanbHbX npasuna.)

CooTBETCTBUE CeunduKaunsm n
Tpe6oBaHMsAM 3aKOHOAATEALCTBA.

(AomxHbl cobnogatbca DHHS n
HalMoHanbHb>e NpaBuaa:)

O6ecneyeHne KauecTBa M3o6pakeHus
CooTBeTCTBME cneuntukaymsam n
Tpe6oBaHMAM 3aKOHOAATENLCTBA

ObecneyeHne kadecTBa n3obpaxkeHus

CooTBeTCcTBUE Chelndukauusm n
Tpe60BaHNUAM 3aKOHOAATEeIbCTBA

ObecneuyeHne KayecTBa M306paxeHuns
CooTBefCTBME crneundrKaumam n
Tpe6oBaHMAM 3aKOHOAATENbCTBA

ObecneyeHne KayecTBa N3o06paxeHuns
CooTBETCTBME CneyuduKaymam un
Tpeb6OBaHNAM 3aKoHOAaTebCTBA

ObecneyeHne kayecTa N306paxeHuns
CobniogeHne cneyndukauni

(AonxkHbl cobnogatbca DHHS n
HauMoHaNbHble Npasuna.)
CooTBeTcTBME creyndurkaunsm u
Tpe60BaHUSM 3aKOHOATENbCTBA;

(AonxHbl cobnogatbca DHHS.u
HauMoHaNbHble Npasuna.)

ObecneuyeHune KayecTsa u3obpaxeHns

KOHTaKTHble JaHHble CePBUEHO CY>KObI

Perncrparma MU 8 Pocamparnanzope
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Yto npoBepseTca

LeHTpY NpUeMHuKa n3o06paxeHns

CoBnageHue pasmepa nons usnyvyeHus

¥ pasMepa NpremMHunKa n3obpaxeHus
Uy pasmepa CBETOBOrO MoAs n
pasmepa nons u3nyyeHus

UHTEpBan

MpoBepka MOLWHOCTM A03bl/N0POroBoit 12 mecsues

£03bl NpU

e PeHTreHockonuu (DL)
* [lonyyeHue faHHbIX

Pa3peweHune npu
 PeHTtreHockonuu (DL)

= [lonyyeHne gaHHbIX

MWHMManbHbIA KOHTPacT n
OANHaMUYecKnii AnanasoH npu

* PeHntreHockonum (DL)

* [lonyyeHue fgaHHbIX

CueHa LICA: CueHa LICA; KoHTpacTHas
YyBCTBUTENBHOCTb, ANHAMUYECKUI
Ananasou;. siorapummposaHune,
BbluMTaHue, apTedakTsbl

APKOCTb WM KOHTpacT
CKOH(UTYPUPOBAHHBIX MOHUTOPOB

OT06paxkeHne n3obpaxeHus ana
Henpuemiemblx apTedaxkTos
1306paxxeHns Ans BCeX HaCTPOEHHbIX
MeToA0B NMPUMeHeHUs

TOUYHOCTb 0TOGPaXKeHUA

BocnpounssegeHne oTTEHKOB CEPOTO,
reomeTpuyeckme xapakTepucTuku
n3o06paxkeHns, paspelleHue,
onTuyeckas N0THOCTb, apTedakThl

12 mecaues

12 mecsues

12 mecsues

12 mecaues

12 mecaues

12 mecaues

12 mecsues
(nnm B
COOTBETCTBUMN
co
cneymdukaum
AMU APYTrNX
npoussoaute
nei)
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PerynsipHble NPOBEPKM [I0/HKHbI BXOAUTL B COCTAB EXEr0[JHOr0 TEXHNYECKOTO 06C/Y)KMBaHWST,-BbINO/THAEMOr0
CEPBUCHOI CNy6oii Siemens B pamkax KOHTpakTa Ha o6CnyxuBaHue. 03TOMy Mbl PEKOMeHAyem Bam
3aK/OYNTb KOHTPAKT Ha 06CYXMBaHME.

Takke MOXHO 3aK/HUNTb KOHTPAKT Ha 06CNYXVBaHWE, OCHOBaHHbI HA UCMOMb30BAHWN CUCTEMI.

CBSXWUTECH M0 3TOMY BOMPOCY C MECTHbLIM YMO/THOMOUYEHHbIM NPeACTaBUTENEM.

HaumeHoBaHWe 1 afipec MECTHOIO NpeacTaBUTeNst B Poccum:

000 «CumeHc 3apaBooxpaHeHne»
yn. QybuHuHckaa 96

115093, r. MockBa, Poccusi

Ten.: 8 800 550 50 22
www.siemens-healthineers.com/ru/

LleHTp noAepXXKu KIMEHTOB

8 800 550 50 22

{KpyrnocyTouHast MHNA)
service.ru@siemens-healthineers.com

18. CpoK cny>obl.

Hawa meamumHcKas TexHUKa paccuutaHa Ha 10-neTHWIA CPOK aKCmyaTauyn npy UCMosb30BaHUN B TUMMYHBIX
YC/MOBUSAX B COOTBETCTBMN C PYKOBOACTBOM MO akcniyatauuu. Mpy 6osiee NpoAo/MKUTENBHOM UCMOb30BaHWN
u3genuii oA obecneyeHns WX (DyHKLMOHa/IbHOM  LIeNIOCTHOCTU) M 6e30nacHoi  3Kcnayatauum  MoryT
noTpeboBaTbCs AOMOHUTE bHbIE-TIPOBEPKM 11, BO3MOXHO, PEMOHT;. BbIXOAAIOWIA 32 pamMKK 06bIYHLIX NpoLeayp
TEXHNYECKOrO 06CNY>XXMBaHWS.

O6patutech K Siemens Healthineers, 4To6bl 4OrOBOPUTLCA O NPOBEAEHNM TaKMX Mep 3apaHee.

13.[JonoHNTENbHARA cepBUCHas MHpopmaLns.

13.1. PyKOBO/ACTEBO-NO BbINO/IHEHNIO NPEABAPUTENIbHONO MOHTaXa
MeAnUMHCKUIA NpM6op He-NpegHasHayeH A/1s YCTaHOBKWU M BBOAA B 3KCMyaTaLMio HeNOCPEACTBEHHO
KOHEYHbIM MO/b30BaTEAEM.
YCTaHOBKa W BBOZ, B 3KCMAyaTaumio MeauLMHCKOro Nprnooepa ocynaecTBsoT NpeAcTaBUTES KOMNaHum
Siemens Healthineers.
NHhopmaups, npeactaBneHHas B HaCTOSLL,EN rNaBe, ABASETCA YaCTUYHOM BblAEPXKKOM MB/aKCnIyaTaLMoHHOM
[OKyMEHTaUMK, NpegHasHaueHHON 419 UCNOb30BaHNA CEPBUCHBLIMM cneupanmncTaMu-KoMnaHumn Siemens
Healthineers.

13.1.1. NpegBapuTenbHble TpeboBaHUS
HanonbHbIiA WTaTWB M1 CTON YCTaHaB/IMBAKOTCA HA MOHTaXKHYHO NacTUHY. B HACTOALLEN rfiaBe onucaHbl 2
pas3nnyHbIX TUMa YCTaHOBKM MOHTEaOKHbIX M/1aCTH:

e YcTaHOBKa HENOCpPeACTBEHHO HA MOHOAUTHBIN GETOH

e YcTaHoBKa Ha 3a/MTbIi 6ETOH

B cyyae camMOBbIPaBHMBAIOLLErOCH LIEMEHTHOIO pacTBopa Wiv ApYrux TUMN@B TI0/10B, He 06/1aatoLLmX
TpebyeMOI HecyLLeil CroCO6HOCTLI0 B COOTBETCTBUM C PyKOBOACTBOM MO [1AGHUPOBKE, HEO6X0AMMO YA T
He HECYLMIA Harpy3Ky Marepuas B 30He-PacronoOXeHNs MOHTaXKHbIX MJACTUH W 3aMEHUTb €ro Ha 3a/IUTbIi
GETOH.
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C NOMOLLBH0 YCUEHHbIX aHKEPHbIX GO/TOB, BXOAALLWMX B KOMMNIEKT MOCTaBKM, BO3MOXHA YCTaHOBKA B 3a/IUTbI
6eTOH ToNLWMHON He 6onee 70 Mm. Bonee ANIMHHbIE YCUNEHHbIE aHKEPHbIe B6ONTbI MOXKHO 3aKa3aTb Y
KomnaHun Hilti.

MOHTaXHble NIaCTVHbI KPeNATcs K Mosy ¢ UCMo/b30BaHWEM YCUIEHHbIX aHKePHbIX 601ToB-Hilti. MUHMMabHO
HeobxoaMmoe KavyecTBo 6eToHa - C20/25.

Mpy HEO6XOAMMOCTN MOHTaXKHbIE MMACTUHBI MOXHO TakKe YCTaHOBUTH C MOMOLLBHO LUTIAIIEK, BCTaB/ISIEMbIX
yepes Mos B H/XXEPACMOIOKEHHOE NOMeLLeHVe. PeKOMeHYeTCs UCMONb30BaTh Pe3s60Bble CTepXHN M12 win
1/2", MMHUManbHas TBepAoCTb 8,8 No HopMam ISO, € 60/1bWMMY NIACTUHYATLIMY WwaiibamMn 1 ABYMS raikamu
[151 KKAOM Ha HWKHEN CTOpOHe nosa. Pe3b60Bble, WNMbKW, NiacThHYaTble Wwavibbl i raiikn fo/MKHbI ObITb
npuobpeTeHbl Ha MecTe. 3HaYeHne MOMEHTA 3aTsKKM raek M12: 88 Hw.

13.1.2. 3Tanbl NOArTOTOBMTENBHON PaboThl
Pa3veTkae

Puc. 1: PasmeTka

1 MoHTa)KHaa nnacTuHa 4/19 Hano/ibHOro WraTusa

2 Hanpasnsatolliee oTBeEpPCTHE

3 MoHTaXHaa nnacTuHa gna crosna

4 130UeH TP B r0JIOBHOM MOJI0>KEHNN

5 OTMeTKa A 418 UCNONb30BaHMS YCTaHOBOYHOr 0O Kanmbpa
6 KOHTpOnbHbIn pasmep

e HaHecuTe Ha non cnegyrowme OTMETKI B-COOTBETCTBUM € MnaHOM npoekTam Puc. 1.

¢ BcrnomorarensHas nnHuna L1
c) Ecnm ycTaHOBOYHbBIN KaMbp-HE UCNOob3yeTcst: V30UEHTP 415, Hano1bHOTO LWTaThBa B

r0/IOBHOM MONOXeHUN Puc: 1+(4)
0 EC/m ycTaHOBOYHBbIV KanMbp 1Cnosnb3yeTcs;

OtmeTtkaA Puc. 1 (5)
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YCcTaHOBOYHbI Kannop

Puc. 2: YCTaHOBOUHbIV Kannép

YCTaHOBOYHbI Kanbp HeOOX04MM ANg-BbIpaBHUBAHNSA MOHTaXHbIX NIaCTUH PuC. 2. YCTaHOBOYHbBIN Kasmbp

COCTOUT 13 TPEX a/IlOMUHUEBBIX MN1ACTMH, KOTOPbIE MOCTaB/AKTCSA CKPENIEHHbIE 6oNTamm.

YCTaHOBOUHbIV KanMbp MPUKPYYMBAETCH K MOHT&XHBIM M1aCTMHAM HaMOfIbHOTO LUTATMBA Y CTOMMA C MOMOLLBHO
BWHTa, KOTOPbIM Kpenutcs nnacTuHa-Puc. 2 (1) (Puc. 4.)

MnactuHa Pyvic. 2 (1) npefHa3HaveHa 19 BbIpaBHYBAHKS MOTO/OYHBIX TIPOAO0/bHBIX HANPaBNSAOLWMX LLUTATUBA
NP1 ABYXMPOEKLIMOHHON CUCTEME-I'HE HY)KHA /19 CUCTEMBI «ArtiS Qne».

Pasmelw eHne MOHTaXXHbl X NAaCTUH

Ha 3agHeli CTOpOHE MOHT&XHOI NNACTWHbI 41 HAMNOJILHOIO LUTATNBA MOXHO HaWTW YeTbipe HECKBO3HbIX
oteepctusa Puc. 3 (1). MonoXnNTE MOHTaXKHYH NIACTUHY 3aiHEACTOPOHOW BHM3.

Puc. 3: HanonbHblii WTaTuB, 3a4HAS YaCTh MOHTaXKHON NAacTVHbI
CobepuTe [iB€ YacTy YCTaHOBOYHOIO Kasimépa Puc. 4 (1, 2) ¢ NOMOLLbK0 BUHTOB W NPUKPENUTE €ro K
MOHTaXXHBIM NAaCTUHaM HanosbHOMO LWTaTkBa 1 cTona. Mpu sToM HeO6X0AUMO CNleAuThb 3a TEM, YTOObI

HanpasastoLLee otBepcTue C B yCTaHOBOYHOM Kanmbpe (Pvic. 4 (4)) coBnagano ¢ HanpasnswoLwymm oteepctuem C
B MOHT&XHOW nnactuHe (Puc. 1 (2)).
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1 YcTaHoBOUHbIN nanunép. YacTs 1

2 YCTaHOBOYHbI Kanubp. YacTh 2

3 CkpenuTe 06€e YacT¥ yCTaHOBOMHOr0 Kasimbpa ¢ NOMOLLbIO WeCT¥ BUHTOB M10 X 20 ¢ noTarnHol
ro/10BKOi (pasmep Kntoya: 6)

4 HanpasnsiwoLlee oTBepcTne €

5 YeTbipe BHTa M10 x 20 ¢ moTaliHOl ro/fI0BKOM (pa3mMep kaya: 6) Ans KpenaeHns Kkanmopa K
MOHT @KHOI naacTWHe HANOMbHOIO WTaTVBa.

6 MaTb BUHTOB M10 x20¢-MOoTaiHOI ronoBKoii (pasmep kawua: 6) Ans KpenneHus kanmopa K
MOHT@XKHO NnacTuHe ¢ToMa.

[ns npefoTBpalLieHns nonaaaxus 6ypoBoii Mbiii B HEUCMO/b3yeMble Pe3bObl, 3aKPOiiTE pe3bby B-abenx
MOHTA&XHbIX MIACTUHAX U30/IEHTO.

[nAa BbipaBHMBaHNSA MOHTaXHbIX MIACTUH BYCTaHOBOYHOM Kaavbpe npedycMOTpeHbl nonepeyHslin nas (Puc. 5
(A)) v npogonbHbIi Nas (Puc. 5 (B)). BbIpOBHANTE ABE MOHT@XHbIe M1ACTUHbI OTHOCUTENIBHO OTMETOK Ha Moy:
OTmeTKa A Ha nony Ao/mkHa ObITb B LIEHTPE NOMepeyHoro, nasa.

BcnomoratensHas nvHus L1 fomkHa 6biTb CUMMETPUYHE: IPOA0NBHOMY Nasy.
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I'IpOBepre MUHNUMaJIbHOE PacCTOAHME B FOJTOBHOM KOHLE Mexay cpep,Hel‘/’l TOYKOWN MOHTaXKHOW-NNACTUHbI

HarosibHOr O LLUTATUBA U CTEHOIA:

I— MVH. 1360 )

Puc. 6: MMHUManbHOEe paccTOsiHWE B FOAOBHOM MOHLE (1)

13.1.3. CBep/ieHNe MOHT aXHbIX NaacTVH
MoHTaxkHas niacTvHa Ans HanosibHOro“‘Witatnea

Puc. 7: CBepnnbHbIA HOHAYUTOP

Pvc..8: YcTaHoBoYHas naacTuHa AasyHano/IbHOro wraTuvea

B kaueCTBe WwabnoHa A1 CBEP/IEHNSI UCMOL3YETCA CBEP/IN/IbHBIA KOHAYKTOP, BXOAALWMIA B KOMMIEKT ANs
npeaBapuTeNbHOM YCTaHOBKN HaNobHOFO, wratmea (Puc. 7 {!)), BMecTe CMOHTaXHOI NIacTUHOW. 3aecb

cneAyeT 06paTuTb BHUMaHUE Ha criefytoLlee:
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1 MoHTaXHas nnactnHa KpPenuTesa C NMOMOLLILIO CEMU YCUMEHHBIX PaCropHbIX 60/1TOB.
2 MNpepnoyTtuTensHee cBepnnUTb 0TBEPCTUSA 1-7 {PuiC. 8). ECM 0AHO M3 OTBEPCTUI HEBO3MOXXHD; NPOCBEP/INTbL
V3-3a apmaTypbl, UCNOSb3YITe /19 CBEP/IEHNA HOBOrO OTBEPCTUS BAvKaiLiee K HeMy OTBEPCTVE B MOHTaXKHOW
nnacTuHe.
3 Mexay ABYMSA TOUKamMmn KpensieHus He 6onee AByX OTBEPCTUIA MOTYT OCTaBaTbCA OTKPbITHIMU.
4 Ecnv oTBEpCTME MPOCBEP/IEHO HEMPaBU/IbHO, ero He06Xo0AMMO NPOgeCcCHOHaIbHO 3a4€eNaTh.
5 BcTaBbTe CBEP/IAIbHBINA KOHAYKTOP B 25-MM MOHTaXHble oTBepcTus (PuC. 8 (1-7)) B MOHTaXHOW NiacTuHe.
6 Mpocsepnute oTBepCTUA 1-7 AnameTpom 18 Mm. [NybuHa BbICBEP/IEHHOrO OTBEPCTUS 3aBUCUT OT TMNa
YCTaHOBKY:

YcTaHOBKa HenocpeACcTBeHHO Ha GeToH;

0 18

Puc. 9: HanonbHbIiA LITAaTNB, FNy6rHa CBEPNIEHNS NPU YCTaHoBKe Ha 6eTOH
1 MoHTaXHast NnacTVHa-A05 HanobHOro WTaTuea
2 MOHONWTHbIA 6 TOH
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YcTaHOBKa Ha 3a/1UTbIA BETOH;

Puc. 10: HanonbHbI WTaTUB, r/y0oUHa CBEP/IEHNS NPY YCTAaHOBUB HO 3&/IMTbI 6ETOH
1 MoHTa)Haa naacTuHa 419 HaMnoJbHOro WraTusa

2 3a/MTblin 6eTOH
3 CamoBblIpaBHMBAOLLMIACA LleMEH T HbIA pacTBop

4 MOHONNTHbLIA 6eTOH

MoHTaXHad nnactmHa ana crtona
[ns cTona TpebyeTcs Apyroi CBepANIbHbIA KOHAYKTOp. OH BXOAWT BKOMMNEKT A1 NpeBapUTe/IbHOl

YCTaHOBKM CTOMa. BcTaBbTe CBEPAMAbLHBIA KOHAYKTOP B 20-MM MQHTaXHble oTBepcTus (Puc, 11 (1)) B
MOHTa&XXHOIW NMacTUHE.

Puc.11: MoHTaXkHaa nnacTuHa 4ascTona
MpocsepauTe 4 0TBEPCTMA AMaMeTPOM 18 MM. TnybuHa BbICBEP/IEHHOIO OTBEPCTUA 3aBUCUT OT TUMa

yCTaHOBKM:
- YCTaHOBKa HEMoCPefICTBEHHO Ha 6ETOH:
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Puc. 12: CTon, rnybrHa cBepiieHns npu ycTaHoBKe Ha 6eTOH
1 MoHTa)kHas njiacTuHa ang crosna
2 MOHONNTHbIVi 6eTOH

- YcTaHOBKa Ha 3a/IUTbIli BETOH:

Puc. 13: CTon, FAyouHa cBepneHnst Npy ycTaHOBKe -Ha 3aNThblil 6e TOH
1 MoHTaXHas.nnacTuHa gna crona

2 3aNNTbIil 6eT0H

3 CamoBbIpaBHMBAOLLMIACA LLEMEH T HbIi pacTBOP

4 MOHONUTFHBIV 68 TOH

13.1.4. YcT/aHOBKa yCU/IEHHbIX aHKepPHbIX 601 T 0B
1 Mpn HAMYUM=HANOLHOTO MOKPLITUA NEePeHeCUTE (hopMy MOHTaXKHbIX NIACTUH Ha FON W YAauTe HanosibHoe
MOKpPbLITUE B 3TOW 06/1aCTW. MOMECTUTE YCTAaHOBOYHbBIN Kanimbp Ha MOHTaXHbIEe NNACTVHbI U BLIPOBHSNTE €ro no

MeTKaM Ha noy:
2 MNacTUHbLAOMKHbI NIEXaTb Ha Moy POBHO. - [Tpn HEOGXOAMMOCTH YCTPaHUTE BCE HEPOBHOCTM MONa.

3 MpoayiTe BbICBEP/IEHHbIE OTBEPCTUS.
4 CHoBa YCTaHOBMTE MOHTaXXHbIE M/IACTVHbI-COBMECTUTE MX C OTMeTKaMu nofa A u L1,
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5 rlO,El.!'IO)KVITe M30JTALMOHHYIO NMIaCTUHY NoA KaKAyto U3 MOHTaXHbIX NIaCTUH HafoNbHOIo WTaTtkBa W CToMa
(Pvic. 20(1), Pvic. 21(1)).

Puc. 20: HanonbHbI WTaFvB, yCTaHOBKa M30MALMOHHON MNacTUHbI

Puic. 21: CTo/, ycTaHOBKA W30/ISILMOHHON, N1aCTUHbI

6 MOBTOPHO NPOBePbTE BblpaBHMBAHME MOHTaKHbIX M/IACTVH.
7 HanonbHbIii (LITATVB, YCTaHOBKA YCUMNEHHBIX PaciOpHbIX 6OMTOB

100

Perncrparua MU 8 PocampaEHanzope
www.nevacert.ru | info@nevacert.ru



SIEMENS .
Healthineers &*

MPOBEPLTE, KAKOW TUM YCWIEHHOIO K/IMIHOBOIO AHKEPA VICMO/Bb3YETCS!
AHKEP HILTI HSL4 AHKEP HILTI HSL3
- KpacHOe NNacTMKOBOE KOJbLO Ha CTEPXHE - YepHOe N/ACTUKOBOE KO/bLO Ha CTEPXKHE
- HSL4 naeHTUUUMpYIOLLMIA KOf, Ha CTEPXKHE

MomeHT npu MoHTaxe: 60 Hm MoMeHT npu MmoHTaxe; 80 Hw

Puc. 22: Tunbl pacnopHbIX 601TOB

YcTaHOBKa Ha 6ETOH: YcTaHOBKa Ha 3a/1UTblii 6ETOH:

Puc. 23: HanoabHbIV LWUTaTWB, yCTaHOBHA YCUAEHHbIX pacnopHbIX 601T0B

1a Hilti HSL-3:M12/50 nnun Hilti HSL-4 M12/50 yevaeHHbIiA pacnopHbIii 600T ¢ NAACTUHYATONR LWainboi
1b Hilti HSL<3-G M12/100 wm Hilti HSL-4-G M12/100 ycuneHHbIin pacnopHblidi 60AT ¢ naacTUHYaT ol
Luanoonm

2 [ononHuTenbHaa nnacTuHYaTas wanba

3 V3onupytowas Lwaiba

4 Tpy6daTas n3onaums

5 MOHTaXHasa nnacTuHa

6 N30ampytollasa nnacTuHa

BcTaBbTe yeuneHHble aHKepHble 60Tkl (PUC. 23); MOMEHT 3aTskkm 80 °Hm ansa Hilti HSL-3 n Hilti HSL-3-
G;.60 Hv gna Hilti HSL-4 n Hilti HSL=4-G.
Kpome Toro, npu yctaHOBKe Ha 3auTblii GETOH:
UTo6bI-3allMTHAA NaHeNb MOHTaXXHOW NAACTMHbLI He OnMpanach Ha Pe3bO0BBIE LIMWbKM, CPEXbTE BCE
N3NULLKI, npeBbiatowme 19 mm (Puc.23).
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8 Cron, ycTaHOBKa YCU/IEHHbIX PacropHbIX 60TOB

YcTaHOBKa Ha OETOH; YcTaHOBKa Ha 3a/1UTbI 6ETOH:

6eToH

Puc. 24: CTon, yCTaHOBKA YCU/IEHHbIX PacrnopHbIX 6071 T0B

1a Hilti HSL-3M12/25 wan Hiiti HSL-4 M12/25 ycuneHHbIA.pacnopHbiii 601T ¢ NAacTUHYaTON LWaiiboii
1b HUti HSL-3 M12/100.mwam Hilti HSL-4 M12/100 ycuneHHbI pacnopHblii 600T ¢ NAacTUHYa T Ol
LLain6oii

2 V3onupytoLas waiiba

3 Tpy6uaTas nsongums

4 MoHTaXXHas nnacTuHa

5 N3onupyrolasn nnacTuHa

BcTaBbTe ycuneHHble aHkepHble 60Thl (PUC. 24);-MOMeHT 3aTskkn 80 Hv ana Hilti-HSL-3 ; 60 Hv gna
Hilti HSL-4.
Kpome T0Oro, -fipn yCTaHOBKE Ha 3a/IUTbI BETOH:
UT06bI 3aLMTHAs NaHENb MOHTXKHOM NMaCTHbLI He Qnupanach Ha Pe3b00Bbie LMLKA,.CPEXbTE BCe
N3MNLLKK, NpeBbilatoLme 12 mm (Puc. 24).

13.1.5. 3aKnwuuTeNbHble 3Tanbl paboeTbl
3afenka MOHTaXHbIX MNIacTH
UT00b! NCKNKYATL NONagaHne XnAKOCTe MeXAY NosoM Y MOHTaKHOW NAacTUHONW, 3afenaiiTe BHELWHWIA Kpail
MOHT&XHOIN ARacTuHbI (Puc. 25 (CTpenka)) v nom, repMeTUKoM (Harnpumep, CUIUKOHOBbIM).
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Puc. 25: 3agenka MOHTaXXHOW NMaCTWHbI C MUCMNOMb30BaHMEM CUIMKOHOBOIO repMmeTunKa.

13.1.6. BbIBOA Ha NOTOJIKE ANS HANOJABHOIO WTAaTuBa

YCTaHOBKa BbIBOAA Ha MOTOJIKE [11 HAMNo/IbHOr O LiTaTmea
Kab6enbHblii BbIBOA, A0MKEH ObITb YCTAHOB/EH HENOCPEACTBEHHO HaA LEHTPOM MOHTaXKHOW MiacTuHbI
HanonbHoro wratvea (Puc, 59 (2)). MakcuMasibHO A0MYCTMOE OTK/IOHEHWE 3aBUCUT OT BbICOTbI NMOMELL,EHYS

(Pwc. 58):
Mpy BbicoTe nometu,eHna 2700-3100 mMm:

OTK/OHEHVe OT LIeHTPa KabebHOro BbIBOAA 10 MOHTaXHO niacTuHbl: 0. #100/-100MM:

Puc. 58: BbicoTa nomeLleHns
1 BbIBOA4, HA MO TO/IKE

2 YncToBoW non

Bl BbicoTa nomeLleHns
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Puc. 59: HanosbHbIl WTAaTUB, NOA0XKEHUE Kabens

1 MoHTa)KHasa njiacTuHa 415 HaMeNbLHOro WraTuea
2 MNono>xeHne kabenbHOro Bb/BOAOG Ha MO TO/IKE

YcTaHoBKa KabensbHoro BbiBOJa B NoABECHOM MOTOJIKE

Ha cnepytollem cxeMaTMyeckom pUcyHKe nokasaH cnoco6 YCTaHOBKUN KabenbHoro BbiBOAa B NoaBeECHOM

MoTOJIKE; PacCTosiHWE OT nona Ao notesnka 2700-3100 mm. Mocne 3aBepliieHnst YCTaHOBKM HEOOX0AMMO
YKOPOTUTL pe3bb0oBble Wbk ML0 40 COOTBETCTBYHOLEN A/IHDI.

104

Peructpamua MU e PocampasHamzope
www.nevacert.ru | info@nevacert.ru



SIEMENS
Healthineers

z 1

[Mo3.: 38, 39. 40]

F.;@ no

<

ABECHOM MOTO/NE

YcTaHoBHa HabenbHOro Bbl

Puc.

&

cnnne 307

%ﬁmoska Ha NOTOJKE: Y

ly

Q
Ay

105







SIEMENS
Healthineers

19.MapaHTKA.

SieTiers rapaHT-upyeT, MT3 O60OpyA0BaHNe He UMeeT Aedek™03, Bbl3BaHHbLIX YCTAHOBKON, U-Ha 3N nepepa
PUCKOB COOTBETCTBYET YTBEPXAEHHLIM Creuudukaumam 1 He OyaeT WMMETO AedeKToB maTepuasioB U
Npou3BOACTBA B TeueHne 14 (YeTbipHaAuaT) MecsaueB € Aatbl nocTaBku O60pyA0BaHMS,-YCMNOBMS rapaHTUmM HI
KOMMOHEHTbI, N3rOTOB/IEHHbIE TPETbUMM /INLLAMU 1 NOCTaB/EHHbIE BMeCTe ¢ O60pyA0BaHMEM, A0/MKHbI ObiTb
yKasaHbl B COOTBETCTBYHOLLEM 3akase

20.KOHTaKTHble JaHHble AN peKnaMaLuii.

YKanobb' MOryT 6biTb MOA3HbL! TOMbKO B OTHOLIEHWM BOMPOCOB, KOTOpble He ObWIM NpeaMeToM npouenypsl
NPVYEMKM YCTPOIACTBa B COOTBETCTBUM C YC/TOBUANMIW AOrOBOpA.

Ecnm cuctema He (hyHKUMOHMPYET Haz/iexalll,um 06pa3oM Win He BbINOHAET KOMaH/bl, NpeayCMOTPeHHbIe

B PYKOBOZCTBE MO0 3KCr/lyataumm, 0bpaTuTecs K NpeacTaBuTesto CEPBUCHONO HeHTpa B PX.

KOHTaKTHble AaHHble /19 BONPOCOB M pek/iamauuii B Poccum:

000 «CunmeHc 3apaBooxpaHeHne»
yn. Ay6uHuHckas 96

115093. 1. MockBa, Poecust

Ten.: 8 800 550 50 22

WWW siernen5-heaithineer5.com/ru/

LleHTp noaaepXkiA KNMEHTOB

8 800 550 50 22

(KpyrnocyTo4Hasg MHUA)

service, ru@siemens-heaithineers.com

KOHTaKTbI AIr.1 BOMPOCOB W.pEKNaMaLii B CTpaHe OULMaNbHOFO NPOU3BOAUTENS;

Siemens.- Shenzhen Magnetic Resonance./Ltd. («Cu.meHC LLeHbYX3Hb MarHeTuk Pe3oHaHcC.
Nta),

Gaoxin.C. Ave., 2nd, Hi-Tech industrial Park,

518057, Shenzhen, China (Kutaii)

WWW.slemens-healthineers.com
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Beglcnibigte Alschnift

DAP Measurement System

KermaX-plus®-Chamber
Model Types;
120-160 EAS
120-160 LFD
120-160 MFD

OEM Manual
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Notice

This OEM (Original Equipment Manufacturer) Manual is an integral part of the KermaX-plus®. To
ensure proper use of this product, please read this manual carefully and keep it for the future reference.
Do not carry out any adjustment or procedure other than those described in the manual. The attempt to
do so may result in hazardous situation such as fire, explosion or electric shock to patient, operator or
service engineer.

KermaXx-plus® and its accessories must not-be used for any other purpose than/described in the
accompanying documentation (intended-use). Violation will result in loss of warranty.

IBA Dosimetry GmbH does not accept liahility for injury to personnel or damage to equipment that may
result from misuse of this equipment, failure to observe the hazard notices-contained in this manual, or
failure to observe local health and safety regulations.

IBA Dosimetry GmbH shall under na'circumstances be liable for incidental or coincidental damage
arising from use of the equipment described in this document.

No part of the accompanying documentation may be translated or repraduced without written
permission of IBA Dosimetry GmbH, unless reproduction is carried out for the sole purpose to be used
by several people in the same department.

The user must treat the accompanying documentation like any other-copyrighted material. Especially, if
part of the accompanying documentation is provided in electronic.form, these files shall not be modified
in any way. IBA Dosimetry GmbH and its suppliers retain title andall ownership rights to the
accompanying documentation’including those of translation inte-other languages, either in electronic or
printed form.

Several key functions of the KermaX-plus® and its associated-components are protected by
international patents.

KermaX-plus® is a registered trademark of IBA Dosimetry GmbH. All other brands, trademarks and
trade names mentioned'in this documentation are the property of the applicable manufacturers and
companies. IBA Dosimetry GmbH renounces ail claims'of possession to rights in brands, trademarks
and trade names mentioned in this documentation, which are not their property.

IBA Dosimetry GmbH
Bahnhofstrasse-5
DE-90592 Schwarzenbruck
Germany

Phone; +49 9128 607-0
Fax: %49 9128 607- 10
www.ibazdosimetrv.com

Last-update: 2021-01-15
Doc. 1D: P-14-010-510-001 06 UM-KermaXplus_120-160
©2021 IBA Dosimetry GmbH, DE-Schwarzenbruck

KermaX-plus® Chamber Type 120-160 |Notice
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1. Introduction

1.1. Intended Use

The KermaX-plus® 120-160 is designed to be installed in diagnostic X-ray units (attached at the
collimator) and is intended to be used for the measurement of Dose Area Product (DAP), DAP rate, and
exposure time for standard and pediatric procedures and longtime fluoro applications.

The system and its accessories must not be used for any other purpose than described in the
accompanying documentation (intended use).

1.2. Product Description

The KermaX-plus® 120-160 is a round none transparent ionization chamber with integrated electronics
to be used in one measuring mode;to determine Dose Area Product (DAP), DAP rate, and exposure
time. The integration into the system is customer specific. The chamber is attached to the output
opening of the X-ray collimator.

The connection is through a RJ45 Plug directly to the imaging system of the X-ray system via CAN bus.

The communication interface, which provide DAP measurement-data, is based on CANopen. The
KermaX-plus® 120-160 device.as slave, server or consumer component, depending on the used
communication object, provides function or service to the Master, Client or Producer which initiates
requests for such services-and is able to receive all measured-data from the KermaX-plus® 120-160
and is able to control the'device. The KermaX-plus® 120-160.system is answering all request with
certain response telegrams. If it is not able to "understand".the command, itis sending a failure
response telegram.

1.3. About this Manual

This manual contains information necessary to use the KermaX-plus® 120-160 DAP Measurement
system. Its descCribes safety information, functionalities and applications of the KermaX-plus® 120-160.

To ensure proper,use of this product, please read this manual carefully and keep it for future reference.
Do not carry out’any adjustment or procedure other than those described in the manual. The attempt to
do so may result in hazardous situation such as-fire, explosion or electric shock to,the patient, operator
or service engineer.

The operator must be trained in the proper operation of the product.

I'M P O RTANT N O T 4&C E

N O=TI1CE

PICTURES AND S CREENSHOTS

All numbers and selections displayed in pictures and screenshots are only
examples and norecommendations for settings or entries.

KermaX-plus® Chamber Type 120-160 |Introduction |1
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1.3.1.Conventions
The functions of the device, dialog captions and dialog text are indicated by bold font.
Examples: Settings. Field size.

Referrals to chapter and section headings in this manual are indicated by italic font.
Examples: Notice, Technical Specifications.

Throughout this OEM manual, hazardous situations or operations are identified by DANGER,
WARNING. CAUTION and NOTICE. They are’indicated by specific signs and colours,-described below:

Sign Meaning

A DANGER DANGER indicatesa hazardous situation, which, if not'avoided, will result in
death or serious-injury of the operator or patient.

1 WARNING indicates a hazardous situation, which,.ifnot avoided, could result
VA WARNING in death or serigus iniurv of the operator or patient.

CAUTION, wused with a safety alert symbol, indicates a hazardous situation,
A CAUTION  which, if not-avoided, could result in minor or mederate iniurv of the ooerator or
patient.

CAUTION; without the safety alert symbol, used to address issues related to
CAUTION possible-hardware damage.

IMPORTANT NOTICE used to address operational issues not related to

NOTICE personal injury or hardware damages.

1.3.2.Intended User
This manual is intended-for personnel with the following expertise:

Area Expertise

Installation Experts

Start-up, operation and shutdown Experts or trained personnel
Maintenance Experts

Troubleshooting Experts

Trained personnel: ) o § ) ) ) o
Any personnelwho have received a training for-using this medical device as descnbed in this User's
Guide by the.expert or other trained personnel:

Experts:
Assigned.person by IBA Dosimetry who received a specific training for this medical device as described
in this User’'s Guide.

2 | Introduction |KermaX-plus® Chamber Type 120-160
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1.3.3.Symbols Used
The following symbols are used on the product and in this manual:

Consult the User's Guide before use

The device meets the essential requirements of Council Directive
0123 93/42/EEC concerning medical devices.

UL Recognized Compoenent, E352291. Investigated to;

- ANSI/AAMI ES60601-1 (2012)
us « CAN/CSA-C22.2:No. 60601-1 (2014)
- IEC 60601-1 (2012)

Symbol for Class Il Equipment

DC current

Energy dependence, rated range of X-ray source voltage.

we Radiation filter, quality equivalent filtration
A The.users are not allowed to change the-original factory values of the
parameters in the setup menus of the displays with this warning sign

Recycling

Separate collection of electrical and, electronic devices in accordance with
EC Directive 2012/19/EC: Do net-dispose of the device with normal
domestic waste.

Keep separate from domestic waste and dispose in an environmentally safe
way in compliance with local regulations.

Manufacturer: this symbol shall be accompanied by the name and the
rnJ address (incl. country) of the' manufacturer

Manufacturing date: this symbol is accompanied by a date to indicate the
date of manufacture, as-four digits for the year

SN Serial Number

Catalogue Number

MD Medical Device

KermaX-plus® Chamber Type 120-160 |Introduction |3
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2. Health and Safety Information

2.1. General

The purpose of this chapter is to identify the hazards associated with the equipment: This information is
presented by displaying all safety and rating labels, which are attached to the equipment, and by
providing instructions to avoid the associated hazards.

To ensure proper use of this product, please ‘read this manual carefully and keeprit for future reference.
Do not carry out any adjustment or procedure other than those described in the manual. The attempt to
do so may result in hazardous situation such as fire; explosion or electric shock'to the patient, operator
or service engineer. The operator must be trained in the proper operation of.the product.

IMPORTANT._NOTICE
ALL PERSONNEL MUST READ THIS CHAPTER

All personnel.must read this chapter and be fully-aware of its contents before
commencing installation work, and before operating or servicing the Kermax-
plus® 120-160

If the KermaX-plus® 120-160 is used in a way nhot specified in this OEM manual,
the protection provided by the equipment may:be reduced.

NOTICE

2.2. Importantinformation

This manual is part of the’measurement system for the Dose Area Product), KermaX-plus® 420-160
and is needed to ensure the correct functioning of this device. The KermaX-plus® 120-160,including all
the accessories must not be used for any other purpose-as described in this manual.

CAUTION CAUTION
WITHDRAWN FROM SERVICE IF A INVOLVING HAZARDOUS INCIDENT

If this measuring unit is involved or associated directly or indirectly with a
hazardous incident, it needs to be withdrawn from service instantly. Report the
details to your dealer or the manufacturer immediately.

IMPORTANT NOTICE

N O T I'CsE
PATENTS
Several features of the’KermaX-plus® 120-160 and itsccomponents are subject
tofiled patent applications.

Srick IMPORTANT NOTICE

DO NOT MODIEY THIS PRODUCT

Modifications 0 this product or the content of this manual will invalidate the
product warranty and may compromise a safe operation. Therefore, do not under
any circumstances, make any changes to the product or its components.
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2.3. User Responsibility

The personnel, using the the KermaX-plus® 120-160 to record the Dose Area Product, carry-the full
responsibility to judge each measurement result critically.

The KermaX-plus® 120-160 should be stored in a clean, dry environment. Protect it frommechanical
and thermal stress, dust and unnecessary moisture.

CAUTION ~ =+vries
WET DEVICES

Devices on which moisture (condensation) has developed as-a-tesult of
temperature changes must not be used unless they have been.completely dried.

2.4. Regulations

The installer and operator are responsible. for complying with all local regulations regarding installation
and operation of the KermaX-plus® 120-160.

Please be advised that other mobile electronic devices, e.g. cellular telephones, exceeding the
established emission limits in the EMC standard may disrupt the function‘of the device.
CE mark;

This medical device is labeled with-a' CE mark and complies to the 93/42/EEC directive. Its design
guarantees provision to comply with all recommended standards, aswith IEC 60601-1-2 for
electromagnetic compatibility (EMC), on the level of the system component. The overall safeguard of
EMC test, radiation protection and other safety features of the X-ray:system and the respective test
results have to be guaranteed and documented by the system manufacturer.

National regulations;
In all countries, the legally established regulations are to be observed.

Legally required tests:

All legally required tests/must be performed at the prescribed-time intervals, e g. constancy test
according to the X-ray ordinance (§16 R6V) in the FederalRepublic of Germany, e.g. tests based on
DHHS guidelines (Department of Health and Human Services) where applicable.

6 | Health and Safety Information |KermaX-plus" Chamber Type 120-160

Peructpamua MH B Pocagparmanzope
www.nevacert.ru | info@nevacert.ru



2.5. Safety Precautions

IM P ORTANT N O T I CE

NOTICE

LIABILITY

As manufacturer, IBA Dosimetry GmbH will not be held responsible for the safety
features, reliability and performance of the system if:

> The system is used in a manner other than that specified;in the operating
manual.

> Installation, upgrades, resetting or repairs are performed’ by unauthorized
personnel.

> Components affecting product safety are not replaced with original IBA
Dosimetry GmbH spare parts.

> The KermaX-plus® 120-160 should only be used by personnel which fulfils the following criteria;

» Understanding of the functions and the limitations of the device as they relate to the
measurement of radiation output.

« Knowledgeable about safety procedures to be observed whenworking with radiation sources.

« Competence of the security requirements of radiation and the relevant standards like IEC 60601 -
1 and others.

« Experience with the use of measuring systems for the Dase Area Product

> Prior to the use of the measuring system, the correct mounting and connection of the chamber has
to be ensured. The tser has to check the general functionality and security of the chamber as well
as all the connection-cables (also for mechanical damages).

> The KermaX-plus® 120-160 has to be used in a fire secured, clean, dry, and climatic room. Protect
it from mechanical.and thermal pressure as well as dust and unneeded humidity.

CAUTION

USsSING ONLY DRY CHAMBIE RS

If condensation is build up inthe chamber because of temperature'changes, the
system has to be dried corpletely and should not be used.

>  The KermaX-plus® 120-160 is not designed for patient contact in its intended use:.

> Do not remove any signs or labels of the KermaX-plus® 120-160. If labels become unreadable, the
corresponding parts have to be sent back to'the manufacturer, in order to be identified and to be
relabelled.

> Never-open the chamber device.

A WARNING v +nvine

HIGH VOLTAGE

Because of the high voltage, there is a risk of life!

} (_The KermaX-plus® 120-160 is not\water proof, if there is a risk of spray, device must be covered
and protected sufficiently.

L The chamber is not completely;sealed, due to the special mounting:situation. When the device is
mounted and then used, make sure, that no foreign substances get'into the measuring chamber.
Any foreign subjects could lead to errors.
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> Because of the high sensitivity of the measuring chamber, vibrations or touching the chamber.could
cause partial discharge, which couid lead to a wrong measuring result.

This is the reason, why it has to be guaranteed in the C-shaped system, that those impuises are
only evaluated during the exposure

2.5.1.Device Handling

) Before using the system, the operator must ensure that the chamber and all accessories are in
proper working condition. The user must verify the general functionality, safety, and condition of the
device and cables.

> Neither the KermaX-plus”™ 120-160 chamber, hor any peripheral device must be used in direct
contact to the patient.

> Do not remove any labels from parts of the’system components or its accessories.
) Do not open the chamber device in orderto avoid contact with hazardous(high voltage.

) The housing of the chamber device is-not waterproof. When the risk of splashing fluid is present,
mount it under auxiliary covers.

> The KermaX-plus® 120-160 requires a voltage in the range of 15 - 24.V DC +20%, which is
normally provided by a power supply with 4kV isolation according toIEC 60601-1. Connecting the
chamber to another external power supply shall only be done with the approval and under the sole
responsibility of the manufacturer of the diagnostic X-ray machine,-The range and type of the
voltage provided shall be checked and. if necessary, discussed with:IBA Dosimetry GmbH.

A WARNING WARNING
ENSURE)A SECURE INSTALLATION

When-mounting the chamber and its accessories (holder, filter, etc.) on a X-ray
machine, make sure the devices are locked securely in place to prevent falling
down:of the device when the collimatorrotates. It may damage the device or.
cause personal injuries.

2.5.2. Protection‘from Fluids

Do not allow fluids te.enter the converter either during.normal operation or during cleaning, and
disinfection as thiss-may damage the system or cause_a:system malfunction.

2.5.3. Combination with Other Systems

The use of accessory equipment not complying with. the equivalent safety requirements of this
equipment may. lead to a reduced level of safety.of the resulting system. Consideration relating to the
choice shall.include;

) Use of the accessory in the patient vicinity

> Evidence that the safety certification of the-accessory has been performed in accordance with the
apprepriate IEC 60601-1 harmonized national standards

8 | Health and Safety Information |KermaX-plus™Chamber Type 120-160

Peructpamua MU 8 PocagpaEzanzope
www.nevacert.ru | info@nevacert.ru



2.6. Electromagnetic Compatibility (EMC)

The electromagnetic environment of intended use is the professional healthcare facility/environment,
except for the RF shielded room of a medical electrical system for magnetic resonance imaging, where
the intensity of electromagnetic disturbances are high.

(See chapter Intended Use).

Due to electromagnetic disturbances the measurement performance of dose area/product meter can be
degraded or lost.

N O TUI CE

NOTICE I'M P O RTANT

OPERATING IN NEAR 0 F HF SURGICAL EQ U IPMENIT

The Operation of KermaX-plus® equipment in a HF-SURGICAL ENVIRONMENT
is generally excluded. Its use in such Environment the-manufacturer of the
diagnostic X-ray_machine carries the full and entire responsibility to evaluate the
correct operating.and measurement of the KermaX-plus® equipment.

I'M P O R T A NoT N O fT c”

NOTICE

O THER EQUIPMENT CLOSE TO THE OPERATING DEVICE

The equipment or system should not be used adjacent to or stacked with other
equipment and that if adjacent or stacked use.is necessary, the equipment or
system.should be observed to verify normal-gperation in the configuration in
which itwill be used.

N O TICE

NOTICE I'M PROWR T A N T

USE OF ACCESSORIES, TRANSDUICERS AND CABLES

The use of accessories, transducers.and cables other than those specified or
provided by the manufacturer of the KermaX-plus® could result in increased
electromagnetic emissions or decreased electromagnetic immunity ofithis
equipment and result in improper.operation.

IM P O RTANT N O T ICE

NOTICE

UusE OF PORTABILE RF COpgM*M"UNICATIONS EQUIPMENT

Portable RF communications'equipment (including peripherals’such as antenna
cables and external antennas) should be used no closer than:30'cm (12 inches)
to any part of the KermaX-plus®, including cables specified bythe manufacturer.
Otherwise, degradation of the performance of this equipment'could result.
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2.6.1. Electromagnetic emissions compliance

manufacturer’s declaration - electromagnetic emissions

Basic EMC standard

Phenomenon or test method EMISSIONS class and group
radiated RF EMISSIONS CISPR 11 B Class B
<1GHz Group 1
Harmonic distortion IEC 61000-3-2 not applicable.

no connection to public mains network.
Voltage fluctuations IEC 61000-3-3 not applicable,
and flicker no connection to public mains network.

¢ This test is not applicable in this environment unless the ME EQUIPMENT and ME SYSTEMS used there will be connected
to the PUBLIC MAINS NETWORK and the power input is otherwise within the scope of the Basic EMC standard.

Mains conducted EMISSION not tested;direct connection to PUBLIC MAINS NETWORK not possible
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2.6.2. Electromagnetic Immunity compliance

manufacturer’s declaration - electromagnetic immunity.
ENCLOSURE PORT

Basic EMC standard

Phenomenon or test method IMMUNITY TESF LEVELS
ELECTROSTATIC IEC 61000-4-2 not applicable; no parts accessible
DISCHARGE g during normal-gperation
Radiated RF EM fields b) |IEC-61000-4-3 3Vim9)

80 MHz-2.7 GHz

80 % AM at 1 kHz
Proximity fields from RF wireless “~|EC 61000-4-3 see chapter 2.6.3
communications equipment
RATED power frequency IEC 61000-4-8 30°AYT
magnetic fields 50 Hz or 60 Hz

This test applies to various external parts of the complete dose area measurement equipment which may be touched by the
OPERATOR during a normal-measurement (i.e. not to those parts of the IONIZATION CHAMBER and MEASURING
ASSEMBLY that are normally-exposed in the radiation beam).

The interface between the PATIENT physiological signal simulation, ifused, and the ME EQUIPMENT or ME SYSTEM
shall be located within 0,2-m of the vertical plane of the uniform field/area-in one orientation of the ME EQUIPMENT or
ME SYSTEM.

‘I ME EQUIPMENT and ME SYSTEMS that intentionally receive RF electromagnetic energy for the purpose of their operation
shall be tested at the frequency of reception. Testing may be performed at other modulation frequencies identified by the
RISK MANAGEMENT PROCESS. This test assesses the BASIC. SAFETY and ESSENTIAL PERFORMANCE:of an
intentional receiver when an ambient signal is in the passband “ltis understood that the receiver might not achieve normal
reception during the test.

Testing may be performed at other modulation frequencies.identified by the RISK MANAGEMENT PROCESS.
Applies only to ME EQUIPMENT and ME SYSTEMS with magnetically sensitive components or circuitry:

During the test, the ME EQUIPMENT or ME SYSTEM may:be powered at any NOMINAL input voltage; but with the same
frequency:as the test signal.

s> Before modulation is applied.

This test-level assumes a minimum distance between the ME EQUIPMENT or ME SYSTEM and.sources of power
frequency magnetic field of at least 15 cm. If the RISK ANALYSIS shows that the ME EQUIPMENT or ME SYSTEM will be
used closer than 15 cm to sources of power frequency magnetic field, the IMMUNITY TEST/LEVEL shall be adjusted as
appropriate for the minimum expected distance:
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manufacturer’s declaration - electromagnetic immunity
Input d.c. power PORT

Basic EMC standard

Phenomenon or test method IMMUNITY TEST LEVELS
Electrical fast transients / IEC 61000-4-4 +2kV

bursts 9tO 100 kHz repetition frequency
Surges IEC 61000-4-5 not applicable

Line-to-line ‘43’

Surges IEC 61000-4-5 not applicable

Line-to-ground

Conducted disturbances IEC"61000-4-6 0.15:MHz-80 MHz
induced by RF fields 6V in9dSM bands between

0,15-MHz-80 MHz")
80 % AMat 1 kHz

Electrical transient conduction 1SO 7637-2 not applicable
along supply lines

*1

The test is applicable to all d.c. power PORTS intended to be connected permanently to cables longer than 3 m
All ME EQUIPMENT and ME SYSTEM cables Shall be attached dunng the test.

INTERNALLY POWERED ME EQUIPMENT is exempt from this lest if it cannot be used during battery charging, is of less
than 0,4 m maximum dimension:including the maximum length of all cables specified and has no connection to earth,
telecommunications systems,-any other equipment or a PATIENT

The lest may be performed with the ME EQUIPMENT or ME SYSTEM powered at any one of its NOMINAL input voltages
Testing may be performed.at other modulation frequencies identified by the RISK MANAGEMENT PROCESS.

For ME EQUIPMENT and-ME SYSTEMS intended to be installed inpassenger cars and light commercial vehicles:including
ambulances fitted with.12.V electrical systems or commercial vehicles including ambulances fitted with 24 V electrical

systems.
Direct coupling shall'be used.
rm s , before modulation is applied

If the frequency stepping skips over an ISM or amateur radio'band, as applicable, an additional test frequency shall be used
in the ISM or amateur radio band. This applies to each ISM and amateur radio band within the specified frequency range

The I1SM (industrial, scientific and medical) bands between.0;15 MHz and 80 MHz are 6.765 MHz to 6,795 MHz;

13.553 MHz 10-13,567 MHz; 26,957 MHz to 27,283 MHz and 40.66 MHz to 40,70 MHz. The amateur-radio bands between
0,15 MHz and:80 MHz are 1.8 MHz to 2,0 MHz; 3.5 MHz to 4,0 MHz; 5,3 MHz to 5.4 MHz; 7 MHz to 7,3 MHz;

10,1 MHz te.10,15 MHz; 14 MHz to 14,2 MHz; 18,07-MHzto 18,17 MHz; 21.0 MHz to 21,4 MHz, 24,89 MHz to 24,99 MHz;
28,0 MHz t0.29,7 MHz and 50,0 MHz to 54.0 MHz.

Not applicable only for KermaX-plus® 120-160 LFD.
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manufacturer’s declaration - electromagnetic immunity.
Signal input/output parts PORT

Basic EMC standard

Phenomenon or test method IMMUNITY TEST EEVELS
ELECTROSTATIC IEC 61000-4-2 not applicable, ¢onnector is not
DISCHARGE accessible during-normal operation
Electrical fast transients! IEC 61000-4-4 +1kV

bursts 100 kHz repetition frequency
Surges IEC61000-4-5 not applicable

Line-to-ground

Conducted disturbances I[EC 61000-4-6 3 V>-0,15 MHz-80 MHz
induced by RF fields 6 V (_in"ISM bands between

0,15 MHz-80 MHz
80-% AM at 1 kHz

This test applies only to output lines intended to connect directly to outdoor, cables.

SIP/SOPS whose maximum cable length is less than 3 min length are excluded.

Testing may be performed at other modulation frequencies identified by the'RISK MANAGEMENT PROCESS.
Calibration for current injection clamps shall be performed ina 150 N system.

*  Connectors shall be tested-per 8.3.2 and Table 4 of IEC 61000-4-2:2008: For Insulated connector shells, perform air
discharge testing to the-connector shell and the pins using the rounded tip finger of the ESD generator, with the-exception
that the only connector-pins that are tested are those that can be contacted or touched, under conditions of INFENDED
USE, by the standard test finger shown in Figure 6 of the general-standard, applied in a bent or straight position:

Capacitive coupling shall be used.

If the frequency stepping skips over an ISM or amateur radio band, as applicable, an additional test frequency shall be used
inthe ISM or amateur radio band. This applies to each ISM and amateur radio band within the specified frequency range.

r.ms., before.modulation Is applied.

" The ISM (industrial, scientific and medical} bands between-0,15 MHz and 80 MHz are 6,765 MHz t0.6:795 MHz;
13,553 MHZz to 13.567 MHz; 26.957 MHz to 27,283 MHz.and 40,66 MHz to 40,70 MHz. The amateur radio bands between
0.15 MHz‘and 80 MHz are 1,8 MHz to 2,0 MHz; 3,5 MHz to 4,0 MHz; 5.3 MHz to 5.4 MHz; 7 MHzto 7.3 MHz:
10,1 MHz to 10,15 MHz; 14 MHz to 14,2 MHz: 18,07 MHz to 18,17 MHz; 21,0 MHz to 21.4 MHz;24,89 MHz to 24,99 MHz;
28,0 MHz 10 29,7 MHz and 50.0 MHz to 54.0 MHz,

‘I Not applicable only for KermaX-plus® 120-160 LFD:
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Immunity to proximity fields from RF wireless equipment

manufacturer’s declaration ->IMMUNITY to RF wireless communications equipment

2.6.3.
Test Band
frequency
[MHZ] [MHZ]

385 380-390
450 430 - 470
710
745 704 - 787
780
810
870 800- 960
930
1720

1700-
1845 1990
1970

2400-
2450 2570
5240

5100-
5500 5 800
5785

Service

TETRA 400

GMRS 460.
FRS 460

LTE Band 13. 17

GSM 8007900,
TETRA 800,
iDEN 820,
CDMA 850,
LTE Band 5

GSM 1800,
CDMA 1900,
GSM 1900,
DECT,
LTE Band 1,3,
4, 25: UMTS

Bluetooth,
WLAN
802.11 b/gh
RFID 2450.
LTE Band 7

WLAN
802.11 a/n

Modulation

Pulse ' modulation
217 Hz

FMm
+ 5 kHz deviation
1 kHz sine

Pulse modulation
217 Hz

Pulse modulation

217 Hz

Pulse modulation 7

217 Hz

Pulse modulation
217'Hz

Pulse modulation
217 Hz

Maximum
power

W

18

0.2

0,2

Distance

W

0.3

0,3

0,3

03

0,3

0,3

0.3

IMMUNITY
TEST LEVEL

[Vim

27

NOTE If necessary to achieve the IMMUNITY TEST LEVEL, the distance between the transmitting\antenna and the ME

EQUIPMENT or ME SYSTEM may be reduced to Lm The 1 mtest distance is permitted by IEC 61000-4-3.

For some services, only the uplink frequencies.are included.

The carrier shall be modulated using a 50 % duty cycle square wave signal.

As an alternative to FM modulation, 50 7o pulse modulation at 18 Hz may be used because while it does not represent
actual modulation, itwould be worst case.
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2.7. Labels

The labels are located on top and bottom of the chamber. One label indicates the identification and
electrical ratings. Another label indicates the device model number and serial number:, They are located

on the rear side of the chamber.
An example is shown as below:

Figure 1 KermaX-plusi® 120-160 variant chamber top view
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2.8. Regulatory Requirements

The «crmex piuse 120160 fUIfils the requirements of the Medical Device Directive 93/42/EEC. Itis a
medical device class lIb according to annex IX, classification rule 10.

The quality management system in IBA Dosimetry GmbH is certified according to EN'ISO 13485,

C€ 0123

The following standards apply;

|[EC 60580:2019

UL 2601-1 and UL 60601-1 ed.1

CSA C22.2 No. 601.1

I[EC 60601-1:2005+A1:2012

|[EC 60601-1-2:2014

ANSI/AAMI ES 60601-1: A1;2012, C1:2009/(R)2012 and A2;2010/(R)2012
CSA CAN/CSA-C22.2 No. 60601-1:14

V V. Vv V Vv V V

The «eomax-o1u:0 120-160.is Manufactured by,

IBA Dosimetry GmbH
Bahnhofstrasse 5
DE-90592 Schwarzenbruck

Germany
N O T IC E IMm PO RTANT N O T 1I1CE
The KermaX-plus® is marked as UL Recognized Component and-the Model
Types are listed in the UL File-Number E194025 and E352291.
N O T IC E IM P O RTANT N O T 1I1CE

cCOoOMPLY WITH ALL .0 CAL REGULATIONS

The installer and operator are responsible for complying with all local regulations
regarding installation’and operation of the KermaX-plus®measurement system
with its accessories:

The overall safeguard of EMC test, radiation protection’ and other safety features
of the X-ray system and the respective test results have to be guaranteed and
documented bythe system manufacturer.
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RoHS and REACH Compliance:
The products specified have been designed and manufactured in compliance with the following
specification.
) Compliant with the European RoHS Directive (Restriction of Hazardous Substances)..EC Directive
2011/65/EU
> Compliant with the European REACH (Registration. Evaluation. Authorization of CHemicals).
EC No. 1907/2006

) Compliance with the specification has been verified by internal design controls. We reserve to
ourselves making use of the exception for medical devices as defined in EC Directive 2012/19/EC ;
(WEEE = Waste Electrical and Electronic Equipment)
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3. Unpacking and Installation

3.1. Unpacking

IMPORTANT NOTICE

NOTICE
PERSONNEL QUALIFICATIONS
Only qualified personnel is permitted to unpack, install and operate the Kermax-
plus® 120-160.

NOTICE IMPORTANT NOTICE

TRANSPORTATION

During transportation the KermaX-plus* 120-160 should be adequately protected
in the originally supplied or equivalent packing material.

3.2. Installation
Please refer first to the respective instruction manual from the X-ray'system manufacturer.

CAUTION CAUTION
RESPONSIBILITY OF INSTALLATION

The KermaX-plus® 120-160 is integrated Part of X-ray system, the system
manufacturer carries the full and entire responsibility for correct and safety
installation.

genera! mounting-procedure:
> put the chamber on the collimator aperture and mount its on the existing mounting fixture
> connect the-RJ45 CAN bus plug of the KermaX-plus® 120-160 device with the X-ray,system

Figure 4 Collimator aperture SIEMENS Artis zee  Figure 3 Collimator aperture SIEMENS Artis zee
with Model type EAS [top] with Model type EAS [side]
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CAUTION CAUTIONS
SAFETY PRECAUTIONS

When installing the device, please observe the safety precautions deseribed in
Section 2.5.

CAUTION CAUTION
DO NOT EXCEED THE ACTIVE AREA OF THE CHAMBER

The size of the radiation field at the surface of the centred chamber may not
exceed the active area of;the chamber (see Chapter 8, Technical Specifications).

IMPORTANT NOTICE
REFERENCE DIRECTION OF INICIDENT RADATION

The central beam direction of incident radiation must be orthogonal to the
chamber surface.

NOTICE
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4. Measurement

1. Before starting a measurement, check the System and Error State to be ready formeasurement,
(see also Section 5.1)
Reset the last measurement values for new a session resp. study.
Make an exposure and read out the measured values with corresponding command.

A CAUTION

A CAUTION

A CAUTION

NOTICE

CAUTION
DO NOT EXCEED THE ACTIVE AREA OF THE CHAMBER!

The size of the radiation field at the surface of the.centred chamber may not
exceed active-area of the chamber (see Chapter-g.Technical Specifications).

CAUTION

MAXIMUM-DOSE SURFACE PRODUCT RATE

The maximum dose surface product rate 0f3000.00 pGymYs must not be
exceeded.

CAUTION
RECALIBRATION fVERIFICATION

Ifa compensating filter is used behind-the measuring chamber and before the
patient the indicated level must be adjusted accordingly. The absorption-of the
table top when available should be-ecompensated if the chamber is installed below
the examination table.

IMPORTANT NOTICE
DAP CORRECTION FACTOR PROCEDURE

The measurement procedure-for determination of DAP Correction’ Factor is
described in Chapter 5.5 Recalibration.
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5. Quality Assurance

5.1. System Test (Stability Check)

To check the functionality and stability of the DAP-measurement system, a test signal can be activated by
software command from the X-ray unit. The activation of this test in the DAP measurement system will
only happen if the high voltage inside the chamber is within the correct range and)no device error occurs.

5.1.1 Test Value

The test command activates a test charge. in the amplifier of the connected.chamber. Afterwards the
chamber returns a value of 10000 (=100.00pGym™) £20% which should be-evaluated through the user
(resp. X-Ray unit). The stability test should be performed before each measurement session.

5.2. Calibration Check

I'M P O R TEAN T N O T I1CE

NOTICE

FIRST j)C H'E C K

The DAP measuring system is calibrated by the manufacturer prior to shipment
and a-copy of the Calibration Certificateris,included with the documentation. As a
rule;-the first check of the calibration normally takes place at the time of
installation.

CAUTION

A<B S O R B ER CORRECTION

The DAP system is calibrated without an absorber. Consider each cerrection that
could be necessary to take into.account the local conditions.

Ifa compensating filter is used (e.g. behind the measuring chamber or in a
cosmetic cover of the X-ray ‘tube), the indicated level must be adjusted accordingly
(see Chapter 5.5 Recalibration).

The absorption of the table top when available should be compensated if the
chamber is installed belowthe examination table.
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5.2.1.Measurement Setup

To ensure correct measurements, the operator should check the systems in compliance with the
calibration conditions in the table below.

Reference Conditions for Calibration

Air humidity 50 % (relative humidity, no

condenstation)
Air pressure 1013 hPa
. . 5 x 5 cm at.chamber level
Field size (max. 9x9-cm)
Stabilization time 10 minutes
Temperature 20 °C '
Radiation Quality 100kV(RQRS, IEC61267) -

5.2.2.Calibration Check Procedure
1. Perform a stability check as described in Chapter 5.1 System Test (Stability Check).

2. Irradiated field size parameters should be set at the control consale resp. collimator device. Itis
recommended to collimate-an average size of the irradiated field of the active chamber surface,

3. Determine the reference field:area. It is the size of the surface area on the reference point level (e.g.
table top. grid assembly) which is orthogonal to the central beam direction. This is the location ofithe
reference dosimeter.

For a more accurate field size determination, it is recommended to exposure an X-ray film ora
fluoroscopic screen.

If an iris shutters / collimators are used, the area formula:for regular polygons shall be applied.
Put the reference dosimeter on the reference point level.

5. Exposure parameters should be set at the control console and an X-ray exposure released. In order
to make a valid-comparison with the manufacturer's_calibration (see Table above, reference
conditions), the radiograph must be made using 200 kV.

6. After the exposure has been released, read and'take note of the results displayed on’both measuring
devices.

e.g. reference dosimeter display:= 2703 pGy
KermaX-plus® 120-160: 33.90 pGyn

7. Comparison of the reference dose area product {reference dose x reference field area) and
KermaX-plus® 120-160 measured dose area product:

100% X(3390pGym2.
2703pGyx0.012m2 ~ 0T IR0
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KermaX-plus® 120-160 value about 4.51% higher is still within tolerance. The manufacturer's
tolerance is + 5%.

IMm PO RTANT N O T I1CE

NOTICE

A IR DENSITY CORRECTION

When using a lon chamber as a reference system, then the-reference value need
an air density correction (section 6 Air Density Correction).

5.3. Test the drift of indicated values

5.3.1. Positive drift

During absence of radiation, and after resetting the DAP meter, the indicated values should be not more
than 1 count for at least 1 hour.

After the stabilization time is elapsed-and a new background compensation is completed (activated by
software command), check this by-reading after 15 min, 30 min. 45 min and 1 h after the DAP meter was
reset, and with no resetting or compensation adjustment during the test.

I'M P O R THZA N T N O T I1CE

NOTICE

INFLUENTCE OF ENVIROMENTAL CONDITIONS

Make-sure that there is no moisture in chamber cavity, the operating conditions are
met.and no vibrations occur (e g, movement of system).

5.3.2. Negative drift

Perform the system test (Section 5.1, System Test (Stability Check)) and repeat this test measurements
separated in 5min intervals, the indicated values should not more deviate than 2% from each other.
After the stabilization time is elapsed and a new background compensation is completed (activated by
software command), check this by reading after 5 min,) 10 min, 15 min, 20min after the stability check of
the DAP meterwas initialized.
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5.4. Test tolerance and interval

The radiological and electrical calibration of the DAP-measuring system is already done by IBA
Dosimetry.

The check of the calibration can be done on-site by a competent person or in our calibration; laboratory at
IBA Dosimetry. The calibration value is saved in the chamber

The following tests should be done in regular intervals to ensure the functionality of the/device.

Suggested time table and tolerance for tests:

Type of test Freguemncy Tolérnante

Evaluation and routine testing mg:%%g%gﬁe o?n)?- rgf/smittla! +20,%

Stability check (System test) Monthly +:20%
» “at installation

Check of calibration = every 2 years £5%

s~ anv case following a repair

. - . 1 count @positive Diift Test
Drift of indicated values Maintenance 2% @negative Drift Test

I'M P ORTANT N O TICE

NOTICE
The maintenance checks specified here are-only recommendations. Please review

and observe national and international laws for the country of use together with the
local safety regulations.

5.5. Recalibration

NOTICE I'M P O RTANT N O T ICE

RECALIBRATION

The change of calibration should-only be carried out in exceptional-cases when
really justified. The DAP measuring system is calibrated by the manufacturer and
the corresponding calibration certificate is part of the delivery.

IMm PO RTANT N O T I1CE

NOTICE

THE FACTORY CALIBRATITION CANNOT BE CHANGED BY USER

The user cannot change the factory calibration value of the chamber, because itis
stored in the chamber‘memory chip. Only the DAP correction factor can be
adjusted.
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With the Recalibration you have the possibility to adjust the DAP for the plane in which the radiation is
incident on the patient in case where absorbing materials (e g. cosmetic cover), absorbersare
permanently or temporarily present between the ionization chamber and the patient.

The procedure for determination of DAP correction factor is in general the same as which-is described in
Section 5.2.2 Calibration Check Procedure. In order to correct the deviation from Calibration Check it is
necessary to read and recalculate the DAP correction factor. The new calculated facter needs to be
stlored by software command. For details, please refer to respective CAN EDS (Electronic Datasheet)
File.

An example with a +4,51% deviation (see Chap. 5.2.2 Calibration Check Procedure):

Readout DAP correctionfactor: 1.00 (Default Value)
cermax-r1ues deviation factor: 100% = 0,957

1100'A)+4,51¢/

new DAP correction factor: 0.957 x 1.00 = 0.953

I'M P O R T A NT N O T ICE
NOTICE
AIR DENISITY CORRECTION

When using a lon chamber as a referencesystem, the reference value need an air
density correction (section 6 Air Density Correction).

N O T IC E I'M PYOCR T A N T N O T 1CE
Ifyou observe significant deviationsfrom the expected results please verify that no
additional absorption is located in the-beam (e.g. table top, additional filters). In

addition please verify that the DAP-correction factor of the KermaX-plus® 120-160
is set according to your system design.

A CAUTION=L, crv o

DATA EVALUATION RESPIOINSIBILITY

The KermaX-plus® 120-160:is.integrated into a system and used-for data collection
of Dose Area Product (DAP), the manufacturer carries the full’and entire
responsibility to critically evaluate the results of each measurement.
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6. Air Density Correction

The DAP meter is available with an built-in sensor (temperature and air pressure) for-automatically
correction of air density fluctuation in the ionization chamber.

If this functionality is not enabled, the user has to follow the procedure described in following Chapter.

6.1. Air Density Fluctuation in the lonization:Chamber

The ionization current is proportional to the density of air in the measuring velume of ionization chamber.
According to the thermal equation of state for ideal gases, the Air density p-is’proportional to the quotient
of pressure p and temperature J. It follows immediately, the correction for the influence of air density:

I, = (po/p)' (T/To)
The reference values of air pressure and temperature are:

po = 1013hPa
To=293.15K

If necessary, using kp to the DAP>reading correction:

Dasp ~ Mpap ' kp

For example, at a temperature of T=23°C (296,15K) and an air-pressure of p = 990hPa is the correction
of the displayed DAP Mpepby 3.4%.

6.2. Correction Overview

Due to built-in air-density correction sensor and variable reference sensors, air density correction for the
chamber and / or the reference detector may be indicated for best accurateness.

disabled built-in sensor

1 o | 1
Semiconductor detector 1 no action i correct DAP chamber value’

1

N correct DAP chamber value"
lonization chamber correct reference chamber value”
correct reference chamber value’

' Temperature measurement should be done as close as possible to the corresponding chamber
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age is intended to be empty.
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/. Service and Technical Support

7.1. Warranty

7.1.1. Warranty, General

IBA Dosimetry GmbH warrants the KermaX-plus- system and the associated aceessories to be
immaculate during the 12 months of warranty: In case of defects. IBA Dosimetry/GmbH will decide
whether to repair or to exchange the system.

The following information must be attached in order to claim for warranty;,
) an error description

date of purchase

the model number of the device

vV Vv

the serial number of the device

The costs for packing and shipping'the goods back to the manufacturer are at the owner’s expenses
unless otherwise agreed upon inwwriting prior to shipment.

Any damages caused during the’shipment of the returned goodsrare ‘at the owner's expenses. On receipt
of the goods the manufacturerwill carry out an inspection to confirm the problem is covered by warranty
conditions. If the case is not covered, the owner will receive a quote for repair.

The terms of this warranty-do not affect the owner’s statutory/rights under applicable national or local
legislation or claims against a local supplier arising from a sale‘or purchase contract. Claims of this
nature should be addressed to the supplier.

Enhancements, modifications or repairs may only be done by IBA Dosimetry GmbH or by trained
personnel with sufficient knowledge and skill who are authorized by IBA Dosimetry GmbH.

IBA Dosimetry GmbHis not liable for damages caused‘from the use or operation, which is-not approved
by the manufacturer.and not described in this manual.

7.1.2. Warranty, Limitations

The warranty-does not cover the following:
> Periodic checks, calibrations or preventive maintenance.
3 Defects which result from modifications without the manufacturer's written approval.
> Damage resulting from normal wear.
>

Damage resulting from improper use or handling including, but not limited to. the dropping or the
incorrect installing of the product.

> Accidents, damages or disasters which'are beyond the manufacturers control including, but not limited
to lightning, fire, public disturbancesjand improper ventilation.

> _Damages due to the transportation_of the system.
> Incorrect cleaning
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NOTICE IMPORTANT NOTICE
RESPONSIBILITY, PROFESSIONAL PRACTICE

Itis the OEM’s responsibility to follow the guidance given in this OEM manual and
to use established professional practice to ensure the product is in usable
condition and is being used correctly. This manual is not intended for the use by
end users.

7.2. Maintenance of KermaX:plus® 120-160

The KermaX-plus”* 120-160 has no user serviceable parts which can be classified @s, replaceable
material. The power supply and cables can be;changed at any time, since this component does not have
any influence on the calibration.

The KermaX-plus'® 120-160 was designed to give long and reliable service and daes not require special
maintenance. In case the device becomes'defective a repair should not be attempted but the faulty
component once identified should be replaced by authorized and qualified service engineers.

CAUTION CAUTION
REPLACING PARTS

Switch off the-supply voltage and remove the external power lead from the system
when replacing’any parts.

IMPORTANT NOTICE
LOCATION OF CALIBRATION DATA

The factory calibration value is stored in the'chamber memory and cannot be
changed)by the user.

NOTICE

7.3. Cleaning.and Disinfection

The external parts of the)KermaX-plus'® 120-160 should be carefully cleaned with a soft, dry,.dust free
cloth. If necessary, you-can clean the device using a soft, dust free cloth that has been immersed in a
small quantity of pure alcohol. Under no circumstances should chemical cleaning supplies or-other
materials be used. \When cleaning please observe the fellowing:

) Switch OFF the-system and disconnect the line veltage prior to cleaning or disinfection.

} Never spray the system with cleaning solutions. De'not allow fluids or cleaning solutiens to seep into
the system since it may cause damage to the eguipment.

b All parts coming into contact with patients must be cleaned before each use. Cleanjthe parts with a
damp cloth, or cleaning, use pure alcohol.

} Do not use abrasive cleaners, organic solvents, and cleansers containing spot removers, etc. due to
possible material incompatibility.

3 Disinfectant sprays should generally not(be used. The spray can seep into the“system and safety
features can no longer be guaranteed.

) Sprays could cause damage to electrical parts or create a flammable air /vapour mixture.
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> Phenol based disinfectants and chlorine releasing preparations can weaken materials_and are
generally not recommended.

7.4. Troubleshooting

The following troubleshooting table may help in resolving problems.

Problem

Interface is not functioning

Wrong DAP value indicated

No DAP count during
irradiiation

Random counting without
radiation

Test value changes

Calibration error

P ossible C auses

1. Check the inter connections by disconnecting and reconnecting the cables.
2 Check the.communication with another computer andinterface application.

1. Check whether the X-ray beam is penetrating the chamber correctly.

2- Check thefield size setting.

3. Remove additional filtration.

4. Compare indicated values with independent-dosimeter as described in the
verification procedure.

5. If none of the above remedies help retum:the chamber to the factory for service
and.repair.

1. Check callimator opening.

2.:Check if chamber is connected and povered.

1:-Check for humidity in chamber. Dry for 24 hours and retry.

2. Check for electrical interference. If necessary call service engineer.

1" Check if ambient termperature is too-high or too low
2. Check once more when normral working temperature Is reached.

1 Check for additional absorber inthe beam and remove.
2. Check ifthe same beam quality-as for the previous calibration was used.

7.5. Safety Inspection

There are no measures necessary for maintaining basic safety for the expected service lifes=This device

does not require safety inspection.

7.6. Disposal and Recycling

This measuring device and its components contain electronic modules.

R EC Y CLIN G

None of the parts mentioned above may be disposed by the general house or
hospital waste disposal system. Please observe all localregulations governing the
disposal of your system. The end-user is responsible for complying with all local
regulations regarding the removal of the product from'service. To avoid
environmental damage and/or injury and if you have no facility to convert the
device to electronic waste at the end of its life cycle;~please return itto IBA
Dosimetry GmbH).We will ensure an environmentally correct recycling.
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In the interest of complying with legal requirements concerning the environmental compatibility of-our
products (protection of natural resources, avoidance of waste) we endeavor to reuse components and to
return them to the production cycle. We guarantee the functioning, quality and life of these components
by taking extensive quality assurance measures, just as for factory-new components.

The KermaX-plus'® 120-160 contains materials which can be detrimental to the environment. For this
reason, the proper disposal of the KermaX-plus™ 120-160 according to the regulations of hational law and
in view of protecting the environment must be ensured. This is guaranteed by returning the’KermaX-plus®
120-160 to the manufacturer.

Materials Used:

Part Material

Electronic FR-4

Shielding of electronics Zinc coated frame

KermaX chamber material Polycarbonate; Polyphenylenether; Carbon fiber
KermaX inside frame Aluminum, Cupper

KermaX outside frame Polycarbonate; Carbon-fiber

Screws burnished steel

7.7. Technical Support

If you need technical support, please contact the local IBA Dosimetry GmbH Service Department:

Europe, Middle East, Africa USA, Canada, Latin America APAC, Australia, New Zealand

IBA Dosimetry GmbH IBA Dosimetry America IBA China

Service Department 3150 Stage Post Drive Dosimetry Department

Bahnhofstrasse 5 Suite 110

DE-90592 Schwarzenbruck Bartlett, TN 38133 No. 6. Xing Guang Er Jie,

Germany USA Beijing OPTO-Mechatronics
Industrial Park (OIP)

Phone: +49 9128 607 911 Phone: +1 786 288 0369 Tongzhou District, Beijing 101111

E-Mail: E-Mail: P.R. China

service-emea@iba-QreuD.com service-usa@iba-Qroup-com

Phone: +86 10 80809288
E-Mail:
service-aDac@iba-QrouD.com

The Quality Management system of IBA Dosimetry’ GmbH includes a routine to handle any reported
complaints,

The user should report all complaints about the system directly to the address above.
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7.8. Reporting Complaints

The Quality Management system of IBA Dosimetry GmbH includes a routine to handle-any reported
complaints.

The user shall report all complaints about the system to any representative of IBA Dosimetry GmbH or
directly to the address above.

7.9. Returning device forrepairs

Procedure for shipping the device to thefactory for repair:
) Contact us via e-mail or phone at the’above address to explain the problem

- We'll register your request in our system and generate an RMA form (Return Material Authorization)
number

) Sending the form via Email or pest would be our pleasure
}  Return the parts listed on the form to us

- We will then inform you immediately that your goods have arrivedyand then provide an estimated
repair timeframe

} A cost estimate will be generated upon request and the product will be sent back upon approval
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8. Technical Specifications

CAUTION

C AUTION

MAXIMUM DOSE SURFACE PRODUCT RATE
The maximum dose surface product rate of 6500 pGymVs must not be exceeded.

8.1. Specifications of KermaX-plus® 120-160 EAS

Item

Radiation quality

Energy dependence (40 - 150 kV)

Quality equivalent filtration

> Al attenuation equivalent
Al HVL equivalent

(Methode of Measurement
IEC 60522-1)

Air Kerma rate range
(at the position of the Chamber)

DAP measurement range
DAP resolution
DAP linearity

DAP rate measurement range

DAP rate resolytion
DAP rate linearity
Min. Irritationstime
Power supply
Power consumption
Stabilization time
Chamber voltage
Active area

Field size

Electrode spacing
Communication interface

Characteristic

40- 150 KVp
+38 %

0,18 mmAI /70 kV/ 2 mmAl
0,10 mm A1/ 70 kV/ HVL2;5;mm Al

12 pGy/s -2 Gy/s

0.1 - 42949672,94 pGyn*

0.01 MGynT'

<10 pGym”"5%:;->10 pGym”"2%
0.10-6500 pGymVs

max. peak [tHz32nsraddionpls 13000 pGymVs
0.01 pGymVs

< 1 pGym?Ys.5%; > 1 pGynmYs 2%

>0.1 ms

+15 - & 24 vac + 20%, < 100 mA

<3W

10 min

410Vt 10%

Circular area with a diameter of 115 nom
69 nn*- 9500 nnm

6,5 mm

CANopen, 125/500 kBit/s
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8.2. Specifications of KermaX-plus® 120-160 MFD

Item

Radiation quality

Energy dependence (40 - 150 kV)

Quality equivalent filtration

} Al attenuation equivalent
> Al HVL equivalent

(Methode of Measurement
IEC 60522-1)

Air Kerma rate range
(at the position of the Chamber)

DAP measurement range
DAP resolution
DAP linearity

DAP rate measurement range

DAP rate resolution
DAP rate linearity
Min. Irritation time
Power supply
Power consumption
Stabilization time
Chamber voltage
Active area

Field size

Electrode spacing
Communication-interface

Characteristic

40- 150 kVp
+38 %

0,30 MmAI70 kV/2mmAl
0,15 mm-AI /70 kV/ HVL 2.5 mnm Al

12 pGy/s - upto 2 Gy/s

041 -42949672,94 pGym=

0.01 pGym

<-10]jGym"5%; > 10|jGym"2%
0.10-6500 pGymVs

max. peak [inz,3 2msradiation poiseg] 13000 pGynrY/s
0.01 pGymY/s

< 1 pGymVs 5%; > 1 pGynms 2%

>0,1 ms

+15-+ 24 vac = 20%, <100 mA

<3W

10 min

410 V£ 10%

Circular area with-a-diameter of 115 mm
69 mm- 9500 mmm

6,5 nm

CANopen, 125/500 kBit/s
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8.3. Specifications of KermaX-plus® 120-160 LFD

Item

Radiation quality

Energy dependence (40 - 150 kV)

Quality equivalent filtration

} Al attenuation equivalent

x> Al HVL equivalent

(Methode of Measurement
IEC 60522-1)

Air Kerma rate range
(at the position of the Chamber)

DAP measurement range
DAP resolution
DAP linearity

DAP rate measurement range

DAP rate resolution
DAP rate linearity
Min. Irritation time
Power supply
Power consumption
Stabilization time
Chamber voltage
Active area

Field size

Electrode spacing
Communication interface

Characteristic

40-150 kvp
+8 %

0,30 Al/70 kV/2mmAl
0,15.mMm Al / 70 kV/ HVL 2,5 mm Al

12'pGyls -2 Gyls

0.1 -42949672.94 pGyrm"

0.01 jiGym*

< 10 pGym* 5%; > 10 |jGym=2%
0.10-6500 pGynvYs

max. peak [ik,3 2nwadadi plsg 13000 pGymVs
0.01 pGym'Ys

< 1|jGym=/s 5%; > 1 pCymYs 2%

>0.1 ms

+15- +24 vact 20%, < 100 mA

<3 w

10 min

410 V£ 10%

Circular area-with a diameter of 144,5 mm
69 mm- 16300 mmm

6.5 mm

CANopen;=125/500 kBit/s
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8.4. Environmental Conditions and Requirements

Operational Condition
Ambient temperature
Atmospheric pressure

Relative humidity range

Transportation and Storage Conditions

Ambient temperature
Atmospheric pressure
Relative humidity range

electromagnetic environment

+10“C - +70X

700 hPa - 1060 hPa

20% - 75% (without condensation)
-20“C - +70 “C

700 hPa - 1060 hPa

10% - 95% (without condensation)

Range

professional healthcare facility environment,
details chapter 2,6
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8.5. Dimensions and Weight

8.5.1.Kermax-plus® 120-160 EAS/ MFD ég
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8.5.2.KermaX-plus® 120-160 LFD

I[E?rr:ension (L X W x H) [mm] 021\:/’>a;?i8.1 ’/%Q
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8.6. Pin Assignment for the RJ45 8 pin Plug

Figure 9 RJ45 Plug

o
z

signal Description

: CAN_H CAN Bus Line high

2 CAN L CAN Bus Line low

3 CAN_GND Ground CAN Bus / DAP-Chamber power supply
4 MODE BITO Node ID/Baud Rate configuration

5 MODEBIT 1 Node iD/Baud Rate, configuration

6 MODE-BIT 2 , Node ID/Baud Rate configuration

7 MODE BIT 3 Node ID/Baud Rate configuration

8 CAN’V+ Positive power-supply

8.7. CAN“Node ID Configuration

OxLE 125 0 179 0 1
0x59 500 0 0 1 0
0x1'B 125 ‘0 0 1 1
0x5B 500 0 1 0 0
Ox1E 125 0 1 0 1
OxID 125 0 1 1 0
0x1C 125 0 1 1 1
0x58 500 1 0 1 0

negative logic, 1 = CAN_GND-Potential
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8.8. Typical Energy Dependence

The DAP measuring device is calibrated without any absorber (see Table Reference Conditions for

Calibration, Section 5.2, Calibration Check).

In the following sections the tables are for the model types with the typical results of calibration with
different absorber:

8.8.1.KermaX-plus® 120-160 EAS

Tube
Voltage
40 kv
50 kv
60 kv
70 KV
80 kv
90 kv
100 kv
110 kv
120 kv
130 kv
140 kv
150 kv

none

1051
1.002
0,982
0,977
0.981
0.990
1,000
1,010
1,022
1,034
1.045
1,059

"interpolated value

0,Imm

0.921
0.884
0,879
0,888
0,907
0.928
0.950
0.971
0,990
1,009
1,027
1.043

0,2mm

0.880
0,848
0.849
0,869
0,899
0,931
0,960
0.987
1,013
1,036
1,058
1,077

0,3mm

1 0.862
0,828
0,834
0,863
0,902
0940
0,974
1,006
1,034
1,059
1,083
1,104

0,4mm | 0,5mm

0.856
0.819
0.831
0,866
0,912
0,955
0,993
1.026
1,057
1,084
1,108
1,130

added Cu Filter

0.853'

0,814
0,828
0,870
0921
0,968
1,010
1,046
1,079
1,108
1,133
1155

, 0,6mm

0.853'
0,814
0,831
0.878
0,934
0,984
1,028
1.066
1.099
1,129
1,156
1,179
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0,7mm

0.853*
0,806
0,826
0,876
0,937
0,990
1,036
1.076
11
1,142
1168
1,193

0,8mm
0.854
0,823
0,834
0,887
0,950
1,007
1,055
1.096
1131
1,162
1,189
1,215

0,9mm

0.854'
0,807
0.828
0,890
0.957
1,014
1,063
1105
1141
1,174
1.202
1.226

1,0mm

0.854' \
0824 1
0,835
0,893
0,964
1021
1,073
1,116
1,152
1184
1,213
1237 1



8.8.2. KermaX-plus® 120-160 LFD / MFD

Tube
Voltage
40 kv
50 kv
60 kv
70 kv
80 kv
90 kv
100kV
110 kv
120 kv
130 kv
140 kv
150 kv

none
0,834
0,894
0,922
0,941
0,956
0,961
0,967
0.972
0.972
0.97V
0.967'

0.960'

‘interpolated value

1,300 -

1,200 1

0,1Imm

0.874
0,937
0.962
0,978
0,987
0.990
0,992
0,992
0,989
0.984'
0.977

0.967'

Pernctpamua MW & PocanpaBransope
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0,2mm
0,912
0,963
0,986
1,000
1,003
1.003
1,001
0,999
0,993
0.987
0.978¢

0,967

added Cu Filter

0,3mm 0,4mm ! 0,5mm
0,924 0.933' 0.943*
0,970 0.972 0.973'
0,989 0.989' 0.990*
1,005.. 1 1.004' 1,003
1,006 ; 7,005* 1.003'
1,003 ' 7,000 0.997
',1 1001 0.997' 0.994*
0.997 0.993' 0.990*
0,990 0.985' 0.980*
' 0.982 0.977* 0.97V
0.972 0.966' 0.96V
0.96V 0.955* 0.949*

0,6mm
0,952

0,975

0,990
1,002
1,002

0.994

0,990

0.986
0.975

0,966

0.955%

0.943"

0,7mm

0,959*
0,975*
0.990*
1.00V
1.000*
0.99Vv
:.0,907*
1/0:982*
I
0.97V
0967*
0.950*

0.937*

0,8mm

0965*
0/'976*
0990*
7.000*
, 0.998*
0.988*
0.984*
0.978*
1
10.967*
0.956

0.944'

0.93V

0,9mm

0,972
0,976
0,990
0.999
0.996
0.985
0.981
0.974
0,962
0957*
0939*
0925*

‘wrthout Filter
«0.2 mmCu
«0,3mmcCu
«0,6 mm Cu

-0,9 mm Cu

1,0mm

0979*
0976*
0 990*
0999*
0994*
0 982*
0977*

0.970*

I 0958*

0946*
0933*
0920*
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yBeanoomsseHue

[JaHHoe PyKoBOACTBO M3roTOBUTENS 060PYA0BaHNS SIBASETCS HEOTHEM/IEMOW YacTbH CNCTEMBI

Kerm ax-piuso . JUIS1 ODECMIEUEHUNSI MPABUILHONM 3KCMyaTalmMmn YCTPOCTBA cneayeT BHAMATEbHO
NpoYnTaTh HacTosLLEee PYKOBOACTBO M COXPaHUTb €ro 41 Aa/lbHeNLWeEro Ucnonb3oBaHis. He BbINOMHATL
KOPPEKTVPOBOK N He MPUMEHSITb NPOLIEAyp, HE ONMCaHHbLIX B 4@aHHOM PYKOBOACTBE. HapyllueHune atoro
TpeboBaHMA MOXET NMPUBECTU K ONACHON cuUTyauum, Hanpumvep, noxapy, B3pbiBY WM TIOPaKEHNIO
3NEKTPUYECKMM TOKOM MaLMeHTa, onepaTopa Win CEPBUCHOIO TEXHNMKA.

CUCTEMY « ¢ rw sx -p1u:0 W €€ MPUHALJIEXXHOCTN HEMb3A UCMO/b30BATb [J11 KAKUX=AMO0 UHBIX LIENEN,
KPOMeE OMnuMcaHHbIX B CONPOBOANTENbHO AOKYMEHTaLMM (MCMo/b30BaHWe No HasHayeHuto). HapylueHne
3TOro npeanvcaHns BeAeT K aHHY/IMPOBaHMIO rapaHTUN.

KomnaHusa 1BA Dosimetry GmbH He HeceT OTBETCTBEHHOCTY 3a MPUUYMHEHNE BREAA 340POBbIO
nepcoHana wim noBpexaneHne 060pya0BaHKs, C/IM OHU ABNAIOTCA Pe3y/bTaloM HenpaBusIbHOTO
CNOMb30BaHUS AaHHOrO Npubopa, HecoONIOAEHNS NPeaynpPeXaeHniA 06 ONacHOCTW, COAEPXKaLLMXCS B
3TOM PYKOBOACTBE, W HapyLUeHNsI MECTHbIX NpeanvcaHnii B 061acT OXpaHbl TpyAa Y TEXHWKK
6e30MacHoCTW.

KomnaHus IBA Dosimetry GmbH Hu npu_Kakmx 06CTOSATENLCTBAX He BYAET HECTU OTBETCTBEHHOCTU 3a
C/ly4aiHbI UM NOGOYHLIN YLLEep6, NPUYKYHEHHLIV B pe3ynbTaTe UCMnoas30BaHNA 060pyA0BaHNS,
OMMCaHHOrO B 3TOM PYKOBOZCTBE.

3anpeLaeTca NepeBos WK KONMpoBaHve 060 YacT CoNpoBOAUTENBEHON AOKYMeHTaLun 6e3
nMCbMeHHoro paspelleHns IBA Dosimetry GmbH, 3a nckioyeHnem CryyaeB, Korga pasmMHOXeHue
[OKYMeHTa OCYLLECTBNIAETCA C eAUHCTBEHHON LIE/bIO UCNOb30BaHUSA €ro KOnuiA HECKONbKUMK
COTPYZHMKaMW OZIHOrO Y TOro XelQTaena.

Monb3oBatesb AO/MKEH OTHOCUTLEA K CONMPOBOAMTENIbHOM AOKYMEHTaLUumn Kak K 1l060My Apyromy
marepvasny, 3aliMLLEeHHOMY aBTOPCKUM npaBoM. OCO6eHHO 3TO-KacaeTcs [JOKYMEHTOB,
NpeaoCTaB/EHHbIX B 3/1IEKTPOHHOM BUAE, HE MOAJIEXALLNX U3MEHEHMIO HU MPU KakKMX 06CTOATE/IbCTBAX.
KomnaHus IBA Dosimetry GmbH 1 ee nocTaBLUMKM COXpaHATIPaBo COGCTBEHHOCTU U BCE
NMYLLECTBEHHbIE MpaBa Ha ‘ConpoBOAMTENbHYIO AOKYMEHTALIMIO, B TOM YKC/NE NpaBa Ha ee nepeBobl Ha
Jpyrve A3bIky, He3aBUCUMO OT TOrO, B KAKOM BUE OHWN BbINOJIHEHbI, 3/1EKTPOHHOM WM MEeYaTHOM.

HekoTopble OCHOBHbIE (DYHKLIMN MPUOOPA « ¢ rm ax -5 1v e (MCBA3AHHBIX C HUM KOMMOHEHTOB 3aLLMLLEHbI
MeXayHapoaHbIMW NaTeHTaMu.
kerm ax-piuse — 3APEFMCTPUPOBaHHAsA TOProsasi Mapka KomnaHuy IBA Dosimetry GmbH:“Bce gpyrve

MapKu, TOBapHble 3HaKW 1 (IUPMEHHbIE HaVMEeHOBaHWS YNOMSHYTble B JAHHOM [OKYMEHTE, ABNAIOTCA
COBGCTBEHHOCTbLIO COOTBETCTBYHOLLMX NPON3BOAMTENENA 1 KOoMNaHwii. IBA Dosimetry GmbH oTkasbiBaeTcs
OT BCEX NpeTeH3uli=Ha o6nazaHve npasaMn Ha Mapki,-TOBapHbIE 3HaKW M (OMPMEHHbIE HauMEHOBaHWS,
YNOMSHYTbIE B aHHOW JOKYMEHTaLMN U He ABNSIIOUINECA ee COBCTBEHHOCTLIO.

IBA Dosimetry GmbH
Bahnhofstrasse 5

DE-90592 Schwarzenbruck
Germany
(r. WsapueH6pyK, MepmaHns)

Tenehon: +49 9128 607- 0
dakc: +49 9128 607- 10
www iba-dosimetrv.com

[MocnegHee o6HoBneHWe: 15,01.2021 .
Homep gokymeHTa: P-14-010-510-001 06 UM-KermaXplus_120-160
©2021 IBA Dosimetry GmbH, DE-Schwarzenbruck
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1. BBegeHue

1.1. HasHayeHne 1 o6s1aCTb NPUMEHEHMUA

KaMmepa « « «n o x -pivse 120-160 YCTAHABNMBAETCS HA KONIMMATOPE PEHTIEHOANArHOETUUECKOTO
annaparta 1 UCMosb3yeTcs A1 U3MePEeHUst Npov3BeaeHNst f03bl Ha nowaap (DAP), (Tpon3BeaeHus
MOLLHOCTM [03bl Ha Nnowaab (DAP rate) 1 BpeMeHr 3KCNo3uuMy Npu CTaHA4apTHbIX, -NeanaTpuyeckmnx v
[VTENbHBIX (DIH0OPOCKONMYECKUX NpoLiedypax.

Kamepa 1 eé NpuHaANEXHOCTY HE A0/MKHbI MPUMEHSITLCS A5 KAKUX-IMGO UHBIX LGN, KpOME Tex, UTo
Onu1caHbl B COMPOBOAUTENBHON AOKYMEHTaLWN (NPeAyCMOTPEHHOE NPUMEHEHME).

1.2. OnncaHne usgenund

Kamepa « c im ax p1vse 120 160 NPEACTABAAET COOOM KPYINYH HENPO3PaUHYo, MOHWN3ALIOHHYO KaMepy
CO BCTPOEHHOMN 3/1EKTPOHHOW CUCTEMOM, NpegHasHauYeHHY0 /19 UCNO/b30BaHWSA B O4HOM
N3MEPUTENIBHOM pexume 4J1 onpefeneHns npoussefeHns 0o3bl Ha nnowags (DAP), npov3seseHns
MOLLHOCTY [03bl Ha nnolaap (DAP rate) nBpeMeHn akeno3vumun. MopsaoK MHTerpauymn B cuctemy
onpegfensetca Tpe6oBaHMsAMM Nonb3oBatens. Kavepa ycraHaBnimBaeTcsi Ha BbIXOLHOM OTBEPCTUM
PEHTTEHOBCKOro Ko/imMaropa.

MoaknoueHne OCyLLEeCTBNAETCA NOCPEACTBOM pasbema RJ45 HenocpeACTBEHHO K BU3yaM3aLMOHHON
CUCTEME PEHTIEHOBCKOM YCTaHOBKM Yepes LmHy CAN.

KOMMYHUKaLWOHHBIA MHTepdelic, MPUMeHsieMblid A nepeayn pesyAbTaToB M3MEepeHVsi NPon3BeaeHNs
[103bl Ha N/oLialb, OCHOBaH Ha npoTokone CANopen. VIBMEPUTENb Y « «n ax -5 1u:e 120-100 KOTOPbINA
MOXeT paboTaTh B peXxuMe BeAOMOro YCTPOICTBA, CepBepa Wi APUEMHMKA B 3aBUCKMOCTY OT Tvna
MCMO/b3YEMOr0 06bEKTa CBA3M;-NPeJ0CTaB/ISET ONpeAeNeHHbIe-YHKLMN Beyluemy yCTpoiCcTBy.
KnneHTy mnm VICTOUHKKY, KOTORbIE" HULMMPYHOT 3arnpockl Ha OKasaHue Takux YCyr U NpuHUMarT
[laHHble U3MEPEHWI OT NPUBOPA « « rm o s -p1use 120-100 WYNPABISIOT UM, KAMEPA « ¢ «n ax -p 1w 120-
.o OTBEYAET Ha 3anpochl .IyTEM OTNPaBKM OTBETHLIX TENErpamMm. ECnM NpuHsTas KomaHaa He
BOCMPUHMUMAETCS U3MEPUTENIEM, OH OTNPABNSAET Tenerpammy/c yKkasaHMeM 0TKasa.

1.3. O pykoBoacCcTBE

JaHHoe pyKOBOACTBO COAEPXKMUT MHOPMALMIO, HEOBXOAMMYIO AJ19 IKCMyaTaumMn cUcTeMbl N3MepeHNs
DAP « ¢ im ax-viuse 1207150, B PYKOBOACTBE NPUBEAEHA MHOpPMaLUs 0 Mepax 6e30nacHOCTH,
onuncaHve yHKUMIA U-CNOCOO0B MPUMEHEHUS « ¢ rm a x .5fib se 120-150.

[ns obecneyeHns MPaBUILHON 3KCNyaTaLmm yCTPOMCTBA CnedyeT BHUMATEIbHO NPOYUTaTh HACTOsLLEE
PYKOBOACTBO M COXPaHWTb €ro A1 Aa/bHENLLEro Nenonb30BaHWs. He BbINOMHATL KOPPEKTUPOBOK W He
NPUMEHSATH NPOLEAYP, He ONMcaHHbIX B JAHHOM PYKOBOACTBE. HapylleHMe 3Toro TPeGOBaHNs MOXET
MPVUBECTY K OMacHOW CUTyaLyn, HanpyMep, Noxapy,.B3pbIBY WM MOPaKEHWIO 3NEKTPUYECKM TOKOM
naLMeHTa, onepaTopa Win CEePBICHOTO TEXHIKA.

Onepatop A0/HKeH ObITb 06yYeH NpaBuiam Hag/iexallein aKcnayataumMm aHHOre-yCTpPOCTBa.

I_IPV'MELIAHME BAX HAS MUHO®OPMALWDMHZA

PWCYHKMWU U CHMUMEKMU ®KPAHA

Bce umncna v BbIGpaHHbIE 3N1EMEHTbI, N306PaKEHHbIE' Ha PUCYHKAX U CHUMKaX
aKpaHa, NPUBOAATCS TOMbKO B KAUeCTBE Npumepa MHE MOryT cUMTaTbCs
[aHHbIMK, PEKOMEHAYEMbIMM [ HACTPOMKN WK BBOZA.
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1.3.1. YcnoBHble 0603HauYeHusa

®YHKUMM YCTPOINCTBA, HAa3BaHNA [Ma/OroBbiX OKOH M TEKCTOBbIE HAAMMCK B HUX 0603HAYAKITCA K UPHbIM
LWPUQTOM.

Hanpumep: Settings. Field size.
CcbINKM Ha Ha3BaHWs rnas U pasgenos B JaHHOM pPykoBOACTBE 00603HayeHbI KYpPCBOM:
Hanpumep: YBegomneHne, TexXHUUYECKUe XapaK TepucTUKMN.

B HacTosiLLeM PYKOBOACTBE OMAaCHbIE CUTyaLU/onepaLymn 1 BaxkHast MHopMaLImMs 0603HavatoTCs
cnosamu ONMACHO, OCTOPOXHO. BHUMAHWE n NMPUMEYAHWE. OHM conpoBOXAatoTCs
cneuyanbHbIMA 3HaKaMK 1 BbIENATCS 0CO6LIM LIBETOM, 3HAUYEHME KOTOPbIX OMUCAHO HIDKE:

3Hak 3HauyeHune

YKa3blBaeT Ha OnacHyk cMTyauuio, Kotopas, ec/iv ee He NpeaoTBpaTuTb,
nomsenet KCMECTU WA TSHKENOW ToaBMe oneoaropa mn nayueHTa.

~ YKasblBaeT Ha OnacHyto cuTyaLmio, KoTocast. ecnn eelHe noesynoeanTb, MoxeT
A np6aynpExAeHNE] npueectn KCMECTU WM TsKE/ON TOaBME ONeoaTooa. Win nauyeHTa.

AONACHO

Ecnm faHHas HaANUCb CONPOBOXAAETCS 3HAKOM, APEAYNPeXaatoLwmM 06
OMacHOCTM, TO OHAYKa3blBaeT Ha OMacHyto CUTyallyiio, KoTopasi, ECNv €€ He
Noef0TBOATUTL. “MOXET NCUBECTN K TOABME NEFKONA W COEMIHEN TSHKECTM
onepaTopa Wi faLUueHTa.

Bes 3Haka, npegynpexaaroLlero 06 onacHOCTU, AaHHass HaZnMcb UCnosb3yeTcs
BHMAHUWE 0115 NPUBMEYEHNSA BHUMAHWNA K CUTYaUNAM, CBA3aHHbLIM C BO3MOXHbLIM
noBpeXaeHuem 0bopyoBaHuS.

MPVYIMEYAHVIE 0O603HavaeT BAXXHYHO MHPOPMALINIO, Kacatollytocsi paboumx BOMpocoB, He
CBSI3aHHbIX 'C PUCKOM HECYacTHOrO C/lyyasd wamM NoBpeXaeHnss 060pyLoBaHUS.

A BHWMAHWE

1.3.2. MNpepgnonaraemblin NoNb3oBaTe b
9TO pyKOBOACTBO NpeAHa3HavYeHo A1 nepcoHana co CneayLimm ypoBHEM 3HaHWI 1 OMbITa:

O6a3aHHOCTMH YpoBeHb

MoHTax BbICOKOKBaIM(IMLMPOBaHHbIE CNEeLUaINCTbI

Bk/toueHve, akcnnyarauus, BbIKOYeHe BbICOKOKBaIM(hMUMPOBaHHbIE CNeLnanueTbl Win
00yYeHHbIVi nepcoHa

TexHunyeckoe 06CnyXKuBaHve BblCOKOKBaNM(MLMPOBaHHbIE CNeuuaIuCTb

MounCK 1 ycTpaHeHUe HeucrnpaBHOCTEN BbICOKOKBaNN(ULUMPOBaHHbIE CrieuuanicTbl

O6Yy4YeHHbIt nepcoHan;

Jto6oli nepcoHalt,»npoLleawmnii 0byyeHne nNo NPUMEHEHNIO HACTOALLEro MeAVLMHCKOrO M3aenvsi B
COOTBETCTBMM C-OfinCaHNEM, NPUBEAEHHBIM B HaCTOALLEM PyKOBOp,CTBe NnoJsib30BaTesiA 3KCrnepToMm Wi
ApYruM 00y4Y€eHHbIM MePCOHaIOM.

BblCOKOKBanuMtuumpoBaHHble cneynanncrbl;

Nvuo, HasHaueHHoe Dosimetry IBA, KOTOpOe [APOLL/O CreLmaibHoe 06y4YeHUe [0 NPUMEHEHIO
HacToALLero MeaNLIMHCKOTO U3Aens B COOTBETCTBUN C OMUCAHWEM, NMPUBEAEHHLIM B HACTOALLEM
PykoBozgcTBe nons3oBaTens.
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1.3.3. 'cnonb3yemMble CUMMBOJIbI

B HaCTOSILLEM PYKOBOACTBE WCMOMb3YHOTCS Cneayrowye rpaduyeckme 0603HaueHNS;
PekomeHgauyst 06 06palLleHnn K pyKOBOACTBY NO/b30BaTeNs Nepes
1CNOMb30BaHNEM Mprbopa.

C € Mprbop COOTBETCTBYET 06513aTe/IbHbIM TpeboBaHuAM AupekTuBbl(93/42/EEC
0123 CoseTta EC 0 MeaMuUMHCKOM 060py0BaHNM.

KomnoHeHT, npusHaHHblii UL, E352291. ccnepoBaHo Mo ctaHgapTam:
. ANSI/AAMI ES60601-1 (2012)

us . CAN/CSA-C22.2 No. 60601-1 (2014)
. IEC 60601-1 (2012)

|:| 3Hak obopypoBaHus Knaeca I

MOCTOSAHHbIN TOK

SHepreTnyeckas 3aBUCMOCTb, HOMUHA/bHBIV AyanasoH HanpskeHust
PEHTTEHOBCKOro reHepaTopa.

X

®OUNLTP U3NYUEHNS,-9KBUBASIEHTHAS N0 KAYECTBY (hUMbTPALS

3TOT NpeAynpexaaroLmnii 3HaK yKasblBaeT No/b3eBaTensM, YTo um
A 3anpeLyaeTcs U3MEHATb UCXOAHbIE 3aBOACKVE 3HAYEHMS NapaMeTpoB B
MEHIO HaCTPOIKIA' AUCTIEEB.

CvMBON NepepaboTky MaTeprasios

Pa3fesbHbI4-cO0p 0TXOL0B 31EKTPUYECKOrQ N 3/IEKTPOHHOIO 060pyA0BaHNSA
cornacHo: Onpektnee EC 2002/96/EC; 3HaK'yKasblBaeT, 4YTo faHHOe n3genve
Henb3s BbibpacbiBaTb BMECTE C OObIYHbLIMM; ObITOBLIMM OTXOAAMM.

CHATbIA¢ aKcNNyaTaumm Nproop NOANEXUT XPaHEHWIO OTAENbHO OT GbITOBbIX
OTXO4OB N YTUAN3aLMM 3KONOrMYeckn 6e3onacHbIM cnocobom B
COOTBETCTBMM C MECTHLIMW NpeAnMcaHNAMA.

MpowusBoauTenb
- J STOT.CMMBON [O/MKEH CONPOBOXAATLCA Ha3BaHWEM W aApecoM (BK/IHOYas
| CTpaHy)npoun3BoauTens.
Jara n3rotosneHns
NAN STOT CMMBO/T COMPOBOXAAETCA AATOM U3rOTOB/EHNA U3AENNSA, YeTbIpe
LMpbl 0603HAYAOT rof, N3roTOBMIEHNS.
SN CepuiiHbliA HOMeEp
REF KatanoxHsblili Homep
MD Me A LMHCKUIA npreop

Kamepa KermaX-plus® tnun 120-160 |BsegeHue |3
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2. VIH(popmauma no oxpaHe Tpyda v
TEXHNKE 6e30MnacHOCTU
2.1. O6wmne cBeneHus

B 3TOiA rnaBe ONMCLIBAKOTCS PUCKM, CBSI3aHHbIE C UCMOMb30BAHMEM M3MEPUTENS. 3Ta MHhopMaLms
COEPXKMTCA B 3HaKax 6e30MacHOCTM Ha MacnopTHbIX TabsMuKax, NPUKpensieHHbIX K 060pyA0BaHuo, a
TaKKe B yKa3aHUAX O TOM, Kak M36eXaTb COOTBETCTBYHOLLMX OMacHOCTEN.

[ns obecneyeHns NpaBUbHON 3KCNyaTauymn yCTpolicTBa cneayeT BHUMATEIbHO NMPOUMTaTh HacTosILLEee
PYKOBOACTBO U COXPaHWTb €ro AN Aa/ibHEMLLEF® UCMONb30BaHMSA. He BbINOMHATE KOPPEKTUPOBOK W He
NPUMeHsTb MpoLeyp, He ONCaHHbIX B AaHHOM PyKOBOACTBE. HapylueHue 3TOro-Tpe6oBaHNsi MOXeT
MPUBECTMN K OMACHOW CUTYyaLIMK, Hanpumep, oXapy, B3pbiBY WM NMOPaXKEHNIQ-BAEKTPUYECKIM TOKOM
nauueHTa, onepaTopa WM CEPBMCHOIO TeXHKA. OnepaTtop A0/MKeH GbiTb 06YYeH npasuiam
Hagnexalleli akcnayaTauum AaHHOro YCTPOMCTBA.

APUMEUYAHME  BAXHAS MHOOPMALIS

BCE TEXHUYECKUWE CNEUMNANNCTBI AO/IKHBI MPOYNTATL 3TY IABY

Mepen ycTaHoBKOV npubopa KermaX- plus® 120-160, ero akcnayataumein um
TEXHUYECKUM OBCNY>XXMBAHWEM TEXHUYECKMIA NEepCOHasT AO/MKEH NPOYUTATL 3Ty
rnaBy 1 XOPOLLIO YCBOWUTL ee cofepxaHue.

Ecnn KermaX-plus® 120-160 ncnosb3yeTcsascnocoboM, He yKasaHHbIM B JaHHOM
PYKOBOACTBE, TO 3almTa, obecrneyviBaeMas-000pyL0BaHNEM, HE MOXET ObITb
rapaHTMpoBaHa.

2.2. BaxHaa nHgopmayns

HacTosiLee pyKOBOACTBO SABMSETCS HEOTHEM/IEMOI YaCTbIO U3MepUTENs NPon3BeAeHNs A03bl Ha
nnowaas KermaX-plus® 120-160 1 Heo6xo4UMO Ans obecriedeHnst NpaBubHOM SKCMTyaTaLiim
yctpoiictBa. M3meputens KermaX-plus® 120-160 v ero npuHaL/IEXHOCTM He [O/MKHbI UCMO/Ib30BaTbCA
[NA Kaknx-imbo MHbIX Lenel, Kpome TeX, Y4To OnmncaHbl B JAHHOM PYKOBOZCTBe.

BHUMAHWE BRVIMAHVIE

BblBO/, YCTPOWVICTBA 13 3KCONYATALMN B CBA3M C BOSHUKLLEW
OMNACHOCTbIO

Ecnn 310 M3MepuTenbHOE YCTPOMCTBO ABMSETCA MPAMON WM KOCBEHHOM
MPWYNHON BO3HUKHOBEHWS OAACHON cUTyauun, ero cnegyeT HEMEA/IEHHO
BbIBECTU U3 3KCryaTaumMn 1 noapobHoO coobLmTs 06 06CTOATENIbCTBaX AUNepy
UM NPOU3BOAUTENIO.

NPUMEYAHINE BAXHAA MHOOPMALAA

MATEHTHI
Ha HekoTopble xapakTepucTukm yctpoiicTea KermaX-plus® 120-160 v ero
KOMIMOHEHTOB NoAaHbIF8asABKM Ha Bblgavy NaTeHTOB.

NPUMEYAHUE BAXHAA MHO®OPMALINA

3AMPELWAETCH BHOCUTb M3MEHEHWA B YETPOWCTBO

/I3MeHeHMe KakK aMoro YCTPOICTBa, Tak 1 COAEPXaHMS aHHOrO PyKOBOACTBA
MOXET MPUBECTM K aHHY/IMPOBAHWIO FapaHTUW Ha.yCTPOIMCTBO 1 YrpoXaTh
6e30NacHOGTM |ero aKcnyaTaumm. MoaToMy 3afpeLlaeTcsi BHECEHWE HOObIX
M3MEHEHWIA KaK B CaMO YCTPOICTBO, Tak 1 B €0 KOMMOHEHTI.

Kamepa KermaX-plus® tun 120-160 |WHhopmauus o 340poBbe 1 6e3onacHocTu |5
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2.3. OTBEeTCTBEHHOCTb Nosib3oBaTens

MepcoHasn, Ucnonb3yowuii nsmepuTenb NpounssegeHns 4o3sbl Ha niowaab KermaX-plus® 120-160,
HEeCeT MOJIHYI0 OTBETCTBEHHOCTb 3a KPUTMYECKYH OLIEHKY Pe3y/ibTaToB BCEX M3MEPEHWIA.

Mpuoop KermaX-plus® 120-160 cnefyeT XpaHUTb B YACTOM M CyXOM MecCTe. bepeub OT MexaHWU4ecKol u
TEeNn0BOI Harpyskuy, NonagaHus nbiv 1 136bITKa Baru.

BH/MAHWE NMPEAOCTEPEXEHWE

BNAXHBIE W3AENTUA

3anpeLyaeTcs 3KCMJyaTpoBaTh U3AENNs, Ha KOTOPbIX B pesy/ibTaTe nepenaja
TemnepaTyp o6pasoBanacb Bnara (KOHAEHCAT), 10 VX NOMHOMD BbIChIXaHWS.

2.4. HopmaTtuBHble TpeboBaHuA

CneuuanuncT no MOHTaXY ¥ OnepaTop OTBEHAOT 3a CO6/I0eHNe BCeX MECTHbIX/HOPMATUBHbIX
TpeboBaHWii B OTHOLIEHWUN MOHTaxka W akcnyataumm KermaX-plus® 120-160.

CneflyeT NOMHUTb, YTO ApYyrie MOOW/IbHbIE SNEKTPOHHBIE YCTPOWCTBA, Takne Kak COTOBble TesleOHbI,
Ybe M3/yYeHue NpeBblaeT npeaesbl, yCTaHoB/eHHbIe B cTaHAapTe AMC,. MoryT nomeluarb paborte
[JaHHOro usgenus.

Mapkuposka CE:

JlaHHOe MeaMUMHCKOoe n3fenve MapkmMpoBaHo 3HakoM CE 1 oTBevyaeT TpeboBaHNSAM AUPEKTBLI
93/42/EEC. Ero KOHCTPYKUMA rapaHTnpyeT cob/04eHNe BCEX PEKOMEHA0BaHHbIX CTaHAAPTOB, TakMX Kak
CTaHOapT 3NeKTpoMarHuTHon cosmectumoct (AMC) IEC 60601-1-2,“Ha ypOBHE CUCTEMHbIX
KOMMOHEHTOB. O6LLMe rapaHTui B.OTHOLEHWUN TeCTUPOBaHNA IMC, paanaLmOHHON 3aLmTbl 1 ApYrnX
XapaKTepUCTK 6e30MacHOCTU PEHTIEHOBCKOM YCTAHOBKM, @ TaKKECOOTBETCTBYHOLME NPOTOKO/bI
MCMbITAHWUIA LO/MKHbI ObITb NPeAOETaBEHb! Y OKYMEHTUPOBAHb|-U3FOTOBUTENEM YCTAHOBKN.

HauuoHanbHble HOPMAaTUBHbIE TPE6OBaHNSA:
Bo Bcex cTpaHax TpebyeTcs(Co6M0AeHe HOPMATUBHBIX TPE6O0BaHUIA, YCTAHOB/IEHHbIX 3aKOHOM.
WNcnbiTaHns, Tpebyemble MO 3aKOHO4ATE/IbCTBY:

Bce vcnbiTaHus, Tpebyemble Mo 3aKOHOAATENLCTBY, AO/MKHbI ObITb NPOBEAEHbI B YCTAHOB/IEHHBIE CPOKY,
Hanpumep, B c/lyvyae NPYMEHUMOCTM, UCTbITAHWE HA MOCTOSHCTBO NapaMeTpPoB B COOTBETCTBUM C
3aKOHOM O PEHTreHOBCKOM M3/yyeHun (816 Ré6V) B ®epnepanbHoin Pecnybnivke epmaHug-win
WCMbITaHWA, OCHOBaHHbIE Ha npasuiax DHHS (MyHncTepcTBo 34paBoOOXpaHeHVs 1 CoLpaibHOro
obecneyeHuns).

6 | NHchbopmaymsa o 3gopoBbe 1 6esonacHocT [Kamepa KermaX-plus® tun 120-160
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2.5. Mepbl obecrnevyeHnsa 6e30MacHOCTU
NPUMEUYAHUE  BAXHAS MHOOPMALINSA

OTBETCTBEHHOCTb

MpoussoauTtens IBA Dosimetry GmbH He HeceT OTBETCTBEHHOCTW: 38
XapaKTepuCcTUKM 6e30NacHOCTM, HaJeXHOCTU U NMPOU3BOAUTENIBHOCTY CUCTEMBI,
ecnu:

> cucTeMa IKCN/yaTupyeTes MHadye, YeM yKasaHo B AaHHOM-PYKOBOACTBE MO
aKcnyaTaLmm;

> YCTaHOBKa, 0GHOB/IEHME, nepeHaCTponKa NN PEMOHT BbINOJTHAKTCA
MNOCTOPOHHUMW NNLUAMW;

> [ONs 3aMeHbl KOMMQHEHTOB, B/INAIOLLMX HAa 6€30MacHOCTbL U3Aenns, He
NCNOMb3YTCS OPULMHasbHbIe 3anacHble YacTh IBA-Dosimetry GmbH.

K ncnonb3oBaHutio npuoopa KermaX-plus® 120-160 Ao/mkeH [oMYyCKaTbCH TO/IbKO NepcoHarn,
COOTBETCTBYHOLMIA CeAyoWmUM KPpUTERUAM:

e 3HaHve (yHKUMIA 1 3KCMTyaTaUMOHHBIX OrpaHNYeHuniA YCTPONCTBA, JOTHOCALLMXCA K U3MEPEHNHO
pafaLMOHHOrO BbIXOZA.

e 3HaHue TEXHWKN 6e30nacHOCTH; cobMAaeMON Npu paboTe C UCTOYHNKAMN U3/TyHEHNS,

e  KomneTeHTHOCTb B 061aCTX 6€30MacHOCTM Npy 06paLLEHNN C_N3/TyYEHNEM U 3HaHWE
COOTBETCTBYIOLWNX CTaHAAPTOB, Hanpumep, MIK 60601-1 u apyrux.

d OnbIT UCNO/ML30BaHNA CUCTEM N3MepeHna nponsseaeHnA. A03bl Ha niollaapb.

Mepen UCNONb30BaHNEM M3MEPUTENIbHOI CUCTEMbI CrieyeT/06ecneynTb NPaBu/bHYH YCTaHOBKY U
COeAMHEHNE MOHM3ALMOHHOMR Kamepbl. Monb3oBaTeslb AO/MKEH YoeanTbCA B UCNPABHOCTU U
6e30MacHOCTM Kamepsbl, a-TaKke OCMOTPETb BCE COEAVHUTENBHbIE Kabenn Ha NpeaMeT BO3MOXHbIX
MeXaHWNYEeCKNX NOBPEXAEHNIA.

Mpnoop KermaX-plus®-120-160 fo/mkeH ObITb YCTAHOB/AEH B YACTOM, CyXOM, 3all/LLIEHHOM OT
rnoxapa rnoMeLLeHnn c-ynpasnsieMbiM MUKPOKIMMATOM:-HeobxoanmMo obecneuntb 3aLlnTy.
N3MEPUTENSA OT MEXAHMYECKMX N TEPMUYECKNX HAMNPSHXKEHNIA, NbIIM 1 NOBBILEHHON BNaXXHOCTY.

BHUMAHWE BRYMAHWE
OBECMEYNTb OTCYTCTBWE BJIATY B MOHWN3ALNOHHOWN KAMEPE

B pesynbTare M3MeHeHWin TeMnepatypbl B KaMepe MOXET Hakarn/mBaTbCs
KOHAEHCAT, B TaKuMX C/ly4asix CUETeMy crieflyeT Tlarte/ibHO BbICYyWNTL nepes,
NCMOJIb30BAHNEM.
MpeaycmoTpeHHoe npumeHeHve npnbopa KermaX-plus® 120-160 He npegnoAaraeT ero NpsMoro
KOHTaKTa C AaleHTOM.

3anpelyaetes CHAMaTb 3HaKkM 6e30MacHOCTI-M MOy MapKMPOBKY ¢ n3meputens KermaX-plus®
120-160, ECnu Hagnmey Ha MapK1poBKe KakyX-iMb0 KOMMOHEHTOB He YATaKTEs, 3TV KOMIMOHEHTI
cnefyeT.QTnpaBuTbL 06PATHO NPOV3BOAUTENIO O/1 VX UAEHTU(DMKALUA U HEPEMAPKUPOBKM.

Hv B KOEM CNyyae He OTKpbIBaTb MOHU3ALMOHHYO Kavepy.

MPEAYNPEXOEHUE
A MNPEAYNPEXOEHWE

BbICOKOE HAMPAXEHWE

OnacHOCTb A/19.0KU3HW U3-3a BbICOKOrO HanpsxeHums!

Apnbop KermaX-plus® 120-160 He’'aBnseTcA BOAOHENPOHMLAEMbIM. EC/IM eCTb BEPOATHOCTb
nonafaHusa 6pbI3r Ha NPUoop, CAEAYET HaKPbITb NOHU3ALIMOHHYHO-Kamepy 1 obecneuunTts ee
Ha/1exalllyto 3awWwuTy OT Bfaru.

13-3a 0COGEHHOCTEN YCTAHOBKU, M3MEPUTE/NbHAA KaMepa He NMOAHOCTLI0 repMeTiyHa. Mpu
YCTAHOBKE 1 NOC/eAYHOLLEM WCMO/b30BAHNN CUCTEMbI BHYTPb 3MEPUTENbHOM Kamepbl HE I0/KHbI
nonacTb NOCTOPOHHUE MaTepuasibl. VX NPUCYTCTBME TaM MOXET NPUBECTU K OLLMOKaM Mpu
N3MEPEHVSIX.
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> BuGpaumy Wam NPUKOCHOBEHME MOIYT BbI3BaTb YaCTUYHYHO Pa3psiaKy M3MEPUTENBHOIN Kamepbl
BCNIEACTBYE ee BbICOKOW YyBCTBUTENBLHOCTW. ITO MOXET MPUBECTY K OLUMOKAM NpY M3MEPEHNSIX,

B cBA3n ¢ 3TuMm B crcTeMax ¢ C-06pa3HOli KOHCOMbIO HEOBXOAMMO 06ecreynTb, YTOObL /aHan3
MMMYNbCOB OCYLLECTBASACS TOMbKO BO BPEMS 3KCMO3ULMN
2.5.1. PaboTa c nsgenmem

> [epefn aKcniyaTauuei cucTeMbl ONepaTop A0/MKEH Y6eauTbCs B UCMPABHOCTY 1
paboTOCNOCOBHOCTM Kamepbl 1 BCEX NPUHAANEXHOCTEN. Monb30BaTe b AO/HKEH. MPOBEPUTDL 06LLee
(hYHKUMOHMPOBaHUE, 6e30MacHOCTb W COCTOSIHVE M3AENNs U KaGeneii.

> 3anpeLlaeTcs MUCMo/b30BaTb KAMEPY « « rm ax -p1use 120-160 WIL IOO0E NEpUPepuinHoe
YCTPOWCTBO B MPSIMOM KOHTaKTe C NaLyeHTOM.

> 3anpeLlaeTcs CHUMaTb Kakyto-/iM60 MapKUPOBKY C YacTeil KOMMNOHEHTOB Wil MIPUHAA/IEXHOCTEN
CUCTEMI.

> 3anpellaeTcs OTKpbIBaTh Kamepy BO u3bexxaHne KOHTaKTa C OnacHbIM BBICOKMM Harnps>XeHnem.

> Kopnyc Kamepbl HE repMETUYHbINA. ECAM CyLLeCTBYET PUCK NonaaaHns 6pbI3r XMOKOCTH,
HEo6X0AMMO YCTaHaBMBaTbL NPUGOP-TOZ, A0MNOMHUTENBHO KPbILLKOIA.

> TpUBOP « e rm ax piuse 120150 PAOOTAET MPU HAMPSHKEHUN OT 15 10-24 B NOCTOAHHOrO TOKa
+20%, KoTopoe 00bIYHO 06ecneynmBaeTcss UCTOYHUKOM MUTaHWS ¢ nsonauueli Ha 4 KB, cornacHo
craHgapty IEC 60601-1. TMogkntoueHVe kamepbl K APYTroMy BHELHHEMY UCTOYHWKY MUTaHWS
BbINO/HAETCA TO/IbKO C Pa3peLleHms 1 NoL, UCK/IHUNTE/IbHYI0 OTBETCTBEHHOCTL U3rOTOBUTESISA
[ANarHOCTUYECKOW PEHTTeHOBCKOM YCTaHOBKM. [lManasoH v TN NOAAaBaemMoro HanpsKeHUs JO/MKHbI
ObITb NPOBEPEHbI W, NP HEOOXOAMMOCTK, COrnlacoBaHbl C koMnanmen IBA Dosimetry GmbH.

MPEAYTIPEXXAEHNE

OBECMEYEHUE HALEXXHON YCTAHOBKW

Mpy MOHTaXE Kamepbl 1 ee NpUHaAIeXHOCTEN (aepxatens, hunbTpa nT.4.)

Ha PEHTreHOBCKY0 YCTaHOBKY M3OENNA- A0/HKHbI ObITb MPO4YHO 3aKpensieHbl Ha

MeCTax BO M3bexaHue Vx NafeHns BOBpems BpalleHus Konammatopa. B

MPOTUBHOM C/lyyae BO3MOXHbI MOBPEXAEHME YCTPOACTBA WM TPaBMbI.
2.5.2. 3awmnTta OT-KunakKocten

He gonyckaetca nonagaHye XWAKOCTeR B peobpa3oBarent BO BpemMs 00bIYHOW paboTbl-UM BO BpPeMs
UACTKN Y Ae3NHMEKLMM, -NOCKOSbKY 3TO MOXET NPUBECTY K MOBPEXAEHUIO UM HEUCNPABHOCTN CUCTEMI.

2.5.3. Kom6uHuUpoBaHue c gpyrmmm cuctemamu

Vcnonb3oBaHue BEMOMOrare/isHOro 060pyA0BaHUS;=HE OTBEYAIOLLEr0 IKBUBA/IEHTHLIM.TPe60BaHNAM
6e30nacHOCTN AaHHOro 060pyA0BaHNSA, MOXET NPUBECTU K CHDKEHUIO YPOBHA 6€30MacHOCTY KOHEYHO
cuctemsl. Mpy BbIGOPE 060pyA0BaHNA CliefyeT YHUTbIBATL CedytoLLee:

> cnonb3oBanne NpuHaLNEXHOCTEN B HENOCPEACTBEHHOW 6/IM30CTM OT NaLueHTa

> CBuaetenbCcTBa cepTudmKaumy 6e30nacHEET NPUHAL/IEXHOCTEN COrNacHo COOTBETCTBYOLLMM
HauMOHa/IbHLIM CTaHgapTam, rapMoOHN3MPOBaHHbIM co cTaHdapTom IEC 60601-1

8 | MHthopmaumsa o 3gopoBbe 1 6e3onacHocTn |Kamepa KermaX-plus® tun 120-160

Peructpamua MH & Pocanpasranzope
www.nevacert.ru | info@nevacert.ru



2.6. DnekTpoMmarHntHaa coemectumocTtb (BAMC)

neKTpoMarHuTHas cpeaa, npeaHasHaueHHas A4/1st UCNob30BaHMA N0 Ha3HAYeHUo, — 3To-cpesa
NPOhecCMOHaIbHOTO MEAVLIMHCKOTO YUPEX/EHNS!, 32 UCK/IIOYEHNEM NMOMELLEHUS C PaaMO4aCTOTHBLIM
3KPaHMPOBAHNEM MEAMLIMHCKOW 3/EKTPUYECKO CUCTEMbI /1t MarHUTHO-PE30HAHCHOW ToMerpadum, rae
WHTEHCMBHOCTb 3/1EKTPOMArHUTHbIX MOMEX BbICOKA.

{Cw. rnasy MNpegycMoOTpPEHHOE NPUMEHEHNE).

13-3a 3N1eKTPOMAarHUTHbIX NOMEX XapaKTEPUCTUKN U3MEPUTENS NPOU3BEAEHNS A03bl Ha-Mnowaas MOryT
ObITb YXyALIEHbI UM NOTEPSHbI.

APVMEYAHUE  BAXKHAS MHOOPMALIMSA

SKCMNYATALMA BBNN3UN BbICOKOYACTOTHOIO
ANEKTPOXNPYPIT'MYEEKOIO OBOPYOBAHNA

Akcnnyataumsa obopyaosaHua KermaX-plus® BB/IA3U
BbICOKOYACTOTHQOFO 3/IEKTPOXUPYPTMUYECKOIO OBOPYAOBAHUA,
Kak npasuio, ucknovaetca. lMpyu ncnonb3oBaHnM 4aHHOro 060pyAoBaHns B
Takoli cpefe Npon3BOAUTE b AMArHOCTUYECKOTO PEHTIEHOBCKOro annapara
HeceT MOJIHYH OTBETCTBEHHOCTb 3a OLEHKY NpaBu/IbHOM paboTbl 1 U3MepPEeHWIt
obopyaoBaHua KermaX-plus®.

APUMEUAHME  BAXKHAS MH®OPMALWS

HE PACIOJIAFATb APYTOro O60OPYAOBAHNA BBEJTN3N
PABOTAIOLLEIO NMPUBOPA

Henb3s ycTaHaBMBaTh NPUGOP W ApYyrue YCTPeicTBa Apyr Ha Apyra uim
Ccnonb30BaTh NPUGOP PSAOM C ApYrviM 060pYyA0BaHEM. Ecnv 3Toro
HEBO3MOXHO M36eXaTh, TO CeayeT 06ecneynTs HopMarbHy paboTy
060pyA0BaHNS WM CUCTEMbI B TaKO KOHMUTypaLn.

APUMEUAHUE  BAXHAS VHOOPMALIA
MCMONIb30BAHUE MPUHALNEXHOCTEN, OATUMKOB U KABE/EN

cnonb3oBaHme NpuHagIeXHOCTEN| AaTUMKOB U Kabenei, OTINYHBIX.OT TeX, YTO
OfuMcaHbl B 3TOM IOKYMEHTE WM yKasaHHbIX Npon3BoAuTeENeM 060RYA0BaHNS
KermaX-plus®, MOXeT NpUBECTU K YBEIMYEHWNIO SMUCCUM WA CHUKEHWNIO
FOMEXO0YCTONYMBOCTM 060PYA0BaHNS 1, KakK CNeACTBUE, €r0 HEMpPaBUbHOM
aKcnnyarauum.

NMPUMEYAHWUE BAXHAA NHOOPMALNA

NCMNONb30OBAHNE MOPTATUBHOIO BbICOKOYACTOTHOIO
OBOPYAOBAHNA CBA3N

MopTaT1BHOE 060PYA0BAHME PAAVOYACTOTHOW CBSA3M (BK/IOMas nepudepuitHble
YCTPOICTBA, Takve Kak aHTeHHble Kabenu v BHELUHWe aHTEHHbI) creayeT
ncnonb3oBaTb He 6vxe-30 cm (12 atoimoB) oT nitoboli yactn KermaX-plus®,
BK/tOYas Kabenw, ykasaHHble Npou3BoauTenemM, B NpoTUBHOM criyyae 37O MOXET
MPVBECTU K CHXEHMIO MPOM3BOANTENBHOCTU 3TOr0 060pYA0BaHNA. B NpoTMBHOM
c/lydae MOXeT NPOU3OWTM CHUXXEHWE NPOU3BOANUTENBHOCTY [AaHHOIO
obopyaoBaHus.
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2.6.1. OneKTpoMarHUTHoOe Uu3jlyyeHue

PykoBoasuime ykasaHnsa 1 3aaB/fieHe N3TOTOBUTENSA - 3NIeKTPOMArHMTHOe U3nyyenuve

ABnenue OcHosHOW cTaHAAPT SMC o ) ovnna M3NYYEHUS
nnn metTon ncnbiTaHnA

PY mn3nyyeHue <1 Kry, CraHgapt CUCIP {CISPR) Knacc B

11b) Mpynna 1
AmMucens rapMmoHudeckmnx  CtaHgapT M3OK 61000-3-2 He npvmMeHnmo.
COCTaB/IAIOLLIMX TOKA {1EC61000-3-2)a) MoAkoyeHve K pacnpegenunTesibHoM
3NEKTPUYECKON CETU OFEYTCTBYET.
Koneb6aHuns HanpshkeHua n CtaHgaptT M3K 61000-3-3 He npvmMeHnmo.
(hnkep-Lwym (IEC 61000-3-2)3) rogKtoYeHe K pacnpeaenmTesibHol

3MEKTPUYECKON CETU-OTCYTCTBYET.

3T0 McCnbITaHWE HENPUMEHWUMO B 3TON cpefe, ecnU.T0NbKOo ncnonblyemoie B Hem MEANLUWNHEKNE SNEKTPOU3AENNSA n
CUCTEMbI He 6yayT nogknoueHsl kK PACMPEAEAUTENBHON 3NEKTPUYECKOW CETW, a8 NpoTUBHOM Cliyuae BXOf,
NINTaHnA HaxoAUTCA B paMKax OCHOBHOro ctaHgapta 9MC.

‘1 CeTb, rge umeno mecto U3NTYYEHUE, He npoBepeHa; npsaMoe NofkKnioveHne K ceTn o6wero noib30BaHMA He BO3MOXHO
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2.6.2. YCTOWYMBOCTb K 3/1IEKTPOMArHUTHbLIM MOJISAM

3asiBNeHne N3roToBUTENSt 1YCTONYUBOCTbL K 3/1IEKTPOMArHUTHLIM NOMIAM
MOPT KOPMYCA

OCHOBHOIi cTaHgapT NWCMBITATE/TbHBIE YPOBHW MPU

fABneHne AMC nnu meTop, NCNBbITAHUAX HA

ncnblTaHnA MOMEXOYCTOUNYNBOCTb
aneKTpocTaTu4vYecKunim M3K 61000-4-2 He NMPUMeHUMO, aeTali He A0CTYNHbl BO
PA3PAL BPEMSI HOPMa/IbHOV PaboTbl
M3nyyaemble pagnoyactoTHble M3K 61000-4-3 3 B/M &
3/1EKTPOMarHUTHbIE MoJIA Ot 80 My, go 2,7 Fig,

80% AM npun 1 k™

Mons B6nM3n 060pyaoBaHUS M3K 61000-4-3 CM. rnasy 2.6.3
6ecnpoBOAHON paanocBA3n
MarHutHoe none c M3K 61000-4-8 30 A¥m
HOMWHAJIbHOW uacTtoToi 50 Hz wnmn 60 Hz
nuTaHna

3T0 McnbiITaHNE NPUMEHAETCA K Pa3IMyHbIM BHELWHNM YacTAM 060pyA0BaHna AN U3MEPEHMSA Naowagn NoaHoW A03bl,
KOTOpble MOFYT 6bITb 3aTPOHYTbl OMEPATOPOM BO BpemMs HOpManbHOro namepeHus (Tie. He KTeM yacTam
WOHU3AUMNOHHOW KAMEPbBI n UBMEPUTENTbHOTIO B/IOKA, KOoTOpble 06bIYHO 06/yYaloTCA B NyYKe MU3/yvyeHus).
WHTepdelic mexay nmntaumein dusnonormyeckoro curiana NALVMEHTA, ecnu oH mcronbsyetca, n MEAULNHCKUM
SNEKTPOOBOPYLOBAHUEM unn CUCTEMOW gonxeH 6biTh pacnofniokeH B npeaenax 0,1 M oT BepTUKanbHOM
NJ0CKOCTN OAHOPOAHOW 06nacTy nons B-0gHol opueHTaumm MEANLWHCKOIO SAEKTPOOBOPYAOBAHUA nam
CUCTEMBI.

MEOVWLUWNHCKOE SNTEKTPOOBOPYAOBAHWE n CUCTEMbI, KOTOpble NpefHaMEpPEeHHO MonyyalT pagnovyacToTHYO0
3/1eKTPOMAarHUTHYI0 3HEPIuni0 C LeNblo. UX aKCnayataumu, AO/DKHbI UCNbITbIBATLCA Ha YacToTe npuema. McnbrraHme moxer
6bITb BbIMOMIHEHO Ha APYrMx YactoTax.moaynsauuu, onpegeneHHolx MPOLUECEOM YMNPABMEHUA PUCKAMW. 310
ncnoitaHne oueHnsaet bBE3OMACHOCTb nOCHOBHbBIE XAPAKTEPUCTUKIA npeaHamepeHHOro npueMHuka, Korga
OKpY)XalLWmnii CUrHan HaxoanTcs B-osn0ce nponyckaHus. lMpegnonaraeTcs, YTO NPUEMHUK MOXET He AOCTUYb
HOpPMasbHOro npmMema Bo BpeMs MEMAbITaHUSA.

McnbiTaHne MOXeT 6bITb BbIMOAHEHO Ha APYrnx yactoTax mMoaynsaumu, ofipegeneHHbix MPOLUECCOM YNPABEHWNA
PNCKAMMW.

OTHOocuTCcA ToNbko KMEANUMUHCKOMY 3TEKTPOOBOPYLOBAHUIKD MW CUNCTEMAM C MarHUTHO-4yBCTBUTEIbHbIMYU
KOMMOHEeHTaMu WIn cxemamu.

Bo Bpems mcnbn-aHna MEAVNUVHCKOE S/TEKTPOOBOPYLOBAHWE nnm CUCTEMA MOryT cHabXaTbCsi 3HEPEMEN Npu
no6om HOMUHANbHOM.BXOAHOM Hanpsi>XeHUW, HO C TOI e 4acTOTOW, YTO M TECTOBLIA CUTHa.

[o npumeHeHus mMoaynayuu.

JTOT ypOBEHb MCNbITaHUIA NpeanonaraeT MMHMManbHoe pacctasgHue mexay MEAULWHCKUM
S/IEHM'POOBOPYAOBAHWNEM unn CUCTEMOW 1 NCTOYHMKAMU: MarHUTHOFO NOMS MPOMbIWIEHHO 4aéToThl He MeHee 15
cMm. Ecnn AHANN3 PACKA nokasbiBaeT, yto MEAVUWMHCKOE SNTEKTPOOBEOPYAOBAHWE nnan CUCTEMA 6yayt
NCNoNb30BaThbCs 6AMXKE, YeM Ha 15 CM K MCTOYHMKAM MarHUTHOIO NO/S NPOMbIL/IEHHOW YacToTbl, TO YPOBEHb
NCNbITAHUW CORPOTUB/TIEHUA cnepyeT oTperynmposaTb=B COOTBETCTBUN C MUHUMASbHBIM OXUAAEMbIM
paccTositHueM.
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3asaBneHne N3roToBuUTenNA - yCTOI\/JI‘—II/IBOCTb K3NMEeKTPOMAarHNTHbIM Nodam
BXO,CI.HOI7I nopT NNUTaHNA NMOCTOAHHOTIO TOKa

OCHOBHOI cTaHpapT NWCMBITATEABbHBIE YPOBHW MPU

fBneHne AMC nnu meTop NCMNBbITAHNAX HA
NCnbITaHUS MOMEXOYCTOMWUYNBOCTH

BhICTpLIe 3necTpuyeckme M3K 61000-4-4 +2 KB

nepexofHsle npoueccsl / YactoTta nostopeHus 100Ky,

UMMYNbChbI

Bbi6pochl nepeHanpshkeHnst M3K 61000-4-5 He NpUMeHNMO

Mexay hazamu

Bblbpockl nepeHanpseHns M3K 61000-4-5 He NPUMEHNMO

Mexay thasoii 1 3emnei

KOHAYKTUBHbLIE MOMEXU, M3K 61000-4-6 3B 0,15 Mlu<80 My,

HaBefleHHble pPaamvoYacTOTHLIMK 6 B B AnanasoHax ISM mexay

3N1EKTPOMArHUTHLIMX NONSAMIA 150 KI'ys8,0- My, )

Y 80% AM npu 1 Kru®

MrHOBEHHO BO3HUMKaloLLpe ISO 7637-2 He NPUMeHUMO

HeyCTaHOBUBLLNECH TOKW B JINHUSX

nuTaHua ~

McnbiTaHMe NPUMEHUMO KO BCEM NopTamu/AUTaHWA NPSAMOro Toka npejHasHa4veHbl AN NOCTOAHHOIO NOAKAYEHUA K
Kabensim gnuHoli 6onee 3 M.

Bce kabenn MEANLMNHCKOIO 3NEKTPOOBOPYAOBAHUA n CUCTEM fonXHbI 6biTb NOAKNIOYEHbI BO BpEMS
ncnbiTaHna.

MEOWUWNHCKOE 3NEKTPOOBOPYAOBAHWE C BHYTPEHHUM MUTAHWEM ocBoboxXaeTcs OT 3TOr0 UCNbITaHWUA, ecnn
OHO He MOXeT ObITb UCMO/b30BAHO BO.BPEMSA 3apsifKn 6aTapen, MMeeT MakCUMasibHblii pa3mep meHee 0,4 M, BKoYas
MaKCMMabHY0 ANNHY BCeX yKasaHHbIX Kabenei, n He nmeeT CBA3N C 3eMel;-TeIeKOMMYHUKALMOHHbIMW CUCTEMaMU,
n6sIMU gpyruMm o6opygosaHme yuan MALVNEHTOM.

NcnbiTaHne MoXeT 6bITb BbINONHEHO-APY BKAOYeHHOM MEAVNLUWNHCKOM SJIEKTPOOBOPYAOBAHWUWN nnm CUCTEME
npu nto6om 13 ero HOMUHATbHBIX BXOAHbIX HaNpsi>XeHWiA.

McnbiTaHne MOXeT 6bITb BbIMOAHEHO Ha APYrnx YactoTax Mogynauuu, onpegeneHHblx MPOLECCOM YNPAB/EHWNA
PUCKAMW.

Ana MEAVWLUWHCKOTO 9NTIEKTPOOBOPYAOBAHUA n CUCTEM, npeAgHasHayYeHHbIX 418 YCTAHOBKU B J1IErKOBbIX
aBTOMOOMAAX 1 NErKNX KOMMEPYECKNX TPaHCMNOPTHbLIX CPeAcTBax, BKAYAsA MallWHbl CKOPOV MOMOLM, OCHALLEHHbIE
3/1eKTPUYECKUMI cucTemamn 12 B. nam KoMMepyeckre TpaHCMOPTHble CPefcTBa, BK/IOYAs MalluHbl CKOPO MOMOLLM,
OCHallleHHble 3N1eKTPUYecKUummn cuctemamm 24 B.

Jlo/mKHO UCNO/b30BaTLCA raslbBaHNYECKOe COeIVIHEHUE,

cpefiHeKBaApaTU4HOe ‘3HaYeHne A0 NPUMEHEHNS MOLYNALNA.

Ecnn cTyneHuyaTtoe M3MEHeHWe 4acToTbl NponyckaeTca B guanasoHe ISM unu no6uUTEeNLCKO pagmocBasm, B-3aBUCUMOCTH
OT 06CTOATENLCTB, B'AManasoHe ISM uan B pafanonto6uTeNsCKOi 30He [oMKHA NCMONb30BaTbCA JONOAHNTEIbHASA

ncnbliTaTesibHas yactoTa. 3TO OTHOCMTCA K Kaxaomy ISM v nlobuTensckoMy pagmogmanasoHy B yKa3aHHOM guanasoHe
4acror.

[Jmnana3oHb! ISM (NpOoMbILWIEHHbIE, Hay4YHble U-MeAMLIMHCKME) B AMana3oHe oT-0,15 My, o 80

Ml cocTaBASOT OT 6 765 0 6 795 My,

oT 13.553 My mo 13.567 MIy; oT 26.957 MI'y go 27.283Mrl'y n ot 40.66 MI'y go 40,70 MIy. Jllo6urensckme
paguopguanadoHbl Mmexay 0.15 My n 80 My coctasnsatT ot 1,8 My Ao 2,0 Mry; ot 3.5 MI'y go 4.0 Mry; ot 5.3 Ml'y, go
5,4 Ml'y; ot 7 My, go 7.3 Ml'u;

ot 10,1 My go 10,15 Mly; ot 14 MI'y, ao 14,2 Mly; 0T1,18.07 My, go 18,17 Mlu; ot 21,0 MI'g Ao 21,4 Ml'y; ot 24,89 MI'y,
00 24,99 MEy; OT 28.0 Ml'y, go 29.7 MI'y, n ot 50.0 ML o 54.0 Mly,.

He npumennmo Tonbko s KermaX-plus® 120-160 ¢ HU3KMMM YacTOTaMu.
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3asBneHne U3roToBUTENS - YCTONYMBOCTb K 3IEKTPOMArHUTHBLIM NONSAM
MOPT vacTeii BBOAa-BbIBOA4A CMIrHana

OCHOBHOW cTaHgapT MCNbITATENbHBIE YPOBHW MPU

ABneHve IMC unu meTof NCMbITAHNAX HA
nenbiTaHms NMOMEXOYCTOMUYNBOCTH

SNIEKTPOCTATUYECKINI M3K 61000-4-2 He NPUMEeHMMO, pa3bem (He 4OCTyneH BO

PA3PAL BPEMS HOPMasIbHOW paboTbl

BbICTpble afieapunyeckme M3K 61000-4-4 +1kB

nepexofHble npoecco! / YactoTa nostopeHnsa 100 Ky,

NMMY/bChI

BbIGpOChI NepeHanpsiXeHns M3K 61000-4-5 He NpUMEHMMO

Mexay tha3oin 1 3emneii

KOHAYKTVIBHbIE NMOMEXH, M3K 61000-4-6 3 B*0,15 MlMNy<80 Mry

HaBeAeHHbIe PaanoyacToTHLIMU 6 B B amanasoHax ISM mexay

3/1EKTPOMarHNUTHLIMK NONAMU 150 K'u=80 Mru>

9 80% AM npun 1 Ky,

[JaHHoe ucnbiTaHne NPUMEHSETCA TOMbKO K BbIXOAHBIM IMHUAM, NpeAHasHaueHHbIM 415 NPSMOro
MOAKMIOUEHNS K HAPYXKHBIM Kabensiv,
CurHanbHble BXOAbI/BbIXO,qu, MaKCuManbHaa-gnuHa Kabens KOTOpPbIX COCTaBNnAeT MeHee 3 M, UCKKOYaKTCA.

McnbiTaHMe MOXeT 6biTb BbINOMIHEHO Ha APYFNX YacToTax moaynauun, onpegeneHHbix-[MPOLECCOM YNPABMEHNA
PUCKAMW.

KaJ'IVI6p0BK3. [O/151 TOKOBbIX 32)KMMOB [0/KHA BbINO/IHATLCA B CUCTEME C conpoTuneHmem 150 Owm.

Pa3bembl AO/MKHbI GbITb UCMbITaHbl B COOTBETCTBUM C 8.3.2 1 Tabanuei 4 MK 61000-4-2:2008,
,Cl,nﬂ N30NNPOBaHHbIX KOPNYCOB pa3bemMOB BbIMOSIHNTE NPOBEPKY BbiMyCKa BO3AyXa Ha KOpnyc pasbemMa WU KOHTaKTbl C
NnOMOLW b 3aKPyrneHHOro KoH4Ynka nasesua reHepartopa asieKTpoctatuyeckoro-paspsaga, 3a UCK/KYEeHUEM TOro, 4To
NPOBEPAKTCA TO/IbKO KOHTaKTbl pa3bemMa, C KOTOPbIMN MOXHO KOHTakKTUpoBaTb WM KacaTbCA B YC/10BUAX
NMPEAYCMOTPEHHOIO NPUMEHEHWA cTaHaapTHbIM UCNbITaTENbHLIM RajbleM, NOKasaHHbIM Ha pUCyHKe 6 oblero

cTaHAapTa, MPUMEHEHHbIM B COLHYTOM WM MPAMOM MONOXEHWUU.
J10/MKHO MCNoNb30BaThCA EMKOCTHOE CoeanHeHe.

Ecnu cTyneHyatoe n3MeHeHue YacToTbl nMponyckaeTcsa B guanasoHe 1SM unu no6uTenbCcKoli pagnocssasn, B 3aBUCMMOCTMN
OT 06CTOATENLCTB, B Anana3oHe ISM uam B pagnonio6muTenbCKoii 30He, JOKHA MCMOb30BaTbCs AONOIHUTEbHAA
ncnbiTaTenbHas yactota. IJTO)\OTHOCUTCA K KaxXaomy ISM v nobutenbckoMmy pagnognanasoHy B yKasaHHOM AuanasoHe
4acToT.

cpefHeKkBagpaTUYHoe 3HAYEHNEe [0 NPUMEHEHUA MOAYNALUN.

Jvana3oHbl 1SM (NpOMbILIEHHbIE, Hay4YHble U MeAULMHCKME) B Anana3oHe oT 0,15 M go 80
MIL, cocTaBnawT 01-6,765 0o 6,795 MIy;

oT 13.553 MI'y go 134567 Mlu; ot 26.957 My ao 27,283 MI'y n-oT 40,66 MI'y fo 40,70 Mly. Jllo6butensckmne
paguoaunanasoHsl mexagy 0.15 MI'y 1 80 MI'y coctasnatT or 1,8MIy go 2,0 Mly; ot 3,5 My go 4,0 Mly; ot 5,3 My, go

5,4 Ml'y; oT 7 MlTyao 7.3 Mly;
ot 10.1 MIy go 10315 Mly; ot 14 Ml'y go 14,2 Ml'y; ot 18.07-MI'y go 18.17 MIly; ot 21,0 MI'y go 214 Ml'uy; ot 24.89 MIy

[0 24,99 Mry; 0r.28,0 Mrygo 29,7 My not 50.0 My, ,0°54,0 M.
He npumeHuMo ToNbko ana KermaX-plus® 120-160 ¢ HU3KUMW YacTOTamu.
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2.6.3. YCTOMNYMBOCTb K NONAM B GAMXKHEN 30HE OT paamoyacTOTHORQ
6ecnpoBoAHOro ob6opynosaHus

3asBneHue npoussognutens - YCTOMYMBOCTb k BBICOKOUACTOTHOLIMY 6ecnpOBoaHOMY
o60pyfOBaHMNI0 CBA3YU

McneiTaTtens Tllonoca Cnyxb6a Moaynauna Makcuman PaccTtoaHu UCIMbITATEN
HaA 4acToTa bHasd e b Hbl I
MOLWHOCTb YPOBEHb
%
NCNbITAHUA
XHA
NMOMEXOYCT
ONYNBOCTHb
[My] (M [BT] [m] [B/U]
VmnynbcHas
385 380-390 TETRA 400 MOAYNAUMS 1,8 0,3 27
217 'y,
FM c)
GMRS 460, OTK/NOHEHME 5
450 430 - 470 FRS 460 Kriy 2 0,3 28
CuHyc 1 Ky,
710
MmnynbcHasA
745 704-787 LTEBAGL  yonynaups 02 03 9
810 GSM-800/900,
870 TETRA 800, VmnynbcHas
800 - 960 iDEN 820, MOAYNAUMS 0,3 28
CDMA 850, 217 'y,
930
LTE Band 5
1720 GSM 1800,
1845 CGDS%Alg%%O' MmnynbcHas
1700 - 1990 d Moaynauus 2 0,3 28
DECT, LTE 517 I
1970 Band 1,3, "
4, 25; UMTS
Bluetooth,
WLAN MnynbCHas
2450 2400-2570 802.11 b/g/n, mMoaynauma b 2 0,3 28
RFID 2450, 217y
LTE Band 7
5240 WLAN VIMnynbcHas
5500 5100 - 5800 MOAYNAUMA 0,2 0,3 9
802.11 a/n 17T
5785 4

MPUMEYAHWE. Ecrm Heobxoammo aoctuds UCTIBITATE/IbHOIO YPOBHAFIPU UCTIBITAHUN HA
MOMEXQYCTOMYMBOCTb, paccTosHve Mexay nepeatoLleit aHteHHoi un MEAVLIMHCKAM
ANEKTPOOBOPYAOBAHVEM min CUCTEMOW MOXeET 6bITb YMeHbLUeHO A0 1 M. VcnbiTaTenibHoe
pacctogHue 1 m paspeweHo M3K 61000:4-3.

LA HEKOTOPBIX YCYT BK/IOUYEHBI TOALKO YacTOThbl BOCXOASLLE NVHIAY CBA3MW.

Hocutenb fomkeH MoaynmMpoBathEs C UCMNONb30BaHNEM MPAMOYTOALHOIO CUrHana ¢
KO3(h(hMLMEHTOM 3anonHeHns 50%.

B kayecTBe asibTepHaTUBbLI FM=-MOAYNALMM MOXET NCNoNb30BaTeCA 50% MMNynbCHAsA MOAYNALMS
C YacToTON 18 I, NOCKO/bKY, XOTA OHa He NpeAcTaBAseT (hakTUUeCKyo MOAYNALMI0, 3TO byaeT
HamXyaLLniA crydan.

14 | NHpopmauma o 3gq0poBbe M 6e3onacHocTu |Kamepa KermaX-plus® tun 120-160

Peructparua MU 8 PocampaeHanzope
www.nevacert.ru | info@nevacert.ru



2.7. MapKknpoBka

MapKMpOoBKa HaHeCEHA B BEPXHEN W HUWXKHEN YacTsX Kamepbl. B 0gHOM YacT MapKMpPOBKU yKa3aHbl
NacrnopTHble AaHHbIE U 3/IEKTPUYECKMEe HOMUHA/LI. BO BTOPOI YacTu ykasaHbl HOMEP MOAENN Y
CEepuinHbIA Homep n3aenns. OHM PacnonOXeHbl Ha 3aHel YacTU KaMepbl.

MpUMep NoKasaH HKE:

PucyHok 1Bug kamepbl KermaXx-plus' 120-160 ceepxy
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2.8. HopmaTunBHble TpeboBaHUA

Kamepa « . m ax-510:s 120-160 cooTBETCTBYET TpEOOBaHUAM AnpekTnBbl 93/42/EEC 0 MEANLMHCKOM
obopygoBaHnK. 3TO MeguumHcKoe msgenune knacca lib cornacHo MpunoxeHuto IX, KnaccuukalmoHHoe
npasusio 10.

Cuctema MeHepKMeHTa KadecTBa KomnaHum IBA Dosimetry GmbH cepTugmumpoBaHa Ha COOTBETCTBUE
TpeboBaHusaMm cTaHgapTa EN 1ISO 13485.

CC o2z

M3penve cooTBeTCTBYeT TPE6OBAHMAM CNefyHoLLMX CTaHAapTOB;

IEC 60580:2019

UL 2601-1 n UL 60601-1 pea.1

CSA C22.2 Ne601,1

IEC 60601-1;2005+A1:2012

IEC 60601-1-2:2014

ANSI/AAMI ES 60601-1; A1:2012; C1:2009/(R)2012 nA2;2010/(R)2012
CSA CAN/CSA-C22.2 Ne 60601-1:14

N3roToBUTENb MPUOOPA « ¢ rm o x - p 1use 120-160:

IBA Dosimetry GmbH
Bahnhofstrasse 5

DE-90592 Schwarzenbruck
Germany

(r. WeapueH6pyK, MepmaHmns)

MPUMEYAHWVE BAXHAA MH®POPMALINA

3HAK "KOMMOHEHT, MPU3HAHHbIVA-UL"

Mpneop KermaX-plus® nmeeT 3HaK “KOMMOHEHT, NpU3HaHHbIA UL", 1 ero
MoAuduKaLmn BHeceHbl B PeecTpbl-UL NeNe E352291 1 E194025.

V V V V V V V

MPUMEUAHVE  BAXHAS MHOOPMALMS

COOTBETCTBME MECTHbIM NPEAMNCAHNAM

MOHTaXHMK/HANaAUMK 11 ONepaTop HecyT OTBETCTBEHHOCTL 3a,CO6/MI0AEHNE BCEX
MECTHbIX NPEANICaHNIA, KaCAOLLMXCA YCTAHOBKM 1 SKCMTyaTaln
13MepPUTENbLHOM crucTeMbl KermaX-plus® 1 ee npucnoco6neHwid.

Mpon3BOAUTENb CUCTEMBI AOMKEH rapaHTUPOBATb NPOBEAEHNE UCMbITaHUS Ha
9MC, obecneyeHne 3alTbl OT U3/TyYeHNs 1 Apyrue Mepbl 6e30MacHOCTM
PEHTIEHOBCKOM CHUCTEMbI-C' NPEA0CTaB/IEHEM COOTBETCTBYHOLLErO
[IOKYMEHTA/IbHOTO MOATBEPXKAEHUS.
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CooTtBeTcTBUE TPeboBaHMUSAM ROHS n REACH:

YKa3aHHble U3enns paspaboTaHbl ¥ U3rOTOB/EHbI B COOTBETCTBUM CO CEAYOLMMM creLmguKaLnsamMi.

> CootsetctByeT TpebosaHmam [vpekTvebl EK ROHS (OrpaHuueHne cogepxxaHus BpeOHbIX
Beulects) Ne 2011/65/EU

>  CootsetcTByeT TpeboBaHuam Oupektvebl EK REACH (Peructpaums, oueHka, paspeLieHune u
orpaHnyeHve xmummnyeckmx Beliects) Ne 1907/2006

>  CootBeTcTBME TPeboBaHMAM cneuudukaumm noATBEPXKAAETCA BHYTPEHHUM KOHTRONEM
NPOEKTMPOBaHNA. KoMnaHms ocTaBnseT 3a CO60M NpaBo BOCMO/Ib30BATLCH UCKMOUEHMEM,
NpeaycMOTPEHHbIM A8 MeAULIMHCKUX u3aenwin B Ampektuee EK 2012/19/EC: (WEEE = YTunuzaums
OTXOZ,0B MPOMN3BOACTBA 3/IEKTPUYECKOrO U 3M1EKTPOHHOIO 060pYyA0BaHS)
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3. PacnakoBkKa M MOHTaX

3.1. PacnakoBka
MPVIMEUAHVE  BAXHAS MH®OPMALINSA

KBAJTMOUNKALIA MEPCOHANA

PacnakoBka, MOHTaX 1 akcnnyaTauus KermaX-plus® 120-160 wmoryT
BbINOMHATLCA TOSIbKO KBa/IM(IMLMPOBAHHLIM NEPCOHAIOM.

MPUMEYAHWE BAXHAA NHOPOPMAL WA

TPAHCIMOPTUPOBKA

Bo Bpemsi TpaHcnopTupoesku npuoop KermaX-plus® 120-160 gonxeH 6biTb
HaZEXHO 3aLUMLLEH € FOMOLLBI0 OPUrMHAMIbHBIX WM IKBMBAIEHTHbIX
yNakKoBOYHbIX MaTepuasios.

3.2. MoHTax

B nepByto oyepeab HEOGXOAMMO 03HAKOMMUTLCS C COOTBETCTBYIOLLMM PYKOBOACTBOM MPOV3BOAUTENS
PEHTTEHOBCKOI CUCTEMBI.

BHUMAHVE  TNPELOCTEPEXEHVE

OTBETCTBEHHOCTb 3A MOHTAX

Mpn6op Kermax-plus® 120-160 aABnseTCA HEOTHEMIEMOIN YaCTbIO PEHTTEHOBCKOW
CMCTEeMbl,- ' NPOU3BOANTESb CUCTEMbI HECET)NO/HYI OTBETCTBEHHOCTDL 3a
npaBW/IEHOCTb M 6€30MacHOCTb MOHTaXXA.

O6Llas npoueaypa MOHTaxXa:
> YCTaHOBMTb Kamepy Ha OTBEPCTUM KOM/IMMATOpPa W MPYKPENUTL K CYLLLECTBYOLLEMY KPENEXHOMY

npucnocob6eHnto
> [Mogknountb passem RJ45 wuHbl CAN npubopa KermaX-plus® 120-160 K peHTreHOBCKOM
yCTaHOBKe
PucyHok-4 OTBepcTHe KonuublaTopa-SIEMENS 3 KosuimmaTopa SIEMENS
Artis zee. mogmdhmkaums npubopa'EAS [Bug, MoamndmKaLms npyuoopa EAS [Brg cooky]
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MEPbI NMPEOOCTOPOXXHOCTW
Mpun yCTaHOBKE YCTPOCTBa HEOOX0AMMO CO60AaTL Mepbl 06ecneyeHns
6e3onacHOCTW, onuncaHHble B pasgene 2.5.

BHUMAHME  OCTOPOXHO

HE JOMNYCKATb MPEBLILIEHNA PASMEPOB AKTVIBHOW OB/TACTV
KAMEPBI

Pa3mep ceueHus nyuka u3ny4yeHus B MIOCKOCTU Kamepbl He J0/DKEH NPeBbIWaTh
pa3Mepbl akTMBHON 06/1aCcTV Kamepsl {CM. rfasy 8, TexXHu4ecKme
XapaKTepuUCTUKM).

MPUMEYAHWE BAXXHAA NHOPOPMAUKNA

3AOAHHOE HAMPABAEHWE NMAOAKOLWEIO N3NYYERHWA

LieHTpasibHbIli lyd PEHTTEHOBCKOTO U3/yUYeHUst AO/MHKEH. ObiTb HanpaB/eH nof,
MPSIMbIM YI/IOM K NOBEPXHOCTU Kamepbl.
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4. N3mepeHune

1. TMepeps HayasIoM U3MEPEHUss HEO6XOAMMO NPOBEPUTL COCTOSIHWUE CUCTEMbI M COCTOSHUE OLLIMOKM,
4TOObI 6bITb FOTOBLIM K M3MepeHuto. (CM. Takke pasgen 5.1)

2.  BbInonHuTh c6poc nocneaHnx N3mMepeHHbIX 3HAYEHWI 014 HOBOro ceaHCa COOTBETCTBYHOLLETO

ccnefoBaHus.
3. CpenaTb CHAMOK W CHATb MOKa3aHUA M3MEePEeHHbIX 3HAYEHWI C MOMOLLbIO COOTBETCTBYHOLLEN
KOMaH/pl.
NBHVMAHVE MNPEAOCTEPEXEHUE
3AMPELLAETCSH 3AXOAUTb 3A MPEAE/bI AKTUBHOW 30HbI KAMEPSI
Pa3mep paamauyoHHOIO A0S Ha MOBEPXHOCTU Kamepbl,-yCTaHOB/IEHHOW MO
LIEHTPY, He [0/HKEH MPEBbIWaTh Npeesbl aKTUBHOM 30HBI KaMepbl (CM. r1aBy 8,
TexHnYecKkve Xapak TePUCTUKN).
NBHUMAHUE MNPEAOCTEPEXEHUE
MAKCVMAJIbHOE'TIPON3BEAEHVNE MOLHOCT A03bl HA MN/IOWAAb
3HayeHne MakCUMasIbHOIO MPOV3BEAEHNSI MOLLIHOCTH [03bl Ha M/owaab He
J0mKHO npeBbiwaTe 3000,00 MK p/m2/c.
I8HUMAHIE MPEAOCTEPEXEHUE

NMOBTOPHAR KANNMBPOBKA / BEPUDPUKALINA

Ecnv nocne n3mepuTenbHOM Kamepsbl 1 nepes; nauMeHToM UCnonb3yeTcs
KOMMEHCUPYIOLWMIA (UNbTP, TO NOKa3biBaeMblii YPOBEHb AOMKEH ObITb HACTPOEH
COOTBETCTBYHOLMM 06pa3oM. Ecnv kamepa.ycTaHaBMBaeTcs Nog,
LVarHOCTUYECKMM CTOIOM, TO HeOBXOAMMO cAienaTb Nomnpasky Ha NornoLleHne
CTONEWHNLLbI, €C/IN TAKOBOE MMEEeTCS.

MNMPUMEYAHUE BAXHAA NH®OPMALINA

MPOLEAYPA MPUMEHEHWA NMOIMNPABOYHOIO KO3®PUNLIMEHTA DAP

Mpouenypa n3MepeHNa ona onpeAenieHns nonpasovyHoro KoadgpuimeHta DAP
onucaHa B rnase 5.5 "MoBToOpHas ka/IMbpoBKa'™.
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5. ObecneyeHMe KayecTtBa

5.1. TectnposaHue cuctembl (NpoBepka cTabunsLHOCTN)

[1ns NpoBepKM paboToCNOCOGHOCTU 1 CTabUMILHOCTY CUCTEMbI M3MEPEHNSI NPOV3BEAEHNS 103bl Ha
NMoLWaAb TECTOBbIN CUrHAN MOXET ObiTh aKTUBMPOBAH MPOrPaMMHOlM KOMaH/IOM OT PeHTFEHOBCKOro
annapata. 3anyck TeCTUPOBaHUs! U3MEPUTENLHOI CUCTEMbI MPOM30IAAET, TOMbKO ECAM BbICOKOE
HanPsXeHVe BHYTPU Kamepbl OyAeT HaxoAuTbCs B TpE6yeMOM Avana3oHe WM He APoM30iiaeT 0TKasa
YCTPOIACTBA.

5.1.1. VcnbiTatenbHoe 3Ha4YeHue

MocpeACTBOM KOMaHAbl Ha NPOBeAeHNe TECTUPOBaHUS aKTUBMPYETCA KOHTPO/IbHbIV 3apag, B ycunutene
NOAK/MYEHHON Kamepbl. Mocne 3Toro kamepa Bblgact 3HadeHne 10000 (=100,00 mkIp/m™) +10%,
KOTOpOe [JO/HKHO 6bITb OLLEHEHO M0/b30BaTeIEM (COOTBETCTBYHOLLEN PEHTIEHOBCKON YCTaHOBKN).
MpoBepka Ha CTabWUNbHOCTL BbINOMHAETCA. MEPeS, KaKAbIM LIMKIOM N3MEPEHNUIA.

5.2. lNpoBepka KannbpoBKK
MPUMEYAHWE BAXKHAA MH®OPMALUNA

MEPBAA MOBEPKA

Kann6poska namepuTeneii NpovsBeaeHns 103kl Ha NoLLaab OCYLLECTBNNAETCS Ha
3aBO/ie-MaroToBUTeNe Nnepea OTNPaBKOI 13aenuii notpeduTento. Konms
cepTumKaTa KaMGPOBKA NpunaraeTcsl K HacTosiLLeMy JoKyMeHTy. Kak npaBuso,
nepByto MOBEPKY MPOBOAST BO BPEMS YCTaHOBKM NpuGopa.

BHUMAHUVE OCTOPOXHO

KOPPEKTUPOBKA MOTPEWHOCTEW; BbI3BAHHbLIX MOTMOWAIWUMUN
MATEPVATTAMW

KanmbpoBka M3MepuTens BbINOMHAETCS 6€3 1CMNOMb30BaHMS NMOT/IOLLAKOLLIMX
MaTeprasioB. B MECTHbIX YC10BMSIX IMOTYT NOTPe6oBaThCS KOPPEKTUPOBKMU,
YYUTbIBAKOLLYE B/USIHUE NOTNIOTUTE/EN.

Ip1 MCnoMb30BaHUY BbipaBHUBAIOWETO (PUNbTPa (HanpumMep, 3a U3MepUTeIbHOM
KaMepoin win B AeKOPaTUBHOM jKPbILLKE PEHTITEHOBCKOW TPYOKW) N3MEPEHHbIN
YPOBEHb MOL/IEXUT COOTBETCTBYIOLLEN KOoppeKumn (cM. rnasy 5.5-FloBTopHas
KasIMbpoBKa).

Ecnn Kamepa ycTaHasnnBaeTes, Nod ANarHoCTUYECKMM CTOMOM;. TO Heobxoaumo
cAaenatb MnonpasKy Ha MnorjoLlleHne ek CTona, ec/in TaKkoBoe MMEETCA.
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5.2.1. HacTpoika nsmepeHuni

[na obecneyeHnss TOYHOCTM M3MEPEHUIA OnepaTop AO/HKEH NPOBEPUTb, COOTBETCTBYHOT /1 YCAOBUA
paboTbl CUCTEMbI YCNOBUSIM KaUIMOPOBKM, YKa3aHHbIM B MPUBOAUMON HbKe Tabnumue.

3TanoHHbIe YCIOBUS KaNM6pOBKM

OTHOCUTENMbHAs BNaXXHOCTb 50%

BnaxHocTb BO3ayxa (663 KoHzEHCaLWN)

[laBneHne Bo3ayxa 1013 rla

Pa3Mep nonst 06nyYeHus 5 X5 cm B N0CKOCTU Kamepbl (Makc.
9x9 cm)

Bpems ycTaHOBNEHNS paboyero

pexvmva 10 muyT

TemnepaTypa 20°C
100 kB (koa-RQR 8 no ctraHaapTy

KayecTBo M3nyyeHus M3K 61267)

5.2.2. Tpoueaypa NpoBEPKN KannbpoBKK

1. BbINOAHMTL NPOBEPKY CTAObMNBHOCTH, Kak OnmcaHo B rnase 5.1 TecTUpoBaHWe CUCTEMBI (NpoBepka
CTabunbHOCTW).

2. Pa3mepbl nonst 06/yYeHNst yCTaHaBIMBAKOTCA Ha Ny/bTe YNpaBieHns WM KoMMaTope.
PeKoMeHZyeTCst KONMMMUPOBATE CpedHee Mo pasMepy nose 06AyYeHrst akTUBHON NOBEPXHOCTM
Kamepbl.

3. Onpegenutb Naowaab 3TafioHHOro nond. Ee pasvep paseH AAOLAAM MOBEPXHOCTU Ha YPOBHE
TOYKM OTCYeTa ([eKM CTONa AN OTCEMBAIOLWEN PEeLIETKI), PACHONOXEHHOW NEPNEHANKYNAPHO
Hanpas/IEHNIO LEHTPa/IbHORO /lyda. 3TO MECTO PacnofioKeHWsA 3Ta/IOHHOro AO3NMETPa.

[ns 60/1ee TOYHOro onpeAeneHns pasvepa nosisi PEKOMeHAyeTcst NoJBepraTb BO3AelCTBI
WU3MyYEHNS] PEHTTEHOBCKYHO NIEHKY WM (hIF0OPECLMPYHOLLWNA SKPaH.

MpY UCMONBb30BaAHUN UPVICOBBLIX AvadparM/KoNMMaTopoB 0/HKHA UCMO/b30BaThes hopmMya
MMOLLAAN NPABN/IbHOre-MHOMOYTO/bHUKA.

PacnonoXmTb 3Ta/IOHHbI AO3UMETP Ha YPOBHE TOUKM.OTCYETA.

3agatb 3KCMO3ULMQHHbIE MapameTpbl Ha My/ibTe YNPas/eHUs 1 BKIKOUYATbL PEHTIEHOBCKYHO TPYOKY.
[na KOppeKTHOr0.CPaBHEHNSA C Ka/IMOPOBKON NPOV3BOAUTENS (CM. Bbille TabnnLy «3TanoHHble
YC/IOBUSI KUIMOPOBKM») «PEHTIeH» AO/MKEH NMPOBOAUTLCA NpW Hanpsbkenun 100 kB.

6. TMocne BKNOYEHNA 06NYYEHWSI CHATbL NMOKa3aHWs,-0Tobpaxaemble Ha 060MX N3MEPUTE/bHbIX
YCTPOICTBAX.

Hanpumep: nokasaHue 3TaloHHOro go3umetpa: 2703 MKIp
KermaX-plus®‘120-160: 33,90 mklp M*

7. CpaBHWTb.3Ta/IOHHYIO BENNUMHY NPOU3BELEHMS A03bl Ha nnowaab () [3TanoHHasa gosa x
3TaNoHHas naowaab noss) ¢ pesynbTatom nameperms npubopom KermaXsplus® 120-160:
100% X 33,90 ‘mMkI'p M

-100% = 0
2703 MKI'p X0.012 v2 100% =4.51%
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[Jaxe ecnn 3HayeHve, n3MepeHHoe ¢ nomoLlsio npubopa KermaX-plus® 120-160, NPeBbICUT 3Ta/IOHHYHO
BE/IMYMHY NPUMEPHO Ha 4,51%, OHO BCe paBHO OyAeT HaxoAuTbCA B Npeaenax AonyCTUMbIX:3HAYEHNIA.
LonyckK, ycTaHOBNEHHbI NPOM3BOAUTENEM, COCTaBNAET +5%.

MPUMEYAHUE BAXXHAA MHOPOPMALIVA

KOMMEHCALNA N3SMEHEHNA MTOTHOCTW BO3YXA

Mpn MCMOMb30BaHNN MOHMN3ALMOHHOM KaMepbl B Ka4eCcTBe peepeHCHO CUCTEMI
peepeHCcHOe 3HaYeHre AO/MKHO ObiTb CKOPPEKTUPOBAHO C YY4ETOM NI0THOCTU
Bo3ayxa {pasgen 6 "Monpaska Ha NNOTHOCTL ecadyKa™).

5.3. lpoBepka apenda nokazaHnm UIMepuTens

5.3.1. MonoxunTtenbHblii gpend

npu OTCYTCTBUN N3NYHEHUSA, a TaKKe Nocsie 06Hy!'leHl/IF| NoKasaHui N3MepUTeENs;-yKasbiBaemMmble
3Ha4YeHnsA He OO0J/KHbI npeBbilaTb YCTaHOB/IEHHOE 3HaYeHne 6051ee yeM Ha 1L eaAnHnLy cHeTa B Te4eHune,
KaK MMHMYM, O4HOro 4vaca.

o UCTeYeHU BPEMEHW YCTaHOBNEHMS Paboyero pexxmuva v BbIMOHEHWST KOMNeHcaumn hoHa
(aKTMBMpYeTCA NporpaMMm1pyemMoin KOMaHol) cnegyeT NpoBeCcTV NPOBEPKY-NOoKasaHUiA n3MepuTens
yepes 15, 30, 45 MMHYT 1 1 Yac nocne OGHyNEeHWs NMOKasaHWUIA, NP1 3TOM 'BO BpeMsi TECTMPOBaHMS Henb3s
cbpacbiBaTb NMoKasaHUA WM BbINOHATE-KOMMEHCUPYIOLLYIO Pery/ivpoBKy.

MPUMEYAHUE BAXHAA MHPOPMALINA

B/IAHUE BHELLHUX YC/TOBUIA

Heobxoaume.06ecneunTb co6t0aeHe TpebyeMbIX paboumx ycnoBuii, B TOM
umncne Henb3s AONycKaTb BO3AENCTBMA BMOPALN, Bbi3biBatOLLEN CMeLLeHne
CUCTEMbI,-a TaKkKe NPUCYTCTBUS BNarn B UBMEPUTENIbHOM 06bEME Kamepbl.

5.3.2. OTpuuartenibHblid gpend

MNpoBecTn TeCTMpOBaHKe CUCTEMbI (CM, pa3gen 5.1, TecTupoBaHve cucTemsl (Mposepka
CTabunbHOCT)) U NOBTOPHO BbINO/IHUTL TECTOBbLIE U3MEPEHNUSA C MHTEPBA/IOM B 5 MUHYT. [lOKazaHuA
npubopa He LO/MKHbI OTKIOHATLCA APYr OT Apyra 6onee yeM Ha 2%.

Mo UcTeyeHUn BpeEMEHM YCTaHOBEHMSA PaboYero pexxnumMa v BbiNo/IHEHUS KOMMeHcauuy oxa
(akTMBMpYyeTCa NporpaviMMpyeMoil KOMaHAOoM) cneyeT NPOBECTM NPOBEPKY NOKasaHWUi U3MepuTens
yepes 5, 10, 15 1 20 MUHYT NOCNe UHULMAIM3ALMN OUAFHOCTUKN CTabUNbHOCTN.
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5.4. VNlHTepBanbl npoBeneHns NPoOBEPOK N TECTOBLIE
[,0MYyCKN

Pagyonornyeckast 1 afekTpuyeckas KaimbpoBka nsmepuTens npousBeaeHns 403kl Ha naowaab
BbIMOSTHSAETCA Ha 3aBOAe KomnaHun IBA Dosimetry nepeg, OTNpaBKol n3aenns notpedmtento.

MoBepka nprbopa MOXET ObITb BbINOMIHEHA KBA/IM(IMLMPOBAHHLIM CMEeLYasMCTOM B MecTe
MCMONb30BaHNSA U3MEpPUTENA WM B METPOJIOTMYECKOW nabopatopun komnaHuy IBA Dosimetry.
loBepoYHOE 3HaYeHNe CoOXpaHAETCs B Kamepe.

[ns o6ecneyeHnst (yHKLMOHANbHbLIX XapakKTEPUCTVK U3MEPUTENS A0/MKHbI PEryNISIPHO NPOBOANTLCS
cneayoLe NpoBEPKU.

PeKoMeH/yeMblil rpadmk NpoBeAeHNs MPOBEPOK 1 TECTOBbIE AOMYCKY;

Tun npoBepKn MepuoAWUHOCTL Jonyck
Mpn.Texo6cnyXmMBaHUN 1 Npy
OUEHOYHbIE U TEKYLLME UCTIbITAHMS  3HAYMMbIX MOANPUKALIMAX +20%

PEHTTEHOBCKOro annapara

MpoBepKa CTabubHOCTY

+209
(TecTupoBaHne cuCTEMBI) Eegecauto y20%

e MpN yCTaHOBKE
MNosepka ' Kaxable 2 roga 5%
e T0C/Ie KaXO0ro pemMoHTa

1 egnHunua cyeta npu

npoBepKe Ha

MONOXUTENbHBIA Apeid
Lpeid nokaszaHwmi Mpn TexobcnyXmBaHUM noKasaHui

2% npu NpoBepKe Ha

oTpuUATENbHbIA Apend

NoKasaHwui

MPUMEYAHUE BAXXHAA MHOOPMALINA

PEFAAMEHTHbIE NMPOBEPKN

CBeLleHMs O pPernamMeHTHbIX NPoBEPKax NPUBOAATCS 3[4eCh TO/MbKO B KauecTBe
pekomeHaaumn. HeobxoAMMO M3yYnuTb 1 CO6/I0AaTh TPE6OBAHNS HAMMOHAbHbIX
1, MeXayHapOoAHbIX HOPMATUBHbIX IOKYMEHTOB, AeCTBYOLME B CTRPaHE
1CNONb30BaHMS, a TakKe MECTHbIE NpeanucaHns no obecrneyeHuto 6e30nacHoOCTy.

5.5. lNoBTOpHaa kannbposka
MPUMEYAHUE BAXXHAA NH®OPMALNS

NOBTOPHAA KATMBEPOBKA

KanmbpoBouHble 3HaUYEHNS credyeT U3MEHSATh NNLb BIUCKMOUNTENbHBIX ClyYasix,
Kor[a 3To eicTBUTEABHO onpaBaaHo. KasmbpoBka M3MEPUTENS NPoun3BeaeHUs
[103bl Ha N/IOWL@ b BEMOMHAETCS NPOU3BOAUTENEM, U CEPTUHMKAT,
MOATBEPXAAOLLMIA €€ NpoBeAeHNe, BXOAUT B KOMM/IEKT NMOCTaBKMW.

MPUMEYAHWE BAXXHAA NHOOPMALINA

MNOJIb3OBATE/NO HE PA3PELLAETCA N3MEHATH 3ABOACKYHO
KATMBPOBKY

Monb30BaTENO HE pa3peLlaeTca U3MEHSTb 3HAUEHWS 3aBOACKOM KasnmbpoBKy
Kamepbl, MOCKO/IbKY OHW XPaHATCA B MUKPOCXeme namMsaTh kamepbl. MoXHO
N3MEHSITb TOMbKO NMOMNPaBOYHbIA KO3huumeHT DAP.
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npy NOBTOPHOW KasIMbPOBKE U3MEPUTENS MOXHO HAaCTPOUTL NIOCKOCTb, B KOTOPOW M3yyeHne 6yaet
nagatb Ha nauueHTa npy HaImyum NornowaoWwmx MaTtepuanos {HanpumMep, AeKOPaTUBHOM KPbILLKY),
MOCTOSHHO WM BPEMEHHO YCTaHOB/EHHbIX MEX/y WOHU3ALWOHHOW KaMepoi 1 nauyeHToM.

Mpoueaypa onpeaeneHns nonpasoyHOro Koap@uLMeHTa B JaHHOM c/lyyae, B OCHOBHOM,  @HaslormyHa
TO, YTO GblNa onucaHa B pasgene 5.2.2 "Mpoueaypa NPoBEPKM Kanmbposkn”. 15 KoppekLmm
OTK/IOHEHUS, BbISIB/IEHHOTO MPU NPOBEPKE Ka/IMBPOBKKN, HEOOXOAMMO CYATATL Y MOBTOPHO BbIYNC/IUTD
NonpaBoYHbIi KO3thmLmeHT DAP. HOBbI BbIMMCNIEHHBIA KOIDMULMEHT COXPaHAETCA. [0 KOMaHae
nporpaMmHoro obecriedyeHuns. MNoapo6HyY MHPOPMALMIO CM. B COOTBETCTBYHOLLEM A0KyMeHTe EDS
(Electronic Datasheet - 3neKTpOHHble TexHUYeckue AaHHble) CAN.

MpumMep ¢ oTKNOHeHneM +4,51% (cm. rnasy 5.2.2 "Tpouesypa NpoBepKn Kanmbposki™):
CunTbiBaHME NOMNPaBOYHOrO KoaguumneHTta; 1,00 (3Ha4eHre No yMOIYaHMIO)

100%
- : = 0,957
KoappnumeHT oTknoHeHnss Kermax-plus®; (100%+4,51%)

HoBbIin nonpaBoyHbIn-KO3hhmumMeHT DAP: 0.957 x 1,000,953
MPUMEYAHWUE BAXHAA NHPOPMALINA

KOMMEHCAUNA-U3MEHEHNA MNTOTHOCT BO3AYXA

Mpy MCMOMb30BaHUN MOHU3ALMOHHONM KaMepbl B.Ka4ecTBe ped)epeHCHON CUCTEMDI
pedepeHcHOe 3HayYeHre J0MKHO ObiTb CKOPPEKTMPOBAHO C YYETOM M/IOTHOCTU
Bo3ayxa (pasgen 6 "lNonpaBka Ha NNOTHOCTL BO3ayxa").

NPVMEUYAHME  BAXHAS UHGOPMALIWS

OTK/OHEHNSA OT PACYETHbIX PE3Y/IbTATOB N3MEPEHUIA

B cnyyae Habno4aeMbIX 3Ha4YMTENbHbIX QTK/IOHEHWIA OT pacyeTHbIX pPe3ynbTaToB
HeobxoAnMMmo y6eanTbCS B OTCYTCTBUM AOTMOMHUTENBHOMO MOM/IOWEHMS B MyYKe
(HanpumMep, CTOMELWHWLbI, AOMOMHUTENBHBIX (DUNLTPOB). Kpome Toro, cnepyet
y6eauTLCS B TOM, YTO YCTaHOB/IEHHbIV-ONPaBOYHbIN KO3 puuneHT DAP ans
KermaX-plus® 120-160 coOTBETCTBYET KOHCTPYKLMM CUCTEMbI.

MNPEAOCTEPEXEHUNE

OTBETCTBEHHOCTb 3A OUEHKY OAHHbIX

Mpubop KermaX-plus® 120-160 BCTpanBaeTcs B CUCTEMY U UCMOAL3YyeTCA Ans
¢bopa JaHHbIX 0 Npom3BedeH-03bl Ha nnowans (DAP); npoussoauTesb HeceT
MOJIHYHO OTBETCTBEHHOCTb 32 KPUTUYECKYHO OLIEHKY pPe3y/ibTaTOB-Kaxaoro
N3MepPEeHUS.

AOBHNMAHWE
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6. NTOMPABKA HA NMNTOTHOCTDL
BO34YXA

M3mepuTens DAP BbinycKaeTcs CO BCTPOEHHbIM AATYMKOM (TemrnepaTypbl U AaBfeHNA. Bo3ayxa) Ans
aBTOMAaTUYECKON KOppeKLmn (hyKTyauuil B MIOHN3ALWMOHHON Kamepe, Bbi3BaHHbIX NIOTHOCTHIO BO3AyXa.

Ecnu aTa (hyHKUMS He BK/OYEHA, TO NO/b30BATE/NO HEOBXOAMMO BbINOMHWUTL NPOLEAYPY, ONUCaHHYH B
cnefytoLleli rnase.

6.1. dnyktyauun MIOTHOCT/ Bo3ayxa B MOHU3ALMOHHOW
Kamepe

BennumHa MOHU3aLMOHHOTO TOKa NPONOPLUOHA/IbHA NIOTHOCTY BO3AyXa B U3MEPUTENIbHOM 06beMe
VIOHU3ALIOHHO Kamepbl. COrnacHo TEPMUYECKOMY YPABHEHMIO COCTOSIHWS Mea/IbHOMO rasa NnoTHOCTb
BO34yXa P MPONopLMOHa/ibHA YaCTHOMY QT [IeNIeHNs AaB/eHNst p Ha Temnepatypy I OTcioga cneayer,
YTO MOMPaBOYHbIN KOIPMULIMEHT HA M3MEHEHME MIIOTHOCTU BO3/yXa MOXHO paccunTath Mo hopmyne;

kp = (Polp)- (T/TO)
STa/IOHHbIE 3HAYEeHVS JaB/IEHUS 1 TEMAEPAaTYpbl BO3OyXa:

po = 1013 rMa
To = 293,15K

B cnyyae HEO6GX0AMMOCTM MOXHO MCNO/b30BaTb 3HAYEHWE KD [/15-BblYMCNIEHNS MONPaBKM Ha NMOKasaHMs
“3MepuTenst NPoV3BeAeHNs A03blk-Ha MNoLA/b;

Ddap ~ frdap ' "p

Hanpumep, npu Temnepatype-T = 23°C u gasneHnn Bosayxa p-=-990 rlla nonpaska Ha nokasaHue
n3meputenss Mdap coctasunT-3.4%.

6.2. O630p KOppeKkunn

Brarofaps BCTPOEHHOMY AATUMKY KOPPEKLWN MI0THOCTW, BO3AyXa 1 perympyemsiMm petepeHCHbIM
JaTuvkam, onsa 60/blIER TOYHOCT MOXHO PEKOMEHA0BATL MONPaBKy Ha NIOTHOCTbL BO34yXa A4
Kamepbl n/vunn pedepeHcHoro Jarymka.

Kamepa DAP
BK/IIOYEHHbIA'BECTPOEHHbI BblK/TOYEHHBII BCTPOEHHbI A

naTynkK naTunk
PedepeHCHbIi gaTtumk
Koppekuus 3HaveHns DAP-
KavepbP

Koppekuus 3HavyeHns DAP-
KamepblKoppeKkuus 3HayeHus
pediepeHcHon Kamepbi®

MonynpoBOAHMKOBbIN AaTUMK 6e3pneincTeyer

KOPPEKLYAS 3HAYEHMSA

VoHun3aumoHHas kamepa pedhepeHeHOl Kavepbi

I' VI3amepeHue TemnepaTypbl BbIMOMHSAETCA HA MaKCMaibHO G/IM3KOM PacCTOSIHUM OT COOTBETCTBYIOLLIEN
Kamepbl.
Kamepa KermaX-plus® tun 120-160 | Koppekuusa nnotHocTu Bo3gyxa |29
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7. Ob6cnyXuBaHne N TexHUYeckas
noaaepxka

7.1. 'apaHTnd

7.1.1. O6bwas nHpopmauunsa

KomnaHust IBA Dosimetry rapaHTupyeT 6e30TKasHyt0 paboTy cucTembl KermaX-plus® v cBs3aHHbIX C
Het0 BCMOMOraTe/IbHbIX YCTPOICTB B TeYeHMe rapaHTUIAHOIO nepuoa, pasHoro 12 mecsauam. B ciyvae
06HapyxeHusa aedeto-o8 IBA Dosimetry NnpuMET peLleHne 0 PEMOHTE W 3aMEHE CUCTEMbI.

K rapaHTuiiHoMy Tpe6oBaHUIO A0/MKHA NpuiaraTbes cneayroLias MHpopmauus:
> OnMcaHWe HencnpaBHOCTYU

> fata MoKymnku

> HOMep Moaenu uspenus

> CepWiiHbIA HOMep n3aenus

CTOMMOCTb YMaKoBKY M 06paTHOI A0CTaBKM TOBapa Npov3BOAUTESIO OfiffaunMBaeT Bnaaenel, usaenms,
€C/IN UHblE YCIOBUS He COrMacoBaHbl B MUCbMEHHOM BUZE [0 OTrPY3K:

JMo6Goi yuiep6, HaHeCeHHbIi ToBapy-B NPOLIECCE ero BO3BpaLleHUsl POVU3BOAUTENIO, OTHOCUTCS Ha CYeT
Bnagenbua n3aenus. Mpu nonyyeHnn ToBapa NpoU3BOAMTENb NPOBOANUT NPOBEPKY A1 NOATBEPXKAEHMS
MPVYMEHNMOCTI YC/IOBWI rapaHTUM-K AaHHO npoGneme. B cryyae-Ux HEMPUMEHUMOCTY BnagesnbLy
6y[eT HanNpPaB/IEHO LIEHOBOE NPEA/IOKEHNE HA PEMOHT.

YcnoBus 3Toli rapaHTM He BAUSIOT Ha 3aKOHHble NpaBa Bfafdenblia ToBapa Mo AeiCTBYHOLEMY
HaLMOHaIbHOMY MMM MECTHOMY, 3aKOHOAATENbCTBY WM €70 NPaBe Ha nogady NpPeTeH3nin MeCTHOMY
MOCTaBLLVKY, BbITEKAIOLLEE M3 I0roBOpa Kynm-npoaaxun. MpeTeH3nm Takoro poaa A0/MKHbI 6biTh
afjpecoBaHbl MOCTABLUVKY.

YCOBEPLIEHCTBOBAHMS, U3MEHEHWS WM PEMOHTHbIE PAb0Tbl MOMYT BbINOMHATLCS TONbKO KOMMaHuen IBA
Dosimetry GmbH w1 06yy4eHHbIM nepcoHasioM, 06/1a4atoWmm AOCTaTOuHbIMU 3HAHUAMW W HaBbIKaMu, U
YMNOMHOMOYEHHbIM KOoMAaHuen IBA Dosimetry GmbH.

IBA Dosimetry HE HeCET OTBETCTBEHHOCTU 3a y6bITKI/I, BO3HUKLUME B pe3y/ibTaTe NCNOML30BaHNA WA
JKcnayataynn nsaenna Cnoco6oM, He pa3peLlleHHbIM _NPOon3BoANTENIEM.

7.1.2. OrpaHuyeHua rapaHTum
[apaHTNA He pacnpocTpaHAeTCa Ha clefyloLlee;
> [Nepuognyeckue NpoBepKu, KaMGpOoBKY Wik PohnIakTUYecKoe 06CyXnsaHme

> [ethekTbl, BO3HUKIINE B pe3ynbTaTe U3MEHEHW, caenaHHbIX 63 NMMCbMEHHORO paspeLleHus
M3roToBUTENS

> TloBpeXAEHNS, BO3HUKLINE B pPe3y/ibTaTe HOPMa/IbHOro M3Hoca

> T[loBpPEXAEHVS, BO3HMKILME B PE3Yy/bTare HEMpPaBWIbHOIO VMCMO/b30BaHUS UM 06paLlgHus,
BK/IH04as!, MOMUMO BCETO NPOYEro, NOBPEXAEHUs, Bbl3BaHHbIE NAAEHNEM UM HeNpaBUIbHOM
YCTaHOBKOI U3aenws

> Yiuep6 OT HecyacCTHbIX ClyyaeB, aBapuid, CTUXUIMHBIX 6eCTBUIA, HAXOAALMXCA BHE KOHTPO/IS
NPOV3BOAMTENS, BK/OYas, NOMUMO|BCEr0 NpPoYero, yuiepb OT noxapa, yaapa MOoHWu,
06LLeCTBEHHbIX 6ECNOPAAKOB M HEHAA/1eXALLEA BEHTUISALMM

> " TloBpexaeHuns, HaHeceHHble B(IPOLecce TPaHCMOPTMPOBKM 060PYA0BaHMUS
>\ " OetheKTbl, Bbl3BaHHbIE HENPABW/IbHOM YUCTKOW YCTPOICTBA
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MPUMEYAHWE BAXXHAA NH®OPMALNA

NMPUMEHEHWE YCTAHOBUBILENCA MPO®ECCMOHAIbHOW MPAKTUKN

OEM-npousBoauTeNb HECET OTBETCTBEHHOCTb 3a COG/IIOEHIE YKa3aHWi,
NprBeZEHHbIX B laHHOM pykoBoacTBe OEM, 1 3a cobnofieHne ycTaHoBMBLLEIACS
NPOECCUOHA/IbHOV MPaKTVKU C LIE/bI0 06eCNeYeHns UCMPaBHOr0,COCTOAHNS
yCTPOIACTBA U €ro NPaBWIbHOIO MCMO/Mb30BaHNA 3TO PYKOBO/ACTBO. HE
npeiHa3HaueHo /19 KOHEUHbIX Mo/b30BaTeneil.

7.2. O6cnyxumnsBaHne KermaX-plus® 120-160

Mpubop KermaX-plus® 120-160 He coaepXuT 06CyXXMBaeMble Mo/b30BaTe/lEM KOMMOHEHTbI, KOTOpble
MOTYT ObITb OTHECEHbI K KATErOpUM 3aMEHSIEMbIX MaTePUasIoB. VICTOUHUK NUTaHWS-M Kabenu MoryT ObiTb
3aMeHeHb! B /11060€e BPemMs, MOCKO/bKY 3TOT KOMIMOHEHT HE OKa3blBaeT HVKAKOrQ-BAVSIHUA Ha KasIMOpPOBKY.

Mpnéop KermaX-plus® 120-160 paccumtaH Ha OMTeNbHYI0 1 6e30TKasHyto cayxby, 1 He TpebyeT
cneumanbHOro o6enyxueaHus, B cnyyae obHapyxeHUs fedekTa n3genus He-cieayeT nbitarbes
OTPEMOHTUPOBATb €ro. BMECTO 3TOro HEMCAPABHLIA KOMMOHEHT AO/MKEH ObITb BbISIB/IEH M 3aMEHEH MpK
MOMOLLM YNO/IHOMOYEHHbIX U KB/TMPULIMPOBAHHBIX MHXEHEPOB MO 06CNYXXUBAHWIO.

BHUMAHWE NMPEAOCTEPEXEHUE

3ANMACHbBIE YACTW

Mpn 3ameHe Nto6oI YacTM HeOGXOAVMO OTK/HOUNTH)NITAKOLLEE HAMPSHKEHNE W
OTCOEAVHWTbL BHEILIHUIA KaGenb NUTaHUs OT CUCTEMbI.

NMPUMEYAHWE BAXHAA NH®OPMALNA

MECTOHAXOXAEHWE JAHHbLIX KANTVUEPOBKW

3aBoACKMe. KanIM6POBOYHbIE 3HAYEHUS XPaHATCS B MaMATV Kamepsbl U He MOryT
ObITb U3MEHEHBI NO/L30BATENEM.

7.3. YncTtka n ge3nHdgekums

BHewwHWe yacTn npubopa-KermaX-plus® 120-160 cneayer-TwaTeNlbHO 0YMLLATL MSATKO CyXOW TKaHbHO
6e3 nbin. Mpu HeOBXOAMMOCTI NPUOOP MOXHO OUMLLATH MSAMKOM TKaHbt 6€3 Mbl, CMOYEHHON
HebOo/bLWMM KONMMUYECTBOM: YUCTOrO CnupTa. H B KOEM CAyYae Hesb3st NPUMEHATb XUMUYECKNE YUCTALLME
BeLlecTBa wWm apyruesmatepuasnbl. Bo Bpems YnMcTkM HeO06XxoaAMMOo cob/ofaTth cneaytoLie TpeboBaHus:

> [epepd uicTKoMnn ae3unHdekumein Heobxoamvo-BbIK/THOUNTD cuctemy u oTCcoeaAnMHNUTL
nuTaloLLLee HarpshkeHue.

> 3anpeljaeTca-pacnbiiaTb HA CUCTEMY YACTALLUE pacTBOpbl. He AonyckaTb nonagaHus XuaKocTen
W YACTALLMX PaCcTBOPOB BHYTPb CUCTEMbI, TaK KaK 3TO MOXET MPUBECTY K NMOBPEXAEHMIO
0bopyaoBaHusi.

> Bce 4aCTU,-KOHTaKTUPYHLLME C NALMEHTOM, HEOOXOAMMO OUMLLaTL Nepes, Kakabim
1CMNoNb3oBaHNeM. HeobxoAMMO oUnLLAaTh.YACTM BIXKHON TPSNKON WM MCAOMAb30BaTb MPK OUYMCTKE
YMCTBIA.CANPT.

> 3anpetaeTcs K1cnosb3oBaTb abpasvBHLIE YMCTSLLME BELLECTBA, OPraHUYECKME PACTBOPUTENN W
YMCTALIME BELLECTBA C NATHOBLIBOAWUTENAMM U T.4, 13-3a BO3MOXHON HECOBMECTUMOCTY
MaTEPNasIoB.

> [e3vHguumpyrowpme aspo3onu, Kak npasuio, He NPUMEHSIOTCA. A3p030/1b MOXET MonacTb BHYTPb
CUCTEMbI, BCNeACTBME YEro HEBO3MOXHO OyJeT fanee rapaHTUpPOBaTh XapaKTepUCTUKM
6e3onacHoCTH.

> (LA3p030/11M MOTyT NOBPeAUTb 3MIEKTPUYECKME YacTV Win 06pa30BBLIBATbL /IErKOBOCIIAMEHSIHOLLYHOCS
BO3/YLLUHYO/NapOoBY0 CMECH.
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> [le3avHhuLyMpytoLLMe BeLLecTBa Ha OCHOBE (DeHO/a 1 COCTaBbl, BblAENSIOLME X/0P, MOFYT-0CabuThb
MaTepuabl 1, Kak NPaBusio, He PEKOMEHIYHOTCS.

7.4. TIONCK N yCTPaHEHNE HEUCTNPABHOCTEN

Hwxecneaytowas Tabamua no novcky M ycTpaHeHW0 HEMCNPABHOCTEN MOXET NOMOYb B.PELLeHUN

npo6nem.

Mpobnema
WHTepelic He paboTaeT

OTobpaxaeTcs HeBepHoe
3HauyeHune DAP

Mpy n3nyveHnn nopcyet
DAP He npoussoauTcs.

Mpou3BO/bHbIN NoacHeT
6e3 n3nyyeHns

3Ha4yeHns TecTa
N3MEHUIUCH

OwnbKa KambpoBKM

BO3MOXXHble MPUYUYNHDI

1. TpoBepuTb BHYTPEHHWE COEAVHEHNA MyTEM OTK/IIQHEHUSA 1
MOBTOPHOrO NOAKHOYEHNS Kabenel.

2. [lpoBepuTb CBA3bL C APYrMM KOMMLIOTEPOM W NPUIOKEHNE
nHTepdeiica.

1. TpoBepuTb NPaBUILHOCTb MPOXOXIEHWS MyyKa. PEHTTEHOBCKIX NTyyeit

yepes Kavepy.

MpoBepUTL  HACTPOIKM pasvepa Nnosis.

Y [anuTb AONONHUTENbHYO DUNLTPALMIO.

CpaBHWThL OTOGpPaKaeMble 3HAYEHUS C MOKA3aHMAMY HEe3aBICMMOTO

[l03MMEeTPa, KaK OMn1caHo B NpoLeype NPOBEPKU.

5. ECMM H4 O[HO 13 BbILIEONMCAHHbBIX CPEJCTE He MOMOI/I0, BEPHYTb
Kamepy-Ha 3aB0o/, N8 06CNYXMBAHNA U PEMOHTA.

MpoBepUTL OTBEPCTME KOMIMMATOPA.
MpPOBEPWTL NOAKOYEHNS U MUTAHNE KaMepbI.

1. TpeBepuTb BNAXHOCTL B Kamepe. [1pocylwnTb B Te4eHne 24 4yacoB U
MOBTOPUTL MOMbITKY.

2. APOBEPUTL 3NEKTPUYecKme nomexu. MNpyu HeobxoAMMOCTH, Bbl3BaTb
NHXXeHepa Mo 06C1y)XXMBaHWIO.

1.~ FlpoBepuTb, He CAINLIKOM /1 BLICOKA WM CIULIKOM HK3Ka
Temnepartypa OKpyXatoLLein cpegp!.

2.\, [oBTOPWTbL NPOBEPKY MPU AOCTURKEHNM HOPMasbHOW paboueii
Temneparypbl.

1. MpoBepuTb HanMune AONOAHNTENBHOMO NOTNOTUTENS B NyYKe;: M
yAanTb €ro.

2. MpoBepuTb, UCMOMb3YETCA VN MyHOK TaKOrO Xe KayecTBa, Kak 1 npu

1 npegplayLieli KannbposKe:

o

N

7.5. MpoBepka 6e30MacHOCTH

Hukakmx mep, HeoBX0AMMbIX ANA noAfepxaHns 6a30B0r 6e30NacHOCTM B TeYEHNe OXUAAEMOro CpoKa
CNyX0bl, He NpeAyCMOTpeHo. [laHHoe n3genvie He TPEOYET NpoBepkn 6e30nacHOCTU

7.6. YTuamsauma n nepepaboTka

B cocTaB 3TOr0-U3MepUTENILHOTO YCTPOICTBA M €F0 KOMIMOHEHTOB BXOAAT 3/1EKTPOHHbIE MOZY/N.

NMepepaboTka

Hukakan 13 BblleyKa3aHHbIX GeTaIeil He [0/MKHa BblOPachiBaTLCA B O6LLYHO
CUCTEMY yAa/IeHNs OTXOA0B 3[aHns Wi 60bHULBI. HeobxogyiMo cobnogaTb Bce
MECTHble NpeanvcaHns, peryanpyoLLme NopsaoK yTuamsauumu nogso6Horo
o6opyaoBaHusA. KoHeuHbIli RONb30BaTelb HECET OTBETCTBEHHOCTDL 3a
co6/I0aeHNE BCEX MECTHbIX MPaBw, KacatoLLmXca BbIBEAEHWS YCTPOMCTBa U3
akcnyaraumm. Utobbl He HaHecTu yLepb OKpyXxatoLLein cpese nnnm nsbexarb
HeCc4acCTHOro cnyyas, a’Takke ecniv OTCYTCTBYET BO3MOXHOCTb NnepepaboTku
MPOAYKTa B 3/IEKTPOHHBIE, OTX0Ab! B KOHLE €ro >XU3HEHHOTO LMK/,

pekoMeHAayeTCs BEPHYTL usaenne komnaHun IBA Dosimetry GmbH, koTopas
06ecneymnT ero sKoAOFMYecK 6e30NacHyo yTUIN3aLuto:
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B LeNAX cobnoaeHnst TpeboBaHMsA 3aKoHOAaTeIbcTBa 06 3KOM0MMUYECKOn COBMECTUMOCTY NMPOAYKLMM
{3awmTe NprpoaHbLIX pecypcoB, NpefoTBpaLleHn 06pa3oBaHns OTX0A0B), KOMMNaHWA NpuiaraeT yeums
[ANS NOBTOPHOIO MCMO/Ib30BaHNA KOMIMOHEHTOB M 1X BO3BpaTa B MPOM3BOACTBEHHBIN LK. KomnaHus
rapaHTMpyeT (hyHKLMOHNPOBaHNE, KaYeCTBO U CPOK C/YXObl 3TMX KOMMOHEHTOB 3a CYEeT NpoBeAeHNs
KOMIM/IEKCHbIX Mep MO 06ecneyYeHnto KauecTBa, Kak 1 Ans HOBbIX KOMNOHEHTOB 3aBO/CKOrO
N3roTOB/EHNS.

Mpubop KermaX-plus® 120-160 coaepXxnT maTepuasbl, KOTOPbIE MOTYT MPUYUHUTL YLLEPO OKPYXatoLel
opefe. MoaTomMy He06X0AMMO 06ecneunTb Hagexallyro yTunmsauuo npnoéopa KermaX:plus® 120-160
B COOTBETCTBMM C HOPMaMM HaLMOHa/IbHOTO 3aKOHOAATeIbCTBA U B LieNAX 3alimTbl OKPY)XXaKOLLEN cpedbl.
3710 TpeboBaHe MOXET 6bITb BbINO/IHEHO MyTeM Bo3Bpara npnéopa KermaX-plus®.120-160
MPOV3BOAUTEIO.

Vcnonb3yemble matepuassi:

YacTtb MaTtepuan
ONEKTPOHHbIE KOMMOHEHTbI FR-4
3awnta 3/1eKTPOHHbLIX KOMMOHEHTOB OLMHKOBaHHbIN Kopryc
Matepuan kavepbi Kertax Bﬂ(;)fll'IOI/IKIL?6OHaT; nonueHNNEeHaup; yrnepogHoe
BHyTpeHHwuin kopnyc KertaX ANOMUHWIA, Meab
BHewwHwin kopnyc KertaX Monukap6oHaT; yriepeaHoe BOSIOKHO
BUHTBI BopoHeHas ctanb

7.7. TexHn4deckas mogaepxka

Ecnm Heo6xoauMo NONyunTb TEXHUUECKYIO NOAAEPKKY, CneayeT ¢Bg3aTbCs C OTAE/IOM 06CYXMUBaHUS
KMEHTOB KOMMaHun IBA

EBpona, bamxHuii BocTok, CUWIA, KaHapa, JlaTnHcKas A3MaTCKO-TUXOOKEaHCKUIA PernoH,

Adpuka Amepuka ABCTpanuna, Hosada 3enaHgus

IBA Dosimetry GmbH IBA Dosimetry Amepuka IBA KuTtaii

OTpen ob6cnyxueaHua KNneHTos, 3150 Stage Post Drive Dosimetry Department

Bahnhofstrasse 5 Suite 110

DE-90592 LWIBapueH6pykK Bartlett, TN 38133 No. 6, Xing Guang Er Jie,

FepmaHus CWA MNeknn OPTO-Mechatronics
Industrial Park(OIP)

TenedoH; +49 9128 607,911 TenedoH: +1 786 288 0369 Tongzhou District, Beijing 101111

3n. noyra: 3Nn. noyrta: Kutalickaa HapogHas Peeny6nunka

service-emea@iba-group.com service-usa@iba-group.com

TenedoH: +86 10 80809288

dn. nouyTa:

service-apac@iba-group.com
B cucteme mMeHepKMeHTa KayecTBa KoMnaHuiy 4BA Dosimetry GmbH npegycMoTpeH nopsiaok
paccMOTPeHUd NOMYHYEHHBIX peknamaLiyn.

Bce npeTeH3uwm cneflyeT HanpaBsTb Mo yKasaHHOMY Bbille afipecy.
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7.8. MNMpepctaBneHmne xanob

B cucteme meHempKMeHTa KavecTBa KomnaHum IBA Dosimetry GmbH npegycmoTpeH nopsgok
PaccMOTPEHUSI NOMYYEHHbIX peknamauuii.

Monb3oBaTeNb JO/MKEH HaMpPaBAATb BCe Xanobbl Ha cUcTeMy 1l060MY NpeacTaBUTeNto KorvnaHim IBA
Dosimetry GmbH wnm HenocpeCTBEHHO MO BbllLEYKa3aHHOMY afpecy.

7.9. Bo3BpaT usgenuin ona pemMoHTa

YCTaHOB/EH CreAyHoLLyii NOpsI0K A0CTaBKM 060PY/A0BaHMS Ha 3aBO/I-M3rOTOBUTESb.C LIE/bI0 PEMOHTA:

> (CBA3aTbCA C KOMMaHWEN Mo 3/1ercrpoHHO noute, TenetoHy win akcy, no BbitleykazaHHOMY
afipecy v U3noxutb Npobremy.

> KomnaHus peructpupyet obpalleHune B CBOEN cucteme v co3gaet Homep gopmbl RMA
(PaspelueHne Ha BO3BpaT marepuana).

> KomnaHus oTnpaBnseT (popmy Mo 3n1eKTPOHHOM MouTe, hakcy Win no noute.
> OTnpaBWTb KOMMaHWM KOMMOHEHTbI, lEPeYnceHHbIe B (hopme.

> [locne 3TOro KOMNaHWst He3amea/IMTENbHO MHAOPMUPYET OTNPABUTEAS O NOYUYEHUN U3LENUS 1
3aTem coo6LiaeT eMy pacyeTHble CPOKV PEMOHTA.

> [lo TpeboBaHUIO GyAeT cocTaB/eHa CMeTa, U Nnoc/e YyTBepXaeHus nagenve oyaeT oTnpasneHo
0bpatHo.

Kamepa KermaX-plus® tun 120-160 |CepBuC M TeXHUYeCKasa nogaepxxka |35
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8. TexHUUYeckne xapakTepUCTUKU

BHUMAHWE NPEOOCTEPEXXEHUE
MAKCUMAJIbHOE MPON3BEAEHME MOLHOCTW A03bl HA FANOLWAAb

3HayeHne MakcMasibHOro Npom3BefeHNst MOLWHOCTY A03bl Ha_AOLLaAb He
[OMKHO npesblwaTs 6500 MKIp/m2/c.

8.1. Xapaktepuctmkm KermaX-plus® 120-160,EAS

MapameTp XapakTtepucTmka
KayecTBo mn3nyyeHus 40 - 150 KBn (cpeHenvKoBOe aHOAHOE HanpsXXeHue)

SHepreTnyeckas 3aBMCUMOCTb B
AvanasoHe 40- 150 kB

SKBMBA/IEHT MO OCNabIeHNI0
NOHM3ALIMOHHON Kamepbl
n3mepuTens

>  JKBMBaNEHT ocnabnexus Al

> OKBUBAEHT C/1051 MOMOBMHHOIO

ocnabnexus Al
(MeTop nsmeperHus IEC 60522-1)

8 %

0,18 mm AL/ 70 kB/ 2 mm Al
0,10 mm AL/ 70 KB/ HVL 2,5 mm Al

[yanas3oH MOLLHOCTV KEPMbI B

BO3Ayxe 12 mkI'p/c - 2 plc
(B nnockoCcT M Kamepbl)
AvanasoH nvepeHmi 0.1 -42949672,94 MKIp W’

MpOou3BEAEHNs 403bl Ha NoLadb

PaspelueHve MHAULMPYEMbIX
3Ha4YeHWn npou3BefeHVst 4osbl Ha 0,01 MKIp MM

nnowaap
JInHeliHOCTb Npou3BeAeHUs 403bl Ha <10 MKTP M 5%: >-10 MKTp-M" 2%

nnowaab

[JvianasoH nsmepeHuii )

Eggﬂf:'gfe"'m MOLLIHOCT A03b1 Ha (Iz/’légc, I?V?I? ([)1 I\/Irllfll,rpl/lm,l'\l/)(/:ﬂbc nsnyyenns 3,2 mc] 13000° mkIMpm?c
El?osggcuiar%ui%ﬂ CMOeO6HOCTb Mo 0,01 MK MG

JInHeliHocTb ckapocTn DAP <1 mklp w¥e.5%: S 1 MkI'p M~ c2%

MuHMMaIbHOE BpEMSA pasfpadkeHnss > 0.1 MC

VICTOYHMK NnTaHns +15... +24 B nocT, ToKa +20%, < 100 mA

MoTpebnsemMast MOLLHOCTb <3Br

Bpewms ctabunmnsauuu 10 MVH

orvaLonwon e 4108310%

AKT/BHas 30Ha OKpyXHOCTb gnaMeTpom 115mm

Pasmep-nosns 06syyeHns 69 mv* - 9500 mwm*

PacCTosHne mMexay anetaspogamMn 46,5 Mm

WnTepdeiic cBs3n CANopen, 125/500 k6uT/c

Kamepa KernnaX-plus® tmn 120-160 1TexHn4eckme xapakTepuctuku i37
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8.2. Xapaktepuctmkm KermaX-plus® 120-160 MFD

MapameTp XapaKkTepuctumka
KayecTBo n3nyyeHuns 40-150 kBn (cpegHenvnkoBoe aHOAHOE HanpshKeHUE)

SHepreTuyeckas 3aBUCMMOCTb B
AunanasoHe 40- 150 kB

OKBUBA/IEHT MO 0cNabneHnto

MNOHU3ALMOHHOM KaMepbl

vsmepuTens 0,30 MM AL/ 70 KB/ 2 Mm Al

>  3JKBMBaIEHT ocnabnexms Al '

> 3keuBaneHT cnos nonosunHoro 0,15 MM AL/ 70 KB/ HVL 2,5 mm AL

ocnabneHuns Al
(MeTopa namepeHusa IEC 60522-1)

8 %

[yana3oH MOLLHOCTW KEPMbI B
BO3/Iyxe 12 mKEp/c - 2 'plc
(B NNOCKOCT U Kamepbl)

[nanasoH n3mepeHuin
NPOu3BeAEHNSA A03bl HA NNOLWaab

PaspeLueHne UHAULMPYEMbIX
3HaYeHuUli npov3BeaeHns Ao3bl Ha 0,01 MKMpmA

0.1 -42949672,94 mklp M

nnowaas
JInHeHOCTb Npou3BeAeHNs [03bl Ha o

nnolae <10 mKI'p M 5%: 20 10 MKI'p M22%

[nanasoH “3MepeHnin ckopocTu 0,10-6500 mkIp M~c

DAP Makc, nvk [1 Ty, umnynsc n3ayyenus 3,2 mc] 13000 mkIpm?/c

PaspelLatoLiasi cnoco6HOCTb M0

ckopocTi DAP 0,01 mkl'pm~c

JNnHeiHocTb ckopocTy DAPR < 1 MkI'p mVe 5%; > 1 MK[p MYc 2%
MUHUMaIbHOE BPEMSI pa3gpakeHnst > 0,1 MC

CTOYHMK nuTaHms +15... +24 B nocr, Toka +20%, < 100 MA
Motpebnsemas MOLHOCTE <3Br

Bpewms ctabunusauym 10 MMWH

HanpshkeHue Ha aneKkTpoaax

VIOHM3ALIMOHHOI KaMepsl 410 B £10%

AKTUBHasA 30Ha |OkpyHOCTb ArameTpom 115Mm
Pasmep nons o6ayveHns 69 mv - 9500-mm*™

PaccTosHne Mexay anekTpogamu 6,5 MM

WHTepdelic ceasu CANopen, 125/500 k6ut/c
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8.3. XapakTtepuctmkm KermaX-plus® 120-160 LFD

MapameTp
KayecTBO N3ny4yeHns

SHepreTnyeckas 3aBUCMMOCTb B
AunanasoHe 40- 150 kB

SKBUBAIEHT MO OC/1ab1eHNIO
MOHU3aLMOHHON Kamepbl
n3mepuTens

>  3JKBMBaANEHT ocnabnexHuns Al
>  JKBUBAIEHT €105

MOMOBMHHOIO ocnabneHns Al
(MeTop nsmepeHna IEC 60522-1)

,£I,|/|ana30H MOLLUHOCTN KepMbl B
BO34yXxe

(e nnockocT U KaMepbl)

[Juana3oH nvepeHuii
nponsseaeHna Ao3bl Ha naoulaab

PaspeLleHne VHANLMPYEMbIX
3HaueHWii Npou3BeeHNst A03bl Ha
nnowap

JIHeliHoCTb NpoV3BeeHs 103bl
Ha nnoLwaab

[nanasoH 1n3mepeHnin CKopocTm
DAP

Pa3pewatoLias cnocobHOCTb [0
ckopoctu DAP

JNInHeiHocTb ckopocTn DAP

MUWHVMaNbHOE BpeMs pa3apaskeHust

VICTOYHUK NUTaHKUS
MoTpebnsiemass MOLWHOCTb
Bpems ctabunmsauum

HanpsixeHne Ha anekTpoaax
VIOHW3aLMOHHOIN KaMepbl

AKTMBHas 30Ha

Pa3vep nonst 06ay4eHns
PaccTosiHMe Mexay anekTpogamu
NHTepdeiic cBsavi

XapaktepucTtmka
40 - 150 kBn (cpegHenvkoBoe aHOAHOE HanpsiXeHue)

8 %

0.30 mm AL/ 70 KB/ 2 mm AL
0,15 mm AL/ 70 kB/ HVL 2,5 mm AL

12 mrEp/c - 2 Mp/C

0,1 -42949672,94 mkl'p M*

0,01 mkl'p M

< 10 mkI'p M 5%; > 10 MKI'p M 2%

0,10-6500 mKI'p M"/c
Makc, vk [1 My, umnynsc nsayyenus 3,2 mc] 13000 mkIMpm?c

0,01 mkl'p mYc

< 1 mklp mYc 5%; ™ 1 MKp, mwYc 2%
>0,1 MC

+15... +24 B nocT, Toka £20%, < 100 mA
<3 Bt

10 MVH

410 B £10%

OKpy>HOCTb AnameTtpom 1445 Mm
69 mv - 16300-mv

6,5 Mm

CANopen, 125/500 k6uT/c
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8.4. YcnoBusa okpyXawuen cpeabl n TpeboBaHUS

Ycnosuga akcnnyartaumm Onana3oH

TemnepaTtypa OKpy>atoLLeli cpeapl +10X - +70“C

ATMOcepHoe daBfeHne oT1 700 rfMa go 1060 rfMa
OTHOCUTENBHAsA BNAXHOCTb 20% - 75% (6e3 KoHAeHcauum)
Ycnosusa npu TpaHCNnopTupoBKe N xpaHeHun |AnanasoH

Temnepatypa OKpyXatoLei cpeapbl -20 “C - +70 “C

ATMOcepHoe gasneHme o1 700 rfMa go 1060 rfMa
OTHOCUTENbHAsA BNaXHOCTb 10% - 95% (6e3 KoHAOeHcaLunn)
ONeKTpPOMarHnMTHbIE YC/I0BUSA Ovana3oH

cpeaa NpogeccroHabHOM 0/ MEANLIMHCKOTO

nekTpoMarHuTHas cpega
P pea yupexaeHvsi, Noapo6HOCTW-CM. B F/iaBe 2.6
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8.5. NabapuTtbl 1 macca §

8.5.1. KermaX-plus® 120-160 EAS / MFD L
MapamveTtp 3HaueHve @
L
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8.5.2. KermaX-plus® 120-160 LFD

&
2

MapameTp 3HayeHne
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8.6. HasHauyeHne KOHTaKTOB 8-KOHTaKTHOro pasvbema RJ45

Puc:-9 Pa3bem RJ45

KoHTaKT CurHan OnwucaHwne
1 CAN_H Bbicokoe HanpseHue Ha wrHe CAN
2 CAN_L Hyi3koe HanpsxeHue Ha wuHe CAN
3 CAN GND 3azemneHune wnHbl CAN / UCTOYHUK NMUTaHUA Kamepbl
- DAP

KoHdurypauua naeHtTupmrkalmnoHHoro Homepa ysna/
4 MODE BITO CKOpOCTY nepefayuv UHHopMaLimmn

KoHturypaums naeHTumkalmMoHHoro Homepa ysna/
5 MODE BIT 1 CKOpPOCTW nepefayv MHpopMauum

KoHurypaumst naeHTugrUKaLMoHHoro Homepa ysna/
6 MODE BIT 2 CKOPOCTV nepeayv nHgopmaumn

KoHurypaums naeHTmgmkaumoHHoro Homepa ysna/
/ MODE BITS CKOpPOCTY nepeayuv MHpopmaumm
8 CAN_V+ MONOXUTENbHbIN BbIBOL, UCTOYHMKA NMUTAHWSA

8.7. KoH(purypauna naeHTMPmMKallMoOHHOro Homepa ysna
CAN

*
CkopocTb BuTbl pexnma

NpeHTunkar nepegauu
opysna  uHoOpmMauuu gut3 But2 BuUfl: BUTO

[kbut/C]
Ox1F 125 0 0 0 1
0x59 500 0 0 1 0
0x1B 125 0 0 1 1
0x5B 500 0 1 0 0
Ox1E 125 0 1 0 1
OxIb 125 0 1 1 0
0x1C 125 0 1 1 1
0x58 500 1 0 1 0

oTpyatensHas noruka, 1 = Hynesoid AoTeHupan CAN

Kamepa KermaX-plus® tnn 120-160 |TexHnyeckue xapaktepuctukm |45

Peructpamua MH B Pocagparnanzope
www.nevacert.ru | info@nevacert.ru



8.8. TunnuyHaa saHepreTnyeckasa 3aBUCUMOCTb

Kanmbposka n3meputens npoussefeHns A03bl Ha Niowab BbiNOHAETCS 6e3 1CMob30BaHnus
nornowarLwmx Mmatepmuanos {CM. Tabnuuy "3TanoHHbIe YC0BUSI KanMbpoBKK' B pasgene 5.2,
"MoBepka™).

B cnepaytowyix pasaenax npeacTaBneHbl Tabnuupsl Ans MoaudyKaLuii ¢ TUNMYHbIMA pe3yibTaTamu
KanMbpOoBKM C UCMO/b30BAHMEM Pa3/INYHBIX NOrNOTUTENEN:

8.8.1. KermaX-plus® 120-160 EAS

Hanps

XeHne

peHTre
HOBCKO

i
Tpy6KU

40 kB
50 kB
60 kB
70 KB
80 kB
90 kB
100 kB
110 kB
120 kB
130 kB
140 kB
150 kB

HeT

1,051
1,002
0.982
0,977
0,981
0,990
1,000
1,010
1.022
1.034
1,045
1,059

pob6aBneH mefHbli PuUAbTP

0, mm 0,2mMmM 0,3MmM O04mMM 0,5mMm 0,6 Mm 0,7 MM

0,921
0,884
0,879
0,888
0,907
0,928
0,950
0.971
0,990
1,009
1,027
1,043

0,880
0,848
0,849
0,869
0,899
0.931
0.960
0,987
1,013
1,036
1,058
1.077

MHTEPNO/INPOBaHHOE 3Ha4YeHNne

0.700 /=

NO'kB

50 k8

60 kB 70 kB

80 KB

0,862
0,828
0,834
0,863
0,902
0,940
0,974
1,006
1,034
1.059
1,083
1,104

90 KB

0,856
0,819
0,831
0,866
0,912
0,955
0,993
1.026
1,057
1,084
1,108
1,130

100 kB 110 kB

0,853* 0,853*

0,814
0,828
0,870
0.921
0,968
1,010
1,046
1,079
1,108
1,133
1,155

0,814
0,831
0,878
0,934
0,984
1,028
1.066
1,099
1,129
1,156
1,179

0.853*
0,806
0,826
0,876
0,937
0,990
1,036
1,076
1,111
1.142
1,168
1,193

120 kB

Hanps)keHne PeHTreHoBCKo Tpy6 KM

130 kB 140 kB

150kB
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0;8 Mmm 0,9 mm

0,854* 0.854*

0,823
0,834
0,887
0,950
1,007
1,055
1,096
1,131
1,162
1,189
1,215

0,807
0,828
0,890
0,957
1,014
1,063
1,105
1,141
1,174
1.202
1,226

6es unstpa

OQ MM megun

0.3 MM megu

0,6 MM Mean

0.9 MM mean

1,0 m

0.854*
0,824
0,835
0,893
0,964
1,021
1,073
1,116
1,152
1,184
1,213
1,237



8.8.2. KermaX-plus® 120-160 LFD / MFD

Hanps Ao6aBneH MmeAHbIA GUNbLTP

XeHune

peHTre

HOBVCKO HeT 0,2 mm 0,2mMm 0,3mMm 0,4mMm O0,5mMm 0,6 Mm 0,7 Mm 0,8 MM 079 vm 1,0 mm
n

Tpy6KU

40kB 0,834 0874 0912 0924 0933- 0.943- 0,952 0.959- 09655 0,972 0.979-
50kB 0,894 0,937 0,963 0,970 0972- 0973- 0,975 0975- 0976- 0,976 0.976-
60kB 0,922 0,962 0,986 0,989 0.989- 0990- 0990 0990- 0/990- 0,990 0.990-
70kB 0941 0978 1000 1,006 1004- 1003- 1002 1001- @000- 0,999 0.999-
80kB 0,95 0,987 1,003 1,006 1005- 1003.- 1002 1000.-£0998. 0,996 00994.
kB 091 0990 1,003 1,003,71000- 0997- 0994 0991-~0988- 0,985 0.982.
100kB 0,967 0,992 1001 1001,0.997- 0994. 0990 00987-“0984- 0981 00977.
110 kB 0.972 0,992 0,999 0,997 0.993- 0.990- 0,986 00982/ 0978 0,974 0.970-
120kB 0,972 0,989 0,993 0,990 0.985- 0.980- 0,975 0974 0967- 0,962 0958
130 kB 0.971- 0984. 0.987. 0982* 0977- 0971- 0.966- _0:961.- 0.956- 0.951. 0.946-
140 kB 0967- 0977- 0.978- 0972- 0966- 0961- 0.955- .0-950- 0944. 0.939. 0.933.
150 kB 0.960- 0.967- 0967- 0.961- 0,955* 0.949. 0943. 0937- 0.931- 0.925.- 0.920-
WHTepnonnpoBaHHoe 3HaYeHue
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Hactoswym noateepxaato, YTo NpuBeLEHHas Bbille KONWA ABNSETCA TOYHOM KOMUEn opuruHana,
KOTOpbIA Gbl1 MHE NPeAOCTaB/IEH.

12 mions 2021 r, AnbTaopd-6aii-HiopHoepr
/Moanuce/
Ob6epxodep (Oberhofen), HoTapuyc
/Meyatb HoTapuyca/
AMNOCTUAL

{Faarckas koHBeHLUus 0T .5 OKTAGpPA 1961 r.)
1. CtpaHa: ®efepaTuBHan Pecnybnuka FepmaHus
3T0T opmumanbHbli [OKYMEHT

2. nognucaH HoTapuycom AOKTOpomM KpuctuH Ob6epxo |)ep
(Dr. Christine Oberhofen)

3. BbICTynatouwen B kKayecTse HOTapuyca B Anbtaopd-6ali-
HiopHbepre

4- CkpenneH nevyaTblo HoTapuyca foKTopa KpUCTUHBI
O6epxotep B AnbTaopd=6ali-HiopHbepre,
ypoctoBepeHo
5. B HiopHbGepre 6. 23 nwna 2021 r.
7- Mpe3ngeHTOM OKpPY)XHOro cyaa r. HiopHbepr-®wpT
8. 3a Ne 910 a E -4182/2021

9. MNeyvaTb 10. Nopnuce
OT MeHun
/Mevatb; NMpe3npeHT KpuctuH lepctHep
OKpyXHorolcypa r. HopH6epr- (Christine Gerstner)
dopT. bapapus/ CekpeTapb rnasHoro
cyabu

HoTapuasnibHoe 3aBepeHne JOKYMeHTa Ha aHrIIACKOM 5i3blKe
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[BaguaTtb AeBATOro HoA6PS ABe ThiCAYM ABaALATh TPETbEro roga

A, bensakosa MpuHa BaHOBHa, BPEMEHHO WMCMOMHAKOLWMIA 0653aHHOCTM HOTapuyca ropoja
MockBbl  "OHuapoBoit  Jlapucbl  HWKONaeBHbI, CBUAETENLCTBYK  MOA/MHHOCTL  MOAMNWCH
nepesogymka CaHasa AHauT JIeBOHOBHbI.

Mognuce caenaHa B MOEM MPUCYTCTBUMN.

JIn4yHOCTbL NojnucaBLLUEero JOKYMEHT YCTaHOB/EHA.

3aperucTtpupoBaHo B peecTpe: Ne 77/134-H/77-2023-11-1307.

YnnayeHo HoTapuansHoro geictems: 400 py6. 00 ‘kon.

N.N.Bensgkosa

MpoLUNTO, NPOHYMEePOBaHO M CKPEN/eHo neuatblo 58 (MFTbAECAT BOCEMb) hh™.-jb.
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