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User Notice

lor your expression of confidence in the SHANGHAI ANQING brand name

W orenoscope is lbe result of years of experience and great ca.

bl

« acture. Von and your organization have decided in favor of a modern, bigh-*uaUty

tom ofequipment from SHANGHAIANQING.
W » « .gha.ano« g « bl

an appropriate medical qualification and whn o

Keep this manual available for reference when needed.

n«.Il.».,

WAGING p.,.b.

be.,

Ne «»Ma,p™,..w. llp,«.
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rjy k>b* Med with the designed Video Processor approved by SHANGHAI ANQING)

~*44>lied STERILE using an ethylene oxide (EG) process. Do not use if sterile barrier is
-al. «damage is found, call SHANGHAI ANQING.

Ablucr 1S single use. Do not re-use, reprocess or re-sterilize the product. Re-use, reprocessing or
“Mhzation may compromise the structural integrity of the device and/or lead to device failure
‘h m turn, may result in patient injury, illness or death. Reuse, reprocessing or re-sterilization
aso create a risk of contamination of the device and/or cause patient infection or cross-infection,
lading, but not limited to, the transmission of infectious disease(s) from one patient to another.’
itammation of the device may lead to injury, illness or death of the patient.

LLI use, dispose the product and packaging in accordance with hospital, administrative and/or local
vemment policy.

rvice Description

ixible Ureterorenoscope is a flexible inserted portion intended for visual examination and
etment of the ureter (the upper urinary tract that connects the kidney to the bladder). It is inserted
ough the external urethral orifice and bladder during ureteroscopy Anatomical images are
Dsmitted to the user by a video processor produced by SHANGHAI ANQING Company with a
IOS chip at the distal end of the endoscope and the images showing on a monitor. This device is
tiraonly used for biopsies, endoscopic lithotripsy, and treatment of upper urinary tract
lignancies, incising strictures, and repairing ureteropelvic junction obstructions. This is sterile and
lysingle use disposable device with human body contact duration about 45min -2h.

Able Uret”orenoscope is equipped with a sterile disposable plastic cable sheath as an accessory
\"tect cable fi-om contamination.
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«lil*ctions

el Outlet
accessories extend from the instrument channel outlet.

Light

a surgical site.

NOtwew Lens
AiCollect endoscopic image, and transmit it to the user by a video processor produced by
SHANGHAI ANQING and the images shows on a monitor.

4. Distal End
Distal End, integrated with LED cold light source and camera system.

5. Bending Section
The section moves the distal end of the endoscope when the UP/ DOWN angulation control
knobs are operated.

6. Insertion Tube
Insertion tube may be inserted into the patient’s body.

7. Insertion Section
Itis inserted into patients’body with or without sheath to complete check and operation.

8. Irrigation Valve
Used to open and close irrigation valve.

9. Irrigation Luer Taper
Catheter is connected by luer taper to supply water.

10. Product Specification
US31A-120rUS31B-12

11. Angulation Control Knob
When this knob is turned in the “U” direction, the bending section moves UP; when the knob is
turned in the “D” direction, the bending section moves DOWN; when the knob is turned in the
“0” direction, the bending section is kept STRAIGHT.

12. Operating Handle
Synchronous movement between scope tip and operating levers on the handle, zero delay from

the surgeon’s finger to the scope tip.

13. Instrument Channel
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\;lhe instnonait channel functions as channel for the insertion ofendo-therapy accessories.

I IfistruiiMJt Channel Valve

Rotate BBtrument channel valve to fix endo-therapy accessories.

iS. Afl~rteion Control Mark
0 feedownward, U forupward and O for straight.

Sincal Port

Connect Signal cord to Signal portto supply power and transm it data.

Specification

Table 1 Flexible Ureterorenoscope Specification

Distal End Instrument .
Working Total
Model Outer Channel
. . length length
- diameter Inner diameter
US31A-12 .
3.imm
1.2mm (3.6 Fr) 650 mm 920 mm
(9.3Fr)
US31B-12

Bending Section Resolution
Angulation range (pixel)
275"up/275°down 160K

When this knob is turned in the “U” direction, the bending section moves UP; when the knob is turned in the “D”

direction, the bending section moves DOWN; when the knob is turned in the “0” direction, the bending section is

kept STRAIGHT.

Table 2 Operating mid Storage Environment

Ambient Temperature
Relative Humidity
Atmospheric Pressure
Supply Voltage
Working Environment PPYY g
Frequency

Ambient Condition

Ambient Temperature

Storage and Transportation ) o
Relative Humidity

Environment )
Atmospheric Pressure
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10X~40°C
30%-LLo
860hPa-1060hPa
AC 100V-240V
50HZ--60HZ
The device should be far away from
the interference of strong magnetic
field environment.
-10“C M-55°C
10%-80%
500hPa~1060hPa



Table 3 Performance Index

-4 7 Performance Index
M. 4 s Image Sensor Color CMOS
Resolution 400(H)x400(v)
Clear Observation Range 3mm” 100mm
. Field of view no°+s%
m|3wsa System o ; .
Dir«:tion of View 0°45
Resolution power/ (Ip/mm) >7.731p/mm
Light/lux >50001ux
N Sterilization Method EO
Sterilization
Sterilization Validity 3years
. . i I
Classification regarding to Electric Shock
protecting against electric shock Protect Against Electric Shock BF

IThe Flexible Ureterorenoscope should be used in combination with Video Processor manufactured
joy SHANGHAI ANQING. Video Processor provides light source and image transmitted for Flexible

’Ureterorenoscope.

Intended Use

Flexible Ureterorenoscope is inserted through the external urethral orifice and bladder and used for
diagnosis and treatment of ureter and renal pelvic diseases.

Contraindications

A Contraindications for this device are those specific to urinary tract endoscopy.

I Diagnostic or therapeutic ureterorenoscopy is contraindicated in people with an untreated urinary tract
infection.
 Other contraindications to therapeutic ureterorenoscopy (e.g., lithotripsy, cndopyelotomy, tumor
therapy) are more numerous and can mirror those associated with the corresponding open surgical
mterventions. Patients on anticoagulants or with coagulopathies should be mamged appropriately.

Potential Adverse Events

Possible complications include, but may not be limited to:
*Bleeding ¢ Fever

* Avulsion ¢ Sepsis

*Stenosis/ Stricture ¢ Renal failure

e Inflammation « Perforation (ureter, renal pelvis or bladder)

e aceration » Hematuria
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ity of Endoscopy and Endoscopic IVVeatment

official standards on the applicability of endoscopy and endoscopic treatment that are
the hospital’s administrations or other official institutions, such as academic societies on
, follow those standards. Before starting endoscopy and endoscopic treatment, thoroughly
te its properties, purposes, effects, and possible risks (their nature, extent, and probability),
endoscopy and endoscopic treatment only when its potential benefits are greater than its
fnsks.

Fully explain to the patient the potential benefits and risks of the endoscopy and endoscopic
treatment as well as any examination/treatment methods that can be performed in its place, and
perform the endoscopy and endoscopic treatment only after obtaining the consent ofthe patient.

Even after starting the endoscopy and endoscopic treatment, continue to evaluate the potential
benefits and risks, and immediately stop the endoscopy/treatment and take proper measures if the
risks to the patient become greater than the potential benefits.

Safety Information

Please read these safety instmctions carefully before using the instrument. Before using the
instrument on the patient, it is imperative that you be acquainted with how the instrument operates
and is controlled.

The Flexible Ureterorenoscope must be used according to the recognized medical rules and
*procedures ofendoscopy.

A Warning
Read the following safety instructions carefully before using the Flexible Ureterorenoscope to
avoid putting your patients, personnel or yourselfat risk.
Inspect the Flexible Ureterorenoscope prior to each surgical procedure to ensure that it functions
correctly and that its sterile package integrity.
Every time before the Flexible Ureterorenoscope is used, you must first check that it, and any
accessories used in combination vrith it, is in perfect condition. Damaged Flexible
Ureterorenoscope or damaged accessories must not be used.
Combinations ofmedical devices are only then asstired to be safe if
a) They are identified as such in the respective instruction manual or
b) The intended purpose and the interface specifications of the devices used in combination

permit this.
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Pay careM «Kention to the instructions and interface specifications of medical devices used in

I  Only Xm accessories (guide probes, cleaning brush, etc.) that compatible with this Flexible
Unetcrenoscope and can be operated in line with generally accepted technical standards and

Po « allow any electrical components or electrical instruments to come into contact with the
fi£i31e Ureterorenoscope.

The Flexible Ureterorenoscope must not be used during the discharge of a cardiac defibrillator,
tonove the Flexible Ureterorenoscope ft-om the operation area before discharge takes place,
Anger of explosion if flammable gases are used in the immediate proximity of the Flexible
Ureterorenoscope. It must not be used in the presence of flammable or combustible media.

The temperature of the distal end of the endoscope may exceed 41°C due to intense endoscopic
illumination. Surface temperatures over 41°C may cause mucosal bums. Always maintain a
suitable distance necessary for adequate viewing while using the minimum level of illumination
for the minimum amount of time. Do not use close stationary viewing or leave the distal end of
the endoscope close to the mucous membrane for a long time without necessity.

If a malfimction should occur during a procedure on a patient, stop the procedure immediately.
Place the distal tip of the Flexible Ureterorenoscope in a neutral, nondeflected position and
remove the video endoscope slowly and carefully fi-om the patient.

The device is not intended to be used within the MR environment.

When tire camera system is used to examine a patient, do not allow metal parts of the endoscope
or its accessories to touch metal parts of other system components. Such contact may cause
unintended current flow to the patient.

Always set the minimum required brightness.

Do not continue observation in the proximity to tissue or keep the distal end of the endoscope in
contact with living tissue for a long time. It may cause patient burns.

When discontinuing the use of tlie endoscope, be sure to turn the light source OFF so that the
endoscope does not irradiate unnecessary light.

If the endoscopic image dims during use, blood, mucus or debris may adhere to the light guide
on the distal end of the endoscope. Carefully withdraw the endoscope from the patient and
remove the blood or mucus to obtain optimum illumination and to ensure the safety of the
examination. If you continue to use the endoscope in such a condition, the distal end temperature
may rise and cause mucosal bums. It may also cause patient and/or operator injury.

Do not touch the electrical contacts inside the device connectors.

Do not apply excessive force to the device and/or other instruments connected. Otherwise,
damage and/or malfimction can occur.

Do not connect or disconnect the device connector while the camera system is turned ON.
Connecting or disconnecting the device while tins camera system is ON may destroy the CMOS.
Turn the camera system OFF before connecting or disconnecting the device.

In the event that the live endoscopic image is lost, do not advance or insert the Flexible
Ureterorenoscope. Doing so can cause patient injury such as perforation, avulsion, hemorrhage
or urothelial damage.

Do not use excessive force while advancing or withdrawing the scope. Doing so can cause
patient injury such as perforation, hemorrhage or urothelial damage or damage to the
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%

tm excessive force when advancing or withdrawing an accessory within the
Doing so can cause patient injury such as perforation, avulsion, hemorrhage,
arodiB&iilamage or damage to the Flexible Ureterorenoscope.
De aot ndthdraw a laser fiber back into the Flexible Ureterorenoscope while the laser is firing.
SO may cause patient injury and/or scope damage.
open the handle ofthe Flexible Ureterorenoscope. Doing so can damage the waterproof
and result in risk of electric shock.
Do not excessively bend the flexible shaft or the articulating section of the Flexible
Ureterorenoscope as this may break or kink the shaft.
If damage to the Flexible Ureterorenoscope occurs or it stops functioning during a procedure,
stop using the Flexible Ureterorenoscope immediately. Continue the procedure with a new
Flexible Ureterorenoscope, as appropriate.
Do not insert a wet, contaminated, or damaged connector cable plug into the Flexible
Ureterorenoscope as poor video performance or damage to the scope may result.

Cautions

« Do not expose the Flexible Ureterorenoscope to direct sunliglit or excessive heat, to avoid
damage to the device.

« Do not steam sterilize (autoclave) the Flexible Ureterorenoscope.

e The maximum permissible temperature for decontamination, sterilization, transport and storage
is 55°C.

» Do not hit the distal tip of the Flexible Ureterorenoscope against hard objects, and never use a
sharp object to remove dirt.

* Never lay heavy objects on the Flexible Ureterorenoscope.

» Flexible Ureterorenoscope should not be used in combination with video processor from other
manufacturers. The use of non-compatible units may cause injury to the patient or damage to the

I instrument. It must be ensured that parts of the endoscope that are not electrically insulated do
not come into contact with conductive surfaces or live parts of other unit, at any time.

e The resistance that can be felt when deflecting the tip using the deflection lever increases as the
angle of deflection increases, actuate the deflection gently and carefully, without any sudden or
jerky movements, as far as the limit stop.

Do not use force to turn the deflection lever, to avoid either injuring the patient or damaging the
instrument

* Use accessori® approved by the manufacturer only. Do not connect electronic devices other
than approved by the manufacturer to the USB port.

« Be sure that this instrument is not used adjacent to or stacked with other equipment (other than
the components ofthis instrument or system) to avoid electromagnetic interference.
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is opened or damaged. Do not use if labeling is incomplete or illegible. Do not

and Storage

tt LLI Flexible Ureterorenoscope in a cool, dry, dark place.
wge”tramport conditions: Temperature:-10°C -55°C; Humidity: 10%-80%

onot expose the Flexible Ureterorenoscope to direct sunlight or excessive heat.

© Caution:
] Thedistal tip of the Flexible Ureterorenoscope must be in the neutral position during storage.

Caution:

0

The sheaths of the Flexible Ureterorenoscope must never be kinked or coiled up too tightly. It is best
to suspend the Flexible Ureterorenoscope for storage or to keep it in a large container.

Combination with Other Devices

Only to be used with Video Processor (Model: EOS-B-01) approved by SHANGHAI
ANQING.

Flexible sheath has a 3.6 Fr ID working channel.

Operational Instructions

A Unpacking the device
Check for missing items and evidence of shipping damage.
File any complaints immediately with SHANGHAI ANQING or your local distributors.

Operating conditions
Ambient temperature: 10°C--40®C
Humidity: 30%~-80%

Electromagnetic compadbility

This instrument has been tested and complies with the EMC limits as per EN/ IEC 60601-1-2 CISPR
1 Class B.

Handling
Note: Damage to the Flexible Ureterorenoscope resulting from incorrect operation is not covered by

12/23
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SWarrBnty.

Aearucuu.!» outline the correct operation of the Flexible Ureterorenoscope and the
'«cessories. This is not an introduction to the techniques of ureteroscopy. Instruction

technique can be found in the relevant medical literature.

Ae Flexible Ureterorenoscope correctly

Aebmidleofthe Flexible Ureterorenoscope’in your left or right hand, as shown m epi ™M

is kind of control grip, the Flexible Ureterorenoscope can be operated with one hand.

dling the sheath

. the Flexible Ureterorenoscope by the sheath. Do not pull, clamp or twist
Caution: Do not carry

le sheatli.

D caution: The sheaths of the Flexible Ureterorenoscope must never be kinked or coiled up too

tightly. It is best to suspend the Flexible Ureterorenoscope for storage.

fAnm=*a7pTlubricant to the lens, to avoid clouding the image and thereby prevent risks for the
JfyTu’lose your orientation, pull the sheath back slightly in the neutral position until vision is

ifduS g use the image fails, is disturbed, or becomes blurred, or if vision in g»«al is impede,
tomthe UP/DOWN Angulation Control Knobs in the “0” direction, and slowly pull the sheath ofthe

Flexible Ureterorenoscope out ofthe patient’s body.

AHandling the Angulation Control Knob
A

The neutral "0” position of the distal tip is straight, without any deflection whatsoever.

W arning: A i,r.um»
Suitable accessories, such as laser fibers, mustonly be introduce into /e mstrument channel of the

Flexible Ureterorenoscope with the distal tip in the neutral, non-deflected 0 position.
Once the instrument has been introduced, actuate the deflection lever gently and carefully as far
L limit stop. The deflection lever must never be operated with force or abruptly to avoid injunng

the patient or damaging the device!

W arning:
Before removing the Flexible Ureterorenoscope from the patient, the distal tip of the Flexib e
Ureterorenoscope mustbe putinto the neutral position, as otherwise injunes to the patient or damage
to the instrument may occur.

13/23
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ac longer be properly controlled (sticking etc.) via the deflection lever, or if the
any other fault, the Flexible Ureterorenoscope must notbe used.

dtefect occurs during use on the patient, discontinue use immediately. Put distal tip of
into the neutral, non-deflected “0” position and remove the Flexible

slowly and carefully from the patient.

«¢ that can be felt when the deflection lever deflects the tip increases as the deflection
" 1. Actuate the deflection gently and carefully, without any sudden or jerky movements,

far as the limit stop.

Caution: . n [ ]
Do not use force to turn the deflection lever, to avoid either injuring the patient or damaging th

T~Utal'tip can be deflected 275° upward or downward by continuously actuating the deflection

ACe T mAMnal TANAN always have full control over the deflection and must develop a sure feel
forthe deflection mechanism and in particular for the neutral position.

Mounting plastic cable sheath

1 Plastic cable sheath ring
Buckle the shell of power port.

2. Plastic cable sheath
Protect the cable from contamination.

3. Plastic cable sheath box
Storage the plastic sheath.

Step 1 Buckle sheath ring to shell of signal port on the Ureterorenoscope.
step 2 Pass signal cable through plastic cable sheath and connect to signal port on the
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"Xalong the signal cable to cover the cable.

to use

the package for any damage to ensure packaging ofthe sterile product intact,
ge is opened or damaged.

I dieck the Flexible Ureterorenoscope and any accessories used in combination with it, are
trdition. Damaged Flexible Ureterorenoscope or damaged accessories must not be used.

:gthe surfaces

Flexible Ureterorenoscope is used, you must first check that its surface, and above all the
e ofthe sheath and distal tip, is in perfect condition and that there are no sharp edges. Flexible

erorenoscope with sharp edges must not be used. Otherwise serious injuries may be caused to
epatient or the user.

aspect all the supply cables for damage (such as breaks, cracks, twisted or squashed sections...).

AW arning:

Ike surface of the flexible sheath must be inspected visually and by carefully feeling it, to detect any
X1c8, cuts, dents, foreign bodies or other forms of damage.

?
K')Caution:
Donot squeeze the distal tip ofthe Flexible Ureterorenoscope too tightly.

Checking the deflection
Ikedistal tip is deflected by means of the deflection lever. Turn the deflection lever to “D” the distal

ipshould move downward. Turn the deflection lever in the opposite direction to produce an upward
lovement.

“"Warning:

tote the deflection lever gently and carefully as far as the limit stop. The deflection lever must

[leerbe operated with force or abruptly, to avoid injuring the patient or damaging the device!
‘love the deflection lever smoothly and slowly.

AW arning:

lefore use, always check that the deflection lever and the distal tip connected to it function correctly,
lefective Flexible Ureterorenoscope must not be used.
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as described above and connect to the Flexible Ureterorenoscope. Emission
should be recognizable. Light intensity is manually regulated by the Video

ispecting the Video Processor

repare the video processor as described above and connect to the Flexible Ureterorenoscope. Check
whether the image is clear.

Warning:
fthe image fails or there is interference during use in the patient, put the distal tip into the neutral
osition and remove the Flexible Ureterorenoscope from the patient’s body gently and carefully. If
A Flexible Ureterorenoscope is used in the patient after the image has failed or when there is
iterference, this may result in serious injury to the patient.

'D:aution:

Hevideo processor must be switched offbefore connecting the Flexible Ureterorenoscope.
Before each use or after a change of viewing modes/setting, check to ensure the view observed
through the endoscope provides a live image and has the correct image orientation.

Inspecting the instruments and the instrument channel
Check the instrument channel by introducing the appropriate instrument (max. diameter of

nstruments: 3.6Fr.)

A
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Caution:
Accessories, which are bent or twisted may no longer function properly, are difficult to pass through
thechannel, and may cause serious damage to the channel. They must therefore be replaced!

A Warning:
Unsterilized instruments pose a potential risk of infection on arrival at the recipient s premises.

disposal

AFlexible Ureterorenoscope does not contain latex and phthalate.
After use, dispose the plastic cable sheath and Flexible Ureterorenoscope according to national laws

and regulations.

EMC Information

This model should be used in the electromagnetic environment specified. The customer or user shall
ensure that it is installed and used in such environments.

4 kWarning!

Use of this equipment adjacent to or stacked with other equipment should be avoided because it
could result in improper operation. If such use is necessary, this equipment and the other equipment
should be observed to verity that they are operating nonnally.
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” n those specified or provided by the MANUFACTURER of
inooas” electromagnetic emissions or decreased electromagnetic
LLIimproper operation.

A«wramiications equipment (including peripherals such as antenna cables and
be used no closer than 30 cm (12 inches) to any part of this model,
of the performance of this equipment could result,
ssd sianufacturer’s declaration —Electromagnetic emissions

ISintended for use in the electromagnetic environments specified below. The customer or
ofthis model should assure that it is used in such an environment.

Compliance Electromagnetic environment-Guidance
This instrument uses RF (Radio Frequency) energy only for its
CISPRII internal function. Therefore, its RF emissions are very low and
. Conducted Emissions 1 1 class g are not likely to cause any interference in nearby electronic
equipment.
This instrument is suitable for use in all establishments other
CISPRII than domestic and those directly connected to the public

Radiated Emissions Group 1Class B low-voltage power supply network that supplies buildings

used for domestic purposes.
This instrument’s harmonic emissions are low and are not
IEC 61000-3-2  likely to cause any problem in the typical commercial power
supply connected to this instrument.

Harmonic Current
Emissions

. This instrument stabilizes its own radio variability and has no
Voltage Fluctuation and IEC 61000-3-3 ff H s flicker in lighti
Flicker effect, such as flicker in lighting apparatus.
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*1rtoetidcd for use in the electromagnetic environment specified below. The customer or
ii«wdel should assure that it is used in such an environment.

discharge

Electrical
tnmsient/buret

IEC 61000-4-4

Surge

IEC 61000-4-5

Voltage dips

IEC 61000-4-11

Voltage interruptions

IEC61000-4.il

fast

IEC 60601 test level
ENCLOSURE Port
=+ 8 kV contact
+2kV.+x4kV, £8kV, £ 15kV air
PATIENT coupling Port
+ 8KV contact Same as left
+2 kV, x4 kV,+8kV, £ 15kV air
Signal input/output parts Port
+8kV contact
+2 kV, x4 kV, £8kV. £ 15kV air
Input t.c. power Port
+2kV
100 kH z rep/ition frequency
Same as left
Signal input/output parts Port
+1 kV
100 kHz repetition frequency
Input a.c. power Port
Line-to-line
+0~NkV.xlkV
Line-to-ground
Same as left
+0.5kV,x1kV.x2kV
Signal input/output parts Port
Line-to-ground
+2kV
Input 8.C. power Port
0% Ut; 0,5 cycle
At 0%, 45°, 90°, 135°, 180°, 225°,
270° and 315°
0% Ut; 1cycle
and
Same as left
70 % U t; 25/30 cycles

Single phase: at 0°

0% U t; 250/300 cycle
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Compliance level

Electromagnetic environmwit-Guidancc

Floors should be made of wood, concrete
or ceramic tile. Iffloors are covered with
synthetic materia! that tends to produce
static, the relative humidity should be at

least 30%.

Mains power quality should be that of a

typical commercial or hospital

environment.

Mains powCT quality should be that of a

typical commercial or hospital

environment.

Mains poww quality should be that of a

typical commercial or hospital

aivironment.

If the wuser of instrument requires
continued operation during powta- mains
int«Tuptions, it is recommended that the
instrument be powered from an

uninterruptible power supply or a

battery.



. ®C<060! tost lovel Compliance level Electromagnetic environmCTt-Guidance
P It is recommended to use this instrument
by maintaining enough distance from
any equipment that operates with high
current.

If image distortion occurs, it may be
ENCLOSURE Port necessary to position the Model further

Same as left

from sources of power frequency

5ftH? or 60Hz magnetic fields or to install magnetic

shielding. The power  frequency
magnetic field should be measured in the
intended installation location to assure

that it is sufficiently low.

voltage prior to application o f the testlevel.

-1

«inmifflcturer’s declaration - Electromagnetic immunity
« [

in the electromagnetic environment specified below. The customer or
L user ofthis model should assure that it is used m such an environment.

Electromagnetic

1 Immunity test IEC 60601 test level Compliance level environment-Guidance

nput a.c. power Port
3V

0,15MHz-80MHz

6 V in ISM bands between
0,15 MHz and 80 MHz

80 % AM at 1kHz

PATIENT coupling Port
Conducted

disturbances 3\1/5 M H z-80 MHz 3V
induced by K- gv/in 1SM bands between 0,15 MHz-80 MHz Recommended separation
fields 0,15 MHz and 80 MHz distance: 30cm
IEC 610004-6 80 % AM at 1kHz
Signal input/output parts Port
3V
0,15 M Hz-80 MHz
6 V in ISM bands between
0,15 MHz and 80 MHz
80 % AM at 1kHz
Radiated RE EM ENCLOSURE Port 10V/m
_ 80 MHz-2,7 GHz
fields 3Vim
IEC 6100043 80 MHz-2.7 GHz 80 % AM at 1kHz
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N * g siteations.
by Sisorption and reflection from structures, objects and people,

ssw ittm as determined by an electromagnetic site survey should be less than the

the vicinity of high-irequency electrosuigicai equipment and/or other
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RILEEO

description

Caution

Consult instructions for
use

Do not re-use.

Do not use if package is
open or damaged.

Do not resterilize

Sterilized using ethylene
oxide

Keep dry

Upward

Keep away from sunlight

Humidity limitation
10%~80%

Fragile

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

Symbol

Ec | RP

LOT

SN

X

" 13
I ﬁ‘l—SS'CI
J
r IOMhP?
[SOOhPa J

CE oo

Description

IEC 60601
Type BF shock protection

EU Authorized
Representative

Batch code

Serial number

Date of manufacture

Manufacturer

Use-by date

Waste management

Temperature limit
-10®55®

Atmospheric pressure
limitation
500hPa-~1060hPa

CE mark



" m” EUAythorized
| Representative

PriBsessegracht 20,2514 AP The Hague,
H”erlands
+31.70.345.8570

m Legal
H H Manufacturer
Shanghai AnQing Medical Instrument Co., Ltd.
Room202,2nd Floor, No. 7 Building
No. 150 CailunRoad,
Zhangjiang High-Tech Park
Shangliai, China

Tel: +86 21 6111 7375
Fax: +86 21 6111 7374
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0[lHOPa30BbI, CTEPUMbHbIN
rmokmmn, moaenb US31B-12

PYyKOBO/ICTBO M0 3KCNyaTauum
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YBegomieHue nosb3oBaTens

Bnarogapum Bac 3a BbipaxeHue posepusa K Toprosoli mapke SHANGHAI ANQING.
MeauuuHCKOe u3genne ABNAETCA pe3ynbTaTOM MHOFONETHEro OnbiTa W MNpeaenbHON
OCTOPOXXHOCTU B NMpoLecce M3roToBAeHUA. Bbl 1 Balla opraHu3auuna NpuUHAAN peleHne B
Nnonb3y COBPEMEHHOrO, BbICOKOKa4YeCTBEHHOro obopypoBaHusa oT kKomnaHun SHANGHAI
ANQING.
MefguUMHCKOE  UM3[enve  MOXET  UCNO0Jib30BaTbCA  TOMbKO  /iMLaMU, UMEKLWUMK
COOTBETCTBYHOLWY MEAULUHCKYI KBanu(puKauui n 3HAKOMbIMW C TEXHWKON paboThbl
ypeTepopeHockona.
Mbl NpOCMM Bac BHUMATENbHO NPOYUTaTh AAHHOE PYKOBOACTBO, Npexje yeM NpUCTynuTb
K paboTe C AaHHbIM wu3genvem. py Heo6XOLUMOCTU [EpPXUTe [aHHOe PYKOBOACTBO
LOCTYNHBLIM 419 O3HAKOMEHUS.
CTporo cnegyite MWHCTPYKUMAM ¥ obecneybTe Haffexawmnii yxoL W TexHU4YecKoe
obcny>XXunBaHue ycTpoincTaa.
Cumeon "BHMMAHWE!" yka3blBaeT Ha TO, YTO NM4YyHas 6e30MacHOCTb nayueHTa Mau
Bpaya MOXeT OblTb HapyweHa. WTHOpuMpoBaHMe TakKOro CMMBOSIa MOXET MPUBECTU K
TpaBMe naymneHTa unu Bpava
B cnyuyae o6Hapy>XeHus npobsiem ¢ n3genmemM, NoXanyncTa, CBSHXKMTECh C BallUM MECTHbIM
anctpuobtotopom mnm ¢ SHANGHAI ANQING Hanpamykw. Mbl npegoctaBuM Bam
OTNNYHbIV CepBUC U NOMOLLb.

<e Mbl  cTpemumca npefocTaBnATb MONb30BaTensaMm 6o0/iee NOAPOOGHYHD TEXHUYECKYIO

NHpOpMaLKIO.
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HanmeHoBaHMe MeANLUMHCKOro n3genna

YpeTepopeHOCKon 04HOPa30BbIi, CTEPUNbHbLIA TMOKNIA, Mmogens US31B-12
Cocras:

1 YpeTtepopeHocKon rmékuii - 1 wr.

2. O6onouka Kabens ctepunbHas ogHopa3oBas-1 wr.

3. PykoBogcTBo no akcnayartauum - 1 wr.

Ha3HaueHune

MeanuMHCKOoe M3fenve BBOAMTCS 4Yepe3 Hapy>XKHOe ypeTpasibHOe OTBEpCTVEe U MOYEBOW My3bipb W
MCNOMb3YeTCs AN1A AUArHOCTUKM U NleveHns 3a60/1eBaHNI MOYETOUHMKA W MOYEK B KNVHUKE.

Ycnosus NMPUMEHEHUA: TONbKO ANA NCNONBb30BaHNA B MEANLIMHCKNX YUPEXAEHNAX.
OGﬂ&Cﬂ:ﬂpMMEHeHMHZSHAOCKOHMH

KBanudukaums nonb3oBatens

TonbKo A5 UCNONb30BaHWUs 06YYEHHLIMM BpayaMi, UMeL MU COOTBETCTBYHOLLYIO MeAULMHCKYHO
KBa/IM(MKaLMIO, KOTOPble 3HAKOMbI C TEXHWUKOW 3HAOCKOMUM 1 3HJ0CKONMUUYECKMMU OnepaLusaMu.

NMokazaHus

[marHocTnyeckas UM TepaneBTMYecKas ypeTepopeHoCKonms.

Tonbko Bpay MOXET OLEHWTb KAMHWYECKMEe (aKTopbl, CBf3aHHbIE C KaXAbIM MaLWEHTOM, W
OnpefenuTb, MOKa3aHO N WCMOMb30BaHWE CUCTEMbl. Bpay [JO/MKEH OMpeaenuTb KOHKPETHYHO
TEXHVKY W MpoLesypy, KOTOpble N03BONSAT AOCTUYb XKENAaeMOro KIMHUYECKOro addekTa.

NMpoTnBONOKa3saHuA

* MMpoTBOMOKa3aHUAMMN K MPUMEHEHUIO ABAAKOTCA Te COObITUS, KOTOpble XapakKTepHbl ANS
3HA0CKOMUN MOYEBbLIBOAALLNX NYTENA.

e [lnarHocTuyeckas WAM TepaneBTUYECKas YPeTepoOpPeHOCKONMUA MpOTMBOMOKAa3aHa NAAM C
HefeyeHom NHeKUNER MOYEBbIBOAALLUX MYTEN.

» ipyrne npoTMBONOKa3aHUs K TepaneBTUYECKON ypeTepopeHOCKonuu (Hanpumep, AUTOTPUNCHKSA,
3HAONMEN0TOMUA, Tepanusa onyxonein) 601ee MHOFOYMUCIEHHbI U MOTYT OTpaXaTb IBNEHUSA, KOTOpble
CBA3aHbl C COOTBETCTBYHOLMMU OTKPbITBIMU XUPYPrUYECKUMU BMeLlaTenbcTBaMu. [laymeHTam,
NPUHMMAKOLWMM  aHTUKOArynsHTbl  WAWM  CTpajalolmMm  KoarynonaTtuein, cnegyet MpoBOAUTH
COOTBETCTBYHOLLEE NEYeHMe.

lMoTeHUManbHbIE He6ﬂal'0ﬂpI/IFITH blé ABJ1EHUA

B0O3MOXHble OC/TOXHEHMA BK/IOYAKOT, HO HE OrpaHNYMBalOTCA:
* KpoBoTeueHue « Jlnxopagka

* ABynbcua ¢ Cencuc

* C1eHo3 / CTpukTypa * NoveyHasa HeoCTaTOUYHOCTb
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'BocnaneHue « Mepgopayns (MOYETOUHUK, NOYEYHAs NOXaHKa U MOYEBOI My3bipb)

"ny6okuii nopes « MNematypus

Bonb ¢ Mo4eTOYHUKOBBIN peditoKe
 iIuckomaopt * NemaToma
*YpVHOMA * Y pOoTennanbHOe NoBpexaeHuve
*IHbekums

PacnakoBKa ycTpoicTBa

MpoBepbTe HaM4YMe HefOCTaOWMX NO3ULNIA U BO3MOXHOIO NOBPEXAEHUS rpys3a.

HemeaneHHo nopaBaiTe ntobble >xanobsl B SHANGHAI ANQING uan BawnMM MeCTHbIM
ANCTPMOLIOTOPAM.

OpurnHanbHblA KOMMIEKT NOCTaBKK
[na Bawein cob6CTBEHHO 6e30MacHOCTM U 6e30MacHOCTM Ballero nauueHTa UCNofb3yinTe TONbKO

OpUrnHanbHbIe KOMMNNEKTYOLWWNE

Tabnuua 1. KoMMiekT nocTaBku

EanHuua

Ne KOMMNOHEHT Kon-Bo
n3mepeHus

MpumeyvaHne

Kop 36Ka c ¥ peTepopeHOCKOMNOM 04HOPa30BbIM, CTEPUSIbHLIM TMOKUM, Mogens US31B-12
(cTe punbHaa ynakosKa)

. CraHpapTHas
I YpeTepopeHOCKON rmoKuni LT,
KOHUrypaums
CraHpapTHas
2 O6onoyka Kabens cTepusibHas ogHopasoBas L.
KOH(uMrypayms
CraHpapTHas
3 PyKOBOACTBO MO 3KcnyaTtayuu LT,
KOHUrypauyms

dopma BbinycKa

4\ o o
He ucnonb3yiiTe u3genve, ecnu ynakoBKa 6blfa OTKpPbITa MAU MNOBpeXAeHa. He wucnonb3yiiTe
n3genvie, ecim MapKMWpoBKa SIBASETCS HEMonHOW UM HepasbopuuBoii. He ucmonb3yiiTe usgenuve

MOBTOPHO.

KoHurypaumsa cuctemol

MeauumMHCKoe n3genme «YpPeTepopeHOCKON  OfHOPa30Bblli, CTepPUbHbIA  TMOKWIA, MOAeNb
US31B-12» ucnonb3yetcs COBMECTHO € Buaeonpoueccopom EOS-B-01, npoussoactea Shanghai

AnQing Medical Instrument Co., Ltd.
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A

YpeTepopeHOCKON:

KoHdurypaums cuctembl

Bugeonpoueccop

MeanuMHCKOe Mn3fenne BBOAUTCSH Yepe3 Hapy)XXHOe ypeTpasibHOe OTBEPCTME U MOYEBOM My3bIpb
BOBPeMS YpeTepocKonuu. AHATOMMUYECKMe W306paXKeHUs nepefaroTca OnepaTtopy C MOMOLLbIO
BMAeonpoueccopa, 06opyaoBaHHOro Kpuctaniom ¢ KMOTI-CTpYKTypoi Ha [AUCTalbHOM KOHLE
3HAOCKONa, U M306paxeHns oTobpaxatTca Ha MOHUTOPe (MOHMTOP B KOMMIEKT MOCTaBKU He

BXOZUT).

Moapo6bHas MH(opMauus 0 KaXAOM KOMMOHEHTe CUCTEMbl 6yAeT NpuBEAeHbl B Chefytoumnx
pasfenax HacTosLLero pyKoBoACTBa.

Ycnosus aKcnayatauum n XpaHeHus

Tabnmua 2. Ycnosusa akcnayaTauum v XpaHeHUs MeAULUHCKOT0 U3fenmns «Y peTepopeHocKon
0[lHOPa30BbIlA, CTEPUNbHbIV rM6KNn, mogens US31B-12»

Pabouas cpega

Ycnosua  xpaHeHus
TPaHCNOPTUPOBKMU

n

TemnepaTypa oKpy»atoLleit cpefpl

OTHOCKTENIbHAs BNaXXKHOCTb
ATmochepHoe aaBneHue
HanpsaxeHue nutaHna
YacToTa

YCnoBus OKpyXXatoleii cpepl

Temnepatypa OKpy>XatoLLein cpeabl
OTHOCUTENbHASA BNAXXHOCTb
ATmochepHoe faBneHune
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OT1+10°C po +42°C
MegunumnHckoe nsgenue K
BO3ENCTBUIO 610N0rNYecKnx
XUAKOCTEl opraHuM3Ma 4enoseka
(KpOBb, Xenub, XXeNnyLOoUHbIW COK,
mMoya).

OT1 30% fo 80%

OT 860rM go KO6O0rMa

Mepem. Tok 100B-240B
50My-60Iry,

Boanu OT nomex MarHUTHOro
nons

0O71-10°C po +55°C

Ot 10% fpo 80%

OT1500rMapgo HO6OrMa



CBefeHmnsa o0 COBMeCTUMOCTH

[na Bawei cobcTBEHHON 6e30MacHOCTM ¥ 6e30MacHOCTU Ballero nauneHTa MCNONb3ynTe TONbKO
OpUTMHaNbHbIE KOMMIEKTYIOLLNE.

MefuunHCKOe M3fenne UCMonb3yeTca COBMECTHO € Buaeonpoueccopom EOS-B-01, npousBoacTBa
Shanghai AnQing Medical Instrument Co., Ltd (PY Ne oT r.).

COBMECTHO WCMNOMIb3yemMble WU3L4eNnna  LO/MKHbl OblTb 3aperucTpupoBaHbl Ha Tepputopun PP
YCTaHOB/IEHHbIM MOPSAAKOM.

OueHKa pucka

YpoBeHb BEPOSITHOCTM MOBPEXAEHUS, YPOBEHb CEPbE3HOCTW MOBPEXAEHUS, YCTaHOB/IEHHbIE
KpUTEPUU MPUEMIEMOCTM pUCKa ABNSKOTCA 060CHOBaHHbIMK. Hale n3genne MoxeT 3(PHEKTUBHO
[OCTUraTh CBOEro L,eN1eBOro Ha3Ha4yeHMs npyu OAHOBPEMEHHOM KOHTPO/e PUCKOB.
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PA3LEN 1

FMMBEKNA YPETEPOPEHOCKOTT

YpeTepopeHOCKON NOCTaBNAETCA CTEPUIbHBIM C UCMONb30BaHMEM 06paboTKM OKMCbIO 3aTuneHa (EO).
He wcnonb3yiiTe, ecnu CTepunbHbIA 6Gapbep noBpexgeH. Ecnm 06HapyXuTca NOBpexpeHue,
obpatmutecb B SHANGHAI ANQING.

YpeTepopeHOCKOM fBNSETCH 04HOPa30BbiM. He cnefyeT NMOBTOPHO MCMOMb30BaTh, NepepabaTbiBaTh
Wnn - cTepunu3oBaTb u3genue. [1OBTOpPHOe WCNONb30BaHWe, nepepaboTka WAXM  MOBTOPHASA
cTepunu3aums MOryT HapyLNTb CTPYKTYPHYHO Le/IOCTHOCTb YCTPOMCTBA U/MNN NPUBECTU K BbIXOAY
yCTpONCTBa M3 CTPOSA, UTO, B CBOK OYepefb, MOXET MPUBECTU K TpaBMe, 60Me3HN UNU CMepTu
nauuneHTa. MoBTOpHOE MCMONb30BaHWe, nepepaboTKa UM NOBTOPHas CTEPUNM3ALUA MOTYT Takxe
co34aTb PUCK 3arpssHeHWs YCTPOKCTBA U/MIW BbI3BaTb MHMEKLMIO MaLMeHTa WAN NepeKpecTHYHo
WH(EKUMIO, BK/OYASA, HO He OrpaHWyMBafcb 3TUM, Mepefadyy WHMEKUMOHHOIO 3abo/neBaHuns
(3aboneBaHuii) OT OAHOrO NaLueHTa K Apyromy. 3arpsis3HeHMe 3HA0CKOMNa MOXeT MPUBECTU K TpaBMe,
60/1€3HN NI CMEPTU MaLMEHTA.

Mocne WCNoOMb30BaHUA YTUAW3NPYITE W34envWe W YNakoBKY B COOTBETCTBMM C MOMMTWUKOW MO
yTUnusauun.
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OnwucaHwne

MeauunHcKoe un3genve  «YpeTepopeHOCKON  O4HOPa30Bblil, CTePUNbHbIR  TUOKWIA, MOAeNb
US31B-12» - 310 rMbKWIA 3HLOCKON AN1F BM3ya/lbHOrO OCMOTPaA U NeYeHns MOYeTOUYHMKa (BepXHEro
MOYEBOro TpakTa, COeAMHAIOLWEro MOYKy C MO4YeBbIM MNy3bipeM). OH BBOAMUTCH 4yepe3 HapyXXHoe
ypeTpanbHOe 0TBEPCTNE U MOYEBOI NY3bipb BOBPEMS YPETEPOCKOMUN.

"M6KWIA ypeTepopeHOCKON 06bIYHO MCNONb3yeTcs Ans 6MONCMM, IHLOCKONUYECKOW NUTOTPUNCUMN 1
NeyeHNs 3/10Ka4eCTBEHHbIX HOBOOOPA30BaHWI BEPXHUX MOYEBbLIX MYTEW, pacCeYeHUs CTPUKTYP U
BOCCTaHOB/IEHWNSA MOYETOYHUKO-TA30BbIX COYIEHEHWI. Y peTepopeHOCKOoN 0fHOPa30Bblli, CTEPUIbHbI
rmbkuii, mogens US31B-12 nocTaBnsetcs CTePUbHbIM C WCMNONb30BaHMEM 06pabOTKM OKUCbIO
aTuneHa (EO). MpepHasHayeH ANA OAHOPA30BOr0 WCMO/b30BAHWUA C A/IMTENbHOCTbIO KOHTaKTa C
Yye/IoBEYECKUM TesioM OT 45 MUH [0 2 u.

He cnefyeT NoBTOPHO MCMONb30BaTh, NepepabaTbiBaTbh NN CTEPUIN30BATL U3LENNe.

B KOMNNEKT MOCTaBKWM MeAMLMHCKOTO W3Aenns BXOAMT CTepuNibHas 0AHOpa3oBas MJacTUMKOBast
060/104YKOI Kabens Ans 3alnTbl KaGens oT 3arpsA3HeHNs.

LleneBoe ncnonb3oBaHue
MBKWiA ypeTepopeHOCKON BBOAMTCS Yepe3 HapyXXHOe ypeTpasbHOe OTBEPCTUE U MOYEBOV My3bipb 1
MCMONb3YETCA ANSA ANATHOCTUKMN U NIeYeHUs 3a60/1eBaHNIA MOYETOUHMKA 11 MOYEK.
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BbIX0Z M3MEpUTENbHOTO KaHana ppUraLvoHHbIA NPUCOEANHNUTENBHBI KOHYC

XO0noaHbIN CBETOAMOAHBIN CBET TexHU4YecKoe onucaHne n3genmns
OO6beKTUB Kamepbl Pyuka ynpaB/ieHUs yriiomMm Hak/oHa
[uncTanbHbI KOHeL, PyKofATKa ynpas/ieHUs
FM6oyYHan cekums N3mepuTenbHbIn KaHan
BcTaBHas Tpy6Ka KnanaH n3mepuTenbHOro KaHana

BcTaBHaga cekuusa KOoHTpO/ibHaa MeTKa yrfa Hak/oHa

O 0O o0oo0oooaogod
O o0ooo0oogooaoa

WppuraymoHHbIiA KnanaH CurHanbHbI nopT

KOMMOHEHTbI U (hYyHKLUK

1 BebIxof N3MepuTenbHOro KaHana
JHA0TepaneBTUYECKME NPUHAANEXKHOCTN OTXOAAT OT BbIXOAa U3MEPUTE/NILHOIO KaHana.

4 2.  XONOAHbIA CBETOANOLHbIN CBET
OcselleHne 061acTn onepaLMoHHOro BMeLlaTeNbCTBa.

3. OObeKTUB Kamepsl
3aukcupyinTe aHLOCKONMYeCKOe M306paKeHMe W nepedaiTe ero nosib30BaTentd C MOMOLLbIO
Buaeonpoueccopa, nsrotosneHHoro SHANGHAI ANQING; un3o6paxeHns oTobpaxatTcs Ha
MOHUTOpE.

4. [AwncTanbHbliA KOHeL,

AvcTanbHblli KOHEL, WHTerpupoBaHHbIi C WUCTOYHUKOM XOJNIOLHOFO CBETOAMOLHOrO CBeTa U
CUCTEMON Kamepsbl.

5 T'nboyHasa cekuyms
CeKumnsa nepemeljaeT AUCTaNibHbIA KOHEL, 3HAOCKOMNA, Korga paboTalT pyyvyku ynpasBiaeHus
YrNOBbIM ABVXXEHNEM BBepX/ BHUS.

6. BcTaBHasa TpybKa
BcTaBHas Tpy6ka MOXeT ObITb BCTaB/eHa B TeNO MalueHTa.

7. BcTaBHaa cekuus
OHa BBOAMTCA B TeN0 NauueHTa ¢ 060104KOW unnM 6e3 Hee AN 3aBEPLLEHWS MPOBEPKU U
onepauuu.

8 WppuraumoHHbI KnanaH
Wcnonb3yetcs An8 OTKPbITUSA U 3aKPbITUA UPPUTaLMOHHOIO KnanaHa.

9. WppuraunoHHbIii NPUCOeANHNUTENbHbIA KOHYC
KaTeTep coefJMHSeTCA C NPUCOeAMHNTENbHBIM KOHYCOM A/t MoJadun BOAbI.
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10. TexHM4eckoe onucaHue n3genus
US31B-12

11. Pyyka ynpaBieHnsa yriom Hak/oHa
Korpga aTa pyyka noBopaynBaeTca B HanpasnieHun "U*“, yuyacTok n3rnba nepemeltaetcs BBEPX;
Korfa pyyka nosopayuBaeTcs B HanpaeneHun” D, yyacTok nsrnba nepemewaerca BHN3; korga
py4Ka noBopaumnBaeTcs B HanpasneHun” 0", yuactok nsrnba octaetca NMPAMBIM.

12. PyKoATKa ynpasfieHus
CWHXPOHHOE [ABWMXEHWEe MeXAY KOHLOM 3HAoCKona M paboyMMu pblyaraMm Ha PYKOATKeE,
HyneBas 3afilep>Ka OT nanbLa Xupypra 40 KOHLA 3HA0CKONa.

13. V3mepuTenbHbI KaHan
N3mepuTenbHbIi  KaHan  AeicTBYeT  Kak  KaHan  Ans  BBOAA  BCMOMOraTeslbHOro
3HA0TepaneBTMYECKOro 060py0BaHus.

4 14. KnanaH U3MepuTeNbHOro KaHana
lMoBepHUTE KnanaH W3MEPUTENIbHOTO KaHana, 4To6bl 3adMKcMpoBaTb BCrMOMOraTesibHoe
3H[0TepaneBTUYECKOE 060pPYy0BaHNe.

15. KoHTpo/ibHaa MeTKa yrfia Hak/ioHa
D ona Hucxopsawero, U onga socxogdawero n 0 gng npsaMoro nonoXxKeHus.

16. CurHanbHbIi NOpPT
MoAKNOYNTE CUTHaNbHBIA Kabenb K CUrHasbHOMY MOPTY ANA Mojayn MUTaHUSA 1 nepefayu
[aHHbIX.
MpuHUUN NonyyYyeHNa N3o6paxKeHns c MOMOLLbI0 YypeTepopeHocKona:
CBEeTOAMOAHBIA MCTOYHWMK XONIOAHOTO CBeTa WHKancy/nvMpoBaH B [AWCTalbHbIA KOHeL, rubkKoro
ypeTepopeHockona Ans OCBelleHMs 06beKTa, KOTOpbli Heobxogumo wuccnegosatb. V3obpaxeHue
cobupaeTcqd MOAyfleM Kamepbl, BK/IOYAKOLWMNIA 00BLEKTUB, WHTErpupoBaHHbIi Mogynb EOS wu
aHanoro-un@posoe npeobpas3oBaHMe, a 3aTeM OTNPaB/sAeTCA Ha BWUAEOMNPOLLECCOP MO NUHUK
nepefayn AaHHbIX. Iocne 06paboTKM M3006paXxKeHNe MOXET 0ToOpaXKaTbCs Ha BHELLHEM MOHUTOPE,
KOTOPbIA NOAKNIOYAeTCA K BULEOMNPOLECCOPY B peasibHOM BPEMEHM.

NCTOUYHUK OCBELLEHUA ANS UccnefyemMoil 06nacTu, onucaHue:
BecCBUHLIOBbINA, O[JHOLBETHbIA CBETOANOA XONOAHOIO CBETa

TexHnuyeckoe onucaHue
Tabnuua 3. TexHUYecKoe onmucaHme MeauLMHCKOro N3AeNnns «YpeTepopeHoCKon 04HOPa30BbIiA,
CTEPUNbHbIA TNMOKKIA, modenb US31B-12x»:

. . mboyHas

AvcTanbHbin  N3MepuTenbHbIN
Pabouas O6waa cekuyus PaspeLue

KoHeL, KaHan Macca

Mogenb . o JiIZEE 4nvHa  [nanasoH HVe

HapyXHbIi BHYyTpeHHWI (£10%)
(x10%) (£10%) w3MeHeHUs (nnkcen)

auameTp avameTp (£10%) yrna
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HakKNoHa

US31B-  3,1um Loum 36 F)  650mMM 920 mm Lo BEePXZ o pok 105 r

12 (9,3Fr) 75°BHU3
,U,OI'IOI'IHI/ITe}'IbeIe XapaKTEeEpPUCT UKK:

3HepronoTpebneHne KMOIMM-matpuusl: 3.3 V

"ny6uHa pe3kocTn nsobpaxeHus: 3 Mm - 100 Mm

CkopocTb thopmumpoBaHua nsobpaxeHus: 30 FPS

Harpes ycTpolicTBa NonyyeHus n3obpaxeHus: He 6onee 41 O

XapakTepucTUKN NOLCOeAUHUTENbHOIO Kabens:
HaumeHoBaHuMe efl. 3MepeHuns XapakTepucTuKu

36AWGM500
lMpoBog MOCTOAHHOIO  TOKa /KT (Makcmmym)
ConpoTuBfeHune 32AWG*613
(makcmmym)

ConpoTtusneHue n3onauumu M km KOO0 (MUHIMYN)
MOCTOAHHOIO TOKa
[unanekTpuyeckas MNpPoOYHOCTb vV /1 Min 500
(AC)
AnoHraumsa Kgf/mm2 >200
IMpefen NnpoyHoCTU % >1.76
HomuHanbHoe HanpsXeHue \Y 30
HomuHanbHaa TemnepaTtypa O 80

XapaKTepucTUKKN LITeKepa OT ypeTepopeHoCcKona K BUAeonpoLeccopy:

4 KonunuecTso agep 14
AvameTp CoeAUHUTENBHOMo nopTa, MM 0.5
AvnameTp COeAUHMUTENbHOrO LWTUPTA, 0.45

MM
MakcumaneH. AWG, mm? 28
0.08

KoHTakTHOe conpoTtueneHue, 111 <8.5
ANVHA MYTU YTEYKK 0.5
pabounii TOK ogHOro agpa, A 5
Pabouuin Tok, A 25
McnbiTatensHoe HanpskeHue, kV 1.2
Pa6ouee HanpsxeHue, kKV 0.4

lMoka3aTenb NPON3BOAUTENLHOCTM
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MokazaTe/lb MPOM3BOANTENBHOCTM

JaTumk n3obparkeHust LiseT KMOI
PaspeLLeHmne 400(H)x400(v)
[lnanasoH YeTKoro Hab/roaeHUs 3MmM~ 100mMm
IMone o63opa 110°+5%
CucTema kamepsl o
HanpasneHve o63opa 045
PaspeLuatoLLas cnocobHoCTb/ 7,73
(nn/mm)
Caet/ntokc >5000 itoKe
MeTog cTepunusalmm EO
Crepunusaups N
CpoK fencTeus cTepunmnsaLmm 3roga
MopaXxeHWe 3NeKTPUYHECKMM TOKOM N

Knaccutukaumsa no sawmre ot
3alumTa oT nopaxkeHus

MOPAYKEHWS 3MEKTPUYECKVIM TOKOM BF
3NEKTPUYECKVIM TOKOM

M6KNin ypeTepopeHocKon cnefyeT WCNOMb30BaTb TONbKO B COYeTaHMM C BUAEONPOLECCOPOM
EOS-B-01, npounssoactea SHANGHAI ANQING. Bugeonpoueccop obecneynBaeT UCTOYHUK CBeTa
N n3obpaxeHue, nepesasaemMoe rmbKMM ypeTepopeHOCKOMNoM.

abapuTHbIe pa3mepbl AMvHa 1,7 M £5%
Macca 53,51 +5%
MeTopg cTepunnsayuu EO

Pabounii KaHan ID 3.6 Fr (1,2 mm)
CpoK fencTens ctepuansaumnm 3 roga

TexHUu4yeckme xapakTepucTnkun sngeonpoyeccopa EOS-B-01

Macca, r 575 +5%

FabapunTbl, MM 160*109*37.8 £5%
4 Hanps>keHue, yacTtoTa (B, 'y) 100-240 B, 50-60 'y,

Tun nogknoyeHus HacTeHHaa po3eTka

Texnpouecc 3

KofnnyectBo nognepXnBaemMbiX MOHUTOPOB 1280="720

MaKcumanbHoe paspeLleHue 60 Ny

YacToTa Bugeonpoueccopa 32T6

O6bem namaTu SD kapTa

Tun namaTtu HDMI/USB3.0/AV

Pasbembl Ja

Mopnepxka HDCP 3

Yncno yHnBepcanbHbIX NPOLECCOPOB Het
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t Heob6Xx0AMMOCTb AOMONHNTENLHOIO MUTaHUS 100-240 B, 50-60 I'y

TexHUYECKMNEe XapaKTePUCTUKN NOACOEANHSEMOro MOHUTOPA ANS BU3yanu3alunm NoNyyYeHHbIX
AaHHbIX N306paXXeHUA NS BOZMOXHOCTI COBMECTHOTO MCMNO/Ib30BaHUA CYypPeTepOpPeHOCKOMNOM:

[naroHanb, Atoiim Ot 10 fo 55

PasneleHune, 6onee 700 X600

Tun matpuupl IPS, Amoled

HanpsxeHne nUTaHus Mepem. Tok 100B-240B
YacToTa 50IMy-60rw,

PaZbeMbI HDMI/AV/USB/ HDM1-DVI

NHgpopmayma no 6esonacHoCcTr

Moxanyiicta, BHUMATENbHO MPOYMTANTE 3TU WMHCTPYKLUMM NO TexXHMKe 6e30nacHOCTU nepes
ncnonb3oBaHMeM npubopa. lpexae 4YemM WUCNONb30BaTb NpPM6GOP Ha MaUWeHTe, KpailHe BaXKHO
03HaKOMMUTbLCA C MpMHLMNaMu paboTbl U yNpaBneHns npubopom.

CMOKUI  YypeTepopeHOCKON  [O/KEH  ucnosb3oBaTbes B COOTBETCTBMU  C - MPUSHAHHLIMK
MEANLIMHCKUMU NpaBUIamMmn 1 npoLiesypamu SHAOCKOMUN.

A  BHumaHue!

Mepen ucnonb3oBaHWeM TMOKOro ypeTepopeHOCKOoNa BHMMATeNbHO MNpoYMTaiTe ChefytoLline

MHCTPYKLMM NO TexHuWKe 6e30MnacHOCTW, 4TOObl He MNOABEpraTtb PUCKY CBOMX MaLMeHTOB,

nepcoHan unu ceos.

OcmoTpuTe TUOKUIA ypeTepopeHOCKON nepef KaXAON XUPYypruyeckor npoueaypoi, 4ToObl

y6eauTbCs, 4TO OH PYHKLUOHMPYET NPaBMILHO M YTO €ro CTepU/IbHAsA YyNakoBKa repMeTuyHa.

Kaxablii pa3, npexge 4Y4em WUCNONb30BaTb TMOGKWI ypeTepopeHOCKON, Bbl AO/MKHbI CHavana

A NPOBEPUTbL, YTO NPUOOP W akceccyapbl, UCMONb3yeEMble B COYETAHUM C HUM, HaAXOAsATCA B
naeanbHOM COCTOSIHUMM. [1OBPEXAEHHbIA TMOKWIA  YPETEPOPEHOCKON WAM  MNOBPEXAEHHbIE

akceccyapbl He A0/HKHbI UCMO/b30BaTbCH.

KomburHaymm MeanLMHCKUX YCTPONCTB TO/IbKO TOrfa rapaHTMpPOBaHHO 6e30MnacHbl, ecnu

a) OHW onpejdeneHbl Kak TaKoBble B COOTBETCTBYHOLLEM PYKOBOACTBE MO 3KCAyaTauum uam

b) npefHazHayeHWe W MNapameTpbl COMPSHXKEHWS YCTPOMCTB, MCNONMb3YEMbIX B KOMOMHaLWW,

MO3BONAIOT 3TO CLeNathb.

BHMMaTeNbHO 03HAKOMbTECb C WHCTPYKUMAMWU WM MapaMeTpamu COMPSHKEHUA MeLULMHCKUX

YCTPOWCTB, NUCMONb3yEMbIX B KOMOUHAL MW,

Vicnonb3yliTe TONbKO akceccyapbl (HanpaBAstoLiMe 30HAbI, YUCTAWME WETKN U T. 4.) KOTopble

COBMECTUMbI C 3TUM TMOKMM YPETEPOPEHOCKOMOM U MOTYT 3KCMNyaTUPOBAaTLCS B COOTBETCTBUM

C 06LLENPUHATBIMU TEXHUYECKUMWN CTaH4apTaMn U PYKOBOACTBaAMM MO OXpaHe Tpyfa.

He ponyckaliTe KOHTaKTa KakKuUX-Mb0 3M1eKTPUYECKMX KOMMOHEHTOB WM 31EKTPUYECKUX

nNpM60OpPOB C TMOKMM ypeTepOpPEHOCKOMOM.

MOKNA ypeTepopeHOCKON He [O/MKEH WCMONb30BaTbCA BO BPEMS paspsAfKM  CEpLeyYHOro
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> fedubpunnatopa. W3Bnekute rmbKWii ypeTepopeHOCKON W3 30HbI OnepauyuMm A0 TOro, Kak
npon3oingeT paspsajka.
CyuiecTByeT OMacHOCTb B3pbiBa MPW  WCMOMb30BAHUN NErKOBOCM/IAMEHAIOLWNXCA ra3oB B
HernocpeACcTBEHHOW 6AM30CTM OT rMBKOro ypetepopeHockona. Ero Henb3s Mcnonb3oBaTb B
MPUCYTCTBUM NErKOBOCM/IAMEHSAIOLLNXCA UM TOPHOYNUX CPes,.
TemnepaTtypa OWUCTanbHOrO KOHUA 3HAOCKOMAa MOXeT npesbiwaTtb 41°C K3-3a MHTEHCUMBHOIO
3H[J0CKOMMNYECKOro ocBeLeHnd. Temneparypa NoBepxXHOCTH Bbile 41°C MOXET BbI3BaTb 0XOIK
cnm3ncToin o6onoukn. Beerga BbifepXunBaniTe COOTBETCTBYHOLLEE PACCTOAHUE, HEOBXO0AMMOE ANA
Hag/iexaliero npocmoTpa, WCMNo/b3ys MWHWUMAalbHbIA YpOBEHb OCBELlEHWUA B TeyeHue
MWHUMaNbHOro nepuoga BpeMeHW. He wncnonb3yite MeToh 6/M3KOr0  CTaLMOHapHOro
nNpocmMoTpa WAn He OCTaBNANTE AWUCTaNbHbIN KOHeL 3HA0CKoNa 6/1M3K0 K CIM3NCTO 060/104Ke B
TeYeHne ANNTENbHOIO BPEMEHN 6€3 HEOOXOAUMOCTH.
Ecnn Bo Bpems npouefypbl Ha nauveHTe BO3HUKHET HEUCNPABHOCTb, HEMEAJ/IEHHO MpeKpaTuTe
npouenypy. [omecTuTe [uCTaNnbHbIA KOHeL T[MOKOro ypeTepopeHOCKona B HeWTpasbHOE,
HeoTpa)kaeMoe NOoJIOKeHVEe Y MeLIeHHO Y OCTOPOXXHO M3B/IEKNTE BUAEO-3HAOCKOM U3 NauueHTa.
YCTpOIACTBO He NpeAHa3Ha4yeHo A4 Ucnonb3osaHus B cpege MR.
Korga cuctema Kamepbl WCMonb3yetca [Ans  06cnefoBaHUs MauueHTa, He [ONycKaiTe
CONPUKOCHOBEHUA MeTal/IMYeCKNX YacTei IHLOCKOMa UK ero akceccyapos C MeTaNNIMYeCKUMu
4acTAMU ApPYrux KOMMOHEHTOB CUCTEMbl. TakolM KOHTAKT MOXET Bbl3BaTb HernpegHamMepeHHoe
MOCTYM/IEHVE TOKa K MaLuneHTy.
Bcerpa yctaHaBnuBankTe MUHUMAaNbHO HEOBXOAUMYIO APKOCTb.
He cnepyet npofosmkatb HabnojeHWe B HenmoCpeACcTBEHHOW 6/M30CTU OT TKaHW WU AepxaTtb
ANCTaNbHbIM KOHEL, 3HAO0CKOMa B KOHTaKTe C XXMBOIN TKaHbO B TEYEHWE A/INTE/IbHOTO0 BPEMEHM.
3T0 MOXET NPUBECTM K 0XOram nauueHTa.
Mpu npekpaweHUn MUCMonb30BaHMA 3HLOCKONA 0653aTeNbHO BbIKNHOUYMTE WUCTOYHMK CBeTa,
4TOGbI 9HLOCKOM HEe U3MlyYan HEHYXXHbIN CBET.
Ecnv aHpockonuueckoe n306pakeHWe TYCKHEET BO BPEMA MCMO/b30BaHWA, 3TO 3HAYUT, YTO
KpOBb, C/IM3b WUIN MYCOP HaNWUMAN K CBETOBOJ Ha AUCTaNbHOM KOHLE 3HAockona. OCTOPOXHO
N3BMEKNTE IHAOCKON U3 NauueHTa U yaannte KpoBb UAW CANU3b, YTOObI NONYYUTb ONTUMANIbHOE
ocBelleHne n obecneynTb 6e3onacHoOCTb 06cnefoBaHMA. Ecnv Bbl NPOAOMIXUTE UCMOMb30BaTh
9HLOCKOM B TAKOM COCTOSIHUU, TemMnepaTypa AUCTaNbHOI0 KOHLA MOXeT MOBbICUTLCS U BbI3BaTb
0XOTN CAU3NCTON 060104KM. DTO TaKXKe MOXKET NPUBECTU K TpaBMe MauuneHTa u/mam oneparopa.
He npukacaiTecb K 31eKTPUYECKMM KOHTAKTaM BHYTPU pa3bemMoB YCTPOMCTBA.
He npunaraitTe ype3mepHbIX YCUINIA K YCTPOWUCTBY WU/MNN APYTUM NOLK/OYEHHBIM Npubopam.
B NpoTvBHOM Cnyyae MOXET MPOU30ATY NOBPEXAeHNe U/MNN HENCNPaBHOCTb.
He nopakntoyainTe M He OTCOeAWHSAITE pa3beM YCTPOMCTBa, KOrga cMCTeMa KaMepbl BK/OYEHa.
MoAKNYeHNne WM OTKIKOYEHME YCTPOMCTBA MPU BK/KOYEHHON CUCTEME Kamepbl MOXET
npuBecTn K paspyweHnto KMOI. Mepes NOAKIOYEHWEM WM OTKAOYEHMEM YCTpPOMCTBa
BbIK/TIOYMTE CUCTEMY Kamepbl.
B cnyuyae notepu XMBOro 3HAOCKOMUYECKOro U300paXeHWs He npojBuranite U He BCTaBnsAWTe
rMOKNA ypeTepopeHOoCcKon. ITO MOXET MPUBECTU K TpaBMaM NauMeHTa, TaKUM Kak rnepgopayms,
aBy/NbCUSA, KPOBOM3NIUAHWE UM YPOTENNAIbHOE MOBPEXAeHMe.
He ncnonb3yiiTe 4pe3aMepHyr CUy NPy NPOABMKEHWUW WUAN U3BATUM IHAOCKONA. DTO MOXET
NPMBECTM K TpaBMe MauWeHTa, TakoO Kak nepdopauus, KpOBOWU3NUAHUE, YpOTennanbHoe
MOBPEXAEHWE, NN K NOBPEXEHUIO YPETEepOpPeHOCKoNa.
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e He npunaraiite 4ype3amepHbIX YCUAWIA NPU NPOABMXXEHUN WAN U3BNEYEHUN BCMOMOraTenbHOro
YyCTpOICTBa BHYTPW ypeTepopeHocKona. 3TO MOXeT MPMBECTU K TpaBMe MnauueHTa, TakoWh Kak
nepgopayms, aBynbCus, KPOBOM3NUSAHME, YPOTeNManbHOE MOBPEXAEHNE, UN K MOBPEXAEHUIO
rMOKOro ypeTepopeHocKona.

e He BTAruBainTe nasepHoe BONOKHO 06paTHO B TMOKMIA ypeTepopeHOCKON BO Bpemsi paboTbl
nasepa. 3TO MOXET MPUBECTM K TpaBMe NauueHTa u/ unv noBpeXxAeHnto aHAocKona.

* He oTKpbIBainTe pyuky rmM6KOro ypeTepopeHOCKOona. 3TO MOXeT MPUBECTU K MOBPEXAEHUIO
BOAOHENPOHMLAEMbIX YNNOTHEHWIA Y PUCKY MOPAXXEHUSA 3NEKTPUUYECKUM TOKOM.

* He crnbaiTe ypesmepHo rMbOKMIA Ban MAN COUNEHAKOLWMIACSA YHaCTOK rMOKOro ypeTepopeHocKona,
TaK KakK 3T0 MOXEeT NpPUBECTU K NONOMKe Uin nepernby Bana.

 [Ecnm  npoucxoguT  noBpexpaeHue rubKoro  ypeTepopeHockona uMAM  OH  nepectaet
(hYHKLMOHMPOBaTb BO BpPeMs MNpoLeAypbl, HEMEASEHHO MNpeKpaTUTe MCNOMb30BaHWe TMOKOro
ypeTepopeHockona. MpogomkainTe npouesypy € HOBbIM FTMOKMM YpeTepopeHOCKOMNoM, ecnu 310
Heob6xo4MMo.

e He BCTaBnANTE BNAXHbI, 3arpsi3HEHHbIA UAN MOBPEXAEHHbIV LUTEKEP COEANHMTENBHOIO Kabens
B FMOKMNIA ypeTepopeHOCKOoN, TaK Kak 3TO MOXEeT NPUBECTU K YXYALIEHMIO KayecTBa BUAEO UK
NOBPEXAEHMIO 3HA0CKONA.

g\T’\)M €Pbl NMPEAOCTOPOXKHOCTH

* He nopggepraiite rMbKWii ypeTepopeHOCKON BO3A4EWCTBMUIO MPAMbIX COMHEYHbLIX yyYein uam
N3B6bITOYHOTrO TEMa, YTOObI N36€eXKaTb NOBPEXAEHMSA YCTPOMCTBA.

* He cTepnnusyiite rubkKunii ypeTepopeHOCKOMN € NOMOLbO napa (aBToK1aBa).

* He ypapsaiite gucTanbHblli KOHeL, rMbKoro ypeTepopeHoCcKona 0 TBepAble NpeaMeTbl U HUKOrAa
He NCNOoNb3yIiTe OCTPbIV NpeaMeT AN YAaNeHUs rpsasu.

e Hwukorpga He KnaguTe TsXKenble NPeAMEeTbl Ha TMOKWIA ypeTepopeHOoCKon.

* ['nbKnin ypeTepopeHOCKON He creayeT UCMob30BaTh B COYETAHMM C BUAEOMPOLLECCOPOM APYTUX
npounsBoguTeneil. Mcnonb3oBaHMe HECOBMECTUMbIX YCTPOWCTB MOXeT MNPUBECTU K TpaBMe
nauneHTa uan nosBpexgeHnto npuobopa. Heobxoammo obecneynTb, YTOObI YacTM 3HLOCKONA, He
MMetoWMe  31eKTPUYECKO  U30M1AUMM, HUKOrga He CcompuKacaincb € NPOBOAALMMM
MOBEPXHOCTAMM UM TOKOBeAYL VMU YaCTAMM ApYroro ycTporcTBa.

« ConpoTuBneHne, KOTOPOE MOXHO MOYYBCTBOBATb MPW OTKIOHEHUW HAKOHEYHMKA C MOMOLLbHO
OTK/IOHAIOLLEro pblyara, yBe/IMYMBAETCA N0 Mepe YBENNYEHWUA yrfia OTKIOHEHUS, BbINONHANTE
OTK/IOHEHWE MATKO 1 OCTOPOXKHO, 6€3 Pe3KMX UM PbIBKOBLIX ABUXEHWUIA, A0 ynopa.

He ncnonb3yinTe cuny Ana noBopoTa OTK/IOHSOLWLEr0 pblyara, 4Tobbl M36exaTb TPaBMUPOBaHMWS
nayveHTa navM noBpexaeHus npubopa

*  cnonb3yiiTe TONbKO aKceccyapbl, 0400peHHbIe n3rotosuTeneMm. He nogkntouvaiite kK USB-nopTty
3N1EKTPOHHbIE YCTPOWCTBA, He 0L0OPEHHbIE N3rOTOBUTENEM.

* Yb6eautecb, 4TO 3TOT NPMBOP He WCMNOJNb3yeTcAs PALOM C ApyruMm o06opypoBaHueM (Kpome
KOMMOHEHTOB faHHOro Npubopa Unn CUCTeMbl) U He YKNaAblBaeTCAa BMeCTe C HUM BO n3bexaHue
3M1EKTPOMArHUTHbIX MNOMEX.

Mepbl npefocTopoXHOCTUM npu pabote c Bugeonpoueccopom EOS-B-OC npowussBoactea

Shanghai AnQing Medical Instrument Co., Ltd.

A BHumaHune!
3aBO/ICKME HACTPOMKM He SBAAKOTCA 00s3aTenbHbIMK ANs Bpaya. Bpay HeceT OTBETCTBEHHOCTb
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3a BCe HACTPOMKM, BAUAIOLLME HA XUPYPTUYECKYHO MPOLeaypy.

e [na Bawein cobcTBEHHON 6e30MacHOCTM U 6e30MacHOCTM BalIero nayueHTa WUCNOMb3yiTe
TONbKO OPUTMHaNbHblE KOMMNIEKTYHOLLKE.

e He B3pbIBOONACHO.

* He yctaHaBnuBaiiTe 1 He 3KCNyaTUpPyinTe LEHTP BUAEOCUCTEM B MecTax, rae:

BbICOKasi KOHLEHTPALNA KACN0pPoaa;

B aTMOC(epe NPUCYTCTBYIOT OKUCAUTENN (Takne Kak 3akucb asoTa (N20));

B aTMoc(epe NPUCYTCTBYIOT /IErKOBOCM/IaMEHAOLLNECH rasbl;

PAAOM HaXOAATCA FOPHOUMNE XUAKOCTH.

* B npoTtuBHOM cniyyae MOXET TMPOU3OATU B3PbIB WKW MOXap, MOCKOMbKY 3TOT LEHTP
BUAEOCUCTEM He SBMIAETCA B3PbIBO3ALLULLEHHBIM.

* B0 u3bexaHne NnopaxeHUs 3NeKTPUYECKMM TOKOM He OTKpbIBaiTe faHHOe YyCTPOMCTBO. HukKoraa

He OTKpblBailTe 3TO YCTPOMCTBO camocToATeNbHO. O6patMTech 3a 0OCNYXUBaHWEM K
KBaM(pMLMPOBaHHOMY CEPBMCHOMY MepcoHany.
®PYHKUMOHANbHOE NCMNbITaHME A4OMKHO NPOBOAUTLCA Mepes Kaxkaol onepayuei.
B cnyuyae BbIxo4a 13 CTPOA YCTPOMCTBA UK 10BOr0 Apyroro BCNomoraTe/isHOro o6opyoBaHus
BO Bpems onepauuu, CMeHHOe YCTPOMCTBO W CMeHHble akceccyapbl LO/MKHbI HaxXoAUTbCA B
npegenax [OCAraeMoCTW, 4YTOObl MMETb BO3MOXHOCTb 3aBepWMWTb OMepauuid C MOMOLLbHO
CMEHHbIX KOMMOHEHTOB.

e He cTepnnunayiite yCTpOMCTBO.

e 3ameHWUTe NpeAoXxpaHUTeNlb TONbKO Ha NpPefoXpaHUTeNb TOr0 Xe TuMa U HOMUHana.

 Ecnn Bbl nopospeBaeTe wnAM NOATBepXaeTe AedeKT YCTPOWCTBA, HE WCMNONb3yinTe ero.
Ybeantecb, 4TO YCTPOWCTBO 6ofblie He OygeT WCNONb30BaTbCA [0 Tex nop, Mnoka
KBaNM(MLMPOBaHHbIA chneunanuct no O06CNYXWBAHUIO He NpoBefeT COOTBETCTBYHOLME
NCNbITAHNS N PEMOHT.

* He ucnonb3yiTe ycTPONCTBO, €CY OHO MMEET ABHbIEe Ae(eKTbl, 0COOEHHO eCN OHU CBA3aHbl C
BUIKaMV NUTaHUA UM Kabensamm nogKNHYeHUs CeTeBOro nNutaHnsa. B aTom cnyyae ycTpoincTso
[O/IKHO 6bITb OTPEMOHTUPOBAHO YMO/HOMOYEHHbBIM CEPBUCHBIM NEPCOHAIOM.

e OneKTpuyeckue MOMexXu C Apyrumum npuéopamu uaAM YCTPOMNCTBaAMM OblM MPAKTUYECKU
yCTpaHeHbl Npu pa3paboTKe 3TUX MPUOOPOB M He ObiNM 06HApYXXeHbl BO BPEMS WUCMbITAHWUA.
OfHako, ecnn Bbl BCe ele O6HapyXwuBaeTe WAM NOAO3peBaeTe HanauuymMe TaKUX MOMeX,
noxanyicra, cnegyiTe aTUM peKOMeHJaunam:

0 [MepemecTuTe 310, APYroe unu oba ycTpoilcTea B 4pyroe MecTo;
0 YBenn4ybTe pacCTosHME MeXAY UCMOb3yeMbIMU YCTPONCTBAMM;
0 [pOKOHCYNbTUPYNTECH C 3KCNEPTOM MO 3/1eKTPUYECKUM MEAULMHCKUM nprubopam.

e [pn 0fHOBPEMEHHOM MOAKNHOYEHUN K OAHOM pPO3ETKE HECKO/IbKUX 3HEpPronoTpebnstomnx
YCTPOWCTB C NOMOLLbIO pacrnpefennTe/ibHbIX KOPOOOK CyMMa OTAEe/IbHbIX TOKOB YTEYKM MOXET
npesbllaTh AONYCTUMbIe NPeAebHbIe 3HAYEHUS.

O O O o

O6uime mepbl NPELOCTOPOXHOCTU U NPEfYyNpPeXaeHns

e TOMbKO YNOMHOMOYEHHbIA CEPBUCHbLIA CNEeLnanncT MOXeT BbIMONHATb PEMOHT, HACTPONKY UK
M3MeHeHWe YCTPOICTBA M MCNO/Mb30BaTb CEPBUCHOE MeHt0. J1l060e HapylleHue npusedeT K
aHHY/MPOBAHUIO  rapaHTUM  M3roTOBUTENA. YMONHOMOYEHHble CepPBUCHbIE  CMeunanucThbl
NpPOXoAAT 06yYeHMe 1 CepTUPMKALMIO Y N3TOTOBUTENA.

* YCTPOWCTBO MpefHa3HayeHO TONbKO [1S WCMOMb30BaHWUA O00yYeHHbIMW BpavyaMu, KOTOpble
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3HAKOMbI C 3HJOCKONUYECKMMU Onepauusmu.
TexHuuyeckoe 06CNyXUBaHWE YCTPOWCTBA [AO/DKHO OCYLLECTBAATLCA B COOTBETCTBUM C
WHCTPYKUMaMKU ans  obecreyeHus 6e30macHOli 3KcnayaTauum ycTpoicTea. [ns  3awjuThbl

nauveHTa W OMepayMoHHON 6Gpuragbl nepes  KaxAblM  UCNOMIb30BaHMEM  NpPOBepsinTe
LLeNI0CTHOCTb 1 paboTOCNOCOBHOCTb YCTPOMCTBA.

OnacHoCTU U MHopMaL s, CBSA3aHHbIe ¢ paGoToil BuAeonpoleccopa

YCTPOWCTBO MOSIHOCTLIO OTK/KOYAETCA OT CeTU TONbKO B TOM Cliyyae, eCiu BWIKA NUTaHMUA
BbllepHYTa M3 y4apOnpOYHON 3aLUTHOM PO3ETKMN.

dnekTpuYyeckne MNOLKMYEHNA ONepaunoHHON, B KOTOPOA uMcCnonb3yetcsd 060pyfoBaHue,
LO/KHbBI COOTBETCTBOBATH COOTBETCTBYIOLW MM HaLMOHa/IbHbIM TpeboBaHUAM.

KOHTaKT € OTKPbITbIM KOHLOM 3HAOCKONA WAW CBETOBbIM Kabenem, MOAK/AOYEHHbIM K
MCTOYHMKY CBeTa, MOXEeT MPMBECTU K 0XOram M3-3a BbICOKOW 3HEprum m3nyvyaemoro caeTa.
WN3berainTe 4AnTeNbHOrO, HEMOABMKHOIO KOHTaKTa MeXAy AWCTa/lbHbIM KOHLOM 3HAOCKOMNa U
TKaHblO NayueHTa BO BpemMs 3HLOCKOMUYECKOW onepaunn. Bo nsbexaHne onacHOCTU 0XOroB He
OCTaBNANTE aKTUBHbI/ CBETOBOIN Kabesnb C MOAKIOUYEHHBIM 3HAOCKONOM Uan 6e3 Hero psgom c
nawmeHToM.

Bcerga cobniofaite HauuoOHa/bHble MpaBuia, Kacatolunecsd MpefoTBpalleHnss 0onacHoOCTH
BO3ropaHus, BbI3BaHHOI0 3/1EKTPOCTATUUYECKMMU 3apsafamMu.

CteneHb 3awWuTbl OT MOPAXEHUA 3NEKTPUYECKUM TOKOM. OHAOCKOM He [O/DKEH WMETb
3/1EKTPOMNpPOBOAALLETO COeANUHEHNA C KOPMYCOM BUeonpoLeccopa.

Ecnn Bupgeonpoueccop pabotaeT B 6alleHHOM KOpryce WM 3TaXXEpPOYHON cucTeme, pabouas
TemnepaTtypa BHYTPU 3TOr0 KOpnyca MOXET ObiTb Bbille, HeM TemMnepaTypa OKpYXXatoLLeid cpesbl
B nomeweHnun. MoaTomy Bcerga ycraHaBnuBalnte 060pyfoBaHMe B YC/IOBUAX, COBMECTUMbIX C
HOMWHANbHOM TeMNepaTypoi OKpYXKatoLLLeil cpefbl U3roTOBUTENS.

JononHutensHoe  nepudepnitHoe  obopyaoBaHue,  NOAKNOYEHHOE K MHTepdelicam
MeAULUMHCKOT0O MOHUTOPA, LO/MKHO COOTBETCTBOBATb TPeOOBAHUAM CNefyrWwmx TeXHUYECKUX
ycnosuii: EN 60601-2-18 ansa aHgockonuyecknx annapatos n EN 60601-1 ans anekTpuyeckmnx
MeANLUUHCKUX NpubopoB. Bce KOH(Mrypaunmn LONXKHbI COOTBETCTBOBATb creungukaymam EN
60601-1-1. AdononHuTensHoe o60pyAoBaHWe, MOAK/IHOYAEMOE K CUTHANbHOMY BbIXO4Y WK
CUrHaNbHOMY BX0AY, A0/KHO COOTBETCTBOBaThL TpeboBaHMAM cTaHhapTa EN 60601-1-1.
Onepatop YCTpoOlCTBa HMKOrJa He [O/MKEH KacaTbCA MHTepdelica yCTPOMCTBa M MaulMeHTa
O4HOBPEMEHHO.

IMomMexu, Bbl3bIBAEMbIE 3/1EKTPOMArHUTHBIMW BO/IHAMU (Hanpumep, MO6UAbHbIMU TenetoHamu),
BO34ENCTBYIOLLMMMN Ha 3/1eKTPOHHbIE YCTPONCTBA, XOPOLW,0 M3BECTHbI. VX cnepyeT usberatb.
Hapy>xHas NoBEPXHOCTb 3HAOCKOMA N KaXKA0ro 93HAO0CKONMMUYECKN NPUTO4HOT0 JOMOTHUTENBHOIO
obopyaoBaHMA [O/MKHA ObiTb MPOBepeHa, 4TOObl yb6eauTbCA, 4YTO B 3TOM 06NnacTM  HeT
LLepoX0oBaTbIX NATEH U/MNN OCTPbIX KpaeB, KOTOPblE MOTYT HAHECTU Bpes NauueHTy.

Jepxunte XMAKOCTWM nojanblue OT BCero 3MeKTpuyeckoro obopyposaHusa. Mpu nonagaHuu
XUAKOCTM Ha YCTPOWCTBO WAM BHYTPb HEro HEMeLNeHHO npekpatute paboTy LUeHTpa
BMAEOCUCTEM M 06paTUTECH K M3rOTOBUTEIO.

3anpewaetcq nogrotaeBnvMBaTb, OCMaTtpuBatb WM WUCMOMAb30BaTb 3Ty BUAEOCUCTEMY MOKPbIMU
pyKamu.

Mcnonb3yiiTe TONBKO akceccyapbl, 0400PeHHbIE M3rOTOBUTENEM, UK 3TO ByaeT MellaTbh paboTe
LpYyroro MegMuMHCKOro 3NeKTPOHHOTo 060pyA0BaHMsA, UCNOIb3YeMOro B KOMOUHaLNN.

Bcerga npoBepsaiTe BCce AeTany U NPUHAANEXHOCTM YCTPOCTBA cpasy nocae NoayyYeHus rpysa.

18/39

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



N3rotoBuTens paccmatpuBaeT TO/IbKO 3afBKW Ha 3aMeHy, KOTopble ObliM  HEMeLNEeHHO
npeAcTaBfieHbl AU COO6LLEHbI TOProBOMY MNpPeACTaBUTEN0 WAN aBTOPUM30BAHHON CEPBUCHOM
KOMMaHuu.

b MpoBepbTe KOMMNEKTHOCTb MOCTaBASEMOro 060pyA0BaHNs. CpaBHUTE MOCTaB/IEHHbIE AeTanun C
npunaraeMbiM YNakoBOYHbIM JINCTOM.

> EcnM  BO3HMKaeT  HeOoOXO4MMOCTb  BEpPHYTb  YCTPOWCTBO, HeO6XOAMMO  WCMOJb30BaTb
OPUTUHANbHYHO YNAaKOBKY.

b Wa3rotoBuTenb He HeceT OTBETCTBEHHOCTYM 3a yliep6, BO3HUKWNI BO BPEMS TPAHCMOPTUPOBKMU,
ecnn yuwep6 6bin BbI3BaH HeHanexallelh TPaHCNOPTHOMN YNakoBKOA.

> T[loxanyicTa, y6eantech, UTo BCS Heobxoaumas uHopmaLma oblna NpegocTaB/eHa:

Vma Bnagensua

Apfpec BnagensLa

Twun ycTpoiicTea

CepuitHblil Homep 060pyaoBaHMA (CM. UAEHTUPNKALMNOHHYH TabnnuKy)

[JetanbHoe onucaHue agegekra

b Onepatop HeceT OTBETCTBEHHOCTb 3a TO, 4TO6bl YCTPOWCTBO 6biNO 6e30MacHbIM U
(hYHKLWOHNPOBANO B COOTBETCTBMM C HA3HAYEHWEM WCMOb30BaHNA.

|  ¥YcTaHOBMTE YCTPOMCTBO Ha POBHYIO MOBEPXHOCTb, B CyXOM MecTe. TemnepaTtypa v BAaXHOCTb
OKpYy>KatoLen cpefbl AO/HKHbI COOTBETCTBOBATL YKa3aHHbIM TPebOBaHUSM.

b YGeautecb, uTO MMElOLLEECS HAMNPSXKEHWE CETU COOTBETCTBYET [AaHHbIM, YKasaHHbIM Ha
3TUKeTKe TMNa, NPUKPenIeHHOW K 3afHeil naHenn ycTponcTBa.

| HenpaBuibHOE Hanps)XxeHWe MOXET MNpPMBECTM K OwnbKaM M HEUCNPaBHOCTAM U MOXET
NPUBECTMN K pa3pyLUeHNt0 YCTPOCTBa.

9 [Ond ucnonb3oBaHMS YCTPOKCTBA NaUMEHT [O/KEH HAXOAMTbCA Ha JeYeHWn U GbiTb NOf
HabMOAEHNEM, C OKa3aHWEM 06bIYHOM MEANLIMHCKO MOMOLLN.

» Co3paiiTe cTepusibHbIe YCN0BUA, ECNIN OHWU HEOOXOANMBI.

* He ncnonb3yinTe yCTPOMWCTBO B NOMELLEHUAX, TAe UMEIOTCA UCTOYHMKMN HarpeBaHus, OTBEpCTUA
WA BEHTUAAUMS ANA  KOHAMLMOHWPOBaHMA BO34yxa W BeHTuasuuu. He nogeepraiite
YCTPONCTBO BO3AEWCTBUIO MNPSAMbIX COMHEYHbIX Nly4Yeid, UYPe3MepHOoi nbian, BuUOpaUUn Wan
MeXaHNYecKnX yaapos.

* He TAHUTe YyCTPOWCTBO 3a Kabenb nepefayvn AaHHbIX.

* He cxumainTe, He cpaenuBaiiTe, He crubainTe M He CKpyumBainTe WHbIM 06pa3om Kabesb
nepegayn faHHbIX. OTO MOXET MOBPeAMTb MPOBOAA BHYTPM Kabens M MpuMBeECTM K MoTepe
N306paXKeHNa NN BbIXOAY Kabens us cTpos.

*  W3rotoBuTeNb He HeCeT OTBETCTBEHHOCTM 3a MNPAMble WM KOCBEHHbIE YObITKW, U rapaHTus
CTaHOBUTCH HeAeNCTBUTENIbHOW B pe3yfibTaTe HenpaBW/IbHOTO WM HeHaA/ieXxallero MoHTaxa
BUAeonpoueccopa.

* YbeauTecb, YTO BUKa Kabens nepefayn faHHbIX NpaBUbHO BCTaB/ieHa B PO3eTKY. Y 6eanTech,
YTO KpacHas MeTKa HaxoAWUTCA B NMPaBWUIbHOM MOJIOXEHUMN BUEONpOL,eccopa.

* Bwupgeonpoueccop MOXeT 6biTb MOAKNOYEH WAM Yy[aneH TOMbKO B TOM Cllyyae, €CNuM OH
BbIK/tOYeH (6e3 ropadvero nofgknoyeHns). Ecnm sunka sugeonpoueccopa NogKIOYeHa BO BpeMS
ero BK/IHOYEHUS, TO BUEONPOL,ECCOP HEOOXOAMMO BbIK/TIOYUTbL U CHOBA BKIHOUYUTD.

e Yb6eauTecb, UYTO MMeEKOLEeCcs Hanps>XeHne CceTW COOTBETCTBYET [JaHHbLIM, YKa3aHHbIM Ha
3TUKeTKe Tuna, NPUKPensieHHONW K 3ajHeil naHenn ycTpoicTBa. HenpasBu/ibHOe HanpsxeHue
MOXET MNPMBECTM K OLWNOKAM W HEUCMPaBHOCTAM M MOXeT MNPMBECTM K paspyLleHunto
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yCTpolicTBa.

*  YCTpPONCTBO MOMHOCTbLI OTKAKOYAETCA OT CEeTM TOMbKO B TOM C/y4yae, ecnv BW/Ka MUTaHuA
BblAEPHYTa U3 yAapOnpoYHOM 3alUTHON PO3ETKN.

* Ecnun ycTpoiicTBO HE UCNOJb3yeTCA B TEYEHWNE HECKOMbKUX AHeiR unu fofiblie, OTCOeAUHUTE ero
OT CeTeBOr0 WCTOYHMKA NUTaHUs (BbITAHUTE Kabenb W3 3a3eM/IEHHOW 3alMTHOW pPO3eTKU
NCTOYHMKA NUTAHUS).

* [lpn OTKNIOYEHMM YCTPOMCTBA OT WCTOYHUKA NUTaHUA Bcerga 6epuTech 3a BUAKY MUTaHWA.
Hwukorpa He TAHUTe 3a caM Kabesb.

o bBanaHc 6enoro Jo/MmKeH OblTb BbINOMHEH B Hauane KaXAol XWPYpruyeckoi npoueaypbl C
MCNO/Mb30BaHNEM MCTOYHMKA CBETA U IHLOCKONA.

O6palleHne N XpaHeHne

XpaHuTe MegULMHCKOE N3fenve B NpoxnagHoM, CyXoM, TEMHOM MeCTe.
YcnoBusi XxpaHeHus / TpaHCnopTMpoBKK: Temnepatypa:-10°C ~55°C; BnaxHocTb: 10%~80%

>_|

[Y ) OcTopoXKHO!

He noasepraiiTe MeMLVHCKOE M3fenne BO3AeCTBIUIO NPSMbIX COMHEUYHbIX NyUeid Unu n3bbITOUHOIO
Tenna.

(T) OcTopoXxHo!

AVcTanbHbIA KOHeL, rM6Koro ypeTepopeHocKona A0MKEH HaXx04UTbCA B HEATPanbHOM MOMOXEHWUMN BO
BPEMSI XpaHeHUs.

(T) OcTopoXxHO!
O60/104KM TUOKOTO YypeTepopeHOCKOoNa He AO0/DKHbI 6biTb MEPerHyTbl WA CBEPHYTbI C/ULLKOM

NNOTHO. Jlyylle BCEro MnoABeCUTb TMOKUIA YpPEeTEPOPEHOCKON Ha XPaHEHWe WAM XpaHWUTb ero B
60MbLIOM KOHTEHEpE.

Komb6uHauns ¢ gpyrumum ycTpolicteamu

LLL Tonbko gns ucnonb3oBaHus ¢ Bugeonpoueccopom EOS-B-01, ogo6peHHbIM SHANGHAI
ANQING.
Mmbkas o6onoyka nmeeT pabounii kaHan ID 3.6 Fr.

Paboune UHCTPYKLUMU

Ycnosua akcnnyaTayum
Temnepatypa okpy>xatoweii cpegpl: 10°C ~42@C
BnaxHocTtb: 30%~80%

ONIeKTpOMarHuTHas COBMeCTUMOCTb
3TOT Npubop 6biN NPOTECTUPOBAH M COOTBETCTBYET NpeAefibHbIM 3HaueHuam 3MC B COOTBETCTBUU
¢ EN/ IEC 60601-1-2 CISPR Il knacca B.
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Oob6pauieHune
MpumeyaHme: MoBpexaeHe MeANLMHCKOTO U3aenns B pesynbTaTe HeMpPaBUbHOWM 3KCMayaTaumum He
NOKPbIBAETCS rapaHTWel N3roToBUTENS.

Jkcnnyaraums

Cnepylouwime  MHCTPYKUUM  ONUCLIBAKOT  MpPaBW/bHYKD  paboTy MeAUUUHCKOro  u3fenus u
COOTBETCTBYHOLMX KOMMNEKTYHOWMX. ITO He SABNAETCA BBeAeHWEM B TEXHWUKY YPEeTepoCKOMuu.
WHCTPYKUUN MO 3HAOCKOMMYECKOW TEXHWKE MOXHO HailTU B COOTBETCTBYHOLEA MeAMLMUHCKON
nuTepartype.

MpaBu/ibHOE yepXXaHue MeAULUHCKOTO U3fenns

Bo3bmuTE pYYKYy MeAULMHCKOrO M3Lenns «YpeTepopeHOCKON OAHOPa30Bbli, CTEPUIbHBLIN TUOKUIA,
mogens US31B-12»: B neByt0 WUAW NpaByk PYKy, Kak MokasaHo Ha pucyHke. C NOMOLLbIO Takoro
TUNa KOHTPO/IbHOT0 3axBata MeAULUHCKOE 13fefne MOXeT ynpaBnaTbCa O4HON PYKOW.

O6paweHne ¢ 060104KONA

(T)
V L/OcTopoxHo! He HocuTe rmbKuii ypeTepopeHOCKon 3a 0607104Ky. He TAHUTE, He 3aXumalite u
HEe CKpy4mBaiTe 060/104KY.

OcTopoxHo! O60104KM TUOKOTO YpeTepopeHOCKona He AO/MKHblI ObiTb MEPerHyTbl Uau

CBEPHYTbl  CMULIKOM MNJOTHO. BO BpeMs XpaHeHMs flydlwle BCEro MOABECUTb  TMBKMIA
ypeTepopeHocKon.

>K «BHUMaHue!

He HaHOCMTE CMa3Ky Ha 06bLEKTMB, UYTOOblI M36eXaTb MOMYTHEHWUA M300paXKeHWS U Tem CaMbiM
npesoTBPaTUTbL PUCKK ANA naymeHTa!

Ecnn Bbl noTepseTe opveHTaLMIO, Cnerka noTaHUTe 060/104KY Has3af B HeATPanbHOM MONOXEHUW,
noka BUAUMOCTb He BOCCTAHOBUTCH.

Ecnv BO Bpems MCNONb30BaHWA M300paxKeHWe He MNoJiyvyaeTcs, HapyllaeTcd WAM CTaHOBUTCH
pasMbITbIM, WX ecnn BUAWMOCTb B LENIOM 3aTPYfHEeHa, MOBEPHWUTE PYYKWU YMNpaslieHUs Yriaom
HaknoHa BBEPX/ BHW3 B HanpasneHun “O° n MeAseHHO BbITAHUTE 060/104KYy TMOKOTO
ypeTepopeHOCKona 13 Tena nauueHTa.

YnpaBneHue pyykoii yrna HaknoHa
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npuMmedaHue:

HeiTpanbHoe nonoxeHue ”0" gucTanbHOr0 KOHLA ABASETCA NPSAMbIM, 6€3 Kakoro-nMbo OTK/IOHEHMWS
BOOOLLE.

A BHuMaHune!

Moaxopsawme akceccyapbl, TakKue KakK Jla3epHble BOJIOKHA, [O/MKHbl BBOAWUTLCA TONMbKO B
NU3MepUTeNbHbIA KaHal rMOKOro ypetepopeHocKona C AWCTallbHbIM KOHLOM B HelnTpasibHOM, He
OTKNOHAOLWEMCA MON0XeHUN “07.

Mocne TOro, Kak npubop Obln BBefeH, OCTOPOXXHO W akKKypaTHO npuBeauTe B [AeNCTBUE
OTK/IOHALWMNIA pblyar 4o ynopa. OTK/IOHALWMWIA pblyar He fO/MKeH paboTaTb C yCuanem uUam pesko,
4yTOObI M36€XKaTb TPABMUPOBAHMA NayMeHTa NN NOBPEeXAeHNs ycTpoiicTeal

A »BHUMaHKe!

Mepen wn3BneyeHMem rmbKOro ypeTepopeHOCKona M3 Tena nauueHTa AWCTanbHbIA KOHeL rmbKoro
ypeTepopeHoCcKona AO0/MKEH ObiThb MOMELLEH B HelTpasbHOE MOMOXEHWE, TaK KakK B MPOTMBHOM
Cnyyae MOTyT NPOU30IATK TpaBMbl NayneHTa an noBpexaeHue npmbopa.

o
a BHumaHune!

Ecnu AncTanbHbIi KoHel, 60/blie He MOXET J0/KHbIM 06pa3oM ynpaBnaTbCs (NpuUaWnaHue u T. A4.)
NpW MOMOLLM OTK/OHSIOLWEro pblyara, MAM ecNu OTK/MOHSIOWMIA MexaHU3sM WUMeeT KaKyk-m6o
APYryH HENCNPABHOCTb, TMOKUI YPeTepOPEHOCKOMN He A0/MKEH NCNONb30BaThCS.

A *BHMUMaHuNe!

Ecnu Bo BpeMs MCMOMb30BaHMS Yy MauueHTa BO3HWKAeT (DYHKLMOHaNbHbIA AedeKT, HeMeAneHHO
MpekpaTuTe WCNOoNb3oBaHWe. [loMecTUTe [AUCTaNbHbIA KOHEL, TMOKOro YypeTepopeHocKona B

HelnTpanbHOE, He OTKNOHAKLEeCA NonoxeHne “0" M MeAneHHO U OCTOPOXXHO W3BNEKUTE TMOKWIA
ypeTepopeHOCKOn 13 nauueHTa.

(Y)

OcTopoXHO!

COI'IpOTI/IBerHVIe, KOTOpOE MOXXHO nNOo4YyBCTBOBaTb, Korga 0TK!'IOHFHOLLI,I/IVI pbl4ar OTK/IOHAET
HaKOHEYHUK, YBENNYMBAETCA C YBENNMYEHUEM YyTIna OTKNOHEHWUA. BbINONHANTE OTKNOHEHUE MATKO U
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OCTOPOXHO, 6€3 KaKnX-nnbo pe3knx nau pbiBKOBbIX ABVXXEHWN, [0 ynopa.

OcTopoxHo!
He wcnonb3yiite cuny N8 MOBOPOTa OTK/IOHAKLWEro pblyara, 4Tobbl M3bexarTb TpaBMUpPOBaHUA
nauuveHTa Uan NoBpexaeHuns npubopa.
ANCTanbHbIA KOHEL, MOXHO OTKNOHUTb Ha 275° BBEPX MWW BHW3, HEMPEPbIBHO MEASIEHHO U
OCTOPOXXHO NPUBOAA B AENCTBUE OTK/IOHAIOLLNIA pblyar.
Mepes MCNob30BaHWEM MONb30BaTENb [O/DKEH BCErAa UMeTb MOJHbIA KOHTPOb HafJ OTK/IOHEHUEM U
[O/MKEH YBEPEHHO OLYyLLaTb OTKIOHAIOLWNIA MEXaHWU3M U, B YACTHOCTW, HEMTPAbHOE NONOXEHME.

MOHTaX NAacTUKOBOW 060M104YKM Kabensa

1 TlnacTMKOBOE KOMbLO 060104KM Kabens
MpucTerHnTe NaTPOH KaHana 3NeKTponuTaHus.

2. TnactmkoBasa 06ono4vKa Kabens
3awmTnTe Kabenb OT 3arpsa3HeHNUs.

3. TnactmkoBas Kopobka 060/104KN Kabens
XpaHeHne NnacTUKOBOWN 060M10UKMN.

Step 1 TpucTerHuTe Ko/bLo 060/104KM K NAaTPOHY KaHana 3/IeKTPONUTaHMsA Ha YpeTepopeHOoCKore.

Step 2 ponycTuTe CUrHanbHbIN Kabenb Yyepe3 NNacTUKOBY 060/104KY Kabens u NnogkNiUnTe K
CUTHaNbHOMY MOPTY Ha ypeTepopeHOoCKone.

Step 3 BbITAHUTE KOPOOKY 060/104KM BAONbL CUTHANLHOTO Kabens, 4To6bl 3aKpbITh Kabersb.

MoAroToBKa nepef UCNofb30BaHUEM

Meped Mcnonb3oBaHMEM MPOBEPbLTE YMAKOBKY Ha Hanvmume MOBPeXAeHWi, 4YTo6bl y6eAnTbCs B
L1eNIOCTHOCTM YNaKOBKW CTEPUILHOTO WU3AeNus.

He ncnonb3yiitTe naaenve, ecniv ynakoBKa 6bina OTKPbITA UK NOBPEXEHa.

A BHumaHue!

CHavana y6eanTech, YToO MeAULMHCKOE U3Aenne 1 Ntobble akceccyapbl, UCMOMb3yeMble B COYETaHUM
C HWM, HaxoAsTcs B WAeanbHOM COCTOSHMMW. T[1OBPeXAeHHbI TMOKWIA ypeTepopeHOCKON Wu
MoBPEX/eHHble aKceccyapbl He O/MKHbI MCMNOb30BaTHCS.

OCMOTp NOBEPXHOCTEIA
Mpexzae 4Yem WCNONb30BaTb MEeAULMHCKOE W3fenve, HeobXoAMMO CHavana MpoBepuTb, YTO ero
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MOBEPXHOCTb, U TMpexXAe BCero MOBEPXHOCTb O06O/OYKM U [JUCTANbHOFO KOHLA, HaxXoAWTCs B
naeanbHOM COCTOSIHUM M YTO HEeT OCTPbIX KpaeB. Henb3s MCMNonb30oBaTh FMGKUIA ypeTepopeHocKon ¢
OCTPbIMU KpasMu. B MpoTMBHOM cnyyae nNauMeHTy WAM OnepaTtopy MOTyT ObiTb HaHECEeHbI
Cepbe3Hble TPaBMbl.

MpoBepbTe BCe KaGenum MNWUTaHWS Ha HaaMuMe NOBPEXAEHW (Hanpumep, paspbiBOB, TPELMH,
CKPYYEHHbIX W/IN pa3faBfieHHbIX YYacTKOB...).

A '‘BHuMaHue!

MoBepXHOCTb rMHKOI 060104KM J0/MKHA ObITb OCMOTPEHA BM3YasibHO U TLaTeIbHO OLlynaHa, YTo6bl
06HapyXuTb NtOOble TPeuw|MHbl, MOpe3bl, BMATUHbI, WHOPOAHblIE Tena wWAn Apyrue HopMmbl
NOBPEXAEHWIA.

(T)
OcTopoXHo!

He cxxumaiite guCTanbHblii KOHEL, T’MOKOro ypeTepopeHoCcKona CANLKOM CUbHO.

A TlpoBepKa OTK/IOHEHMUSA

™  NlUCTaNnbHbIA KOHEL, OTK/IOHAETCA C MOMOLbIO OTK/OHAKOLWEro pblyara. MoBepHUTE OTKIOHAOLWUIA
pblyar B nosoxeHue "D", uT06blI AUCTanbHbIN KOHEL, ABMranca BHM3. [MOBEPHUTE OTK/IOHAIOLLMNIA
pblyar B NPOTUBOMOM0XHOM HanpaB/ieHWW, YTOObI NPOU3BECTU ABUXEHWNE BBEPX.

A BHumaHue!

MSrKoO 1 OCTOPOXXHO MpUBeAMTE B LeliCTBME OTKIOHAKLWMI pblyar 4o ynopa. OTKIOHAWLWNIA pblyar
He [O/MKeH paboTaTb C YCMAMEM WAW Pe3Ko, 4TOObI M36exaTb TPaBMUPOBaHWA MauMeHTa Wau
noBpexaeHus yctporicreal

[Buralite OTKNOHAIOLWMNIA pblyar NJ1aBHO U MeANIEHHO.
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A BHumaHue!

Mepes MCNoONb30BaHWEM BCerga MNpPOBePATe, UTO OTHIHAKWMIA pblyar U AUCTaNbHbIA KOHEL,
COEAVHEHHDbI C HUM, (QYHKUWOHMPYIOT MPaBUIbHO, MOBPEXAEHHbIV TMOKNUI YPeTepopeHOCKOon He
[O/MKEH UCMOMb30BaThCS.

MpoBepka PyHKLNM CBETOAMOAA

MoaroToBbTE BUAEONpPOLLECCOP, KaK OMUCAHO BbllWe, W MNOACOEAUHUTE €ero K rubkomy
ypeTepopeHockony. W3nyyeHne cBeTa Ha [MCTaNbHOM KOHUE [AO/MKHO OblTb  3aMETHbIM.
WNHTEHCMBHOCTb CBETa Perynupyetca BpyUYHY BMAEOMpPOLLECCOPOM.

MpoBepKa BUgeonpoLeccopa

MoaroToBbTE BUAEOMPOLECCOP, KaK OMNUCAaHO Bbille, U MOACOEAUHUTE €ro K T[U6KOMY
ypeTepopeHockony. MpoBepbTe, ABNSETCA N U306PAXKEHNE YETKUM.

A '‘BHUMaHue!

Ecnn nsobpaxeHne He yfaetcs WM eCTb MOMEXM BO BPEMSA WCMOMb30BaHWUA B Teje MalUeHTa,
NOMeCTUTE [AUCTaNbHbIA KOHEL B HeWTpanbHOE MOMOXKEHWE U OCTOPOXHO W3BNEKUTE TUOKWIA
YpPeTepopeHocKon u3 Tena nauueHta. Ecnm rubkuii ypeTepopeHOCKON WMCNob3yeTcs MauueHToM
nocne cb6os M306PaXEHUS UAN MPX HaINYUWU MOMEX, 3TO MOXET NPMBECTM K CEPbE3HOI TpaBMme
nawuueHTa.

OcTopoxHo!

Mepen NoAKNIOYEHMEM TMOKOTO YpeTepoOpeHOCKOoNa BUAEOMPOLLECCOP AO/MKEH ObiTh BbIK/HOYEH.
Mepes KaXAblM UCMOMb30BaHWEM WU MOC/Ae CMEHbl PEXWMOB MPOCMOTpPa/HacTPoOWKu ybeamTecs,
yto 00630p, HabNAaeMblil 4Yepe3 3HALOCKOMN, oOecneuynMBaeT >XWBOE U306paKeHMe U  UMeeT

25/39

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



!’npanwlmylo OpPHEHTALUIO H300parKeHUA.

IIpoBepka NpHGOPOB ¥ H3MEPHTEILHOTO KAHANKA

IpoBeprre M3MEpUTENbHBIN KaHal, BBeds CooTBeTCTBYIoOmMi npubop (Makc. anamerp npudopos:
3.6Fr.)

OcTropoxHo!

AKceccyaphbl, KOTOpPSIE COTHYTH MIM CKpYdYeHbI, MOTYT Gosibile He (YHKIHMOHAPOBATH JOKHEIM
o6pazoM, TPYAHO MPOXOTUTH Yepe3 KaHaN U MOTYT [IPHBECTH K CEPhe3HOMY NMOBPEKICHHIO KaHana.
. [o3TOMY OHH AONKHKI OBITh 3aMeHeHbI!

A Bunmanne!

Hecrepumaszosanusie npuGopbl NpeACTaRINIOT NOTEHUHMANLHLI PHCK 3apaxXeHHd NO NpuOEITHH B
noMewleHHe NoTyyarens.

OunctKa, fe3uHdexnHs H CTePUIH3AUNSE

YpeTepopeHOCKONT OCTABIACTCS CTEPHIBHEM C HCTIONB30BaHHEM 06paboTKH OKHchIo THieHa (EO).
[IpemasHaueH IS OAHOPA30BOrO HCNONb3oBaHHA. [loBTOpHAA cTepuau3zanus WIM HCMNONL3OBAHHE
3anpelueHbl.

He Tpe6yeT npoBeAieHHS OUMCTKY WK Ae3UHGEKIMH Nepel TPHMEHEHHEM.

Yruaunzauusa
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FMOKMiA ypeTepopeHOCKON He COAEPXXMUT naTekca u pranaTta.
Mocne Ncnosib30BaHWUA YTUAN3NPYIRTe NNacCTUKOBYK 060/104KY Kabens u rubKuin ypetepopeHocKon B
COOTBETCTBUM C HaLMOHA/bHbIMMN 3aKOHaMW U NpaBuiaMu.

PA3AE 2
SKCINMYATAUNA

NHpopmaumnsa o TeEXHUYECKOM 06CNy>XXNBaHUN

He noanexur.

PeMoOHT

He nognexwur.

MapaHTUNHbIE 0693aTeNbCTBA

FapaHTUIAHbIA CPOK XpaHeHUs - 3 roja c AaTbl CTEPUAM3ALMNA.

1. WHpopmauyusa no SMC
370 n3genue 4OMKHA NCNONb30BATHCA B YKa3aHHOW 3N1eKTPOMAarHMTHOM cpefe. 3aka3umk um
nosb3oBateslb AO/KEH y6eaNTbCA, YTO U3[eNne YCTaHOBNEHO N UCMONb3YEeTCSA B TAKOWN cpese.

A ‘BHMMaHne!
Cnepyet nsberatb MCMONb30BaHWA 3TOM0 060PYAOBaHNA PAAOM C APYTruM 060pyLOBaHUEM WU
BMECTe C HUM, MOCKO/IbKY 3TO MOXET MPMUBECTU K HEMpPaBUIbHOW paboTe. ECnn Takoe NCMONb30BaHUe
Heobxo4uMO, TO cnefyeT HabnAaTh 3a 3TUM 060pyLOBaAHMEM U APYTUM 060py0BaHMEM, YTOObI
y6eanTheA B TOM, YTO OHWM paboTaldT HOpMasbHO.

.
/ \ BHumaHune!

icnonb3oBaHMe akCceccyapoB M Kabeneid, OTNIMYHbLIX OT YKa3aHHbIX U NPeAoCcTaBAeHHbIX
M3roTOBUTENEM AAHHOTO 060PYA0BaHNS, MOXET MPUBECTU K YBENUYEHUIO 3/1EKTPOMArHUTHbIX
U3NYYEHWUIA UNIN CHUXKEHWIO 3N1EKTPOMArHUTHOM YCTOWYMBOCTY JaHHOTO 060pY/10BaHUS 1 MPUBECTU K
HemnpaBW/bLHOI aKCNNyaTaLuu.

/ \ BHuMaHuMe!

MOPTATVBHOE OBOPYOBAHWE pagnoyacToTHON cBA3M (BKAOYas nepudepuiiHbie
YCTPOWCTBa, TaKMe KakK aHTeHHble Kabenn 1 BHeLWHMEe aHTEHHbI) LO/MKHO MCNONb30BaTbCA He 6/nxXe
30 cm (12 froitmoB) K N06OI YacTu 3TOM MOAeNN, BKAKOYasa Kabenu, ykasaHHble N3roTOBUTENEM.

B NnpoTuMBHOM C/iyyae 3TO MOXET NPUBECTU K YXYLLUEHUIO IKCMyaTalNOHHbIX XapaKTepnucTuk
AaHHOro o6opynoBaHuA.

PYKOBOACTBO ¥ AeKnapauns npou3BoAnTens - QNeKTPOMarHUTHble U3NyYeHuns
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[aHHOe n3fenve npeaHasHaueHo A/ UCMONb30BaHNS B 31EKTPOMArHUTHbLIX Cpefax, yKasaHHbIX
HUXe. 3aKa3uuK Uav Nonb3oBaTe b AaHHOW Moenu A0MKeH y6eanTbCs, YTO OHA UCMOMb3yeTcs
VIMEHHO B TaKoii cpefe.

WcnbiTaHve Ha CooTBeTCcTBUE dnekTpomMarHuTHasa cpefa - PekomeHgauumu
BbIOGPOCHI

JTOT Npnbop ncnonb3yet sHepruto PY
(pagmoyacToTbl) TO/ILKO ANS CBOEW BHYTPEHHEN

KOHL4YKTUBHbIE CISPR 11
(yHKUMW. T103TOMY ero pagno4acToTHble U3TyUYeHuUs
nomexm Npynna 1Knacc B
OYeHb Mabl U BPSA 1M BbI30BYT Kakue-1nbo nomexu B
cocefiHeM 3N1EKTPOHHOM 060py0BaHUN.
3TOT NpnbOpP NPUTroLeH ANA UCNOMb30BaHUA BO BCEX
ypexaeHusax, Kpome 6bITOBbIX Y HEMOCPELCTBEHHO
Vanyuaemble CISPR 11 YAPEXA P ! PeACTBEH!
NOAKNHOYEHHBIX K 06LL,eCTBEHHON HU3KOBObTHOM
BbIGPOCHI pynna 1 Knacc B o
CeTU 3M1eKTPOCHABXeHUs, NUTAlOLWe 3naHnA,
NCnosib3yemble B 6bITOBbIX LieNAX.
BbIGpOCH FapMOHMYecKoe U3nyyeHne aToro npubopa HMU3Koe K
BPAA /11 BbI30BET Kakune-nn60o npobiemMbl B TUMUYHOM
rapmMoHMYecKoro IEC 61000-3-2
oKa KOMMEPYECKOM UCTOYHUKE NUTAHMUA, NOAKNHOYEHHOM
K npuoopy.
3T10T Npubop cTabmunmsnpyet CO6CTBEHHYIO
KonebaHus pUbOp Py y
M3MEeHYMBOCTb PaiMOCUTHANA N HE OKa3blBaeT
HanpsXeHns n 1EC 61000-3-3
HUKaKoro athpekrta, Hanpumep, MepLaHus B
mepuaHue

OCBETUTENbHbIX NpUbopax.

PYKOBOACTBO M fieKnapalmns npon3BoanTens - NeKTpoOMarHuTHas yCTOMUYMBOCTD

[laHHOe n3aenue npegHasHa4yeHo AN UCMOMNb30BaHNSA B 31EKTPOMArHUTHbIX Cpefax, yKasaHHbIX
HUXXe. 3aKa3uuK AN Nonb3oBaTeNb AaHHOW MOAENN AO/MKEH YOeANTbCA, YTO OHA MCMOMb3yeTcA
MMEHHO B TaKOli cpege.

o YpoBeHb
VcnbiTaHMe Ha TecToBbIN ypoBeHb 1EC COpOTBeTCTBI/IFI DNleKTpoMarHuTHas cpeja -
YCTOWYMNBOCTb 60601 PekomeHgauuu
TpeboBaHMAM
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McnbiTaHMe Ha
YCTONUYMBOCTb

AneKTpocTaTUyecKuii
paspsag (ESD)
IEC 61000-4-2

ANeKTpUYecKmnii
ObICTPbIN
nepexoaHbli
npouvecc / B3pbIB
IEC 61000-4-4

BosnHa
IEC 61000-4-5

YpoBeHb
COOTBETCTBUSA
Tpeb6oBaHUAM

TecToBbIl ypoBeHb IEC
60601

MopT KOPMYCA
KoHTakT + 8 KB
Bosgyx £ 2 kB, + 4 kB,
8 kKB, % 15 kB

MopT conps>KeHms c
NMAUVNEHTOM
KoHTakT + 8 KB
Bo3gyx £ 2 kB, + 4 kB, £
8 kB, + 15 kB

MopT vacTen
BXOfa/Bblx0ofa curHana
KoHTakT + 8 kB

Bo3gyx + 2 kKB, £ 4 KB,
8 kB, £ 15 kB

BxogHOW NopT NuTaHua
NnepemMeHHOro Toka

+2 kB

UacTtoTta nosTopeHusa 100
KMy

MopT yacTei
BX0A4a/BbIXo4a cUrHana
+ 1kB

UacTtoTta nostopeHusa 100
Ky

I+

Tak Xe Kak n
cneBsa

Tak e Kak n
cneBa

BxogHOM NopT NuTaHms
nepemMeHHOro Toka
"JTuHUA-nnHNA"
+05kB, = 1kB
"JTnHna-semna"
+0,5kB, + 1kB, + 2 kKB
MopT yacTei
BX0Aa/BblX04a CUrHana
"JInHna-zemna"

+ 2 KB

Tak Xe Kak n
cneBsa
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AnekTpomMarHuTHasa cpega
PekomeHgaumn

Monbl 4OMKHBI ObITh
caenaHbl U3 gepesa, 6eToHa
NN KEPaMMUECKON NANTKN.
Ecnun nonbl NOKpPbITHI
CUHTETUYECKNM
maTepuanom, KOTopblii
NMeeT TEHAEHL IO
MPOU3BOAUTbL CTATUKY,
OTHOCUTENbHAA BNAXHOCTb
N0MKHA 6bITb HE MeHee 30%.

KauyecTBO ceTeBOro nuTaHus
AO/KHO 6bITh TAKUM Xe, Kak
B TUMWYHOW KOMMEPYECKOM
nnn 601bHNYHON cpefe.

KayecTBO CeTeBOro NUTaHmA
LO/MKHO 6bITb TAKUM XKe, Kak
B TUMUYHO KOMMEPYECKO
nnn 60NbLHNYHONR cpeae.



McnbiTaHMe Ha
YCTOWYMBOCTb 60601

TecToBbIV ypoBeHb IEC

BxoAHO! NopT NUTaHMA

NnepeMeHHOro Toka
0% nT; 0,5 ynkna
Mpu 0°, 45°, 90°, 135°,
180°, 225°, 270° n 315°
0% nT; 1umnkn

MpoBansl

HanpsXeHua

IEC 61000-4-11
"

70 % nT; 25/30 ynknos
OfaunHo4Has hasa: npu 0°

MpepbiBaHuA
HanpaxeHna
IEC 61000-4-11

MarHuTHble nong

npwu Mopt KOPMYCA
HOMWHANBLHOW 30 A/m

4acToTe NNTaHNA

IEC 61000-4-8

NMPUMEYAHUE

50y nnm 60ly,

0% nT; 250/300 umnknos

YPpoBeHb

COOTBETCTBUA

TpeboBaHMAM

Tak Xe Kak un

cnesa

Tak Xe Kak u
cneBa

OneKTpomMarHmTHasa cpega -
PekomeHgaumun

Ka4yecTBO ceTeBOro nutaHus
[JO/MKHO ObITb TaKUM XXe, Kak
B TUMUYHO KOMMEPYECKOIA
nnn 60bHUYHOW cpeje.
Ecnu nonb3oBatenb npubopa
HY)X/aeTca B
NPOAOMKNTENbHON paboTe
BO BpeMs nepeboes B
3NeKTpoceTH,
pPeKOMeHAyeTcs, UToObI
npuéop nutancs ot
NCTOYHMKaA 6ecnepeboiiHOro
NUTaHUA NN aKKyMYnaTopa.

PekomMmeHayeTcs
ncnonb3oBaThb 3TOT NpubOp
Ha [OCTaTOYHOM pPaccToAHUN
oT Nnoboro o6opyaoBaHus,
paboTaloLero ¢ BbICOKMM
TOKOM.

Ecnu nponcxogut
NCKaXKeHne N306paxeHuns, To
MOXeT notpeboBaThbCA
pPacnonoXuTb Mogenb
Janblie oT UICTOYHMKOB
MarHUTHbIX MOMei ¢
BbICOKOW 4aCTOTOW NuTaHms
WN YCTAHOBUTb MarHUTHOE
aKpaHupoBaHune. MarHuTHoe
nosie 4acToTbl MUTAHMNSA
LOMKHO 6bITb U3MEPEHO B
npegnonaraemMom MecTte
YCTaHOBKM, 4YTOObI
y6eaunTbCs, 4TO OHO
[0CTaTOYHO HU3KOE.

NT - 3TO HaNpsKeHWEe CETU NMepeMeHHOro ToKa 0 NMPMMEHEHUS UCMbITAaTe/IbHOTO YPOBHS.

PYKOBOACTBO U AeKknapayus Nnpou3BoAUTENS - DNEKTPOMArHUTHasA YCTONUYMBOCTb
[aHHoe n3genve npefjHasHavyeHo AN UCMOMb30BaHNA B 3IEKTPOMArHUTHbIX CPeAax, YKasaHHbIX
HMXe. 3aKa3uuK Uav NoNb3oBaTe/b AaHHOW MOLENU AOMKEH YOeANTLCS, UTO OHA UCMOMb3YeTCs

MMEHHO B TaKoi cpefe.
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o YpoBeHb
VcnbiTaHMe Ha TecToBbIN ypoBeHb IEC AnekTpomMarHutHasa cpefa
. COOTBETCTBMA
YyCTONYMBOCTb 60601 - PekomeHgaunmn
TpeboBaHMAM
BxogHON nopT nutaHua
nepeMeHHOro Toka
3B
0,5 MTIy-80 MI'y
6 B B AnanasoHax ISM
Mexay
0,15 Mly 1 80 MI'y,
80% AM Ha 1kly,
MopT conpsaxeHus ¢

MAUVMEHTOM
KOHAYKTUBHbIE 3B

romext, 0,15 MTy-80 M 3B
BbI3BaHHbIE ’ H . 0,15 MTu-80
6 B B gnanasoHax ISM
BY-nonamu Ml PekomeHpyemoe

LIC 61000-4-6 MEXKAY -
0,15 MrU' n 80 MrU' ZSCCC'\:OHHMG pasgeneHuna:

80% AM Ha 1kIy,
MopT yacTen
BX0fja/BblXxoAa CUrHana
3B
0,15MTuy-80 MI'y
6 B B gnanasoHax ISM
mMexay
0,15 MTI'y n 80 MI'y,
80% AM Ha 1kly
M3nyyaemoro Mopt KOPMNYCA
aneKTpoMarHuTHoro 3B/m
PY-nons 80MTlu-2,7 1Ty
IEC 61000-4-3 80% AM Ha 1kly
NMPNMEYAHUE
* HacToswme pykoBogaLme NPpMHLMIMILI MOTYT NPUMEHATLCA HE BO BCEX CUTyaLUax.
Ha pacnpocTpaHeHue 3/1eKTPOMArHMTHOIO U3/Tly4YeHUs BUAIOT MOTNOWEeHNE U OTPaXeHne oT
CTPYKTYP, 06bEKTOB U NIHOAEN.
mHanps)KeHHOCTb N0AA OT (PUKCUPOBAHHBIX PaAMOYaCTOTHbLIX NepesaTymMKoB, onpegensemas no
pe3ynbTaTaM 3N1€KTPOMarHMTHOW NPoBEPKM 06beKTa, LO/MKHA 6bITb MEHbLLE YPOBHA COOTBETCTBUSA B
KaXX[loM YaCTOTHOM JnanasoHe.
*ONIEKTPOMArHUTHbIE MOMEXN MOTYT BO3HWUKATb BO/IM3N BbICOKOYACTOTHOIO 3/IEKTPOXUPYPTrUYECKOro
obopypoBaHus v / unu gpyroro o60pyaoBaHus, 0603Ha4eHHOro CNeAy LW MM CUMBO/IOM:

FOB/m
80 MINy - 2,7 Ty
80% AM Ha 1kly

Kputepnn HenpurogHocTm MegULMHCKOTo MU3fenusa gna npuMeHeHus, BO3BpaTt

MeJMLIMHCKOTO U3aenns
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HapylieHa repMeTUYHOCTb CTEPUILHOM YNaKOBKMU.

CpoK rogHocTun

CPOK COXpaHeHUs CTEPUNLHOCTM FTMBKOro ypeTepopeHocKona ¢ 060/104KOi cocTaBnseT 3 roga.
YTnnusayna

TMOKnii ypeTepopeHOCKOMN He COAEPXUT naTekca v hTanaTa.

Mocne ncnonb3oBaHUs YyTUAN3UPYIiTE NNACTUKOBYHO 060/104Ky Kabens u rubkKuin ypeTepopeHocKon B
COOTBETCTBUU C HALMOHANIbHBIMY 3aKOHaMW U NpaBuiamu.

Ha Tepputopuu Poccun:

MnacTukoBas 060/104Ka Kabens W TrMOKWIA YpPeTepoOpeHOCKON C WUCTeKWMUM CPOKOM T[OLHOCTH,
yTunmsmpytotca B cooTBeTcTBMM € CaHlnH 2.1.3684-21 «CaHWTapHO-3anuaemMmnonornyeckme
TpeboBaHUA K 06paLLeHNI0 C MeULUNHCKUMMN OTXO4aMU», KaK MeAULUHCKNE 0TX04bl Knacca A.
Mocne NpUMeHeHNS, YTUNN3NPYIOTCA B COOTBETCTBUMU c CaHluH 2.1.3684-21
«CaHnTapHO-3anuaeMnosiornyeckne TpebosaHnsa K 06palleHUI0 C MeAULUHCKUMU OTXOAamMu», Kak
MeAMLUHCKNe 0TX0Abl Knacca b.

Tpe6oBaHMsA N0 oXpaHe OKpYXKatolllel cpeibl

[aHHOoe MeanUMHCKOe MU3Lenune npu MCNosb30BaHWMW, XPaHEHUM N TPAHCNOPTUPOBKe 6e30nacHo AN
OKpYy)XatoLen cpeasbl.

MepeyeHb NPUMeHSIEMbIX / COrnacoBaHHbIX CTaHAAPTOB

EN1SO 13485 CucTteMHble TpeboBaHUA ANA Lienein perynnposaHums

EN 60601-1 O6Lwwune TpeboBaHNA K TEXHNKe 6e30MacHOCTU

EN 60601-1-2 Tpe6b0oBaHUSA U NCMbITAHUS

EN 60601-2-18 Ocobble Tpe6oBaHMs K 6€30NaCHOCTM 3HLOCKOMMYECKOro 060pyAoBaHuA

EN ISO 14971 MeauunHckne  unspgenusa - TIpuUMeHeHWe  ynpaBneHWsas  puckamm K

EN 1SO10993-1

EN 1SO10993-5

EN 1S010993-10
EN 1SO10993-7

EN 1041

EN ISO 15223-1
ENISO 11135-1

EN ISO 11607-1

EN ISO 11607-2

EN 62366

MEDDEV 2 12-1 peg.

8

ISO 8600-1

MEeANLMHCKUM N3LeNNam

OueHKa 1 TeCTUpPOBaHWE B paMKax npoLecca ynpas/ieHUs puckamu
McnbiTaHMA Ha LMTOTOKCUYHOCTL No MeTogy "in vitro"

McnbiTaHna Ha pasgpaXkeHne 1 rnnepyyBCTBUTENIbBHOCTb 3aMe/IeHHOro Tuna
OcTaTKy OT CTEPUNN3ALUN OKUCBIO 3TU/IEHA

WNH(popmayms, npefocTaBneHHas NpoM3BOANTENEM MELULNHCKUX U3LeNNiA
CvMBO/bI 415 UCMONb30BaHUSA B MapKUPOBKE MeANLMHCKUX U3aeNnii
TpeboBaHMA K pa3paboTKe, Banujauum U perfameHTHOMY KOHTPOJIO
npouecca CTepuan3aLnumn MeguLMHCKNX U3gLennii

TpeboBaHMA K MaTepuanam, CTepU/ibHbIM OGapbepHbIM cUCTeMaM MU
YyNakoBOYHbIM CUCTEMAM

TpeboBaHUA K NnaHy Banufjauum npoLeccoB POpPMOBaHUA, repmeTusaLnm u
cbopKn

JKcnnyaraunoHHas NPUrogHoCTb

dopma oTyeTa O Haj3ope AN OTHETa O KOPPEKTUPYHOLWMX [eACTBUAX B
obnacT nonesoi 6esonacHocTM dopma OT4YeTa O KOPPEKTUPYHOLLUX
AeNCTBUAX N3roTOBUTENA B 061acT NONEBO 6€30NacHOCTH

O6ume TpeboBaHMS
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ISO 8600-4 OnpegeneHne MakCMManbHOM WMPUHbI BCTAaBHOM YacTu
ISO 8600-7 JHpockonbl.  OCHOBHble TpeboBaHMS K  MEAULMHCKMM  3HAOCKOMam
BOAOCTOMNKOro TMna

CBEAEHVA O MAPKMNPOBKE

BAucTepHas ynakoeka ypeTepopeHocKona OCHalleHa Cnefytolleil 3TUKETKOIA:
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"NNOVEX Flexible Ureterorenoscope

_i-

008.7F12 85mm]

» Maximum Insertion Portion Width / Maximale Breile Einfuhrt>ereich /
Largeur maxjmale de la partie insurable / Larghezza massima della
porzione di insertmento / Pane de insergdo com largura maxima /

Maximo ancho de porcidn de insercldn / £>\IXNI /| U?
kisminin dr$ ~api; 3,1 mm

* Minimum Insertion Channel Width / Minimale Breile Einfiihrkanal /

Largeur minimale du canal Insurable / Larghezza minima del canale di
inserimento | Largura minima do canal de insergSo / Ancho minimo de
canal de inserclon / JO™* ULJjid / Qah8ma kanalinin ig gapr
:01,2 mm

* Bending Angle / Biegewinkel / Angle de flexion | Angolo di ptegamento /
Angulo de flexdo / Angulo de deflexidn / | BCikilme agisi;
=275 - +275*

» Working Length/ Arbdtslange / LrHigueur de travail / Lunghezza
operative / Comprimento de funclonamento / Longitud de Uabajo / UtfObjJ
(04j* / ?ali8ma uzunluu ; 650 mm

7 US31B-12 180909US
2018-09-29 2 2021-09-28

B kiS (01)06970034210130

(17)210928
(10)180909US
(01)06970034210130
(17)21092¢(10)ie0909US
T ® ®  ISTERILgEO
Flexible Flexible
Ureterorenoscope Ul’etel’orenoscope
Wi US31B12 O bis M US31B-12
A 180909US W 180000US .
i 2021-0928 b i 20210028 BI
ftb=assnt  Flexible Flexible
Ureterorenoscope Ureterorenoscope
US31B-12 IslblEI A US3IB-12 SLIIsI
® 180900US A 180909US
i 2021-09-28 0 : M 2021-09-28 01

Shanghai AnOing Medical Instrument Co., Ltd.
(( Room 202.2nd Floor, No.7 Building ,150 Callun Road,
Zhangjiang High-Tech Park, 201210 Shar>ghal, CHINA

Emerge Europe

Prinsessegracht 20, C€ 0197
EC | REP | 2514 AP The Hague,

The Netherlands

PP<R-107-09 RCVAM

MapKupoBKa COAEPXUT CNeaytoLine NOACHAOLWME HaLMNCK:
e Maximum Insertion Portion Width/ AucTanbHblii KOHew,. HapyXHblli gnameTtp: 3,1 MM;

e Minimum Insertion Channel Width/ iamepuTenbHbIii KaHan. BHyTpeHHWIA anametp: 0 1,2 mm;
» Bending Angle/Yron nsrnbéa: -275° - +275°;
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Working Length/Pabouas gnmHa: 650 Mm.

Monb3oBaTeNbCKas ¥ TPAHCMOPTHAs YNaKOBKM YPeTepopeHOCKona MapKUpyTCs CreayoLwmm
CTUKEPOM:

{RiMeI6a

Flexible Ureterorenoscope

1 US31B-12 180909US
2018-09-29 2021-09-28
1 IMEA3  110*34»32CM
Shanghai AnQIng Madkal Inatrumanl Co., Ltd.
Room 202, 2nd Floor, No.7 Suilding .ISOCallun Road.
Zhartgilang High-Tach Park, 201210 Shanghai, CHINA
Emerge Euroga
Pnnsasaegracht 20,2514 AP The Hague, The Nethadanda
C€ o197

Kopo6kn Cc MefuULMHCKUM W3fennem, OTMpas/isieMble Ha TeppuTopuio Poccum [ONONHUTENBHO
MapKUPYKTCA NIOKaNIbHbIMU CTUKEPAMMU:
MapkupoBka 415 obpalieHns Ha Tepputopun Poccuitickoli ®epepaunn
YpeTepopeHOCKON 0AHOPa30BbIA, CTEPU/IbHLIA TOKMIA, Mogenb US31B-12,
B COCTaBe
Kog, naprmm: XX
CepuiiHbIi Homep: XX
Jata n3rotosneHms: XX XX XX
Cpok rogHocTr: XX XX XX
(PY Ne )
MpownssoauTens: Shanghai AnQing Medical Instrument Co., Ltd. Agpec: Room 202, 2nd Floor, No. 7
Building, No. 150 Cailun Road, Zhangjiang High-Tech Park Shanghai, China (Kutait)

YNOMHOMOYEHHbIA npefcTaBuTens Ha Tepputopumn Poccn: OO0 «HOMETEKC CEPBUC» Agpec: 644024,
Owmckast 06n, OMcK T, ymckas yn, aom No 7, aTaxk 5, nomeLLeHve 27, 28, Ten. 8 (495) 649-63-53

[ycTanbHbliA -~ KOHeL,  V13mepuTenbHbIl MMBOYHas cekLms Pabouast LHa
HapyxHbliA  fvaMeTp  KaHan [JyanasoH (£10%)
3,1vm (9,3Fr) BHyTpeHHMIA VBMEHEHMS yrna 650 Mv

AviameTp (£10%) HaK/oHa

1,2vm (3,6 Fr) 275°BBepX/275°BHU3

IEC 60601 3awwumTa ot yaapos Tuna BF

He vicnonb3yiite nsgenue, eciv ynakoBka Oblia OTKpbITa WX NOBPEXaeHa.
OcTtopoxHo!

XpaHWTb BAAM OT COTHEYHBIX JTyYeld
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CTepunusyeTcs C UCMNONb30OBaHNEM OKUCK 3TUIEHA
He ncnonb3yiiTe nsgenne noBTOpHO

He cTtepnnnsoBatb NMOBTOPHO

XpaHUTb B CYXOM MecTe

O6paTnTecb K UHCTPYKL UM NO NPUMEHEHUIO

BraeonpoLieccop MapKupyeTcs CrneayroLLei sSTUKETKOM:

Video Processor

Input Voltage / EIngangsspannung / Tension d'entr6e / Tensions dl

Ingress / Entrada de tens8o / Voltaje de entrada / /

Girl? voltaji : 5V = 2A

Ri~r EOS-B-01 LLl\ 180909EO0S 0001 2018-09-29 1
WB T

IO >»X>:.r:: | 1

Shanghai AnQIng Medical Instrument Co,, Ltd.
Room 202, 2nd Floor, No.7 Building ,150 Callun Road.
Zhangjiang High-Tech Park. 201210 Shanghai. CHINA

Emergo Europe
EC TREP " prinsessegracht 20, C£0
2514 AP The Hague. 197
The Netherlands
PP-CR-107-08 REV A/2

Ha KapTOHHYIO YynakoBKY BWAEOMpoOLeccopa HaHOCUTCA JTMKETKAa aHa/liornMyHas 3TUKETKe
Buaeonpoueccopa. Kopobka ans TpaHCNOPTUPOBAHMSA BbINOIHEHA C HAHECEHMEM MaHUMYNALNOHHbIE
CUMBOJIbI: «XPaHUTb B CYXOM MecTe», «XpynkKoe!», «BBepx», «[1pefen temnepaTypbi».

Kopo6kn ¢ BuAeonpoLeccopaMu, OTNpaBisemMble Ha TeppuUTopuio Poccuu  AOMONHUTENbHO
MapKMUpYyHTCsS NOKanbHbIMU CTUKEPAMU:

36/39

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



Buaeonpoueccop EOS-B-01 (PY Ne oT L)
Shanghai AnQing Medical Instrument Co,, Ltd,
Room 202, 2nd Floor, No. 7 Building, No. 150 Catlun Road,
Zhangjiang High-Tech Park Shanghai, China (Kura#)

YnonHoMoueHHbIA NPEACTABUTENL HA TEPPHTOPHH Pocchi:

000 «IOMETEKC CEPBUC»

644024, Omcxan obn, Omck r, lymckan yn, aom Ne 7, atax 5, nomewuenve 27, 28
Ten. 8 (495) 649-63-53

OtaencHble KOMIIOHEHTHI, BXOAANIHE B COCTAaB BHAcONpoUCCccopa MapKHPYIOTCS ¢ YKa3aHHEM.
KartanoxHoOro HoMcpa 1 noTa.

[MoscHAIOmME CHMBOJILL

37139
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OrpaHunyeHune

OrpaHuyeHune r 10c0nPa> aTMOC(epHOro
BNIAXKHOCTH faBneHus
10%~80% 500Pa 500 r M a-1060 r N
Xpynkoe! C£0197 Mapkuposka CE
_ --<

KonuyecTtso MabapuTthl

ObpatuTechb K
KaTanoxHblii HOMep NHCTPYKLUN no

LWNUMEHEHUIO

16C 60601

YcTpoiicto knacca Il

B Kaxayl NoTpebUTeNbCKYl YMNaKoBKY YMakoBaHO OAHO u3denue. B Kaxayw TpaHCMNOPTHYH
ynakoBky - 12 WT. NOTPeGUTENbCKUX YNAKOBOK.
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EC REP

Emerge Europe
Prinsessegracht 20, 2514 AP The Hague, The Netherlands

nJ

Shanghai AnQing Medical Instrument Co., Ltd.

Room 202, 2nd Floor, No. 7 Building, No. 150 Cailun Road,
Zhangjiang High-Tech Park Shanghai, China (KuTtai)
Ten.:+86 21 6111 7375

dakc: +86 21 6111 7374

YNONHOMOUYEHHbIN NpescTaBuTeNb Ha TeppuTopun Poccuu:

O6LLecTBO C OFpaHNYEHHON 0TBETCTBEHHOCTLI0O «KOMETEKC CEPBUC»

000 «FOMETEKC CEPBU/C»

644024, Omckaa 0651, OMck r, lymckasa yn, gom Ne 7, atax 5, nomeweHue 27, 28
Ten. 8 (495) 649-63-53
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MepeBof C KNTaNCKOro 1 aHrIMNCKOro A3bIKOB Ha PYCCKUIA S3bIK

00152617

KuTalicknii KOMUTET COAEACTBMSA Pa3BUTMIO MeXAYHApOAHON TOProB/u

CepTtugmkar
Ne213100B0/004103

HacTosauwmm ya0cToBepseTcs, YTo NoAnnuchk 3aKOHHOro npeactaeutensa Shanghai AnQing Medical
Instrument Co., Ltd. - WaHxali AHKnHr Megumkan HcTpymeHT Ko., JITa. AHb XaHa 1 neyatb
JaHHOM KOMMaHumn Ha npunoxeHHom JOKYMEHTE nognuHHeble.

TucHeHas neyatb: Kutanckuii KOMMTET COAENCTBUS Pa3BUTUIO MEXAYHAPOHOW TOProBan Ans
KOMMepUecKkunx ceptugmkaTtos (5)

KuTalickuii KOMUTET COAENCTBUS Pa3BUTUIO
MeXAYHapOoAHOW TOProsaun

Mognuck ynosHoOMoYeHHoro nuua: Yxoy MNuHdaHb
Hara: 25 maprta 2021 roga

MevaTb: KMTainCcKnin KOMUTET COAENCTBNA Pa3BUTUIO
MeX/yHapOoAHO TOProBAN A1 KOMMePYECKMX
ceptuukaTos (5)

Be6-caiiT 4519 npoBepky cepTudmkara: http:/mamwv.rzcepit.com/validate.html

[meyaTb Yepes Bce cTpaHULbI]
Meyvatb: Kntacknin KOMMTET COAENCTBUA Pa3BUTUIO MEXAYHapPOLHOW TOProBaun Ans
KomMmepyeckunx ceptugukatos (5)

[mognuck 1 nevatb Ha cTp. 2 1 3]

Moanuck: AHb XaH

Meyatb: Shanghai AnQing Medical Instrument Co., Ltd. - LUanxait AHKuHr Megukan VIHCTpYMeHT
Ko., JI14.
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[NepeBog JaHHOTO TEeKCcTa BbINOMHEH NepeBogYMKOM NaHKoBbIM AHApeeM BMKTOpPOBUYEM.

MNoANMCh

Poccuitckas degepauymns
Nopog MockBa.
TpunpauaTtb Nepsoro mapra ABe ThiCAYU ABajuaTb NepBoro roga.
A, TlpokoweHKkoBa EneHa EBreHbeBHa, HoOTapuyc ropoja MOCKBbI, CBUAETENLCTBYIO
NoA/IMHHOCTL NoAnucy nepesogyuka lNMaHkosa AHapes BukToposuya.
Mopnuck caenaHa B MOEM NMPUCYTCTBUMN.
JINYHOCTb NoANMCaBLUErO JOKYMEHT YCTaHOBJ/IEHaA.

3apeructpupoBaHo B peecTpe: Ne 21/86-H/77-2021-

YnnayeHo 3a coBepllieHne HoTapuanbHoro gerctema: 400 py6. 00 kon.

MnoArnmCb 1 NPOKOLIEHKOBA

epboBast neyaThb
HOTapuycar.
MocCKBblI
MpokowieHkoson E.E.

MpolwHypoBaHo, NPOHYMEPOBAHO U CKPen/ieHo neyatbo_ 65 amct™

|_|O|UI|-||/|C|:> E.E. Mpok(

lNpoKoLleHKoBa
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KOIumA

CERTIFICATE

An

@ 000 LWHPMH () INFO@CIRMI RU@WWWGUSZDRAI\\INADZURRU _rion of international Trade is China Chamber of International Commerce
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LO
b " ial-

)hina Council for the Promotion of International Trade
China Chamber of International Commerce

IE B
CERTIFICATE ®I
riil No. 213100BO/004105

THIS IS TO CERTIFY THAT: the signature of Yan Hang, the
CEO of Shanghai Anging Medical Instrument Co., Ltd. and

the seal of the said company on the annexed DOCUMENT are
genuine.

China Council for the Promotion
of International Trade

Authorized

. Zhou Pingfan
Signature:

HIN9: 20217037250
(Date: Mar. 25, 2021)

aeJJtigieH tll: WobsUe for verifying lhe cerUficale, hup://ww. rzccpii. com/validate. himl
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Video Processor EOS-B-01

Operation Manual

CT owr

Version: A/7

ffective Date: 31 august 2020 .

Shanghai AnQing Medical Instrument Co., Ltd,
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INNOVEX
A nqing Medical

Video Processor (Model: EOS-B-01)

Operation Manual

CT ower

Version: A/7

Effective date: August 31, 2020

Shanghai AnQing Medical Instrument Co., Ltd
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1 User Notice

e« Thank you for your expression of confidence in the SHANGHAI ANQING brand name.
Video Processor (Model: EOS-B-01) is the result of years of experience and great care in
manufacture. You and your organization have decided in favor of a modern, high-quality
item of equipment from SHANGHAI ANQING.

e The Video Processor (Model: EOS-B-01) may only be used by persons with an appropriate
medical qualification and who are acquainted with the technique of endoscopy.

We ask that you read this manual carefully and become familiar with the operation and
function of the device and the accessories before use during surgical procedures.
Non-observance of the instructions listed in this manual can lead

> To life-threatening injuries of the patient,

> Tosevere injuries of the surgical team, nursing staff or service personnel, or

> Tgdamage or malfunction of device and / or accessories.

» Please follow the instructions exactly, and make proper care and maintenance.

« AWARNING indicates that the personal safety of the patient or physician may be involved.
Disregarding a Warning could result in injury to the patient or physician.

« Please contact your local distributors or SHANGHAI ANQING directly if there is a
problem with the product. We will provide you with excellence service and help.

® We afe committed to providing users with more detailed technical information.

e The manufacturer reserves the right to modify the appearance, graphics, and technical

data ofthe supplied product through continued product development.
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2 Safety Information

Exclusion of liability

The manufacturer is not liable for direct or consequential damage and the warranty is null and void
if:
«the device and/or the accessories are improperly used, prepared, or maintained;
« the instructions and rules in the manual are not adhered to;
e non-authorized persons perform repairs, adjustments, or alterations on or to the device or
accessories;
enon-authorized persons open the device;

e the prescribed inspection and maintenance schedules are not adhered to.
Receipt of technical documentation from the manufacturer does not authorize individuals to perform
repairs, adjustments, or alterations on or to the device or accessories.

Authorized service technician

Only an authorized service technician may perform repairs, adjustments, or alterations on the device
or accessories and use the service menu. Any violation will void the manufacturer's warranty.
Authorized service technicians are only trained and certified by the manufacturer.

Intended Use

The Video Processor is used with the specified endoscope designed by ANQING during minimally
invasive surgery. The Video Processor provides power and processes the images for medical
electronic endoscope. [

|

User gitalification

The device is only intended to be used by trained physicians who are familiar with endoscopic
operations.

Care and maintenance

The service and maintenance of the device and its accessories have to be carried out as per
instructions to ensure the safe operation of the device. For the protection of the patient and the
operating team, check the integrity and function of the device before each use.

4126
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management

This symbol indicates that the waste of electrical and electronic equipment must not
be disposed of as unsorted municipal waste and must be collected separately instead.
The user must discard and dispose the product by local laws and hospital
management specifications.

lazard

AWarning!
Technique and procedures
,'M y the physician can evaluate the clinical factors involved with each patient and determine if the
X ofthis device is indicated. The physician must determine the specific technique and procedure
hat will accomplish the desired clinical effect.

Warning!
Check all factory settings.
Factory settings are not mandatory settings for the physician. The physician is responsible for all
lettings affecting the surgical procedure.

Warning!
Original accessories
For your own safety and that of your patient, use only original accessories.

< 1.warning!
Not explosion>proof
Never install and operate the video system center in locations where:
- the concentration of oxygen is high;
- oxidizing agents (such as nitrous oxide (N20)) are present in the atmosphere;
- flammable gases are present in the atmosphere;

- flammable liquids are near.
Otherwise, explosion or fire may result because this video system center is not explosion-proof.

A Warning!

Risk of electrical shock
Toprevent electrical shock, do not open this device. Never open this device yourself. Refer servicing

to qualified service personnel.
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%
AWarning!

ffessional qualification

ismanual does not include descriptions or instructions for surgical procedures/techniques. It is

0 not suitable for training physicians in the use of surgical techniques. Medical peripherals and
vices may be used only by physicians or medical assistants with the appropriate technical/medical
lalificatibn'working under the direction and supervision of a physician.

A "Warning!
( Function test
The function test must be performed prior to each surgery.

Warning!
ANj~Sterile mediums and accessories

Always work exclusively with sterile substances and mediums, sterile fluids, and sterile accessories
if so indicated.

AWarning!
Replacement device and accessories
In case the device or any ofthe accessories fail during surgery, a replacement device and replacement

accessories should be kept within easy reach to be able to finish the operation with the replacement
components.

'Warning!
Cleaning the device
.Do not sterilize the device.

1
AWarning!

Condensation / W ater penetration
Protect device firom moisture. Do not use if moisture has penetrated the device.

K ‘Warning!
Device-inherent dangers
Read the warnings specific to this device in chapter-3.4 "Device-inherent Dangers and Information".

K 'Warning!
Device defect

6/26

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



I"vice defect is suspected or confirmed, do not use it. Make sure the device can no longer be
riuntil a qualified service technician conducts the appropriate tests and repairs.

Warning!
ftered accessory
tresidual current flowing through the patient could increase when using endoscopes with
ictrically powered accessories.

i*Warning!

Mous defects

~er use the device if it has obvious defects, especially if these involve the power plugs or the
lins power supply connection cables. In this case have the device repaired by authorized service

jRonnel.

t Caution!
heckto make sure the available mains voltage matches the data listed on the type label attached to
Kback of the device. Incorrect voltage can cause errors and malfunctions and may destroy the
Ivice.

T
Ii)\Caution!

hidoscope
he device may only be connected with specified endoscope designed by SHANGHAI ANQING.

T) .
Caution! N

~rical Interference
apter, 8 "Guidelines and Manufacturer's Statement - Electromagnetic Compatibility™)
rical intdl'ference with other devices or instruments was practically eliminated when developing
devices and none was detected during testing. However, if you still detect or suspect such
Iterference, please follow these suggestions:
Move this, the other or both devices to a different location;
Increase distance between used devices;
Consult an electro-medical expert.

Caution!

leakage current
[fmore power consuming devices are connected simultaneously to one socket by means of

Jistribution boxes the sum of the individual leakage currents may exceed the tolerated limit values.

7126
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evice Purpose

3.1 Structu

USB connect cable, HDMI-DVI
composed of the buttons and main board’s components.

3.2 Accessories list

re

HB L

tansmission cable,

Warning!

« I ™u.t,0

AW arning!

related safe risk

3.3 Specification

Specification

Function

No. Accessories Unit { Qty Remark
1 Video Processor ea 1 Standard config
2 Foot switch ca 1 | Standard config
3 Power adaptor ea 1 | Standard config
4 Data transmission cable ea 1 | Standard config
5 USB connect cabie ea 1 | Standard config
6 HDMI-DVI connector ea 1 | Standard config
7 HDMI cable ea 1 Standard config
8 AV cable €a 1 | Standard config
-

W hite balance

8/26
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Frozen image W ith frozen image function
Photo/Video Take photo and video, store and play back
Switch view frame W ith round, octagonal and panoramic frames
Display zoom Zoom in and out, 1X~4X
Memory With 32G SD card
Foot switch control Take photo and frozen image by foot switch
Temperature 10°C-40X
Humidity 30% -80%
Air Pressure 860hPa- 1060hPa
Working condition
Power supply AC 100V-240V
Frequency 50Hz-60Hz
Environment condition Away from the interference ofmagnetic field
Temperature -10°C~+55°C
Storage/transpoit condition Humidity 10%-80%
Alir Presstire 500hPa-1060hPa
Product Life 'gyears !
Electric”shock Class li
Protect electric shock BF

3.4 Device-inherent Danger and Information

Warning!
ON/OFF switch

The device is only completely disconnected from the mains power supply if the power plug is
unplugged from the shockproof safety socket.
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Warning!

illation
electrical connections of the operating room where the equipment is used must comply with the

csponding national requirements.

“Warning!

igerofbums
uar. with the open end of an endoscope or a light cable connected to the light source can result in

ESdue to the high energy of the emitted light. Avoid long-lasting, motionless contact between the
Lup ofthe endoscope and the patient’s tissue during endoscopic surgery. To avoid danger of
do not leave an active light-light cable, with or without a connected endoscope, on or near the

lent

‘Warning!

Miger of ignition
[ways comply with national regulations concerning avoiding the danger of ignition caused by

fectrostatic charges.

Warning!

levice type BF
tegree of protection against electric shock. The endoscope must not have an electrical conductive

Onnection to the casing of the Video Processor.

'‘Caution!

_ibienttemperature
/the VideoJ*rocessor is operated within an enclosed device tower or rack system, the operating

Ismperature within this tower may be higher than the ambient room temperature. Therefore, always
bstall the equipment in an environment compatible with the manufacturer's rated ambient

emperature.

Caution!

Peripheral devices
Additional peripheral equipment connected to interfaces of the medical monitor has to meet the

requirements of the following specifications; EN 60601-2-18 for endoscopic devices and EN
60601-1 for electrical medical devices. All configurations have to comply with EN 60601-1-1
specifications. Whoever connects additional equipment to signal output or signal input is obliged to

meet requirements ofthe standard EN 60601-1-1.
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'Caution!

9Caution!

i, well taown. The» sko«kMb" e™ ™.

Caution!
Andoscopes and accessories endoscopically usable piece of additional equipment has
rr» — — trono . ™ ;¥
patient.
Caution! . , are spilled on or into the unit, stop operation

® 1p“ 'm.liea0.» ' «m

equipment used in combination.

4 Initial Device Startup

Delivery Inspection

considers only replacement claims

N /126

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

to



N'Scope of Delivery

the delivered equipment for completeness. Compare delivered parts with the enclosed packing

Return the Device

Ifit becomes necessary to return the device, use ofthe original packaging is required

Nee manufacturer does not take responsibility for damage that has occurred during transportation if
the damage was caused by inadequate transport packaging.

Please make sure that all required information has been supplied:

*Name of owner

eAddress of owner
*Device type

~ mSerial number of the equipment (see identification plate)
I eDetailed description of defect

4.2 Preparing the Device

bein*used”° "™ '™ &N functions as intended when

Setting up the Device

H*? ) ) unviromnent. The ambient temperature and
humidity must meet the requirements mentioned.

Caution!

N'ebtko*tZ c ?
Incorreet voltage can cause Errors and malfunctions and may destroy the device

While using the device the patient must be treated and kept under observation with the usual medical
care.

Establish sterile conditions, provided they are required.

Caution!

Do not use LLIan area where heating sources or an opening or vent for air conditioning and
ventilation are present. Do not expose the unit to direct sunlight, excessive dust, vibrations ,
mechanical shocks.

A Warning!
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pull on the data transmission cable. '
Never squeeze, compress, bend, or otherwise twist or spindle the data transmission cable. This can
damage the wires inside of the cable and cause image loss or cable failure.

4.3 Connecting the Equipment

Caution!

The manufacturer is not liable for direct or consequential damages and the warranty becomes null
and void due to improper or incorrect Video Processor assembly.

Caution!

Ensure that the data transmission cable plug is correctly inserted into the socket. Make sure the red
dot mark is in the correct position ofthe Video Processor.

G ) Caution!

4 The Video Processor may be plugged in or removed only if the Video Processor is switched off (no
hot-plugging). If the Video Processor plug is connected while the Video Processor is switched on, t e
Video Processor must be switched off and on again.

4.3.1 Connecting Monitor and Endoscope

Use cable to connect Video Processor

* with a monitor;

« a specified endoscope;

* and any additional devices if required.

4.3.2 Connecting the Main Connection Cable

- Caution! A
* Check to make sure the available mains voltage matches the data listed on the type label attached to
thejoack ofthe device. Incorrect voltage can cause errors and malfunctions and may destroy the

device.

A Warning!
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the cable itself.

43 4 Performing White Balance

screen completely with the white area.

OK)isdispl.,ni.fc bo», ngh, ™

of,h.o«»ouon ~ « i»
*After the auto-completion, the Video Processor is ready for use.

5 Operating the Device

System configuration
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%

Interface

® Start-up button

@ Foot switch interface

SD card interface

A Data transmission line interface
TV interface
HDMI interface
HDMI interface
USB interface

® Power adapter interface

@ e e
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seating

Connect endoscope to Video Processor.
« Connect image processor to power adapter via ® Power adapter interface.
* Plug in data transmission line and connect to the endoscope. The red dot on the plug of data
transmissipnjinejs pointed at the red dot position of @ Data transmission line interface.

eConnect to the monitor via ® HDMI connector, (7) HDMI connectoror ® TV connector.

» The operator holds the endoscope with his left hand. Press 1-Start-up button ofthe image processor
to turn the device on, and the switch button lights up in green.

» Users can make adjustments according to the Menu -User interface to facilitate use, and can also
make relevant adjustments during use.

Menu-User Interface

t Vv
4 Video Processor
EOS-B-01
EDG B
- o, K
R* osD FrRz
.r
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iwer On
detect Date/ Time.
N4e time has not been saved back to the initial time, enter the time
cmg screen.
foeleft and right keys are date/time options, the up and down keys are
cneric settings; the Enter key is set to complete.)
the power-on detection time does not return to the initial time, the
me setting will not be skipped.

inter folder name setting, input the patient's name in English letters or
lumbers.

\fter the name is set, the patient's information will be stored in this
tolder.

Trefolder name will be displayed on the Ul interface (see Figure).

After the time and folder settings are completed, enter the Preview
mode, as shown in the figure.

» Take Picture

Press camera key to take a photo.

Atthe same time, the photo logo is displayed in the upper right comer of the Ul interface
for 2 seconds. The first photo taken is displayed as 001.

* EDG (Vascular Enhancement)

Press EDG key to enhance the display ofvascular enhancement.

« MWB (Manual W hite Balance)

Press MWB key to adjust the white balance.

After the white balance is finished, display "WB OK" for 3 seconds in the lower right
corner of the display.

 Zoom+-

Zoomin, zoom out.

The magnification is displayed in the lower right comer, synchronized with the
operation. The rate is 1~4 times.

* LED Left/ Right

Adjust LED brightness.
The default value is 60%. 0%, 20%, 40%, 60%, 80%, 100% ranks are displayed in
the lower right comer of the display.
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|sD

b the OSD key to switch the view frame.
te again to switch to other frame (round, octagonal, panoramic).
prorresponding view frames indicator will emit blue light.

ssFREEZE button to freeze screen,
cm also press Freeze after zooih+-. When the picture is frozen, the word "Freeze
jarsin the lower right comer.

Return .
Ibss the Return key, the menu function exits and returns to the previous step.
Video

ressthe video key to start the video.
hiringthe video recording, you can press the photo key to take photos.
[Nen yléo is recorded, the video logo and the time of video recording will appear on
eupper right comer ofthe screen.
eblue indicator shows that video is on/off. -

13

Replay
Pressthe replay key to start playback, watch photos and videos,
h thismode, the left and right keys can choose photos and videos.
Enterkey is for video play / pause.
Pressreplay key to exit the replay mode.

* Enter (Menu)
Inpreview mode, press Enter key to enter Menu settings screen.
* Menu Function—Name
Add or modify patient information.
* Menu Function —Date / Time

Set date / time
e Menu Function - Language
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LU different languages
Menu Function - TV mode

St TV output mode
Menu Function —Default Setting

Reset the default setting
Menu Function - Version
Show software version

Care/ Maintenance/Repair

‘ACaution!
Video Processor (or parts ofthe Video Processor) must not be sterilized (e.g. through

Delaying). The parts may be damaged!

jeaning the Video Processor
iesurfaces of the Video Processor including video processor and accessories can be cleaned with
fodical alcohol (75%). Use a soft, slightly moistened cloth to wipe offthe surfaces.

t)Caution!
Jedevice should be cleaned and disinfected before and after each use. Do not use disinfectant

igents and cleaning methods except the cleaning instructions.

) Caution!
quids or moisture may not penetrate the interior of the VVideo Processor.

laintenance Service N

Fdevices used in medical institutions, in addition to inspections before every use by the users or
erators, we recommend that the person in charge of the maintenance of the devices to inspect the
risdescribed in the Operation Manual quarterly. 1f you have a suspicion that the product is
inormal, please do not use the product and inspect it following the instructions in Chapter 7
Troubleshooting.” I1fyou still have a suspicion that the product is abnormal after such inspection,

fease contact the local sales representative or distributors.

banghai AnQing Medical Instrument Co., Ltd. or its authorized professionals must maintain the
Lucts inuse, and inspect or check whether the parts described in the Operation Manual are

jbnormal or not. If an abnormality is found or you have a suspicion that the product is abnormal,
lease record the information and contact local authorized agent or Shanghai AnQing Medical

istrument Co., Ltd.

Warranty Service
Shanghai AnQing Medical Instrument Co., Ltd. guarantees that: for design, materials or
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;hjp defects (except for those listed in the exception clauses), we provide free warranty
tor the owners registered upon purchase within one (1) year from the date of purchase
> period).

tey faults in or damages to a product due to normal use or non-human factors during the warranty
«nod, please contact your local authorized representative or distributors for registration first If
-.mghai AnQing Medical Instrument Co., Ltd. or its authorized professionals judged that the faulty
product is qualified for the fi-ee warranty services, they will repair or replace the product’s parts and
components, then return the product to the customer.

If Shanghai AnQing Medical Instrument Co., Ltd. or its authorized professionals judged that the
faults are caused by human factors such as improper use or abnormal operations after inspection the
maintenance is not under the warranty and the customer should pay for the maintenance. Shan”ai
Qing Medical Instrument Co., Ltd. or its authorized professionals will provide the definite fault
Aauses and maintenance budget to the customer. After communication and acknowledgment with the
Tlustomer, they will repair or replace the parts and components, then return the product to the
customer.

We are responsible for maintaining products or parts returned to our company due to materials or
workmanship defects within the warranty period at no charge. If the warranty period of the product
o parts under warranty or maintained by Shanghai AnQing Medical Instrument Co., Ltd. has
Ifec? warranty when the faults caused by design and workmamhip

Repair Service
Shanghai AnQing Medical Instrument Co., Ltd. guarantees that: except for the listed exception

clauses we provide non-free warranty services for products or parts purchased beyond one (1) year
butwithin five (5) years since the date of purchase. A

ease contact your local representative or distributors for registration first. Shanghai AnQing

edical Instrument Co., Ltd. or its authorized professionals will provide the definite fault causes and
repair budget to the customer. After communication and acknowledgment with the customer, they
will repair or replace the parts, then return the product to the customer.

are responsible for repairing products or parts returned to our company due to materials or
workmanship defects within the warranty period at no charge.If the warranty period of a product or

parts under warranty or maintained by Shanghai AnQing Medical Instrument Co., Ltd., has expired
wewill provide a 30-day warranty when the faults caused by design and workmanship defects.

Warning

No part of this product should be maintained /repaired by the customer. Do not
disassemble, modify or attempt to maintain this product on your own; doing so may
cause injuries to patients or operators, or damage to the devices.
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I nauthorized disassembly, modification or maintenance attempts may cause severe
safet>' hazards! The customer is responsible for accidents caused by unauthorized
disassembly, modification or maintenance attempts! Shanghai AnQing Medical
Instrument Co., Ltd. will not provide any service for such customers.
This product belongs to precision instruments. Products sent for repair should be
transported in their original package. Our company will not be liable for products
damaged or lost during transport.

Notes:
The warranty and maintenance/repair services are not applicable to damage caused by
human factors such as misuse, improper use, negligence, abnormal operations, unauthorized
modifications or adjustments.

The warranty and maintenance /repair services are not applicable to products whose original
serial number or other identification marks have been removed or damaged.

The warranty and maintenance/repair services are not applicable to products maintained by
external persons without authorization or written permission fi-om Shanghai AnQing
Medical Instrument Co., Ltd.

The warranty and maintenance/repair services are not applicable to products that are missing
parts or components, or products maintained with parts or components that are not
authorized by Shanghai AnQing Medical Instrument Co., Ltd.

7 Trouble Shooting

Error symptoms Troubleshooting
Device does not function.

) o ) Check power connection
Device-on indicator at Video

. . Return device to manufacturer
Processor is not lit.

Check device-on indicator on Video Processor

Check device-on indicator on monitor

Are all connections established properly and are all cables plugged in firmly?
No picture ~n monitor Is the connected signal type enabled in the monitor?

As a control measure, connect Video Processor to different monitor

Connect Video Processor to different endoscope

Return device to manufacturer

Check all cable connections

Performing white balance
Display color not satisfactory

Use control/reference monitor if necessary

Return devices to manufacturer

Distorted image Return devices to manufacturer
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N m C Information

h s model should be used in the electromagnetic environment specified. The customer or user shall
Aure that it is installed and used in such environments.

Warning!
Wse of this equipment adjacent to or stacked with other equipment should be avoided because it
could result in improper operation. If such use is necessary, this equipment and the other equipment
should be observed to verify that they are operating normally.

Warning!
Use of accessories and cables other than those specified or provided by the MANUFACTURER of

this equipment could result in increased electromagnetic emissions or decreased electromagnetic
immunity of this equipment and result in improper operation.

Warning!
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 this model,
including cables specified by the MANUFACTURER.
Otherwise, degradation of the performance of this equipment could result.

Guidance and manufacturer’s declaration - Electromagnetic emissions

This model is intended for use in the electromagnetic environments specified below. The customer or
the user of this model should assure that it is used in such an environment.

Emissions test Compliance Electromagnetic environment-Guidance

This instrument uses RF (Radio Frequency) energy only for its

L CISPR 11 internal function. Therefore, its RF emissions arb very low and
Conducted Emissions
0 Group 1Class B are not likely to cause any interference in nearby electronic
% equipment.

This instrument is suitable for use in all establishments other
. . CISPR 11 than domestic and those directly connected to the public
Radiated Emissions
Group 1Class B low-voltage power supply network that supplies buildings
used for domestic purposes.

This instrument’s harmonic emissions are low and are not

Harmonic Current
o IEC 61000-3-2 likely to cause any problem in the typical commercial power
Emissions
supply connected to this instrument.
Voltage Fluctuation and This instrument stabilizes its own radio variability and has no
. IEC 61000-3-3
Flicker effect, such as flicker in lighting apparatus.
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eand manufacturer”™ declaration - Electromagnetic immunity

j?nodel is intended for use in the electromagnetic environment specified below. The customer or
Ift'sser of this model should assure that it is used in such an environment.

Immunity test IEC 60601 test level Compliance level ~ Electromagnetic environment-Guidance
ENCLOSURE Port
+ 8 kV contact

+2kV,x4kV ,x8kV £ ISkVair Floors should be made of wood, concrete
Electrostatic ~ discharge PATIENT coupling Port or ceramic tile. If floors are covered with
(ESD) + 8 kV contact Same as left synthetic material that tends to produce
IEC 61000-4-2 +2KkV, +4kV, + 8kV,+ 15kV air static, the relative humidity should be at
Signal input/output parts Port least 30%

+ 8kV contact
+2kV,+4kV, £ 8kV,+ 15kV air

Input a.c. power Port

Electrical fast 2kV Mains power quality should be that of a
100 kHz repetition frequency . . .

transient/burst ] ] Same as left typical  commercial or  hospital
Signal input/output parts Port .

IEC 61000-4-4 environment.
+ 1kV

100 kHz repetition frequency

Input a.c. power Port

Line-to-Hne
1_0’5 kV, £ 1kv Mains power quality should be that of a
Surge Line-to-ground Same as left typical commercial  or  hospital
IEC 61000-4-5 +05kV, £ 1kV, +2kV

environment.
Signal input/output parts Port

Line-to-ground

,£2kV
(| Input a.c. power Port
0% Ut; 0,5 cycle . .
Mains power quality should be that of a
At 0°, 45°, 90°. 135°, 180°, 225°, . . .
3 . typical commercial or  hospital
Vo|[age d|ps 270° and 315 i
0% Ut; 1 cycle environment.
IEC 61000-4-11 i ' If the user of instrument requires
an . . . .
left continued operation during power mains
70 % Ut; 25/30 cycles Same asle

] interruptions, it is recommended that the
Single phase: at 0° .
instrument be powered from an
uninterruptible power supply or a

Voltage inteiTupti
oltage Intef Tuptions 0 % Ut 250/300 cycle battery.

IEC 61000-4-11
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unity test IEC 60601 test level Compliance level  Electromagnetic environment-Guidance
It is recommended to use this instrument
by maintaining enough distance from
any equipment that operates with high
current.

If image distortion occurs, it may be

JINTED power frequency  ENCLOSURE Port
necessary to position the Model further

magnetic fields 30 A7m Same as left

IEC 61000-4-8 50Hz or 60Hz from sources of power frequency
magnetic fields or to install magnetic
shielding. The power frequency
magnetic field should be measured in the
intended installation location to assure
that it is sufficiently low.

NOTE

Tis the AC mains voltage prior to application of the test level.

Guidance and manufacturer’s declaration - Electromagnetic immunity
IWs model intended for use in the electromagnetic environment specified below. The customer or
beuser ofthis model should assure that it is used in such an environment.

Immunity test IEC 60601 test level Compliance level Electromagnetic
environment-Guidance
Inputa.c. power Port
3v'' m
0,15 MHz-80 MHz
6 V in ISM bands between

0,15 MHz and 80 MHz t
I 80 % AM at 1kHz
onducted PATIENT coupling Port
listurbances ' 3V
idied by RF 0,15 MHz-80 MHz 3V
ields 6 V in ISM bands between 0,15 MHz-80 MHz
EC61000.4-6 0,15 MHz and 80 MHz Recommended separation
80 % AM at 1kHz distance: 30cm
Signal input/outputparts Port
3V
0,15 MHz-80 MHz
6 V in ISM bands between
0,15 MHz and 80 MHz
80 % AM at 1kHz
ladiated RF EM ENCLOSURE Port 10 V/m
ields 3 Vim 80 MHz - 2,7 GHz
BC61000-4-3 80 MHz - 2,7 GHz 80 % AM at 1kHz
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80 % AM at 1kHz

itHiNsc guidelines may not apply in all situations.
romagnetic propagation is affected by absorption and reflection from structures, objects and people.
-Held strength from fixed RF transmitters as determined by an electromagnetic site survey should be less than the
>x.pWance level in each frequency range
Electromagnetic interference may occur in the vicinity of high-frequency electrosurgical equipment and/or other

icuipment marked with the following symbol:

te>)

9 Disposal

This product belongs to electronic devices. It cannot be disposed as unclassified municipal waste. It
b k ustbe collected and disposed separately.

When the lifetime of the product ends, the user must discard and dispose the product by local laws

and hospital management specifications.

Symbol Description Symbol Description
Caution Keep dry
Consult instructions for
Upward
use
AN
IEC 60601
. Keep away from sunlight
R Type BF shock protection ¢
IEC 60601
Fragile

Class Il device

Batch code W aste management

)¢

55‘3_
SN Serial number /I—

LOT

Temperature limit

-10°~55®
a})l/:I S 1060hPal Atmospheric pressure
Humidity limitation L
limitation
10%~80%
J |500hPa J 500hPa~1060hPa
|ﬂﬂﬂr Date of manufacture Use-by date
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- M anufacturer
IIJ ‘ :‘ ;)197 CE mark

EC REP EU Authorized Representative

EU Authorized

EC REP i’
Represejitatlve

nergo Europe

dnsessegracht 20, 2514 AP The Hague,
feNetherlands

el:+31.70.345.8570

*I I Legal
ManuTacturer
hanghai AnQing Medical Instrument Co., Ltd.
,Dom202,2nd Floor, No. 7 Building
0,150 Cailun Road,
hangjiang High-Tech Park
hanghai, China
d:+86 21 6111 7375
ax:+86 21 6111 7374
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Buaeonpoueccop EOS-B-01

PykoBoACcTBO Mo sKcnnyaTauuu

CE o

Bepcusa: A/7

[ata BcTtynneHua B cuny: 31 asrycrta 2020 r.

Shanghai AnQing Medical Instrument Co., Ltd.
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YBenomneHve nosb3oBaTess

e bnarogapum Bac 3a BbipaxeHue gosepusa K npogykumm SHANGHAI ANQING. [aHHoe
N3LHANEe ABNAETCH Pe3ynbTaTOM MHOFOJIETHEro onbiTa U NpeAefibHON OCTOPOXHOCTM B
npouecce W3rotoBneHuWs. Bbl 1 Bawa opraHusauums MNPUHANKU peweHWe B MNOMb3Yy
COBPEMEHHOro, BbICOKOKAYeCTBEHHOro ob6opyfgoBaHns o1 kKomnaHunm SHANGHAI
ANQING.

e Mpopykuna SHANGHAI ANQING MOXeT ucnosib3oBatbCa TO/bLKO ANLAMU, NMEIOLLNMU
COOTBETCTBYIOLLYIO MEAULUHCKYIO KBannMuUKaynio 1 3HaKOMbIMU C TEXHUKON paboThl.

* Mbl Npocm Bac BHMMATENbHO NPOYMUTaTb JaHHOe PYKOBOACTBO, MPEXAe YeM MPUCTYNUTb
K paboTe C AaHHbIM wu3genvem. lMpu HeobXOAMMOCTM [epXUTe [aHHOe PYKOBOACTBO
JOCTYMHbIM ANA 03HAKOMAeHWUsA. HecobnogeHne WHCTPYKUWUIA, NPUBELEHHBbIX B AAHHOM
PYKOBOACTBE, MOXET NPUBECTY

> K OMacHbIM AN15 XXW3HW TpaBMaM nauueHTa,

> K TSXeNnblM TpaBMam XUPypruyeckon 6Gpuragbl, CECTPUHCKOrO nepcoHana wau
obcnyXuBaroLero nepcoHana, um

> K MOBPEXAEHUIO NN HENCNPABHOCTU CUCTEMBI.

« CrTporo cnegyinte MWHCTPYKLMAM K obecneybTe Hagnexawumin yxoL W TexHUYecKoe
o6cnyXunBaHue CUCTEMBI

e Cumson "BHUMAHWME!" yka3biBaeT Ha TO, YTO /In4HaaA 6e30MacHOCTb MauumeHTa UK
Bpaya MOXeT ObiTb HapylweHa. VIrTHopupoBaHMe TakKoro CMMBOJIa MOXeT MPUBECTU K
TpaBMe nayueHTa UM Bpaya.

* B cnyuae o6HapyXXeHuUs Npob6iem C n3genmem, NoXxanyncTa, CBSXKMTECh C BallUM MECTHbIM
auctpubbtotopom mnm ¢ SHANGHAI ANQING Hanpamykw. Mbl npegoctaBuMm Bam
OT/INYHbBIV CEPBUC U NMOMOLLb.

e Mbl cTpemumMmca npepocTaBnATb MNonAb3oBaTenaM 6osee  NOAPOOGHYHD TEXHUYECKYIO

UHopMaLKIo.

* lM3roToBuTenb OCTaBNAeT 3a COOOM NpaBO W3MEHATb BHEWHWUW BUA, TFpaguky nu
TEXHUYECKNE XapaKTepuCTUKM NOCTaBAAEMOro W34eNnusa B XoAe €ero AanbHeiwen
paspaboTku.

2/36

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



NHhopmayma rno 6es3onacHoCTr

McknoyeHne 0OTBETCTBEHHOCTH

M3roToBUTEb HE HECET OTBETCTBEHHOCTM 3a MPSIMOWA UM KOCBEHHbIN yllep6, U rapaHTus sSBAsieTcs
HenelcTBUTENbLHONM, ecnu:

* YCTPOWCTBO HENPaBW/IbHO UCMO/b3YTCS, NOArOTaBANBAKTCS UM 06CNYXUBAIOTCS;

* He cob/10alnTCa UHCTPYKLUUK 1 NpaBuia U3 pykoBO/CTBA;

* Heyrnos/IHOMOYEHHbIE ML BbLUO/HAKT PEMOHT, HACTPOWKY WM M3MEHEHME YCTpPOiCTBa, WUAn
akceccyapos;

* HEYNO/IHOMOYEHHbIE LA OTKPbIBAKT YCTPOMCTBO;

* He cobnaaTCca npeanucaHHble rpadmrku 0CMOTpa U TEXHUYECKOTO 06CTy)XMBaHMS.

MonyyeHne TEXHMYECKOW AOKYMeHTauuu OT NPOM3BOAUTENS He AaeT npaBa (MU3NYECKUM Muam
BbINO/IHATE PEMOHT, HACTPOIIKY NN U3MEHEHNE YCTPOCTBA.

YNOMHOMOYEHHbI CEPBUCHbIW cneyuannct
TONBKO YNOSITHOMOYEHHbIA CEPBUCHbLIA CNeunasiCT MOXEeT BbINOJSIHATbL PEMOHT, HAacTpPOiKy Waun
M3MEHEHVe YCTpOMCTBa W UCNOMb30BaTb CEPBUCHOE MeHK. Jlloboe HapylleHue npuBeneT K
aHHYNIMPOBAHUIO rapaHTUM WU3roTOBUTENA. YNOSHOMOYEHHbIE CEePBUCHbIE CNeuuannucTbl NPOXoanaT
06yyeHne n cepTumrKkaunio y n3roToBuTens.

KBanuukaums nonb3osartens
V3penve npeaHasHavyeHo TOMBKO A5 UCMO/b30BaHUS 06YYEHHLIMW Bpayamu, KOTOPbIE 3HAKOMbI C
9H/10CKOMNYECKUMIU ONEPALMSAMN.

Yxon v TexHUYeckoe o6CnyXmnBaHue

TexHnyeckoe o6CNyXMBaHe M3Aenvst AO/HKHO OCYLLECTB/IATLCS B COOTBETCTBUM C MHCTPYKLUSMMU
AN obecneyeHust 6e3onacHoli akcnayaTauuu msgenus. [Ana 3awuTbl nauveHTa v onepaymoHHOi
6puragbl nepen KaxAblM WCMOSIb30BAHWEM MPOBEPSIATE LEMNOCTHOCTb UM PaboTOCNOCOGHOCTbL
n3penus.

YnpasneHne oTxogamu
DTOT CMMBOST YyKasblBaeT Ha TO, 4TO OTXOAbl 3/1E€KTPMYECKOr0 M 3MEeKTPOHHOrO
060pyZl0BaHNSA He AO/IKHbI YTUAM3MPOBATLCA KaK HECOPTUPOBAHHbIE KOMMYHa/bHbIE
0TX04bl, & AO/KHbI cobupaTbCca OTAENbHO. [Monb3oBaTeNb A0/MKEH BbIOGPOCUTL U
YTUIN3NPOBaTh N3AeNne B COOTBETCTBUN C MECTHbIMW 3aKOHAMM 1 cneundukaunsamm
no ynpaB/eHuo 601bHULEN.

3/36

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



HanmeHoBaHMe MeAULUMWHCKOI0 U3genusa

Bupgeonpoueccop EOS-B-01
Cocras:

1. Bugeonpoueccop - 1.
Mepanb HOXHaA - 1 WrT.
ApganTtep nuTaHusa - 1 wWr.
Kab6enb gnia nepegayun gaHHbIX -1 WT.
Kabenb USB coeguMHuTenbHbIi - 1 WwT.
Pastem HDMI-DVI - 1 wr.
HDMI-ka6enb - 1 wr.
AV-kabenb - 1 wr.

9. PykoBoAaCTBO NoO 3akcnayaTtauuu - 1 wr.
MpuHapAEeXHOCTK:

1. Keiic - 1wr.

© N Ok WD

Ha3HauyeHMe

Bugeonpoueccop EOS-B-01 npegHasHaveH nns COBMECTHOIO NCMNoJsib30BaHUA c
YPETEPOPEHOCKONOM A/11 KAMHMYECKON 06paboTkn unsobpaxeHuin, ans obecneyeHus nuTaHus
ypeTepopeHockona, ANns BM3yaslbHOTO OCMOTPa W JIeYeHUs BO BpeMs NPOBEeAEHUs YPOOrnyecKmnx

npouezyp.

YCcnoBusi NPUMEHEHUA: TONTbKO A1 UCNO/Ib30BaHUSI B MEAULNHCKNX YUPEXOEHUSIX.
O6nacTb NPUMEHEHNS: 3HAO0CKONUS.

KBanupukauna nonb3oBaTtens

To/bKO AN1A UCNO/Ib30BaHUsi 0GYUYEHHbIMY BpayamMu, UMEKLW MMM COOTBETCTBYOLWY MeEAULUHCKYIO
KBa/MprKaLmo, KOTOpPble 3HAKOMbI C TEXHUKOI 3HAO0CKOMUU 1N 3HA,0CKONUYECKUMI onepauusiMu.

Noka3zaHus

[AnarHoctuyeckas unm TepaneBTMyeckasl ypeTepopeHoCKoNus.

To/MbkO Bpay MOXET OUEHWUTb KMHUYEeCKMe (PakTopbl, CBSi3aHHble C KaXAblM MNaLMEHTOM, W
onpeaenuTb, MokasaHO /M WCNO/Ib30BaHME CUCTEMbl. Bpay [o/KeH onpeaennTb KOHKPETHYH
TEXHUWKY U npoLeaypy, KOTopble NO3BOJIAT AOCTUYb XXEMaeMoro KNIMHNYEeCKOro adhdhekTa.

MpoTMBONOKasaHnA

« [poTMBOMOKa3aHUAMU K MNPUMEHEHUIO SBNSAKOTCA Te COObITUSA, KOTOpble XapaKTepHbl A1s
9HL0CKONUN MOYEBbIBOAALLINX NYTEN.

e [lnarHocTMyeckas WaM TepaneBTUYECKass YpPeTepopeHOCKONUsi NpoTMBOMOKasaHa /iioasM C
HesleyeHoN NHAeKUnen MoOYEeBbIBOAALLINX MYTEN.

e [lpyrmne npoTUBONOKa3aHWsl K TepaneBTUYECKOl ypeTepopeHockonuu (Hanpumep, UTOTPUNCKUS,
3HA0MMENOTOMUS, Tepanmsa onyxoseii) 6o/1ee MHOTOYMCAEHHbI 1 MOTYT OTpaxaTb SIB/IEHMS, KOTOpbIe
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CBSi3aHbl C COOTBETCTBYKLIMMMW OTKPbITbIMK XUPYPrMYEecKUMy BMellaTesnbcTBamu. laumeHTtam,
NMPUHAMAIOLWMM  aHTUKOATy/ISHTLI MM CTpajalolum  KoarysnonaTueid, cnegyet npoBOAUTb
COOTBETCTBYHLLEE /IEYEHVE.

MoTeHUManbHblE H96ﬂaFOI'IpVIFITHbIe ABNEHNA

B03MOXHble OC/TIOXXHEHUS BK/1IOYAKOT, HO HE OfpaHNYNBaOTCS:

* KpoBoTeueHue « Jluxopagka

* ABysibcusa ¢ Cencuc

» C1eHo3 / CTpukTypa * NoyeyHas He4oCTaTOYHOCTb

* BocnaneHue ¢ MNepdgopaumsa (MOUYETOUHMK, NOYeYHas noxaHkKa UM Mo4YeBOi Ny3blpb)
» Fny6okunii nopes « Nematypus

* b0Nb * MOYETOYHUKOBLIN pedositoke

* iluckomdopT * NemaTtoma

* YpuHoma * YpoTenuanbHoe nospexneHune

* NHdhekums

PacnakoBKa ycTpoicTBa

MpoBepbTe HaIMUNE HeAOCTAaKLWMX NO3ULUIA 1 BO3MOXHOI0 NOBPEXAEHNS rpy3a.

HemegnenHo nopasaiite nw6ble xanobbl B SHANGHAI ANQING wuvnu Bawum MecCTHbIM
anctpubbloTopam.

OpI/IFI/IHaI'IbeII7I KOMMNAEKT NOCTaBKM
Ana Balleli coGCTBEHHOI 6e30nacHOCTM M 6e30NacHOCTM Ballero nauneHTa MCHOﬂb3yVITe TONBKO
opurnHasibHble KOMN/IEKTYOLW Ne:

Tabnuua 1. KoMNieKT nocTaBku

EanHnya
Ne KOMMNOHeHT Kon-Bo MpumeyaHne
N3MepeHus
Bugeonpoueccop EOS-B-01
1 B - CraHpapTHas
npeonpoueccop . KOHMUTypaLYs
CraHpapTHas
2 Mepanb HOXHasA LT, 1
KOHdurypauums
CraHpapTHas
3 ApanTtep nutaHunA L. 1
KOHpurypaums
CraHpapTHas
4 Kabenb ana nepegayn gaHHbIX LT. 1
KOHpurypauums
CraHpapTHas
5 Kabenb USB coeanHUTENbHbII LuT. 1 i
KOHurypauus
CraHpapTHas
6 Pasbem HDMI-D VI LUT.
KOHurypaums
CraHgapTtHa
7 HD M I-ka6enb T, TahaapTHas
KOHurypaums

5/36

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



CraHpapTtHasd

8 AV-kabenb LUIT. 1
KOHurypaums
b 1 CraHgapTHas
9 YKBOACTB NMO3Kcnyatayu LT. KOHMTypaLus
. CraHgapTHas

10 Kelic LuT. 1
KOHpurypauus

KoHurypayus

Bugeonpoueccop EOS-B-01 ncnonb3yeTcsi COBMECTHO C 1 ypeTepopeHockonom rmboknum US31B-12,
npoussogcTea Shanghai AnQing Medical Instrument Co., Ltd.

Bugeonpoueccop

YpeTepopeHockon :

KoHjurypayus cuctemsi

M6KNin ypeTepopeHoCcKon BBOAMTCSA Yepe3 HapyXXHoe ypeTpasibHoe OTBEPCTUE M MOYEBOW Ny3bipb
BOBpEMS ypeTepockonuu. AHaTOMWYECKMe M306paXeHus nepefakwTcs onepaTopy C NOMOLLbH
BMAeonpoleccopa, o06opyagosaHHoro kpuctaniom ¢ KMOTI-CTpyKTypoil Ha AWCTa/lbHOM KOHLe
aHAockona, M mn3obpaxeHus oTobpaxarwTcs Ha MoHUTOpe (MOHUTOP B KOMMJIEKT MNOCTaBKM He
BXOAMT).

Bupeonpoueccop EOS-B-01 coctout n3 610ka ynpaBneHnsi - camoro BUAEeOnpoL.eccopa, HOXHOM

neganv, agantepa nuTaHus, Kabens nepefayun fdaHHbIX, coegmHuTenbHoro USB-kabens, pasbema
HDMI-DVI, HD M I-kabens n AV-kabens.
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Mepanb HoXHas ApanTtep nuTaHus

Kabenb gns nepefayvn faHHbIX Kab6enb uUsB

-'"N\COeANHUTENbHbIN

Pasvem HDMI-DVI HDM I-kabenb
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Keiic

MoapobHaa vHopMaumss O KaxAOM KOMMOHEHTe cucTeMbl OyAeT npuBefeHbl B CreayloLmx
pasgenax HacTosILLEero pykoBOACTBa.

YcnoBust aKcnayataumMm n XxpaHeHus

OT1T+10°C po +42°C
Pa6o4asi cpega Temnepartypa okpyxatollei cpeabl  YpeTepopeHockon YCTonuuB K
BO3JelCTBUIO 61M0N0rnyeckmx
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XWAKOCTEN opraHM3Ma 4esioBeka
(KpOBb, Xenub, XenyaouHblii COK,

Moua).
OTHOCUTENNBHAA B/IAXHOCTb OT 30% po 80%
ATMOCcepHoe faBrieHne OT 860rMM go KO60rMa
HanpsxeHne nutaHua Mepem. Tok 100B-240B
YacTtoTa 50IMuy-60ry,
. Boanu oOT nomex MarHuTHOro
YcnoBus okpyxatowieun cpeabl Hons

Temnepartypa okpyxatwluiei cpegbl OT-10°C go +55°C
Ycnosmua xpaHeHua nu

TPaHCNOPTUPOBKU

OTHOCUTENbHAA BNAXHOCTb OT 10% po 80%
ATmocdhepHoe gaBneHne Ot 300rMago HO60rMa

CBefeHuA 0 COBMECTUMOCTH

[na Bawel cobcTBEHHOIN 6e30nacHOCTM M 6e30NacHOCTM Ballero naumeHTa WUCnosib3ynTe TOSbKO
OpUrMHasbHble KOMMIEKTYIoLW e,

Bugeonpoueccop EOS-B-01 wucnonb3yetca COBMECTHO C U ypeTepopeHOCKONoM OAHOPa30BbIM,
cTepunbHbIM TMokum US31B-12, nponssogctea Shanghai AnQing Medical Instrument Co., Ltd.
CoBMECTHO uWcCnosb3yeMble u3fenus AOMXKHbl OblTb 3aperucTtpupoBaHbl Ha Tepputopun PO
YCTaHOB/IEHHbIM MOPSALKOM.

OueHkKa pucka

YpOoBeHb BEPOSTHOCTU MOBPEXAEHUSA, YPOBEHb CEPLE3HOCTU MOBPEXAEHUS, YCTAaHOB/IEHHbIE KPUTEPUN
NpPYemMeMocTi pucka SBASTCS 060CHOBaHHbIMU. M3anue MoxeT apheKTUBHO AOCTUraTb CBOETO LieNeBoro

Ha3Ha4YeHUA nNpn ogHOBPEMEHHOM KOHTpPO/IE PUCKOB.
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PA3EN 1

BNAOEOIMNPOLUECCOP

Bugeonpoueccop EOS-B-01 cocTouT u3 6/510ka ynpaBneHnss —camoro BuaeonpoLeccopa, HOXHO
nefanu, ajantepa nNuUTaHusd, kabens nepefadn AaHHbIX, coeauHuTesnbHoro USB-kabens, pasbema
HDMI-DVI, HDMI-kabena un AV-kabend. bnok ynpasfieHUss B OCHOBHOM COCTOWUT M3 KHOMOK U
KOMMNOHEHTOB OCHOBHOW NaTbl.

A «BHUMaHue!

KOMMNOHEHTbI 1 YacTn BUAEONpoLeccopa He UMEKT HAKOM/IEHHO 3Heprun, HO creayeTt cobupaTb K
YyTUNN3NPOBaTb UX OTAE/IbHO B COOTBETCTBUW C MECTHbIMMW MpaBunaMu yTuamnsauum 31eKTPOHHbIX
YCTPOWCTB, B NPOTUBHOM C/lyyae OHW MOTYT NPUBECTU K HENPUEM/IEMOMY PUCKY AN Ppa3bopLMKoB
WNKn gpyroro nepcoHana.

A «BHumaHue!

KOMMNOHEHTbI M 4acTu  BuAeONpoLeccopa He WUMEKT pPajgMoakTUBHLIX  WCTOYHUKOB U
WHAYLMPOBAHHbIX PaANOaKTMBHbIX BELLECTB, HE HECYyT pucka, CBA3aHHOTO C 6e30MacHOCTbio, B
TeUeHue cpoka 1Ucnonb3oBaHUs BAeonpoLeccopa.

OnacHo!

A«BHmmaHme!

TexHuKa 1 npouesypsbl

ToNbko Bpay MOXET OLUEHWUTb KIUHWYECKMe PaKTopbl, CBSI3aHHble C KaXAblM MNauueHTOM, |
onpegenunTb, MokasaHo /M WCMOJMb30BaHWe 3TOro ycTpoiicTea. Bpady [fomxeH onpegenvTb
KOHKPETHYI0 TeXHWKY W npoueaypy, KOTopble T03BOMAT AOCTUYb HKENaemoro KIVMHUYEeCKOoro

adpchekTa.

A «BHUMaHune!

MpoBepbTe BCE 3aBOCKMNE HACTPONKU.
3aBo/iCKMe HACTPOIKM He SBMATCA 06a3aTe/lbHbIMM /15 Bpada. Bpay HeceT 0TBETCTBEHHOCTb 3a BCe
HaCTPOIKN, BNUAIOLLME HA XUPYPrMYeCKyo npoLeaypy.

A «BHUMaHune!

OpurnHanbHbIA KOMNAEKT NOCTaBKU
[ns Ballein co6CTBEHHON 6e30MacHOCTM U 6e30MacHOCTU Ballero nauuMeHTa WCMosb3yihTe TONbKO
OpUIMHaNbHbIE KOMMNEKTYOLME.
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l \‘BHMMaHMe!

He B3pbIBOOMNACHO.

He ycTaHaBnuBaiTe U He 3KCNAyaTUpyinTe LEHTP BUAEOCUCTEM B MecTax, rje:

- BbICOKas KOHLEHTpaLms KNCnoposaa;

- B aTMOc{hepe NPUCYTCTBYIOT OKUCAMTENN (Takue Kak 3akucb asoTta (N20));

- B aTMOC(hepe NpUCYTCTBYIOT SIerKOBOCM/IAMEHSOLWMecs rasbl;

- PALOM HaxoLATCA roproUmne XUAKOCTH.

B NpoTMBHOM c/ly4ae MOXeT NPOU30NTW B3PbIB UM MOXap, NOCKO/bKY 3TOT LeHTP BUAEOCUCTEM He
ABNAETCSA B3PbIBO3ALWULLEHHbIM.

/ \‘BmeaHme!

OnacHOCTb MOPaXKeHUS 3/IEKTPUYECKUM TOKOM

Bo n3bexxaHne nopaxeHUs 3MEKTPUUYECKMM TOKOM He OTKpbIBaiiTe AaHHOe yCTPOICTBO. Hukoraa He
OTKpbIBaliTe  3TO  YCTPOWCTBO  camocToATeNbHO.  O6paTuTecb  3a  06CAy)XMBaHMEM K
KBaM(PULMPOBAHHOMY CEPBMCHOMY MEPCOHany.

A ‘BHUMaHuKe!

lMpodeccMoHanbHaa Keanngpukauma

[laHHOe pyKOBOACTBO He COAEPXMUT OMWCaHWWA  WAM  UHCTPYKUMIA N0 XUPYPrUYECKUM
npoueaypam/TexHmkam. OHO TakXe He NOAXOAMT [ANnA  06y4vyeHUs Bpayeld NPUMEHEHUIO
XUPYPruyecknx meTogoB. MeguunHckne nepudepuitHble YCTpPONCTBa W Npubopbl  MOryT
NCNONb30BaTbCA TOMBKO BpavYamMu UM (enbjliepamm € COOTBETCTBYHOLLEN TexHu4yeckom /
MeAMMNUHCKOM KBanupukaymen, pabotaroLmMMy nog pyKoBOACTBOM U HabO4eHMEM BpaYa.

A ‘BHUMaHwMe!

®YHKLUMOHANbHOE UCMbITAHWE
®YHKUMOHANbHOE UCMbITaHWE JO/MKHO NPOBOANTLCS Nepes KaX Aol onepawyeil.

/ \‘BanvlaHVle!

CTepubHble cpesbl
Bcerga paboTaiiTe MCKIOUMTENbHO CO CTEPUIbHBIMK BELLECTBAMWU W Cpefamu, CTEpU/IbHbIMM
XUAKOCTAMU U CTEPUNTbHBIMU aKceccyapamu, eC/in 3T0 yKa3aHo.

/ \‘BHmmaHme!

CMeHHOe YCTPOMCTBO
B cnydae BbIxofa U3 CTpos YCTpoOCTBa 1an noboro gpyroro BcrnoMmoraTesibHOro 060pyfoBaHns Bo
BpeMsi onepauuu, CMEHHOe YCTPOWCTBO M CMEHHble aKcecCyapbl AO/MKHbI HAXOAUTHLCS B npegenax

AocAraemocCTH, 4yToObl WMETb BO3MOXHOCTb 3aBepwnTb onepaunto C MNOMOWBHD CMEHHbIX
KOMMNOHEHTOB.
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‘ \'BHMMaHME!

OuuncTKa ycTpolicTBa
He cTepununsyiite ycTpOMCTBO.

A BHumaHue!

MPOHMKHOBEHWNE KOHAeHcaTa / BOAbI
3awmTnTe YyCTPOWCTBO OT BNarn. He ncnonb3yinTe yCTPOWCTBO, €CN B HETrO MPOHMKNA Bnara.

A '‘BHUMaHue!

3ameHa npegoxpaHuTens
3ameHuTe npenoxpaHnUTesb TONMbKO Ha NPefoxXpaHUTENIb TOro Xe Thna N HOMWHana.

A BHumaHue!

OnacHOCTH, CBA3aHHbIe C yCTPONCTBOM
MpounTaiiTe NpesynpexaeHns, 0THOCALMECS K JaHHOMY YCTPOWCTBY.

K BHumaHwue!

LeteKT ycTpolicTBa

Ecnun Bbl nogo3peBaeTe Unn NoaTBepXKaaeTe fedeKT YCTPONCTBA, He UCNO/b3YITe ero. Y beanTtecs,
4TO YCTPOMCTBO 60/bLIE He BYeT MCNO/Ib30BaTLCA 40 TeX NOop, NOKa KBaNnnpuLupoBaHHbI
cneumnanncT no 06CNy>XmnBaHUIO He NPOBeLeT COOTBETCTBYHOLWME UCMbITAHUA Y PEMOHT.

>K BHumaHwMe!

KOMMOHEHT Moj Hanpsi>KeHNeM
OcCTaTouHbIN TOK, MpOTeKaloWwmnii Yepes NaymeHTa, MOXET YBE/IMUMBATLCA MPU UCMONb30BaHNN
3HAOCKOMOB C 3/IEKTPUYECKMMMN KOMMNOHEHTAMM.

A BHumaHmue!

ABHble fedeKThbl

He ncnonb3yiite yCTPONCTBO, €C/IN OHO MMEET iBHble Ae(eKTbl, 0COOEHHO eciv OHU CBA3aHbI C
BU/IKAMMW NUTaHUS NN Kabenamm NOoAKMOYEHNSA CeTeBOro NUTaHns. B aTom cnyyvae yCTpOKCTBO
[0/HKHO OblTb OTPEMOHTUPOBAHO YNO/THOMOYEHHbIM CEPBMUCHBLIM NEPCOHAIOM.

(T)OCTomeHo!
Y6eauTechb, 4To MMetOLLeecs HanpsHXKeHNe CEeTU COOTBETCTBYET faHHbIM, YKa3aHHbIM Ha 3TUKETKe
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TuNa, NPUKPENIeHHON K 3aHell NaHenn ycTpoiicTBa. HenpaBunbHOe HaNPSHXKeHWe MOXET NPUBECTY
K OIMGKAM M HEUCNPABHOCTAM M MOXET NPUBECTU K paspyLUeHNI0 YCTPOCTBa.

OcTOopOoXHO!

dHpockon
YCTPONCTBO MOXET 6bITb NOAKIOYEHO TONbKO K ONpeaeneHHOMY 3HAOCKONY, pa3paboTaHHOMY
komnaHuein SHANGHAI ANQING.

OCTOpOXHO!

ONeKTpUYecKne NoOMexmu

SneKTpuyeckKne noMexu ¢ ApyruMmuy npuéopamm UM ycTtponctsamm 6biv NPakTUYECKN YCTPaHEHbI
npu paspaboTke 3TUX NPMBOPOB M He BbLUN 0BHAPYXXEHbI BO BPeMSA UCNbITaHNn. OfHaKO, ec/in Bbl
BCe eLle 0OHapy)XuBaeTe Uu NoAO3peBaeTe HaMume TakMx Nomex, Noxanyncra, cnegyinte aTum
peKoMeHJaunam:

* MepemecTuTe 370, ApYroe unu oba ycTpoiicTea B Apyroe MecTo;

* YBeNIMYbTe PacCTOAHNE MEXAY MUCMONb3yeMbIMU YCTPONCTBaMU;

* MPOKOHCYNbTUPYINTECH C 3KCMEPTOM M0 3N1EKTPUYECKUM MeAULUHCKUM nprubopam.

OcTOpOXHO!

ToOK yTeuku

Mpw 0O4HOBPEMEHHOM MOAK/IOYEHUN K OAHOM PO3eTKe HECKO/IbKUX 3HepronoTpebnstomnx
YCTPOMCTB C NOMOLLLbIO pacnpefennTenbHbIX KOPOOGOK CyMMa OTAEe/IbHbIX TOKOB YTEUKN MOXET
npesbIWAaTh JONYyCTUMbIe NpedesibHble 3Ha4YeHus.

rlpl/IMeHI/IMOCTb SHAOCKONMN N 3HAOCKOMMYECKOIo 1e4eHUA

Ecnu cylecTByOT oguuUManbHble cTaHAApPTbl MPUMEHUMOCTU 3HAOCKOMWM M 3HAOCKOMUYECKOTO
NeyeHns, KOTopble ONpPeaensitoTcs aAMUHUCTPaUMeil 60MbHULUBI UAKW APYTUMU  oduLManbHBIMK
yUpexXaeHmamu, TaKUMI Kak akaieMmmndeckune o6LLecTsa no aHA0CKONNUK, cneayinTe aTUM CTaHAapTaM.
Mpexae YeM MPUCTYNUTb K 3HAOCKOMWUM W 3HAOCKOMUYECKOMY NIEUEHUIO, TLATeNbHO OLLEHUTE €ro
CBOWCTBA, LENM, MOCMEACTBMS W BO3MOXHbIE PUCKM (MX XapakTep, CTerneHb W BEPOSATHOCTH).
MpoBOANTbL 3HAOCKOMWIO U 3HAOCKOMMYECKOE JleYeHWE MOXHO TONbKO TOrAa, Korga ero
MoTeHLManbHas Nonb3a NPeBbilaeT PUCKN.

MonHOCTbIO  06BACHUTE nayneHTty nNoTeEHUWaNbHYIO nonbdy w” pPUCKM  3HAOCKOMUK "
9HAOCKOMNYECKOIo NneYyeHnsd, a Takxe nobble MeTo bl 06C1'Ie,D,OBaHI/I‘iI/ﬂe‘-IeHVIFI, KOTOpPbIE MOTYT ObITb
BbIMO/MHEHbl B3aMeH, W BbINOMHSANTE SHAOCKONUKD W 3HAOCKOMMWYECKOE JieYeHne TOJIbKO nocne
nony4vyeHns cornacua nayneHTa.

[axe nocne Hayana 3HAOCKOMUM W 3HAOCKOMWYECKOrO JleyeHUs MPOoAOo/KaikTe OLeHUBATb
NnoTeHUMaNbHY0 MOMb3Y W PUCKU UM HEMEANEHHO NpPeKpaTUTe 3HAOCKONMIO/NevyeHne U MpUMUTe
Haanexalline Mepbl, eCiM PUCKN AN NauMeHTa cTaHyT 60/blue, YeM NOTeHLManbHas Nosb3a.
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TexHUnYecKoe onncaHue

e Bwupgeonpoueccop EOS-B-01

TexHWYeckoe onuncaHue

DyHKUNK

lMporpammHoe
obecneyeHwue
(BCTpOEHHOE)

OCHOBHble Tpe60BaHUs

BanaHc 6enoro

ApKOCTb

CTon-kagp

doTo/Bugeo

MepekntoyaTenb Kaapa

MacwTtabnpoBaHue
aucnnes

MamaATb

YnpaBneHue  HOXHOI

nepanbro

HanmeHoBaHMe
Bepcus
Jarta Bbinycka

Knacc 6e3onacHoCTM

OTperynupyiite 6anaHc 6e10ro BpyUHyto
HaXMuTe KHOMKY peryampoBkKu, 4TOObI
focTn4yb 6anaHca 6en10ro B U306paxeHuu.
Bbl  MOXeTe MCMOMb30BaTb KHOMKY A/14
PerynmpoBKM SpPKOCTWM CBETOAMOAA, BCEro
NAaTb YpoBHeWi: 20%, 40%, 60%, 80%, 100%.
C (hyHKLMel NPUOCTAHOBKN M306paXKeHUS

Mpu nomowm yHKuMin doto, Bwugeo,
MOXHO  COXpaHATb U  BOCMPOU3BOAUTH
n3obpaxeHue.

MOXHO  MepeKkNYnTbCA Ha  KPYroBoM,
BOCbMWYTO/bHbI n o6t

npesfBapuTesibHbIA NPOCMOTP

Bbl MOXeTe MCNofb30BaTb 3Ty KHOMKY AN
YBENMYEHNA U yMeHblleHWs MacliTaba
3KpaHa; AvanasoH yBenyeHuns n
yMeHbLUeHnA macwTaba coctaBnset I1X, 2X,
3X, 4X.

C SD-kapToi Ha 32I'6

®yHKUMY (hoTorpatupoBaHus 7
NMPUOCTAHOBKM  MOXXHO  KOHTPOMPOBaTb
HOXXHOW Mefanbto

FWDOSBA.bin
DOSB_V 1.00.002

26 aBrycTa 2019 r.

Knacc 6e3onacHoctn no IEC 62304 (6yksa
«B»)

*[Mone 0630pa AOMKHO ObITb YETKUM, HE Pa3MbITbIM.
*[1peanoyTMTENIbHLIM ABASETCA YePHO-0€/blil KOHTPACT U
CNoco6HOCTb BOCCTAHOB/EHNA LBeTa. KpacHbIid, 3eNeHbll,
CUHWIA UBET - 6€3 IBHbIX UCKaXEHWNA.

*Bce yacTu coeiMHEHNS JOMKHbI BbITb HAAEXHbLIMU,
3NEKTPUYECKNIA pa3beM He AO/HKEH MMETb MNOXOro KOHTaKTa,
ObITb 0CNabeHHbIM UAN Pa3OMKHYTbIM.

[poueccop fO/MKeH 6bITb NPOCT B 3KCNAyaTaLun, NpaBuIbHO
M HafeXXHO YCTaHOBNEHHbIM, FepMETUYHO 3aKPEMNEHHbIM
nocne 610KUPOBKMN.
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Hanpsxenye nuranus [lepeMm. Tok 100B-240B
YactoTa S0T"u-60I"u

Tox 0,5-1,0A

Cpox cnyxObl 5 ner

lMopanxenue Knace Il
IEKTPAYECKHM TOKOM

3ammMra OT NOpAXKEHHA BF

ANEKTPUYECKUM TOKOM

OnacHocry u nHpoOpMaLNs, CBA3AHHBIE C YCTPOHCTBOM

A Bunmanne!

Mepexmouarens BKJI/BBIKJI
YeTpolicTRO NONHOCTBIO OTKJIOYAETCA OT CETH TONBKO B TOM CNIy4ae, €C/H BHIIKA NUTAHUS

‘ BHIAEPHYTA U3 YAAPOMPOMHOH 3aIUTHON PO3ETKH.

ABlmlmume!

Yeranoska
IneKTpHYECcKHe NOAKIIOUEHHA ONEPaLHOHHOM, B KOTOpO# HCnoab3yeTcsa o6opyaoBaHKe, AOMKHS!
COOTBETCTBOBATbH COOTBETCTBYIONINM HAUNOHAJIBEBIM TPeGOBAHUAM.

ABmmuume!

Onacnocty o%oros

KoHTaKT ¢ OTKPHITHIM KOHLIOM 3HAOCKOINA MK CBETOBLIM KaGeneM, MOAKIOMEHHBIM K HCTOYHNKY
CRETa, MOXET NNPHBECTH K 0XKOTaM H3-3a BHICOKOH JHEPruH HanydaeMoro cBeta. U3beraiite
IJTHTENLHOTO, HEMTOABMKHOIO KOHTAKTa MEXKAY AUCTANbHBIM KOHIIOM 3HAOCKONA H TKAHLIO
nanMeHTa BO BpeMA JHIOOCKONHYECKOi onepanuy. Bo naGexarnne 0nacHOCTH 0XKOToB He ocTaBisliTe
AKTHBHbIA CBETOBO#H Kabesb ¢ MOAKMIONEHHBIM JHIOCKONIOM HIH 6e3 Hero paoM ¢ NalHEeHTOM.

VA L—

OnacuocTh BO3rOpanns
Bceeraa cobmonaiite HaunoHaNbHble IPaBUIIA, KACAIOWIMECS NPEAOTBPAILEHHA ONACHOCTH
BO3rOPAHUS, BBI3BAHHOIO MICKTPOCTATHYECKHMH 3apaiaMH.

A Baumanne!

Tun yerpo#icrea BF
Crenenb 3aMTHI 0T MOPAXKEHHUA MEKTPHYSCKAM TOKOM. JHAOCKON He AOIKEH HMETH
AMEKTPONPOBOAALIENO COCAMHEHHA C KOPIYCOM BHAEONpPOLECCOopa.
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OcTopoxHo!
TemnepaTypa OKpyXawlLen cpegbl
Ecnu Bugeonpoueccop paboTaeT B 6alleHHOM KOpMyce MK 3TaXXepOYHON cucteme, paboyas
Temnepartypa BHYTpY 3TOro Koprnyca MoXeT 6bITb Bbllle, YEM TeMIMepaTypa OKpyXaroLel cpeibl B
nomewieHmn. MoaToMy Bcerga ycraHaBnmanTe 060pyA0BaHue B yCN0BUAX, COBMECTUMBIX C
HOMUWHA/ILHOW TemnepaTypoli OKpyXatoLel cpeabl U3roToBUTENS.

OcTopoxHo!
MepuepuniiHble ycTpoicTBa
JononHnTtensHoe nepudepninHoe o6opynoBaHMe, NOLKIOUYEHHOe K MHTepdecam MeaULMHCKOro
MOHUTOPA, LO/HKHO COOTBETCTBOBATH TPe6OBAHUAM CefYHOWMX TEXHUYECKUX ycnoBuit: EN
60601-2-18 gnAa aHpockonunyeckux annapatos U EN 60601-1 ana sneKTpuYecKnx MeguLmMHCKNX
npnbopoBs. Bce KoOHMUrypaumm fO/MKHbI COOTBETCTBOBATH creungukaumam EN 60601-1-1.
JononHntenbsHoe 060pyAOBaHNe, NOAKIOUYaEMOe K CUTHAaIbHOMY BbIXOA4Y WUAN CUTHAaIbHOMY BXOAY,
[NOMKHO COOTBETCTBOBATb TPeboBaHMAM cTaHgapTa EN 60601-1-1.

(T)
OcTopoXxHO!

WHTepdelic ycTpoiicTBa
Onepartop yCcTpONCTBa HAKOra He A0/HKEH KacaTbCA MHTepdeiica ycTpoicTBa U naumeHTa
Of4HOBPEMEHHO.

(T) OcTopoXXHO!

Mo6MNbHbIN TenedoH

lMomexw, Bbl3blBAEMbIE 3NEKTPOMarHUTHbIMWU BOSIHAMW (Hanpumep, MO6UbHbIMY TeflepoHamm),
BO34eNCTBYIOLWMMN Ha 3NEKTPOHHbIE YCTPOMCTBA, XOPOLLO U3BECTHbI. VX cnefyeT n3beratb.

OcTopoXxHO!
OHJO0CKOMbI 1 akceccyapsl
Hapy>xHas NoOBEPXHOCTb 3HA0CKOMNA N KaXA0ro 3HA0CKONMYECKN NPUTOAHOTO AOMONHUTENBHOTO
060pya0BaHMs A0/MKHA ObITh NMPOBEPEHA, UTOObLI YOeAUTHLCS, UTO B 3TOI 061aCTK HET LLIEePOX0BaTbIX
NATEH U/UAW OCTPbIX KpaeB, KOTOPbIe MOTYT HAHECTU Bpej NaUUeHTy.

OcTOopOoXKHO!
LepxuTe XXNAKOCTU nofanblue 0T BCEro 3/IEKTPUYECKOro o6opyaoBaHuma. Mpu nonagaHnum XnaKkoctu
Ha YCTPOICTBO UM BHYTPb HEFO HEMeAIEHHO NpeKkpaTuTe paboTy LEeHTpa BUAEOCUCTEM W
obpatuTech K U3roTOBUTENIO.
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OcTOpOXHO!
3anpelaeTcd NoArotasnnBaTb, OCMaTpMBaTb UM UCMO/bL30BATL 3TY BUAEOCUCTEMY MOKPbLIMU
pykamu.

OCTOpOXHO!
Micnonb3yiiTe TONbKO akceccyapbl, 000peHHbIe N3FOTOBUTENEM, UMK 3TO ByaeT mMellaTb paboTe
APYroro MeANLMHCKOrO 3/1EKTPOHHOI0 060pYA0BaHMSA, NCMONb3YEMOr0 B KOMOUHAL MW,

HauanbHbIN 3anycK ycTpoiicTBa

MpoBepka MocTaBKU

Bcerga npoBepsiiTe BCe AeTanu v NPUHAANEXHOCTI YCTPOKCTBa Cpa3y Noc/e NonyyYeHnus rpysa.
N3roToBMTEb paCCMaTPUBAET TOMLKO 3asBKM Ha 3aMeHY, KOTOPbIe 6bINN HEMEAEHHO NPeACTaBNEeHbI
“AN coo6LLEHbI TOPrOBOMY MPeACTaBUTENIO WU/ aBTOPU30BAHHO CEPBUCHOI KOMMaHWU.

O6bemM MocTaBKM

[NMpoBepbTe KOMNNEKTHOCTb MNOCTaBASAEMOr0 o6opyp,OBava. CpaBHUTe MocTaB/ieHHbIe feTanu ¢
npunnaraémMbiM ynakoBO4YHbIM JINCTOM.

Bo3BpaT ycTpoiicTea

Ecnn BO3HMKaeT HEOOXOAMMOCTb BEPHYTb YCTPONCTBO, HEO6XOAMMO MCNOMb30BaTh OPUTMHANIbHYIO
YMaKOoBKY.

N3rotoBuTelb HE HECET OTBETCTBEHHOCTM 32 yLiep6, BO3HUKLLWIA BO BPEMSA TPAHCNOPTUPOBKK, eC/un
yuwiep6 6bin Bbi3BaH HeHaAMeXalled TpaHCMOPTHON YNaKOBKOA.

MoxanyiicTa, ybeantech, 4To BCA Heobxoaumas nHopmMauus 6bina npefocTaBnieHa:

* imAa BNnagenoLa

» Agpec Bnagenbua

» Tun ycTpoiicTBa

» CepuitHblit HOMep 060pya0BaHUA (CM. MAEHTUDUKALMOHHYIO TabnnuKy)

» [leTanbHOe onucaHve fedekTa

MoAroToBKa ycTpoicTBa

OnepaTop HeceT OTBETCTBEHHOCTb 3a TO, YTOObI YCTPONCTBO ObINIO 6GE30MaCHbBIM 1
(hYHKLMOHMPOBANO B COOTBETCTBMM C Ha3HAYEHNEM WUCMONb30BaHMS.

HacTpoiika ycTpoiicTBa

YCTaHOBUTE YCTPOMCTBO Ha POBHYO NOBEPXHOCTb, B CyXOM MecCTe. TemnepaTypa U BNaXHOCTb
OKPY>KalolLei cpefbl 0MKHbI COOTBETCTBOBATb YKa3aHHbIM TPe6OBaHUSM.
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(T)
OcTOopOoXKHO!

Y6enuTechb, YTO UMEIOLLEECs HaNPsXKeHNe CeTU COOTBETCTBYET JaHHbIM, yKa3aHHbIM Ha 3TUKETKe
TUNa, NPUKPENNEHHON K 3afHeil NaHenn ycTpoicTea.

HenpaBnnbHOE Hanps)XeHne MOXKET NPUBECTM K OLLIMOKAM 1 HEMCNPABHOCTAM M MOXEeT MPUBECTU K
paspyLLEeHNI0 YCTPOMCTBa.

[na ncnonb3oBaHUA YCTPOMCTBA NaLUeHT AO/MKEH HAXOAMUTLCSA Ha NIeYeHUN U 6bITb NOL
HabngeHnem, ¢ okazaHnem 06bIYHOW MeAMLUHCKOR NOMOLLM.

Co3spaiiTe CTepubHbIE YCIOBUS, C/IN OHU HEOOXOAUMBI.

OcTopoXxHO!

He ncnonb3yiiTe yCTPOWCTBO B MOMELLEHMAX, Fe UMEIOTCS UCTOUYHUKU HArpeBaHus, 0TBEPCTUS UK
BEHTUNALUMS AN KOHAULMOHMPOBAHNSA BO3AyXa M BEHTUAALMMW. He noasepraiite yCTPOWCTBO
BO3Ae/CTBUIO MPAMbIX COMHEYHbIX NyYeid, YUpe3MepHO Nbinn, BUGPaLUN AN MEXaHUYECKUX YAapPOB.

A BHuUMaHMe!

He TAHUTe yCTPOICTBO 3a Kabenb nepefayn faHHbIX.

He cxumalite, He caaBnunBainTe, He crubaliTe U He CKpy4ymBaiiTe MHbIM 00pa3om Kabenb nepegayn
[aHHbIX. 3TO MOXeT NOBPeAMTbL NPOBOAA BHYTPM Kabens u NpuBecTn K noTepe M306paxeHus nam
BbIX04y Kabens n3 cTpos.

MoaknYveHne obopyLoBaHUS

OcTopoXxHO!

N3roToBUTENb HE HECET OTBETCTBEHHOCTM 3a NPSMbIE UAN KOCBEHHbIE YObITKMN, U FapaHTuns
CTaHOBUTCA HeAelCTBMTENbHOI B pe3y/ibTaTe HeMpaBuIbHOTO WU HEHAANEXALLEro MOHTaXa
BMAEOnpoLeccopa.

T
( ) OcTOopoXHO!

YbeauTech, UTO BUIKa Kabens nepefayv AaHHbIX NpaBUIbHO BCTaB/ieHa B PO3eTKY. Y beanTech, YT
KpacHas MeTKa Haxo4uTcsa B NpaBuIbHOM MOJIOXKEHUW BUAEOMNpoLeccopa.

(T)
OCTOpOXHO!

Bugeonpoueccop MoXeT 6bITb MOAKIOUEH UM YAANEH TObKO B TOM C/lyyae, eC/ivi OH BbIKIHOYEH
(6e3 ropsuero noaknoueHns). Ecnv BUnKa BuaeonpoLeccopa NogKN0UYeHa BO BPEMS €ro BK/HOUEHNS,
TO BMAEONpoLLeccop He06X0ANMO BbIK/HOUMTL U CHOBA BK/TOUNTD.

MogKNOUYeHNe MOHUTOPA U 9HAOCKONA

Wcnonb3yiiTe Kabesb 45 NOAKIOYEHMS BUAEONpoLieccopa
* K MOHUTOPY;
* K CMeunanbHoMy 3HAOCKOMNY;
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W K OPYrVM JOMNONHUTENbHBIM YCTPOiCTBAM, €CIM HEO6X0AUMO.

MoaKNOYeHNEe OCHOBHOIO COEUHUTENBHOIO Kabens

OcTOopOoXKHO!

Y6eanTech, UTO UMEIOLLLEECs HanpsXKeHNEe CETW COOTBETCTBYET AaHHbIM, YKa3aHHbIM Ha 3TUKETKe
TNa, NPUKPENNEHHON K 3afiHel NaHenn ycTpoiicTBa. HenpaBuibHOE HaNPs)XeHWEe MOXET NPUBECTU
K OLIMGKAM ¥ HEUCMPABHOCTAM 1 MOXET NPUBECTY K paspyLLUEHU0 yCTPORCTBa.

A BHumaHuMe!

Mepekntoyatens BKJ1/BbIK/
YCTPOWCTBO MOMHOCTLIO OTKNKOYAETCA OT CETU TONbKO B TOM C/lyyae, ec/ii BUSIKA NUTaHUA
BblepHYTa 13 YAapONpOYHOI 3alMTHON PO3ETKM.

OTCOoeAMHUTE YCTPOIACTBO OT UCTOYHMKA NUTAHUSA

Ecnn ycTpoNCcTBO He NCNONb3YEeTCS B TeHEHNE HECKONbKUX AHEN UK [ONblUe, OTCOe4UHUTE €ro oT
CeTeBOro MCTOYHMKA NUTaHNA (BbITAHUTE Kabenb M3 3a3eMNEHHON 3aLMTHON PO3ETKN NCTOYHMKA
nUTaHus).

A BHumaHwme!

Mpu OTKMOYEHUN YCTPOINCTBA OT UCTOYHMKA NUTAHWUA BCerga 6epmTech 3a BUIKY NuTaHus. Hukorga
He TAHUTE 3a caM Kabenb.

HacTpolika 6anaHca 6esioro

BanaHc 6en0ro go/mKeH 6biTb BbIMOMHEH B Havane Kaaon XMpypruyeckon npoueaypbl ¢
MCNONb30BaHMEM UCTOYHMKA CBETA M 3HAOCKONA. Aepxunte 6enyto obnactb (Hanpumep, 6enblin AUCT
6ymarun) nepef ONnTUYECKOM CUCTEMOM, YTOObI MONHOCTLIO 3aNONHUTL 3KpaH 6eoli 061acTbio.

* HaxxmuTe knaemwy 6anaHca 6enoro.

» BanaHc 6enoro (WB OK) oTo6paxaeTca B NpaBoi H/KHEN YacT MOHUTOPA NOAKIIOUYEHNS.
e[Mocne aBTOMaTNYeCKOro 3aBepLUeHmns BUAEONPOLECCOP FOTOB K UCNONb30BAHMIO.

YnpaBneHune yCTPONCTBOM
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NHTepdeiic

KHonka 3anycka

NHTepdeic HOXHON neganu
NHTepgeiic SD-kapTbl

WHTepdeiic nuHnm nepegadm AaHHbIX
TeneBU3NOHHbLIN NHTEPGENC
NHTepdeiic HDMI

NHTeptheiic HDMI

NHTepgeiic USB

NHTepeiic agantepa nuTaHns

© 00N AW

oKkcnnyartaums
 [logknounTe 3HJO0CKON K BMUAeonpoLeccopy.

* MogknounTe npoueccop 06paboTKM N306PaXKEHNIA K aganTepy NUTaHUA vyepes @ uHTepdeic
afanTtepa nNUTaHus.

* MoaKkNouMTE NMHMIO Nepeaadn AaHHbIX U MOACOeAMHUTE ee K SHAOCKOMNY. KpacHas Touka Ha
LITEKepe IMHUM Nepefayn flaHHbIX YKa3blBaeT Ha NOM0XKEHMe KPacHO TOUKM ® MHTepdeiica NMHUK
nepefayn AaHHbIX.
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* [OAKNIOYNTECH K MOHUTOPY Yepe3 ® pasbem HDMI, @ pasbem HDMI nnn ©pasbvem TV.

» OnepaTop AepP>XWUT 3HA0CKON NeBON pyKoin. Haxxmute kKHonky  1-Start-up (1-nyck) rpaguyeckoro
npoueccopa, YTo6bl BKIKOUYNTL YCTPOMCTBO, U KHOMKA BKIHOYEHWNS 3aropuTCs 3e/1eHbIM LBETOM.

* [Monb3oBaTeIM MOryT BHOCUTb KOPPEKTUPOBKM B COOTBETCTBMM C UHTEP(encom
No/ib30BaTeNIbCKOr0 MEHIO 4714 061eryeHnss UCNoMb30BaHMA, a TakKXXe MOryT BHOCUTb
COOTBETCTBYHOLLME KOPPEKTUPOBKYM BO BPEMS UCMO/b30BaHNUA.

WHTepdeiic Nob30BaTeNLCKOTO MEHHO

W
Video Processor
EOS-B-01
T EDO "LI B
oy
M
& o, oso FRZ

BknouyeHne nutaHuga
3anyck, onpegeneHue fatbl / BpEMEHN.
Ecnu Bpems He BO3BpaLLaeTca 06paTHO K UCXOAHOMY BPEMEHWU, BBEANUTE
3KpaH HaCTPONKN BPeMEHMN.
(NNeBas n npaBas KNaBULWIKN - 3TO NapameTpbl AaTbl / BpeMeHWU, KnaBuLlu
BBEPX M BHM3 - 3TO YMCNOBbIE HACTPOWKKM; KnaBuwa Enter HacTpoeHa Ha
3aBepLueHue.)
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Ecnn Bpems 06Hapy>XXeHWs BK/OYEHUS MUTAHUSA He BO3BpallaeTcs K
MCXOAHOMY BPEMEHM, YCTAaHOBKA BPEMEHMN He ByAeT nponytieHa.
BBeauMTe HACTpPOWMKY WMEHM nanku, BBeAuTe UMA  nauueHTa
aHrnncKkumn 6ykeamu nau yudpamu.

Mocne ycTaHOBKN UMEHN MHOPMALUA 0 nauueHTe ByaeT XpaHUTLCA B
3TON narike.

Mms nankun 6yget oTobpaxkaTtbCa B N0Mb30BaTE/IbCKOM UHTepgerice (Cm.
PUCYHOK).

Mocne 3aBeplUeHNs HACTPOMKM BPEMEHU W ManKu nepeignte B peXxum
npeaBapuTeNIbHOTO MPOCMOTPA, Kak MOKa3aHo Ha PUCYHKE.

doTorpaumpoBaTb
HaxmuTe KnaBuwy Kamepsbl, 4YTobbl cAefats CHUMOK.
Mpn 3tom (oTO-NnoOroTun oTobpaXkaeTca B MPaBOM BEPXHEM Yr/y M0Jib30BaTe/IbCKOro
nHTepdeica B Te4yeHne 2 cekyHa. MepBas caenaHHasa goTorpagus otobpaxaerca kak 001.

¢ EDG (cocyancTtoe ycuneHume)

HaxmuTe knaBuwy EDG., yTo6bl YBENNYNTL N306paXKEHNE COCYANCTONO YCUNEHUS.

MWB (pyuHoii 6anaHc 6enoro)
Haxmute knauwy WMB gnsa perynupoeku 6anaHca 6en1oro.
Mocne Toro, Kak 6anaHc 6enoro 6ynert 3aBepLUeH, B NPaBOM HWXHeM Yray gucnnes oyger
oTtobpaxaTbes *'WB OK” B TeueHUe 3 CeKyHS.

MacwTtabupoBaHue+-
YBenuueHue, ymeHblLeHVe MacluTaba.
YBennueHve o0To6paxKaeTcs B MPABOM HVXKHEM Iy, CUHXPOHU3WPOBAHHOE C
onepaumein. CKopocTb cocTaBnseT 1~4 pasa.

¢ CseToauof neBbliii / npaBblit
OTperynupyliite ApKOCTb CBETOAMOAA.
3HayeHne no ymonyaHuto 60%. 0%, 20%, 40%, 60%, 80%, 100% paHros
0TO6paXkaeTCcs B NPaBOM HVDKHEM Yy AUCNIIeN.
JKpaHHOe meHIO (OSD)

HaxmuTe knasuwy OSD, 4T06bl NepekNUYNTb Kaap N300paxeHus.

Haxmute ewe pa3, u4ToObl MepekNOUUTLCA Ha  Apyroin  kKagp  (Kpyrnbii,
BOCbMWYTO/MbHbIN, MAaHOPaMHbIN).

COOTBETCTBYIOLWMI NHAMKATOP KaLpOoB M306paXKeHns 6yaeT nsnyyaTb CUHUIA CBET.
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3amoposka (FRZ)
Haxxmunte kHonky 3amopo3kn (FREEZE), 4To6bl 3aMOpP0O3UTh 3KpaH.
Bbl TakXe MOXeTe HaXaTb KHOMKY 3aMOpPO3KW Mocne maclTtabuposaHusa+ Korga
n306paxKeHne 3aMOpPOXEHO, B MPABOM HVXKHEM YTy MOABASAETCA CNOBO “3aMOpo3nTb”.

# BosBpat
Haxmute KnaBuwy BO3BpaTa, 4TOObl BbLIATM W3 (PYHKUMM MEHH U BEPHYTbCA K
npegblayLemy Lary.

Bupeo
Haxmute Knasmwy BUAEO, YTOObI 3aNyCTUTbL BUAEO.
Bo Bpemsa 3anucu BMAEO Bbl MOXETe HaxaTb KnaBuwy ¢HoTo, 4TO6bI caenatb
thoTorpadun.
Mpun 3anucu BUAEO B NMPaBOM BEPXHEM Yr/y 3KpaHa MosABUTCA NOrOTUN BUAEO W BPEMS
3anucy BUAEO.
CVHWIA NHAMKATOP NOKa3blBaeT, YTO BMAEO BK/IHOUEHO / BbIK/IHOUEHO.

e T[loBTOpPHOe BOCNpOU3BeeHNE

HaxmuTe KnaBuwy BOCMNPOW3BEAEHUS, 4YTO6bI HayaTb BOCMPOM3BEAEHME, MPOCMOTP
thoTorpaduin n Bngeo.

B aTOM pexxmme neBas v npaBas KnaBuLLIM NO3BONAKT Bbl6GUpaTh GoTorpadmv u BUAEO.
Knaeuwa Enter npegHa3HavyeHa 4na BocnpounssefeHns / naysbl BUAEO.

HaxMunTe KnaBuLLy BOCNPOU3BEAEHNS, YTOObI BbIATU 13 PeXXMMa BOCNPON3BEAEHUS.

Enter (MeH10)
B pexwume npenBapuTeNbHOrO MPOCMOTPa HaXMuTe KnaBuwy Enter, 4To6bl BOWNTU B
3KpaH HaCTPOEK MeHI0.
MeHI0 (hyHKLMIA KadecTBa: Xopowo, HopmanbHO, SKOHOMHO.

DYHKUMA MeHI0 - Yenogek / msA

[ob6aBneHne nnm n3MeHeHne NHGoOpMaLnmM o nauneHTe.
dyHKuna MeHto - laTta / Bpems

YcTaHoBUTL AaTy / Bpems

PyHKUNA MeHlo - HacToTa

50/ 60I'y,

PyHKUMA MeHio - HacTpolika no ymon4aHuio
C6poc HaCTpPOoeK Mo yMon4aHuio

dyHKUNA MeHIo - Bepcuda

lMoka3aTb BepCcuio MPOrpamMmMHOro obecneyeHuns
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OuuncTKa, Ae3nHpeKUna 1 ctepunmnsaumns

OcTOopOoXKHO!

Bugeonpoueccop He LO/DKEH NOABEPraTbCa cTepuansaumnm (Hanpumep, aBTOKNaBUPOBaHUIO).
JeTann moryT 6bITb NOBPEXAeEHbI!

OuucTka Buaeonpoueccopa

lMoBepxHOCTN  BMAeoNpoLeccopa, BKIKOYasa caM BUAEONPOLECCOP U KOMMIEKTYOLWMNE, MOTYT ObITb
OYMLLEHbl MeAULUHCKUM cnupTom (75%). s NpoTMpaHUs NMOBEPXHOCTEN NCMONb3YATe MATKYIO,
Cnerka yB/laXXHEHHY0 TKaHb.

(T) OcTopoxHo!

Y CTPOIACTBO O/MKHO 6bITb OUNLLEHO ¥ NPOAE3UH(ULMPOBAHO A0 1 NOCNE KaXA0ro NCMONb30BaHMS.
He ucnonb3yiite Ae3MHPULNPYIOLLE PEAreHTbl U METOAbl OUYNCTKM, 38 UCKNHOUYEHNEM YKa3aHHbIX B
WHCTPYKLMUN NO OYMCTKE.

(D

XKnakocTv unm Bnara He JOMKHbI MPOHUKATb BHYTPb BUAEOMNpOLEccopa.

OcTopoXxHoO!

PA3AE/ 2

SKCITYATAUNA

TONbKO YMONHOMOYEHHbIV CEPBUCHBIV CMELUanNCT MOXET BbINOMHATb PEMOHT, HaCTPOWKy unu
M3MEHEHMWe YCTPOIiCTBA M WCMOMb30BaThb CEPBMCHOE MeHI. Jllo60oe HapylleHue npuBeaeT K
aHHYNMPOBAHWIO TapaHTUM WM3rOTOBMTENS. YMOMHOMOYEHHbIE CEPBMCHbIE CMELUanvCTbl MPoOXoasaT
06yueHMe 1 CepTU(UKALUIO Y UTOTOBUTENS.

NHhopMaLms 0 TeXHUUYECKOM 06CTY>XUBaHUN

YXo[ U TEXHUYECKoe 06CNy>XnBaHue

TexHunyeckoe o6CnyXunBaHne n3gennsa LOMKHO OCYLLECTBNATHCA B COOTBETCTBUM C MHCTPYKLMUAMU
Ans obecneyeHms 6e30MacHO akcnnyaTauumu wsgenus. Ons 3awuTbl NayMeHTa 1M onepauyoHHON
OGpuragbl nepes KaxAbIM WCNOMb30BAHWEM NPOBEPANTE LeNOCTHOCTL M paboTOCNOCOGHOCTH
n3genus.

TexHn4yeckoe o6cny>XxmBaHue

[na MegnuMHCKUX U3LeNni, NUCNONb3YeMbIX B MEAULNHCKUX YUPEXAEHUAX, B LOMNO/IHEHME K
NnpoBepKam fepes KaXxablM UCMNOJ/Ib30BaHMEM MONb30BATENAMU UIX ONepaTopamMmu, Mbl PeKOMeHLyeM
NNy, OTBETCTBEHHOMY 3a TEXHUYECKOe 06CNyXXMBaHUE CUCTEMbI, eXXeKBapTa/bHO NPOBEPATb AeTanu,
onucaHHble B pyKOBOACTBe MO 3Kcnayarauuun. Ecnu y Bac ecTb NoA03peHMe, YTO cUCTeEMA
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HemcnpaBHa, NOXanyncTa, He UCNONb3YiiTe ee, a NPOBepbTE, CNeAys MHCTPYKLMAM B pasgene
“YcTpaHeHne Henonafok.” Ecnun y Bac BCe elle ecTb NOL03PeHue, YTO U3Lenne ABngeTcs
HemcnpasHbIM NOC/e TaKOW NPOBEPKU, MOXaNyncTa, CBSXKUTECh C MECTHBIM TOPrOBbIM
npeAcTaBUTeNIEM UAN AUCTPUOLIOTOPAMU.

Shanghai AnQing Medical Instrument Co., Ltd. nin ero ynonHomo4yeHHble CneLuanucTbl JOMKHbI
noadepXusatb U3genns B pabouyem COCTOAHUN, a TaKXKe NPOBepPATb, ABNAKOTCA NN LeTanu,
OMnucaHHble B PYKOBOACTBE MO 3KCnyatayuu, Le@eKTHbIMU Unn HeT. Ecnn o6Hapy>KeHa aHoManms
WK Yy BaC ecTb NOJ03PeHMe, YTO U3fenne NOBPEXAEHO, NoXanyicTa, 3anuwnTe MHGopMaLuo 1
CBSXXMTECh C MECTHbLIM YMOSITHOMOYEHHbLIM areHTom Unn ¢ Shanghai AnQing Medical Instrument Co.,

Ltd.

MepeyeHb pacxogHblX MaTepuanoB

He cofep>XXnUT KOMMNOHEHTOB, 3aMeHa KOTOPbIX MOXeT BbIMOMHATLCA NONb30BaTENEM.
Mpun Heob6XoAMMOCTH, 06pPaTUTECH B YNOSTHOMOUYEHHbIN CEPBUCHLIV LLEHTP.

YcTpaHeHne HeEMCNpPaBHOCTe

MpU3HAKN HENCTIPABHOCTY
YCTPOIACTBO He (DYHKLIIOHMPYET.
WHaykaTop BK/THOUEHUS
YCTPOIACTBA Ha BiAAE0NpOLIECCope
He ropuT.

HeT 1306paxkeHst Ha MOHUTOpE

Liget avcnnes He
Y0BNETBOPUTE/bHBIN

VckaxkeHHOe 1300paxeHwe

PemMoOHT

YcTpaHeH e HevcnpaBHoCTel

* MpoBepbTe NOAKMOUEHNIE NUTAHNS
* BepHWTE YCTPOIACTBO U3rOTOBUTENIO

* MpoBepbTe MHANKATOP BKIOYEHUS YCTPOICTBA Ha BMAeONpoLieccope

* MpoBepbTe MHAMKATOP BK/IKOUEHUS YCTPOIACTBA HA MOHUTOPE

» Bce M coegnHeHWs yCTaHOBNEHbI MPaBWIbHO W BCE M Kabenn HaaeXHo
MOAKNKYEHbI?

* BK/IOYEH N TN NOAK/IKOYEHHOTO CUMMHaa Ha MOHUTOpE?

* B KauecTBe Mepbl KOHTPO/A MOAKHOUMTE BWAEOMPOLIECCOP K Apyromy
MOHUTOPY

* [MoaknounTe BUAEONPOLIECCOP K APYromy 3HAOCKOMNY

* BepHUTE YCTPOICTBO M3rOTOBUTENHO

* [poBepbTe BCe Kabe/bHble CoeAnHEHNS

* HacTpoiika 6anaHca 6enoro

* [MpK1 HEOBXOANMMOCTUN UCMONB3YNTE KOHTPOSbHbIA/3TANOHHBIA MOHUTOP

* BepHuTe YCTPOINCTBA U3rOTOBUTENHO

* BepHuTe yCTPOICTBA U3rOTOBUTENHO

YNO/MHOMOYEHHbIi CePBUCHbIN cneyuanmct

ToNbKO YMOMTHOMOYEHHbI CEPBUCHBIA CNELNanNCT MOXET BbIMONHATbL PEMOHT, HACTPOWKY MUK
M3MeHEeHWe YCTPOICTBA M NCNONb30BaTb CEPBUCHOE MeHI0. J1lo60e HapyLleHne nNpuBeaeT K
aHHY/IMPOBaHMIO TapaHTUM U3rOTOBUTENSA. Y OTHOMOYEHHbIE CEPBUCHbIE CNELManuCTbl MPOXOAAT
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06Yy4eHMe 1 cepTUDUKALMIO Yy N3FOTOBUTENS.

Bos3BpaT cucTeMbl N OTAE/IbHbIX KOMMNOHEHTOB

Ecnun Bo3HMKaeT HEO6XOAMMOCTb BEPHYTb CUCTEMY UM 3aMEHUTb €€ OTAENbHbIA KOMMOHEHT,
Heo6X0AMMO NCNONb30BaTh OPUTMHANBHYIO YNaKOBKY.

N3roToBuTENb HEe HECeT OTBETCTBEHHOCTM 3a ylep6, BO3HMKLLWI BO BPeMSA TPAHCNOPTUPOBKM, €C/n
yuwiep6 6bin BbI3BaH HeHagNeXallelh TPaHCNOPTHON YNaKOBKOWA.

MoxanyiicTa, ybeanTtech, 4To BCS HEOO6X0AMMas MHopmaums 6blna NpeaocTaB/eHa:

* imAa BnagensLa

e AZpec Bnagenbua

» Tun ycTpoicTaa

e CepuiiHbIi HOMep 060pyA0BaHUS (CM. MAEHTUPUKALNOHHYIO TabnyKy)

» [leTanbHOe onucaHue gedekra.

[TapaHTUHbIE 0683aTeNbCTBA

VicknoueHne 0TBETCTBEHHOCTH

N3roTtoBUTENb He HEceT OTBETCTBEHHOCTU 3a NPSAMOI UM KOCBEHHbIN yllep6, U rapaHTus SBNseTCs
HeeCTBUTENbHOW, ecnu:

* YCTPOWCTBO HEMPaBWU/IbHO UCNO/Mb3YIOTCA, NMOArOTaB/ANBAKTCS MU 06CNYXKMBAKOTCS,

* He cobNtoAalTCA MHCTPYKL MK 1 NpaBuia U3 pyKoBO/ACTBA;

* HEeyMnoNHOMOYEHHbIE NNLA BbIMNOAHSAT PEMOHT, HACTPONKY WAN W3MEHEHWe YCTPOCTBa WM
aKCeccyapos;

* HEYNO/IHOMOYEHHbIe 1L OTKPbIBAKOT YCTPOIACTBO;

* He cobntopalTCa NpeanMcaHHble rpadMku 0CMOTPa U TEXHUUYECKOro 06CyXUBaHUS.

MonyyeHne TEXHWUYECKON [OKYMEHTaUuuMu OT MPOM3BOAMTENS He AaeT npaBa (PU3NYECKUM NULLAM
BbIMO/THATb PEMOHT, HACTPOIKY UMW N3MEHEHWE YCTPOICTBA.

Y NO/THOMOUYEHHbIA CEPBUCHBLIN cneunanncT

TONbKO YMO/HOMOYEHHbIA CEPBUCHBIA CNeunanncT MOXET BbIMOMHATL PEMOHT, HaCTPOMKY uAu
I"; M3MeHeHMe YCTPONCTBA W WUCMONb30BaTb CEPBMCHOE MeHK. J1lo6oe HapylweHue npuBedeT K

aHHY/IMPOBAHUIO TapaHTUW WM3rOTOBUTENS. YTNMOMHOMOYEHHbIE CEPBUCHbIE CReuuanucTbl NPOXoAAT

00yueHue N cepTUPUKaALUIO Y U3rOTOBUTENS.

CapaHTWiiHOE 06CNyXXMBaHUE

Shanghai AnQing Medical Instrument Co., Ltd. rapaHTupyeT, uTo: AN LeEeKTOB KOHCTPYKLUW,
mMaTepuanoB UAN U3TOTOB/IEHUS (32 UCK/IIOYEHWEM TeX, KOTOpble NMEPEYUCEHbl B UCKTOYNUTENIbHbIX
MyHKTax), Mbl npegocTaBnsieMm  6GecnnaTtHble  rapaHTWiiHble  yCcnyru  Ana  Bnafenbles,
3aperncTpupoBaHHbIX MPU MOKYNKe B TeyeHWe ofHoro (1) rofga ¢ AaTbl MOKYNKW (rapaHTUHBIRA
CPOK).

Ecnn B TeyeHue rapaHTMIHOIO CpoKa BO3HWKAWM Kakue-nnbo HeMCcnpaBHOCTU WAM MOBPEXAEHUA
n3aenns, Bbi3BaHHbIE 0ObIYHBIM MCMNOMb30BAHMEM WM HEYENOBEYECKUMU (haKTopamun, Moxanynicra,
CHayana CBSXXUTeCb C BaLLUMM MECTHbIM YNOSIHOMOYEHHbIM NpeACcTaBUTENEM WUAN AUCTPUOLIOTOPaMu
ans peructpaunun. Ecnn Shanghai AnQing Medical Instrument Co., Ltd. nnu ee ynofiHOMOYEHHbIE
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CMeynanucTbl MocYMTanu, 4TO HeUcrnpaBHOe W3Aenne KBanM(pUUMPOBAHO AN 6GecnnaTHOro
rapaHTUIAHOTO 06CNY)KMBAHNS, OHU OTPEMOHTUPYIOT MU 3aMEHAT AeTann U KOMNOHEHTbI U3fenus, a
3aTeM BEPHYT ero 3akasuuky.

Ecnn Shanghai AnQing Medical Instrument Co., Ltd. nan ee yno/siHOMOYeHHbIe CreunanncTebl
MocYMTann, YTo HEMCNPABHOCTU BbI3BaHbl YE/I0BEYECKUMUN (DAKTOpPaMM, TaKUMU KaK HernpasBu/ibHOe
MCMONb30BaHWe WM HEHOPMaslbHble Onepauun Mocne 0CMOTPa, TEXHUYECKOe O06CNYyXWBaHWe He
BbIMO/IHAETCS MO rapaHTUM, 1 3aKas3yuK Jo/KeH onnatuTb ero. Shanghai AnQing Medical Instrument
Co., Ltd. nam ee ynonHOMOYEHHble CneunanncTbl Ha30BYT 3aKa3umKy OMPefeNneHHble MPUYMHBI
HeMcnpaBHOCTN WU OHOPKET Ha TEXHUYECKOoe 06CnyxuBaHue. [locne CBA3M C 3aKa3yMKOM W ero
MOATBEPXAEHWSA, U3[eNne OTPEMOHTUPYIOT WM 3aMEHAT 4YacTM WM KOMIMOHEHTbI, a 3aTEM BepHYT
3aKasuuKy.

Mbl HeceM OTBETCTBEHHOCTb 3a TexXHuUYeckoe O06C/NyXuBaHWe MNPOAYKUMWM WNK  feTanei,
BO3BPALLEHHbIX Hallen KOMMaHun u3-3a [eeKTOB MaTepuanoB WA W3rOTOB/IEHWUA B TeyeHue
rapaHTMNHOIO Cpoka Ha 6e3B0O3Me34HON OCHOBe. Ecnu rapaHTWIiHbIA CPOK M3Jenus unu vactei,
Haxo4AWMXCA Ha rapaHTUM WM Ha TexHuyeckoM obcnyxusaHum Shanghai AnQing Medical
Instrument Co., Ltd., ncrek, mbl npegoctasum 30-4HEBHYIO rapaHTWIO, eCn HeJoCTaTKN Bbl3BaHbl
JedekTaMy KOHCTPYKLUN 1N U3FOTOB/IEHUS.

apaHTUiiHbIA CPOK XpaHEHUs BUAeonpoLeccopa - 2 roaa.

PeMOHTHOe o6cny>xxuBaHue

Shanghai AnQing Medical Instrument Co., Ltd. rapaHTupyeT, 4TO0: 3a UCK/IFOYEHNEM NEPEUNCTIEHHbIX
NCKMIOUYNTENbHBIX NONOXEHWNIA, Mbl NPeOCTaBNsAeM NaTHble rapaHTUIHbIE YCAYTU ANA U3AeNnii uam
yacTtel, npnobpeTteHHbIX cnycTa oguH (1) rog, Ho B TeyeHue NAaTU (5) NeT ¢ AaTbl NOKYMNKMU.

[na Hayana, CBSXXUTeCb C BalWMM MeCTHbIM NpeACTaBUTENEM WAN  AUCTPMObLIOTOpPaMKU ANns
peructpaunn. Shanghai AnQing Medical Instrument Co., Ltd. uan ee yYNOAHOMOYEHHbIE
CneumnanncTbl Ha30BYT 3aKa3umKy OMpefeneHHble NPUYMHbI HEUCMPABHOCTM W BHO4KET Ha PEMOHT.

@  [locne CBA3N C 3aKa34uMKOM W ero MoATBEPXAEHUSA, AeTann OTPEMOHTUPYIOT WAW 3aMEHST, a 3aTeMm
BEPHYT U3AeNne 3aKasuuKy.

Mbl HeceM OTBETCTBEHHOCTb 3a PEMOHT W3AeNWiA WNn feTaneid, BO3BPALLEHHbIX Halleil KomMnaHuu
n3-3a feeKTOB MaTepuanoB UM U3rOTOBMEHUS B TeYeHMe rapaHTUIHOro cpoka 6ecnnatHo. Ecnu
rapaHTUAHbLIA CPOK W3AeNUa WAW 4YacTel, HaxofAwMxca Ha rapaHTUM WANM Ha TEXHUYECKOM
obcnyxkmeaHun Shanghai AnQing Medical Instrument Co., Ltd., wucTek, Mbl NpefOCTaBUM
30-4HEeBHYIO rapaHTuIo, eC/IN HeOCTaTKMN Bbl3BaHbl Ae()eKTaMy KOHCTPYKLUW N N3TOTOBNEHUS.

BHumaHue!

e Hukakasa 4acTb 3TOr0 M34eNusi He [AO/DKHA 06CNY)XMBAThCA /PeMOHTUPOBATbLCS
3aKasymkoMm. 3anpeujaetcs pasdupaTb, BHOCUT W3MEPEHUS WU CaMOCTOATENIbHO
06CNYXMBaTb [aHHOe u3fenune; 3TO MOXeT MPUBECTM K TpaBmam MauueHToB WK
onepaTopoB, a TaKXe K MOBPEeXAEHUI0 YCTPOACTB.
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HecaHKuMOHMpOBaHHaA pasbopka, Mognpukaumsa nAM TeXHUYEecKoe 06CNyXMBaHUe
MOFyT MPWBECTU K Cepbe3HbIM onacHocTaAM! 3aka3umK HeceT OTBETCTBEHHOCTb 3a
HecyacTHble cny4yau, Bbl3BaHHble HECAHKLMNOHMPOBAHHON pa3bopKoi, MoandurkaLuein
UAn NonblTKaMu TexHu4deckoro o6enyxumsaHua! Shanghai AnQing Medical Instrument
Co., Ltd. He bygeT NnpefocTaBNATb HUKAKUX YCAYT AN TaKUX 3aKa34NKOB.

3T0 n3fenve OTHOCMTCA K TOYHbIM npubopam. M3genvs, oTnpaB/ieHHble Ha PEMOHT,
0OMKHbI MepeBO3NTLCA B OPUTMHANBLHOW YynakoBke. Halla KoOMMNaHUA He HeceT
OTBETCTBEHHOCTM  3a MOBPEXJAeHWe MAM  NOoTeprd  MNpPOAYyKUMM  BO  BpeMA
TPaHCNOPTUPOBKMN.

MpumeyvaHue:

e [apaHTus n ycnyrm no TeXHMYecKOMYy 0O6CNMY>XXUBaHWUIO / PEMOHTY He pacnpoCTPaHAKTCA Ha
NoBpeXAeHWs, Bbi3BaHHble YeN0BEYECKUMM (aKTopaMu, TaKMMM KaK HenpaBWuSibHOE,
HeHaanexatlee NCnosb3oBaHue, He6pPEeXHOCTb, HEHOpMaJsibHble onepaumu,
HECaHKLMOHNPOBaHHbIE N3MEHEHUSA UIN KOPPEKTUPOBKM.
apaHTMsA 1 ycnyru no TeXHUYeCcKoOMY 0B6CMYyXMBAHWUIO / PEMOHTY He PacrnpoCTpaHAKTCA Ha
n3aenns, OPWUrMHaNbHbIA CEPUINHBIA HOMEP WAW Apyrve WAEHTU(PMKALMOHHbIE 3HAKK
KOTOPbIX 6blV yAaneHbl U NOBPEXAEHbI.

e [apaHTUilHbIe N PEMOHTHbIE YCNYTW He PacNpPOCTPaHAKTCA Ha NPOAYKLUNIO, 06CNYXKMBAEMYIO
BHEWHUMM NuLaMn 6e3 CaHKLMOHWPOBAHWUA WAW MUCbMEHHOrO paspeleHns KoMMaHun
Shanghai AnQing Medical Instrument Co., Ltd.

e [apaHTWIHbIA PEMOHT/TEXHMYECKOE O0OCNYXWMBaHWE He pacnpoCTpaHsAeTcs Ha u3genus, y
KOTOpPbIX He XBaTaeT u4acTeli WAM KOMMOHEHTOB, WAW M3Aenns, 06CNY>XUBaemble C
NPYMeHeHNEM YacTeli UM KOMMNOHEHTOB, KOTOPbIE He CaHKLMOHMpOoBaHbl Shanghai AnQing
Medical Instrument Co., Ltd.

NHdopmaynsa no IMC
310 m3genne [/HKHO WCMOMb30BATbCA B YKa3aHHOW 3/1eKTPOMarHUTHOW cpefe. 3akasuuk uam
nosnb3oBaTeNb A0/HKEH YOeANUTbCA, YTO U3genve yCTaHOBEHO M UCNOMb3YeTCs B TaKOM cpefe.

/ \7‘BHmmaHme!

CnepyeT n36eraTb MCMO/Mb30BaHUA 3TOr0 060PYAOBaHUA pAAOM C ApyruM 060pyaoBaHUEM WK
BMECTE C HVM, MOCKO/bKY 3TO MOXET MPUBECTU K HeNpaBUNbHOI pa6oTe. ECNM Takoe UCMONb30BaHMe
Heo6XoAMMO, TO creAyeT Ha6nwgaTb 3a 3TUM 060pyAOBaHMEM U APYrMM 060pYA0OBaHMEM, UYTOGbI
y6eauTbCs B TOM, UTO OHU paboTatoT HOPMasbHO.

A BHUMaHMe!

Mcnonb3oBaHne akceccyapoB M Kabefeil, OTAUYHBLIX OT YKasaHHbIX WM NPefoCTaBleHHbIX
M3roTOBUTENIEM [AaHHOro 060pY/0BaHUS, MOXET MPUBECTU K YBENNYEHUID 3NeKTPOMArHUTHbLIX
U3NYYEHNIA NN CHUKEHWIO 3/1EKTPOMArHUTHON YCTOMUMBOCTU JaHHOT0 060PY/40BaHNsA U NPUBECTU K
HempaBWILHONI 3KcnayaTauum.

A BHuMaHue!
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MOPTATMBHOE OBOPYAOBAHWE paanoyacTOTHON CBA3M  (BKAOYas  nepudepuniiHble
YCTPOWNCTBA, TakMe KaK aHTeHHble Kabenu v BHELIHWe aHTEHHbI) LO/KHO UCMNO/b30BaTLCA He BamxKe
30 cm (12 groiiMoB) K NH06OI YacTu 3TOW MOLEeNK, BKAYasa Kabenn, ykazaHHble U3rOTOBUTENEM.

B npoTMBHOM cfiyyae 3TO MOXET MPUBECTM K YXYALIEHUIO 3KCMayaTauWOHHbIX XapaKTepucTuk
JlaHHOro obopyfoBaHus.

PyKoBOACTBO U geKnapauuns Npon3BoanMTeNns - 3NeKTPOMarHUTHbIe U3YUYeHUS

[aHHoe wn3pgenue npegHasHayeHO AN UCNOMb30BaHUS B 3/1€KTPOMarHUTHLIX Cpefax, YKasaHHbIX
HKe. 3akasumK WauM Nnonb3oBaTeNb JaHHOW MOLEeNnn LO/mKeH yb6eAuTbCA, YTO OHA WMCMNOJb3yeTcs
MMEHHO B TaKOM cpege.

WcnbiTaHne Ha CooTBeTcTBUE dnekTpomMarHuTHasa cpeja - PekomeHgaumu

BbIGPOCHI

3T0T Npnbop ncnonb3yeT aHepruto PY
(pagmoyvacToThbl) TONIbKO ANS CBOEW BHYTPEHHeN

KOHAYKTUBHbIE CISPR 11 o 0
HKUMW. TTo3TOMY ero pafuo4yacTOTHbIE N3NTYYEHUS
nomexm Mpynna 1 Knacc B YRR y PaA y
OYeHb Manbl U BPAS N BbI30BYT Kakune-nmbo nomMexu B
cocefjHeM 371eKTPOHHOM 060py0BaHUN.
3T10T Npubop NPUroseH A58 UCNOMb30BAHUA BO BCEX
YpexAeHuAX, Kpome 6bITOBbIX U HEMOCPeACTBEHHO
M3nyyaemeble CISPR 11 YAPENA P o bea o
MOAKNHOYEHHbIX K 06LLEeCTBEHHOW HU3KOBO/IbTHOW
BbIGPOCHI Mpynna 1 Knacc B .
CeTW 3N1eKTPOCHabXeHUs, NUTaoLLeid 34aHus,
NCnosb3yemble B ObITOBbIX LiENAX.
BbIGpOCH fapMOHMYecKoe 1U3nyyeHne 3Toro npubopa HU3Koe u
BPAL N1 BbI30BET Kakune-nmb6o npobnembl B TUMUHHOM
rapMOHNYECKOro IEC 61000-3-2 PAA P
oKa KOMMepYeCcKOM UCTOYHMKE NUTAHUSA, NOAKITHOYEHHOM
TOK
K npubopy.
3T0T Npnbop cTabununsnpyeT CO6CTBEHHYIO
KonebaHus pubop Py y
M3MEHUYMBOCTb PaAMOCUTHANa U He OKasblBaeT
HanpsH>KeHns n IEC 61000-3-3 PaA
HUKaKOro athekTa, Hanpumep, MepLaHuna B
MepuaHue

OCBETUTENbHbIX Npubopax.

PYKOBOACTBO M fleKnapaynsa nponsBoguTens - ANeKTpoMarHMTHas ycToliunBocTb

[aHHoe u3fgenve npegHasHa4yeHO [ANS MCMOMb30BaHMSA B 3NEKTPOMArHUTHbIX Cpefax, YKasaHHbIX
HUMXe. 3aKa3yMK WAU MOoMb30BaTeNb AAaHHON Mofenu [o/KeH yb6eauTbcs, YTO OHA WMCMO/b3yeTcs
MMEHHO B TaKOR cpege.

. YpoBeHb
VcnbiTaHMe Ha TecToBbIN ypoBeHb IEC ONeKTpoMarHuTHas cpeja -
N COOTBETCTBUA
YCTOWYNBOCTb 60601 PekomeHgaLuu
Tpe6oBaHUAM
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VcnbiTaHue Ha
YCTOMNUYMBOCTb

AnekTpocTaTUyecKuii
paspsag (ESD)
IEC 61000-4-2

AneKTpryecKkunii
ObICTPbI
nepexoaHbli
npovecc / B3pbIB
IEC 61000-4-4

BonHa
IEC 61000-4-5

YpoBeHb
COOTBETCTBUSA
TpeboBaHMAM

TecToBbIil ypoBeHb IEC
60601

MopT KOPMYCA
KoOHTaKT + 8 KB
Bosgyx = 2 kB, + 4 kB,
8 kB, + 15 kB

MopT conpsaXeHusa ¢
MALVMEHTOM
KoHTakT = 8 kB
Bo3gyx £ 2 KB, + 4 KB, *
8 kB, + 15 kB

MopT yacTeit
BX0A4a/BbIxo4a curHana
KoHTakT £ 8 KB

Bosgyx £ 2 kB, + 4 kB, £
8 kB, £ 15 kB

BxogHoW nopT NnuTaHus
nepeMeHHOro Toka

+2 kB

YacTtoTa nostopeHua 100
Ky

MopT yacTen
BXofa/Bblxofa curHana
+ 1kB

YacTtoTa nostopeHua 100
KMy

BxogHoOW NopT NuTaHus
nepeMeHHOro Toka
"JTMHUA-nnHNA"

+ 0,5 kB, =+ 1kB
"JInHna-semna”
+05kB,x 1kB,+ 2 kB
MopT yacTeit
BX0fAa/BbIXofa CUrHana
"JInHna-semna”

+ 2 kB

I+

Tak Xe Kak n
cneBa

Tak Xe Kak n
cneBsa

Tak e Kak u
cneBa
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SneKTpoMarH1MTHasa cpega
PekomeHzaLmm

Monbl 4OMKHBI 6bITh
cAenaHbl n3 fepesa, 6eToHa
NN KepaMmnyeckom nanTku.
Ecnm nonbl NoKpbITh
CUHTETUYECKNUM
mMaTepuanom, KOTopbli
MMeeT TEHAEHUNIO
NMPOW3BOAUTL CTATUKY,
OTHOCUTENbHAsA BNaXHOCTb
[AO/MKHA 6bITb He MeHee 30%.

KauecTBO CeTeBOro NUTaHMA
NO/MKHO 6bITh TAKUM e, Kak
B TUMUYHOK KOMMEPYECKO
Unn 60NbHUYHON Ccpeae.

KauyecTBO ceTeBOro nuTaHus
AO/HKHO ObITb TAKMM XXE, KaK
B TUNMWUYHOI KOMMEPYECKON
nnn 60N1bHNYHON cpeae.



McnbiTaHne Ha
YCTOWYMBOCTb

lMpoBanebl
HanpsXxeHus
IEC 61000-4-11

MpepbiBaHUS
HanpsXeHus
IEC 61000-4-11

MarHuTHble nosnsa

npw

HOMWHATBHOW
4aCcToTe NUTaHnA

IEC 61000-4-8

MPUMEYAHWE

TecToBbIl ypoBeHb IEC
60601

BxogHoOW nopT nuTaHus
nepemMeHHOro Toka

0% nT; 0,5 umkna
Mpun0°, 45°, 90°, 135°,
180°, 225°, 270° n 315°
0% nT; 1umnkn

7

70 % nT; 25/30 umknoBs
OpfnHo4YHas ¢asa: npu 0°

0 % unT; 250/300 ymknos

Mopt KOPMYCA
30 A/m
50y nnm 60Iy

YpoBeHb
COOTBETCTBUSA
Tpe6oBaHUAM

Tak Xe Kak u
cneBa

Tak e Kak n
cneBa

DneKTpomarHuTHasa cpefa -
PekomeHzaLmm

KayecTBO ceTeBOro nuTaHus
[BO/MKHO 6bITb TAKUM Xe, Kak
B TUNWUYHOK KOMMEPYECKO
nnn 60M1bHNYHON cpeje.
Ecnu nonb3osatens npubopa
HY)XXAaeTcs B
NPOAO/IHKNTENLHON paboTe
BO BpeMmsd nepeboes B
3NeKTPOCeTH,
peKoMeHAyeTcs, YTOObI
npubop nutanca ot
MCTOYHUKaA GecrnepeboitHOro
NUTaHUA UK aKKYMynsTopa.

PekomeHayeTcH
MCNonbL30BaTb 3TOT NPUGOP
Ha 4OCTaTOYHOM PacCTOSAHUM
oT Ntob6oro obopyaoBaHus,
paboTatoLero ¢ BbICOKMM
TOKOM.

Ecnun npoucxogut
NCKaXKeHNe n3obpaxeHuns, To
MOXeT noTpeboBaTbCA
pacnonoXuTb MOAeNb
Janble 0T UICTOYHUKOB
MarHUTHbIX Nonen ¢
BbICOKOI 4acTOTOWN NUTaHus
NN YCTaHOBUTb MarHUTHOE
3KpaHupoBaHue. MarHuTHoe
none 4yacToTbl NUTaHMUA
[OMKHO 6bITb N3MEPEHO B
npegnonaraemom Mecte
YCTaHOBKM, 4YTOObI
y6eamnTbCA, YTO OHO
[OCTAaTOUYHO HU3KOE.

NT - 3TO HanNpAXeHne ceTu NepPeMeHHOro TokKa A0 NPUMEHEHNA UCNbITATE/ILHOTO YPOBHA.

PYKOBO/ACTBO ¥ AieKnapauus Nponu3BoAUTENS - SNeKTPOMarHuTHasa ycTOMUYMBOCTb
[laHHoe n3genve npefHasHayeHo 414 MCMNO/b30BAHUA B 3/IEKTPOMArHUTHbIX cpefax, YKasaHHbIX
HWXKe. 3aKa3umK UK NoNb30BaTeNb JaHHOW MOAENN f0NMKeH y6eanTbCs, YTO OHA UCNONb3YeTCs

MMEHHO B TaKoW cpege.
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. YpoBeHb
VcnbiTaHue Ha TecToBbIV ypoBeHb IEC AneKTpomarHuTHasa cpefa
COOTBETCTBMA

CTONYMBOCTb 60601 - PekomeHgaumnm
y Tpe6oBaHUAM Al

BxogHOW nopT nutaHms
nepeMeHHOro Toka

3B

0,15 MTy-80 MI'y

6 B B gnanasoHax ISM
Mexny

0,15 MI'y n 80 MI'y
80% AM Ha 1kly

MopT conpsaXeHna ¢

MAUMNEHTOM
KOHAYKTMBHbIE .

nomMexu, 3B
0,15 MIy-80 MIy,
Bbl3BaHHbIE 0,15 MTIu-80
T 6 B B gnanasoHax ISM
BY-nonamu MTL PekomeHpyemoe

Mexay
IEC 61000-4-6 paccTofiHWe pa3feneHuns:
0,15 MTl'y n 80 MTI'y 30 cm

80% AM Ha 1kly
MopT vacTen
BX0Ja/BbIxofa curHana
3B
0,15MTu-80 MIy
6 B B gnanasoHax ISM
Mexay
0,15 MI'y n 80 Mly,
80% AM Ha 1kly
M3nyuyaemoro MopT KOPMYCA
aneKTpoMarHuTHoro 3 B/m
® PY-nona 80 MlNy - 2,7T1Twy
IEC 61000-4-3 80% AM Ha 1kIy
MPUMEYAHWE
mHacTosALMe PyKOBOAALLME NPUHLUMBI MOTYT NPUMEHATLCA He BO BCEX CUTyaLUAX.
Ha pacnpocTpaHeHune 3/1eKTPOMAarHUTHOr0 U3yYeHUs BAMSAIOT MOTIOWeHNe N OTpaXxeHune oT
CTPYKTYp, O6BLEKTOB W NIHOAEN.
* Hanps>eHHOCTb M0JIA OT (PMKCMPOBAHHbIX Pafn0oY4acTOTHbLIX NepeaaTynKkoB, onpegensemas no
pe3ynbTaTaM 3/1eKTPOMArHUTHOM NPOBEPKM 06beKTa, [O/MKHA ObITb MEeHbLLE YPOBHS COOTBETCTBUA B
KaXXIOM YaCTOTHOM [uanasoHe.
*DNEKTPOMArHUTHble MOMEXN MOTYT BO3HMKATb BO/IM3K BbICOKOYACTOTHOIO 3/IEKTPOXMPYPrUYecKoro
obopypfoBaHusa 1/ unn gpyroro 060pyaoBaHns, 0603HaAYEHHOT0 Cefy WM CUMBO/IOM:

10 B/m
80 Ml'y - 2,7y
80% AM Ha 1kl
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KPUTEPUN HENPUTOAHOCTKU, BO3BPAT MEUNLIMHCKOTO U34ennd

B cnyuae o6Hapy>KeHWs Npo6riem C U3feNMeM, MoXanyncra, CBAXUTECH C BALWUM MECTHbIM
anctpuostotopom mnm ¢ SHANGHAI ANQING Hanpamyt. Mbl npefocTaBUM BaM OT/IMYHbIV
CEpPBUC 1 NOMOLLb.

OehekT nsgenms

Ecnun Bbl Nogo3peBaeTe UAN NOATBEPXKAaeTe Ae(eKT U3LeNNsA, He UCNONb3YNTe ero. Y 6eanTech, 4to
n3genue 6onblie He 6yAeT MCMONL30BaTLCA 40 TEX NOp, NOKa KBaIN(ULUUPOBAHHbIA CneyuanncT no
06CNy>XMBaAHWIO He MPOBeAeT COOTBETCTBYHOLWME UCMNbITAHUSA U PEMOHT.

ABHble feheKThl

He ncnonb3yiite n3genune, eCin OHO MMeET AABHble Ae(eKTbl, 0CO6EHHO €C/IM OHM CBSA3aHbl C BUAKaMM
nUTaHUsa UM Kabenamm NOAKAKOYEHNS CeTEBOro NMTaHna. B aToM cnydyae nsgenve 4O/MHKHO ObITh
OTPEMOHTMPOBAHO YNO/THOMOYEHHbIM CepBUCHBLIM MEepCOHaN0M.

CpoK rogHocTun

Cpok cnyxo6bl Bugeonpoueccopa EOS-B-01 coctasnsiet 5 ner.

YTunnmnsaums

OT0 wu3genne OTHOCUTCA K 3MEKTPOHHbIM npubopam. Ero Henb3s yTUAM3MpoBaTb  Kak
HeKnaccupuuUnpoBaHHble KOMMYHaNbHble 0TX0Abl. EFro HE06X04MMO YTUNN3NPOBATb OTAENbHO.
Korga cpok cnyx6bl U3fenns 3akaH4MBaeTCs, NOMb30BaTeNb JO/IKEH BbIGPOCUTL U YTUAN3MPOBATb
ero B COOTBETCTBMM C MECTHbIMM 3aKOHaMM ¥ CneunuKaLmsamm no ynpaBneHnio 601bHULENA.

9TOT CUMMBON YyKasblBaeT Ha TO, UYTO OTXOAbl 3MEKTPUYECKOTO W 3/1EKTPOHHOIO
060pya0BaHNS He [O/MKHbI YTUAN3MPOBATLCS KaK HECOPTUPOBAHHbIE KOMMYHa/bHbIE
OTXOAbl, & [JO/MKHbI cob6UpaTbcs OTAeNbHO. [lonb30oBaTeNlb LO/MKEH BbIGPOCUTHL U
YyTUN3NPOBATbL M3JeNNe B COOTBETCTBUM C MECTHLIMI 3aKOHAMU U cneuupuKaLnsMm
Mo ynpaBneHnto 60NbHULEA.

YTtnnu3snpyerca B cootBeTcTBUM € CaHluH 2.1.3684-21 «CaHuTapHO-3annaeMunosiormyeckue
TpeboBaHUA K 06paLLleHNIo C MEAULMHCKUMW OTX0AaMU», Kak MeAULUHCKME OTXO0Abl Knacca A.

Tpe6oBaHNs N0 0xpaHe OKPYXKatoLLeit cpefbl

[laHHOe MeAVLMHCKOe M3aenune npu MCMob30BaHUU, XPaHEHUN W TPAHCNOPTUPOBKe 6e30nacHo Ans
OKpY>KaloLLei cpepl.

[MepeyeHb I'IpI/IMeHFIeMbIX/ cor/siacoBaHHbIX CTaHAapPTOB

OTpacneBble CTaHAapTbl/[aHHble O MPON3BOANTENBHOCTU
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Mbl noaTBep>K4aem COOTBETCTBME BCEM €BPOMENCKMM HOpMam W AupekTuBam. Cuctema umeet
mMapkuposky CE.

Kpome TOro, oHa COOTBETCTBYKT COOTBeTCTBYWOWMUM cTaHaapTam ISO/EN/ASTM/ANSI/IEC n
apyrum. CrtaHfapTbl, OTHOCALWMECA K YCTPONCTBaM, MPUMEHSAIOTCA K MNPOM3BOACTBY, YNaKOBKe,
MapKUpOBKe, nepepaboTKe 1 OTCNEXMBAeMOCTU, BKIKOYas Baingaumo aTux npoweccos. Kpome Toro,
Mbl OTC/IEXXMBAEM 3TW U3LENNSA C MOMOLLbIO CTATUCTUKN N HAGMOAEHUS 38 PbIHKOM.

Mbl cTporo cobntogaem Tpe6oBaHuA cneayoLmnx ctaHgaptTos EC:

2007/47/EC: 2007, EN 1SO 13485: 2012, EN 60601-1: 2006/A1:2013,

EN 6060M-2: 2015, EN 60601-2-18: 1996/A1:2000, EN ISO 14971: 2012, EN 1S010993-1: 2009,
EN 1SO10993-5: 2009, EN 1S010993-10: 2009, EN 1SO10993-7: 2008, EN 1S014155: 2011, EN
1041: 2008/AC:2013, EN 980: 2008, EN ISO 11135-1: 2007, EN I1SO 11607-1: 2009, EN ISO
11607-2: 2006, EN62366: 2008, EN 62304: 2006, MEDDEV2.7/1 pepakuua 4: 2016, MEDDEV 2
12-1 pen. 8 Haasop: 2013, EN 1SO 8600-1: 2015.

Bo-nepBbIX, Mbl MOAYYUIN CcepTUDUKALMIO CUCTEMbI MeHeaKMeHTa KavecTBa EN 1S013485: 2012.
Bo-BTOpbIX, Mbl NPOBE/IY COOTBETCTBYHOLLYI 3KCNEPTU3Y MU CUCTEMY KOHTPONSA, HauyMHas OT CbIpbS,
06paboTKK, COOPKM, YMaKOBKMW, 3aKaH4YMBasi OKOHYaTeNlbHON MOCTaBKOW. B TO ke Bpewms,
NMPON3BOACTBEHHAA CpeAa CTPOro KOHTPONMPYETCA ANA KaXAOW Lenu.
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CUMBO/bl
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EC REP

Emerge Europe
Prinsessegracht 20, 2514 AP The Hague, The Netherlands

1J

Shanghai AnQing Medical Instrument Co., Ltd.

Room 202, 2nd Floor, No. 7 Building, No. 150 Cailun Road,
Zhangjiang High-Tech Park Shanghai, China (KuTait)
Ten.:+86 21 6111 7375

dakc: +86 21 6111 7374

YNOMHOMOYEHHbIV NpeacTaBUTeNb Ha TeppuTopumn Poccuu:

O6LecTBO C OrpaHMYeHHON oTBeTCTBEHHOCTbIO «KOMETEKC CEPBUC»

000 «FOMETEKC CEPBUC»

644024, Omckast 06n., Omck 1, [lymckas yn, gom Ne 7, atax 5, nomeuieHne 27, 28
Ten. 8 (495)649-63-53
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MepeBod C KNTAWCKOTO N aHFINACKOTO A3bIKOB Ha PYCCKNI S3bIK
00152615

KnTalickuit KOMUTET COAEACTBNA Pa3BUTUID MEX/LYHapOAHON TOProBu

Ceptudmkar
Ne 21310080/004105

Hactodwunm ygoctoBepsaeTca, 4TO NoANMCb 3aKOHHOTo npeactasutena Shanghai AnQing Medical
Instrument Co., Ltd. - Ll aHxah AHKuHr Megnkan MHctpymeHT Ko., iTa. AHb XaHa n neyaTtb
JaHHOW KoMnaHun Ha npunoxeHHom JOKYMEHTE noAgnuHHbIe.

TucHeHas neyaTb: KnTaliCKnin KOMUTET COAENCTBUSA Pa3BUTUI MEXAYHAPOAHOW TOProBAN ANs
KoMMepueckux ceptugpukatos (5)

KnTacknin KOMUTET COLENCTBUA Pa3BUTUIO
MEeXAYHapo4HOW Toprosnu

Moagnucb ynonHoMO4YeHHOTo nuuya: Yxoy NMuHpaHb
Oata: 25 mapTa 2021 roga

MevaTtb: Kntalicknin KOMUTET COAENCTBMUA Pa3BUTUIO
MEXAYHapO4HOW TOProBAN AN KOMMEPYECKMNX
ceptupukartos (5)

Beb6-cainT gna nposepku ceptudukara: http://www.rzccpit.com/validate.htmi

[neyaTb yepe3 Bce cTpaHuULbl]
MeyaTb: Kntacknini KOMUTET COAEWCTBUSA Pa3BUTUI0O MeXLYHAPOAHON TOProBAW ANA
KoMMepuyeckux ceptumkartos (5)

[mognuce n neyaTb Ha cTpP. 2 1 3]

Mopgnucek: AHb XaH

MeuvaTb: Shanghai AnQing Medical Instrument Co., Ltd. - Wl aHxait AHKnHr Megukan MHCTPYMEHT
Ko., N1g4.
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M eplﬁl"lﬂﬂaToro TEeKCTa BbINOMHEH NepeBouMKOM NaHKoBbIM AHApeem BVIKTOpOBVIHeM

NNCb

Poccuiickas ®egepaums
| opos MockBa.
TpuauaTb NepBoro maprta fABe ThiCAYN ABafLaTb NepPBOro roga.

Mognuck caenaHa B MOEM MPUCYTCTBUU.
JINYHOCTb NOANMCABLUET0 AOKYMEHT YCTAHOB/IEHA.

3apeructpupoaHo B peecTpe; Ne 21/86-H/77-2021- N

HoTapuanbHoro aectema: 400 py6. 00 kon.

-
MnoArncChb E.E. MpokoLeHKoBa

repb6osasi neyaThb
HOTapuycar.

M ockBbl
MpokoweHKoBOW E.E.

MpowHypoBaHO, MPOHYMEPOBAHO U CKPEN/IEHO NeyvaTbio__ 66 nmeT(

MnoArcCb E.E. Mpok(

E.E.npokoLueHKoBa
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