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1 Product’s description

Endoscopy C02 insufflator Endo Stratus C02 Insufflator consist of;

- Endoscopy C02 insufflator Endo Stratus C02 Insufflator EGA-501E
- Power cord
-IFU

2. Indication for use

The ENDO STRATUS CO02 insufflator is designed to use C02 as a distention media in the gastrointestinal tract when
used in conjunction with a gastrointestinal endoscope during endoscopy diagnostic and treatment and for maintaining
the nominal pressure.

The ENDO STRATUS™ CO02 insufflator contains a C02 warming feature that allows the clinician to modulate and
control delivery of C02 to the patient that has been warmed to a target temperature 37°C.

3. Definitions:

Throughout this document the ENDO STRATUS”mCO02 insufflator may be referred to as “unit” or“device”
L/min - Liters per minute (flow)

kPa - kilo Pascal (pressure)

VAC - Volts Alternating Current (electrical potential)

W - Watts

Hz - Hertz (frequency)

Mm - Millimeters

Kg - Kilogram

A/m - Ampere per meter

Signal words;

WARNING:
Indicates a potentially hazardous situation which if not avoided, could result in death or serious injury.

CAUTION:
Indicates a potentially hazardous situation which, if not avoided, may result in minor or moderate injury.
It may also be used to alert against unsafe practices or potential equipment damage.

4, Set:

Endoscopy C02 insufflator Endo Stratus C02 Insufflator consist of:

- Endoscopy C02 insufflator Endo Stratus C02 Insufflator EGA-50 IE, Ipc
-Powercord, Ipc
- IFU, Ipc

5. Description of the product

Theory of operation

The ENDO STRATU CO02 Insufflator works by regulating C02 from a tank source to a preset pressure and then
controlling the output of C02 to an GI endoscope system for ultimate delivery as a distention media in the
gastrointestinal tract. The clinician will use the air/water valve on the Gl endoscope and visual feedback of the Gl
endoscopic system to manually distend the gastrointestinal tract with C02.

The ENDO STRATUS CO02 insufflator contains a C02 warming feature that allows the clinician to modulate and
control delivery of C02 to the patient that has been warmed to a target temperature of 37°C with an upper tolerance of
+3°C. Warming is achieved as C02 flows across a heating element which can be switched on or off by the user.
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depending on if warming of the C02 is desired. The heating of the C02 is accomplished through an internal 20W
heating element with dual redundant temperature sensors.

The flow rate can be adjusted to low, medium or high settings depending on the desired rate of insufflation, with flow
rates of 1.4 L/min, 2.4 L/min and 3.5 L/min maximum, respectively.

When the unit is turned on, the C02 flow and heating function are off by default. To initiate gas flow the user must turn
the flow setting knob from the “off” position. The unit will detect gas flow and will not allow the heater to operate
unless gas flow is detected. In addition, there is a low gas pressure sensor and the unit will indicate when the input C02
pressure reaches 172,4 kPa by illuminating a yellow light on the front panel.

The unit also has an output to power the water bottle warmer. The water bottle heating element maintains the
temperature of the water in a sterile water bottle at 37+3°C. It is controlled by dual temperature sensors for redundancy
and safety.

The heater of water bottle used for support constant temperature at 37+3°C at water bottle. To connect water bottle
through consumables to endoscope and irrigation pomp, through “water” button on an endoscopy, water from water
bottle goes to endoscopy, to make an irrigation of a necessary area. Heater function is an additional function and
physician could use any water bottles that are approved to use on medical centers in Russian Federation. Endoscopy
CO02 insufflator Endo Stratus C02 Insufflator doesn’t consist of a water bottle. Water bottle holder holds a water bottle.

6. Application area

Insufflator is used for endoscopic treatment and biopsy in endoscopic department

7. Contradictions

The ENDO STRATUS™ CO02 insufflator should only be used by or under the direct guidance of a physician
experienced in the standard practices of gastrointestinal endoscopy procedures. It should only be used for procedures
where insufflation of the gastrointestinal tract is necessary to support navigation of the GI endoscope and performance
ofany necessary evaluation procedures. The device should not be used in any other method or for any other treatments
or procedures.

The device is contraindicated for laparoscopic or hysteroscopic insufflation. It must not be used for intrauterine
distension.

The device is contraindicated for CT colonography. Also, the device is not intended for use with or exposure to
magnetic resonance imaging (MRI) systems. Do not use the device in an environment where it could be exposed to
MRI systems.

8. Possible side effects
m UjE =

Possible side effects of using inssuflator associated with possible side effects of endoscopic procedures.

9 Service regulations

Inssuflator should be used at endoscopic department of the hospitals.

Initial setup

1 Place the ENDO STRATUS CO02 insufflator on a flat surface such as an accessory cart or other suitable
working surface.

2. Before beginning, inspect the ENDO STRATUS CO02 insufflator for any signs of damage.
3. Connect the power cord to the back of the device.

4. Before connecting the power cord to the hospital grade wall receptacle, make sure the power is off, and no
accessories are connected. Then plug the power cord into the wall receptacle.
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6. Assemble the water bottle holder and warmer assembly in the following manner:
A. The following supplies are necessary and can be found in a bag attached to the water bottle
holder:
a) Short Screws (2)
b) Long Screws (2)
¢) Large Hex Key
d) Small Hex Key

B.  Attach the water bottle holder to the base tray using the (2) small screws and small hex key.

¢ Place the ENDO STRATUStm CO02 insufflator on the base tray and install the (2) long screws using the large
hex key.

is Adjust the water bottle hold-down bracket to fit the water bottles used by your facility. This is done by loosening the
nut on the back and sliding the bracket up or down so it contacts the water bottle and then re-tightening the nut.

Plug the water warmer cable into the receptacle marked “water warmer” on the back of the unit.

Air hose attachment

Tools required: (not included)
9/16” open-end wrench
V' open-end wrench

Accessories required:

“D” or “E” size C02 tank filled with medical grade C02 (not included)
High pressure hose
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1 Assemble the high pressure hose and the yoke by tightening the hose with the 3/4” wrench while holding the yoke
with the 9/16” open-end wrench.

2. Unscrew the T-handle on the yoke to allow it to slip over the top post ofthe C02 tank. The correct orientation is so
that the two pins on the yoke line up with the two alignment holes on the tank. (C02 tank is not included with
system, purchase separately.

3. After aligning the two pins, tighten the T-handle firmly.

4. Tighten the other end of the high pressure hose and yoke assembly to the back of the ENDO STRATUS™*"" C02
insufflator. Hold the brass fitting with wrench and use a second wrench to tighten the hose nut. DO NOT USE
TEFLON TAPE OR THREAD SEALANT ON THE FITTINGS.

Pre-procedure setup

1 Open the valve on the C02 tank approximately 1turn.
2. Turn the power switch to “On”.

3. Test the setup by turning the flow control knob position clockwise. Verify that there is C02 flowing out the front
output of the unit. Ifthere is no C02 observed out the front of the unit verify that the C02 tank is full and check the
connection outlined in air hose attachment above.

4. Turn offthe flow control knob.

5. Connect the tubing to the front output of the device. Use only ENDO SMARTCAP® tubing or ENDOGATOR®
hybrid tubing manufactured by MEDIVATORS.

6. When using ENDO SMARTCAP® CO02 source tubing, attach ENDO SMARTCAP® source tubing to ENDO
SMARTCAP® tubing or ENDOGATOR® hybrid tube set. Attach ENDO SMARTCAP® tubing or
ENDOGATOR® hybrid to the GI endoscope according to the manufacturer’s instructions.

Water Pre-warming

1 The ENDO STRATUS CO02 insufflator can be used to control the water bottle warmer system. The warmer system
can maintain the temperature of bottles of sterile water at 37°C (£3°C). However, the system is not intended to raise
the temperature of the water; therefore, pre-warming of the water bottle is required.

CAUTION:
Th~rrstenH”ioUndicate®oiM varmin®™"vater~reMarinin®"jeruinrn

2. The water bottle must be pre-warmed with a method such as a fluid warmer if warm water is desired. Water bottle
pre-warming should be performed according to the following instructions:

Place sterile water bottle in a fluid warming oven set to 37°+3°C. Do not exceed this temperature. If
warm water is not desired, turn the water warmer on the pump off and place a bottle of room
temperature sterile water on the water bottle holder.

NOTE:

If the water warmer has been enabled and has exceeded the upper temperature set point limit, the water
warmer’s switch indicator light will turn blue and the warmer will automatically shut off. If the switch indicator
light is flashing blue, ensure the water warmer cable is plugged into the back of the unit. If it is connected and
Jh~igh|o~rlashing”thi*ma”~~indicat**roblen”vitM h"mit*ontac™"

Read and become familiar with all manufacturer’s instructions on warming ovens and water
bottles regarding maximum fluid temperatures. Never exceed 40°C during water pre-warming.
Never use a microwave oven to warm a water bottle, as this could heat the water to a dangerously
high temperature or could result in uneven warming.
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CAUTION:
The surface of the water bottle warmer may_bejiotJoJheJoud”

Operation

1 After the pre-procedure setup has been completed as outlined in section VIII, flow can be initiated.

2 Turn the flow control knob to the first position. “L” will illuminate for “LOW?”. If a higher flow rate is desired, turn
the knob to the next position for “MEDIUM” and one more position for “HIGH”. “M” will illuminate for
“MEDIUM” and “H” will illuminate for “HIGH”. The knob will turn Ifeely in each direction, and will increase or
decrease the flow rate accordingly. See section V for flow rates.

3 Ifwarming of the C02 is desired, press the button for the C02 heater. The button will illuminate green.

4. Ifthe device is attached to a water bottle warmer, and water warming is desired, press the button for water bottle
warmer. The button will illuminate green.

5 Use the appropriate air/water valve on the Gl endoscope and visual feedback of the Gl endoscopic system to
manually distend the gastointestinal tract with C02.

Shutdown

1 When the procedure is over, turn the knob counter clockwise until all lights are off, turn off the water bottle warmer
(if attached) and turn offthe C02 heater.

2. Turn offthe main power switch and disconnect the tubing from the front of the unit.

3. Discard the tubing according to the manufacturer’s instructions for proper disposal.

Front panel controls/connectors '

NOTE:
NoteAllstaturndicatoiUishtswil*reei*urin”ioi™"

1 On/Off push button
Turns main power on or offto the unit

2. Water warmer On/Off
Push to turn water warmer on or off

3. C02 Flow control

Controls flow rate of C02 output. The three levels are represented by three green indicators of “L”, “M” and
“H” which are illuminated to indicate the flow rate setting.
The flow rates are as follows™*:

Low - 1.4L/min
Medium - 2.4L/min
High - 3.5L/min

*/low rates shown are maximum freeflow measurements at output ofunit
Low gas pressure is indicated by the words “LOW PRESSURE” flashing to notify the user that the gas input

pressure has fallen below 72,4 kPa.

4. CO02 gas output connector
Connect to tubing and GI endoscope.
Standard male luer lock connector.
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5 CO02 gas heater On/Off
Push to toggle C02 gas heater On or Off

(the appearance ofyour device may differ slightlyfrom picture shown above)

Rear panel connections

1 Water bottle wanner connection
Power connection for water bottle warmer
Refer to section “service regulations” for warmer explanation

2. CO02 input connection n
For connecting a “D” or “E” sized C02 tank. Use only pre-filtered medical grade C02 gas.

3. Equipotentiality (Earth Ground)

4. Fuse receptacle

WARNING:
A Replace only with type and rating marked M10AL250V

After fuse receptacles were used, you should change it to fuse receptacles with the same characteristics
(M10AL250V). You should push the holder of fuse receptacles, see figure 1

Figure 1 Flolder Fuse receptacle (open)

After that you should change fuse receptacles (2 pieces), you should push on it and change to a new one and close
the holder (see figure 2)

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



Figure 2. Holder Fuse receptacle (close)

5 AC power connection
AC power input 100-240 VAC, 50-60HZ

WARNING:
A Use only the hospital grade power line cord supplied with this unit. Connect only to a power

receptacle marked as hospital grade.

6. Water bottle holder
The water bottle holder contains the wanning system for the water bottle and connects to the main ENDO STRATUS

CO02 insufflator by means of an electrical cable which plugs into the receptacle marked “water warmer”.

(the appearance ofyour device may differ slightlyfrom picture shown above)

10. Classification of the medical device

Endo Stratus C02 Insufflator is a non-invasive medical device used for insufflations of C02 in in the
gastrointestinal tract. The Insufflator is a non-sterile, reusable device.

11. Safety measures

WARNINGS

A. To reduce risk of electrical shock, do not remove cover. Refer servicing to qualified service personnel.

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

8
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D.

L

The ENDO STRATUS CO02 insufflator shall be sold only by prescription for use by physicians/chnicians who are
trained and qualified.

Only qualified medical personnel in an acceptable medical facility should operate the ENDO STRATUS CO02
insufflator.

The ENDO STRATUS CO02 insufflator should be connected to a properly grounded receptacle otherwise grounding
reliability cannot be achieved.

Extreme precaution must be taken when handling liquids around electrical equipment. DO NOT operate the ENDO
STRATUS™ CO02 insufflator if liquid has been spilled on the unit.

Never place or stack the ENDO STRATUS”m C02 insufflator on other electrical equipment other than the ENDO
STRATUSTM irrigation pump. Electromagnetic or other interference may occur between the ENDO STATUS"m
C02 insufflator and other electronic devices. The equipment or system should be observed to verify normal
operation in the configuration in which it will be used.

The ENDO STRATUS”m C02 insufflator should only be used in conjunction with other equipment whose safety
against leakage currents has been established.

The instructions contained in the operating manuals of any equipment to be used in conjunction with the ENDO
STRATUS~M CO02 insufflator must be followed to avoid any possible hazard from incompatibility.

The instructions for use described in this manual MUST be followed. Otherwise, compromised safety, malfunction,
injury to the operator and/or patient, or costly damage to the unit and other equipment may occur.

The ENDO STRATUS~m C02 insufflator must be connected to an appropriate power source when loss of power
source would result in an unacceptable risk.

CAUTION

A. Ifemergency or abnormal function occurs, immediately turn off power to the unit.

B.

C.

Read and understand all warnings that come with your commercially available “D” or “E sized C02 tanks.

Remove power from the device before initiating any field servicing of the replacement parts.

There are no user serviceable parts inside this unit. Repairs to the ENDO STRATUS~m qq?2 insufflator should only
be performed by qualified service personnel.

When the low pressure warning indicator illuminates, exchange the C02 tank as soon as possible to avoid loss of
Rinefighl

Always keep a spare full tank of C02 nearby for quick access.

. Always keep the C02 tank in an upright position to avoid fluid entering the unit.

Do not use the device if the enclosure is damaged or enclosure integrity has been compromised.

Do not attempt to operate the device before reading and understanding all sections of this manual.

Medical electrical equipment needs special precautions regarding EMC and needs to be installed and put into service
according to the EMC information provided in section “safety measures”.

Portable and mobile radio frequency (RF) communications equipment can affect medical electrical equipment. Do
not expose the device to sources of electromagnetic interference such as CT equipment, diathermy equipment,
cellular phones, RFID tags and metal detectors.
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12. Technical specifications

Electrical specifications

Input Voltage:;
Input Frequency::
Power Consumption:;

Fuse Rating::

Certifications:
Classification;

IP rating (Ingress Protection):

A

I WARNING;

100-240 VAC
50-60 Hz

82 VA
M10AL250V

Medium acting, 10 amp, low breaking capacity, 250
volt

Replace fuses only with those of same type and rating

IEC-60601-1, IEC-60601-1-2, IEC-60601-2-18
Class 1 Type BE

1P24

| Grounding reliability can only be achieved when connected to a receptacle marked “Hospital Grade”

Mechanical charasteristics

Physical Dimensions::

Height:
Width:
Depth;
Weight:

C02 Specifications

121 mm
197 mm
349 mm
4,8 kg

Free Flow Rates (maximum unrestricted output to Gl endoscope system):

Front panel setting

Low: 1.4 L/min
Medium: 2.4 L/min
High: 3.5 L/min

Gl Endoscopic Flow Rates (approximate flow rate at Gl endoscope output):

Front panel setting

Low; 0,6-0,9 L/min*
Medium: 1,2-1,4 L/min*
High; 1,5-1,8 L/min*
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The difference between free flow rate and flow rate that was set (gas consumption):

Front panel setting

Low: 0,5-0,8 L/min
Medium: 1,0-1,2 L/min
High: 1,7-2,0 L/min

*These values are approximate and are based on testing with respective models of GI endoscopes. User results may
vary depending on GI endoscope used, channel diameter, and channel length.

Output Connection:: Male luer lock

Input Connection:: ‘12’ male flare fitting.

C02 Heater:: 20W, internal, flow through, with dual redundant temperature sensors.
C02 Output temperature:: 37“C (+3°C)

Operating Pressure::

Input Pressure: 13 100kPai 10kPa(max)
172,4kPa+ 0,5kPa (min)

*The low pressure warning light will illuminate at 25 PSI, although the unit may stillflow. It is recommended to
replenish the C02 supply when the light illuminates.

Pressure regulator set point: 55,16kPa (min)
Internal safety reliefvalve: < 82,74kPa
Output pressure ratio: 75 kPa to 106 kPa

Power of water heater: not more than 20 W

Environmental requirements:

Operating Temperature:: 16%0 24RC (0 T+61Vto75®F)
Operating Relative Humidity: 30% to 70% non-condensing
Operating Pressure:: 75 kPato 106 kPa

Storage Temperature:: -50° to 50°C (0T -58°F to 122°F)
Storage Relative Humidity:: 10% to 98% non-condensing
Storage Pressure:: 70 kPa to 106 kPa

Products features:

Internal C02 warmer eliminates cold C02.

Includes control for optional water bottle warmer to maintain water at close to body temperature.

Stackable with the ENDO STRATUS irrigation pump

Standard male luer lock output

Uses standard “D” or “E” size C02 cylinders

Accepts input from wall C02 with standard DISS type connection

Usable at C02 input pressures lower than most comparable units, making efficient use of tank supply

Works with disposable ENDO SMARTCAP tubing and ENDOGATOR hybrid tubing for safety and
compliance

Safety features:
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Dual inline pressure regulators ensure a constant pressure

Additional mechanical pressure reliefat <82,75 kPa prevents overpressure
Low CO02 input pressure is indicated by a yellow light on the front panel
On initial power up, gas flow is off until the flow knob is turned on.

C02 warmer will not operate unless flow is initiated.

Materials and marks used for manufacturing of housing of the device and power cord:

No
Part Materials
1 Housing of the device ABS plastic
Stainless steel
2 Power cord Polypropylene
Brass
13. Service

Trademark

ULTEM 1010-7101

UNS S44100

PRONAT.03X24X47L/S

223 Brass cleaned

Manufacturer

«Polimerland Inc»,USA

«AK Steel», USA

ePlastics Inc., USA

USA Brass Company,
Inc., USA

The device is not user serviceable (excluding the replacement parts listed in section V). Please contact Customer
Service and obtain a Return Material Authorization (RMA) Number. The RMA number must accompany all units and

paperwork for proper service or warranty work.

14. Care and maintenance

Cleaning

» Before cleaning, ensure the power to the unit is turned offand the electrical cord unplugged.

with water solution as often as deemed necessary.

» Do not use abrasive or harsh cleaners..
¢ Do not allow liquid to enter the unit.

» Do not sterilize the unit by any means.

Technical support

The outside surface of the unit may be cleaned with a damp cloth, 70% isopropyl alcohol solution, or a 10% bleach

To disinfect the outside surface, use a mild disinfectant as needed according to the manufacturer’s instructions..

Materials and workmanship of this product, ENDO STRATUS CO02 insufflator will be warranted for a period of one (1)
year from the original date of purchase. Ifthis product should become inoperable due to a defect in materials or
workmanship during this one (1) year warranty period, the product will be repaired or replaced.

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



Change of fuse receptacles

After fuse receptacles were used, you should change it to fuse receptacles with the same characteristics
(M10AL250V). You should push the holder of fuse receptacles, see figure 1

Figure 1. Holder Fuse receptacle (open)

After that you should change fuse receptacles (2 pieces), you should push on it and change to a new one and close
the holder (see figure 2)

Figure 2. Holder Fuse receptacle (close)

15. Packaging

A single package consist of: cardboard box with cardboard cards and foam filler.

16. Marking
Asingle package marked by:

- The manufacturer,

- Address and phone number of the manufacturer,
mDescription of the package

-LOT

- Storage temperature

- Reusable device

- Avoid a direct sun rays
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-Distributor

-Date of manufacturing
- Warranty

- Fragile

An additional information could be added

- follow the IFU
- Relative humidity

- Pressure

Symbols and warnings, mentioned on the device and label:

Symbols and warnings

REF

SM

/ model

Manufactured by

Water Warmer I

Danger. Equipment not suitable for use in the
presence of flammable anesthetic mixture with
oxygen (Danger: I'equipment n'est pas concii pour
etre utilise en presence d'anesthesiques inflammables
enrichis en oxygene)

CO02 Input

)KOO PSE131 Bar Maximum. Use medical

grade Co2 gas only (Maximum 1900 PSE131 Bar
Utiliser un gaz C02 de qualite medicale seulement)

Class 1 Type B 1P24

Warning: Grounding reliability can only
be achieved when connected to a receptacle marked
«Hospital Grade». (Avertissement: la mise a la terre
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Description
Model

Serial number

Manufacturer

Please, use an instruction (water warmer)

Danger. Equipment not suitable for use in the
presence of flammable anesthetic mixture with
oxygen

Please, use an instruction (C02)

Warning. 1900 PSE131 Bar Maximum. Use medical
grade Co2 gas only

Class 1 Type B defender class of the housing is 24

Equipotentiality

Warning: Grounding reliability can only be achieved

when connected to a receptacle marked «Hospital
Grade».
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20. List of international and national standards

Meets standards international and Russian requirements: GOST RF 2.601-2013, GOST R 50444-92, GOST R
50267.0.2-2005,MU 287-113-98, GOST 15150, GOST R 50267.0-95, RD 50-707-91, GOST R 50267.18-94 Directive
93/42/EEC, 1SO 13485:2012.

Meets the standard Directive 93/42/EEC dated 14.11.2013, appendix 2 to medical devices class 2a
21. List of international certificates and declarations of conformity

- Certificate 1SO 13485:2003 dated 15.04.2014r.

- Directive EC 93/42/EEC dated 14.11.2013 r.

- Declaration of conformity dated 19.06.2014 r.
-Certificate to foreign governments dated 07.05.2014

22. Warranties

The warranty period is 1 (one) year. Ifthis product should become inoperable due to a defect in materials or
workmanship during this one (1) year warranty period, the product will be repaired or replaced.

The compliance with the requirements of technical documentation are guaranteed by the manufacturer if the conditions
of using, transportation and storage were met.

For all questions, please, contact an official distributor in Russia- Endo Stars EEC
Legal address: 197101, Saint-Petersburg, Bolshaya Monetnaya str., 27, lit A, 12H
Tel/fax: 8-800-555-56-57
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23. Table of EMC compatibility

Table of EMC compatibility

Table 1- Guidance And MANUFACTURER’S Declaration ELECTROMAGNETIC EMISSIONS For All ME
EQUIPMENT And ME SYSTEMS

Emissions Test

RF Emissions
CISPR 11

RF Emissions
CISPR 11
Harmonics
IEC 61000-3-2
Flicker

IEC 61000-3-3

Guidance and Manufacturer’s Declaration - Electromagnetic Emissions

Compliance

Group 1

Class A
Class A

Complies
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Electromagnetic Environment-Guidance

Use RF energy only for its internal function. Therefore, its RF
emissions are very low and are not likely to cause any
interference in nearby electronic equipment.

The insufflator are suitable for use in all establishments,
other than domestic, and those directly connected to the
public low-voltage power supply network that supplies
buildings used for domestic purposes..



Table 2 - Guidance And MANUFACTURER’S Declaration Electromagnetic IMMUNITY For All ME
EQUIPMENT And ME SYSTEMS

Immunity Test

ESD
EN/IEC 61000-4-2

EFT
EN/IEC 61000-4-4

Surge
EN/IEC 61000-4-5

Voltage Dips/
Dropout
EN/IEC 61000-4-11

Power Frequency
50/60HZ

Magnetic Field
EN/IEC 61000-4-8

Guidance and Manufacturer’s Declaration - Electromagnetic Immunity

EN/EC 60601
Test Level

+6kV Contact
+8kV Air

+2kV Mains
+lkV1/Os

+lkV Differential
+2kV Common

>95% Dip for
0.5 Cycle
60% Dip for
5 Cycles

30% Dip for
25 Cycles
>95% Dip for
5 Seconds

3 A/m

Compliance level

+6kV Contact
+8kV Air

+2kV Mains
+lkV 1/0s

+lkV Differential
+2kV Common

100% Dip for
0.5 Cycle
60% Dip for
5 Cycles
30% Dip for
25 Cycles
Note 1

3 A/m

Electromagnetic Environment - Guidance

Floors should be wood, concrete or ceramic
tile. Iffloors are synthetic, the r/h should be
at least 30%.

Mains power quality should be that ofa
typical commercial or hospital environment.

Mains power quality should be that of a
typical commercial or hospital environment.

Mains power quality should be that of a
typical commercial or hospital environment.
Ifthe user of the insufflator requires
continued operation during power mains
interruptions, it is recommended that the
insufflator be powered from an
uninterruptible power supply or battery.

Power frequency magnetic fields should be
that of a typical commercial or hospital
environment.

Note 1The EUT shuts off and must be manually restarted by the operator during a 5 second loss of AC Mains power.
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Table 4 - Guidance And MANUFACTURER’S Declaration Electromagnetic IMMUNITY For ME
EQUIPMENT And ME SYSTEMS That Are Not LIFE-SUPPORTING

Immunity Test ENAEC 60601

test level
Conducted RF 3Vrms
EN/IEC 61000-4-6 150 kHz to 80 MHz
Radiated RF 3Vim
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Compliance

level

(3)Vrms)

(3)V/m)

Electromagnetic Environment - Guidance

Portable and mobile communications
equipment should be separated from the
insuflattor by no less

than the distances calculated/listed below:
D=(3.5/VI)(Sqrt P)

D=(3.5/El)(SqrtP)

80 to 800 MHz

D=(7/El)(Sqrt P)

800 MHz to 2.5 GHz

Where P is the max power in watts and D is
the recommended separation distance in
meters.

Field strengths from fixed transmitters, as
determined by an electromagnetic site
survey, should be less than the compliance
levels (VI and EI).

Interference may occur in the vicinity of
equipment containing a transmitter..



26. Recommended Separation Distances Between Portable And Mobile RF Communications Equipment
And The insufflators EQUIPMENT and SYSTEMS That Are Not.LIFE-SUPPORTING

Table 6 - Recommended Separation Distances Between Portable And Mobile RF Communications Equipment
And insufflators EQUIPMENT and SYSTEMS That Are Not LIFE-SUPPORTING

Y Max Output Separation (m) Separation (m) Separation (m)
Power (Watts) 150kHz to 80MHz 80 to 800MHz 800MHz to 2.5GHz

D=(3.5AM)(Sqrt P) D=(3.5/El)(Sqrt P) D=(7/El)(Sqrt P)

0,01 0,1166 0,1166 0,2333

0,1 0,3689 0,3689 0,7378

1 1,1666 1,1666 2,3333

10 3,6893 3,6893 7,3786

100 11,6666 11,6666 23,333
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Note of Sale

Product category
Manufacturer
Model

Serial/identification number Seller stamp
Date of sale

Seller organization name___

Seller’s signature

The product is tested, no defects found"
Operating rules were read and accepted by:
Buyer’s signature_

Warranty period - 1years®

For warranty questions, please contact:
Official distributor in Russian Federation - Endo Stars LLC, legal address- 197101
% Te fail. cndo@en do stars. ComMonetnay 27, lit. A, 12H; tel./fax: +7-800-555-

Warranty Certificate is filled in correctly The
se lal/identification number must correspond exactly with the one in the Certfficite.
7 (except the fields for the warranty, center) must be filled

in.
p;orti:7gL7"“: *e warranty for the
The product should not bear the marks of mechanical or thermal action as well as of
0 mlrmal "®*“ "' with the'
Warranty Center Nntp
DATE
DESCRIPTION WARRANTY CENTER
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Mognuck \ MeuaTb

NHCTPYKLUWA MO NPUMEHEHUIO

«QHA0CKONUYeCKniA nHeyqdnaTop yrnekucnoro rasa Endo Stratus C02 Insufflator»

¢ ]
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Mognucek \ MeuaTb

NHCTPYKLUWNA MO NMPUMEHEHUIO

«IHI0CKOMMYeCKNin nHeyddnaTop yrnekucnoro rasa Endo Stratus C02 Insufflator»
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1. HaumeHoBaHWe MeAMLMHCKOIO n3aenus

WHcyddnaTop aHgockonmyecknin Endo Stratus C02 Insufflator cocToswmii us:

- MHcyggnatop sHagockonuyecknii Endo Stratus C02 Insufflator EGA-50 IE
- CeTeBOWA LWIHYP
- MIHCcTpyKuma nonb3oBatens

2. HasHa4yeHne Me4ULMHCKOIO 13aenns
iaiw 3.
WHcydnstop Endo Stratus C02 Insufflator npegHasHayeH ansi mcnonb3oBaHus raza CO2 gna pasgyBaHUs MOMbIX
OpraHoB B XeNyA04YHO-K/LLIEYHOM TPaKTe, MpW NpoBefeHNN 3HAOCKOMUYECKUX ANArHOCTUUECKMX U levebHbIX NpoLeayp,
1 NOAAEPXKAaHUM HOMUHANLHOMO aB/EHMS.

Y nHcyggnatopa Endo Stratus C02 Insufflator umeetca dyHkums HarpeBa COZ2, 4TO MO3BONSAET Bpayy OCYLLECTBASATH
nogavy raza CO2K nayueHTy, HarpeTbiM 40 Tpebyemoii TemnepaTypbl 0kono 37“C.

3. OnpegeneHnsa n npefynpexaaroLLve cnosa:

OnpepeneHns

B faHHOM fokymeHTe uHcygnatop Endo Stratus C02 Insufflator moxeT Ha3biBaTbCs Kak “610K” nan
“yCTpoicTBO”

J1/MWH - NNTPOB B MUHYTY (pacxon)

B nep. Toka - HanpshkeHue nepemMeHHOro Toka B BT (anekTpuyeckuii noTeHuman)

KMa - kmnollackanb (gaBneHue)

VAC - B nep. Toka - Hanps>keHne nepemMeHHOro Toka B BT (3n1eKTpnyecKuin noteHuman)
W - Batt (BT)

Iy - Mepy (vacToTa)

MM - Munnumetp

Kr - Knnorpamm

A/m - Amnep Ha meTp

MpeaynpexaatoL e croBa:

BHUMAHWE;
O603Hay4aeT MoTeHLMaNLHO ONacHyo CUTYaLUIo, KOTopast MOXET MPUBECTU K TMOEN UK MOYUEHNIO TAXKENLIX TPaBM.

OCTOPOXHO:

0O603HauaeT NOTEHLMANLHO OMACHYIO CUTYaLUIo, KOTopasi MOXEeT MPUBECTU K MOMYYEHUIO TPaBM NErKON Unu cpefHei
THKeCTU. OHO TakXKe MOXET MCMo/b30BaTbCs A5 NPeAynpeXxaeHns HapyLeHns NpaBui TeXHWKU 6e30MacHOCTY Un
BEPOSITHOrO MOBPEXAeHNs1 060pYA0BaHMS.

4., KoMneKT noctaBKuU

MHcydnsaTop sHgockonmyeckuin Endo Stratus C02 Insufflator noctaBnsieTca B cnegytouiem Buge:

- MHcyhdnstop aHgockonmyecknii Endo Stratus C02 Insufflator EGA-50 IE, lwr
-CeTeBOW wWHyp, 1wt
- IHCTpyKuunsa nonb3osartens, 1wt

5. OnuncaHne N KOHCTPYKLUMA n3tenns
TW'A

MpuHumMn paboThbl

MHcydnstop Endo Stratus C02 Insufflator pa6oTaeT 3a CuéT perynmpoBku nogaunm CO2u3 nutatowero 6annoHa nog
npeABapuTeNIbHO 3aJaHHbIM AaB/IeHWEM, a TakXke MOocneayloLleli perynmpoBkn Bbinycka CO2 B CUCTEMY XKeny[O4HO-
KWLLIEYHOrO 3HAOCKOMa AN obecrevyeHWsi Nofjayu B KayecTBe pasfyBaroLleii cpefpbl XenyAouHO-KULLIEUYHOTO TPakTa.
Bpaun Mcrnonb3yoT BO3AYLUHbIA/BOAAHONM KlanaH Ha Xenyf04YHO-KMLLEYHOM 3HAOCKOMe M BU3yasbHYH 006paTHYH CBSA3b
XKeNyLOYHO-KNLLEYHOW 3HOCKOMUYECKOW CUCTEMbl Ans  pasfyBaHWsS BPYYHYIO >KeNyA0YHO-KULIEYHOro TpakTa C
nomouybto CO2.
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cythdnatop Endo Stratus CO02 Insufflator copepxuT ycTpoiicTBo HarpeBa CO2 KOTOpOe MO3BOJMISIET Bpayam
04ynuMpoBaTb U perynupoBaTh nogayy rasa CO2K nauueHTy, HarpeToro go tpebyemol TemnepaTypbl 37 C BepXHUM
™y~rgeTr™ ocyuectensieTca npu notoke CO24epe3 HarpeBaTe/bHbIA 31EMEHT, KOTOPbI
BKJ/1HOYAETCA M BbIK/OYAETCA NO/b30BaTeNeM B 3aBUCMMOCTU OT HeobxoaumocTn Harpesa CO2 Harpes CO23aBepLuaeTcs
MOMOLLLbIO HarpeeaTeflbHOro anemMeHTa MoLHOCTb 20 BT ¢ ABOVHbIMUW Ly6AVpYOLWUMY TeMMepaTypHbIMU AaT4MKaMK.

Pacxof, MOXHO YCTaHOBWUTb Ha HWU3KOe, CPeaHee WA BbICOKOE 3Ha4YeHWe B 3aBUCMMOCTU OT TpebyeMoli MHTEHCMBHOCTM
p AyBaHus, 3Ha4YeHus pacxofa: 1,4 N/MUH, 2,4 N/MUH U MakcuMyM 3,5 NI/MUH COOTBETCTBEHHO.

Ecnm 6noK BKAtoueH, nogaya CO2 M (yHKUMA HarpeBa OTKMOYEHbI MO yMOMYaHuto. [As BKAOYEHWs Mofjadyn rasa
30BaTe/lb A0/HKEH MOBEPHYTb PYKOSTKY PErynMpoBKU pacxoda M3 nonoxeHus “off’ (Bbik/.). BNOK onpeaenuT notok
rasa v BK/HOUMT HarpeBaTe/lb TO/IbKO MOC/e OnpefeneHns NoToka rasa. Kpome Toro, faTyuvMk HW3KOro gaBneHl rla u

nlunk* ay:p” ANN ™ *\[la, BK/THOYEHNEM XKE/TTOr0 CBETOBOr0

Y 610Ka Takke MMmeeTcs BbIX04 ANA NTaHWA HarpeesaTena BOAAHOIO 6annoHa. HarpeBaTeanblﬁ 3/1IEMEHT BOAAHOrIO

ANAH™ TemnepaTypy BoAbl B 6annoHe CTepuibHOW BOAbl Ha ypoBHe 37+3“C. OH ynpaBnsetcs
[BOVHbIMUW TEMMNepaTypHbIMU faTumMKaMmn A1 obecneyeHus fy6n1mpoBaHms 1 6€30MacHOCTU.

HarpeBaTenb BOAAHOrO 6GanjoHa MNpPUMEHsETCA ANs MOALepXaHWs MOCTOSIHHOW TemnepaTypbl Ha ypoBHe 37+3“C B
BOASHOM 6GannoHe. Mpy NOAKNOYEHMU BOASHOrO 6GanfioHa uyepe3 CUCTeMY BCMOMOraTesbHbYX Tpy6oY K MTHAocKly u
noMne 3HAOCKOMMYECKOW, C MOMOLLbID KHOMKW «BOAa» Ha 3HAOCKOMEe, BOAa W3 BOAAHOrO Y KMoHa nocTtlaeT B
3HAOCKOM, NPU 3TOM OCYLLECTBASIETCA Mppurauus uccnefyemoin obnactv. ®yHKUUS HarpeBaHUs BOASIHOTO 6annoHa
ABNAETCA LOMOMHUTENBbHOW (YHKLMER, Npy 3TOM nedalleld cneumanucT MOXET MCMOMb30BaTh /1060l BOAAHOW H6anioH
paspeLLeHHbI K MPUMEHEHUIO B leUeBHbIX YUpexAeHNsX Ha TeppuTopun Poccuiickoii defepaunm BopfsiHoi 6annoH He

BXOAWUT B KOMMEKT MOCTaBKN WHCyddnaTopa 3sHgockonuyeckoro Endo Stratus CO02 Insufflar K Tel H
Harpesatens CAY>UT A4/ NoAAepXaHWA BOAAHOI0 6anfioHa. bULLAIOr.  KPOHLITEWH

6. [lMokasaHnA K NPUMEHEHMIO

MHcy(*](iéﬂﬂTOp MNCNoJb3yeTCA B 3HAOCKOMNYECKNX OTAENEHNAX NPV NpOBeAeHNM 3HA0CKOMUYECKUX onepau,vlﬁ "
B3ATUN OMOMCUN.

7. TpoTmsBonokKasaHuA

Insufflator [OMKEH MCMOML30BATLCA TONMBKO KBAMU(MULMPOBAHHLIM BpavoM,
VIMEIOWMMU  OMbIT NPOBEAEHMS CTaHAAPTHbIX 9SHAOCKOMUYECKUX MpPOLEeAyp [AMarHOCTUYECKOro W/WUm
OnepaTMBHOIO XapakTepa. [laHHOe YCTPOWCTBO He0o6XOAMMO MCMONb30'aTb ToNMbko B Tex nprulayp! B
KOTOPbIX pasfyBaHMe MOJbIX OPraHOB XenyA0uHO-KULLIEYHOro TpakKTa TpebyeTcs Ans o6ecreyeHuns npoefaHus

TMGKOro 3HA0CKONA U BbINOMHEHNA TpeGyeMbiX MaHUNyNALMiA. 3anpeLuaeTcs UCrnonb3oBaTb YCTPOKCTBO KaKUM-
NGO MHBIM 06Pa30M UM NPY KaKUX-NIMBO UHBLIX BUAAX MEAULMHCKOA MOMOLLMN. YMhoucTBO Kakum

YCTpOICTBO  NPOTMBOMOKA3aHO K TMPUMEHEHUI A4S  pasgyBaHWs  MpU N1anapoCKOMUUYECcKUX — Wim
rMCTEPOCKOMNMYECKMX onepaumsx. 3anpeLaeTcs UCnob30BaTh YCTPOUCTBO ANS BLY-TPMMATOYHOIO paszyBaHus.

YCTpoiicTBO NpoTMBONOKasaHo Ans KT-konoHorpagun. Kpome Toro, yCTpoicTBO He NpefHa3HaudeHo A/

paHHolycX1l:taolycnl"A"™* " MarHWTHO-PE30HAHCHOW TOMOrpadumn. 3anpeLiaeTca UCMob30BaTh

pe30HaHCHOW TOMorpaduu ' BO3[eNCTBUIO CUCTEM MarHWTHO-

8. B03MOXHble NO60YHbIE AelCTBUSA

9 Ycnosua v npaBwuia akcnayartaumm

MepBoHavanbHas HacTpolika
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1 YctaHoBuTe wuHcydhdnatop Endo Stratus C02 Insufflator Ha naockyt MOBEPXHOCTb, Hamnpumep, Ha
BCMOMOTaTe/lbHYI0 TEIEXKY UK APYTYH MOAXOAALLYH0 paboyyto NOBEPXHOCTb.

2. Mepep Havanom paboTbl NpoBepbTe MHCydaaTop Endo Stratus CO2 Insufflator Ha HanMume noBpeXxaeHwuiA.

3. TofKniounTe CeTeBON LWHYP K 3a[Heli yacTh yCTpoiicTBa.

4, Tepef NOAKIIOUEHNEM CETEBOTO LUHYpa K HACTEHHOI po3eTke Ans 60MbHUYHOTO MPUMEHeHUs yGeauTech, uTo
MUTaHWe YCTPOICTBA OTK/IOUEHO, a TaKXe UTO BCMOMOraTeflbHble MPUCMOCO6IEHNS He MOAK/IOUEHbI. 3aTeM

MOAKMIOUNTE CETEBOI LIHYP K HAaCTEHHOI Po3eTKe.

5. YcTaHOBMTE BbIXOAHON NaTpybOK Ha YCTPOINCTBO, BbIPOBHSAB M/IOCKMIA Banl B MepefAHEl 4YacTu YCTpolicTBa C
0TBEPCTMEM C Ma3oM B BbIXOJHOM MaTpybKe Hacoca, MOBOpayMBaiTe BbIXOLHON MaTpy6OK Hacoca [0 Tex Mnop,
MoKa OH He 6yaeT 3aMKCUPOBAH Ha MecTe

6. Cobepute KpPOHLITENH W HarpeBaTe/b B c6ope BOAAHOro 6anioHa cnegyowmm obpasom:
A. TpebytoTca crnefytoLline pacxXofHble MaTepuanbl, UX MOXHO HaTW B MeLUKe, MPUKPENIEHHOM K
KPOHLLUTENHY BOAAHOr0 6anoHa;
a) KopoTkue BUHTHI (2)
b) [/VHHbIE BUHTbI (2)
c) bonbLioli Topuesoii KoY
d) ManeHbKuniA TOpLEBOI KoY

B. 3akpenuTe KpOHLWTEAH BOASHOrO GafioHa Ha OCHOBAHMM C MOMOLLLIO (2) ManeHbKUX BUHTOB U
ManeHbLKOro TOpLEBOro Kroua.

C. YctaHoBuTe wuHcydgpnatop CO2 ENDO STRATUS Insufflator Ha ocHoBaHue u yctaHoBuTe (2)
[JIMHHbBIX BUHTA C MOMOLLbK 60MbLIOr0 TOPLEBOr0 KIOUa.

MMi

"-1  OtperynupyiiTe yaep>XuBaroLLyt CKoby BoAsHOro 6anioHa Tak, 4Tobbl BoAsHble 6an/ioHbl 6b110 Y406HO UCMOML30BaTb.
Takast perynnpoBKa OCYLLECTBASETCS 3a CUET 0cnabneHus raikv B 3aHe 4acTu 1 CMeLLeHMs CKOBbl BBEPX UM BHU3
TaK, YTOObI OHa Kacanacb BOASHOr0 6a71/10Ha, U MOBTOPHOM 3aTAXKKM Falku.
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MoakntounTe Kabesb HarpeBaTens BoAbl B PO3eTKY, 0603HaUeHHYI0 “HarpeBaTeNb BOAbI” B 3afHel YacTu 6oka.

[MpucoeguHeHne NHeBMaTUYECKOro LW/laHra

TpebyeMble MHCTPYMEHTbI: (HE BXOAUT B KOMIJ/IEKT NOCTaBKN)
OTKPbITbI raeyHblin KN4y 9/16”
OTKPbITbIA raeyHbIin KoY 17

Tpebyemble BcomoraTtefibHble NPUCNOCco6aeHUs:
bannoH pasmepom “D” nam “E”, HanonHeHHbI COrns megnuMHCKOro NpYMeHeHNs
MepexofHUK xoMyTa

1 YcTaHOoBMTe LWMAHT BbICOKOrO [AB/IEHUS WM XOMYT, 3aTAHYB LUMAHT C MOMOLLbIO raeyHoro Knwua %”, yaepxusas
XOMYT OTKPbITbIM FaeyHbIM Kovom 9/16”.

2. OTBMHTMTE T-06pa3Hyl0 PYKOSTKY Ha XOMyTe A/ HacagKkuW Ha BepxXHIo cToiiky 6annoHa COj. lMpaBunbHas
OpVeHTaLMs TakoBa, YTO fBa LITU(TA HA XOMYTe [O/KHbI COEAMHSATLCA C ABYMS YCTAHOBOUYHbIMU OTBEPCTUSMU B
6annoHe. (bannoH CO2 He BXOAMT B KOMMIEKT MOCTaBKM CUCTEMbI, OH MPUOBPETAeTCA OTAENbHO).

3. Tocne BbIpaBHMBAHUSA ABYX LUTUDTOB HaAEKHO 3aTAHUTE T-06pasHylo PyKOSATKY.

4. 3aTaHWTe ApYroli KOHeL, LnaHra BbCCOKOrO aBfieHNs 1 XOMYT B cbope B 3afHei yacTu nHcydgnatopa Endo Stratus
CO02 Insufflator. Y pgep>xuBaliTe NaTyHHbIA (OUTUHI FaeYHbIM KAKOYOM W WCNOJMb3yiTe BTOPOM FaeuyHblid K4 Ans
3aTAKKN COEAMHUTENbHOI raiku wnaHra. SAMPEWLAETCA UCMOJIb3OBATE TE®/IOHOBYIO NEHTY WA
PE3BBOBOV FTEPMETUK B ®PUTUHIAX.

HacTpoiika nepeg npoueaypoi

1 OtkpoiTe knanaH 6annoHa CO2 npumepHo Ha 1060poT.
2. BxawouuTe nuTaHue.

3. MposepbTe HacTpoiiky, MOBEpPHYB PYKOATKY PEerynupoBKM pacxoja Mo 4acoBOii cTpenke. Y6egutech, uto CO2
BbITEKAET M3 MepefHero BbIMYCKHOTO O0TBepCTMs 6/oka. Ecnu notok CO2 U3 nepefHeil yacTu 6710Ka OTCYTCTBYeT,
y6eauTech, uto 6annoH CO2HanoNHeH ra3oM M NPoBepbTe YKa3aHHOE Bbllle COeAMHeHMe MHEeBMATUUYECKOrOo LW/aHTa.

4. BbIKNIOUMTE PYKOATKY PErynMpoBKM pacxoda.

5. lMopcoeauHuTe TPyBKM K MepedHeMy BbiMyCKHOMY OTBEpPCTUIO YCTPOWCTBa. Mcnonb3yiiTe TOMbKO TPy6KM
ENDOSMARTCAP unn 1py6kn ENDOGATOR, u3rotoeneHHsle komnaHnein MEDIVATORS.

6. Mpu wncnonb3oBaHuyM TPyb6KM mMcTtouHmka Endo Stratus C02 Insufflator npucoegnHnTe €€ K KOMNAeKTy TpyboK
! ENDOSMARTCAP wnun T1py6ok ENDOGATOR. T[lpucoeguHute Tpybky ENDOSMARTCAP wunm Tpyb6Ky
ENDOGATOR KXenyLo4YHO-KULIEYHOMY 3HAO0CKOMY B COOTBETCTBMU C UHCTPYKLUAMU U3rOTOBUTENS.

MpeaBapuTeNbHbIA HAarpeB BOAbl

MHcydgnatop Endo Stratus C02 [nsufflator MoXHO wcnonb3oBaTb AN yNpaBfeHMs CUCTEMOW HarpeBaTens
BOAAHOro 6annoHa. CucTemMa HarpeBaTefnss MOXET MOAAEPXKMBaTb TemnepaTypy 6anfioHOB CTEpW/bHOM BOAbl Ha
ypoBHe 37 C (3 C). Tem He MeHee, cueTeMa He NpefHasHavyeHa A1 MOBbILIEHWS TeMMepaTypbl BOAbl; MO3TOMY
TpebyeTes npeABapuTe/bHbIA HarpeB BOASIHOIO Gan/oHa.

CucTema He MpeAHasHayeHa ANS MOBbIWEHUS TeMMepaTypbl BOAbl; MOSTOMY TpeGyeTcs npeaBapUTeNbHbIi
Harpee BOASIHOrO 6asfioHa.
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lMoMecTUTe BOASIHO 6GannoH B Meyb [N HarpeBa >KUAKOCTW, YCTAHOBMEHHYK Ha 37®CH3RC.
3anpelyaeTcss HarpeBaTb A0 60/iee BbICOKOW TemnepaTypbl. ECiM Ténnas Boja He TpeGyeTcs,
OTK/IlOUMTE HarpeBaTe/lb BOAbl HA HAcOCe M YCTAaHOBWUTE GasIoH CO CTEPWU/IbHOM BOAOI NPV KOMHATHOW
TemnepaType B KPOHLUTEMH BOASAHOro GansioHa.

MNMPUMEYAHNE:

Ecrm HarpeBaTefls Bofbl 6bl1 BK/IOYEH, UM BepxHee 3afaHHOE 3HAuyeHWe TeMnepaTypbl Obi0 MPEBbILLEHO,
CBETOBOM WHAMKATOP BbIK/OUaTeNss HarpeBaTenss BoAbl CTAHET CUHMM, W HarpeBaTe/lb aBTOMATMUECKU
OTKMouMTCS. ECnM cBeTOBOM MHAMKATOP BbIK/OUATENA HarpeBaTens MUraeT CUHWM LBETOM, y6efmTecb, UTo
KaGe/b HarpeBaTeNns Bofbl MOAK/OUYEH K 3afjHeil YacTu 6/10Ka Hagnexawum obpasom. Ecnmn Kabenb NogK/oueH
Hag/iexxalym 06pasoM, a MHAMKATOP MPOA0/HKAeT MUraTb, 3TO MOXKET CBUAETENIbCTBOBATb O HA/IMUUN NPoGem B

O3HaKOMbTeCb CO BCEMW WHCTPYKUMAMMU U3rOTOBUTENS HarpeBaTeflbHbIX Meyeli U BOAAHbLIX
6anIoHOB KacaTe/lbHO 3HAYeHWI TemmnepaTypbl XUAKOCTU. Bo BpeMsi NpeaBapuTesibHOro Harpeea
3anpelyaeTcs npesbiWwaTbh TemnepaTypy 40RC. 3anpeLiaeTca MCMosib3oBaTb MUKPOBOMHOBYIO MeYb
ONs HarpeBa BOASIHOFO GasifioHa, T.K. 3T0O MOXET MPUBECTU K HarpeBy Bofbl [0 OMAcHO BbICOKOA
TemnepaTypbl UM NPUBECTU K HEPABHOMEPHOMY HarpeBy.

OCTOPOXXHO:

oKcnnyaTaums

1 MMocne 3aBepLLEHNs HACTPOIKIN Nepef MpoLefypoid, ONMMCAHHOM Bbille, MOXHO BKIKOUYUTL PacXog,

2. lMoBepHUTE PYKOSITKY PErynnpoBaHuWs pacxoja B rnepBoe MonoxeHue. 3aroputca “L”, 4yTo 0603Havaet “LOW”
(HU3KNUX Ecnu TpebyeTcsa 6ONbLIMIA pacxof, MOBEPHUTE PYKOATKY B cnefytowee nonoxenve “MEDIUM”
(CPEOHW) n B nonoxexne “HIGH” (BbICOKWI). “M” 3aroputcs ana “MEDIUM” (CPEAHWI), a “H” - ansa

HIGH (BbICOKI/IVI). PykosiTka CcBO6GOAHO MOBOPayYMBaeTCad B KaXAOM HanpaBfeHWM W, COOTBETCTBEHHO,
YBEIMUYMBAET WM YMEHbLLAET PacXof. 3HayeHns pacxoja CM. B NMyHKTe «Perynmposka pacxoga C02».

3. Ecnu TpebyeTcs Harpee CO2, HaXMuUTe KHOMKY HarpeBatens CO2 KHOMKa 3aroputcs 3e1EHbIM LIBETOM.

4. ECNM YCTPOICTBO KPEMUTCA K HarpeeaTento BOASHOrO 6anfoHa, W TpebyeTcs HarpeB BOAbl, HAXMUTE KHOMKY
HarpeBaTenisl BOASHOro 6ansioHa. KHomka 3aroputcst 3eN1éHbIM LIBETOM.

5. Wcnonb3yiiTe COOTBETCTBYIOLLMI BO3AYLUHBIA/BOAAHON KnanaH Ha Xenygo4YHO-KMLWeYHOM 3HAOCKOME U BU3yasibHYHO
“ 06paTHYl0 CBA3b KeNyL0YHO-KULLEYHOW 3HAOCKOMMWUYECKOW CUCTEMbl A8 pasfyBaHWUsS BPYUHYHO OKenyAo4vHO-
KMLLEYHOro TpakTa ¢ nomoubto CO2,
OTKNYeHNe
1 Ecnn npouefypa 3aBeplleHa, NOBOpayMBaiiTe PyKOATKY NPOTMB 4acoOBOM CTPesKM L0 Tex Mop, Noka BCe CBETOBble
WHOMKATOPbl He OTKAYaTCs, OTK/AUUTE HarpesaTe/lb BOASHOro 6annoHa (ecn yCTaHOBAEH) W BbIKIOUUTE
HarpeBatenb CO2

2. OTK/OUNTE CeTeBOE MUTaHWE W 0TCOeAMHUTE TPYBKM OT NepefHeit YacTu 610Ka.

3. Ypanute TpY6KM B OTXOAbl B COOTBETCTBUM C UHCTPYKUMAMU U3rOTOBUTENS A1 HAAEXaLLe yTUansaumum.

YCTpoiicTBa yNpaBneHUs/CoeMHeHNs NepeHeit naHenu
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MomecTnTe BOAAHOW 6Gan/OH B MNevb A HarpeBa >KUAKOCTW, YCTAHOB/EHHYH Ha 37®C+3'C.
3anpeltaeTtca HarpeBaTb o0 60see BbICOKOW TemnepaTypbl. Ecnu Ténnasa Boga He TpebyeTcs,
OTK/OUUTE HarpeBaTe/lb BOAbl HA HAacoce U yCTaHOBMTE GasioH CO CTEPUIbHON BOAOM MPU KOMHATHOM
TemnepaType B KPOHLUTEH BOAAHOr0 6ansoHa.

NMPUMEYAHWE:

Ecrm HarpesaTe/slb BOAbl 6bIn BK/1IOYEH, N BeEpXHee 3ajaHHOe 3HaydYeHune TemnepaTypbl 6b110 NMpeBbILLEHO,
CBETOBOWA MHOAWKATOP BbIK/AKYaTeNnda Harpesartend BOAbl CTaHET CUHUM, W HarpeBaTte/lb aBTOMaTUYECKU
oTKMoUNTCA. Ecnn cBeToBOW NMHONKaTOpP BbIK/KYaTe/NIA HarpesaTtend Muraet CMHMM LBETOM, y6e,qV|Ter, 4To
Kabenb HarpeeaTenst BoAbl MOAK/IOUEH K 3afHel 4acTu 6/10Ka Hagnexawmm obpasom. Ecnm kabenb NofgkIouyeH
Hagnexawym 06pa30M, a NHANKAaTOop NpoAo/nKaeT Muratb, 3TO MOXKET CBUAETENNIBCTBOBATL O HA/TMYUNN np06neM B
6N0KeN6MTCANAE3NOCNNKNBAHUNCAINENTT

O3HaKOMbTECb CO BCEMW WHCTPYKLUSIMU W3FOTOBUTENS HarpeBaTeflbHbIX Medeld U BOASHbIX
6anIOHOB KacaTe/lbHO 3HAYeHW TemmepaTypbl XUAKOCTU. Bo Bpems NpeABapuTe/ibHOro Harpesa
3anpellaeTcs npesbillaTh TemnepaTypy 40RC. 3anpelaeTca MCMnonb3oBaTb MUKPOBOTHOBYIO Medb
ANl HarpeBa BOASIHOFO 6GasfioHa, T.K. 3TO MOXET MPWBECTU K HarpeBy Bodbl [0 OMAacHO BbICOKOA
TemnepaTypbl UV NPUBECTU K HEPABHOMEPHOMY HarpeBy.

OCTOPOXXHO:
lMoBepxHOCTb HarpeBaTesisi BOAsAHOro 6annoHaJMoxeT blTbJHOEAYew jedl2 nkacante”

JKcnnyaTaums

Mocne 3aBepLIeHNs HACTPOMKM nepes NpoLieaypoii, ONMMCaHHOM Bbille, MOXHO BK/IOUYUTL PacXof.

MoBepHUTE PYKOSTKY PEerynnpoBaHUs pacxoja B NepBoe MofoXxeHue. 3aroputca “L”, yTo 0603HavaeTr “LOW”
(HU3KWIN). Ecnm TpebyeTca 6GONblUMi pacxof, MOBEpPHUTE PYKOATKY B Crefytoljee nonoxenne “MEDIUM”
(CPEAIHUW) n B nonoxexne “HIGH” (BbICOKWIA). “M” 3aroputcs ans “MEDIUM” (CPEAHUW), a “H” - pgna
“HIGH” (BbICOKI/IVI). PykosiTka CBOOGOAHO NOBOpayMBaeTCs B KaX4OM HanpaBfAeHWM W, COOTBETCTBEHHO,
YBENNYMBAET WM YMEHbLUAET pacxod. 3HayeHns pacxoja CM. B NMyHKTe «Perynmposka pacxoga C02».

Ecnun TpebyeTtcs HarpeB CO2 HaxmuTe KHoMKy Harpesatenss CO2 KHOMKa 3aropuTcs 3e/1EHbIM LIBETOM.

Ecnu ycTpoOWCTBO KpenuTcs K HarpeBaTe/llo BOAAHOTO 6anfioHa, M TpebyeTcs HarpeB BOfAbl, HaXMWUTE KHOMKY
HarpeBaTensl BOASHOro 6annoHa. KHOMKa 3aropuTcs 3e/1EHbIM LiBETOM.

Vcnonb3yiTe cOOTBETCTBYIOLWMIA BO3AYLLUHbIA/BOAAHON KnanaH Ha »enyLo4HO-KULLIEYHOM 3HAO0CKOME U BU3YasbHYHO
006paTHYH0 CBA3b >KENYLOYHO-KWLLIEYHON 3HAOCKOMUYECKON CUCTeMbl [N8 pasfyBaHWUA BPYUYHYH OKenyAo4vHO-
KMLLEYHOro TpakTa ¢ nomouisio CO2

OTKNOYeHne

Ecnu npoueaypa 3aBeplLueHa, MoBopayMBainTe pyKOSTKY MPOTUB 4acOBOM CTPeNnku A0 TexX Mop, Moka BCe CBETOBbIE
MHAMKATOPbl He OTK/KYaTcs, OTK/IYMTE HarpeBaTe/lb BOAAHOrO 6annoHa (Ecnu ycTaHOBMIEH) U BbIK/IOUWTE
HarpesaTens CO2

OTK/0UNTE CeTEBOE NUTaHME M OTCOeAMHUTE TPYOKM OT nepefHeid yacTn 610Ka.

YpanuTe TPYGKU B OTXOfbl B COOTBETCTBUM C UHCTPYKLMSMI U3rOTOBUTENS A/ Haanexallei yTunmusauum.

YcTpoiicTBa ynpaBnieHUs/coeUHeHNs NepeaHeit naHenm
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NMPUMEYAHWE:
N*nmevyaHueBc BeT BbIMW ANKATMBACOCTOAHUNTONAND] M

1. KHonka Bkn./BbIK.
BK/oYaeT Un OTKOYaeT CeTeBOE NUTaHue 6/10Ka.

2. Bkn./BbIKn. HarpeBaTens BoAbl
BknoyaeT nnn oTKNOYaeT HarpesaTenb BoAbl

3. PerynunpoBaHue pacxoga COr
Perynupyet pacxof CO2Ha Bbixoge. Tpu ypOBHSA pacxoga npefcTaB/eHbl 3eN8HbIMU MHAUKaTopamn “L”, “M” n “H”,
KOTOpble BK/IOYAKOTCA MPU COOTBETCTBYHOLLE HACTPOMKe 3HaYeHMs pacxofa. 3HaueHUs pacxofa NpuBefeHbl HUKe™ :

Huskoe «L»- 1,4 n/MuH
CpeaHee «M» - 2,4 n/MUH
Bbicokoe «H» - 3,5 n/MuH
*yKaSaHHbIe 3HayeHNsa pacxoga - MakKCMManbHble CKOPOCT U HeApOCCeNMPOBaHHOIO NOTOKa Ha BbIXoae 6noka
Hwuskoe pAaBneHWe rasa ykKasbiBaeTcsi murawowmmm cnosammn “LOWPRESSURE” (HU3KOE AABJIEHUE) ans

ONoBELWEHNA NONb30BaTeNIA O TOM, YTO AaB/IEHME ra3a Ha BXofe ynasio oo 72,4 kMa.

4, BbIxofHoli coeanHUTENb Noga4mn rasa CO2
MofcoeAMHUTE K TPYGKaM 1 XKenyaouHO-KULLEYHOMY SHAOCKOMY.
CTaHapTHbI KOHYCHbII HaKOHeUHUK J1io3pa.

5. Bkn./Bblkn. HarpeBartens rasa CO2
HaxMuTe 415 BKKOUYEHUA UK BbIKNOYEHUs Harpeeatens rasa CO2

(BHelLHUii BUA Ballero ycTpoiicTBa MOXKET HEMHOro 0T/NMYAThCA OT YCTPOCTBA, NOKA3AHHOTO Ha PUCYHKE)

CoeauHeHUs 3afHeli naHenu

1. CoeavHeHve HarpeBaTesisi BOASHOro 6asi/ioHa
CwvnoBoe NoaK/oYeHe HarpesaTtens BOASHOTO 6an/oHa.
OnucaHne HarpesaTens cM. B Pasfene «YCnoBus 1 npasuia sKCrayaraumm».

2. BxopHoe coeguHeHue nogaumn CO2
Ona  nogcoeguHeHus 6GannoHa CO2 pasmepom “D” wnm “E”. Wcnonb3yiiTe TOMbKO  NpefABapuTe/lbHO
OT(hMNbTPOBaHHBIN ra3 COrAns MeauLMHCKOro NpUMeHeHs.

3. 3KBUMOTEHUMANILHOCTL (3a3eMJ/IEHUE)
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BHAMAHWE:
MeHANTe nnaBKue MpefOXPaHUTENM TObKO Ha TaKOW >Xe TWM MJaBKUX NpefoxpaHuTenel, c
TaKUMU XXe HOMUHabHbIMU XapakTepucTukamm (M10AL250V).

Mocne cpabaTbiBaHWSA NAaBkWUX nNpegoxpaHuTeneii (cpabatbiBatoT npu 250 B), HEO6XOAMMO OCYLLECTBUTL UX 3aMeHY
Ha NpefoXpPaHWUTENN C aHaNOrMYHbIMU HOMUHaNbHLIMK XapakTepuctukamu (M10AL250V). [Ans aToro Heo6xoaumo
HaXKaTb Ha Aep>kaTesnb NNaBKOro npefoxpaHuTens. JepxxaTenb BblABUraeTca, Kak NnokKasaHo Ha pucyHke 1

PucyHoK 1 [lepxaTeNb NIaBKUX NpefsoxXpaHnuTeneid B OTKPLITOM MOMOXEHUM

Mocne 3TOro Heo6XoAMMO W3bATb MMaBKWe MPefoXpaHuTenu (2 LWTYKW) W3 JepkaTens, MyTeM HaXaTus Ha HuX
(nnaBkve NpefoOXpPaHUTENN BbIABUHYTCS) W W3bATMS, Ha WX MeCTO Heob6XOAMMO BCTaBUTb HOBble M/aBKuMe
npefoXpaHUTeN UM HakaTb Ha fepXaTeNb, MOCNe Yero AepXKaTelb BCTaHET B MepBOHauYanbHOE MOMOXKEHME, Kak
MOKa3aHo Ha pUCYHKe 2.

PUCYHOK 2. [epxaTenb NNaBKuUX NPefoXpaHnTeneil B OTKPbITOM MOMOXeHNN

5. TlofAKnyeHMe NUTaHUA Nep. ToKa
Bxog, nutaHusa nep. Toka 100-240 B nep. Toka, 50-60 'y,

BHVMAHWE:
Mcnonb3yinTe TONMbKO CeTeBOW LIHYP AN MefULMHCKOro WCMNo/b30BaHUsA, MNOCTaB/seMblil B
KOMM/eKTe C AaHHbIM 6710KoM. [logkntovaiTe TONbKO K po3eTkam, 0603Ha4YeHHbIM Kak “[ns
MeANLWHCKOro UCNOo/b30BaHUA™.

6. KpoHLTeliH BOAAHOro 6a/10Ha
B KpoHwTeliHe BOAAHOro 6annoHa MMeeTcs CMCTeMa HarpeBa [/11 BOAAHOIO 6anfioHa, KPOHLWTEH COefuHseTCs C
nHcypgpnatopom CO2ENDO STRATUS Insufflator ¢ noMoLLbio 371eKTPMUECKOro Kabens, KOTopblii NOAKNOYAeTCs K
po3eTke, 0603Ha4YEHHON “HarpeBaTtesib BOAbl”.
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BHUMAHWE:
MeHsaliTe nnaBkKve NpefoxXpaHUTENU TOAbKO Ha TaKOW >e TWMN NiaBKUX NpefoXpaHuTenei, c
TaKNMM XXe HOMUHa/IbHbIMW XapakTepuctukammn (M10AL250V).

Mocne cpabaTbiBaHWUA NaBkMX NpegoxpaHuTeneid (cpabaTbiBaloT npy 250 B), HEO6XOLUMO OCYLLECTBUTL UX 3aMeEHY
Ha NpeAoXpaHUTeNn ¢ aHanorMyYHbIMU HOMWHANbHLIMU XapakTtepucTukamu (M10AL250V). [ns 3Toro HeobxoLMmo
HaXkaTb Ha fJep>kaTteslb NI1aBKoro npefoxpaHuTens. [epxaTefib BbIABUTaeTCA, KaK MoKasaHo Ha pucyHke 1

PUCyHOK 1. [epxaTenb NiaBKUX NPefoXxpaHnTeneil B OTKPbITOM MONOXeHNN

Mocne 3TOro HEo6XOAMMO W3bATb NMaBKWe MPefoXpaHuTenu (2 LITYKU) U3 AepxaTens, MyTeM HaxaTus Ha HuX

(NnaBKve nNpesoXpaHWUTeNy BbIABUHYTCS) M U3bATMS, Ha WX MeCTO HEeo6XOAMMO BCTaBUTb HOBble MaBKue
1 MPefoXpaHNTENN U HaXaTb Ha [epXaTenb, Mocfie 4Yero AepXkaTefb BCTaHeT B MepBOHAaYasibHOE MOMOXKEHUE, Kak
MoKa3aHo Ha PUCYHKe 2.

PUCYHOK 2. [lep>KaTeflb NNaBKUX NpefoXpaHuTenei B 0TKPLITOM MOMOXEHUN

5. TMofAKnoyeHVe NUTaHUA nep. TokKa
Bxog nutaHus nep. Toka 100-240 B nep. Toka, 50-60 Iy,

BHUMAHWVE:

Mcnonb3yinTe TONbKO CETEBOW LIHYP AN MeAULMHCKOro WCMosb30BaHUsA, MOCTaBNSEMblii B
KOMMJ/IEKTE C AaHHbIM 6/710KOM. [loAKn4yalnTe TObBKO K po3eTKaM, 0603Ha4YeHHbIM Kak “Ans
MeANLWHCKOr0 UCMOob30BaHUA™.

6. KpoHwTeiH BogsAHoro 6annoHa
B KpoHLITeliHe BOAAHOrO 6annoHa MMeeTCs CUCTeMa Harpesa Al BOAAHOrO 6GanfioHa, KPOHLUTENH CoeauHseTcs ¢
nucyppnatopom CO2ENDO STRATUS Insufflator ¢ nomoLLbio 31eKTpMYeCcKoro Kabesnsi, KOTOPbIA NOAKAYaeTCs K
po3eTKe, 0603Ha4YeHHON “HarpeBaTenb BOAbI”.
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(BHewwH®i BUA BalleroycTpoiicTBa MOXKET HEMHOIO 0T/NMYAThLCA OT YCTPOACTBA, NOKA3aHHOIO HA PUCYHKeE)

« 10. Knaccuukaumst MeguLnHCKOro nsgenuns

MNVH IR HBIHHBI I BAIBHHIY IBBHH/HBIBHAHH U B Y I H
WHcyddnsTop Endo Stratus C02 Insufflator oTHOCMTCS K HEMHBA3WBHbLIM MEAULMHCKAM U3AENUAM

npegHasHaueHHbIM 415 UHCYhdAsuMK yrnekucnoro rasa C02 B KauecTBe pasfyBatolleli cpefibl B XKenyaouHo-
KWLLIEYHOM TpaKTe. HecTepunbHoe MefULMHCKOe U3fene MHOFOKPATHOTO NMPYMEHEHNS.

11. Mepbl NPeAoCTOPOXHOCTH
M is*I
MNPEAYMNPEXAEHWA

A. AN UCKNIOYEHNS pUCKA MOPAXKEHUS SNEKTPUYECKM TOKOM 3anpeLlaeTcs CHUMATb KpbILKY: OGCNy>XMUBaHUE [OMKHO
OCYLLECTBNATLCS KBAU(ULMPOBAHHBIM TEXHUYECKUM MEPCOHANOM.

B. Bo usbexaHue PUCKa nopaXeHna INEKTPUYECKNM TOKOM AaHHOE 06opy,qOBaH|/|e Heo6xo,q|/||v|0 noAgKnK4vaTb TO/IbKO K
CETAM C 3alUNTHbIM 3a3eM/IEHNEM.

C. NHcyghdnatop Endo Stratus C02 Insufflator He nogxoaut Ans NpMMEHEHUs B HEMOCPeACTBEHHOW 6aKM30CTU OT
BOCM/IAMEHSIOLLIEIACS aHECTETUYECKO CMECH C KUCTIOPOAOM.

D. MHcydhdnatop Endo  Stratus CO02 Insufflator fgomkeH npofaBaTbC € MpegnucaHWeM  UCKAHOUUTENbHOMO
MCMO/b30BaHUSA 06YUYEHHBIMW 1 KBAMU(PULUPOBAHHBIMU KTMHUYECKUMMN BpaYaMu.

i« E K wucnonb3oBaHuto wuHcydnatopa Endo Stratus CO02 Insufflator gonyckaetcs TONbKO KBanM(ULMPOBaHHBINA
MeAMLMHCKWUIA NepcoHan B INLEH3MPOBAHHOM MEAULMHCKOM YUPEXAEHNM.

F. NHcygpdnatop Endo Stratus CO02 Insufflator Heo6xogmMmo nogkAtoYaTb K Hagaexawmm o06pa3oM 3a3eMIEHHON
po3eTke, NpeAHa3HauYeHHOW A1 MeAMLMHCKOr0 MCMOob30BaHMsA, B MPOTMBHOM C/lyyae HafEXHOCTb 3a3eM/IEHWS He
MOXET ObITb rapaHTUpOBaHa.

G Mpn paboTe C XKUAKOCTAMM PAAOM C 3MIEKTPUYECKUMM 060pyJoBaHMeM HeobxoguMo cobnogaTe  0cobyto
ocTopoxxHocTb. 3AMPELLAETCHA Bkntouvatb uUHcyggnatop Endo Stratus C02 Insufflator, ecim Ha 610K 6bina
pasnnTa XULKOCTb.

H. 3anpewiaetca ycTtaHaBnuBaTb WHCydgnatop Endo Stratus CO02 Insufflator Ha  NOBEPXHOCTb KaKOro-m6o
o6opygoBaHusi, oTiMyHoro ot EndoStratus Irrigation Pump. Mexay uHcygdnatopom Endo Stratus C02 Insufflator n
LOPYrMU 3M1EKTPOHHBIMW YCTPONCTBAMU MOTYT BO3HWKHYTb 3/IEKTPOMarHUTHbIE UMW KaKue-1nbo UHble NoMexu.

. NHcyddnsatop Endo Stratus C02 Insufflator Heo6x04MM0O COBMECTHO MCMO/b30BaTh TOMILKO C TeM 060pyAoBaHMeEM,
6e30MacHOCTb KOTOPOro OTHOCUTELHO TOKA YTEUKM MOATBEPXKAEHA.

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



J. Heobxoaumo co6ofaTh WHCTPYKLWW, CcofepXaljuecs B PYKOBOACTBaX MO 9KcnayaTauuu 060pyAoBaHUS,

MCNOJb3YIOLLErocst BMecTe ¢ MHcy(hdnsTopom Endo Stratus C02 Insufflator, Bo n3GexkaHne BOSHWKHOBEHUS OMacHbIX
CUTyalus 13-3a HECOBMECTUMOCTM.

K. HEOBEXOAVMMO cobntogatb MHCTPYKLMM NO 3KCMayaTauun, ONucaHHble B JaHHOM PYKOBOACTBE. B MpOTUBHOM

CNy4ae MOXET NMPOU30IATN CHUXKEeHMe 6e30MacHOCTM, c60ii 060pyA0BaHUS, OMepaTop WM NaLUeHT MOFYT NOMYYUTD
TpaBMbl, 610K UK MHOe 060pYA0BaHKE MOTYT MOMYYUThb [OPOrOCTOSLMIA Yiiep6.

L WHcyddnatop Endo Stratus C02 Insufflator He06X0AMMO MOAKMIOUNTL K HafNeXalweMy UCTOUYHWMKY MUTaHus, eciu
0TKa3 NCTOYHMKA NUTAHUS MOXET MPUBECTU K BOSHUKHOBEHMIO OMACHbIX CUTYyaLuid.

OCTOPOXHO

A Tlpy BO3HWKHOBEHUM aBale|7|H017| cuTyauunn HesameaIMTeNNlbHO OTK/IOYUTE NMUTaHUE 6n10Ka.

B. O3HaKOMbTeCb W MOMUTE BCe MpefynpexaeHns, OTHOCSLLMECS K UMEloWMMEs B npogaxe 6annoHam CO2pasMepom
“D” um “E”.

C. Mepepn Hauyanom 0GCNYXKUBAHUS M 3aMeHO feTaneil OTKNoUMTe NUTaHue YCTPOCTBa.

D. B 6noke uHcyggnatopa Endo Stratus C02 Insufflator oTcyTcTBYHOT feTanu, 06CNyXMBaemble MONb30BATENEM.

PemOHT umHcydnaTopa Endo Stratus CO02 Insufflator gomkeH oCywecTBAATLCA TO/IbKO KBaIMGMLMPOBAHHbLIM
TEXHWUYECKMM MEPCOHAIOM.

E. Mpu BKNOYEHUM MHAMKATOPA, NMPeayrnpexJatollero 0 HU3KOM [aBfeHuun, 3aMeHnTe 6annoH CO2 Kak MOXHO CKopee
BO M36exxaHne notepy paboTocnoco6HOCTK.

F. [Ons obecrneyeHuns 6bICTPOro AOCTYNa BCErAa XpaHUTe 3amacHOl MonHbliA 6annoH CO2 psaoM ¢ MECTOM MPOBefeHNS
npoLeaypbl.

G. Bcerga xpaHute 6annoH CO2B BepTUKa/lbHOM MOJIOXEHWU BO M36eXaHKe NonafaHns XUAKOCTU B GOK.
H. 3anpeLaeTcs UCMOMb30BaTh YCTPOWCTBO, €CNIN KOXKYX MOBPEXAEH, UN €CNW LENOCTHOCTb KOXYXa HapyLleHa.
I. 3anpelaeTcs BKIOYATb YCTPOWCTBO 0 03HAKOM/IEHMS CO BCEMU pa3AeNiaMi JaHHOro PyKOBOACTBA.

J. MeguuuHckoe — anekTpuyeckoe  06opyfoBaHMe — TpebyeT  0COGbIX Mep  MPefOCTOPOXHOCTM  KacaTeNlbHO
3NEKTPOMAarHMTHOW COBMECTMMOCTU, ero He06X04MMO yCTaHaBMBaTb U BBOAWUTL B 3KCMyaTaluio B COOTBETCTBUM C
NHopMaL el 06 31eKTPOMarHMTHO COBMECTMMOCTU, COAepXKalleics B Pasgene «Mepbl NpeaoCTOPOXHOCTU».

K. MopTaTMBHOE W MEpeHOCHOe pajmoyacToTHoe 060pY/0BaHME CBS3M MOXET OKasaTb BO3AECTBME Ha MeAMLMHCKOE
3NeKTpUYecKoe 060pyAoBaHKe. 3anpeLLaeTcs NoABepraTb YCTPONCTBO BO3AEHCTBUIO UCTOUHUKOB 3/1IEKTPOMArHUTHbBIX

rnoMex, Harnpumep, o6OpyAoBaHMEe [ANs KOMMblOTEpHO Tomorpaduu, o6GopyaoBaHue AN AMATEPMUM, COTOBbIE
TeneqoHb[, PafAMOMETKI UK MeTanIoucKaTesu.

12. apaHTMpOBaHHbIE NPON3BOAMTE/IEM 3HAYEHUSI OCHOBHbIX NapamMeTpOB, XapaKTepUCcTUK
(cBoiicTB) MW.

ane KTpn4yeCKne XxapakTepuctmuku

f s
HanpskeHve Ha BXofe: 100-240 B nep. Toka
YacToTa Ha BXxofe: 50-60 I'y,
82 BA
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J. Heobxoanmo cobntofaTe MHCTPYKLMW, COAepXKaliMecs B PYKOBOACTBAX MO 3KCMAyaTauuu 060pYAOBaHUS,
MCMONb3YIOLLLErocs BMecTe ¢ UHCyddasTopom Endo Stratus C0O2 Insufflator, Bo n3bexaHne BO3HUKHOBEHWS OMACHbIX
CUTyauus 13-3a HECOBMECTUMOCTM.

K. HEOBXOAMMO cobntogatb MHCTPYKUMKM MO 3KCMayaTauuu, OnucaHHble B JaHHOM PYKOBOACTBE. B MpOTMBHOM
C/lydae MOXET MPOM3OMTU CHUXKEHMe 6e3onacHOCTK, cOoil 06opyLoBaHMA, onepaTop WAy NaumMeHT MOryT NOAyYnUTb
TpaBMbl, 610K UM MHOe 060pYA0BaHNE MOTYT MOAYUYNUTb AOPOroCTOAWMIA yiep6.

L. WHcyddnstop Endo Stratus C02 Insufflator Heo6x0AMMO MOAKNHOUNTL K HafexalleMy MUCTOUYHUKY MUTaHus, ecnm
0TKa3 UCTOYHUKA NUTAHMS MOXET NPUBECTM K BOSHUKHOBEHMWIO ONACHbIX CUTYaLWA.

OCTOPOXXHO

A. Tlpn BO3HWKHOBEHUN aBapVIVIHOVI CUTyaumn HesaMeaUTEeNbHO OTKNHOYNUTE NUTaHUE 6noka.

B. O3HakOMbTeCb M NONMUTE BCe MpeAynpeXxaeHus, 0THOCALLMECH K MMEeLMMES B npojaxe 6annoHam CO2pa3mepom
“D” um “E”.

C. Mepep Hayanom 06CNYXMBaHWS M 3aMeHOI ieTaneli OTKAUNTe NUTaHUE YCTPOICTBa.

D. B 6noke uHcygdnatopa Endo Stratus C02 Insufflator oTtcyTcTBYlOT getann, 06CnyXuBaemble MOMb30BATENEM.
PemoHT wuHcythnatopa Endo Stratus CO02 Insufflator go/mkeH ocCywecTBASTLCA TOMbKO KBanUMULMPOBaHHbLIM

TEXHNYECKNM NEepCcoHa/IOM.

i E. Mpu BKNIOYEHUN MHAMKATOPA, NPeAynpeXaatolero o HM3KOM fAaBneHun, 3ameHnTe 6annoH CO2KaK MOXHO CKopee
BO M36exaHve noTepu paboTocnoco6HOCTK.

F. Ons obecreyeHns GbICTPOro AOCTyNa BCErAa XpaHUTe 3amacHoii NosHblii 6annoH CO2 psaoM ¢ MeCTOM MpoBeAeHUs
npoueaypbl.

G. Bcerga xpaHute 6annoH CO2B BepTHUKabHOM MOMOXEHWUW BO U36eXaHKUe NonafaHus XUAKOCTU B GMOK.
H. 3anpeLyaeTcs NCMoNb30BaTh YCTPOMCTBO, ECIN KOXYX MOBPEXAEH, UM €CM LeNOCTHOCTb KOXKYXa HapyLleHa.
I. 3anpelyaeTcs BKOUYaTb YCTPOWCTBO [0 03HAKOM/IEHMS CO BCEMM pa3fenaMu JaHHOro PyKOBOACTBA.

J. MeauuuMHcKoe  aneKTpuyeckoe o6opygoBaHuWe  TpeGyeT  0COGbIX Mep  NPefoCTOPOXHOCTU  KacaTe/lbHO
3N1eKTPOMArHUTHON COBMECTMMOCTH, €ro HeobXoAuMOo YCTaHaB/MBaTb W BBOAWUTL B 9KCM/yaTalMio B COOTBETCTBUN C
MH(opMaLmeli 06 3/1IeKTPOMArHUTHO COBMECTUMOCTM, CoAepxKallelics B Pasgene «Mepbl NPeaoCTOPOXHOCTU,

K. MopTaTMBHOE ¥ MepeHOCHOEe Pafiuo4acTOTHOe 060pYyA0BaHWe CBS3M MOXET OKas3aTb BO3fEWCTBME Ha MeAMLMHCKOE
3NeKTpuyeckoe 060pyaoBaHMe. 3anpeLiaeTcs noABepraTb YCTPONCTBO BO3AENCTBUIO MCTOUHNKOB 3/1EKTPOMArHUTHBIX
nomex, Hanpumep, 06OpyAoBaHWE [N1s KOMMbIOTEPHOW Tomorpagmu, o6opyfAoBaHWe AN AWAaTepMUM, COTOBbIE
Tened)oHbl, PaaMoMEeTKU UK METaNONCKATEeNN.

12. M'apaHTUpPOBaHHbIe MPON3BOAUTENIEM 3HAYEHWNSI OCHOBHbIX MapameTpoB, XapaKTepucTuk
(cBoiicTB) MW.

ane KTPUYECKNE XapaKTEPUCTUKN

HanpskeHne Ha BXoje: 100-240 B nep. ToKa
YacToTa Ha BXoje: 50-60 I'y,
82 BA
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MeHsiiTe nnaBkue npeaoxpaHUTeNn TOJ/IbKO Ha Takon e
T™Mn nnaBKNX npe,qoxpaHVlTeneVl, C TakKuMun Xe
HOMUHa/IbHbIMN XapPaKTEPUCTUKaMW.

IEC-60601-1, IEC-60601-1-2, IEC-60601-2-18

KnaccutmKaups; Knacc 1Tun BF
[nacc IP (Knacc 3awuTbl OT NPOHUKHOBEHS 1P24
arpsisHeHNi):

(HAIMAHVIE:

lagéxHocTb 3a3eMIEHWSI rapaHTUpyeTcs TOMbKO MNpy  MOAK/MNKYEHMUM K pPO3eTKe, 0603HayeHHoW “[ns
WeIVLMHCKOro UCMnosib3oBaHnA™

JlexaHn4eckme xapakKTepucTuKu

‘abapuUTHbIE pasMepbl:

BblicoTa: 121 MV

LLivpuHa: 197 mm*

ny6uHa: 349 MM
Bec: 4.8 Kr

bpakTepuctnkn COr

KayeHWsi CKOpOCTM CBOGOAHONO MOTOKa (MaKCUMasibHbIi HeAPOCCEIMPOBAHHbIN BbIMYCK B CUCTEMY XKeNy404HO-
VLLIEYHOrO 3HA0CKOMA):

(acTpoiika nepeaHeit naHenu

[vBkoe 3HaueHWe: 1.4n/MuH
theHee 3HaYeHwe: 2,4n/MuVH
ML COKOe 3HaYeHMe: 3,50/MUH

KaueHWe pacxofa B XKe/yaouHo-KMLWeYHOM 3HAOCKoMe (MpUGan3nTeNbHble 3HAUEHMS pacxoda Ha BbIXoge
BNYA0UHO-KMLLIEYHOT0 3HAOCKOMA):

[acTpoiika nepeaHel naHenm

N3KOE 3HAYEeHUE: 0,6-0,9 n/mnn*
pesnHee 3HayeHue: 1,2-1,4 n/mnuH*
bICOKOE 3HaYeHue: 1,5-1,8 n/MuH*

OTK/MOHEHVSt UICTUHHOTO 3HAYEeHUSA CKOpoCTH CBO60,CI|HOFO NMOTOKa OT BbICTaB/IEHHOTO (pacxo,q rasa):

acTpoiika nepeaHeii naHenm
V3KOE 3HaUeHMe:

peaHee 3HaYeHme:

bICOKOE 3HaYeHMe:
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MeHsliTe nnaBkue npeaoxpaHUTenn TONIbKO Ha TaKon xe
TIn nnaBKNX I'Ipe,ﬂ,OXpaHVITenBVI, c TaKNMun Xe
HOMUHaIbHbIMN XapaKTEPUCTUKaMW.

epTUnKaHNs: IEC-60601-1, LLIC-60601-1-2, IEC-60601-2-18
naccupukaums: Knacc 1Tun BF

nacc IP (Knacc 3almTbl OT NPOHUKHOBEHUSA 1P24

IrpsizHeHwMi):

HUMAHWE:

[agéxHOCTb 3a3eMNeHMs  rapaHTUpYeTcA TOMbKO NPW  MOAK/MIHYEHMUM K PO3eTKe, 0603HayeHHOW “[nA
eAVULINHCKOro 1Ccnofib3oBaHua™

lexaHMYeckme XxapaKTepuUcTmuKun

abapuTHble pasMepbl:

BbicorTa: 121 mm

LLinpuHa: 197 mMm

ny6uHa: 349 mm
Bec: 4.8 Kr

apakTepucTuky CO?2

HaueHUs1 CKOPOCTY CBOGOAHOI0 NMoToKa (MaKCUMasbHbIi HeAPOCCENTMPOBAaHHbIV BbIMYCK B CUCTEMY XKe/ly404HO-
MLLEYHOro 3HA0CKOMA):

acTpoiiKa nepegHeli naHenn

M3K0e 3HaYeHue: 1,4n/MuH
peaHee 3HayeHue: 2,4n/MnH
bICOKOE 3HAYEHME: 3,50/MuH

HaueHVe pacxoda B XKenyAoUYHO-KULLEYHOM 3HA0cKoMe (MPUGAM3NTeNbHbIE 3HAYEHWST PacXofa Ha BbIXOAe
e/lyJ0H4HO-KMLLIEYHOr0 3HA0CKONa):

acTpoiiKa nepegHein naHenn

N3K0e 3HaYeHue: 0,6-0,9 n/MuH*
peaHee 3HaYeHue: 1,2-1,4 n/muH*
bICOKOE 3HAYEeHUE: 1,5-1,8 n/MuH*

TK/TIOHEHNA UCTUHHOIO 3Ha4YeHNA CKOPOCTU CBO6OAHOFO NMOTOKa OT BbICTaB/IEHHOTO (pacxo,u, rasa):

acTpoiika nepegHelt naHenn
M3KOe 3HaueHue:

peaHee 3HaueHUe:

bICOKOE 3HaYeHNe:

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



BbIxogHoe CoeANHEHNE: KoHnueckuit HakoHeUYHMK JTioapa

BxogHoe coeiHeHNE: BX0fALWMIA KOHLEBOW (UTUHT C pa3BasibLOBKOR JT°

Harpesatens CO2: 20 BT, BCTPOEHHbIA, CKBO3HOM

TemnepaTypHbIMK JaT4MKamm

TemnepaTtypa CO2Ha BbIX0oje: 37“C (+3®C)
Paboyee faBfieHue:
[JaBreHvie Ha BXofe: 13 100kMatx HOkMa (MakcumasnbHOE)

172,4kMat 0,5kMa (MWHUMaNbHOE)

ayenunpyrowmmm

*on faBneHnn 172,4kMa 3aropuTca CBeTOBAs CUMTHaNM3aUUs HWU3KOTO [aBNeHUs HECMOTPS Ha TO, 4TO 6/10K 6ygeT
obecneurBaTb nojady. PekoMeHAyeTCcsi BOCCTAHOBUTbL nojauvy CO02(3aMeHMTb 6GannoH) npu BKIOUYEHWW CBETOBOM

CUrHanmsaumn.

330aHHOE 3HaYeHue perynaropa 55,16kMa (MWHUMaNbHOE)
[IBBIIEHS:

BHyTpeHHWIA CNYCKHO < 82,74kMNa

MPeAOXPaHNTE bHBIA KNnarnaH:

[vianasoH 3Ha4YeHNI BbIXOAHOTO AaBneHuns: oT 75 klMa go 106 kMa
MoluHocTb NogorpesaTens Bofbl: He 6onee 20 BT

TpeboBaHUsA K OKpyxatoLeli cpege:*

*BMU
Pa6ouas Temneparypa: 0T 16®70 24RC (0T +61®Pgo 75®F)
Pabouas OTHOCUTeNbHAsA BAKHOCTb: oT 30% fo 70% 6e3 0bpa3oBaHNs KOHAeHcaTa
Pabouee faBneHue: oT 75 klMa go 106 kla
Temnepartypa XpaHeHus: oT -50RC g0 50RC (0T -58®Pao 122RP)
OTHocHTeNbHAsA BNXXHOCTb MPUY XpaHeHUW: oT 10% [0 98% 6e3 06pa3oBaHuMsi KOHAeHCaTa
[JaeneHvie npy xpaHeHUU: 70 kMa - 106 klMa

XapaKTepucTVKA U3enust:

BHyTpeHHMIA HarpeBaTesib CO2ypansieT XonogHblin CO2

B/loYaeT YCTPOWCTBO YMpaBneHWUs [LOMOMHUTENbHOrO HarpesaTens BOAAHOrO 6GanfioHa A1 NoAAepXaHus
TemrepaTypbl BoAbl, 6IM3KOI K TemnepaType Tena.

MOXXHO yCcTaHaBMBaTb Ha MppUraumMoHHbIin Hacoc ENDO STRATUS.

CTaHAapTHbIA KOHYCHBbIA HAKOHEYHWK JTio3pa.

Vicnonb3ytotcs uunmHapel CO2pasmepa “D” unm “E”.

[JonyckaeT nogayy u3 HacTeHHoro 6annioHa CO2uepe3 CTaHAAPTHBIA TUN coeguHeHus D1SS

Vicnonb3yeTtcs Npu MeHbWKUX 3HaYeHUAX aaBneHuax COT Ha BXOf4e, YeM Y BO0/bLUMHCTBA aHaNorMyHbIX 6/10K0B,
Mp1 3TOM MOBbILIAETCA APPEKTUBHOCTL UCMO/b30BaHNS BaioHa.

PabotaeT ¢ ogHopasoBbiMn Tpy6bkamm ENDOSMARTCAP n T1py6kamu ENDOGATOR pana obecnedveHus
6e30MacHOCTU 11 COBMECTUMOCTMU.

XapaKTepuCTUKM 3aLLMTHbIX YCTPOIACTB
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ti;

«  [1BOliHble BCTPOEHHbIE PErYNATOPbI faBNeHUs 06ecrneymBatoT NOCTOSHHOE faBneHue.

o JloNONHNTE/bHBIA MEXaHUYECKWIA COPOC AaBneHus npu <82,74 kMa npefoTepallaeT NpesbileHne JOMYCTUMOrO
[aBneHus.

e )KénTblii CBETOBOW MHAMKATOP Ha NepeaHeli NaHenn ykasbiBaeT Ha HU3Koe aaBneHne CO2Ha BXOge.

e [lpn nepBOHa4a/lbHOM BK/OYEHWN NUTAHWS Pacxof rasa BbIK/MYEH A0 BKIOYEHWUA PYKOSATKU PerynnpoBKM
pacxofa.
e Harpeatenb CO2He 6yaeT paboTaTb 40 BK/IHOUEHUS.

MaTtepnansl n MapKu NpumMeHseMble Npu U3roTOBMIEHUW KOopryca U3genusa 1 ceTeBoro LUHypa

Ne HauMeHoBaHMe HaumMmeHoBaHua HAT
Y3en, yacTb mMaTepuanos Uau Mapka maTepuana Wi NponseoauTENA
nonyhabpukartoB
1 Kopnyc nsgenns ABS nnactuk ULTEM 1010-7101 «Polimerland Inc», CLUA
HepxaBetouwasa ctanb UNS S44100 AK Steel», CLUA
2 CeTeBOIi WHYP MonunponeneH PRONAT.03X24X47L/S ePlastics Inc., CLU A
JlaTyHb 223 Brass cleaned

USA Brass Company,
Inc., CLUA

13. TeKyuwun peMOHT
Bnok He o06cnyxunBaetcs nonb3oBaTenieM. O6paTUTeCb B LEHTP O06CNY)XXMBAHUA K/IMEHTOB W MOAyYNTE HOMeEp
paspelleHMsi Ha BO3BpaT MaTepuasnoB. Homep paspelleHus Ha BO3BpaT marTepuana AO/MKEH MMETbCA Y BCeX 6GIOKOB U

JOKYMEHTaLMN 4ns BbIMOSHEHWS HaA/eXalllero TeXHUYeCKoro Wy rapaHTUnHOro 06CMyXXMUBaHN,

14. TexHu4yeckKoe ob6CNyXuBaHue

OuncTka
» [lepep 04nCTKON ybeamnTeCh, YTO NUTaHNE 610Ka OTKIHOYEHO, M 3NEKTPUYECKMNIA LIHYP OTCOEANHEH.

» HapyXHyl MOBEPXHOCTb 6/10Ka MOXHO UYMCTUTb C MOMOLLbI0 BNaXHOW TkKaHu, 70% pacTBOpa M30MpONMA0BOro
cnupTa unu 10% pacTBOpPOM 0T6enMBaTeNs B BoAe C TPebyeMoil NepruoAuUYHOCTLIO.

e [ONf  [e3MH(ULUMPOBAHMS  HapYXXHOW MOBEPXHOCTU WCMONb3YyiTe MATKoe Ae3VH(UUMpYioLlee CPeAcTBO B
COOTBETCTBUM C UHCTPYKLUSMU N3TrOTOBUTENS.

¢ 3anpeLlaeTca UCMob30BaTh abpasnBHbIE MaTepuasbl U XXECTKME MOKOLLME CPeaCTBa.
* W3beraiite nonagaHua XXWAKOCTU BHYTPb 6/10Ka.

. 3anpeu.|,aeTc;| CTepnnnsosaTtb 610K KaKNMU-1160 UHLIMK cpeacreamu.

TexHnyeckoe 06cr|y>|(|/| BaHne

[apaHTUA Ha maTepuanbl U Ka4yecTBO MHcydgnaTopa Endo Stratus C02 Insufflator npegoctaBnsetcs Ha cpok oauH (1)
rog C WCXOAHOW fJaTbl npogaxu. Ecanm faHHOe wu3fenve BLIXOAUT M3 CTPOs M3-3a [epekTa MaTepuanoB Wm

HEHaANeXalllero KayectBa B TeUYEHWE rapaHTWiHOro nepuoga cpokom oauH (1) rog, w3fenue PeMOHTUPYeTCs Wm
3aMEHSIETCS,
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- 6epeyb OT COMHEYHbIX Jlyyeid!
-AMcTpubbroTOp
-faTa Npon3BOACTBa

- CPOK rapaHTum

- «OCTOPOXHO XpynKoe!»

JonycTUMO HaHeceHue [ONONHUTENLHOW MH(opMaLUn 06 U3aenuu:

am. VHCTPYKLMIO MO 3KCnayaTaumm

- OTHOCUTE/IbHAA BNaXXHOCTb Mpn KOTOpOVI ocyulecTBnsaeTca XpaHeHVIE/I/ICI'IOI'Ib30BaHVIE/TpaHCI'IOpTVIpOBKa n3gennAd

- jaBneHne

Paclu1(hpoBKa CUMBO/IOB U NpeAynpexaatoLMx HaaAnucei, yKkasaHHbIX Ha U3enun U MapKUpPOBKE:

CMMBOJ/T UKW Npeaynpexaanlinx Hagnucb

REF

SN

/ model

anufactured by

Water Warmer

Danger. Equipment not suitable for use in the
presence of flammable anesthetic mixture with
oxygen (Danger: lI'equipment n'est pas concu pour
etre utilise en presence d'anesthesiques inflammables
enrichis en oxygéne)

C02 Input

l \ 1900 PSI/131 Bar Maximum. Use medical

grade Co2 gas only (Maximum 1900 PSI1/131 Bar
Utiliser un gaz C02 de qualite medicale seulement)

Class 1 Type B 1P24

Warning: Grounding reliability can only
be achieved when connected to a receptacle marked
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PacwwugpoBka
Homep no katanory

CEPUUNHBIN HOMEP

Mpownssogutens

03HAKOMbTECb C MHCTPYKLMK MO NMPpUMeEHEHUIO (c
MH(popmalmeli 0 HarpeeaTenn BOASHOro 6anoHa)

OnaeHo. O6opygoBaHMe He NPUMeHsieTCs /s CMecH
NEerkoBOCM/IaMEHAOLLErocs aHecTeTUKa e
KMCNOPO/OM.

BXOJ ANA nogknwoyveHns rasa C02 (o3HaKoMbTeeb C
WHCTPYKLNEW)

MpepocTepexeHne. MakcuManbHoe faBneHue
13 100kMMa. Ncnonb3yiiTe Tonbko CO2 ra3 ans
MeLULMHCKOrO UCNOMb30BaHUS.

M3penue knacca B. Knacc 1. Knacc 3awuTbl Kopnyca
24,

3KBVII'IOT€HLI,I/IaI'IbHOCTb

MpefocTepeXxeHne: HafleXXHOe 3a3eMeHne
[JOCTUTAaeTCca TONbKO NMPMW NOACOeAUHEHUMN K PO3ETKE C
HaANUCbIo «[Ng MeANLUHCKOTO0 UCMOb30BaAHUA».



{4

«Hospital Grade». (Avertissement: la mise a la terre
peut etre atteinte seulement lorsque I'equipement est
connecte a un receptable identifle "Qualite

medicale™).
MpefocTepexeHne; MeHANTe nnaBKue
npefoxXpaHnTenn TONbKO Ha TaKol Xe TUM nnaBKux
i —2—X Warning: Replace fuses only as marked npepoxpaHuTeneli, ¢ TAKUMU Xe HOMUHANbHbLIMU
(Avertissement; remplacer les fusibles seulement tel XapaKTepucTuKamm
gu'indique)
KHonka BK/OYeHUSA
MHaonkaTtop H20
H20
Cc02 Pasbem gna nogknwyeHusa C02
MHaonkaTtop C02
002 m

17. XpaHeHue v TpaHCnopTMpPoOBKa

XpaHeHue
XpaHuTe n3genve B CyXOM MecTe, CBOGOAHOM OT Fy6uUTeNbHOro BO3AENCTBUS TeMMepaTypbl, BAXHOCTU, BEHTUNALUN,

COJIHEYHbIX ﬂyLIEVI, NbiNIN 1N BO3AyXa, coaep>kalliero cosb, 1 1.4.

Nocne TpaHCNOPTUPOBKK 06paTMTe BHMMaHME Ha ee nocneacTBuA U BO3MOXXHbIE MOBPEXAEHNA.
M3b6eraiite MecT, rae XpaHATCca XMMUYECKMNeE rnpenapatbl Un O6pa3OBbIBaETCH ras.

Bepeyb 0T NnonagaHus Bnaru.

W3genve Bbiaep>XUBaeT BO3AE/CTBME TEMMEPATYPbl 1 BAAXHOCTM BO3AyXa B MPOLECCe TPaHCMOPTMPOBaHUSA W XpaHeHUs
Ana ycnosuid no rpynne 5 (0XK4) TOCT 15150.

TpaHcnopTUpPoBKa

W3genve yknafbiBaeTcs B COOTBETCTBYIOLLYH YNakOBKY BMECTe C 3KCMayaTalMOHHOW AOKYMeHTauueid. [jonyckaeTcs
TPaHCMOPTMPOBKa BCEMM BMAAMU TPAHCMOPTA B KPbITbIX TPAHCMOPTHLIX CPEeACTBAX MpW TemMnepaTypHOM pexume Ans
ycnosuin no rpynne 5 (OXK4) FOCT 15150.

18. YTunusaumsa n TpeboBaHMS K OXpaHe OKpY>KatoLLel cpefbl

MeaunumHckue yCTpOI7ICTBa, yI'IaKOBO‘-IHbII7I Matepuan n I'IpI/ICI'IOC06J'IeHVIFI AO0/DKHbI YTUIN3NPOBATLCA B COOTBETCTBUN C
,Cl.eVICTByIOIJJ,VIM HalMOHa/IbHbIM 3aKOHO4ATe/IbCTBOM U HOPMaMMu.
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Ycnosus NPpUMEeHeHnA n3nenna - oTaeneHnsa rnékoi 3HAOCKONMNK neYvebHbIX premAEHMM.
20. TlepeyeHb HaUMOHa/bHbIX U POCCUIAEKUX CTaHJApPTOB

MepeyeHb MPUMEHAEMbIX HALMOHaNbHBIX CTaHA4apToB P® ¥ MeXAyHapoAHbIX CTaH4ApTOB C LUenbk 06ecneyeHuns
6e30macHOCTU, 3(h(eKTUBHOCTU M KAYeCTBa, a TakxKe CTaHAapTbl ¢ MeTogaMu KoHTpons; FOCT P® 2.601-2013, TOCT P
50444-92, TOCT P 50267.0.2-2005,MY 287-113-98, no NOCT 15150, FOCT P 50267.0-95, P/ 50-707-91, TOCT P
50267.18-94, AupekTnsa 93/42/EEC, 1SO 13485:2012.

M3roToBneHne NpogyKra OCYLLeCTBASETCS B COOTBETCTBUM C [AupekTusoi 93/42/EEC ot 14.11.2013 r., NpunoxeHue 2
4ns usgenuii knacea 2a

21. TlepeyeHb AaHHbIX 0 MEXAYHAPOAHbIX CepTUhMKaTax 1 AeKnapaunini COOTBETETBUS

- CepTudmkat 1SO 13485:2003 ot 15.04.2014r.
- CepTudumkat cootsetcTBua anpektuse EC 93/42/EEC o1 14.11.2013 r.

- Jeknapauus cootsetcTemm oT 19.06.2014 r.

- CepTuukaT MHOCTPaHHbIM NpaBuTenbcTBam 0T 07.05.2014
22. T[apaHTWliHble 06a3aTeNbCTBA

apaHTUIiHbIA CPOK IKCMyaTauun - 1 rof, ¢ UCXOAHON faTbl Npofaxkn. Ecnu faHHoe W3fenue BbIXOAMT U3 CTPOS U3-3a
JeheKTa MaTepuanoB WM HeHaA/Iexallero KauecTBa B TeUeHWEe rapaHTUMHOrO nepuoaa CPoKoMm oavH (1) roa, usgenve
PEMOHTUPYETCS WM 3aMEHSIETCS.

M3roToBMTENb FapaHTMPYeT COOTBETCTBME W3AENUsS TPeGOBaHUAM TEXHWUYECKOH [OKyMeHTaUuu npu cobnioaeHun

YCNOBWIA 3KCNNyaTaLun, TPaHCNOPTUPOBAHUSA 1 XPaHEHWS.
A Mpy BO3HUKHOBEHUW FapaHTUIAHOFO CiyYas, HEO6XOAMMO 06PaTUTLCS K O(ULMaNbHOMY ANCTPUGLIOTOPY Ha TEPPUTOPUM

Poccuitckoii ®epepaummn, komnaHun OO0 «3Hao CTtape»:

197101 , r. CankT-lMeTepbypr, bonbwas MoHeTHas, 4.27, nuT.A, nom. 12H, Ten/dakc: 8-800-555-56-57
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23. Tabnuua 3neKTPOMarHUTHOM COBMECTMMOCTW

Ta6I'II/ILI,bI 3/IeKTpoOMarH NTHON COBMECTUMOCTH

) Tabnunuya 1- PykoogcTtso u deknapaums M3FrOTOBUTENA no INEKTPOMAITHUTHBIM N3NYYEHUAM
¥J ans scero MEAMLUMNHCKOIO OBOPYAOBAHUA n MEAVNUMNHCKNX CUCTEM

PYKOBOACTBO 1 [ieKnapaLus U3roToBUTens - SNeKTPOMarHUTHbIE U3YyYeHUs

MpoBepKa BENNYUHbI

CooTBeTCTBUE
N3ny4YeHns

Pagunounsnyyeruve
CISPR11 pynna 1
PagmonsnyyeHve
CISPR11 Knacc A
["apMoHuMKa
IEC 61000-3-2 Knacc A
dnvkep c
IEC 61000-3-3 00TBETCTBYET
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JneKTpoMarHuTHas cpefa - PyKoBOACTBO

PagmoyacToTHas  3HEPruMs  UCNOMb3yeTcs  TONbKO AN
BHYTPEHHel (yHKUMU. T03TOMY paguon3NlyyeHne OueHb
HE3HaUNTeNbHO W BEPOSTHO He €034acT MoMmex Ans
HaxoAsALLerocs psi4oM 3/1eKTPOHHOT0 060PYyA0BaHMS.
MoAxodAuT ANS  WCMONb30BaHMS BO BCEX YUPEXAEHMUSX,
OTNMYHBIX OT 6bITOBbIX YUPEXAEHWI, TakuM 06pasoMm,
JaHHOe YCTPOWCTBO MOAK/IOYAETCS HEMOCPeACTBEHHO K
HU3KOBO/IbTHOW  CETM  MUTaHWS  O6LIEro  Mosb3oBaHus,
o6ecneunBaoLLeit 3NeKTPOCHaBXeHne CTPOEHNIA,
MCMOMb3YEMbIX B 6bITOBLIX LIENSX.



Tabnuua 2 - PykoBoacTBo u [leknapauns 3rOTOBUTENS no S/IEKTPOMATHUTHOM YCTONUYMBOCTW gns

scero MEAVNLIMHCKOIO OBOPYJOBAHNA n MEQNLIMHCKUX CUCTEM

PYKOBOACTBO W [ eknapauus n3rotoButens - SNeKTpoMarHuTHas ycTolunBOCTb

lMpoBepka Ha
MOMEeX0yCTONYNBOCTb

CTtaTunyeckoe
3NEeKTPNYECTBO
EN/IEC 61000-4-2

MWKpOCeKYHHble
UMMYNbCHblE MOMEXM
EN/IEC 61000-4-4

MepeHanpsKeHne/CBEPXTOK
EN/IEC 61000-4-5

KpaTkoBpeMeHHble
MOCafik1 HanpsxeHus /
BbinageHne HanpsKeHus
EN/IEC 61000-4-11

MpoMblWwneHHas vyactoTa
50/60Iy,

MarHuTtHoe none
EN/IEC 61000-4-8

YpoBeHb
TeCcTMpOBaHUSA
EXNEC 60601

+6 KB KOHTaKT
+8 kB B0O3ayX

+2kB ceTb
+1 KB BX0Abl/BbIX0AbI

+1kB
AnddhepeHuymansHoe
+2 KB obuee

KpaTkoBpeMeHHas
nocagka >95% gna 0,5
umKna

KpaTkoBpeMeHHas
nocagka 60% pna 5
LIMKOB

KpaTkoBpeMeHHast
nocagka 30% ansa 25
LIMK/I0B

KpaTkoBpeMeHHas

nocagka >95% pna 5
CeKyHA

3 Am

YpoBeHb
COOTBETCTBUSA
TpeboBaHMAM

I'IOMeX0yCTOI7I‘—II/IBOCTVI

+6 KB KOHTaKT
+8 KB B0O3ayX

+2KB ceTb
+1 KB BX0Abl/BbIX0AbI

+1 kB
AntdhepeHumnanbHoe
+2 KB obuyee

KpaTkoBpeMeHHas

nocagka >100% pgna 0,5

uMKna
KpaTkoBpeMeHHas
nocagka 60% ans 5
LIMK/I0B
KpaTkoBpeMeHHast
nocagka 30% pans 25
LMKNOB

MNpumeyaHue 1

3 A/m

ONeKTpoMarHmTHas
PykoBogacTeo

cpega

Mon fomkeH 6bITh fePEBAHHBIM,
GETOHHbIM W/ BbIOXEH
KepaMnyeckoli nanTkoi. Ecnm non
CUHTETUYECKUIA, OTHOCUTENbHAA
BNAXHOCTb A0/DKHA 6bITb HEe MeHee
30%.

KayecTBO 371€KTPONMTaHNS OT CETH
[,O/MKHO COOTBETCTBOBATL KaueCTBY
3NEKTPONUTaHNSA OT CeTU B
MPOMbILLIEHHO-X03ANCTBEHHBIX UM
60/IbHUYHbIX YC0BUSIX.

KauecTBO 3N1eKTpONMTaHUs OT CeTH
[O/MKHO COOTBETCTBOBAThL KauecTBy
3NEKTPONUTaHNSA OT CETU B
NPOMbELLNEHHO-X03AACTBEHHBIX WU
60/IbHUYHbIX YCTOBUSAX.

KauecTBo 3/1eKTponNuTaHus OT CeTu
[OMKHO COOTBETCTBOBATL KayecTBY
3NeKTPONUTaHNA OT CETU B
MPOMBILLIEHHO-X03SIMCTBEHHBIX WK
60MbHUYHbIX ycnoBuax. Ecim
nonb3oBaTeNto TpebyeTcs
HenpepbIBHas 3KcnayaTayms npu
nepeboe 3NeKTPONUTaHNS,
peKoMeHAyeTCs NOAKNYaTh K
NCTOYHUKY BecnepeboiiHOro
MUTaHWUS WU aKKYMYNSATOPHOW
6atapee.

MarHuTHble nons I'IpOMbIIJJfIEHHOVI
4acTOoTbl AO/DKHblI COOTBETCTBOBATb
CTaHAapTHbIM MarHUTHbLIM MNOMIAM
I'IpOMbILIJJ'IeHHOVI 4acToThbl B
I'IpOMbELIJI'IeHHO-XO3HVICTB€HHI:IX nnn
60NbHUYHbIX YyCnoBuax.

MpumeyaHne 1 VcnbITbiBaeMOe 06OpPYAOBaHWE OTKAOUAeTCs, WM onepaTop AO/DKEH Mepes3anycTUTb ero BPy4Hylo B
TeueHue 5 ceKyHp nocne nepe6os CETeBOro MUTaHKA Mep. Toka.
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Tabnuua 2 - PykosogcTso u [eknapauus M3rOTOBUTENA no SNEKTPOMATHUTHOW YCTOMUYMBOCTU gns

Bcero MEAVLUMNHCKOIO OBOPY AOBAHNA n MEAVLNHCKWNX CUCTEM

PYKOBOACTBO 1 [leknapauus u3rotoBuTens - NeKTPpoMarHUTHas yCToMYMBOCTb

lMpoBepka Ha
NMOMEeX0yCTONYMNBOCTb

CTtaTunueckoe
3M1EKTPUYECTBO
EN/IEC 61000-4-2

MWKpOCeKyHAHbIe
VMNYNbCHblE MOMEXM
EN/IEC 61000-4-4

MepeHanpsXeHne/CBEPXTOK
EN/IEC 61000-4-5

KpaTkoBpemeHHbIe
MocazKn HanpshkeHus /
BbinageHue HanpsKeHus
EN/IEC 61000-4-11

lMpoMblIlWneHHas YacToTa
50/60ry,

MarHutHoe none
EN/IEC 61000-4-8

YpoBeHb
TeCcTMpOBaHMA
ENHEC 60601

+6 KB KOHTaKT
+8 KB BO3ayX

+2kB ceTb
+1 KB Bx0Abl/BbIX0AbI

+1kB
AnddepeHymansHoe
+2 KB obuee

KpaTkoBpeMeHHas
nocagka >95% gna 0,5
umKna

KpaTkoBpemeHHas
nocagka 60% gna 5
LMKNOB

KpaTkoBpeMeHHast
nocagka 30% pna 25
LIMK/I0B

KpaTKoBpeMeHHas!

nocagka >95% nna 5
CEKYH],

3 Alm

YpoBeHb
COOTBETCTBUSA
TpeboBaHUsAM
MOMEeX0yCTONUNBOCTH

+6 KB KOHTaKT
+8 KB BO34yX

+2kB ceTb
+ 1 KB BX0Abl/BbIX0AbI

+1 kB
AnddepeHymanbHoe
+2 KB o6uyee

KpaTkoBpeMeHHast
nocagka >100% pgna 0,5
uMKna

KpaTkoBpeMeHHast
nocafka 60% ansa 5
LMKNOB
KpaTkoBpeMeHHast
nocagka 30% gnsa 25
LIMK/I0B

MpumeyaHve 1

3 A/m

JneKTpoMarHuTHas
PykoBogacTeo

cpega -

Mon foMKeH 6bITb AePeBAHHLIM,
GETOHHLIM UK BbINOXEH
KepaMunyeckoi nauTkoir. Ecam non
CUHTETUYECKMIA, OTHOCUTE/NbHAS
BNaXXHOCTb A0/MKHA 6b[Tb He MeHee
30%.

KauecTBO 3anekTponuTaHus oT ceTut
[O/MKHO COOTBETCTBOBATL KayecTBy
3MeKTPONUTaHNA OT CETU B
MPOMbILLEHHO-X03AACTBEHHbIX UK
60/bHNYHbIX YCMOBUAX.

KauecTBO 3nekTponuTaHus oT ceTu
[O/MKHO COOTBETCTBOBATH KayecTBy
3NeKTPONUTAHNA OT CETU B
MPOMbCLUEHHO-X03AACTBEHHbIX UK
60/IbHUYHbIX YCOBUSX.

KauecTBO 31eKTpoNUTaHus 0T CETK
[LOMKHO COOTBETCTBOBATHL KAaYeCTBY
anekTporUTaHWs oT ceTu B
MPOMBILLUNEHHO-X03SIACTBEHHBIX U/
60/1bHNYHbIX YCnoBusX. Ecnu
nonb3oBaTento TpebyeTcs
HernpepbiBHasA aKcnayarTauus npu
nepeboe 3NeKTPONUTaHNS,
peKkoMeHAyeTCs NOAKNYaTh K
NCTOYHUKY BecnepeboiiHOro
MUTaHNS WU aKKYMYNSTOPHOW
6aTapee.

MarHuTHble nons I'IpOMbILIJI'IBHHOVI
4acTOTbl AO/HKHbLI COOTBETCTBOBATb
CTaHAAPTHLIM MarHUTHbLIM MOMIAM
I'IpOMbILIJJ'IeHHOVI 4acToThbl B
I'IpOMbILIJI'IEHHO-XO3F|I7ICTBEHHI:IX nn
60NbHUYHbIX YyCnoBuax.

MpumeuaHne 1; McnbiTbiBaemoe 060pyAOBaHME OTKAHOYAETCS, U OMepaTtop [O/KEH MNepe3anycTuTb ero Bpy4HYH B
TeueHue 5 cekyH/ Mnocne nepe6os CETEBOro NUTaHMs nep. TOKA.
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25. PyKoBO/CTBO M fleKnapaums U3roToBUTeNst No 3/IeKTPOMarHUTHOW YCTORUYMBOCTY Ais
MeaNLMHCKOro 060pyA0BaHUN U MeAULNHCKNX CUCTEM, He SIBNSIOLLMXest 060pyL0BaHNEM

WM CUEeTEMOW XXU3HeobecrneyueHns
<

Tabnuua 4 - PykoBoacTeo v [Jeknapauns M3rOTOBUTENSA no S/IEKTPOMAMHUTHOW YCTONUYMBOCTU
Ona MEAVNUMHCKOIO OBOPYAOBAHNA n MEAVLUNHCKNX CUCTEM, He asnatowmuxcs ObOPYJOBAHVEM
W CUCTEMOW XXWU3HEOBECTEYEHUSA

PYKOBOACTBO U [eKknapaLus U3roToButens - NeKTPoMarHMTHas yCcToiuMBOCTb

lMpoBepka Ha YpoBeHb YpoBeHb 3nekTpomMarHuTHas cpega
NMOMEX0yCTOMUYMBOCTb  TecTupoBaHuss ENAEC cOOTBETCTBUSA PykoBoacTso
60601 TpeboBaHUAM
NMOMEeX0YyCTONUYMBOCTH

MexXay NopTaTUBHBLIM W NMEPEHOCHbLIM
060py0BaHNEM CBS3W HEOGXO0ANMO
BblAEPXKMBaTb MUHUMAbHOE
paccTosiHue, BblUMCneHoe/yKasaHHoe
HIKeE:

D=(3,5A"1)(kb. KopeHb P)

D=(3,5/E1)(kb. KOpeHb P)
o1 80 o 800 MI'y,

3B (3)B
(cpepHekBagpatuyeckoe  (CpefHekBagpaTUYHOE
HaBeéHHble HanpsxeHue) HanpskeHue)
paguoBo/Hb[/nomexm o1 150 kI'y go 80 MIy,
EN/IEC 61000-4-6 D=(7/E1)(kb. KOpeHb P)
0T 800 My o 2,5 Iy,
"oe P - makc, mowHocTb B BatTax, a
3B (3)B/m D-pekomeHAyemoe paccTosiHue B
M3nyyaemble (cpepHekBagpaTUyecKoe MeTpax.
paAnoBO/IHbI HanpskeHue)
EN/IEC 61000-4-3 ot 80 MI'y go 2,5 I'ry, Hanps»XéHHOCTbL nong, co3faBaemas

nepefaTynkamu, onpejensemas
31EeKTPOMarHUTHbIM UCCNef0BaHMEM
naowankn, He JOMKHA NPEBbILATh
YPOBHM COOTBETCTBMSA TPeO6OBAHUAM
nomexoyctoumsocTu (VI un EL).

Ps0M ¢ 060pyf0BaHNEM, VMEIOLLUM

nepeaaTynK, MOTYT BO3HUKHYTh
nomexu.
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26. PekomeHayeMoe paccTosiHve MeXay NopTaTUBHbLIM M NePEHOCHbIM 060pyA0BaHNEM CBSA3M 1
060pyaoBaHNEM, HE SBASAIOLLIMMNCA 000pyA0BaHNEM WK CUCTEMOI XN3HeobecneUveHns

Tabnua 6 - PekoMeHzyemble PacCTOAHWUS MEXAY MOPTaTUBHBIM W MEPEHOCHbIM 060PY/A0BaHMEM CBA3N 1
OBOPYNOBAHWEM, He asnaowmummcs ObOPYJOBAHNEM VTN CUCTEMOW XXN3HEOBECTIEYEHWA

Makc, MOWHOCTb Ha PaccTosHue (m) PaccTosHue (M) PaccTosHue (M)
Bbixoge (BT) o1 150 kMY go 80 MTIy, oT 150 kI'y, go 80 My, oT 150 kI'y, go 80 MTy

D = (3,5A"1)(kB.KopeHb P) D = (3,5/E1)(kB.kOpeHb P) D = (7/E1)(kB.KOpEHb P)

0,01 0,1166 0,1166 0,2333
01 0,3689 0,3689 0,7378
1 1,1666 1,1666 2,3333
it
10 3,6893 3,6893 7,3786
100 11,6666 11,6666 23,333
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MepeBogunk I"oHYapeHKo Mapua AnekcaHjpoBHa:
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