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GOFlO Purm Instructions for Use

Pump for Arthroscopy A12?

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



These instructions for use contain information that is subject to
copyright. All rights reserved. These instructions for use may not
be photocopied, duplicated on microfilm, or otherwise copied or
distributed, completely or in part, without the approval of
W.0.M. WORLD OF MEDICINE GmbH,

We reserve the rightto technical changes without prior notification due to the
continuous further development of our products. Function or design may par-
tially differ from the description in the instructions for use. Please contact us
for additional information about this or any of our other products.

Some of the parts and equipment referred to in these instructions for use are
associated with registered trademarks but are not identified as such. Itshould
therefore not be assumed thatthe absence ofthe trademark symbol indicates
that any given designation is not subject to trademark protection.

Users ofthis product should not hesitate to pointout to us any errors or issues
concerning these instructions for use.

Copyright ©W.0.M. WORLD OF MEDICINE GmbH

W.O.M.WORLD OF MEDICINE GmbH
SalzuferS
Id 10587 Berlin,Germany
Phone:  +49 30 39981-550
Fax: +493039981-545
E-mail:  info.berlin@wom.group
Distributor
Endoscopy
Smith & Nephew Inc.
150 Minuteman Road
Andover, MA 01810 USA
T +1978 749 1000 |F+1 978 749 1108
Cust. Service +1 800 343 5717
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Important User Notes

1 Important User Notes

Read the instructions for use carefully and become familiar with the operation
and function of the device and the accessories before use during surgical proce-
dures. Non-observance of the instructions listed in this manual can lead

« to life-threatening injuries of the patient,
« to severe injuries of the surgical team, nursing staffer service personnel, or
« to damage or malfunction of device and/or accessories.

The manufacturer reserves the right to modify the appearance, graphics, and  Subject to technical changes
technical data of the product through continued development of its products.

The words WARNING, CAUTION and NOTE carry special meanings. Sections  Please note
marked with these words must be given special attention.

WARNINCI
The safety and/or health of the patient, user, or a third party are at risk. Comply
with this warning to avoid injury to the patient, user, or third party.

CAUTIONI
These paragraphs Include Information provided to the operator concerning the
intended and proper use of the device or accessories.

NOTEI
These paragraphs contain information to clarify the instructions or provide addi-
tionai useful information. I I I
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Safety Information

Federal Law (only for U.S. market)

Exclusion of liability

Authorized service technician
Intended use

Care and maintenance

Contamination

Waste management
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2 Safety Information

CAUTION: Federal Law restricts this device to sale by or on the order of a physi-
cian.

The manufacturer is not liable for direct or consequential damages, and the war-
ranty becomes null and void if:

the device and/or the accessories are improperly used, prepared, or main-
tained;

the instructions and rules in the instructions for use are not adhered to;
unauthorized persons perform repairs, adjustments, or alterations on the de-
vice Or accessories;

unauthorized persons open the device;

the prescribed inspection and maintenance schedule is not adhered to.

The handing over of technical documents does not constitute authorization to
make repairs or alterations to the device or accessories.

WARNING: Modifying the device CoFlo Pump is not permitted.

Only an authorized service technician may perform repairs, adjustments, or al-
terations on the device oraccessories and use the service menu. Anyviolation will
void the manufacturer's warranty. Authorized service technicians are only
trained and certified by the manufacturer.

The device may be used only as intended.

The service and maintenance of the device and its accessories has to be carried
out as per instructions to ensure the safe operation ofthe device. Forthe protec-
tion ofthe patient and the operating team, check that the device is complete and
functional before each use.

Maintenance of the device may not be performed during the operation.

Before shipping, decontaminate device and accessories in order to protect the
service personnel. Followthe instructions listed inthis manual. Ifthis is not pos-
sible.

the product must be clearly marked with a contamination warning and
isto be double-sealed in safety foil.

The manufacturer has the right to reject contaminated products for repair.

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. Please contact the manufacturer or an accordingly authorized disposal
orwaste management company for further information.

2.1 Hazards

WARNINCI

Technique and procedures

Only the physician can evaluate the clinical factors involved with each patient
and determine K the use of this device is indicated. The physician must deter-
mine the specific technique and procedure that will accomplish the desired clin-
ical effect.



Safety Information

WARNING!

Check all factory settings

Factory settings are not mandatory settings for the physician. The physician is re-
sponsible for all settings affecting the surgical procedure.

WARNINCI
Original accessories
For your own safety and that of your patient, use only original accessories. A

WARNINCI

Not explosion-proof

The device is not explosion-proof. Do not operate the device in the vicinity of ex-
plosive anesthetic gases and not in the vicinity of oxygen-enriched environ-
ments.

WARNINCI

Risk of electrical shock

To prevent electrical shock, do not open this device. Never open this device your-
self. Refer servicing to qualified service personnel.

WARNINCI

Professional qualification

The Instructions for Use do not include descriptions or instructions for surgical
procedures/techniques. Itis not suitable for training physicians in the use of sur-
gical techniques. Medical peripherals and devices may be used only by physi-
cians or medical assistants with the appropriate technical/medical qualifications
working under the direction and supervision of a physician.

WARNINCI
Functional test
The functional test must be performed prior to each surgery.

WARNINCI

Sterile mediums and accessories

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

WARNINCI

Replacement device and accessories

Incase the device or any of the accessories fail during surgery, a replacement de-
vice and replacement accessories should be kept within close proximity to be
able to finish the operation with the replacement components.
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Safety Information
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WARNINCI

Device-inherent dangers

Read the warnings specific to this device in chapter 3-2 "Device-inherent Dan-
gers”.

WARNINCI
Cleaning the device
Do not sterilize the device.

WARNINCI
Condensation / Water penetration

Protect device from moisture. Do not use if moisture has penetrated the device.

WARNINCI
Replacing fuse
Replace the fuse only with a fuse of the same type and rating.

WARNINCI

Falls and crashes

Place the device on a stable and level surface. Cables must be laid safely. Tubes
between the device and the patient must not create any obstruction.

CAUTION!

Electrical Interference

(See Chapter 13 "Electromagnetic Compatibility'). Care was taken duringthe de-
velopment and testing of this device that electrical interference from this device
or other devices or instruments was practically eliminated. However, if you still
detect or suspect such interference, 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!

Use of other accessories, other transducers and cables

The use of accessories, transducers, and cables other than those specified, with
the exception of transducers and cables sold by the MANUFACTURER of the ME
EQUIPMENT or ME SYSTEM (see Chapter 16 "Clossaiy") as replacement parts for
internal components, may result in increased EMISSIONS or decreased IMMUNI-
TY of the ME EQUIPMENT or ME SYSTEM.

CAUTION!

ME Device in Rack

The ME device may not be used when stacked or stored directly adjacent to or
with other devices. If it should be necessary to operate the device close to
stacked with other devices, the ME device or ME system should be monitored to
ensure it works properly as configured.



Purpose

3 Purpose

3.1 Application Scope

The product GoFlo Pump Isan irrigation pump for diagnostic and /or surgical ar-  Intended use
throscopic procedures. Such procedures may include:

« Ligament injuries
« Meniscus injuries
« Cartilage injuries
« Operation planning and re-examination

The irrigation pump serves to distend and irrigate joints inthe knee, shoulder, hip
and elbow, as well the wrist and ankle joint.

The user can select the desired joint pressure.

The pump attempts to reach and maintain the preset pressure inthe joint by sup-
plying irrigation fluid. Ifthe joint cannot be drained (e.g. because closed valve at
instrument), and ifthe pre-selected pressure has been reached, the pump reduc-
es the influx of fluid and attempts to maintain the preset pressure. Ifthe intra-

k articular pressure falls belowthe selected value, fluid automatically continues to
be supplied.

There are no restrictions to consider specifically concerning the patient popula-
tion.

The device is used inthe non-sterile area of a lit or darkened operating room and
can be attached with atoggle bolt to the rear side of the device on atripod, or can
be set up inan equipment rack as well. The positioning should be at the height of
the joint to be irrigated.

Use of this device to inject fluid into ajoint is prohibited whenever arthroscopyis ~ Contraindications
contraindicated. Referto your endoscope’s manual for absolute and relative con-
traindications.

Avrthroscopy is contraindicated in the following cases:

« Ankylosis
« Inflammation or bacterial contamination

The device may not be used to inject medication.
The device is not designed or intended for use with gas.

The nominal pressure can be preset to between 5and 150 mmHg. The preset  Recommended Pressure
pressure should be based on the average blood pressure of the patient to prevent

bleeding in the joint. The manufacturer recommends the following pressure set-

tings for the following application areas:

Kneejoint SO mmHg
Shoulderjoint SO mmHg
Hipjoint 60 mmHg
Elbow joint 30 mmHg
Ankle joint 70 mmHg
Wristjoint 30 mmHg

Each surgery and each patient require different parameters. The values indicated
by the manufacturer are therefore only recommendations and are not intended
to substitute or replace the expertise of the surgeon.

The max. flow is limited to 1.5 I/min on the device side and is automatically re-
duced bythe pump once the nominal pressure has been reached.
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Purpose

Clinical use
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When performing monopolar electrosurgery, only non-conductive irrigation flu-
ids may be used. Examples include glycine, sorbitol, mannitol, sorbitol plus man-
nitol, and dextran.

3.2 Device-Inherent Dangers

WARNINCI

Fluid irrigation pumps used in Arthroscopy may cause fluid extravasation into
the surrounding tissue. In severe cases, the resulting pulmonary edema may re-
sult in a serious adverse patient event which may include compartment syn-
drome, neuropraxia, tachycardia, pneumothorax, tissue tearing or nerve
compromise. Should extravasation be observed, it is recommended to reduce
pressure settings and closely observe the excess fluid build up.

WARNING!

The nominal pressure of the described device can be preset to values described
in this manual. Selectthe optimum pressure based on the patient profile, includ-
ing but not limited to blood pressure, height, weight and age. The manufacturer
recommends pressure settings for different areas of application; however these
are suggestions only and are not intended to substitute or replace the expertise
of the surgeon.

WARNINCI

In case of an overpressure situation, the here described device is equipped with
safety measures to assist in reducing the overpressure. The pump may display
warning signs and start turning the inflow spindle backwards, in an attempt to
decrease the intra-articular pressure by removing fluid from the Joint. Please re-
fer to the descriptions of various warnings described in this manual.

WARNINCI

Reprocessing of sterile disposable products

Infection hazard for patients and/or users and impairment of product function-
ality due to reuse. Risk of injury, illness or death due to contamination and/or
impaired functionality of the producti Do not reprocess the product.

WARNINCI

Instrument replacement

Stop the device using the START/STOP switch if replacing the instrument during
surgery.

WARNINCI

Set up the device in such away asto allow for easy monitoring of the display val-
ues, device functions, and access to the control elements.

WARNINCI

Device defect

Do not use this device if a defect is suspected or detected during the function
check. This also applies to obvious defects, especially defects and damage of the
power plug and power cable.



Purpose

CAUTIONI

Endoscope

The device may only be connected with endoscopes designed for and featuring
the technical specification permitting such a combined use. Any utilized endo-
scopes must comply with the most recent versions of IEC 60601-2-18 and 1SO
8600. Combining/connecting with other devices generates a medical electrical
system (MES). The system configurator is responsible for compliance with the
standard IEC 60601-1 /7 EN 60601-1 in its latest version.

WARNINCI

Fluid bags

The device is only intended for use with flexible fluid containers. Do not use glass
containers asthey might break. Fluid cannot flow quickly enough due to the vac-
uum being generated inside of the bottle. Risk of implosion.

WARNINCI

Risk of electrical shock

To avoid the risk of electrical shock, only use this device when connected to a
properly grounded power supply network.
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Initial Device Startup

Delivery inspection

Returning the device

Setting up

Power connection

Grounding contact

Only for U.S. operators

10
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4 Initial Device Startup

Always check aii parts and accessories ofthe device immediately after receiving
the shipment. The manufacturer considers only replacement claims that have
been immediately submitted or reported to a sales representative or an autho-

rized service company.

Use the original packaging material ifthe device has to be returned. The manu-
facturer is not responsible for transport damages due to insufficient or unsuit-
able packaging.

Please make sure that all required information has been supplied:

Name ofowner

Addressofowner

Device type and model

Serial number (see identification plate)

Description of defect

4.1 Preparing the Device

WARNINCI

Falls and crashes

Place the device on a stable and level surface. Cables must be laid safely. Tubes
between the device and the patient must not create any obstruction.

CAUTIONI

ME systems (Medical Electrical System)

The medical electrical device is suitable for integration in ME equipment systems
(see Chapter 13 "Electromagnetic Compatibility"). Operation of the ME device in

vicinity of non-ME devices may result in voiding the intended use of the ME de-
vice.

Place the device on aflat surface free of vibration located in a dry environment.
Theambienttemperature and humidity must meetthe requirements mentioned
in chapter 14 Technical Data.

CAUTIONI

Check to make sure the available mains voltage matches the data listed on the
type label attached to the back of the device. Incorrect voltage can cause errors
and malfunctions and may destroy the device.

Make sure the connection data and technical specifications ofthe power supply
comply with DIN VDE or national requirements. The power connection cable
must be plugged into a properly installed, grounded safety wall socket (shock-
proofsocket) (see DIN VDE 0107). Read the device label located in rear of device

(type plate) to determine the operating voltage ofthe device.

The powerconnection must be equipped with agrounding contact. Use the orig-
inal power cable (ifincluded in scope of delivery) to establish a connection be-
tween the mains wall socket and the non-heating device plug located in the rear
ofthe device.

Only use acertified (UL-listed), removable mains connection cable, type SJT, min-
imal 18 AWG, 3 leads. The plug connectors mustcomply with NEMA 5-15 and IEC
16320-C13. Grounding will only be reliable if the equipment is connected to a
corresponding hospital grade socket.



Initial Device Startup

4.2 Mounting the Pump

CAUTIONI
Do not position the device in such a way that it is difficuH or impossible to dis-
connect it from the mains power supply.

The device is designed to be suspended from a portable stand or upright place-
ment ina device rack. Installation and initial startup of the device are to be car-
ried out by a correspondingly trained service technician authorized by the
manufacturer. The device is installed horizontally with the upper side of the de-
vice pointing up. The height of the installation position of the device above the
floor should correspond with height of the joint.

4.2.1 Mounting on Stand

Fig. 4-1 Mounting on Stand

WARNING!
Please read the instruction manual for the stand before mounting the pump on
the stand.

WARNING!

The position of the device on the stand can affect the stand's stability. Ifthe de-
vice is mounted too high on the stand, the stand may tilt or topple. The user/op-
erator of the device is responsible for making sure the device cannot be tipped
over or otherwise become unstable.

1. Position the pump on the rod of the stand at the desired height, usually be-
tween 80 and 120 cm (example: Base of stand 0 = 65 cm, max. height of
h <100 cm recommended).

2. Tighten the toggle screw on the rear of the pump.

NOTE!

Make sure the toggle screw is tightened sufficiently to fasten the pump securely
in place. Also check that the toggle screw remains tightened. I I I
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Initial Device Startup
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4.2.2

Positioning in Device Rack
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Operating the Device

5 Operating the Device

51 Front of Device

Fig. 5-1 Device front

© Control foil
STARTISTCP key
"'Start"* operating mode LED
Remote operation interface

Operating states and warnings
display

® Service LED

(z)  Owerpressure LED

® "WASH" operating mode LED
® WASH Function

QO®  "Increase pressure'* key

(3D ""Decrease pressure* key
(KO "ON'operating mode LED

Familiarize yourselfwith the control and function elements at the front ofthe de- CLUl - Standoy / ON key
vice. M) Mains voltage LED

5.2 Device 5ide

Fig. 5-2 Device side
(B0 Tube retainer
3© Pressure sensor

B© Roller wheel

Familiarize yourselfwith the connection elements at the side of the device.

53 Device Rear

Fig. 5-3 Device rear
(3  Serial RS232 port
(3o Handwheel

(20)  Tripod mount
(W)  Mains socket
(2©  Fuse holder

Familiarize yourselfwith the connection elements at the rear of the device.
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Operating the Device

D

Transponder technology (RFID)

Invalidating a tube set

14
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CAnTIOM!
Comply with the relevant standards IEC 60601-1 / EN 60601-1 when combining
several devices.

5.4 Switching the Device On

1. Connectthe device with the mains power. The mains voltage LED lights up in
green (Fig. 5-1 "Device front" fu")).
Make sure atube set is NOtinserted into the tube retainer.
The "ON" operating mode LED lights up green (Fig. 5-1 "Device front"(j2)). A
device self-test is carried out automatically.
If a tube set is in the tube retainer of the device when the device is being
switched on, the display for Operating States and Warnlngs(Fig. 5-1 "Device
front" (D) depicts "— " and a warning beep is emitted once. The self-test
continues once the tube setis removed.
Ifthe device check is unsuccessful,the corresponding error messages are dis-
played on the Operating States and Warnings display ("ERROR" see chapter
15 "Error and Warning Messages").
A low volume acoustic signal (beep) indicates the device self-test completed
successfully.

55 Using the Tube Sets

The GoFlo Pump is designed to be used with adisposable tube setaswell as a re-
usable tube set (NOT FOR DISTRIBUTION IN THE UNITED STATES).

Transponder technology detects the tube type, the validity and reliability of a

tube set automatically. This eliminates any "user errors” almost entirely.

If a valid tube set has been inserted into the device ready to be operated, a low
volume acoustic signal is emitted and the Operating States and Warnings (Fig. 5-
1 "Device front" (©~) display depicts for 3 secondsthe number ofcycles remain-
ing after the current surgery (OOO for disposable tube set and for reusable tube
set during last remaining cycle, XXX for reusable tube set) (REUSABLE TUBE SETS
ARE NOT FOR DISTRIBUJION IN THE UNITED STATES).

If an approved and valid tube set is located in the device, the transponder tech-
nology automatically invalidates this tube set when the device is started. De-

pending on the tube set, this has the following consequences:

Disposable tube set:

Diiplay 000 (3 s) =>remaining cycles after this use

- The tube setcan be removed/inserted as often as desired without invalidat-
ing the tube set as long as the pump is not started.

- The tube set isinvalidated 1 minute after starting the pump.

The pump can be started/stopped as often as desired with atube set invali-
dated during the current application ifthe tube set is not removed. Once the

tube setis removed, it can no longer be used.

Ifthe inserted tube set has already been invalidated, an error message E02 is
displayed until the tube setis removed,

Ifan invalid tube set is inserted, an error message EO03 is displayed until the
tube setis removed.

Ifthe inserted tube sethas been inserted incorrectly and the pump is started,

an error message E04 is displayed for 3 seconds.

- Ifno tube set has been inserted and the pump is started, an error message
EOlis displayed for 3 seconds.

- Ifan invalid tube set has been inserted and the pump is started, E03 flashes
3times.

- If an invalidated tube set has been inserted and the pump is started, E02

flashes 3 times.



Reusable tube set (max. 20 cycles): (NOT FOR DISTRIBUTION IN THE UNITED
STATES).

Display XXX (3s)—>remaining cycles after this use

After the last remaining cycle, 000 is displayed for an additional 3 seconds

with every stop and a low volume acoustic signal (beep) is emitted.

- Thetube setis invalidated 1 minute after starting the pump.

- The pump can be started/stopped as often as desired with atube set invali-
dated during the current application ifthe tube setisnotremoved. Once the
tube setisremoved during the last remaining cycle, this tube setcan no lon-

ger be used.

Ifthe inserted tube set has already been invalidated, an error message E02 is

displayed untilthe tube setis removed.

- Ifan invalid tube set is inserted, an error message E03 is displayed until the
tube setis removed.

- Ifthe inserted tube set has been inserted incorrectly and the pum p is started,
an error message EO04 isdisplayed for 3 seconds.

- Ifnotube set has been inserted and the pump is started, an error message
EOlis displayed for 3 seconds.

- Ifan invalid tube set has been inserted and the pump is started, EO3 flashes

3times.

If an invalidated tube set has been inserted and the pump is started, E02
flashes 3 times.

NOTEI

Comply with applicable hygiene regulations when disposing of the tube set and
the fluid bags.

The device stops and cannot be restarted ifthe transponder loses its signal dur-
ing current operation (e.g. defective electronic component). Ifthe signal is auto-
maticaily restored within | second, it is possible to continue using the tube set
for additional applications.
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Fig. 5-4  Tube set elements

(Qp]

d)

® @
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Protective caps
Tap spikes
Tube clamps
Y-connector
Irrigation tube
Rollertube

Pressure chamberwith membrane
and transponder

Instrumenttube

Luer lock connector
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5.6 Usable Tube Sets Overview

Atotalof2differenttube sets can be inserted into the tube retainer on the device
side (Fig. 5-2 "Device side'Qs)). The following table lists the usability ofeach type
oftube set.

Item No. Tube category

T0449-01 Disposable tube set, Luer lock connector, and tap spikes, only
inflow

T0454-01 Reusable tube set, Luer lock connector, and tap spikes, only inflow

(NOT FOR DISTRIBUTION IN THE UNITED STATES).

Table 5-1

57 Inserting a Tube Set

The tube setis available as a disposable or reusable tube set (autoclavable) (NOT
FOR DISTRIBUTION IN THE UNITED STATES).

(See Fig. 5-4 "Tube setelements”) The tube setconsists of 3tube components, (ir-
rigation tube ® , roller tube ® and instrumenttube (8)), a Y-connector ®
and 2 tap spikes © . The tap spikes ® are used to connect the tube sections
with the fluid bags.

The Luer lock connector (9) connects the instrument tube with the instrument.

TD
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Fig. 5-5 inserting the tube set
Tap spikes
Irrigation tube
Rollertube

© Pressure chamber with mem -
brane and transponder

® Instrument tube
® Luerlock connector
Fluid Bags

Rollerwheel

oK Tube retainer

la. Disposable tube set- To be carried out by non-sterile technician; Open outer packaging
» Open outer packaging ofthe tube set.
» A sterile technician then removes the innertube set package and opens it.

Ib. Reusable tube set (NOT FOR DISTRIBUTION IN THE UNITED STATES) - Tobe car-  Open sterile autoclavable container
ried out by non-sterlle technician.

» Open the sterile autoclavable container ofthe tube set.
» Have a sterile technician to remove the tube set from the inside ofthe pack-
age.
2. To be carried out by sterile technician: Connect instrument
» Keep the Luer lock connector ® in the sterile area and hand the tube end

with the tap spikes ® to the non-sterile technician.
» Connectthe Luerlockconnector (9) with the instrument (e.g., inflow cannu-

la) .Open inflow valve at instrument.

3. To be carried out by non-sterile technician: Insert tube set
) Switch device on. Insert the tube set.
Inserting the rollertube is depicted in Fig. 5-6 "Positioning the roller tube".
) Place the rollertube ® around the roller wheel ®
» When inserting the rollertube, make sure notto damage the membranes of
the pressure chamber. Insert the pressure chamber (T) only if chamber is
not pressurized.
» Insert the unpressurized pressure chamber (f) carefully into the lower

notch ofthe tube retainer Q D up to the stop.

Connect the fluid bags (see 5.8 "Connecting the Irrigation Fluid Bags").

17

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



Operating the Device

Fig. 5-6 Positioning the roller tube
CcD Irrigation tube

® Rollertube

G) Pressure chamber

CcD Instrument tube

(Tr) Rollerwheel

cib Tube retainer

5.8

WARNINCI

The device is only intended for use with flexible fluid containers. Do not use glass
containers as they might break. Fluid cannot flow quickly enough due to the vac-
uum being generated inside of the bottle. Risk of implosion.

The fluid bags must be suspended ata heightofh between 0.7to I.O m above the
pump (Fig. 5-7 "Hanging the fluid bags").

Fig. 5-7 Hanging the fluid bags
(T) Fluid bags

G:) Tap spikes

G:) Tube clamps

The irrigation tube can take irrigation fluid from two fluid containers CD
Close both clamps atthe branches ofthe inflow tube.
Grasp the tap @at the provided handle when connecting or disconnecting.

Comply with sterile precautions when inserting the spike into a bag (optional
safe lock connection).

Open at leastone tube clamp (D atthe irrigation tube.

The surgeon hasto select an irrigation fluid suitable forthe application and med-

ical procedure.

18
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59 Device Setup

The nominal pressure can be set while the device is being operated or while Preselecting the nominal pressure
stopped. Adjust settings by tapping the PLUS Q5) or MINUS QT) key on the con-

trol foil (Fig. 5-1 "Device front”).

Tap the PLUS Qo) or MINUS OE)].(O]on the control foil to change the nominal
pressure values. Tap the PLUS Qo) or MINUS QT) key once to increase or decrease
the nominal pressure value in increments of 5 mmHg. Keeping the keys de-
pressed longerthan 1second activates scrolling in increments of 20 mmHg. Tap-

ping the keys isconfirmed with alow volume beep.

Min. nominal pressure Max. nominal pressure Factory setting

5mmHg 150 mmHg 50 mmHg

The last setvalue is notsaved. The preset factory setting is always restored when

the device is restarted.
The nominal flow cannot be adjusted. The max. flow is limited to 1.5 I/min. Preselect nominal flow

5.10 Starting the Device

Once the tube set has been inserted and the irrigation fluid bags are connected,
tap the START/STOP key (2) (see Fig. 5-1 "Device front") to start the pump. The
“"START" operating mode LED (T) lights up green.

Ifthe attempted start is unsuccessful, the corresponding error messages are dis-
played on the Operating States and Warnings display ("ERROR" see chapter 15

“Error and Warning Messages").

The device isequipped with an instrumentcalibration function. The pump deter- Instrument calibration
mines the flow resistance ofthe instrument connected to the tube. Ifthe instru-
ment calibration was successful, this resistance is considered when the device is

used for an optimized flow performance.

After starting the pump the pressure display flashes as long as the instrument
calibration takes place. Once the instrumentcalibration has been completed suc-
cessfully, the pump willemit 2 acoustic signals and the pressure display will stop
flashing.

For an optimal resistance measurement, it is advised to perform the instrument
calibration outside the Joint priorto surgery; however,the pump will perform the

instrument calibration in the Joint if necessary.

For best results, follow these instructions prior to beginning the surgical proce-
dure:

Connect the inflow tube to the instrument required for the surgical proce-
dure.
Close the outflow valve if installed.
Open the inflow valve completely.
The instrument calibration should be carried out outside of the Joint at a
working heightof+10cm. The process takes about 15 seconds.
Start the irrigation with the START key. The device wiill first fill the tube with
fluid.
The pump detects when the tube is filled. The device starts the instrument
calibration process automatically as soon as pressure conditions have stabi-
lized. This may take from a few seconds (outside the Joint) up to one minute
(inside the Joint).
7. Thisis followed by three short irrigation cycles.
8. The pressure display stops flashing and the pump emits 2 acoustic signals.
9. Close the inflow valve. Do not press the START/STOP key. The instrument cal-
ibration is lost if the START/STOP key is pressed.

10. Perform the surgical procedure.
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Intraoperative instrument change

Starting the "WASH" function

stopping the "WASH" function

20
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NOTE!
The instrument calibration has to be performed once more if the instrument is
changed during surgery.

How to:

1. Press the START/STOP key to stop the pumping process ("Start" operating
mode LED goes out).
2. Change the instrument, open the inflow valve completely, and close the out-

flow valve (drain valve).

WARNING!

An incompletely opened instrument inflow valves and an incompletely closed in-
strument outflow valve during the instrument calibration phase can lead to er-
roneous measurements of the intra-articulate pressure.

3. The instrument calibration should be carried out outside of the joint at a
working heightof+10 cm. The process takes about 15 seconds.

4. Startthe irrigation with the START key. The device will first fill the tube with
fluid.

5. The pump detects when the tube is filled. The device starts the instrument
calibration process automatically as soon as pressure conditions have stabi-
lized. This may take from a few seconds (outside the joint) up to one minute
(inside the joint).

6. This is followed by three short irrigation cycles.

7. Close the inflow valve. Do not press the START/STOP key. The instrument cal-
ibration is lost if the START/STOP key is pressed.

8. Perform the surgical procedure.

S .11 Using the "WASH" Function

To improve visibility within the joint, activate the "WASH" function. This function
increases the pressure by 50% ofthe set nominal pressure value for 20 seconds.

However, the max. pressure of ISO mmHg is not exceeded.

1. While the device is running, press the WASH key (Fig. 5-1 "Device front" (T).
Tapping the key isconfirmed with alow volume acoustic signal (beep).
2. The "WASH" LED to visualize the current operating state "WASH" lights up

green.

The pump automatically returns to the previously set operating values after 20

seconds.

Toend the "WASH" function before 20 seconds of wash time are over, press the
WASH key again. This returns the pump immediately to the previously set oper-

ating value.



Using a Remote Control

Using a Remote Controi

WARNINCI
A fault may cause overheating of the batteries and touching the unit may cause
burns.

WARNINCI
Before surgery, check if the remote control influences other devices or if other
existing remote controls influence the device.

WARNINCI
Do not use the remote control without sterile sleeve within the sterile area.

Fig. 6-1 Infrared remote control

®  [START]/[STOP] key
© [WASH] key

CD [#) to increase nominal pressure

® [#] keyto decrease nominal pressure

The infrared remote control can be used to control the device from the Using the remote control
sterile surgical area. The pump can be controlled with the following control

elements ofthe infrared remote control:

Keys Function

[START]/[STOP] Starting and stopping irrigation

[+ 1+ ! nominal Increase and decrease nominal pressure
pressure

[WASH] starting and stopping the WASH function

The infrared sensoron the pump forthe infrared remote controlis located on the
front of the device. Point the remote control in the direction of the front of the

pump to use the desired function buttons on the remote control.
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Using a Remote Control

6.1 Battery Replacement
Use only batteries type AA (LR6)1.5V with the remote control.

Do not use rechargeable or lithium -ion batteries.

Fig. 6-2 Back of remote control
® Battery tray
Screw

Using a screwdriver, open the cover on the back ofthe remote control.
Remove the old batteries and insert two new batteries in the orientation
indicated by the symbols on the remote control housing.

Replace the cover and tighten with screw.

W aste management

This symbol indicates thatthe waste ofelectrical and electronic equipment must
not be disposed ofas unsorted municipalwaste and must be collected separately
instead. Please contact the manufacturer or an accordingly authorized disposal
orwaste management company for further information.

6.2 Switching Device Off

Press the START/STOP key to stop the pump.
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Safety Functions

7 Safety Functions

The electronic components and the software continuously monitor the proper
function ofthe device. Device malfunctions are indicated with acoustic warning
signals and error messages. A table listing asummary of possible error and warn-

ing messages is provided in Chapter 15 "Error and Warning Messages".

7.1 Device Seif-Test

After being switched on,the device performs aself-testofthe sensors, the motor,
and electronic components. All LEDs light up during the self-test. Chapter 15 "Er-
rorand Warning Messages” describes the messages for defects ofthe individual

modules orcomponents.

7.2 Exceeding Nominai Pressure

In case of arthroscopic surgical procedures, it is possible that temporary over-
pressures occur (up to more than 300 mm Hg in extreme cases), especially when
the joint is being moved. The pump is therefore equipped with safety control

mechanisms.

The pump reduces any possible overpressure within the Joint. Exceeding nominal pressure during opera-
tion

Ifthe actual pressure exceeds the nominal pressure by more than 30 mmHg for

at least 5 seconds, the pump tries to reverse the roller wheelto reduce the over-

pressure. A visual or acoustic warning is not provided.

If the pump is unable to reduce the overpressure, the Overpressure LED flash-
esred (Fig. 5-1 "Device front" (7)) and an acoustic warning is emitted (10 beeps).
The motor shuts down as well. Once the overpressure is eliminated, the motor

starts again and the visual and acoustic warnings are removed.

Ifthe actual pressure exceeds the safety threshold of 200 mmHg, the device im - Pressure >200 mmHg
mediately activates the roller wheel in reverse motion to attem pt a reduction of

the overpressure.

The Overpressure LED (Fig. 5 -1 “Device front" (f)) flashesyellow. Ifthe value does
notdrop below the safety threshold of 200 mmHg within 2 seconds, an acoustic

warning is emitted (3 beeps).

Ifthe value exceeds the safety threshold of 250 mmHg, the device immediately Pressure >250 mmHg
activates the roller wheel in reverse motion to attempt a reduction of the over-
pressure. The Overpressure LED (Fig. 5 -1 "Device front” (7)) flashes red. Ifthe val-
ue does not drop below the safety threshold of 250 mmHg within 2 seconds, an

acoustic warning isemitted (IO beeps).

Ifthe pump continuously moves the wheel in reverse for more than 5 seconds
and is still unable to reduce the pressure to less than 250 mmHg, the motor is

switched off until the pressure value drops below <250 mmHg.

23
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8 Function Test

WARNINCI
Functional test
The functional test must be performed prior to each surgery.

WARNING!

Sterilize reusable instruments and tube sets (NOT FOR DISTRIBUTION IN THE
UNITED STATES) before surgery to avoid infections. Check all the single-use/dis-
posable items before removing them from the package to ensure that the pack-
aging is intact and that the expiration date is still valid.

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

WARNINCI

Device defect

Do not use this device if a defect is suspected or detected during the function
check. This also applies to obvious defects, especially defects and damage of the
power plug and power cable.

NOTEI
Make sure the toggle screw is tightened sufficiently to fasten the pump securely
in place. Also check that the toggle screw remains tightened.

8.1 Preparing the Function Test

Check to make sure the fluid bags meetthe listed specifications (see chapter 5.8

“Connecting the Irrigation Fluid Bags") and are suspended properly.

8.2 Performing the Function Test

The fluid bags and the instrument are connected to the pump (see chapter 5.10

“Starting the Device"). The pump isturned on.

CAUTIONI
These tests must be performed outside of ajoint.

Select:

« Nominal pressure =100 mmHg

Startthe pump with the START/STOP switch. The "Start" operating mode LED
(Fig. 5-1 "Device front" (5)) lights up. Inflow valve at instrumentis open and
fluid emerges from the instrument. The tube set is filled with irrigation fluid.

Close the inflow valve at instrument.



Function Test

8.2.1 Checking the "WASH" Function

1. Startthe "WASH” function by pressing the WASH key on the device (or the
corresponding key on the remote control). The pressure increase for the
W ASH function, in this case 1ISO mmHg, is depicted in the nominal pressure
display. The rollerwheel must pump briefly and then stops.

2. Stopthe "WASH" function by pressing the WASH key on the device once more
(or the corresponding key on the remote control). The pressure display de-
picts the last setvalues, in this case IOO mmHg. The rollerwheel mustreverse

briefly and then stops.
8.3 Ending the Function Test
Stop the device by pressing the START/STOP key ® (see fig- 5-1"Device front").

The function test has now been successfully completed. The device is now ready
for surgical use. Position the device as needed for surgery.
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Using the Device during Surgery

Using the Device during Surgery

WARNINGI
Functional test
The functional test must be performed prior to each surgery.

Before surgery Make sure the device is at the same height as the instrument. A difference in

height affects the pressure readings due to hydrostatic pressure.

CAUTION!
The surgeon has to select an irrigation fluid suitable for the application and med-
ical procedure.

1. Selectthe desired nominal pressure.

2. Open the inflow valve at the instrument and close the outflow valve (drain
valve).

3. Pressthe START/STOP switch. The "START" operating mode LED (Fig. 5-1"De-
vice front” (T)) lights up. W ait untilthe instrumentcalibration is finished (the
instrument is outside of the joint and at a working heightof = 10 cm of the
operation height.

4. Close the inflow valve afterthe instrumentcalibration is finished.

5. Insertinstrument into joint.

6. Open the inflow valve on the instrument.

The device ensures the joint is distended according to the preset nominal pres-
sure. The flow is automatically reduced once the nominal pressure has been

reached.
After surgery Stop the Irrigation process.
Close the valve on the instrument. Press the START/STOP key.

The manufacturer recommends emptying the tube set using the pump when us-

ing saccharine irrigation fluids (HF use). Remove fluid bag and instrument first.

1. uUse the Standby/ON key to turn the device off.

2. Remove tube set.

NOTE!
I I I Observe applicable hygiene regulations when disposing of the tube set.

26
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10 Care and Maintenance

The service and maintenance of the device and its accessories has to be carried
out as perinstructions to ensure the safe operation ofthe device. Forthe protec-
tion ofthe patient and the operating team, check thatthe device iscomplete and
functional before each use.

Maintenance ofthe device may not be performed during the operation.

The reprocessing instructions are provided in accordance with AAMIST79, AAMI
ST81, AAMI TIR12, ISO 17664, and 1SO 17665. W hile they have been validated by
the manufacturer as being capable of preparing the devices intended for re-use
properly, it remains the responsibility ofthe processorto ensure that the repro-
cessing, as actually performed (using equipment, materials, and personnelin the
reprocessing facility), achieves the desired result. This normally requires valida-
tion and routine monitoring ofthe process. The manufacturer recommends us-

ersto comply with these standards when reprocessing medical devices.

WARNING!

<To minimize the risk of infection, clean and sterilize all components intended
for re-use prior to the first use and every use thereafter (NOT FOR DISTRIBUTION
IN THE UNITED STATES).

<Ensure all components are prepared as described in this chapter prior to initiat-
ing the reprocessing.

«Drying time depends on several variables, including: altHude, humidity, type of
wrap, preconditioning, size of chamber, mass of load, and placement in cham-
ber. Users must verify that the drying time set in their autoclave yields dry surgi-
cal equipment.

10.1  Cleaning the Device

1. use the Standby/ON key as needed to switch the device to standby mode.

2. Remove the powercable.

3. Wipe the surface ofthe device with a cloth moistened with surface disinfec-
tant. The concentration ofthe used disinfectant depends on the information
provided by the manufacturer of the disinfectant. Make sure moisture does

not enter the device.

NOTEI
Do not sterilize the device.

10.2 Maintenance Intervals

The manufacturer stipulates that qualified personnel or hospital technicians
mustregularly testthe device to assess its functionality and technical safety. This
check must be carried out once a year. The tests are described in chapter Il An-
nual Inspection.

Regular inspections will assist in early detection of possible malfunctions. This

helps preserve the device and increases its safety and service life.

NOTEI
Service or maintenance work may not be carried out during surgery.

10.3 Maintenance by Authorized Service Technician

An authorized service technician has to inspect and service the device at appro-
priate intervals to ensure the safety and functionality of the unit. The minimum
service interval istwo years, depending on frequency and duration of use. Ifthe
service interval is not maintained, the manufacturer does not assume any liabil-

ity for the functional safety of the device.
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Care and maintenance

LU

Manufacturer's specifications

Two-year maintenance interval
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Authorized trained personnei

Unauthorized personnei

Liability

Technicaidocuments

Certification
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A sticker located on the rear panelofthe device will remind you ofthe latestdate

for the next service or maintenance check.

Authorized service technicians are only trained and certified by the manufactur-
er.

All ofthe service tasks, such as changes, modifications, repairs, calibrations, etc.
may be carried out only by the manufacturer or manufacturer-approved trained

and skilled technicians.

The manufacturer is not liable for the operational safety of the device if unau-

thorized persons conduct this maintenance or any other service tasks.

Unauthorized opening ofthe device and repairs performed by unauthorized per-
sonnelorthird parties and/or changes or modifications release the manufactur-

erofany liability concerning the operational safety ofthe device.

Receiving technical documentation from the manufacturer does not authorize
individuals to perform repairs, adjustments, or alterations on the device or acces-
sories/peripherals.

Ask the service technician for a certificate after he or she has inspected the unit
or performed any service tasks. This certificate lists the type and scope ofthe ser-
vice aswell as the date and name ofthe servicing company together wit the sig-

nature ofthe service technician.

10.4 Replacing the Fuse

CAUTIONI

Before replacing the fuse, check the values of the fuse to be inserted acc. to chap-
ter 14 "Technical Data".

The fuse may be defective and is in need of replacement if:

displays and LEDs (if available on your equipment) do not light up,

the device does not function.
Check to make sure

the main power supply cable is properly connected to the power supply input
and to a safety socket,

the house power supply fuse is functioning.

WARNING!
Unplug the power cable from the device before checking the fuse.

The device does NOt have to be opened to replace the fuse.

1. Switch device off.

2. Disconnect device from power supply by pulling the mains plug from the
mains socket.

Remove power connection cable from mains socket.

The fuse holder is located nextto the mains socket.

Remove fuse holder as depicted in Fig. IO -1 "Opening the fuse holder".

A Undo the latch ofthe fuse holder with a small screwdriver.

BRemove the fuse holder.

Ccheck fuse.

© o N o gk w

Insertanew fuse. Use only the specified type of fuse (seechapter 14 "Techni-
cal Data").



Care and Maintenance

10. Insert the fuse hdder until It can be heard snepping into dace.
11. Usethe power cabde to reconnect the shodkqoroof safety sodket with the reer
eins socket.

Fig. 10-1 Opening the fuse holder

10.5 Care and Maintenance of Reusable Tube Sets (NOT FOR DISTRI-
BUTION IN THE UNITED STATES)

The device can be used with reusalde tube set validated for this pupose. Heese
conply with the following infomration when using areusalde tube set.

Information about the pressure chamber
membrane

WARNINGI
Remove the membrane before cleaning.

1 Before deaning: Carefully renove the menbrane ® from the pressure
charnrber (T). Make sure not to damege the nrenrbrare. This isdone by pulling
the strap of the mentbrane (6) tonards the top.

2 Reinstalling menbranes before sterilization: Aace lip ® of menrbrane into
ringgroove (D of pressure dranrboer. Thestrgp (D nrusst ke positioned aoove
the provided notch ®.

3 RAesslipof menrbrare intogroove ® . Aproperly inserted menbraneisflush

4 with the pressure charrber and extibits nowrirkles.

10.5.1 Cleaning of Reusable Tube Sets (NOT FOR DISTRIBUTION INTHE
UNITED STATES)

Disasserrble the individual parts of the tube set. Prepare for cleaning
It is recomrended to recondition the tube set as soon as possible after L

Mechine deaning ad disinfecting with the Mele disinfecting unit. The vario  Automatic cleaning and disinfecting
programcan be usad for disinfection.

Carefully wash the individual parts under runningwater. deenard fllshthein- - Manual cleaning
dividual parts with derrineralized water. Sticky coegulates can be removed care-
fully using asoft bnush

Let Al parts drip off and dry themwith asterilized soft doth.
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Disinfection

Drying
Maintenance

Packaging

Autoclave sterilization

Gamma Ray Sterilization
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10.5.2 Disinfection of Reusabie Tube Sets (NOT FOR DiSTRIBUTION IN
THE UNITED STATES)

WARNINCI

Do not leave tube set or other silicone parts in the solution for more than 30min-
utes. Silicon absorbs various disinfectants and thus can be damaged when ster-
ilized with steam.

1 Onlydisinfect athoroughly deaned tube set.

2 PRacetheindividual perts of the tube set into the disinfectant (eg neodisher
Medidean). Do not stack parts on top of eech ather. The concentration ard
gpplication duration of the disinfectant depends anthe informration provided
bythe manufacturer of the disinfectant. Thetube set can be dareged if the
concentration istoo high

3 Renowethe parts fromthe sdution using forogps with asoft ecoe.

4. Any rereining disinfection solution should be rirsed of f with sterile water
under sterile conditiors.

5 Dyydl partswith asterile doth and vwrap each part in aseperate steriledoth.

6 Assanrble al parts before sterilization

Allovvthe tube systemto cry conpletely at 80°C
Meintenance is ot recired.

IndhvidLelly: A standardized padkaging materia can be used The beg nust ke
large enough for the tube set to prevent the sedl from being stressed.

10.5.3 sterilization of Reusable Tube Sets (NOT FOR DISTRIBUTION IN
THE UNITED STATES)

Themaxinrumnuroer of sterilization cydes for the tube set isdetenrined bythe
manufacturer (seetube pedaging). Never exoceed the nunrber of uses indicated
bythe manufacturer.

NOTEI

The last use of the tube set is indicated with "000” after pressing the START/STOP
key and a low volume acoustic signal is emitted. This tube set cannot be reused
even if sterilized.

WARNINCI
Please check the reusable tube set for signs of damage after sterilization and be-
fore use. Never use a tube set set that shows signs of damage, especially brittle-
ness and perforation.

Only deen, dry, ad assaried tube sets should be steyilized in an autodave.
Hease conply with the instructions of the operating manual induded with your
aucdave.

The manufacturer hes validated the fallowing sterilization nrethods:

Saturated steamisterilization using apre-vecuumcydeat 134°C 3 barandanex-
posuretime of 5 nrinutes with asubsequent 20 minutes drying tine.

Donot perfornganmma ray sterilization



11 Annual Inspection

The manufacturer stipulates that qudlified personel or hospital technicians
must regularly test the device to assess its functionality and technical safety.
These ingpections have to be carried out on an annual besis. Regular inspections
will assist in early detection of possible malfunctions. This helps presenethe de-
vice and increeses its safety and sendce life.

Thetests descaribed inthis chapter are designed spedifically for trained persomnel
or a hogpital technidian. The operation of the device as well as its functionality
and serviceahility are essily dhedked. Each test conducted nrust be docurented
with date and signature inchgpter 17.1 "Test Lad”.

11.1 Electrical Safety Test

1. Performavisual ingpection. Make surethat

= the fuse coresponds with the spedifications indicated by the manufactur-
er,

« labels ad stickers on device areleghle,

= the nrechanical condition of the device allons for its safe use,

« the device isdean to ensure proper and safe functionality.

2 Cary out the messurenrents for the groud leakage curent, short<ircuit
current/housing leskage aurert, and the protective conductor resistarnce es
per IEC 62353 inthe curent version or according to the gpplicable national
starndard,

11.2 Basic Function Test

Abesicfunction test chedks the disdays, keys, and performrance of the davice. Far
this test, you will need the fdlowing:

« Original tube set

= Huid beg

= Measuring cup with merked scale (1.0O1/026cH)

« Stopwnatch

The layout of the test ard its setup are depicted inHg. 11 -1 “'Setup of besicfunc-
tiontest”.

1 Switchdavicean

2 Irsatthetubeset

3. Hangthefluid begs onto the hooks of the beg hdlder at aheigt of h=0.7to
1 mand connect with irgation tube.

4. Haceinstrurent tube in measuring ap.

5 Sdectthe folloning\values:
<« Nominal pressure: 150 g

6 Pressthe START/STOP switch. The "Start”* operating node LED (Fg 5-1 "De-
Vice front'” CS) lights up. The rdller whed! starts totum.
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Annual Inspection

Manufacturer’s specification

Inspection tests

Fig. 11-1 Setup of basic function test

Prepare basic function test
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Annual Inspection

Perform basic function test

Preparing the pressure measuring test

Performing the pressure measuring test
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7. Hii tube set conpietely with fluid. Wait untii the instrurent calibration hes
finished.

8 dosethedanp (Fg 54 Tuce seteiements” (1))-

1. Brpty messuingap.

2 Qpendanp (Ag 54" Tube set eienents” CS) and stop after 30 secarck.

3 Press the START/STOP key once this time hes pessed The messuring aup
nust contain ggorax. 33.81fi az (H0%%of fiuid (0.75i1 /4109

The besic function test hes been suocessfuily conpieted aonce these vaiues have

been reeded

11.3 Pressure Measuring Test

The pressure test dhedks the pressure dhanrber, the pressure sarsars, ad the
pressure meesuring to ersure ail eienrents are functioning properiy.
Insert atest tube set into the devioe (Without connected instrurent).
Conmnect the tube set with afluid keg
If necessary, gpen the damps anthe fiuid beg and press the START/STOP key
to conpletely vertilate the tube set.
After ventilating the tube set, pressthe START/STOP key aggin
Press the "RedLoe Pressure” (Fig 5-1"Davice front” QD) ad "WAEH' (Fg 5
1 "Davice front”* (9)) keys simultaneously for 3secacs.
Set the display to 'P* by pressing the “Increese Pressure” (g 51 "Davice
front* Qo)) or "Decresse Pressure” key.
Pressthe START/STOP keyto confirm
Hold thefluidHfilled tube end with the Luer Lodk connection exactly 1 mhigh-
er than the pressure chanrber of the tube set
Reed the nmessured pressure vaue. The value shoudd be 7445 ntg

If the test nrode wes started while in nonmral operating node, the fariliar nomi-
rel pressure display is novwwdepicted ageing



12 Accessory list

Article

Disposalde tube set”, Luer lock commectar, and tap gakes,
only inflows

Reusahletube set’, Luer lock commectar, and tap spikes, only
inflovw (NOT FOR DISTRIBUTION INTHE UNITED STATES).
Renmote contradl GoHo Punp

Sterile deave for renote contrd, disposade

HIT, Us/CANADA:  Instructions for Use BN R ES PT, CE,
Power supdy calde (LB

KIT, BUsouthc  Instructions for Use BN CE, [T, ES PT, B; Poner
supply cable (INT)

KIT, BUnath: Instructions for Use BN NL, NOQ SV, A,
DA, Power supply calde (INI)

KT, BJesst/Asia: Instructians for Use BN R RQJA ZH,
KO Poner supply calde (INID

KT, LK Instructions for Use B\ Poner supply cabde (LK)
' =Applied part
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Order No.
TOM9-0L

TAA-OL

Accessory list



Electromagnetic Compatibility

13 Electromagnetic Compatibility

Precautionary measures Medical davices are subject to spedia safety and protective nessures conceming
eiectromegnetic conrpatibiiity (heresafter aldoreviated as BEMD).
This device is to ke used only for the puposes desaribed inthe manuai ad hes
to be irstaiied, set yp, and operated in conpliance with the BMC notes ard in-
structions.

CAUTIONI

Accessories

(D To ensure compliance with the requirements of IEC 60601-1-2 in the current ver-
sion, the device GoFio Pump must be used only with the accessories listed in
Chapter 12 "Accessory list".

Toersure the besic safety and essentiai functionaiity in reiation to electromeg-
netic interference over the iife of the davice, the device nmust ke restarted after
24 hours sothat adiagnostic seif-test can be perfomred. The maintenance inter-
vals indicated in Chapter 102 Maintenance intervais nust also be dosenved.

This device conrplies with the electromegnetic conrpatibility (BVD) recrirenents
for medical electrical devices as defined by IECes 0601 -1 2 . The linits used intest-
ing provide a besic levd of safety against typical electromegnetic interference
likely to occur in professional hedlth care fadlities. Nevertheless, it can hegpen
that individual perfomrance features are no longer availabde or only to alinrited
extent due to the preseroe of EMinterference.

13.1  Electrical Connections
ESD (Electrostatic Discharge) precautionary  Thefadllowning are ESD precautionary nessLres:

measures
Apply potential equalization (FB), if availalde onyour ecuiprent, to all devices
to be comected.
Use only the listed equipnrent and acoessaries.
Hospital enployees shauld be informred about and trained in ESD precautionary
neesLres.
13.2  Guidelines and Manufacturer’s Declaration - Electromagnetic
Emissions
The GoHo Punp is intended for uee in an environent as desaribed belon: The
user/operator of the CoHo Punp should meke sure the device is operated within
such anenvironrent.
Emissions test Compliance Electromagnetic environment =guid-
ance
RramissosAQFR11  Goup:i The GoHo Pup wees RFernergy
sdlely for its intermal functions.
Therefore, the carerals REerrission
isvery lowwad it is unlikely thet
devices indose praxinitywill experi-
erce interfererce.
RramissosAQ9R11 dessB The GoHo Punp issuitabde for usein
i L. dl fadilities induding those in resi-
Hamroricemissios dassA dential aress and those directty con-
IEC&1000-3-2 nected to a public utility netvwork
\dtage fluctuations/  Corplies supplying buildings used for residen-
flicker errissios tial purposes aswdl.
IEC61000-3-3
K7}
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13.3
terference Immunity

Guidelines and Manufacturer's Statement/Electromagnetic In-

The CoHo Punpis intended for uee in an electromegnetic environment as de-
scribed below The user/operator of the GoHo Punp st meke sure the device
is gperated within such an enviromrent.

Electromagnetic interference
immunity tests

Hectrostatic discherges ED)

IBRC61000-4-2

Hectricd fast transients/bursts
according to IERC 6100044

Surges accordingto
IEC 6100045

Hadkouts, bronnouts, and fluc-
tuations of the poner supdy
accordingto IECe10004-11

Supply frequency Goseo H)
megretic field IEC 610004-8

Conducted RFIEC 61000-4-6

Trarsients RFIEC 610004-3

IEC 60601 test level

+BRVoontact
2RV, =z R, H8BRY
+ ISkVair

=+2 Rvfor power lines
Modulation 100 KHz

ilkVlinels) tdine(s)
+2 kVIline(s) to earth

o%r: os5ode
AT A5, O, 135",

315°

094N 1oyde and 0%

Ur; 25/30 cydes Singe
phase:atO°

0RAJT; 250/300 cydes
30A/m

Svims 0, 15MHzto
80MHz

6\Vs in ISMbancs
between 0,15 Mz ad
oMz 0YMVAa
1kHz

3V/mso MHzto
27G+#

80 YeAM by 1Kz
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Compliance levels

+8KVoontact

+ R/ = R38R
*+15KkVair

=+2 Rv/for powner lines
Modulation 100 KHz

likVlinejs) tdine(s)
+2 kVline(s)to earth

024JT:0.5 ode

180'",225"270"ad
315’

094T; 1 oydeand 70%6

Ul 25/30 cydes Singe
phase:ato ™

024dJr; 250/300 cydes
DA/M

3MUrrso.15 MHzto
8OMHz

6\Vihs in ISVIbancs
betweeno, 15 MHz ad
80 MHz 802%AM at
IkHz

3VVm8OMH to
2.7 G

802AM by 1 KHz

Electromagnetic Compatibility

Electromagnetic environment guide-
lines

Hoars should be mede fromwood or
concrete or covered with cerarrictiles.
If the floor covering carsists of syn-
thetic materid, the relative hurridity
shoud beat lesstzo0 26

The quality of the supply voltage
shoud bethe sare asthe valtage of a
typical business or hospital erviron-
ment.

The quality of the supply voltage
shoud bethe sare asthevatage of a
typical business or hogpital erviron-
nment.

Megetic fields of the nreins poner
frequency shoud conply witn the typ-
ical values of business and hospital
envirorents.
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Electromagnetic Compatibility

Test frequency
(MHz)

2450

520

IMMUNITY to proximity felb from RFwireless communications equipment

Test method IEC 61000-4-3

Band (MHz)  Service Modulation Maximum Distance (m) IMMUNITY
power (W) TEST LEVEL
(V/m)
380320 TETRA400 PUsenodua- 18 Qa3 27
tion
1B8Hz
430470 AQVR5460, FRs AV 2 Q3 8
460
H5kHz deviar
tion
Puse nodula-
tion
o4-787 LTEBad 13.17 Q2 Q3 9
27 H

GSM800/a00,  Puse nodua-

TETRASX), tion
80090 1IDEVI&0, 2 Qa3 2
CDMVASH), LIE 18Hz
Bad5
GaM 1805, Puse nodua-
CDVA 1900; tion
1700-1920 GSM 1900, 2 Qa3 28
OCT; L'TEBad 217 H2
1,34,25; UMIS
2400-2570 Bluetooth, PUsenodua 2 a3 >
WLAN, tion
802.11 b/g/n
RAD240, 'IE 217 Hz
Bad 7
WLAN8R.11  Puse nmodua-
amn tion
5100-5800 02 Q3 9
217 H
WARNINCI
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Portable HF communication devices can have an effect on the performance char-
acteristics of the device CoFlo Pump. Therefore, such devices must be kept at a
minimum distance of 30cm (independent of any calculation) from the device
CoFlo Pump, Its accessories, and the cables.



14 Technical Data

Ratedvatage in

Rated frecquency in Hz

FRees

Power consunption:

Normrel gperation (VA

Ful lced (D

Quirent consunption:

Normrel gperation (B

Fullced ®

Protection dass:

Application part of the type (tuoe s=t):
Protection type (IPaock):
(E]ﬁ?ﬁmﬁm (according to Directive 93/42/

Conformrity with the following standards:

Operating conditions:
Storage and transportation conditions:

Mex. Soud led:

Adjustable pressure range:
Accuracy of pressure meesurenent:

Mex. flon

Dinrensions Width x Height x Depth (mm):
Mex. dinrension (with togdle sarewy;, prgjecting
as much as possibe):

Mn. dimersion (Without togdle scren)
W&ight:

Interfaces:

Softwareversion:
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Technical Data

100240V
S/60 Hz
2XT315AH, 250V, U -recogrized

60VA -
141 VA

@urert) (ditace) Freaeroy)
115A 100V O Hz

0.59 A 240V SOH

EN60801-1/1EC60801-1 as our-
rently amended

EN6o601-12/IEC60601-1-2 &6
curently

10to 40 "'C/50to 104 F

075 Yad. huridity

3000 mrex dtitude above seaieve for davice use
-25to+A’C/ -13to HI5B F

1096 %ad. huridity

700to 1080 hPaair pressure

OEA

5to 150 g

=45 mrHg (range 0-300 mrHg, static)
15V/min 0%

240% 108 x 255 (M)

240X103X221 (M)

28kg

Senvice interface (94in Dsub part)

Mains power conmnection (IEG-60320H C14)

Heese consuit the senvice menu for informration about the software

37



Error and Warning Messages

Optical

000 (for 39)

xxx (for 39

Optical

Overpressure indicator
(flashing, yellon), immredi-
ately until remedied
Overpressure Indicator

(flashing, red), imrediately
until condition remedied

Optical

(corstant until tube setis

Ed

(€S

=024

(corstant until tube setis

(corstant until tube setis

@9

G xflashing)

15 Error and Warning Messages

Table 1: Informational signals

Acoustic Priortty Cause

1 lomvolure begp Informration Disposale/reusalde tube wes acospted
(NOT FOR DISTRIBUTION IN THE UNITED
STATES)
nunoer of remeining gdes: O

1 lomvolure begp Informration Reusalde tube wes acoepted (NOT FOR

DISTRIBUTION INTHE UNITED STATES)
Nurrber of rermaining oydes: x<<
1 lovvadure beep Informration Self-test successfully conpleted

1 lomvdure beep Informration Key confinration

Table 2; Physiological warnings

Acoustic Priority Cause

Sbeep Medium Safety threshald for pressure (200 )
ewosaded

(after 2s darmocondition

prevails until reredied)

10 beep Hoh QOritical safety threshold for pressure (230
mrHy) exoeeded

(after Q5 s vwaming condi-

tion prevails until remredied) (@23

Raversingthe rdlerwheel did not recLioe
the overpressure

Table 3: Technical warnings - user error

Acoustic Priority Cause

1 beep Low Davicewes switched an
Wwith tube set inserted, the
sersor could not be dheded

1beep Low Atterpted pup activation
without tube set inserted

1beep Low Invalidated tube set hes
beenirserted

1beep Low Invalidated tube set hes
been irserted

1beep Low Tube set incorrectly irserted

1 beep Medium Atterpted punrp activation
with invalid (invalidated or
not gpproved) tube set
inserted
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Error and Warning Messages

Table 4: Technical warnings - device error

Optical Acoustic Priority Cause

B Sbeep Hoh Sersorenar

senice icon, red

(corstart)

BB Shesp Hoh Motor Errar

sence icon, red

(corstart)

EO7 Sheep Hoh RADodule defective

senice ioon, red

(corstart)

BD Sheep Hoh Corrmrurication Bror
1 senvce iaon, red

(corstart)

BS Shbeep Hoh Hectronics ermor

senice ioon, red

(corstart)

ES Sbeep Hoh Keyboerd error
senice ioon, red

(corstart)

ED Sbeep Hdh Calibration Brar

senice ioon, red
(castat)
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Glossary
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16 Glossary

Term

Day Patient Tube Set
(NOT FOR SALE INUSA OR
CHINA)

ME Davice

ME system

Functional Test

Safetytest
Besic Function Test

Explanation

The day patient set isatube set for arthroscopy ad
hysterosoopy and consists of aday ad petiernt
tube. While the patient tube nrust be repdlaced for
each surgery, the daytube can renrein conected to
the davice for ypto 24 hours.

The electromegnetic conpatibility desaribes the
ability of adevice to function satisfactorily within
an electromagnetic environment without adding
urnecoeptable electromegnetic interferences/dis-
turbances to the environment that ey cause prab-
lenrs for other devices or equiprent located
rearby.

Medical electrical device used for thergpy, nonitor-
ing or diagnosis of patients, eoLipped with no nore
than ane comnectionto asupply network andwhich
necessarily conres into physical or electrical contact
with the patient or which trarsfers energyto ar
fromthe patient or which recards or captures such
erergy transfer to or fromthe patient.

Medical electrical systemoonsisting of aconmbina-
tion of davices, of which at leest ane is dassified as
amedical dectrical device and spedified bythe
manufacturer as such andwhich arejoined
together by afunctional comnectionor by usinga
poner strip.

The function test st be carried out before eech
surgaryto ersurethe respective device is fully func-
toral.

The safety test is part of the arnual ingpection

The besic function test chedks the besic function of
the device ad is part of the arnual ingpection



17 Appendix

17.1  TestLog

Date Results
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Comment

Signature

Appendix

41



Appendix

Street:
ZIP/Postal code: City:

Country;

Seriai number (see identification piate);
Device type:

Description of defect:

Contact

42
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17.2 Return Form

HRessefill out this formwhen retuming the devioe:

Name of owner;

Sales partner:

Address of person returning unit:

House number:

iMPORTANT!

Signature Date
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ADDITION TO THE INSTRUCTON FOR USE ON THE
MEDICAL DEVICE
“IRRIGATION ARTHROSCOPIC SYSTEM GOFLO”
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when delivering a product to the Russian Federation, the information contained in this addendum to
the instruction manual is a priority

Note

The following names used in the text ot this document are identical to the name ot the medical device “lIrrigation Arthroscopic System
GoFlo”: Product Is), device, system GoFlo, Irrigation system.
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1 MEDICAL DEVICE |[MD) NAME AND CLASSIFICATION

11 MD name, models or variations of MD
Imigation Arthroscopic System GoFlo

2. INTENDED USE. INDICATIONS AND CONTRAINDICATIONS FOR MD USE AND POSSIBLE ADVERSE EFFECTS
21 Intended Use

The product GoFlo Pump is an irrigation pump for diagnostic and /or surgical arthroscopic procedures and serves to distend and irrigate joints
in the knee, shoulder, hip and elbow, as well the wrist and ankle joint.

2.2. Indications for Use

The product GoFlo Pump is an irrigation pump for diagnostic and /or surgical arthroscopic procedures. Such procedures may include:

. Ligament injuries

. Meniscus injuries

. Cartilage injuries

. Operation planning and re-examination

The irrigation pump serves to distend and irrigate joints in the knee, shoulder, hip and elbow, as well the wrist and ankle joint.
2.3. Possible side effects when using a medical device

Huid irrigation pumps used in Arthroscopy may cause fluid extravasation into the surrounding tissue. In severe cases, the resulting pulmonary
edema may result in a serious adverse patient event which may indude compartment syndrome, neuropraxia, tachycardia, pneumothorax,
tissue tearing or nerve compromise. Should extravasation be observed, it is recommended to reduce pressure settings and closely observe
the excess

fluid build up.

2.4. Indication of possibilities and peculiarities of medical device application for patients with implanted medical devices,
pregnant women, women during lactation and breast feeding periods, children and adults with chronic diseases

There are no restrictions to consider specifically concerning the patient population.

2.5. Information on possible of the medical on abilities to drive vehicles, operate specific mechanisms
No medical device effect on ability to drive vehicles and/or operate specific mechanisms was detected.

2.6. Contraindications (additional information)

Arthroscopy is contraindicated in the follovring cases:

« Infections of soft tissue around the joint

* a join-near tumor

* an existing coagulapathy

» Sudeck’s disease le.g. big leakage within the joint cavity, which produces much extravasation in the surrounding tissue).
3. NAME AND LEGAL ADDRESS OF MANUFACTURER

DEVELOPER:
W.O.M. WORLD OF MEDICINE
GmbH Salzufer 8,10587 Berlin,
Germany

AAANUFACTURER:
W.O.M. WORLD OF MEDICINE
GmbH Salzufer 8,10587 Berlin,
Germany

MANUFACTURING SITE:
1 W.O.M. WORLD OF MEDICINE GmbH
/Me Poststrape 11,96337 Ludwigsstadt, Germany
AUTHORIZED REPRESENTATIVE ON THE TERRITORY OF THE RUSSIAN FEDERATION

Smith & Nephew, LLC, Russia, 105120, Moscow, 2nd Syromyatnichesky lane., 1,9 floor, flat 1
Tel:. +7 (495) 755-55-03

5. THE POSSIBILITY AND WAYS OF INTEGRATING WITH OTHER MEDICAL DEVICES

Arthroscopic GoFlo System can only be used in combination with the original parts of the system, namely Pump, Remote Control, Sterile Tubes,
Non-sterile Tubes, manufactured by W.O.M. WORLD OF MEDICINE GmbH, as well as a mobile stand.

Inarthroscopic procedures several other devices will be used apart from the GoHo Pump and its accessories. For example, the following devices
produced by Smith and Nephew Inc. Endoscopy Division, registered in Russian Federation RC #RZN 2013/225, "Equipment endoscopic for
arthroscopy operations with accessories,” RC RZN #2013/926, “Traumatic devices for arthroscopic operations with accessories.™:

Endovideo trolley, direct vision arthroscope, cannula: single-light, two-light, curved, straight, single-valve, two-valve, vortex Smooth, threaded,
flowing, incoming flow, high-flow, mid-flow, low-flow, engraved, diagnostic, slit.
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6. TECHNICAL CHARACTERISTICS OF MD

Main parameters and characteristics of the medical device

Table 1 IRRIGATION ARTHROSCOPIC PUMP GOFLO

Specifications

Rated voltage in V
Rated frequency in Hz

Fuses

Power consumption

Current consumption

Protection class

Application part of the type (tube sef)
Protection type (IP code)

Max. Sound level

Adjustable pressure range
Accuracy of pressure measurement

Max. flow

Dimensions Width x Height x Depth ()

Weight

Interfaces

=+ 10%accuracy, unless othertvise specified

Normal operation

100-240V

50/60 Hz

2XT3.15 AH, 250V, UL-recognized

Normal operation 60 VA
Full load 141 VA
Current Voltage Frequency
1,15A 100V 60Hz
059 A 240V 50Hz
1
BF
P41
<80 dB(A)
5to 150 mmHg

+4.5 mmHg (range 0-300 mmHg, static)

1.51/min+=10%

Max. _dlmensmn (Withtoggle screw, 240 « 108 255 Pl
projecting as much as possible)

Min. dimension (without toggle screw) 240x103x221

2,8 kg

Service interface |9-pin D-sub port)
Mains power connection (IEC-60320-1 C14)

Table 2. Remote Control Specifications

Characteristic

Length, mm

Width, mm

Height, mm

Weight (including batteries, 2 pcs), g
Battery Specifications
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Data

120,1
65,5
23
1342



Average work time, months 6

Standby, years 7-10
Battery Type AA alkaline
Capacity, mAh 2950
Voltage, V 15

The length of the element together with the contact protrusion of the positive pole is, nm 50,5
Diameter, mm 145

+10%accuracy, unless otherwise specified

Table 3. Sterile Tube Set Specifications

Characteristic Data

Tube length, cm 476

Outer diameter, nm 71

Intemal diameter, mm 51

Clip width for tubes, nm 15

Clamping length for tubes, nm 37,7

Length of pressure chamber with membrane and transponder, mm 245

Pressure chamber width with membrane and transponder, mm 266

Height of pressure chamber with membrane and transponder, mm 248

Protective cap length, nm a1

Diameter of protective cap, mm 75

Weight of protective cap, g o6

Bevel angle of piercing rod, ° 0

The length of the piercing rod, mm A

Wash tube length, mm 160

The diameter of the flushing tube, mm N

Tube wall thickness, mm 1
for glued connections :
> 90 N at a separation speed of 200 mm

Tensile test strength, H per minute

for press-locked connections:
> 60 N at a separation speed of 200
mm per minute

Conditional tensile strength, MPa

The diameter of the cap Luer, mm
Cap weight Luer, g
The height of the cap Luer, mm

Weight of set tubes, g

=+ 10%accuracy, unless otherwise specified

Characteristic
Tube length, cm

Outer diameter, mm
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not less than 4.0
15

0,2

15

185

Table 4. Reusable Tube Set Specifications

Data

478

8,0



Infemal diameter, mm 50

Clip width for tubes, mm 175
Clamping length for tubes, mm 38,1
Length of pressure chamber with membrane and transponder, mm 25
Pressure chamber width with membrane and transponder, mm 27
Height of pressure chamber with membrane and transponder, mm 25
Protective cap length, nm 497
Diameter of protective cap, nm 8,5
Weight of protective cap, g 0.6
Bevel angle of piercing rod, ° 0
The length of the piercing rod, nm 45
Wash tube length, mm 160
The diameter of the flushing tube, mm 11
Tube wall thickness, mm 15

for glued connections :

> 90 N at a separation speed of 200 nm
per minute

tor press-locked connections:

>60 N at a separation speed of 200 mm
per minute

Tensile test strength, H

Weight of set tubes, g 304

+10 Yoaccuracy, unless otherwise specified

7. UST AND DESCRIPTION OF MD MATERIALS
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Reusable Tubes

Cannula with protection tube (15

CuZn39Ph3F50 +1430L

White pinch clamp 04)
POM,

Instrument tube (4), Irrigation tube OO), PVC
tubing 03)

Silicone.

Y-connector 02)

PSU.

SIK clamp ring 01)

POM.

Clamp ring, PSU Adapter (9,8)

PSU.

Clip socket (7)

PSU.

Tubing connector. Pressure chamber (21)
PSU.

Pump segment (6)

Silicone.

Silicone Membrane (3)

Silicone.

Luer-lock male (5)

CuZn39Ph3F50 +14301.

Packaging of sterile tubes Package: Indirect contact (<24 hours) with internal
Coextruded multilayer film with the structure PA/PE environment of a human.
60427.
Label:
Bond paper.

8. DEVICES INCORPORATING NON-VIABLE MATERIALS OF ANIMAL ORIGIN
Medical device do not contain human or animal-derived components.
9. DEVICES INCORPORATING A MEDICINAL SUBSTANCE

The subject W.O.M products do not incorporate a medicinal substance, nor is it present in the manufacturing process or present in the final
device, therefore this section does not apply.

10. PACKAGING AND LABELUNG INFORMATION

The Medical product packaging labelling project contains the following information in Russian:
- LOT number/ BATCH code;

- name;

- size; (if applicable to the device)

- quantity; (if applicable to the device)

- date of manufacture; use by sign, catalogue number: following the packaging;

- Use by sign;

- Information about manufacturer;

- Information about authorized representative in the territory of the Russian Federation;

- Sterilized method; Apyrogenic. Non toxic, (if applicable to the device)

- Number of license;

- Intended use;

- Contraindication;

- Storage conditions;

- Warnings; (if applicable to the device)

- Information about GOST R certification; (if applicable to the device)

- EAC marking sign; (if applicable to the device)

- IRJ: http://www.smith-nephew.com/about-us/where-we-operate/europe/russia/ifus/

Labeling in Russian is given above put so that not to block marking on the manufacture on consumer packing, applied directly on consumer
packing each medical product in the package.

Information about the method of sterilization, the inscription "Sterile”, "/Lpyrogenic”, "Non-Toxic" is applicable only for sterile tubes, to the
Pump, remote CONTROL, power cable are not applicable.
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For non-sterile products the inscription "Not sterile" is
applicable. Values of symbols indicated on the package
The foliowing symbols may appear on the system components, on the packaging and in the documentation.

11. DATA OF THE PACKAGING

The arthroscopic GoFlo Pump is placed in a cardboard box. The pump in the carton box is protected from above and below with cardboard
inserts that ensure safety during transportation of the product. Also to ensure the safety of the product during transportation over the top

protective liner is an additional cardboard protective cover.

12.

SHELF UFE

Medical equipment under normal operating conditions in compliance with the instruction manual has an expected service life of 10
years. The manufacturer has determined that the device has been checked by service every two years.

The end of life is determined by the user based on the degree of wear of the

equipment. Term of preservation of sterility for disposable tubes - 5 years.
Expiration date for reusable tubes - 5 years.

13.

HOWSUPPUED

Contents:
- GoFlo Arthroscopic Pump with power cord -1 pcs.;

- Remote control - no more than 10 pcs. lif necessary);

- Sterile tube set - no more than 10 pcs. lifnecessary);

- Reusable tube set - no more than 100 pcs.lif necessary);

- IR,

-Software A127 059 B 0101
14. LIST OF APPUCABLE STANDARDS

Neo

10

12

1D#

1SO 9001:2015

EN 1S013485:2016

1S014001:2015

EN 1S014971:2012

DIN EN 60601-1-6:2010/1 EC
60601-1-6:2010

DIN EN 62366:2008/1EC
62366:2007

DIN EN 1041:2013-12

EN 980:2008

DIN EN 1S015223-1:2016/1SO
15223-1:2012

IEC 60601-1:2005 +Corr. 1 (2006)
+Corr. 2 (2007)+AM 1(2012)
(Edition 32)

[EC 60601-1-2:2014 (EMC)

DIN EN 62304: 2007 +
Ber1:2009/IEC 62304:2006

Name

Quality management systems - Requirements

Medical Devices - Quality Management Systems

Environmental management systems. Requirements with guidance for use
Medical devices. Application of risk management to medical devices

Medical electrical equipment. General requirements for basic safety and essential performance.
Collateral standard. Usability

Medical devices - Application of usability engineering to medical devices

Information supplied by the manufacturer of medical devices

Symbols for use in the labeling of medical devices

Medical devices -Symbols to be used with medical device labels, labelling and information to be
supplied - Part 1: General requirements

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

Medical electrical equipment - Part 1-2: General requirements for basic safety and essential
performance - Collateral standard: Electromagnetic compatibility - Requirements and tests

Medical device software - Software life cycle processes

IEC 60068-1:1988 / DIN EN 60068- Environmental testing - Part 1: General and guidance (IEC 60068-1:1988 +Corrigendum 1988 +

1:03.95

A1:1992); German version EN 60068-1:1994
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14 DiN EN 60068-2-6:1996 / iEC Environmental testing - Part 2: Tests; test Fc: Vibration (sinusoidal) (IEC 60068-2-6:1995 +

60068-2-6:1995 (vibration Corrigendum 1995); German version EN 60068-2-6:1995
sinusoidal)

15 IEC60068-2-6:2007 / DIN EN Environmental testing - Part 2-6: Tests - Test Fc: Vibration (sinusoidal) (IEC 60068-2-6:2007);
60068-2-6:2008-10 German version EN 60068-2-6:2008-10

16 DINEN 60068-2-27:1995/IEC Basic environmental testing procedures - Part 2: Tests; test Ea and guidance: Shock
60068-2-27:1987 (shock)

17 IEC60068-2-27:2008 /DIN EN Environmental testing - Part 2-27: Tests - Test Ea and guidance: Shock (IEC 60068-2-27:2008);
60068-2-27:2010-2 German version EN 60068-2-27:2009

18 IEC60068-2-47:2005 /DIN EN Environmental testing - Part 2-47: Tests - Mounting of specimens for vibration, impact and similar
60068-2-47:2006-03 dynamic tests (IEC 60068-2-47:2005); German version EN 60068-2-47:2006-03

19 DIN EN 60068-2-64:1995/IEC Environmental testing - Part 2: Test methods; test Fh: Vibration, broad-band random (digital control)
60068-2-64:1993 (vibration) and guidance

20  IEC60068-2-64:2008 /DIN EN Environmental testing - Part 2-64: Tests - Test Fh: Vibration, broadband random and guidance (IEC

60068-2-64:2009-4 60068-2-64:2008); German version EN 60068-2-64:2Ct09-4
21 DIN EN 22876:1993 (ralling) Packaging; complete, filled transport packages; rolling test
22 DIN EN 22248:1993 (drop) Packaging; complete, filled transport packages; vertical impact test by dropping (ISO 2248:1985); 0

german version EN 22248:1993
23 DIN EN 22234:1993 (stacking test) Packaging; complete, filled transport packages; stacking tests using static load (ISO 2234:1985);
german version EN 22234:1993

24 ENISO 10993-5:2009 Medical devices. Biological evaluation of medical devices. Part 5. Tests for cytotoxicity
25 ENI1S010993-10:2009 Medical devices. Biological evaluation of medical devices. Part 10. Tests for irritation and delayed-
type hypersensitivity

15. REQUIREMENTS FOR ENVIRONMENTAL PROTECTION WHEN USING A MEDICAL PRODUa

This medical device does not harm people and the environment when used for its intended purpose, transportation and storage, subject to
compliance with the requirements of regulatory documentation, technical and operational documentation of the manufacturer.

16. MD DISPOSAL RULES AND CONDITIONS

For sterile and reusable tubes:

After use, the product may pose a potential biological hazard. The disposal of the medical product is carried out in accordance with the
requirements of national legislation in the field of environmental protection and health and lorl in accordance with the requirements of the
medical institution in the field of biological hazard.

Unused products should be considered a departure of Class A. <0
Used producfs before disposal should be subjected to pre-treatment according to the requirements of local legislation. Used products should

be considered a class B medical waste lepidemiologically hazardous waste).

For pump, remote control, power cable:

Followexisting local recommendations and/or regulations to protect the environment and eliminate the risk associated with disposing or
disposing of equipment at the end of its service life.

ALWAYS follow applicable biohazardous waste management regulations for the safe handling and disposal of surgical waste.

I
This symbol indicates that the waste of electrical arxf electronic equipment must not be disposed of as unsorted municipal waste and must be
collected separately instead. Please contact the manufacturer or an accordingly authorized disposal or waste management company for
further information.
The device is subject to the Directive 2012/19 / EC (European Community) for waste electrical and electronic equipment (\EEE). in accordance
with the registration status of this directive, this device cannot be disposed of with ordinary electrical and electronic equipment.
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After use, the product may be potentially hazardous. Dispose of the product in accordance with local laws and regulations. The manufacturer
provides product safety information upon request.
17. WARRANTY AND CLAIM

The manufacturer is not liable for direct or consequential damages, and the warranty becomes null and void if:

. the device and/or the accessories are improperly used, prepared, or maintained;

. the instructions and rules in the instructions for use are not adhered to;

. unauthorized persons perform repairs, adjustments, or alterations on the device oraccessories;
. unauthorized persons open the device;

. the prescribed inspection and maintenance schedule is not adhered to.

The handing over of technical documents does not constitute authorization to make repairs or alterations to the device or

accessories. WARNING: Modifying the device GoFlo System is not permitted.

The product is warranted for 12 months (twelve), from the date of commissioning, but not more than 15 months (fifteen) months from the date of
shipment of the goods from the manufacturer, unless othenvise specified by the Deliver.

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.

The device may be used only as intended.

For all questions relating to the quality of products, as well as repair and maintenance, please contact an authorized representative on the

territory of the Russian Federation:
Smith & Nephew, LLC. Russia, 105120, Moscow, 2nd Syromyatnichesky lane., 1,9 floor,

flat 1 Tel:.+7 (495) 755-55-03

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



ITepesod ¢ nemeyxozo u auzRUICKO20 RIBIKOB HA PYCCKUT RILIK

[Ha Granxe xomnanuu «Y.O.M. Yopno ogh Meducur I'm6X»)

«Y.0.M. Yopaa o Memscwn '6X» | 3ansaydep 8 | 10587 Bepmmt
Jins npepocrasnesns B GeacpanbHyio cyxCy 10 HasOpy B cdepe JIPABOOXPAHEHHS

HHCTPYKIIMA IO TPHUMEHEHHIO
MEJHIHHCKOI'O H3AEJHASA «CHCTEMA
HPPHTAITHOHHAS APTPOCKOITMYECKAA GOFLO»

Coraaconano
W.0.M. WORLD OF MEDICINE GmbH (Y.O. Me, 'M6X
7 e, T 8, 10587 Berlin, German
Anpec
'] ep om amusyQ- 08020 obecneyen
Homknocts
Mu yaocTosepaeM NpelocTableHne IeK1apatHy. -p Jiocus Ihommmann
OTHOCHTENBHO CONEPAAHNS HOE HE H3BOCTHO. Ouwnms, ora
TOPTOBO-TTPOMBILIUIEHHAA TIAJIATA r. BEPJIMHA
Sepai r-BEP 18.02.2020
’ Tave JJL,MMITTT
/Kpyrnas nevary/: 18 ®EBPAJIA 2020 .
Toproso-npoMEILILICHHAS /ﬁ%
| : anaTa BepnnHa 68 /Moamacy/
T Jina npenocTanieHus B COOTBETCTBYIOUIHE
pod __J _Dx3emnnap op p

Yopasnmiomue: aoxtop Knemene [loasu,
PoSept Baxan

Oxpy=no#i cya LlspnorrenGyprs — HRB
149578 B

Koa HAC: DE 136593967

Perucrpaumonnuil  womep WEEE: DE
60787320

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

«Y.OM. YOPJIA O MERUCHUH I'wb6X»
(W.0.M. World of Medicine GmbH)
illra6-xespTipa komnannu: 10587 Bepaun,
Sanuaydep, 8 (Salzufer 8, 10587 Berlin)

Ten: +49 30 39981 550, weG-cahr:
WWW,WOm,group



GoFlo Pump

PykosogacTtBo IO akcnayaTaumun

CNCTEMA NPPUT" ALIMOHHAA
APTPOCKOINMYECKAA GOFLO
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Ba>kHble yKa3zaHus No NpMMeHeHULw

1 BaXKHbl€ YKa3aHuA No NpUMeHEeHUo

BHMMATENbHO NPOYTUTE WHCTPYKLMIO M O3HAKOMbTECH C YrpaBleHVWeM U
(hyHKLMOHMPOBaHMEM nprbopa 1 NPYHaANEXHOCTEN A0 MPUMEHeHVst Npuéopa
B OnepawuyioHHoi. HecobntogeHne yKasaHuin fJaHHON VHCTPYKLMN MOXET

« NPUBECTU K CMepTe/bHO OnacHbIM TpaBMaMm MauyeHTa,

« MPUBECTU KTSHKENbIM TpaBMaMm Bpayell Ui 06CyXBAIOLLETO 1 CEPBUCHOTO
nepcoHana nm6o

EPVBECTM K MOBPEXAEHWSIM U BbIXOAy W3 CTpos npu6opa un
NPYHaAIEXHOCTEN.

BBuOy MNOCTOAHHOTO COBEPLUEHCTBOBaHWA MPOAYKUMM  MPOU3BOAUTENb BO3MOXHbI TEXHNYECKNE U3MEHEHVS
ocTaBnsieT 3a co6oli npaBo Ha HE3Ha4yUTEeNbHbIE OTINYUA VI}'II'I}OCTpaLI,VIVI n
TEXHNYECKMX AaHHbIX 0T NMapameTpoB NoCcTaBfeHHOro npnéopa

A63aupl 0TMedeHHble cnoBamn OMACHOCTb, BHUMAHUE n YKA3AHUE Onsa cobnogeHni
MMEtOT 0COB0 BaKHOE 3HaueHne YwuTaiite 3Tv ab3aubl C 0CO6bIM BHAMAHUEM.

OMACHOCTb!

OnacHoCTb ANs  MauveHTa, Nonb30BaTENs WM  TpeTbero auua.
Co6niogaiite 310 npegynpexieHne BO W3BeXaHWe TPaBM NauWeHTa,
nonb3oBaTens UAn TpPeTbUX NnL,.

BHUMAHWE!

JTMX ab3aubl cofepXar WH(OPMALUMI N0  KBAIU(pULUMPOBAHHOMY

MCMONb30BaHMIO NpUBOPa UM NPUHALIEXHOCTEN B COOTBETCTBUM C WX

Ha3HaueHvem.

YKA3AHUE!

ATUX ab3alpl COAEPXAT YTOUHEHUS K yKa3aHUsAM UK LONONHUTENbHYHO

Mone3Hyto MHpopMaLMIo. LU
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Yka3aHua no 6esonacHocTu

®epepanbHoe 3aKOHOAATENbCTBO
(Tonbko Ha Tepputopuu CLW A)

McKknwouyeHne OTBETCTBEHHOCTH

ABTOPU30BaHHbLIE CEPBUCHbBIE CNYX6bl

MWcnonb3oBaHWe NO Ha3HavYeHUo

yxop uTexob6cnyxusaHue

KoHTamMmuHauwunsa

Ytunusauunsa
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2 YKasaHusA rno 6esonacHocTu
BHUMAHWE; Mo 3akoHopgaTtenbcTBy CLW A pgaHHbii npu6op MoOXeT

MCNONb30BaThCA TONbKO BPAaYyoOM MNKU TONbKO NOojJ HabGnw aeHnem Bpava.

N3roToBUTENb He HeceT OTAeTCTBEHMOCTMU 3a I'IpilMDﬁ N KOCBEHHbI i yLI.I'Epﬁ, n
rapaHTuiiHoe 06CNYyXNUBaHNe NpeKkpau aeTcs B cAyyae

HeKBanNnUPUUMUPOBAHHOTO ncnonb3oBaHus, o6paboTkmn nnn
Texo6cnyxmvwBaHus npuéopa u/mnu NpuHagnexHocTen.

HecoGnioaeHns ykazaHuit 1 Tpe6oBaHNii pykoBoACTBa No akcnayataunu,

BbINONHEHMA PEMOHTHbLIX paboT, HacTpoliku unu mMopucbukauum npuGopa
MANM  NpuHagnexHocTeh  nuuyamm, He  YNONHOMOYEHHBIMW Ha  3TO
u3rotosuTenem,

BCKpbITMA npubopa nuuyamu, He yNONHOMOYEHHbLIMU Ha 3TO U3rOTOBUTENEM,

HeCOo6N fAeHUSA yKa3aHHON NepuoANYHOCTN OCMOTPOB U TEXO6CAYXMBAHUSA.

MpepocTaBneHne TexXHUYECKON AOKyMeHTauumn He O03HavyaeT Bbljgauun

paspeweHns Ha PeMOHT AN MOANG MKaUuM Npubopa M NPUHAANEXKHOCTEN.

NPEAYMNPEXAEHWE! /w6Gele wu3MeHeHus annapata GoFlo Pump
3anpeu eHsbl .

K BbBINONHEHUI0O PEeMOHTHbIX pa6oT, HACTPONKN MNW Moand MKauum npubopa u
ﬂpMHaﬂﬂe)KHOCTeﬁ aAonyckawTCcsa TONbKO cneyvanuncrsbl aBTOPU3OBAaHHbLIX
CEPBUCHBIX CNyX6. Heco6nto aeHune aToro Tpe6GoBaHus ocBoGoXpgaeT
nsrotosuTens oT OTBETCTBEHHOCTH. nOFlI'OTOBKy n CEpTI/Il*)MKaU'I/HO
cneynanucrtos aBTOpPMU30BaAHHBIX CepBUCHBI X Cﬂy>K6 BbINONHAET TONbKO
M3roTOBUTENb.

PaspewaeTcs mcnonb3oBaTbh NPUGOP TONLKO NO €r0 NPAMOMY Ha3HAUYEHUIO.

Ans oGecnevyeHns HajfeXHOro M 6e30NacHOro yHKUMOHMpPOBaHUA npubopa
TpebyeTca o6sa3aTenbHoe nNposejeHWe CoOTBeTCTBYl W NX pa6oT no yxoay.
Ans o6GecneuyeHns 6GesonacHoCTW nNauneHTa M MeAULMHCKOTO nepcoHana
BbINONHAWTE NpoBepky pa6oTOCNOCOGHOCTM M KOMNNEKTHOCT Npubopa nepep
Kax3fblM NpUMeHeHMeM. 3anpeu,aeTcs NPoOBOAUTL 06CNYyXMBAaHMUE Npubopa B
pa6ouyem pexume.

Ans 3awuTbLl CEPBUCHOrO nepcoHana cnejgyeT nmpoBecTn oGessapaxuBaHue
npu6opa UM nNpuUHaAfNexXHOCTell nepej oTnpaBkoi. PykoBoacTByihTech
COOTBETCTBYO W UMM yKazaHuamm HacTosu ero pykosopacTsa. Ecnn

o6e33apaxumBaHNe HEBO3MOXHO,

* Heo6Xxo0ANMO CHa6bauTHL 3arpsa3HeHHoOe wsgenune ACHO BUAUMBIM
npeaynpexpeHuem 0 3arpA3HeHuun u

e 3amevyaTaTb ero B ABOWHON cnoil cneymManbHOM 3aWUTHOW NNEHKN

M3roToBuTenb BNpaBe OTKas3aTbCA OT nNpuemMa 3arps3HeHHbIX W3jennii Ha
PEMOHT.

[ aHHbIi CMMBON O3HAyaeT, YTO OTXOAbl OT 3NEKTPUUYECKUX U 3NEKTPOHHBIX
npu6opoB He JONXKHbLI BbiGpacLiBaTbCH BMECTEe C HEOIPTUPOBAHHLIM GbITOBLIM
Mycopom a nopgnexat oTpenbHomy c6opy [o Bonmpocam yTuausauuu
annapaTtypsl o6paTuTecb K MNPOM3BOAWUTENIO WUAM B YNONHOMOYEHHOE
npeAnpusTAE NO yTUAM3ALNN.
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Yxazanun no 6830NaCHOCTH

21 OnacuocTm

QNACHOCTL!

Texnnich H METOOMKS

TONWKO BPEY MOMET POWETE, NOKEIANG MM NEMMeHANNS Npubopa annA
NBUMBHTE O INHECKUM COOBPINBHNAM. Bpay A0NNEH CNPEASANTE,
KEKER TEXHMKS W KeKOH METOA HIOBXOQMMO NCRONLICASTE ONN
ACCTAXEHUN XEfBONOTO KINSNHNECKOTO MpdeuTa.

ONACHOCTLI!

MpodepnTe ACE INROACKHE HACTPOWRKH

FABOACKHE NHECTPOHNM HE ARNMIOTCA NPEWMULIGRIOWMME ONA BRAYA.
Bpay OTGSUMT 33 SCE HACTPORKN, KOTOPLIE KECMOTCR YCROBWA
ONEPALMM,

ONACHOCTL!

OpPHWHHANLNGIS NPHHALNSKROCTH

A colcraennol  Oer0nacHoctH M GEIONACHOCTH  NaUNENTa
HCTIONLIYATE TOMKO OPRIINENLHLIS NPHHARNSNADCTH.

ONACHOCTb!

523 DI3PLIGOAMHTIM

NpPNGOP HE NMEET BIPLIBCIALMTE). He HCNONRIYITe npuBop BEAMIW

BIPLIBOONACHLIX  FaO0BRASHAIX  HBPKOTHNECIHX BHIeCTR W B
| avmoceps, oSorasBHHOR MCNOpoaoM.

ONACHOCTb!

INeTpuveckii YA

Mput OTIPLITHM APUSOPAE CYIMECTEYET ONACHOCTE MISKTPRYIETKONO YRRPS.
No3ToMy WMKOFAS He OTapeissite npubop camocTomTeEnLMO. [TpM
HeOGXOAMMOCT PEMONTS CRARMTACH C SBTOPMIOBRHHON COPENCHOA
MaCTEpCHON.

ONACHOCTL!

fipoheccHoHANLHAA KEAIMPHKEUKR

HacTonuies PYKORONCTRO He COMBINMT ONWCAMUA N NNCTPYKUMK MO
ONEPELUOHHON TexHWG:, OMO TAXKE He NPERHAZHAMENO QNN oSyvstue
BPANE  ONEPIUMONHOA ToXIewe, MBAMUMHCKNA WHCTRYMSHTEPUA «
SNCBPATYPY PAIPSISETCA NPWMENATE TOAGKO B CASUNBNLHO
NPRRHAHAYRHHBIX ONA ITONO YCTROUCTEAX BPEUEM WKW MEANTERCONARY,
MMEIOLIENMY COTTBETCTRYIONYIO KBARNGNKBUNIO.

>
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ONACHOCTL!

Kontpons patorocnocofiocTu

Kontpone paSoroCnacoSHOCTH CRERYST NPOBOGNTE NEPES HASANOM
KRNAOR ONepaUNK,

ONACHOCTL!

Crepunaihi® cpefinl ¥ NPRHAANEXNOLTH

TMpe HaARYNR NOKRIAHUA POCTIRTE UCKNICUNTENLMO CO CTEPWILHLIMG
CPRRBMN, CTEPUNLHON MUAKDCTLIE H CTEPMMTLHLIMH MPHHAUNSEHOTTAMK,

ONACHOCTR!

Janackinie NPHEOPE) 4 NPUHASIEXIOCTH

Pepare @ HeNOCPRACTEANNOH GRNIOCTH 18NBCHON NpHGOP b JaNacHRe
DENHALTBRHOCTN, uTOSM MO0 Gbino  Ge30NacHD  3aBEPEMNTW
oNEPAUNID B CRY4se OTEAE NPHGOPS HNH APHHEANIEXKHOCTERA.

ONACHOCTL!
OnacrvocT npw patoTs ¢ npubicpon

WIPL! NPEROCTOPORMOCTH, Npuaniinieis B mase 3.2
“OnacocTv nps padore ¢ NpuBopom™.

ONACHOCTD!
Qumncrxa npubopa 1
SaRPOUIBETCH CTEPUNMNILASTE NPWEOP. !

ONACHOCTbI
Ksnenwitan anara

OGeperadime NPuSOP OF BNBN. He NONRIYRTECH NPUBOPOM, ECNU & HFO
NPOHNKNE ANAKCCT MM RANS,

ONACHOCTH!

JMARHA NPRQOXPIMUTENA

Npu 3aMBne NPEROXPEHMYANE CABAWMTE 38 TEM, NTO MCROTLIOBANCH
NPAMNLHLIA THN NPAZOXPRWTENN.

ONACHOCTLI

Magesss 1 ONPOAAINANNE

Yeranpanwaaire npniop #a poanyo M NPONKYIO NOBSPXHOCTE. Kabenu
A0 SbiTe NPONOKSLI HARENIMLIM  Be20nacHeIvm 06paom, TPyBxw
MENY NPUGOPON M RBLKENTONM MR AAMKHA! SOJAAEETRE NPINRTCTENNA.
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Yxasanus no 6830nacHocTH

BHIMAHWES

MloMexn oT INexTPOOBORYAOENIIS
(CM. rnamy 13 “InexTPOMATHNTHEA CORMECTHMOCTR"). i papaBoTie M
UCHWITMHUAX annEpaTe OCOGOS DHINMEHNE YASNANOCHL ToMY, NTOSH

NPSKTUHECEH NOMMOCTRIO MCKITIONNTE NOMEXN ONA APYIMX NPUGOPOS M

IRUHTHTE SNBPST OT NOMEX, CONIBEISMAIX APYIUMN NPUEOPIMK. Tom ne

MEHOS, NN YCTRAHGIN NPSANOANBINGIX NOMEX MOTYT NOTPeSCAITRCA

CNEAYIOMME MIPR! NPRZOLTOPOHOCTH:

¢ HIMGHHTE DACNOSIOMEHWS ARHHOFO NPWBOPE OTHOCNTRAMHD APYruxX
NpnSopas ww pacnonomenue Apyrux NphSopoe

* YOLMILTO DECCTONANNE MENAY MENONLIY ML NPWEOPaMN

* OSPATHTECE 38 NOMOWMIO T CREUNATHETY NO INEKTROMBLANUMHCKOMY
050pyAOBAING

BHAMAHWE!

Mcnonkaomatne ADYMMX NPUHAONERHOCYER, NPeOGPalOBETENEd
npoRoaoce

Hcnons3osshne ARYIUX  NpMUAANERHOCTSA, npecBpasoeatensi

fpOBOAOR, OTANNHMIX  OF  YKAMNMEIX, 3B  NCKMONEHWEM

APEOGPAI0BATIINA N NPOROQOD, MPEANErBIMIX NPoONIBOAUTENEM

NPRGOPE WM CHCTOMBI MEBORINICKOTO HAZHEWENUN (CM, maay 18

"TRoccapuit™) A& xavecTee ImnuacTail ann EHYTPRHHEX KOMNOHENTOR,

MOXET NENEECTH K YCHAGHNO TIOMEX  WAN  CIOKSHMIO

NOMBX0IBNMILEHHOCTU [INHOMD NPUBOPS NI CHETEMSY,

BHAMAHME!
MopmmHckui NPUGOP 8 KONOHME
MeQUUNHCKHE NAPUBOP HENLIA WHCNONLIOEATE B HENOCPBACTEEHNON .

GAKIOCYH OT ApYrMX NPWBOPOR WNW APK ycvanonss & wraiens. Econ
HECEXOQUMO YCTRHOBUTR NPUGOD B HENOCPRACTBEHHOR BNMIOCTN OT
APyrwx npuSopoh uAN B wrabene ¢ HMMe, cisayeT HalMODATS 38
PAboToH NPRBOPA MM CHCTEMLL, Yrobt YOSONTLER B 0 Hagnexaweh
paGore NPy TAKOM PEIMEINENHMN.
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Llenb npumeHeHnn

Mcnonb3oBaHWe NO Ha3HAYEHNIO

MpoTuBonokasaHmnsa

PekoMeHAOBaHHbLI €
fAaBneHuns

AvanasoHbl
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3 Lene npumeHeHunsa

31 O6nacTb NPUMEHEeHUsA

N3penne GoFlo npepctaBnsieT co60i  MPPUTALUOHHYIO CUCTEMY
apTPOCKOMNUYECKYIO, npegHasHavyeHHYyo aAns npumeHeHuns B

ANATHOCTMYECKONH W OMepaTUBHON apTPOCKONUW, HANpUMep, Npu

*

NoBpeX/AeHNAX CBA30OK

* noBpexpeHne meHucka

*

NoBpeXAeHUAX xpau e

*

NNaHWpoOBaHWM ONepauumn u KaTaMHecTUYecknx o6cnefoBaHmNAX

pacTAXeHUs 1 NpOMbIBKM CycTaBOB

MppuraunoHHas cuctema CNYXWUT ANS
koneHa, nneva, Geapa, NOKTeid, a Takke ANS pacTAXKEHWs cycTaBa KUCTU K

r0ONeHOCTONHOrNoO cycrasa.
Monb3oBaTenb MOXeT BbIGpaTb HYXXHOE faBfeHWe Ha cycTas.

Hacoc pfOnXeH fOCTUYL 3a4aHHOrO AaBneHns B cycTaBe NyTéM nopgauu
NPOMBIBHOW XMAKOCTM M NoafepxueaTb ero. ECAM MeT BO3IMOXHOCTN OTTOKa

KXUAKOCTW N3 cycTaBa (Hanp 3akpelT KpaH Ha WHCTPYMEeHTe)n focTuraetcs

3afjaHHOe faBfieHMe, HAacOC yMeHbWaeT nojayy M NbiTaeTcs NOAAEPXKUBaATHL
faBneHue napgaeT Huxe

3ajaHHOoe pfaBneHue. Ecnwun

BbIGPAHHOrO 3HaYeHUs, Nojayvya XMUAKOCTN aBTOMaTMuyeckn Bo3o6HoBNAETCA.

BHYTpUcycTaBHOe

CO CTOPOHbI MNONYNALMM NALNEHTOB OTCYTCTBYKT OFpaHWyeHus, KOTOpbie

Heo6X0A4UMO yYnTbeliBaTb 0C060

Mpn6op NPpUMeEHNAETCA B HECTEPUNbLHOW 30HE OCBEW aeMOil WU 3aTEMHEHHOI
ONepaunoHHON W KpenuTcs C 3ajHeidl CTOPOHLI Ha wWTaTuee Npu nomowmn T-
ANbTepHaTUBHbLIW BapuaHT YCTAHOBKW: B KOJIOHHE.

o6pa3HOro BUHTA.

PasmewaTth Npu6op cneAyeT Ha BbICOTE NPOMbLIBAEMOrO cycTaBa.
cCUCTeMy MpPPUTaLMOHHYI apTpockonuuyeckyiw GoFlo

Henb3sa wncnonbsoBaThb

AN  nojayu KWUAKOCTM B cycTaB, €CAM apTPOCKONMUSA NpoTUBOMOKA3aHa. 'r

Co6niopaiite a6cono THbIe U OTHOCUTENbHbIE NPOTUBONOKA3aHUsA YyKa3aHHble

B PYKOBOACTBE K 3HAOCKONY.

ApTpoOCKONWSA NMpOTUBOMNOKAa3aHa Npu
* aHkunose

* BocnaneHWsXx UNM GakTepnanbHOM 3apaxeHuu
3anpeuweHo UCNONbL30BAaTL NPUGOP ANSA BBEAEHNA MEAUKAMEHTOB.

MNpu6op He paccynMTaH W He NpefHa3HaYeH ANA NPUMEHEHUS C MEAULMHCKUM
rasom
5-150 MM

pT.CcT.

MOXHO AnanasoHe

3ajaHHOe paBneHue
faBneHne cnepyet BboiGUpPATL UCXOAS M3 CPEAHErO apTepnanbHOro gaBieHns

cyctas. [MpoussoauTens

yCTaHOBUTbL B

nayveHTa BO nsbexaHue KPOBON3NUAHWNI a

napameTpbl  faBAeHUA  ANA  CNEAYIO W NX

pekomeHAyeT cneaywouue

NPUMEHEHWI.

KONEeHHbI# cycTas 50 MM pT.CT.

nneyeBoil cycTas 50 mm pr.cT.

Tazob6epeHHb 1 cycTas 60 mmM pT.CcT.

NoKTeBOW cycTas 30 mm pT.cT.

FONEHOCTOMNHBLIA cycTas 70 mm pT.CT.

o 30 MM pT.CT.
nyuyesansacTHbLIW cycTas

Ana  Kaxpoil onepauuu u TpebyloTCA pasfuyHblie

napameTpbl. M0O3TOMY yKasaHHble NPON3BOANTENEM 3HAUYEHNSA ABNATCA NNW b

KaXAoro nauueHTa

peKoMeHAO0BaHHLIMU, a HE PYKOBOACTBOM K AeicTBUIO AN Xupypra.
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Lions npusenenus,

MBsCUMENNHNA NIOTOK OTPBHIOH NDUBOPON A0 1.5 N/MIK W BRTOMETWWECIH
YMEHDLLAETEA HACOCOM NPV AOCTINNEHM JEABHHOIC ABRMHHA.

Mpy HCNCMLIDBANAN ANNGPATOR MORONONADHOA BU-XMDYPIMKN PRIPOIIAETSS  KINHIMNECKOS NPUEINENNS

HUCIONBINBATH HCNMOUUTENLHE HENPOBOAALLNIC MRAKOCTR. K HENpOBOLRLMM

NPOMGIEHLIM  HAKOCTAM OTHOCHATCR, Hanp.. AWM. copluY. ManswTon

COPOVT=MBHNTON N ABKCTPAN. W

3.2 OnacrocTi npu pabote ¢ npuSopom

OfACHOCTD!

MigHMEMNEMLIS B APTPOCKDANN NOMIL) MOTYT BRIMSETE SNCTPIREISUMIO
{NONAOENIE HRONOCTEN B OKPIYKRIOWMNE TKRHN). B TRKENLIX CIYSanX
BOIHNKMIOULNA M3-38 STOTD OTRK MONET NPMBECTN K TPABAMUPOBIHNIO
MMINSHTOD ¢ CHHAPOMOM COBENNBAHIA, HESPONREKCHER, TEXMKBROMSN,
NHEBMOTORRKCOM, PAIPLIBOM THBHER UK NOBPEXMNAMN wepuoHE. Mpu
OEHAPYMOHNH JCTPEBEIMINN POXOMEHIYITCA YMEHLIINTL SARNSHNS W
EHUMETENRHO HOG/MOOETE 38 PACHRERENSINM UIBLITOYHOR KNAKDCTH.

ONACHOCTb!

Janaos DHIGNSHNE ANA ONUCHIBAOMOTD NMEQULIMHCKOID HIAEHNA MOXKET A
YCTAMARNUBATACA HA IHAUSHUN, YXEIEMIME 8 SINHOM PYKOROGCTES,

BuiGepuTe OOTUMNILHOS ANR NBUMNSHTE AARISINIE HE OCHOBE KPOSANOID

AIRNEMN, POCTA, BOCE M ADIPACTE, HO ©8 OfPEHUUUBARCK ITHMM

mapameTpamn. MpoNISCANTENE PEKOMOHAYET PELIMVHGIE MACTRORKM

RIBNCHNA ANA PRIHMIX NPWMOHEHNA. YKAISHNGIE B ITOM PYKOROQCTES

JHDICHUR ABNMOTCA NHUe PEKOMERDIUMAMK, (HAKTHYECKHE HECTPOAKK

ARBNEHNR CIPEAETINOTCR HCKILONHTENBHO BPRNOM,

_.._...‘.._ -

QONACHOCTb!

B cuTyBuIN KIGLITCUNOND SARNSNNA ONNCKBIEMOP J00Ch MEDNUMHCKOE A
WANLTIAR BOTOMETHUECKN NIPUMNMEST MEPR N0 CHIKEINNG NITRITOUHOND

RaansHuN, Npe ITOM MOTYT BLADEETLCA IBYKOBLIS CNENGI MW

NRCAYNPERIINNA, PONMKOROS KONSLO BPSLASTCA Hasan, YToBL! CHHIUTE
BHYTPMCYCTABHOS OARNNHKE NYTIM YORNOHNA XUAKOCTH W3 CYCTROA.

Cobnasive NpegynpPexRenus, NPHEEOENNLIS B HHOM PYKOSOACTAS.

ONACHOCTbI

MonTopHan oEPIGOTKS CTEPUMANMX OANODRIORMX NIQENHA

OnacHOCTR HDUUNPOBIMA NBUWENTS WKW NONLIOBATENA M CHINKOHWE
NPPEKTHRNOCTH HIAENWA NPU NCBTOPHOM NPHMEHEHUW. SMPRIHEHNE W
wnv yxyQueHns paGoThl MOTyT NPHESCTH L TPRSME, SONSIHM WK calepTH!
He 05pataTniSaTh NARENUE NOBTOPHO.

OMACHOCThR!

JEMEHE RHCTPYMEHTE

ECA smcTDYMENT MEHRSTCA B0 BPEMA ONEPALMM, CREAYET OCTANONUTE
NPWEBOP KHOMTWOR JBTYCKalOCTINDBNN,

|
@ -
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ONACHOCTB!

MpuGop cneayes YETEHORNTE THKUN OOPEIOM, NTOGW! B MICBOH MOMENT
O oliecneveHsl HBBINOASHIE 38 NOKEIBHHAMMK, PRBOTOCNOCOBHOCTS
NPUEOPS M AOCTYN K MIGMEHTEN FNDABNHRA,

ONACHOCTD!

Céon npubops

Ecnu aw noaolpeasete c5oi npubSopa unu OSHApYRMNN $70 B0 BPEMA
Nposapxk  pPaBOTOCNOCOBNOCTH, TO ZanuHefWer WCTIONLICASHWE
NPUEOPa 3anpauasTcA.  MCNoNL3oEMME NpRBopa Janpomeno e
BN OYSBHOHLIX ASDONTON, B YBCTHOCTH, CATEROID WTENTONN W
xabana nuranwna.

BHAMAHUE!

INROCRONL

NipuBop PREWSETCA HCNONLIONSTL TONWND € TOMH SNAOCKONBMH,

HEINBUGHUE N TEXHHYELKHE XBPIKTRDHUCTNG! KOTOPMX RONYCEMOT

COOMBCTIMOCTR, IHQOCKOM QONNHL COOTESTCTEORETS TROGOBMNOW

craHpapros [EC 80601-2-18 « 180 8600 @ ux nocNeawx paqsxumMax. B

POIYNLTETE  KOMOMHUDOBIHURICORANHEINGA ¢ JPYIUMK  NPWSOPAMN
MEAMUUNCKEN  INKTPHUECKAR  cHcTema  (N3C).

CUCTEMA!  OTOeUSseY 3a colMIOQsNNE CTaNRAPTa
IEC 80801-1 / EN 80601-1 B ero nocneanel pansiumn.

ONMACHOCTE!

MNaneT ¢ WATKOCTLIO

NpuBop PECCHUTIN TONBKD HA NPUNEHSHHE C MMOKWMH NAKSTAMR aAnn
RUAUOCTH. [IpH NCTIONWIOBIHNN CTOKNAKHALIX COCYAOS CYWOCTRYOT
ONIACHOCT. floBpExgaHNR, BCAOQCTANE SOINMKMOIWITO B CTOKNANNOM
COCYAR NOMMASHNDIC ASANIEHNA NHAKOCTE W8 MONOT AOTEKATR
AOCTATOUHD GMCTPO. CymecTRysY OECHOCTE PEIPYWEHMA RNEEHNM
ARNSIEM.

ONACHOCTBI

ONBcHOCTL YANDE SMKTDHYSCKHMN TOKDOM

B0 WIBORMIE PHCKE NOPIKSIIA INERTPHYOCKHM TOKOM QSHHMN NPWGOP
PRIPMUMITCA NOSUNOHETE YONMMKC XK WIENTPHYACKOR poisTke ¢
IRUMTHEI RPOROLOM.

o
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MepBbIli BBOA B AelicTBue

4 MepBbIii BBOA B AeicTBue

cpasy nocne nNofyyeHWs nposBepbTe MNPUGOP UM MNPUHAANEXHOCTU Ha BXOAHOW KOHTPONb
KOMMNAEKTHOCTh M HaNnuyue NoBpexgeHnii. Mpon3BoANTENb NPUHUMALT TONbKO

Te nNpeTeH3NM Ha 3aMeHy KoTopbie 6bINM NpeabABAEHBl TOProBOMY

npejcTaBUTeNto UNM aBTOPU3OBAHHOMY CEPBUC-LEHTPY.

Bo3BpauwaTb NpUGoOp cneayetT B OPUTMHANbLHOW ynakoske. MPoOM3BOANTENb HE BosspaT npubopa
HecCcCT OTBETCTBEHHOCTHU 3a nospexpnaeHnsa, Bbl3BaHHbLI € HeﬂpaBMﬂbHOVl
ynakoBKOW NpuW TPaHCNOPTUPOBKE.

Mpu Bo3BpaTe NpuGoOpa 3aNONHMUTE JAHHbLIN GOPMYNApP, NPUBEAEHHBI B KOHLE
PYKOBOACTBA NONb30BaTensi. IPUNOXUTE PYKOBOACTBO K npubopy.

Heo6Xx0ANMO NONHOCTLIO yKa3aTb CNEAYO W ME faHHbIE:

e HaumMeHOBaHuWe cCo6CTBEHHMUKA

appec CoOGCTBEHHMUKA

Tun npubopa

cepuiiHblii HoOMep (CM. DUPMEHHYID Tabnuuky)

onucaHue gedekrta

4.1 MoprotoBka npuéopa

OMNACHOCTDb!

MajeHne M ONPOKMAbLIBAHMUE

YcTaHaBnueaiTe NpubGoOp HAa POBHYIO W NPOYHYI0 NOBEepPXHOCTL. KaGenwu
AONXKHB GblTh NPONOXEHb HajeXHbM W 6e3onacHblM o6pasom. TpyGkn

MeX/ay Nnpu6OpoOM W NauNneHTOM He JONXKHbL CO3A4aBaTb NPensATCTBMUA.

BHUMAHUWE!

MeanumMHcKas cucrema

MeavuunHckuit npu6op npegHazHauyeH AN YyCTAHOBKM B COCTaBe CUCTEM
npn6opoB MEAULNHCKOIO HazHayeHna (cm. rnaBy 13 "9 nekTpoMarHutHas
coBMecTMMOCTb" ) Mpwn akcnnyatauuum MmejuynHcKoro npubopa B61M3n
npuéopos HeMeAWLUNHCKOTO Ha3HayeHus Hapgnexauwasn pa6oTa

MeAUUMHCKOTro npn6opa He rapaHTupyeTcs.

YcTaHOBWTE CACTEMY Ha POBHOW NOBEPXHOCTU 3alW WUWEHHOW OoT BUGpauui, B YcTaHoOBKaA
CyXom nomeujeHun. TemnepaTypa OKpyXatoueil cpeabl U BANaXHOCTb BO3AyXa
ACNXHBI COOTBETCTBOBAaTbL NapameTpam, NnpuBeaeHHbIM B rnase 14

'‘TeXHWYecKne xapakTepucTmku”.

MoaknwuyeHne KceTu

BHUMAHWNE!

Y6eantecs, 4To vmelueecs HanpsaxeHue ceTu cosnajgaeTt ¢
napameTpamMun CeTeBOr0 HanNpsXeHUsA, YyKa3aHHbBIMU Ha GUPMEHHON
Ta6nuuke npubopa. HenpaBunbHOe HanpsXeHWe MOXET MNPUBECTU K

c6oAM M Bbl XoAy npubopa M3 cTtpos.

Y6c,;uTecb. YTO NapameTpbl 3nNeKTponuTaHna cooTBeTcTBYlT OIN VOE wunn
HauuoHanbHbIM HOpMaTuBam. CeTeBO KaGenb paspewaeTcs NOACOEANHATH
TONbKO K MOHTMPOBAHHOW Hagnexauum o6pa3somM po3eTKe C 3alNTHLIM
KOoHTakTOoM (cM. OIN N/OE 0107). Y3HaiiTe pa6oyee HanpsAXeHue, ykazaHHoe Ha

3afjjHell cTeHke npubopa (dbupmeHHas Tabnuuka).
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MepBblii BBOA B AelicTBue

3aW NTHBI A KOHTAKT

Tonbko gns notpe6uteneit B CW A

Puc. 4-1 MoHTax Ha cToiike
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CeTeBoOii pasbem ponxex nmeThb 3al UTHBI KOHTaKT. MNcnonbsysa
OpUrMHanbHbIl ceTeBOi kabGenb (ecnu BXOAMT B KOMNNEKT), ycTaHOBUTe
coejMHEHNWEe MexXpJy I31eKTpopo3eTXxoih M WTeKkepoM Ha 3ajHell CTOPOHbI
npuéopa.

Mcnonb3yiiTe Tonbko npoBepeHHblt (UL-Listed). cbémHbI i ceTeBoW Ka6ensb,
Tuna SJT, MuHuMym 18 AWG. 3-KWUNbHbIi. BcTaBHble KOHTAKTbl [0MXHbl
COOTBETCTBOBAThb Tpe6oBaHMAM NEMA 5-15 nnn 1EC 16320-C13,
NopkNWYeHWe 3aWMTHOrO NPoBOAa 06ecneyeHo TONbKO B TOM c/lyyae, ecnu
npu6op NoAKNIOYEH K CMOHTUPOBAHHOW Hajgnexauum o6pa3oM po3eTke a
6onbHuue (Hospital Grade).

4.2 MoHTax cuctembl GoFlo

BHUMAHWNE!
YcTaHaBnunBaiiTe cuctemMy Tak, Y4TO6bl MOXHO 6bI N0 NETKO OTCOEAUHUTL

ee 0T aneKTpoceTwn.

Cnctema npepHasHadeHa ANA NOABeWWBAHWA Ha NepejBUXHOIN CcTolike u
AN BEPTMKANbHOrO pa3mMeuweHWs B KONOHHe. MOHTax W nepsblii 3anyck
cuctembl  [01INe bl OCYW ecTBNATLCS 06YyUYEHHbBI M [ aBTOPU30OBAHHBIM
Gupmoii-nponsBoaMTEneM CepPBUCHBIM nepcoHanom. PabGouee nonoxXeHue
cucTeMbl TrOPU3OHTaNbHOE, BEPXHAS CTOPOHA [ONXHA YyKa3bBaTb BBEpX,
BbICOTAa MecTa YyCTaHOBKM npu6opa Haj  ypOBHEM nona  [ONXHa
COOTBETCTBOBATbL BbLICOTE CycTaBa.

4.2.1 MoHTaX Ha cToiike

OMNACHOCTHb!
MNepej MOHTaXOM cucTeMbl GOFlo Ha CTOlke 03HAKOMbTECH C

MHCTPYKLUUAMMU NO NPUMEHEHNIO CTOWKK.

OMNACHOCTHb!

PBSMELIJ,EHI/IE cCMcTeMbl Ha CTOWKe BAUSET Ha yCTOﬁHMBOCTh. Ecnwu
cMcTeMa CMOHTUPOBAHA CNUW KOM BbICOKO Ha CTOliKe, cyuwecTsyeT
ONacHOCTb ONPOKNWAbLIBAHNA. MONb30BaTeNb HECET OTBETCTBEHHOCTh 3a
ob6ecnevyeHne yctoumesoctu npubopa.



MepBblii BBOA B AeicTBUE

1. Pa3mecTuTe cuctemy GoFlo Ha nsamre CTOMKM Ha HYXHOMN BbicOTe 0T 80
A0 120 cm (NpuMep: O HOXKWN CTOWKN =65 cM, pekoMeHAOBaHHasa Makc,
BbicoTa h « 100 cm).

2. 3akpyTuTe T-06pa3Hbiii BUHT HA 3ajHEW CTOPOHE CUCTEMbI.

YKABAHUE!
Y6eautechb, 4To cuctema 3ach MkcuMpoBaHa nocne satTaruBaHua T-
o6pa3Horo BuHTa. Takxe y6eantecb, 4To T-o6pasHbIii BUHT ocTaétcsa B III

3aTAHYTOM NONOXEHUN.

4.2.2 Pa3melweHne B KOJIOHHe
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PaGora ¢ npuBopom
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PaboTa ¢ npubopom

O3HaKOMbTeCb C PacCnoONOXEHWEM COeAUHUTENbHbLIX 3N1EeMEHTOB Ha 3ajHeil
cTopoHe npubopa.

BHUMAHWE!

Mpn KOMGMHMPOBAHUN HeCKONbKNUX Npubopos cobnt fgaiite Tpe6oBaHuNs
IEC 60601-1/EN 60601-1.

5.4 BkniooueHne cunctembo GoFlo

1. Bknwouute npu6op aceTb. CBETOANOAHBIA MHANKATOP NUTAHNA 3aropuTcs
3eneHblMm cBeTom (Puc. 6-1 "MepeaHAsn cTopoHa npubopa™ (KO0 )

2. Y6epanTecb, 4TO B 3aX UM ANA TPYGOK He BAOXEH KOMNNEKT Tpy6oK.

3. WupnkaTop cocToAHMA “BKJ/1" ropuT 3enéHblm ceeTom (Puc. 5-1 "MepepaHas
cTopoHa npu6opa“0”). CamoTecTupoBaHue npubopa BbiNoONHAETCA
aBTOMaTUYECKN.

Ecnn npu Bknw4YeHun npubopa TpPyGKN HAXOAATCA B 3aXuMe,
oToGpaxaeTcs,— ' Ha MHAMKATOpe peXxumMoB u npepynpex(aeHuin (Puc.
5-1 "MepeaHAs cTopoHa npubopa” (N} n pa3pgaéTca OAHOKPATHLIA
3BYKOBOW curHan. Mocne n3BnevyeHns Komnnekta Tpy6ok
camoTecTMpoBaHue npubopa NPoAONXBeETCH.

Ecnn npn6op He Npoweén caMmoTecTUpOBaHMe, Ha MHAMKATOPE PEXMUMOB 1
npeaynpex/pgeHnit BBIBOASTCA COOTBETCTBYO W Me coobu eHns 06 ownbkax
(.ERROR* cm. rnaBy 15 "CoobueHns o6 ownbkax n npeagynpexgeHuns”).
YcnewHoe nNpoxo3kAeHWe CaMOTECTMPOBAHUS CUTHANUINPYETCA OAHUM
TUXWM 3BYKOBBIM CUTHANOM.

5.5 Mcnonb3oBaHue Tpyb6ok

Cuctema GOFlo paccyMTaHa Ha UCNONb30OBAHME KAk C CTEPU/IbHBIMU, TaK U C
HecTepunbHbiMKU Tpybkamm (HE 419 NPOAAX MW B CLWA).

Bnarogaps TPAHCNOHAEPHOUW TEXHONOTUM aBTOMATUUYECKM pacno3HaéTcs Bug TpaHcnoHgepHas TexHonorus (RFI0)
TPYy6OK, TOAHOCTb M HAAEXHOCTL KOMNIEKTa TPY60K. TeM cambim
NpakTUYecKn UCKNloYaeTCcs OWMNBOYHOE NPUMEHEHNE.

Korpa B roToBblii k pa6oTe npubop BKnapgbiBaeTcs npurogHas Tpy6ka,
pas3gaéTtca TUXMW 3BYKOBOW CUTHAN U Ha WHAWKATOPE PEXWUMOB U
npegynpexpgeHuit (Puc. 5-1 "MepeaHsas ctTopoHa npubopa” (S)) B TeyeHue 3
CeKyH/A OToGpaXaeTcs YMCNO OCTalUWMXCA NOCNe AaHHOK onepaunn UUKNOB
(000 pAnA  cTepuNbHbIX TPY6OK UM ANA HeCTepUNbHbIX TPY6OK B cryuyae

nocnejHero ocTaBwerocs unkna, XXX ANA  HeCTepuNbHbIX TPpy6OK

(HECTEPUNbHBIE TPYBKMN HE NPEAHA3HAYEHDb AN8 NMPOAAXMU B

CUA)).

Ecnun B cucteme GoFlo HaxofAaTca nogxoaau e u NpurofHele Tpy6ku, To npu MapkupoBka NMCNoONb30BaHHOTO

KaX4OM WCNONb30BaHWKW OHU aBTOMATMYECKU MapKupykwTcs cuctemoin GoFlo KomMnnekTa Tpy6oK
nocpejCTBOM TPAHCNOHAEPHOW TEeXHONOrMM. B 3aBUCUMOCTU OT BuAa Tpy6oK
3TO MMeeT cnepylo U Me NnocneAcTBuA

e Tpy6Ku cTepUnNbHbI €
mHankaymus 000 (3 c)->o0cCTaBWeEECA YMCNO LWKAOB Nocne AAHHOTO
Mcnonb3oBaHusa
- ,Clo 3anycka cuncrtembl pr6KI/I MOXHO HEeoOrpaHmw4YyeHHoOe KO/IM4YeCcTBO pas

BCTaBNAThH U U3BNEKATb, NPW 3TOM MApPKUPOBKM UCNONb30OBAHNSA He
NPONCXOAUT.

MapKupoBKa UCMNONb30BaHUA TPYy6OK NPOUCXOAUT Yepe3 1 MUHYTY nocne
3anycka CUCTeMbl .

- CucTeMy MOXHO 6e3 OrpaHWyeHu 3anyckaTb U OCTAHABNMBATL C
TPpy6KamMn, MapKUpoBaHHLIMU 3a TeKyU Nl ceaHc Npn yCNOBUM, 4TO TPY6KN
He M3BnekawTcA. Mocne yfaneHns cTepnUbHbIX TPYGOK B KOHL e
nocneaHero yukna oHn 6onee He NnoanexatT NPUMEHEHUIO.

- Ecnun BnoxeHHble TPYOGKN yXXe MapKUpPOBaHbl Kak MCMONb30BaHHbLIE.

_’]!-/\

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



—4/|®

NOTERR CHTHANS TRANCNOHINPA

PeiBORNTCH oumbra EO2, noka TPYGN we SYAST YARN.L

= ECAN YCTOHBAIWBIITCN HONDUIONMES TRYTIM,
BRSIANTTA ownGes EOS, noxs TPYGKH He GYAYT YARNSHGI,

= Ecnu TpyGion YCTBHORNEHE HENPBBMITRHO H JENYLLIBHA CUCTEMS,
ausoanEn ownGia EO8 b Tausme 3 coxyna.

= ECINM Tpy5Im He YCTAKDRNSHSE I SANYLLEHE CHCTONA, BRIBOANTCH Oumtes
E01 p reverme I canpig,

= EC/M YCTRHOBMINM HONPUCOMME TPYGIN U SSMYLINE CHCTEMS,
wpmapin EO3 savrast 3 pasa.

=~ ECw yCTAHOBNE L THYCIH, MBDIGIDOBEHHAIE KBK UONONLIORIHHMES, U
SENYLLONE CICTEME, WHELn EO2 mwraeT 3 pasa.
TPyt necrepisinsinie  (Maxc. 20 uwnos) (HE ANA NPORAXU B

ClIA):

SHOUNRLN J00( (3 £) > OCINBSUNMECH YUCHO UNKRDE NOCIE JBNNOED

UCNONLIOSENUA

= KOZA® OCTRETCHA NOCNAAHWA LKA, NPW KENGEON OCTOHOBXE SONOMMUTENGHD
8 TeueHE ) CORYNE SUBOANTCN MHAWKELMA 000 1 BLIABETCA TVMA
INYXOBOA CRNEAN,

« MapIPosKa HCNONLIOBEHMA TPYGOK NPONCXORNT SEpes 1 MIHYTY nocne
SRITYOKS CHCTEMAL

— Cucresly GoFlo mManaio Ges orpainnietill SNYCKATS U OCTRNIR/INEETL C
TPYGIRNN, MEPIMPOBANHINK § TRIOALISN COBHOR NPW YCAOW, TO
TPYGs He MIANSXAMCE. TOCNe YARNEHUA THYGOK B HOHUS NOCEANErD
LMULE Onit GONES HE NOANEIAT NPHMENSHING.

« ECHu ANCeHHLIC TRYOKM YKE MEPYMDORSHEE KBk UCHIONbIOREHH b,
aeaaMTES oumtie E02, noxe TpyOiar Ha GYAYT YAAIHW.

= ECNi YCTRHBRIMBEOTCA HENPHIOANIE TPYDKH, swBoAKTCA Clumbice B0,
noka TRYG: e GyayT YABNSHGL.

= Ecnu TpyGam YCTANOBNEHE HENDBAKNLHO U SATYILINME CUCTEMR,
SBOAKTCR Dwwiea EO4 B Teussne 3 coxyri.

— E/M TpyGios HE YCTEHORNENU W SSIYLENE NOMNA, BRBOAUTCA QumbKs
EO01 & Tevmine 3 COKYHA.

~ EC/m yCTaHORNEH HENDIIORMLIE TRYGKU W 3BMYUISHA THCTOMA,
wramaLpn EOS marsar 3 pash.

_MWW,WMHWMU
ABNYUIeHE CHCTEMS, WHRmaumn EDZ muraeT 3 pasa.

YKAIAHWE!

COGIMORIRTE NNENUHECKNE TRSORMMIN NPM YTHKISLW TPYGOK ¥
RENSTOR ANK WRDMIDCTH.

Cwcresa GoFlo ocTaHawUmaETon w Gonee HE JANYCKMTCA, 3CHW B X048

cBop  SNMNTPOHMOID  KOMNOMENTS). EChM  OWHEN  SETUMSTHNECKH
mw-m1m.mw MONHO WENONLIOIT
ABNOS AN TEXYLUSIT CAHCE.

®||+—
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Pab6oTa ¢ npu6opom

5.6 O630p NpuUMeHseMb X TPY6GOK

B 3axum pana Tpy6ok Ha 60koBO cTopoHe npubopa (Puc. 5-2 "bokoBas
cTopoHa npu6ooa“MNr)”™ MOXHO BCTaBNATb 2 Ppa3NM4YHbIX Buga Tpyb6okK. 6

Ta6nuue HUXEe NpPUBEeAEeHbl NPUTOAHbIE ANS NPUMeHeHUs Tpy6Ku.

AfTT. Ne Tun Tpy6ok

TO449-01 Tpy6Kku cTepunbHble C HAKOHEYHUKOM Jlyep-KOHHEKTOpPOM ©
NpoTbLIKAK W MMN CTEPXKHAMMN, TONbKO BXOAAWNA NOTOK

T0454-01 Tpy6kn HecTepunbHble ¢ /Tyep-KOHHEKTOPOM, U U
NPOTHIKAO W NMU CTEPXHAMMU, TONbKO BXOAAW WA NoToK (HE
ONA NPOAAXMWN B CLA)

Ta6bnuuya 5-1

5.7 Yknapgka Tpy6ok

Punc. 5-4 3nemeHTb Tpy6oOK

(1) 3aWwMTHbI € KONMaykmn

(2) MpoTbikatoWme cTepXHN (KaH A C
3aWMTHON Tpy6GKOIA)

3) 3axumMmb gna Tpy6ok
(4) Y-3BeHO

(5) MpOMbBIBOYHBIA WNaAHT
(6) WnaHr Ha ponuke

(7) «kamepa HarHeTaHus c mem6GpaHoil
“ TpaHCNOHAEpPOM

(1) WnaHr Ana MHCTPYMEeHTa

(9) JNyep-KOHHEKTOpP

NpepnarawTcs TPpy6KUM OAHOKPATHOrO WAW MHOTOKPATHOTO MPUMEHEHUS
(npurogHbl K aBToknasuposaHutw )(HE A4N19 MPOOAXN B CLWA)

(Cm. Puc. 5-4 "3nemekTb Tpy6oK") Tpy6KM COCTOAT M3 Tpex OTPe3KOB TPpy6ku
(NpoMbIBOYHbI wnaHr (D - wnaHr Ha ponuke (J) W WANaHT ANA WHCTPYMeHTa
® ), Y -3BeHO ] n ABYX npoTbiKaA WMUX CTEpPXHEI d). Tpy6kn

COEAMHSAIOTCA C nakeTamMu NPW MOMOLW M NPOThIKA W UX CTEPXHEN ¢

17
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Pa6oTa c npubopom

Nyep-koHHeKTOp (T) COeAMHACT WNAHT ANA UHCTPYMEHTOB C MHCTPYMEHTOM.

Puc. S-5 Yknajka komnaekta Tpy6oK

MpoTbikaloune cTepXHN (KaHiona ¢
3aWNTHONW Tpy6KOIA)

(S) MPOMBIBOYHbI WAAHT

(6) WnaHTr Ha ponnke

(0] Kamepa HarHeTaHus ¢
MemM6paHOi u TpaHcnonpgepom

(8) W naHr Ans MHCTpymMeHTa

9) Nlyep-KOHHEKTOp

(JO) MakeT ¢ XNAKOCTbIO
) PonnKoBoe KoNeco

(12 3axXum gna Tpy6Gku

BCKpbiTWE BHEW HENW ynakoBKM fa. Tpy6KW cTepunbHbre sE€NNONMAETCH MepcoManon HeCTEPUNbHOIA
30HbI:
P BCKpoOiiTe BHEWHIOK YyNakoBKYy TPy6oOK.

P M3BneyYb U OTKPbLITb BHYTPEHHIOO yNaKoBKY TPYy6OK AONXEeH nepcoHan
CTEPUNbHOW 30HbI.
OTKpbITHE cTepunbHoOi f6. Tpy6KM HecTepnNbHbre «BbLIMONHAEN)CA NEPCOHANOM
aBTOKNaBUPOBAHHOW EMKOCTH HecTepunbHOW 30Hb (HEANS NPOAAXW B CWA);

y OTKpPOWTE CTEPUNbLHYID €MKOCTb N5 aBTOKNAaBUPOBAHWSA TPYGOK.

AN N3BneuYb TPY6GKM AONXKEH NePCOHAN CTEPUNbHON| 30HbI
MpucoeagnHeHne MHCTPYMeHTa 2.BbINONHAETCA NEPCOHANOM CTEPUNbHOW 30HbI:
~ OcTaBbTe Jlyep-koHHeKTOp (D * cTepunbHO 30He M nepepaiiTe KoHel
TPY6KM C NPOTHIKAK W NMUN CTEPXKHAMM nepcoHany HecTepuUnbHOI
30HbI.
AN  CoeaunHuTe Jlyep-KOHHEKTOP C MHCTPYMEHTOM (Hanp., nuTaou e
KaHloneh). OTKpoiTe Nnojaw WMl KpaH MHCTPYMeKTa.
YcTaHoBKa TPYy60OK 3. BbINONHSAETCA NEPCOHANOM HECTEPUILHOMN 30HbI:

) Bkntouute cuctemy GoFlo. Ynoxute Tpy6ku.
YcTaHoBKa TPy6KNW Ha ponuke nokasaHa Ha Puc. &-€ "MoNoXeHns TpyGKku
Ha ponuke".

> Ynoxute wnaHr (D Bokpyr ponukosoro koneca QD -

A  MpuycrtaHoBke TPy6KM cnepnTe 3a Tem, 4To6Ghl He nocTpagana
mem6paHa Kamepb HarHeTaHus. Kamepy HarHetaHwus CD paspewaeTcs
ycTaHaBNMBATL TONLKO NPU OTCYTCTBUM B HEW AaBNeHNs.

~

OCTOpPOXHO 3aABUHbTE KaMepy HarHeTaHuWs (NPW OTCYTCTBUM AaBNeHUSA)
B HUXHUI na3 3axuma Q D fo ynopa.

MNopgcoeanHnTe nakeT ¢ XUAKoCTbio (cm. S.8 "lMpucoeanHeHne nakeToB C
NPOMbLIBHOW XUAKOCTbIO")

18
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PaboTa c npun6opom

Puc. 5-B MonoxeHns TpyGKku Ha

ponuke

(5) MpOMBIBOYHBIA WnaHT
(6) W naHr Ha ponuke

) Kamepa HarHetaHusa

o) WnaHr 4N WHCTPyMeHTa
(n) PonnkoBoe koneco

(12) 3axum gns Tpy6Ku

5.8 NOMCOSANNINNS NAXITOS C NPOMBIBHON MNAXOCTHIO

ONACHOCTb!

Mpu6op paccymTaH TONbKO Ha NPpUMEHeHMe ¢ rMGKUMMN nakeTamu Ans
NPOMBIBHOW XMUAKOCTU. TpMW MCNONbL3OBAHWUM CTEKNAHHbLIX COCYAOB
cyuectByeT ONacHOCTb NOBPEeXfAeHMA, BCNeACTBME BO3HMKalWero B
CTEKNSHHOM COCYyJe TMNOHMUXEHHOTO JaBNeHUs XUAKOCTb HEe MOXeT
AOTeKaTb AOCTATO4YHO 6bICTPOo. Cyu ecTByeT ONAaCHOCTb pa3pyWweHus
BHEWHNUM JaBNeHUeEM.

MakeThl C XXUAKOCTbIO CNeAyeT NOABECUTbL Ha BbicoTe h oT 0.7 o 1.0 M Hap

Hacocom (Puc. 5>7 "MoABew MBaHNe NakeTOB C XMUAKOCTbI").

Puc. 5-7 TMopaBewunBaHWe NaneTtos C

KXUAKOCTbIO

(1) MakeT ¢ XUAKOCTbIO
(2) MpoTbiKalo W Me CTEPXHU
3) 3axXumbl ans Tpy6ok

1. NMpPOMBLIBOYHBIN WNAHT MOXET 3a6MpaTh NMPOMbBIBHYI XUAKOCTb U3 ABYX
naketoB ¢ . 3aMkHuTe 06a 3axuma (3) Ha OTBETBNEHUAX NuTato We
TPpy6KU.

2. Mpu noACOEAVUHEHUN NN OTCOEAUHEHN GepuTe NPOTLIKAK W UA CTEPXKEHD

(2)3a cneynanbHO BbiJeNEHHYI0 YacTb.

3. BOTKHMUTE NPOTbiKA W NI CTEPXEHb B EMKOCTL C y4&€TOM Tpe6oBaHMii

cTepunbHOCTWM (onuunoHanbHo coeguHeHune Safe Lobe).

4. Pa3OMKHUTE MUHUMYM OAWH 3aX UM (3) HAa NPOMbLIBOYHOM WAAHTE.
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Pa6oTa ¢ npnbopom

MNpomblaHyK) XUAKOCTbL ONepupyl WUl xupypr Bei6upaetT B COOTBETCTBUM C
NPUMEHAEMbIMN MEANLUNHCKUMU TEXHUKAMN.

5.9 HacTpoiika cuctemMmbl MppurauMoHHOW apTpockonnyeckoi GoFlo
BbiGop 3apaHHOro pasnenus Perynnposka 3agaHHOro fJaBnAeHMA MOXeT MNPoOM3BOAMTbLCA Kak B
OCTAaHOBNEHHOM COCTOSAHUN, Tak n BO BpemAa paﬁUThI. Perynmpoeka

BbINONHAETCA HaxaTuem kHonkun NN C Qg) unm MUNHYC QD «a NMNEHOYHON

naHenun ynpasneuus (Puc. 5-1 "MepegHsan ctopoHa npubopa™).

HaxaTtuem kHonku NN C QE> unm MWHYC (3p Ha NNEHOYHOW naHenun
ynpaBneHus Bkl  MOXETe U3MEeHATb 3HAYEHWs 3aJaHHOTO faBneHus
OAHOKpPaTHbBIM HaxaTuem KHonku MK C QJ) unm MUHYC (jp 3HauyeHue
3alaHHOr0 JaBNeHUA yBEINYNBAECTCA MW YMEHbW AeTCsH C Warom B5 MM pT.cT.
Mpn yaepXxmBaHUW KHONOK AO0NbWeE 1 ¢ M3MEeHeHMEe NPOMCXOANT waramn B 20
MM pT.CT. HaxaTne KnaBuW NOATBEPXAAaeTCA TUXUM 3BYKOBbIM CUTHANOM.

MuHuUMmansvoe MakcunmanbHoe 3aBogckas
3ajaHHOe faBneHWe 3ajaHHOE AaBfeHune HaCTpOVIKa

5 MM pT.CT. 150 MM pT.CT. 50 MM pT.CT.

MocnepHee ycTaHOBNEHHOE 3HaYeHMWe He coxpaHseTcs. locne nepesanycka
npu6opa Bcerpa 3agaéTca 3aBOACKOW napameTp.

Bbl6Oop 3afaHHO CKOpPOCTN NOTOKA BO3MOXHOCTbL pPerynnpoBkM 3aflaHHON CKOPOCTM NOTOKa He NpeaycMoTpeHa.
MakcumanbHas CKOPOCTbL NOTOKA OrpaHMyeHa 3HaueHnem 1,5 n/MuH.

5.10 3anyck cuctembl GoFlo

Ecnu Tpy6KM yCTaHOBNEHb W NakeT C XMAKOCTbIO MOACOEAMHEH, HaxaTuem
kHonkn START/STOP (MNYCK/CTON) © (cm. Puc. 5*1 "MepepfHAas cTopoHa
npu6opa”) MOXHO 3anycTuTb nomny. WHAMKaATOpP cOCTOsSSHMA “"3anyck" ¢

3aropaeTcs 3eNEéHbLIM CBETOM.

Ecnu npu  3anycke BO3HUK 6O, Ha wuHAMKaATOpe pexumoB n
npeaynpex/pjeHuit BbIBOAATCA COOTBETCTByl U ue coobujeHus 06 ownbkax

(.ERROR™*, cm. rnaBy 15"Coo6ueHuns o6 owmnbkax u npegynpexpgeHna”).

Pacno3HaBaHWe WHCTPyMeHTa Mpubop ocHawéH GyHKuMeid pacnosHasaHus MHCTPpymMeHTOB. MMpu 3atom
cucTema pacnosHaeT TFWAPOAMHAMWYECKOe CONPOTUBAEHWE WHCTPYMEeHTa,
NOACOEANHEHHOTO K WwnaHry. TpuW ycnewHoOM pacno3HaBaHWU WHCTPYMeHTa

370 CONpPOTMBNEHME YyuuUTbIBaeTCs Npu nocnepyloweir pa6ore npubopa, 4To
no3BONAET 4O6GNTbLCA ONTUMANbLHOM CKOPOCTU NOTOKA.

Mocne 3anycka NOMMNbl MHAMKATOP AaBfeHMs MUraeT, noka Npoaonxaetcs
Kanu6poBKka WHCTpymMeHTa. [locne YyCNEeWHOro 3aBepWeHWs KanubpoBkM
MHCTpYMeHTa nomna BblfaéT ABa 3BYKOBbIX CUTHANA W MHAUKATOP AaBneHus
nepecTtaeT Murath.

Ans onTUManbHoOro onpepenexus rMAPOANHAMNYECKOTO
CONPOTMBNEHNS PEKOMEHAYeTCA NPOW3BOANTL pacno3HaBaHMe WHCTPYMeHTa
nepej onepauueit BHe cycTaBa. OpfHAaKo nNpu HeOBXOAWMOCTM cucrema
MOXeT pacno3HaTb MHCTPYMEHT U BHYTPM cycTasa.

OANs AOCTUXEHNS ONTUMANbHbLIX PE3yNbTaToOB NeYeHns efenaiite cneayouee

nepej Hayanom onepaunu-

1. MoAKNIOYNTE NUTAI WU WNAHT K UHCTPYMEHTY, HEO6X0AUMOMY AN
XMpypruyeckoit onepaymum.

2. 3akpoiiTe CNMBHOW KpaH (Npu Hanuuumn).

3. MonHOCTbI OTKpPOWTE Nojato WMt KpaH

4. Kanu6poBKYy WHCTpyMeHTa cnejyeT BbINONHATL BHe cycTaBa Ha pabouei
BbicoTe 1 1o cm. Mpouegypa ANnMTcAa OKONO 15 cekyHf.

5. 3anycTuTe NpombiBaHWe HaxaTuem KHonku Start (Myck). BHauane
cucTema 3anNONHUT XUAKOCTLIO WAAHT.
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6. Cuctema onpeaennT, Korga wnaHr 6yget 9anonHeH, Cuctema GoFlo
aBTomMmaTMyecku 3anyckaeT pacno3HaBaHue MHCTpPyYMeHTa, Kak TONbKO
pexXum gaBneHns ctabunmsnpyetcs. 3T0 MOXET 3aHATb OT HECKONbKUX
cekyHpA (BHe cycTaBa) 40 OAHOA MUHYTH (BHYTpMW cycTasa).

7. 3aTeMm BbIMONHAKLTCA TPW KOPOTKUX UMKIA MNPOMbBIBKN.

8. WHAnKaTop gaBfieHMs nepecTaeT MuraTb, ¥ nomMna BblgaeT ABa 3BYKOBbIX
CurHana.

9. 3akpoiiTe nogawwunii kpaH. He HaxxumaiiTe Ha KHonky START/STOP
(MYCK/CTON). Kanub6poBKka NHCTPYyMEeHTa HejelcTBUTeNbHa, ecnu Golina
HaxaTa kHonka START/STOP (NYCK/CTOMN).

10. NpoBeAnTe onepauunto.

YKA3AHWNE!
Ecnum MHCTpPYMEHT MEHsieTCs BO BpemMs onepauun, cnegyet BbINONHUTH

NOBTOPHOE pacno3HaBaHUe MHCTPyMeHTa

MpoBeaeHne:

1. Haxmute Ha KHonky START/STOP (MYCK/CTOM), 4To6bl OCTAHOBUTHL
pa6oTy cuctembl (MHAMKATOP COCTOAHMA “3anyck” moracHerT),

2. 3aMeHUTe MHCTPYMEHT, NONTHOCThLIO OTKPOWTe Nojato Wuit KpaH U 3aKponTe
KpaH BblIXoAsAlWero notoka (BbINYCKHOW KpaH).

ONACHOCTHb!

HenonHoe OTKpbITWE KpaHa BXOAAL €70 MOTOKA MUHCTPYMEHTa
HenoNnHOe 3aKpblTWe KpaHa BblX0o4AUWero notToka MHCTpymeHTa BO BpemMs
pacno3HaBaHWA MOTryT NpuBecTN Kownbkam namepeHusn

BHYTPUCYCTaBHOTO faBneHus.

3. Pacno3HaBaHWe MHCTPyMeHTa CNeAyeT BbIMONHATL BHE CycTaBa Ha
pa6oueii BoicoTe 10 cM. Mpoueaypa ANNTCA OKONO 15 cekyHp.

4. 3anycTuTe NpomMbiBaHue HaxaTuem KHonku Start (Myck). BHauyane
cuMcTema 3anNONHUT KUAKOCTbIO WNAHT.

5. Cunctema GoFlo onpepenuT, korga wnaHr 6yaet 3anonHeH. Cucrtema
aBTOMATWYECKN 3anyckaeT pacno3HaBaHWe MHCTPYMEHTa, Kak TONbKO
cTa6nnn3npoBannch yCnosua fasneHns. 370 MOXeT 3aHATh OT
HEeCKONbKNX CeKYHA (BHe cycTaBa) A0 OAHON MMHYThH (BHYTpMU cycTaBsa).

B. 3aTeM BbINONHAKTCA TPN KOPOTKUX LLMWKNA MPOMbIBKN.

7. 3akpoiiTe nopatwmnit kpaH. He Haxumaiite Ha KHonky START/STOP
(MYCK/CTON). KanubpoBKa MHCTPyMEHTa HegelWcTBUTenbHa, ecnu 6bina
HaxaTa kHonka START/STOP (NyCK/CTON).

6. MpoBeanTe onepayuio.

511 Mcnonb3oBaHne dyHkuum "MPOMbIBKA™

ANns ynyyYweHus BUAMMOCTM B CyCTaBe MOXHO aKTUBUPOBATb (YHKLUIO
.MPOMbIBKA'". 3Ta (yHKUMs nosbiWaeT gasneHne Ha 50 % OT 3afaHHOrO
3HayeHns gasneHna Ha 20 cekyHa. OgHaKo MakcumanbHoe gaBneHune 150 mm
pPT.CT. He NpeBbIWaeTCA.

1, HaxmuTte Bo Bpems pa6oThl Ha kHonky WASH (MPOMbIBKA) (Puc. 5-1
"MepepHsas cTopoHa npubopa” HaxaTue KHOMNKM noaTeepxpjaetcs
TUXUM 3BYKOBBIM CUTHANOM.

MHpankaTtop cocToAaHuMs "MPOMBIBKA" ana Bu3yanusauuwm akTUBHOTO
COCTOSHWSA MPOMbIBKM 3aropaeTcs 3e1EHLIM CBETOM.
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Pa6oTa c npn6opom

3ameHa MHCTpyMEeHTa BO Bpems
onepayun

3anyck G yHkuyunu ,MPOMBIBKA*
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Pabots c npuSopom

Ocrancaxs dyyrmays NIPOMLIBKA

TipMMEPHO 4epea 20 CaXYHA NOMNE BETOMSTHLECIH ACIPILLSSTCN
SaBHHOMY palouery NepameTpy. *

Hrobu ocTanoBMTe Gyeamo MTPOMBIBKA® A0 MCTEummn 20 cexywn
BPEMEHN NDOMLIBKN, CHOBE HIDKMMTE HE KHOIKY WASH. Hacoc nemaaneno
mw:wmmmw,

22

Nt
of]¢-

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

—]]

—$e

%

@[+




Mcnonb3oBaHWe AUCTAHLMOHHOIO ynpas/aeHuns

6 Mcnonb3oBaHne AUCTAHLMOHHOIO ynpaBneHus

OMNACHOCTHb!
B cnyuvae c6osn MoxerT npounsoiTtn neperpes 6aTapeii, npu
NPUWKOCHOBEHUUN CyUW ecTBYeT PUCK OXora.

ONACHOCTb!

MNepesp onepauueih yb6eautTecb, UYTO AUCTAHLUOHHOE YynNnpaBneHWe He
BO3AelicTBYeT Ha gApyrue yctpoictsa v 4Tto gpyrune 1Y (npn Hanmuyum) He
BNMAKT Ha cam npubop.

ONACHOCTb!
B cTepnnbHOW 30HE MCNONb3YyWTe NYyNbT AUCTAHLWOHHOTO ynpaBneHus

TONbKO B CTEPUNBHOM yexne.

Puc. 6-1 WHdppakpacHoe Y

® Knonka [START] (MYCK) /
[STOP] (CTOM)

(D KHonka [WASH] (MTPOMBIBKA)

(T) [“]kHonka yBenuueHuns
3a/laHHOrO AaBneHuns

(T) |4] kHONKa yMeHbW eHUSA
3ajaHHOro gagnexHus

NynbT WHGp pakpacHOro [IY no3BonseT ynpaBnsTe NPUGOPOM U3 CTEPUNbHOW Mcnonb3oBaHue AMCTAHLUOHHOTO
onepauMoHHOW 30HbLI, Haxopscb 3a ee npepgenamun. Mpu6opom Moxetw ynpaBneHus
ynpaBisTh CAEAYIO W MMU OpraHamMu ynpasneHus MHdpakpacHoro Ay:

KHonkwn dyHKYUSA

[START] (NYCK)/ 3anyck M 0CTaHOBKa Mpolecca NPoMbIBaHMt
[STOP] (CTOM)

[f] 14] kHonka YBennueHne M yMeHblW eHne 3afaHHOTO faBNeHus
3aflaHHOrO AaBneHmns

[WASH] 3anyck U ocTaHoBKa GyHKUNM MPOMBbIBKA
MHppakpacHbli gaTunk MHGpakpacHoro 1Y HaxoguTcs C nepeaHei CTOPOHLI

cuctembl GoFlo. HanpasbTe nyneT ay Ha nepefHio 10 CTOPOHY
CUCTeMbl 1 BOCNONb3YATeCh PYHKLMOHANbHLIMWN KHONKAMN Ha NynbTe.

23
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Ucnonuionanue N HHOTO

n Prc. -2 3apsan cropons nynets Y

@ Orcox ann GaTapeex
@ Bwr

8.1 3amena Savapen
icnoneayite An nyneta QY Toneko Sarapetnu Twnd AA (LRS) 1,5 B,
3ANPOUIBETCA UCTIONRIORSTE MATUR-HOHHRNE U UHLIE SXKYMYIINTODGI,

N o

Qs CUMBAN OSHOMBET, UTO OTXOAM OT INEKTOMMECIAX W IIEXTPOMHLIX
NEGBOPOE HE BOMIGK BRBOACKBSTHCH BMACTE & HOCOPTHPOAAHHLIM BrITORLIN
MYCOpOM, 3 NOANENET OTARNMHOMY cBopy. Mo BONPOCAM YTUNUIRLMM
SNBGATYPL  OBpATUTECL K NPOKIBOAUTRING NN B YNONMOMOHEHHOR
MPERTIPHATAG NO YTIANSSLINA.

$.2 Baanonenus nputiopa
Hanauuta & sonky STARTISTOP (NYCI/CTONM), umolisl OCTAHOMMTS NOMNY.

o[+
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7 PYyHKUMN 6e30MacHOCTU

NpaBuUNbHOCTbL PaboThl NPUGOPA NOCTOSHHO KOHTPONMUPYETCH 3NEKTPOHUKOI 1
BCTPOEHHOIW nporpammoii. Own6kM npubopa CUFHANN3NPYKOTCA 3BYKOBbIMU
cutanamMu u coobueHusmMu 06 owwnbkax. Tabnuua npeaynpexpgeHvii un
coobueHuit 06 owmnbkax npuBegeHa B rnae 15 "CoobueHus o6 ownbkax u
npegynpexaeHna".

7.1 CamoTecTupoBaHue npmnbopa

Mocne BK/NIOYEHNA nNpu6op BLINONHAET caMOTecTMpPOBaHMe AaTUYMKOB,
ABUTATENs M 3N1eKTPOHWKW. BOo BpemMs cCamMOTECTUPOBAHMUA BCEe MHAMKATOPSI
ropat. B rnaBe 15 "Coo6weHnsa o6 ownbkax u npeaynpexpgeHns” onucaHbl
coo6uieHns, BbllaBaeMble NPU C60AX OTAENbHbLIX Y310B.

7.2 MpeBbileHre 3a4aHHOIO AaBneHns

Mpu apTpocKONMWYeCcKMX BMewaTenbcTBax, B OCOGEHHOCTM NpW ABUXEHMUN
cycTaBa, MOXET KpPaTKOBPEMEHHO BO3HWKAaTb W36bLITOYHOE JaBneHue, B
OTAeNbHbIX CAyyasx cBbiwe 300 MM pT.cr. Ha 3ToT cnyuaih B KOHTponnepe

Hacoca 3a/l0XeHbl NpeJoOXpPaHNTEeIbHbIe MEXaHU3MBbI .
Bo3moXxHoe n36biTOYHOE jJaBNeHne BHYTPU cycTaBa NOHNWXKAETCA HACCIOOM.

B cny4dyae, ecnn uhaKTmuecKoe AaBneHue nNnpeBblwaeT 3afaHHOE ﬁonee, yem Ha
30 mm pT.cr., B Te4yeHue 5cwm 60‘196, Hacoc NbiTaeTCcs CHU3NTb U36bITOYHOE
AaBneHne NyTém o6pPaTHOrO BpalWeHUs PONUKOBOTrO Koneca. BusyanbHeie u
3BYKOBble CUTHA/bl HE Bblakw TCA.

Ecnn Hacoc He MOoXeT CHU3NTDL n36bITOYHOE fAaBneHwne, nHankKaTtop
M36bITOYHOTO AaBNeHWUs MuUraeT KpacHelM uBeTom (Puc. 5-1 "MepepgHssn
cTopoHa npu6opa” ¢ ) v BbgaéTCA 3ByKoBOe npejynpexaeHne (10 3BYyKOBbIX
curHanos). Kpome 3Toro, ABuratenp oTknwdaeTcs. Korga wn36biTouHOe
AaBneHne ncyesaeT, ABUratenb CHOBa BKAKWYaeTCcs, BU3yasibHble U 3BYKOBbI €
npeaynpexpalouue CUrHaNb npekpaujawTcs.

Ecnu (akTuueckoe faBneHune npesbilwiaeT 6e3onacHelii nopor 200 MM pT.cr.,
npn6op nbiTaeTcs HEME[NEHHO MNOHWU3UTb WU3GLITOYHOE faBneHue NYyTéM
06paTHOrO BpalleHWs PONNKOBOTO KoNeca.

MWupukaTtop M36bITOYHOTO fJaBneHUs (Puc. 5-1 “"lMepepHas CToOpoHa
npubopa" (7)) muraetT XEnNTbiM uBeTomM. Ecnum ¢akTuyeckoe 3HauyeHue He
onyckaeTca Huxe 6eszonacHoro nopora 200 mm pT.cr. B TedeHne 2 c. Bbljaérca
3ByKOBOe npepaynpexpeHune (3 3B8yKoBblX CUTHana).

B cnyvyae npeBblweHns 6e3onacHoro nopora 250 mm pT.cr. npu6op neiTaetcs
HeMefNNeHHO MOHWU3NTH n36bITOYHOE AaBrieHune I'IyTéM D6paTHOr0 BpauweHus
ponukoBoro koneca. WHAuMKaTop U36LITOYHOro pgasnenHus (Puc. 5-1
"MepeaHss cTopoHa npu6opa"~) mMuraetr KpacHbiM uBeToM. Ecnu
chaKquecKoe 3Ha4YeHUe He OonyckKkaeTcsa HUXeE 6e3onacHoOro nopora 250 mMm
pT.cr. B TeuyeHue 2 c, BblgaéTca 3BykoBoe npeaynpexsgeHue (10 3BYKOBbIX
curHana).

Ecnn nocne HenpepbLiBHOTO 06pPaTHOrO BpaljeHns B TeueHne 6onee 5 cekyHj
HacoCy He ypaéTCs yMeHbWMUTb faBAeHUe HuUXe 250 MM pT.Cr., ABUTaTENb

OTKNOYaeTcsA, NOKa JaBeHNe He ONyCTUTCA A0 3HaYeHns <250 um pT.CcT.
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PYHKLUNN 6€30NacHOCTU

MpeBbiWeHNe 3alaHHOT0 faBNeHNs
Bpemsa paboThl

AaBneHue >200 MM pT.CT.

NaBneHune > 250 MM pT.CT.

BO
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8 Kontpons paBovocnocoSnocTu

OMACHOCTR!
KorTpone patorocnocobnocTu
Kowtpone patoTocnocafuocTe
CIZYST NPOROAMTL NP HEYENOM

ONACHOCTL!

Bnm HCKRIGNSHMN HhaxIim CTOPIIMEIYRTS MHOFOPAIOBMIS
MHCTPYMOHTW M TpyGim  (HE ANA NPORANMN B CLUA)} nepes
TPOESSSIHEM GNSLLATONLCTES. OAHOPEIOBLIS WINENHA NPORSPRITS
P40 PACTAKOBKOA HA NPAGMET NORPEXAHUA FITAKORKN ¥ WCTENEIN
CPOK FOQHOCTH.

ECAM Bl NOQOIPEEAETE CHH NPNEODE I OSHIOYIANM 810 B0 BPIMA
Npobepad  PalOTOCNOCOBHOLTH, TO JANLNCIEIE  WCNONLIDRAHME
mmmmmnu
HAMUN CUBNIIIX DSBENTOR, B MECTHOCTH, CETESOIO WTSHCRNR M
<abenn meraem,

YRAIAHUE!
YGanurece, NTO HECOC JAGNKCHPOGEN NOCHE JATATHBSHMA T-o6pasnoro

SHHTA. Taxme ySeauTecs, ¥10 T-08pasnutii BUNT oCTA¥TCH B 3aTINYTON
TONONEHNM,

8.1 Mloarovosxa KOHTPONN paBoTOCNOCOSHOCTY

YGenwrecs, WTD naeTH C  NOAKOCTLIO OODTBETCTRYIOT  YRRIBHHEIM
M(mm&!mmmmmcmm
WUAROCTING") 1 NCBELIPHG HER HMEKBULIMM OOPRIOM.

8.2 MNpoasaciine xoutponn paBoTocnocoSHocT,

ﬂmcmmummmuum {cm, ey 5,10
“3anycx npMBOpa”). HACOT BRrMou SN,

BHUMAHNE!
3T NPpoBePS: PEPSLASTCA NPOBOHMTI TONLKD BHE CYCTANA.

1. BuwSepure:

* 3agawioe fsanerve = 100 &M pr.cT,

2. JanycTrTe Hacoc monkoii START/STOP  (NMYCK/CTON). Saroputca
WHAWKETOP COCTOMRMA “sanycx” (Pue. 5-1 “Tpeanmm CTopora
W@).Kpannmmuwm.tl.mm
TERNET U INCTRYMSHTS. KoMNIexT ToryGoK SBNOMHAETC SOARXOCTRG,
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Kontpons paorocnocoSnocTu

3. JaxpofdTe NOAEM HA WHCTPYMENTE.

821 [lNposepua hynuivm "NPOMBIBKA™

1. 3anycrute dywayno IPOMBIBKA® HEwaTwem cionu WASH e npuiope
(W cooTRETCTRYIOUEH KHOMOY MB NyneTE 1Y), Ha wiaueaTope 381810r0
ABMNEIHMA  OTOCDIKAETCS  NOBLALSHUE  JMBNEWMR  ANA  yHKLMM
JIPOMBIBKA”, @ q60M cnyuae 150 MW PT.CT. PONMOROR KONECO 40maH0 n
NOASSATL KOPOTHOS BDEMA W SATEM DCTAHBENNSBETOA,

2. Ocravomme Gyrupan ,NPOMBIBKA" NOBTOPHMIM HIITWEM  KHOTKN
WMHunpuﬁupe{muwurmmmumnnﬂ
ViHIMGETOP ABBSIEHIHS OKEILIBAGT NOCIBANUE YCTRHORIMHHDAE JHRINEHI,
B ABHHOM Criyuae 100 M PT.CY. PORUROmOS KDNECO AO/NHO BSIETLCR
HA3AA KODOTEDE BDEMS 1 3BTEM OCTSHBANMESSTCN,

83  3amepwenns xOHTRONR PABOTOCROCOGHOCTN

OCTarosuTe npuBop HKETHEM kHOMKM START/S {FTYCKICTON)
Prc. 5-1 Tlepearm cTopoxa npubope”). TP o

Mpw 3Tom nposepxs PaGoTUCIOCOSHOCTH YOIHG J00EpPLIAaTCS. NpuSop
NPOBSPEH ! FOTOS k oNepaLpi. Mepesazune NPWBOP & PABOMEE NCNCIHIE.

27
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npuMeHeHue npuéopa B onepaynoHHOM

MNepea onepauyeii

Mocne onepauun

28

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

9 NMpumeHeHne Npu6opa B oNepaLMoHHOM

ONACHOCTb!
KoHTponb paboTocnoco6HOCTM

KOHTponb paboTocnocoGHOCTM chefyeT MPOBOAUTL Mepej Hadyanom
Kavkfioli onepauu.

Cnegute 3a TeMm, utobbl cucteMa OOPK3 HaxOAWnacb Ha  OfHON
BbICOTE C WMHCTPYMEHTOM. Ma-3a rmMapocTatMieckoro [AaBfeHus pasHuua
B BbICOTE B/VSIET HA PE3y/bTaTbl U3MEPEHNS JABNEHUS.

BHUMAHWE!

MPOMBIBHYIO ~ XWAKOCTb  ONepupylowmii  xupypr  BblGupaeT B
COOTBETCTBUM C NMPUMEHSIEMbIMU MEAULIMHCKIMU TEXHVUKAMM.

1 BbIGepuTe HYXHOE 3aaHHOe JaBeHNe.

2. OTKpoiiTe NoAArOLLMIA KpaH Ha MHCTPYMEHTE 1 3aKPOoiiTe KpaH BbIXOASLLErO
noToKa (BbIMyCKHOM KpaH).

3, Haxmure kHonky START/STOP (MYCK/CTONM). 3aroputcs HAMKaTop
coctosHma  “3anyck” (Pvc. 51 "MepeaHas ctopoHa npuoopa” (T)).
[JoxanTecb 3aBepLUEHNS PACNo3HaBaHNS VHCTPYMEHTa  (MHCTPYMEHT
HaxXoAUTCA BHE CycTaBa Ha paboueii Bbicote * 10 CM K BbicoTe
NpOBE/AEHMA onepaLun).

4, 3akpoiiTe NojatoLLMii KpaH MHCTPYMEHTA NMocne 3aBepLUEeHNs
pacrosHaBaHus.

5. BBeauTte MHCTPYMEHT B CycCTasB,

B. OTKpOViTe NOAAIOLLAV KpaH Ha UHCTPYMEHTE.

Mpnbop o6neHnBaeT pacTsieHne cycTaBa B COOTBETCTBUM C BblGPaHHbIM

3afaHHbIM AaBneHieM. CKOpPOCTb MOTOKa aBTOMATUYECKW CHIDKAeTCsl, Korfa

[OCTUTHYTO 3aJaHHOE JaB/ieHue.

3aBepLUnTE NPOLECC NPOMbIBKY.

MoacoeauHWTe KpaH K MHCTpYMeHTy. Haxxmute kHonky START/STOP (MYCK/
crTon).

Mpon3soanTenb PEKOMEHYET B Clyyae UCMOb30BaHNS [MHOKO30COAEKaLLMX
NPOMbIBHbIX PacTBOPOB (BU*NprMeHEeHWE) ONOPOXHWUTL KOMMNEKT TPy6GOK C
MOMOLLBIO  MOMMbL.  MpeaBapuTeNbHO CHUMWTE MakeT C  XUAKOCTBIO 1
VHCTPYMEHT.
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Npusenssine npuSopa B onepsuuoiioh

1. BLEMOuMTE NPHGOP KHOMMON SeIYPHMIRA PeNne

SENINYIHNE.
2_Orcoagmvre ToyGin.

YKAIAHME!

Cofmanaiive e NYEcKIe TROSORHUA NPH YTHINMIMSIN KOMIFGXTS s

= '
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yxon n texo6cny>XXuBaHue

yxop v texo6cnyxunBaHue

L

MpeanvcaHns Npon3BoauTens
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10 Yxop v TexobcnyxmBaHme

[ina obecneyeHns HaeXHOro 1 6e30MacHoOr0 (yHKLMOHVPOBAHWA CUCTEMbI
TpebyeTcsi 06A3aTeNbHOE NPOBEAEHME COOTBETCTBYIOLMX PaboT Mo yxofy-
[ina obecrneyeHnss 6e30MacHOCTM MaupeHTa U MeaLMHCKOro nepcoHana
BbIMO/HAITE NPOBEPKY paboToCMOCOBHOCTY U KOMMNEKTHOCTW CUCTEMbI Nepes
Kax3dbM NpyMeHeHveM. 3anpeLLaeTcsl NPOBOANTL 0GCYXMBaHWE npuoopa B
pa6oyeM pexvmve.

VIHCTpYKUMM MO MOBTOPHO/ 06paboTke COOTBETCTBYIOT —TpeboBaHMAM
cTaHgapToB AAMI ST79. ST81 AAMiI. AAMI TIR12, ISO 17664 n ISO 17665.
HecMoTpsi Ha TO 4TO OHU ObiMM BaMMAMpOEaHbl MPOM3BOAUTENEM Kak
npurogHble AN MOArOTOBKM MPMGOPOB K MOBTOPHOMY VICMOMb30BAHMIO,
nonb3oBarenb 06s3aH obecneunTb, 4TOObI MNpoBefEHHas obpabotka (C
MOMOLLHO MPMGOPOB, Marepyanos 1 NepcoHana BYyCTaHOBKE A5 NOAroTOBKM)
[OCTUINA HYXHbIX pe3ynbTatos. O6bIYHO 370 TpebyeT Bannfaumy v KOHTpons
npouecca. Mpon3BoauTeNb PeKOMeHAyeT MNonb3oBaTensiM cobaogarb 3Tn
CTaHAapTbl Npy NOBTOPHO 06paboTKe MEeANLIMHCKUX U3LENVA.

OMACHOCTb!

B Lenax MmHMMM3aLmMm onacHoCT! UHMEKLMM HEOBX0AMMO ounLwaTh 1
CcTepunM3oBaTb BCE KOMMOHEHTbI MHOrOKpaTHble NCNONb30BaHNA nepeg
nepBbIM W MOCNe KaXoro nocnegytowiero npumeHeHus (HE [ON4
MPOLAXW B CLLA).

'‘Cnepgyet ybefutbcs, YTO nepes Havyanom obpaboTKy BCe KOMMOHEHTbI
6bIN1 NOArOTOBAEHbI TaK, Kak Onm1caHo B laHHON rnase.

'‘BpemMs CyLUKW 3aBUCUT OT CNeAyoLWUX U3MEHAIOWMXCA napameTpos:
BbICOTE, BN@XHOCTb, BWJ YNakoBKW, npejsBapuTenbHas MNOAroTOBKa,
pasmep Kamepbl, CTereHb Harpysku W pasmelleHne B Kamepe.
Monb3oBaTenb AomkeH ybeauTbCcs, YTO yCTaHOBNEHHas B aBTOKNaBe
LNNTENbHOCTb CYLUKN 06ECMneymnT CyLUKY MegULUHCKNX Npubopos.

10.1 Oumnctka Cuctembl GoFlo

1 Tepeknouunte cUcTeMy MpPY HEOOX. KHOMKOW AEXYPHbIV pexvimy
BK/IOYEHVE B AEXKYPHbIV PEXUM.

2. OtcoeavHuTe Kabenb NuTaHus.

3. [poTpuTe NOBEPXHOCTb CYCTEMbI TPSIMKOIA, CMOYEHHOV B CpeAcTBe ANnst
MOBEPXHOCTHOW Ae3nH(eKLMN. KOHLEHTpaLysi NPUMEHSIEMOrO
[e3VHDULIMPYIOLLIEro CPeACTBa 3aBUCHT OT YKa3aHuii Npon3BoauTens
cpefcTsa. Hu B koem ciyyae He onyckarb nonagaHus Bnarv BHYTPb
npuéopa.

YKA3AHVE!
3anpeLyaeTca ctepunnsosatb cuctemy GoFlo.

10.2 Tlepunogn4HOCTb 06CNY>XMBaHUA

MpoussoguTeNns  MNpeanucbiBaeT  NPOBOAMUTL  PEryNsipHble  NPOBEPKU
paboTocnocobHOCT M 6e3onacHoCT  cucteMbl  GoOFlo  TexHUYecKuM
CneuyanMcToM Unn MHXeHepom 60bHMLBLL.  KOHTpoAb AaHHOro npuéopa
cnefyeT NpoBOAUTb eXerofHo. MpoBepku onucaHbl B rnase 11 "ExerogHbii
KOHTPO/b".

PerynsipHble 0CMOTpbI MO3BO/SIOT 3261aroBpeMeHHO BbISIBUTb HAPYLLEHVIS
paboTbl M NOBbLICUTL 6E30MaCHOCTb U CPOK CYXKObI crcTeMbl GoFlo.
YKA3AHNE!

Bo Bpemsi onepauumn 3anpeLlaeTcs NpoBOAUTL KakKMe>n6o pa6oTbl No
06CnyXnBaHuio.



10.3 Texobcny>kmBaHne B aBTOPM30BAHHOM CEPBUCHOM LEHTpe
Ona obecneyeHns 6e3onacHoi paboTbl cucCTeMbl cnegyeT NpPOBOAUTHL ee
o6CcnykmBaHe B aBTOPM30BAHHOM CEPBUCHOM LIEHTPE Yepe3 Hamiexaiive
VHTEPBa/Ibl. B 3aBMCMMOCTM OT 4acTOTbl U A/IUTENbHOCTU MPUMEHEHUA 3TU
paboTbl JOMKHBI BBINOMHATLCA Kavkible ABa roga. B npotvBHOM cnydvae
NPOU3BOANTENb He HECET OTBETCTBEHHOCTY 3a 6e30MacHOCTb Npueopa.

Hakneiika Ha 3aaHell CTeHKe NprGopa HaNoMVHAET MoMb30BATENHO O KpaiiHeM
CpOKe 04epedHOro TeXo6CyKUBAHMS.

MoarotoBky CepTVICbI/IKaLI'VI}O cneuyannctoB aBTOPU30BaHHbLIX CEPBUCHbLIX
CI'Iy)K6 BbIMNO/HAET TO/IbKO N3roToBUTENb.

K BbINONMHEHMIO NOGBLIX PaboT Mo O6CAYKMBAHUIO {MOAU(MKALIKM, PEMOHT,
Ka/MopoBKa W Ap.) [OMYCKAalOTCA TONbKO CMEeLMaIncTbl aBTopU30BaHHbIX
NPoV3BOANTENEM CEPBUCHBIX LIEHTPOB.

Mpn NpoBeaeHUN TeXOBCNYXMBAHUA U MHOTO CepBUCAa B HEaBTOPK30BaHHbIX
CEepBUCHbIX LIEHTPax MpPOM3BOAWTENb He HECET OTBETCTBEHHOCTU 3a
6e3onacHocTb Npuéopa.

CamoBO/IbHOe BCKpbITUe Mpubopa ¥ HeCaHKUMOHUPOBaHHbI PeMOHT W/uii
MoAnMKaLM 0CBOGOXAAKOT NMPOM3BOAUTENS OT BCAKON OTBETCTBEHHOCTU 3a
6e3onacHocTb paboTbl Npubopa.

MpegocTaBneHe TEXHUYECKOW [OKYMEHTAUMM He O03Ha4yaeT  Bbigaun
paspelleHns Ha PEeMOHT, HOCTMPOBKY WM  MOgUdMKaumio npuéopa u
NPUHAL/IEXHOCTE.

rocne NpoBeAeHWs NPOBEPKM WM PEMOHTA B CEPBUCHOM LIEHTPE HEOGXOANMO
NoMyunTb aKT O BbINOMHEHHbLIX paboTax. [JaHHbI aKT JOMKEH coaepXarb
[aHHble 0 BUfe 1 06bEME NPOBEAEHHBLIX PaBoT, AaTe BbIMNOMHEHWA pa6oT U
HaMMeHOBaHNE (MPMbI-UCTIONHUTENS C MOAMMUCHIO.

10.4 3ameHa npegoxpaHuTens

BHMAHWE!
Mepes  3ameHoit npegoxpanHutens nposepbTe napametpbil

ycTaHaB/IMBAEMOro npejoxpaHuTens cornacHo rnase 14 ‘TexHunyeckue
XapakKTepucTnkm'.

MpegoxpaHuTtenb HemcnpaseH 1 NOANEXMUT 3aMeHe, eCiu.

* VHAVKATOPbI U ANChnei (Npy HanMuMm B NPUGopPE) He ropsr,
« npubop He paboTaer.

Y6egutecn, 4Tto:

« Kabe/b NUTaHUs NPaBUILHO COEAMHSIET BXOf, NUTaHUS NpUGopa C PO3ETKON,
OCHALLEHHOM 3aLLMTHBLIM KOHTAKTOM,
« pejoxpaHnTeNb CETU 34aHNs UCMPABEH.

OMACHOCTb!
OtcoeanHuTe Kabenb NUTaHUA 0T CUCTEMbI Nepe/ NPOBEPKON
npegoxpaHuTens.

[Ana 3ameHbl NpefoxpaHuTens He Tpe6yeTCﬂ BCKpbIBaTb CUCTEMY.

1 Bbikntounte cuctemy.

2. OTCOoeAMHWTE NPMBOP OT INEKTPOCETH. [15 3TOTO BbIHLTE CETEBOM
LTeKEp
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yxopn v Texob6cnyxuBaHue

MepuoanMYHOCTL  06CNYXMBAHUSA
Kaxxfable ABa roga

ABTOPV30BaHHbIE CEPBUCHBIE LLEHTPbI

HeaBTopM30oBaHHbIE CepBUCHbIe

LIeHTPbI

OTBETCTBEHHOCTb

TexHnyeckas JoKyMeHTauus
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Puc. 101 Boxpuimue gepuarenn

U3 POIETIN,

Hasnsiome xaGens NuTaniun us Wrekeps cuctems Goflo,

ﬂwmm'ﬂ'lb MPEACXPIHUTENN NEXQAUTCR HONOCHRACTIRHMO HA WITIKEPS
.

BuiHuTe 4EpiaTene NPRACKPINITENS, KBK NOXBIBMNO KB PWC, 10-1

“BOPLITHE AOPKATENA NPEANDEHUTENN"

» A PastinongyiTe GUKCTOR ASPIETENN NDRACKPEHITENMN C NOMOLMG

aredpnior.

o

b

MANSHRKON

. 1B SomuTe Aeparent NPRAOXPEHUTENA.

€ MposepeTe NpeacKpEIMTeNs.

. BCTamsTe HOBLIA NPEACKPBHMTENL. HUCNONLIYRTE TOMMKD NPRRMMCEHHME
NPGACKDANHTENM (CM, INaBy 14 “TEwNecKs XapaKTapUCTINU™).

10. 3808 YE ACTIETEN NPSACKPEHNTENL A0 CIBILIMMON TOWNOE UKCEUHU.

11. MiencNbayn CaTeBoR KaGens NUTEHN, CHORS YCTRHOBUTE COBANREMNG

MEXAY POSSTRON C SBULIATHEIN KOHTINTOM K LUTSKBPOM C SMAHEH CTOPOHM

»

opN o
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10.5 ¥xoa n o6¢cny>KnBaHme HecTepubHbIX TPYHOK
<HE AN1A MPOAAXW B CLLA)

Cuctema  MoxeT  pabotatb C  BaMAMPOBaHHbIMW NS HETO
HecTepuibHbIMM TpybKaMu.  pu  MCMOMb30BaHUM  HECTEPWIbHBIX TPYOGOK
cobnogaiite cneaytoLLme yKasaHus.

OMNACHOCTb!
Mepes YNCTKOM BblHMMAliTe MEMBPaHYy.

1 MMepep YMCITKOM: OCTOPOXKHO U3BAEKMTE MemMbpaHy © 13 Kamepbl
mMarHeTaHuad. Cnegute 3a Tem, utobbl He NOBPeaUTb ee. [ina 3Toro
noTsiHUTE MembpaHy 3a A3bI4oK (F) BBEPX.

2. YcraHoBKa MembpaHbl Ha MEeCTO Mepef, CTepuimsauveii: Ynoxmre
Mem6paHy (T) yToNLLEHNEM B KONbLIEBYHIO KaHaBKy Kawvepbl
HarHeTaHUA®. F3bIHOK  [OMKEH HAXOAUTLCA Haf CrieLmanbHoN
BbIeMKOWA (T).

3. Bgasurte yTonwieHne MemopaHy B kaHaBky (® . MembpaHa AomkHa
3aKpbIBaTLCS HAMOPHOW KaMepoli POBHO 1 6e3 CKNafjoK Mo Bcemy
nepumerpy.

10.5.1 OuuncTKa HecTepu/bHbIX Tpy6ok (HE A1
MPOAAXW B CLUA)

Pasbepute TpybKM Ha cocTasnstoLme.

PeKoMeHayeTCcs BbINONMHATL MOBTOPHYHO 06pa6OTKy TPYGOK HECTEPUIBHBIX
KaK MOXHO CKOpee Moc/ie ero UCno/b30BaHus.

MalLmHHast YnCTKa 1 Ae3vHgeKUMsa ¢ MOMOLLBHO Ae3uHdekTopa Miele. MoxHo
Bblbpartb nporpammy Vario Ansi aesavHpeKumm.

Ounctute wn
MpucTaBLUnii

OCTOPOXXHO MPOMOIAiTe  KOMMOHEHTbI  MPOTOYHO  BOAONA.
OMOJIOCHUTE  KOMMOHEHTbI  AEMVHEPa/IM3VPOEeaHHOW  BOJOWA.
KOoarynsat MOXHO yanuTb MArKol LLETKON.

[aiite Bofe CTeub M BbITPUTE AeTanu HACyx0 CTEPUNbHOW MArKol CanteTKomn.

10.5.2 le3uHpekynsa HecTtepunbHbiX Tpy6ok (HE
ANA NMPOAAXWN B CLUA)

OMACHOCTb!

He octaBnsiite Tpy6KM 1 pyrie CUAMKOHOBbIE YacTn B
Ae3VHpULMPYIOLLLEM pacTBope AoNblue, YeM Ha 30 MUHYT. CUIUKOH
BMUTLIBAET PasNnyHble Ae3nHAULMPYIOLLIMe CPeaCcTBa M 3aTEM MOXKET
nocTpagarb npy CTepuan3aL iy Napom.

[Je3nHduumpoBaTb cnefyeT TONbKO TrUATeNbHO OUMLLEHHbIE TPYBKM.
Monoxwte getanu Tpy6oK B €3UH(ULMPYIOLLEE CPELCTBO

(Hanp., Neodischer Medidean). Mpy aTOM geTann He [OMKHbI Nexatb Apyr
Ha gpyre. KOHLEHTpaLmm Ae3MHpMLMPYIOLLEro CPeACcTBA U ANUTENLHOCTb
06paboTKy 3aBMCUT OT yKasaHWii NpousBoguTens cpefcrsa. CanLLKOM
BbICOKas KOHLIEHTpaLWs NPUBEAET K MOBPEXAEHMIO TPYGOK.

BbIH/MaliTe YacTu Lynuamm ¢ MArkvivm rybamu.

CnonocHUTE 0CTaTKM Ae3UH(ULMPYIOLLETO CPEACTBaA CTEPUNBHON BOAOH B
CTepUbHbIX YCNOBUSX.

BbITpuTe AeTanu Hacyxo CTepUIbHONM CaneTKoi 1 3aBepHUTE WX B
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yxon v Texob6cny>XmnBaHue

YKazaHus no memépaHe
KamMepbl HarHeTaHus

lNoaroroska Ko4yncTke

t».

ABTOMaTUyeckas
ne3nHpekums

PyyHasn uncrka

A

Le3nHpekumsa



Yxopa n Texo6enyXXuBaHue

CyLluka
06cnyxmBaHmne

YnakoBKa

ABTOKNaBMpoBaHue

Crepunnsaymsa raMmma-usnyyeHnem
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CTepubHbIE CandeTKy.
6. MNepes cTepunmsalyieil cHosa cobepute BCe AeTanu.

[aiite Tpy6kaM MONMHOCTLIO BbICOXHYTb Npy Temnepartype 60 *C.
O6cnyxmBaHue He Tpebyetcs.

VHavBUayansHas MCMONb30BaTb  CTaHAAPTW30BaHHbI  YNaKOBOUHbIA
Matepuan. [MakeT [o/mKeH 6biTb [4OCTATOYHO GOMbLUMM ANS  KOMIUEKTa
TPYBOK, UTOObI 3aeyarbiBatoMa’™i cnoii He NMoABEPrasCs HANPSHKEHNIHO.

10.5.3 Ctepunnsaumsa HectepunbHblx Tpy6ok (HE
ON9A NPOOAXN B CLUA)

Mponssogutens nposepun TpyOKM Ha CTOIKOCTb K
onpefenéHHOMy YMCNO LMKIOB CTepuaM3auum  (TOYHOE YMCNo CM. Ha
3TMKeTKe). HUKorfa He npeBbiLLaiiTe yKasaHHOE MpoM3BoAUTENeM KOIMYECTBO
MPUMEHEHWIA.

YKA3AHVE!

MNocnefHee npuMeHeHve TPYBOK CUTHaIM3NPYETCS MOCNe HaxXaTus
KHOMKN START/STOP nHaukaumeii "000", LONONHUTENBHO Bblga&TCs
TUXWii 3BYKOBOI curHan. laHHble Tpy6KM He NOANEXMUT NCMONb30BaHUI
flaxe nocne crepuamsaumn.

OMACHOCTb!

Mocne cTepuansauumn 1 nepeg nprMeHeHrem NpoBepsaiiTe KOMMNEKT
HecTepunbHbIX TPY6OK Ha NpU3HaKM noBpexaeHns. Hukoraa He
ncnonb3yiTte TPY6KU, UMetoLLME NPU3HAKM NOBPEX/AEHNS, B HACTHOCTH,
NOMKOCTb 1 neptopaLuio.

ABTOKMNaanpoBatb TPyOKV MOXHO TONbKO B OUULLEHHOM, CyXOM W CO6pPaHHOM
Buge. Cnepyiite  WHCTPYKUMSIM,  YKa3aHHbIM B PyKOBOACTBE MO
MPUMEHEHNIIO aBTOKNaBA.

Mpou3BoauTenemM AonycKaeTcsl CReaytoLLmii crnoco6 crepunmsaumn’

Crepunnsaumsi HacblILLEHHbIM NapoM C MCMOAb30BaHWEM Npefeakyyma npu
134 *C /3 6apax B Te4eHne 5 MUHYT C NOCneaytoLLEN CyLIKOA B TedeHne 20
MVHYT,

He npoBsoguTe ctepunnsaunto raMmma-n3ny4eHmem.



ExerogHblin KOHTPO/b

1 EXXerogHbli KOHTPO/b

MpoussoguTeNb  MPEANMCHIBAET — MPOBOAWTL  PEryisipHble  MPOBEPKW  [IpegnMcaHne NpoussoanTens
paboTocnocobHOCTN M 6e30MacHOCT CUCTEMbI TEXHUHECKUM CMeLmManmcTomM

NN MHXEHEPOM 60NbHULLI. KOHTPONb AaHHOro npuéopa cnefyeT npoBOAUTb

eXerogHo. PerynsipHble OCMOTpbl MO3BOMISIOT 3a6/1aroBPEMEHHO  BbISIBUTL

HapyLleHWst paboTbl U NOBbLICUTL 6e30MaCHOCTb U CPOK CYXObI CUCTEMBI.

OnucaHHble B 3TO [NaBe MPOBEPKV paspaboTaHbl CneuuansHo ANt KOHTPO/bHbIE TeCTbl
TEXHUYECKOTO  CMeupaincta WM UHKeHepa 60/bHULbI.  YnpaBneHue,

paboTocnoCco6HOCTb U MPOU3BOAMUTENBLHOCTL MPUGOPA MOXHO NPOBEPUTHL

MPOCTbIM crocobom. MpoBefeHMe Kaxaoro Tecta cieyeT NpoTOKONMPOBaTh B

rnase 17.1 "TIpOTOKOAN MCMbITaHMIA" C yKa3aHWeM faTbl U NOLMMCU.

11.1 NpoBepkKa 3N1eKTpUYecKor 6e3o0nacHOCTu

1. TpoBeaunTe BU3yaNbHbIA KOHTPONb. Y6eanTech, UTo
* npefoxpaHuTeNb UMEET NapameTpbl, YKazaHHbIe NPou3BoauTenem,

* HaAMVICN 1 HaKNelkn Ha NpPBope XOPOLLIO YNTAKOTCA.
« MexaHn4ecKoe COCTOsiHWe Nprbopa fonycKaeT 6e3onacHyto paborty,
= OTCYTCTBYIOT 3arpsi3HeHus], yrpoxatoLLe 6e30macHoCTM paboThbl.

2. lpoBeauTe N3MepeHne TOKa YTeUKN Ha 3eMt0, TOKa MPUKOCHOBEHNA/ToKa
YTEUKMN Ha KOPMyC 1 COMPOTUB/IEHNA 3aLLMTHOIO MPOBOAHIKA cornacHo IEC
62353 B aKTya/bHON pefakuMm WM COTMacHO  AeiiCTBytOLLEeMy
HaLMoHa/lbHOMY CTaHAapTy.

11.2 bBasoBas npoBepka paboTocnocobHOCTU

Puc. 11-1 Pa3meLleHune npu
npoBegeHn 6a30B0i
NpoBepKM

Mpn 6a30Boi MpoBEpKe pPaboTOCMOCOBHOCTY TECTUPYIOTCA WHAMKATOPbl,  [10AroToBKa K 6a30B0Oi NpoBepke
KHOMK/ U MPOM3BOAWTENbHOCTb MpuGopa. [inst 31O/ MpoBEpkU  Bam
noTpebyroTCs:

© KOMI/IEKT OPUrMHANbHBIX TPYGOK

« MaKeT C XUKOCTbIO

= 1 MepHbIii cocyg co Lkanoii (1.0 n)
CcekyHzomep

CTpoeHMe ucnbITaTeNbHOM  KOHCTPYKUMM  MpuBefeHo Ha Puc. 111
"Pa3meLLeHre Npy NpoBeAeHn 6a30B0l NPOBEPKU™.

1. Bknoumte npubop.

2. Ynoxkre TpyoKu,

3. TogBecbTe NakeT C XUAKOCTLIO HA KPHOoKe NofBecky Ha Bbicote h =0,7-1 m
1 COeiHNTE €ro C NPOMbIBOYHbBIM LLITAHTOM.

4. Bnoxmte wnaHr O UHCTpyMeHTa A MepHbIl cocya.

5. BblbepuTe crnefytoLime napamerpbl
« 3agaHHoe gaBneHne 150mMmpr.cT.

6. Haxmute kHornky START/STOP (MYCK/CTOIMM). 3aroputcs nHavkarop
coctosHMs  "3anyck" (Pvc. 51 "TepeaHas cTopoHa npuéopa’” )-
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E>XeroaHblii KOHTPO/b

MpoBeaeHnB 6a30B0 NPOBEPKM

MoAroToBKAa K NpPoOBEpPKE M3MepeHus
AaBreHns

MpoBejeHNe MNpOBEPKM UM3MepeHus
AaBneHus
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PonnkoBoe Koseco HauMHaeT BpaljaTbea.
7. 3anoNHWUTe KOMMNNEKT TPy6OK MOMHOCTLIO XUAKOCTbIO. [loXANTECH
3aBeplIeHnA pacno3HaBaHNA MHCTPyMeHTa.
8. 3amKkHuTe 3aXUM (Puc. 5-4 "OnemeHTbl Komnnekta Tpy6ok" (~),

. ONopoXHUTe MePHbI COCYA.
2. PackpoiiTe 3axum (Puc. 5-4 "3nemeHTbl KomnaekTa Tpy6ok" ¢ ) n
ocTaHoBUTe yepe3 30 CekyHA.
3. Tlo ncTeyeHWy BTOFO BPEMEHW HaXMUTe Ha KHoMKy START/STOP (MYCK/
CTOMM). B MepHOM cocyAe AOMKHO HaxoauTbes 0.75 n (£10 %) xugkoctu.

Mpy AOCTMXKEHUM 3TUX 3HayeHUn Gaszosas nposepka pa6oTocnocob6HOCTU
YCMELWHO 3aBepLleHa.

11.3 TlpoBepka namepeHus gaBrieHUs

Mpu NpoBepKe N3MepeHns 4aBleHuUs TeCTUPYETCS NPaBUIbHOCTL PaboThl
Kamepbl HarHeTaHus, 4aTYNKOB 4aBNEHNSA W TOYHOCTb U3MEPEHUS [aBNEHUS.

1 BBeauTe TecTUpyeMblii KOMNNeKT Tpy6ok B npubop  (6e3s
NoACOeANHEHHOTO NHCTPYMEHTA).
CoefMHNTE KOMNNEKT TPYGOK C NakeTOM XUAKOCTH.
Mpn He06X0AMMOCTN OTKPOTE 3aKMMbl Ha MaKeTe N HaXMNUTe KHOMKY
START/STOP (MNYCK/CTOIM), 4uTo6bl NONHOCTbIO YAANUTb BO3AYX U3
KOMMeKTa Tpy6oK.
Mocne yfaneHus Bo3fyxa cCHoBa HaxmuTe Ha KHonky START/STOP
(Nnyck/cTon).

1 HaxXmuTe OAHOBPEMEHHO KHOMKW "yMeHbWwUTb faBnenune” (Puc. 5-1
"MepeaHas cTopoHa npubopa”) QT) n "WASH" (Puc. 5-1 "MepegHas
cTopoHa npubopa” (?)) Ha 3 cekyHpbl.

Haxatvnem kHonku "ysennunTtb flasnenue” (Puc. 5-1 "MepegHas cTopoHa
npubopa" (3S)) nam "ymeHblWNTb AaBNeHNe" YCTAHOBUTE MHANKATOP Ha
"P".

Haxmute kHonky START/STOP (MYCK/CTOM) ana nogTBepXaeHuns
[JlepXXuTe 3aN0NHEHHbIN XNAKOCTbIO KOHEL, LWaHra ¢ HaKoHe4YHNKOM JTioapa
POBHO Ha 1 M BblLWEe Kamepbl HarHeTaHWA KOMNeKTa TPy6OK.

CHMMUWTe NoKasaHue faBneHuna. 3HauyeHue JOMXKHO COCTaBNATb 74+5 MM
pT.CT.

6. BuiiiguTe 13 pexxuma nNpoBepKM Haxatuem KHonku .WASH".
Ecnu Bbl 3anyCTUAN PEXMUM NPOBEPKU U3 HOPMANLHOTO PeXUMa, Tenepb CHOBa

0TO6paXKaeTcs MHAMKALUA 3aaHHOTO AaBNeHUS.
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Cnucok NpuagnexHocTes

12  Cnucox npuwHaanexHocTeh

Hanenee Homep o
IWKAIN
TpyOud CTEDHANEHG T MBKOHENHINOM flyap- TO449-01
KOHHEXTODOM W NPOTRIKBIOUPINN CTERNAMIA, TONLKD Toent
SXOAMIMA NOTOK e ;:_
Toytay HeCTapANaHEe C KTOPOM 1 TO454-0% AL
u#«w CTEONHAMM, TONLKO BXGAMISNA NOTOK
(IHE‘EIIR ORAXKW 8 CLIA)
Ryma OY ann cncresn GoFlo 72204972
CrapunuHii uexon g 1Y, 0QHOPa3oR0s KAABANe 72205012

HABQOP, CWAKAHALA: MHCTpYRm NPIMBHEHING 72204975
N, Bhp., HEn., NOPT., m;m&wb(cw&)

HAEOR, EC 10r: VHCTPYLMNA N0 NPHMBHEHNO aHFA, 72204976
HEM., WT., NG, NOPT, (pev.; CATEmOR Kabent (MEKAYH.)

HABOP, EC conepy. WINCTRYILMA NO NpUMEHOHMIC BN, 72204877
HUR., HODS., LM, M., AAT.; coTeech xaGeny (MEXIYH.)
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dneKTpomMauwmTHass COBMeCTUMOCTb

Mepbl MPesoCTOPOXHOCTU

Mepbl 3aWnThl
91eKTpoCTaTuyecKoro paspaga
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13 DneKkTpomarHMTHas CoBMeCcTUMOCTb

MeanurHCKME 3NeKTponpu6opbl TpebyT 0COGbIX Mep MPesoCTOPOXHOCTU
NPUMEHUTENLHO K 371EKTPOMArHUTHOW COBMECTUMOCTU (Aanee COKpalleHHO
"3IMC").

[laHHas  cucTema  fJOJDKEHAa  MCMONb30BaThCA  MCKOUUTENbHO MO
HasHa4YeHUto, yKasaHHOMY a pykoaogcTae. Mpu ycTaHOBKe U BBOJe B eficTBUE
o6a3aTenbHo cobnogate yKkazaHua no SMC.

BHVMAHNE!

MpuHagnexHocTn

[ns o6ecneyeHuns cooTBeTcTBnsA Tpe6oBaHusm IEC 60601-1-2 B TekyLyeit
peAakuumn paspelwaeTcs MCNonb3oBaTb cuctemy GoFlo Tonbko ¢
NPUHALNEXHOCTAMM, YKa3aHHbIMKU B rnase 12 "Cnucok
npuHagnexHocTen".

8 uenax obecneyeHus  6aszoBoii 6e30MacHOCTM M CYLECTBEHHOW’
(YHKLWOHANbHOCTN a OTHOWEHUMN 3EKTPOMArHUTHbLIX MOMEX B TeYeHUe
BCEro cpoka cnyx6bl nmpu6opa ero Heo6Xo4MMO mepesanyckaTb Kaxpable 24
yaca ANS BbINONHEHUSA camoTecTupoBaHua. Heob6xogumo cobnwoaaTb
NepnoanYHOCTb Texo6CnyxuBaHusa, ykasaHHyto B rnase 10.2.MepnognyHocrb
06CNyXunBaHuUA.

OaHHbll  npn6op  oTBeuaeT  Tpe6oBaHMAM K 3NeKTPOMarHuTHoI
coBmecTuMocTn (BMC) Anf  MeAULMHCKMX  3NeKTPUYecKUX npubopos
cornacHo IEC 60601*1-2. Mcnonb3oBaHHble NpuU NpPOBepKe nNpefenbHble
3HaueHMs  oGecneunBalT 6as3oBYyl0  Mepy  3alWWUTbl  OT  TUMUYHBIX
3/1eKTPOMArHUTHbIX BO3/eliCTBUIA, KOTOPblE MOTYT BOSHUKATb B YUpe>»LLEeHUAX
34paBOOXpaHeHus. B cBA3M C 3TUM ManoBEpPOATHO, YTO OTAeNbHbIe paboune
XapaKTepucTukn 6yAyT HeAOCTYMHbl UMM NUWb OTPaHUYEHHO AOCTYMHbI B
npucyTcTenun dM-nomex.

13.1 3nekrpunyeckne coegnHeEHUA

Kwmepam 3awuTbl OT 31eKTPOCTaTUUECKOTO pa3psfga OTHOCUTCA
BbipaBHuBaHue noteHuuanos (PE), npu Hanuuuu B npubope [ns BCex
coeguHAeMbIX Npubopos

* Mcnonb3oBaHWe TONIbKO yKa3aHHbIX I'IleHaAJ'IE)KHOCTEﬁ

TexHnYecknit nepcoHan 60NbHULbI CNefyeT NPOUHPOPMUPOBATL AN 0BYUNTL
Mepam 3aluTbl OT 31€KTPOCTAaTUYECXOr0 paspaja.
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INEKTPOMATHUTHEA COBMBCTUMOCTR

13.2  flupexTimni 1 JEARNGHNS NPOHIEOAMTINN -
SWKTROMBTHNTHLIE NOMEXH

TocT #a warryvatiige |COOTRETCTE | JNBUTPOMMHNTHOR ONPYIMEHNG - n

NOMNEX " ANDEATIEN

BYusnyerme fpynna 1 Cucrama GoFlo menonesyer BY-

corngcsic CISPR 11 mmww%
CBOMWX 30
ypuu:mmmmm

npuBope

BY-wmyuenne |Knlu:B Cucrema GoFlo npwronesia Ann

cornacqo CISPR 11 MCIONLICBIH B
YNPRKRSHWDX, B TY. 8 UMb

Topuorrecaue |knacc A SABHNID W IRBHNAX,

VTyIaHIR HENOCDRACTRENHO MOAKNIONBHHRIX It

IEC §7000-3-2 NSXTPOCETH OCLIND NOMLIORIHAS

Konefaxna Cooreercray | 0T KITOPOA CHAGRMOTCR TaIKS

HANDAMKEHMA / ar JR0HMA, MCTIONLIYENGIS B NOATTRX
LR,

IEC 81000-3-3

Nk —$— md
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OneKTpoMarHuTHas COBMeCTUMOCTb

13.3 PekomeHpauuun n 3asaBneHne Npon3BoANTENA =

yCTOVI‘-IVIBOCTb K 3NeKTPOMAarHnTHbIM nomMexam

Cuctema aptpocxonuyeckas
ONMUCAHHOM  HUXe
cCunmcrTe M bl
Aa@HHBIX YyCNOBUAX.

GoFlo npeaHa3HauyeHa ANA NpPUMeEHeHUA B
3NeKTPOMAarHUTHOM OKPYXEHUN. Monb3oBartensb
GoFlo JomkeH obecneuntb paboTty npubopa B

NcnbiTanna Ha
NoOMexoycToOMYMBOCTH

JnekTpocTatuyeckne paspsigbl
(ESD) IEC 61000-4-2

BblCTpble 3aneKTpuyeckmne
nepexoaHble npouecchbl /BCNAecKn
cornacHo 1EC 61000-4-4

NMTANbCHble Hanps>XeHns
(BbI6GpOCKI) cornacHo IEC
61000-4-5

OTKa3bl HanpsXeHus,
KpaTkoBpeMeHHble c60u 1
Kone6aHUl aneKTponUTaHus
cornacHo IEC 61000-4-11

YacTtoTta nutaHua (50760 u)
marHutHoe none IEC 61000-4-8

KoHAyKTUBHbIE BY-nomexu
IEC 61000-4-6

MmnynbcHble BY-nomexu
IEC 61000-4-3
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McnbliTatenbHbl i
ypoBeHb IEC 60601

+ 6 KB KOHTaKTHbI
paspaj

+ 2 kV, 4 kV. +8kV,
+ 15 KB BO3AYyLWHbI
p

+ 2 KB gna cunoBbIx
NNHWU I’

Mogaynauyusa 100 kly

MpotnBotasHoe
HanpsxeHune 1 1 kB
Ha NpoBoj
npotusodasHoe
HanpsxeHue

t 2 kB Ha 3emnio

0% uT,; 0,5 ynkna

Mpwu 0* 45*% 90M35*.
180%*, 225*, 270* n 315*

0% unT; 1unknn 70 %
nT; 25/30 unknos OpaHa
dasza: npu 0*

0% mT; 250/300 yuknos
30 A/m

3Vrms 0,15MTy-80 My

6 Vrms BananasoHax ISM

o1 0,15 MTluy go 80 80 %
AM npu 1 kly

3B/M80 MTy-2,7 My

80 % AM npwu 1 Ky

YPOBHVI cooTBeTCTBUA

+ 8 KB KOHTaKTHbI
paspsp
+2kV, 4 kv, +8

kV,+ 15 kB
BO3AYLWHbIN pa3psag

12 kB gna cunosbixX
NNHWIA

Mogaynauyuns 100 kly,

MpoTuBodasHoe
Hanps>eHue 1 1 kB
Ha nNpoBoj
npotneogasHoe
HanpshkeHne

1 2 KB Ha 3emno

0% UT. 0,5 yukna
Mpun 0*. 45*. 90*. 135",
180%*, 225*. 270* n 315*

0% wnT, Lunkn n 70 %
nT; 25/30 ynknos OfHa
alaa: npu o*

0% wnT; 250/300 umknos
30 A/m

3Vrms 0,15 MTy-80
MTy,

6 Vrms B AnanasoHax
ISM ot 0,15 MTuy go 80
80 % AM npu 1 kly
3B/mM 80 MTy-2,7 Ty

80 % AM npu 1 kly

PekomeHgauuu no
3NeKTPOMArHUTHOMY
OKPYXEeHWIo

Mon gomxeH 6bITb
AepeBAHHbIM UMK
6eTOHHbIM NM60 6bITh
MNOKPbIT KEpaMUYeCcKoii
nautkoit. Ecau Ha nony
NexuT CUHTeTUYecKoe
nokpbITHE,
OoTHOCUTenbHas
BNaXHOCTb JONXKHA
cOCTaBAsATb He MeHee
30 %.

KauyecTtBO nutarouwero
HanpsaXeHWUit fONKHO
COOTBETCTBOBATL
TUWMHbBIM yCNOBUAM
AnA oucos unm
60nbHUL,.

KauyecTBO nutatouLero
Hanps>XeHus AOMKHO
COOTBETCTBOBATb
TUMUYHBIM YCNOBUAM
Ans oucos uan
60nbHUL

MarHuTHble nons npu
YacToTe CeTu AOMKHbI
cooTBeTCTBOBAThH
TUNUYHBIM 3HAYEHNAM,
ncnonb3yeMbiM B
yCNnoBUSAX 0hUCOB U
6onbHUL,.



dnekTpomMarHuTHas COBMeCTUMOCTb

YCTOWUYMBOCTb K 6AKHUM NOAsiM 0T 6CMPOBOAHOIO 060pyA0BaHNA
BY-cBA3n

MeTtog ncnbitalua IEC 61000-4-3

YacTtoTa Monoca Cepsuc Moagynauma  Makc. PaccTosiHue
McnbiTaHus (M) MOLLHOCTb (™)
(Ml (B1)
385 380-390 TETRA 400 NmnynbcHasa 1.8 0,3
Moaynayna
18 Ty
450 430-470 GMRS 460, FM 2 0,3
FRS 460
OTK/NIOHEHNE 5
Ky
710 NmnynbcHasa
mMoaynaunsa
745 704-787 Monoca LTE 0.2 0,3
217 T
780 1 |l 1}
810 GSM 800/900, WmnynbcHas
TETRA 800. mMoaynAaumnsa
870 800-960 IDEN 820, 2 03
CDMA 850, 18Ty
930 nonoca LTE 5
1720 GSM 1800; NmnynbcHasn
CDMA 900; mopynauunsa
1845 1700-1990 GSM 1900; 2 0.3
DECT; nonoca 217 Ty
1970 LTE 1,3, 4, 25;
UMTS
2450 2400-2570 Bluetooth. MmnynbcHasn 2 0,3
WLAN, mogynaunsa
802.11 b/g/n
RFID 2450. 217 Ty,
nonoca LTE 7
5240 WLAN 802.11 WmnynbcHasn
a/n moaynauuna
5500 5100-5800 0,2 0,3
5785 217 Ty
OMACHOCTb!

MepeHocHble ycTpoiicTBa BYU-cBA3M MOryT BANSATL Ha paboune
XapaKTepucTukn cuctembl GoFlo. B cBs3u € 3TMM, Taknme Nnpubopb!
[O/KHbI pacnonaratbCsi Ha paccTosiHin He MeHee 30 CM (He3aBUCUMO OT
BCeEX pacyéToB) oT cucteMbl GOFlo 1 ee KOMNOHEHTOB 1 Kabeneil.

Ol
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NCMbITATE
NbHbIN
YPOBEHb

B/M)
27

28

28

28
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TexHnuyeckne xapakrtepuctukn

14

HomuHanbHoe HanpsxeHue B B:
HomuHanbHas yactoTa a 'y
MpepoxpaHuTens(-nun)
MoTpebnsaemas MOLWHOCTb:

WTaTHbIA pexum (BA)

nonHas Harpyska (BA)

MoTpe6neHune Toka:

WTaTHbIM pexum (A)

nosHas Harpyska (A)

Knacc 3awuTbl:

MpumeHeHne Tuna (KOMnneia TPybOK)
CTeneHb 3awuThl (1P-kop):
Knaccudukaynsa (cornacHo 93/42/ESC):

CooTBeTCTBUE CTaHjapTam:

YcnoBus akcnnyaTauuu:

YCNoBUS XpaHEHWS 1 TPAHCMOPTUPOBKM:

Makc, ypoBeHb rpOMKOCTHU:

[AnanasoH perynmpoBKu AaBneHus:

TOYHOCTb U3MeEpeHUs faBneHns
MakcumanbHas CKOpOCTb MOTOKa:

Pasmepbl * WUpUHa X BbicOTa X ry6uHa (Mm):

Makc, pasmep (c T-obpa3HbiM BUHTOM,
MaKCMManbHO BbIKPYYEHHbIM):

MwuH. pa3smep (6e3 T-06pa3HOro BUHTA)
Bec:

NHTepdeiicsl:

Bepcus MO:

42
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TexHuyeckne xapakTepucTuku

100-240 B
50/60 Iy

2 XT 3,15 AH, 250 B, nsa HomeHknaTypbl UL

60 BA
141 BA
(TOK) (HanpsxeHune)
1.15A 100 B
0,59 A 240 B
BF

P41

Ma

EN 60601-1 JIEC 60601-1 B
JelicTBylolleit pegakuum

EN 60601-1-2/ IEC 60601-1—
2 BpAeicTBylOLW el peaakymm

10-40'C /50 to 104 'F

30 -75 % OTH. BNaXHOCTb BO3ayxa

Makc, BbiCOTa yCTaHOBKM Haj ypoBHeM mMopsi 3000 m
-25-70 *C/-13-158 *F

10-95 % OTH. BNaXHOCTb BO3/jyxa

paBneHue Bo3gyxa 700 -1060 rfMa

<80 aB(A)

5-150 mm pT.CT.

+4,5 MM pT.CT. (gnana3oH 0-300 MM pT.CT., cTaTny.)
1,5 n/mMmuH =10 %

240x 103x 255 (Mmm)

240 X 103 X 221 (MMm)
2,8 kr
CepBUCHbI UHTepdeic (rHe3go D-Sub 9-non.)

CeTeBoil pa3bém (EC-60320-1 C14)

NHudopmauma o Bepcun MO npuBefeHa B CEPBUCHOM MeHIO

(yacToTa)
60 Iy,

50 Iy
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BunsyanbHble

000 (B TeueHue 3 c)

XXX (B TeueHue 3 c)

He TpebyeTcsa

He TpebyeTca

BusyanbHblie

NHAVKATOP U36bITOYHOTO
naBneHus

(MyraeT, UBeT XENTbIA)
Heme/1eHHO [0
ycTpaHeHus ycnosus

NHAVKaTOP N36bITOYHOrO
AaBneHus

(MUraeT, UBET KpacHbIid)

HEeMe[/IeHHO A0
yCTpaHEeHUsi yCNnoBus

Ta6nunya

BusyanbHblie

(NnocTosiHHO A0
yoaneHmna KoMmnnekta
TPYy6OK)

EO1

(3¢)

EO2 (nocTOsiHHO [0
yAaneHna Komnnekta
Tpy6OK)

EO3 (nocTosiHHO A0
yoaneHna KoMmnnekta
TPYy6OK)

CoobuweHns o6 owmnbkax n npegynpexgeHus

CoobueHns 06 owmnbkax n npegynpexaeHus

Ta6nuua 1: UHGpoOpMUpytO WMe CUrHanbl

3BYyKOBbIE Mpuoputet

1 3BYKOBOV CUTBN. TUXUiA MHpopmaunsa
1 3BYKOBOW CUTHas, TUXUIA NHdbopmauns
1 3BYKOBOW cuUrHan, TUXWIA Mupopmauyunsa
1 3BYKOBOU CUTHaN, TUXUIA Nupopmauyuns

Mpuunna

CTepunbHbie/Heoepurm>eTpybm(HE
ANA NPOOAXW B CLWA) NnpuHAT

Yncno octaslwmxca UMKNoBs. 0

HecTepunbHble Tpybkn (HE ON4A
MPOAAXW B CLUA) NpuHAT

Yncno ocTaBLINXCA LUKNOB: XXX

CamoTecTupoBaHue ycnewHo
3aBepuweHo

MopTBepxXaeHVe KHOMKOW

Tabnuuya 2: dusnonormyeckme npegynpexgeHns

3BYKOBbIE MpuopuTteT

3 3BYKOBOW curHan CpepHuii
(nocne 2 cekyHA Hannuus

ycnoeus npegynpexaeHus

[0 yCTpPaHeHusi ycnoBusl)

10 3ByKOBOIi cuUrHan Bbicokuii

(nocne 5 cekyHA Hanuuunsa
ycnoBusa npeaynpexseHus
[0 yCTpaHeHus ycnosus)

MpuunHa

MpeBblweH 6e30NacHbIi NOPor AaBneHns
(200 mm pt.cT)

MpeBblWeH KpUTUYeCKnii 6e3onacHbli
nopor gasneHuns (250 mm pr.cT.)

mnnn
N36bITOYHOE AaBNEHNE HEBO3MOXHO

NOHN3UTb O6PaTHLIM BpalLEHNEM
ponnKoBOro Koneca

3: TexHnuyeckve nNpegynpexaeHns —-owmn6KM Nonb3oBaTens

3BYyKOBbI€ MpuoputeTt

1 3ByKoBOIli curHan Huskunii
1 3ByKOBOIi cuUrHan Husknii
1 3BYKOBOW curHan Huzknii
1 3BYKOBOW curHan Huskwnii

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

MpuunHa

Mpur6op BKIOYEH C
YCTaHOB/IEHHbIM
KOMMNIEeKTOM prGOK,
HEBO3MOXHO NPOBEPUTHL
AaTtyunk

MonbiTka akTMBayMn
nomnel 6e3
YCTaHOBNEHHOTO
KOMMIeKTa Tpy6ok

YcTaHoBEeH
HeaeNCcTBUTENbHBbIN
KOMMNAEKT TPy6oK,
MapKMpPOBaHHbINA Kak
A«CMNONb30aaVHBbIN’

YcTaHoBneH
HefeNCcTBUTENbHbIN
KOMMNNeKT Tpy6ok

43



Co06LLeHnst 06 olnbKax 1 NpesynpexaeHnst

Ta6nnua 3: TexHUYeckue npefynpexneHus - olwnbKu nonb3oBaTens

BusyanbHble 3BYKOBblE Mpuoputet MpuunHa
E04 (3 ¢) 13ByKOBOIi CUrHan Hu3kuit HenpasuibHo
yCTaHOB/EHbI TPYOKM
. o | tonbITka aKTMBaumii
E02/EO3 1 3ByKOBOW CUrHas! CpefHui H
noMmnbl ¢
(Mvraer 3 pasa) HefoMyCTUMbIM

(MCNO/b30BaHHBIM W
HefenCTBUTENbHBIM)
KOMMNEKTOM Tpy6oK

Ta6anua 4: TexHuYeckne npesynpexaeHns =owmn6kKu npuéopa

BusyanbHble 3BYKOBbIE Mpuoputer npuynHa

EO5 5 3BYKOBOW CUrHaU! Bbicokwii Owwbka faruvka

CumBON 06CNyXVBaHNS,
KpacHbIiA

(nocTosiHHO)

EO6 5 3BYKOBOW curHan Bbicokuii Owwbka asurarens

CMBON 06CNYXMBaHNS,
KpacHbIi

(nocTosiHHO)

EO7 5 3BYKOBOVA CUrHan BbIcokuii HemgnpaBHOCTb mogayns
RFI

CUMBO/ 06CTy>KVBAHWS,

KpacHbIiA

(NOCTOSIHHO)

ES0 5 3BYKOBOW curHan Bbicokuii OwwmbKa cBA3n

C1MBON 06CNYXMBaHNS,
KpacHb ik

(nocTosiHHO)

E55 5 3BYKOBOVi CUrHa Bbicokuii OLLMGKaA 3NEKTPOHVKM

CumBon 06CnyKMBaHums,
KpacHb I/

(nocTosiHHO)

ES8 5 3BYyKOBOI1 CUrHanN BbIcokuii OwmbKa Knasuartypbl

CUMBON 06CYXMBaAHNS,
KpacHbIi

(nocTosiHHO)

E59 5 3BYKOBOVi CUrHa Bbicokuii Calibration error (Oumn6ka

KamMbpoBKN)
CumBOn 06CNyKMBaHMA,

KpacHbIiA

(nocTosiHHO)
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Cnoccapuit

MARMLMHCKEN CUCTRMS

Nposepxs Ge3IGNECHOCTH

Gasoaen nposepxs

DYHRLIONBNBHOND COGAWHRHAR MITW
HENONGIOBBIHUN MHOMDROHTAKTHON ILTENCENbHOA
POIETRM.

mwm
ACTIMEN BUNONHATACH NOPRD KEKACH
onepampeR.

Nposepxs GEIONACHOCTI NPUGOPA RENAETCH

COCTABHOR HSCTIID BMETOANOID KOHTDONA.

Npowepits 0CHOBHLIX GYHKLWA npnlops nenseTca
COLTABHON YACTWO SNBITAMHOND KOHTRONS.

Evy)

gl
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Npunoxewse
47  Npunoxenwe
17.1  NPOTONON HCMWTAHWH
TaTa PesynsTst me Toarmc.
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Npunoxenne

17.2 Bnank BOISPETE
flp1 S03PATE NPHEOPE SMIOIHITE AHHMA OPMYIAD.
Haumenoas s coSCTRMMNNE,

Ynwue
Wnnenc: Hac., nyHkT:

l Cepiinnsii Howep (BN, cM. uphmsmyo Ta8HmUKY):

Tun npuSope:

Onucanne padecTa:

®| 4

- +
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AONONHEHUE K PYKOBOACTBY NO 3KCNAYATALUU HA
MEAUUUHCKOE U3LAENUE

«CUCTEMA UPPUFALUOHHAA APTPOCKONMUYECKAA
GOFLO»
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Npu nocmasxe usdenus 8 PP utopMoyun, COOEPIOWORCR 8 OOHHOM GONONKRERUL K UHCMPYKUUU
110 IKCANYAMayuu, RanAemca npuopumemHot

Mpumeusune

CARAYIOWME HAUMEHOBAHKA, MCNOALIOAARHDIE MO TEKCTY ABHHOID AOKYMENTS, ABARIOTCA TONABCTORHHLIMA HAUMEHORSHUIO MEAUUNHCKOMO
WIACAWR «CACTEMI MPPUIAUMOHHAN apTpocronuueckan Goflos:
Uapenueln), npubop, cnctema GoFlo, CHETEMA HPRUrILMOHHIA,
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1 HAMMEHOBAHWE MEOWLIMHCKOIO U3AENNA (M) N EFO KNACCUNDUNKALNA

1.1. HammeHoBaHue MW, mogenu nav BapuaHTbl UCMOAHEHNA MU
Cuctema ppuragnoHHas aptpockonuyeckasi CoFlo

2.  HA3HAYEHUE, NOKA3AHVA N MPOTUBOMOKA3AHWA K MPUMEHEHUIO M N HEBJTATOMPUATHBIE PEAKUA
2.1. HasHaudeHune
W3penve npeacrasnset co6oli CUCTEMY MPPUTaLIIOHHYIO @pPTPOCKOMUYECKYHO, MPeAHa3Ha4YeHHYH0 A1 NMPpUMEHEHNA B ,El,l/laI'HOCTVIl—IeCKOf/'I n

OMNepaTVBHON apTPOCKOMMW, W CIYMUT A1 PacTshKeHUS] U MPOMbIBKU CMEAYHOLLMX CYCTaBOB: KOSIEHHbI, MieueBol, Ta3o6eapeHHbI,
JIOKTEBOM, Jy4e3ansiCTHbIA. rofIeHOCTOMNMHb/

2.2. TokasaHusa

V13penvie GoRo npeacTagnsieT co6oli MppUraLioHHyH CUCTEMY apTPOCKOMUUECKYHO, NPeAHA3HAYEHHYHO 1 MPYMEHEHUS! B
[IMarHOCTUYECKOV 1 OMepaTVBHOW apTPOCKONUW, HampUMep, mpu:

. NOBPEMAEHIISIX CBA3OK

. MOBPEXAEHNE MEHICKA

. MOBPEXAEHUSIX XPSLLER

. M/IaHMPOBaHM ONePaLYM 1 KITaMHECTUUECKINX 0BCNEA0BaHUSIX

CvicTeMa CryUT L7151 PacTsDKEHVS M MPOMbIBKM CYCTaBOB KOJiEHa, Ivieva, 6epa, SIOKTEN, aTaloke [y pacTshkeHust CycTaBa KVCTU 1
rO/IEHOCTOMHOrO CycTaBa.

2.3. BO3MOXKHble NOGOYHbIE AENCTBUS MPU NCNOb30BaHUM MEeAULMHCKOro n3aenuns

MprMeHsieMble B apTPOCKOMNMM MOMMb! MOFYT Bbi3biBaTb 3KCTpaBasaumio (MonafjaHne >KUAKOCTeN B OKpyyKatoLme TKaHu). B TsbkenbIX ciyuasix
BO3HVKAOLLMIA 13-3a 3TOMO OTEK MOXKET MPMBECTU K TPABMMPOBAHUIO MAaLMEHTOB C CUHAPOMOM CAAB/VMBaHWS, HEBPOMNpaKcueid, Taxvkapamnei,
MHEBMOTOPAKCOM, Pa3pbiBOM TKaHell WM MOBPEeXAeHUsIMM HepBoB. [py 06Hapy>XKeHWUM 3KCTpaBasauuy peKoMeHAyeTcsi YMEeHbLUUTb
JaBrieHVe 1 BHUMaTeIbHO HabioAaTh 3a pacnpegesieHNeM M36bITOUHOM YKUAKOCTY.

2.4. YKasaHue BO3MOXXHOCTU U 0CO6EHHOCTEN NPYMeHEHNUsI MeULMHCKOTO U3genust Ans nogei ¢ MMNAaHTMpyemMbIMU B OpraHmuam

yenoeeka MeguUUHCKUMUN nsgennamn, 6epeMeHHbIX YKeHLWH, >XeHWH B nepunoj rpygHoro BCKapmMmaneBaHuA, neten, B3pPOC/bIX,
NMMEernLWnxX XpoHndeckmne 3aboneBaHus

OTCyTCTBYHOT OFPaHNYEHS!, KOTOPble HEOBXOAYMO YUMTLIBATH 0COGO MY UCTIO/B30BAHWM Y Pa3HbIX FPYTIN MaLEHTOB.

2.5. CBeﬂ,eHMﬂ 0 BO3MO>XHOM BJ/IMAHN UCMOJ/1Ib30BaHUA MegULMHCKOIro msaenna Ha CMOCoO6HOCTb ynpaenATb TPAHCMOPTHLIMA
cpencTBamMu, MexXaHM3mMamu

BO3MOXHOCTb B/MSHUS UCTIO/NB30BaHWS U3AE/US HA CNIOCOBHOCTL YTPAB/EH!sl TPAHCMIOPTHLIMM CPEACTBaMM U MEXaHU3MaMU He BbISB/IEHA.

2.6. MpoTnBonokasaHusa (AONONHUTE bHbIE AaHHbIE)

ApTpocKonua NpoTMBOoroKasaHa npu:

= VIHdheKLMM MATKUX TKaHel BOKpYr cycTasa

= OKosocycTaBHasi ornyxosib

= CyulecTBytoLasi koarysonarums

= CuHgpom 3yaeka (Hanpumep, 60/bLLIOE KOIMYECTBO XXUAKOCTU B MOJIOCTU CyCTaBa, KOTOpPOe BbI3blBaeT 3KCTpaBasaumio B OKpy>KatoLme
TKaHwu).

3. HAMMEHOBAHWE U FKOPUOANYECKNN AOPEC NMPOU3BOAUNTETA M

PA3PABOTYUIK:

W.0.M. WORLD OF MEDICINE GmbH (¥.0.M Yopng o Megncun MméX), Sal2ufer 8, 10587 Berlin, Germany (l'epmaHus)
MPON3BOAUTESb:

W.0.M. WORLD OF MEDICINE GmbH (¥.0.M Yopng ot MegucuH 'v6X), Salzufer 8,10587 Berlin, Germany (FepmaHus)
MECTA NMPOV3BO/ACTBA:

1. W.O0.M World of Medicine GmbH (¥.0.M Yopng o MegncuH Mox)

Alte Poststra™e 11 96337 Ludwigsstadt Germany (F'epmaHus)

4. ynosiHOMOUYeHHbIW npeactaBuTens Ha TEPPUATOPUN PO:

00O «CmunT 3HA, Hedobto»
105120, Poccusi, T. MockBa. 2*71 ChIpOMSITHUYECKWIA Mep., 4. 1.9 atak. nom. 1 kom.1

5. BO3MOX>XXHOCTb 1 METOAbl MHTETPALUUW C APYTNMW MEOVNUNHCKUMW N3OENNAMN

CvicTema apTpockonuueckast GORO MOXET UCTO/b30BATLCA TOMbKO B KOMOVHALWN C OPUMHASTbHBIMA YaCTAMM CUCTEMbI, & UIMEHHO OMMONA.
MyNbTOM AMUCTAHUMOHHOIO YrpaB/ieHus, Tpyokammn cTepuribHbIMA. Tpyokamn HecTepibHbIMK, npounssoacTea W.0.M. WORLD OF MEDICINE
GmbH, aTatoke ¢ nepeaB/KHOA CTOKOIA.

B apTpocKonMueckyix npoLeaypax cuctema apTpockonuyeckast GOFlo v NpUHaAIeXHOCTV K Heil MOryT WCTIO/b30BaTLCA COBMECTHO C
MEAVLIMHCKVMA U3AENAMM, BbIMyckaeMb>M1 koMraHvei Smith & Nephew Inc. Endoscopy Division, 3apervcTprpoBaHHbiMi B PO PY Nc P3H
2013/225, «O6opyaoBaH/e 3HAOCKONMYECKOe /11 NPOBEAEHUS 3PTPOCKONMYECKMX Onepauyii ¢ MpyHaaiexXHoCTSM», Ne P3H 2013/926,
«/30enms TpaBMAaTo/IorMUeCKVe 41 SPTPOCKOMMUECKUX OrepaLyii ¢ MPUHALIEXHOCTAM, & IMEHHO :

Tenexa 45 3HA0BMAE0060PYA0BaHMS, aPTPOCKOM MPAMOrO BUAEHWS, KaHIMW; OAHOMPOCBETHAS, ABYXMPOCBETHaA, U30THyTas!, Npsivasi,

O[HOKMNaraHHas, [IByXKManaHHas, MOBOPTHas, [MaaKas, ¢ pe3b6oii, OTBOAALLAA, BXOIALLIErO MOTOKA, BbICOKOMOTOUHAS!, CPEAHENOTOuHAS,
HU3KOMOTOUHAS, Ipay/aMPOBaHHas!, AMArHOCTUUECKaS, LLEMesast,
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6. TEXHUYECKME XAPAKTEPVCTUKA M

OCHOBHbIe MapamMeTpbl U XapaKTepUCTUKW MeAULIMHCKOro
n3penvsi CUCTEMbI MPPUTaLMOHHOM apTPOCOKNMYeckoi GoFlo
Tabnmua 1 TexHNYecKue xapaktepuctvkvi Momnbl MppurauyioHHoM
apTpockonmyeckoii GOFLO

HomyHarbHOe HanpsbxeHve

HomurHanbHasa Yactota

MpenoxpaHuTesns

MoTtpebrisiemast MOLLHOCTb

MoTpebrieHre Toka

Knacc sauyms!
MpvveHeHve Tyna (TpyoKw)

CreneHb 3auytbl {1P-kop)

Makc, ypoBeHb rpoOMKOCTU

JvanasoH pery/ivipoBKi AaBMEHNs

TOYHOCTb U3MEPEHUS AAB/EHNA

MakcumasibHas CKOpPOCTb MOTOoKa

Pazmepbl - LLMPUHA X BbICoTa X Fy6uHa, MM

VHTepdelice!

MorpeLLHOCTb cocTaensieT +10 94 ec/iv He YKa3aHo MHoe
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100-240B

50/60 Ty

2xT3,15AH. 2S0B

LLiraTHbIA pexxum 60 BA
lMonHaa Harpyska “u
BA
Tok HanpsbkeHvie Yactota
LLiraTHbIA pexviv LA 100B 60 'y,
lMonHas Harpyska 0.59A 240 B 50 Iy,
1
BF
P
<80ab|A)
510150 mMm
pr.CT.

+4,5mm pr.cT. (ayanasoH 0-300 MM pT.CT., CT3TVM.)

15n/mMmH #10%

Makc, pa3mvep (C T-06pasHbIm 240x103x255
BVHTOM, MaKCUMasTbHO
BbIKPYYEHHbIM)
240x 103 x 221

MuH. pa3viep [6e3 T-06pa3HOro BYHTA)

2,8 KI
CepByiCHb I MHTepdeiic (rHe3ao 0-Sub 9-non.)

CeTeBoin pa3bém (IEC-60320-1 C14]



Tatonus 2. TaxHNVeCUE XBPAKTERNCTHINS NYALTE JMCTIHLIORHORS YNPaaARHUA

Xspaxrepucrina
DAWHS , M 120,1
LWMPuNa , M 65,5
BoicoTa , M 223
Macca (c yvivom Gatapedd, 2 wr), r 134,2
Caeusrdunsrpus Gatapen
Cpeapee spema pabaorte, mecaues 6
B pENMUME DMHAIHUA, NET 7-10
Tun Gavapen AA wenouHan
EMNOCTL, MAM 2950
Hanpmuenue, 8 1.5
DAMHA INEMEHTS BMECTE C KOHTIKTHRIM BMCTYNOM NOADKKTEALHOD NOMOCE COCTIABARET, MM 50.5
Duamatp, Mm 14,5

NorpewHocTe cocTasanet £ 10 %, ecan ne yrazano uuoe
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Tabnmua 3. TexHUYecKue xapakTepucTku TpyoKM CTepusibHbIe

XapakTepucTuka
[JnunHa Tpy6kry, cm
BHELUHWIA AameTp, MM
BHyTpeHHUiA anameTp, MM
LLinpyHa 3axknma g1st TRY6OK, MM
[nvHa 3axknmMa 4nst Tpyoeok, MM
[JnvHa HanopHo KaMepbl C MEMOPAHOI 1 TPAHCTNIOHAEPOM, MM
LLiprHa HanopHO kamepbl ¢ MEMOPaHO 1 TPAHCMOHAEPOM, MM
BbicoTa HarnopHoi kaMepbl C MEMGPaHOI 1 TPaHCTIOHAEPOM, MM
J/vHa 3aLLMTHOro Ko/nayka, Mm
JviameTp 3aLMTHOIO KoMnayka, Mm
Macca 3aLLmTHOrO Konrnavka, r
Yron ckoca NpOTbIKAKOLLIEro CTEPXKHA, *
J/MHa NpOTbIKAKOLLEro CTEPXHS, MM

[nvHa npoMbIBOYHO TPYOKU, MM

[JvameTp NpombIBOYHON TPYOKKM, MM

TorLLWHa CTEHKN TPYBKY, MM

[MpouHocTb Ha paspbis, H

YcnoBHas NPOYHOCTL NP pacTshkeHnn, Mia

[JviameTp Konnadka J1roapa, MM
Macca konnaduka Jloapa, 1

BbicoTa Konradka Jlospa, Mm
Macca komriekTa Tpy6oK, 1

MorpeLuHocTb cocTaensieT +10 94 ec/im He ykasaHo 1Hoe

3HayeHne
476
71

51

37,7
245
26,6
24,8
4,1
75
0.6
30
A
160

11

1
L1171 KNeeBbIX COeAVHEHWI :
>90 H npw ckopocTu otpbiBa 200 MM B

MUHYTY
NSl COeAUHEHWIA C 3aMPECCOBKOI :

>60 H npw ckopoctn pa3geneHms 200
MM B MUHYTY

He meHee 4,0
11,5

0.2

15
185

Tabnmua 4. TexHUYeckue XapakTepucTkv Tpyoku HecTepWIbHbIE

XapakTepucTuka

[JrvHa Tpy6ky, cm

BHELLHWIA AYiaMeTp, MM

BHyTpeHHWIA AynameTp, MM

LLinpurHa 3axxvma gns TpyoboK, MM

[nvHa 3axkmmva gns Tpy6oK, MM

[/MHa HaropHo Kamepbl ¢ MEMOPaHOI 1 TPaHCMOHAEPOM, MM
LLivprHa HanopHoiA Kamepbl C MEMOPaHOA 1 TPAHCTIOHAEPOM, MM

BbicoTa HanopHoli kamepb! ¢ MeMBPaHOI 1 TPaHCMOHAEPOM, MM
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3HaueHve
478

8,0

50

17,5

331

27



AAUHA IWNTHOFD KOANEHRE, MM

49,7

OHIMETP SIWNTHONO KOANIUKS, MM 35

Macca 23UTHOTO KOANNKS, T 0.6

Yros Kot NPOTHNIIOWETO CTREIKHA, ° 30

[MHA NPOTHINIICWETO CTEPHA, MM 45

DAvHa npoMpBoNHON TPYBKK, Mm 160

AUIMETP NPOMLIBOMHONR TPYBKW, MM 11

ToAuyma cTeHsn TPYBKN, Mm 15
AAA LNEEBRX COBANHEHHA
> 90 H npx ckopoCTH OTPLIBA 200 Mm B
MRHYTY

fpowocrs a paspus, H AAR coeAMHENWH C ABNPECCOBRON :
> 60 H npu exopocTd pasaenesins 200
MM B8 MUHYTY

Macca xomnnenta TpySox, 304

NorpewnocTe cocTasaner t 10 %, ecAM HE YRAIINO WHOR

7.NEPEMEHG W ONUCAHME MATEPHANOB MK
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Cummanosan memBpans (3)
CUAnKOH.

TovGun necreonasiie

Kanoan ¢ sauirioll tpyticoll {15)
CuZn39Pb3FS0 + 14301,

Summm ann TpyGox (14)

NoAuOKRCHMBTHASH

WasHr aan uncTpYMenTa {4), Npomoisoumesl waanr

{10), n8x-1py6ua 13)
Cuankon

Y-xounusxrop (12)

PSU.

Samummnoe xosuyo {11

POM,

Sanmmnoe konsuo, Agentep (9,8}
PSU.

Samusvion rmezac (7)

PSU,

Kameps NarneTanun ¢ membpanoll u
Tpancnouaepom (1), coeaewurens Tpybun 12}
PSU.

Carmeny nacocs 1}

CHAKKON,

Cumsonosan membpava (3}
CHAUKON.

Ayep-xounesrop {5)
CuZn39Pb3FSO + | 43010.

Ynakoexa TpyGox crepunvieix | Maner: KpaTtkospemeHHbit
3SKcTpyAMposanHbIB noavamua/noauatwaek PA/PE | [menee 24 vacos) onocpeaosannbil
60427, KOHTIHT C OPranu3mom.

ITuxenva:
Bymara.
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8. NEPEMEHL MATEPHANOB MWBOTHOTO U (MWW) YENOBENECKOTO NPOMCXOMAEHWA
MEAMUAHCKDR HIAEME HE COARPIMMT MATENHANGE HYEACBEHECKOTO WA MUBOTHOID NPOUCHONACHUA.
9. COAEPIAHWUE MEAKUMHCRMX CYECTAHLMA

PA2ARA HE IPHMEHUM K PICCMITPHBAEMbIM HERALMAM, TaK KaK KIQRAKA KomnaHuW WOW ne cogemuar meanumHcKmx cyBCTanuui, Takme
meppuvnoRve CyBCTaHUMM HE YNBCTBYIOT B NPOLUACLE NPOVIDALTES.

10. AAHHLIE O5 YNAKOBKE U MAPKUPOBKE

NPOEKT MIPKUPOBKM YNAXOBKN MEAMLIWHEKOTD WIALAUA HA PYCCHOM AILIKE CAREPIWUT CACAYIOLUYIO HHHOPMAUMIO:

- BPTWKYN/KOA NPOAYKTS;

« HIMMEHOBIHHE MEAWUMNCKOTO MIARAWA;

- pasmep; [ECAW NPHMEHIMO & ASHHOMY UIARANIO)

- KOA-BO WT. B yNasodxe; (ECAW MPUMEHUMO K ASHHOMY MIABAWIO)

- AATa UIFOTOBNEHKA, HCHOALIOBATH AD, HOMED NIPTHU/CEPMN: CM. HA YNAKOBKE;

» HINMEHOSIHNE M AAPEC HIFOTOBUTENR;

= YNOAHOMONSHHWA NPRALTABHTEAL HA TEPPHTOPHN PO;

“METOA CTRPHANZALNY: OHCHAOM ATMARNA, CTRPUABRO. ANMPOrEHHO. HETOKCHUHG;{ECAH NPUMEHUMT K AZHNOMY W3ARANIO)
- HoMEp PErUCTPIUWOHHOIO YAOCTOBEPEHUA;

- HIZHAWEHWE, CNOCOE NPUMEHEHUR, IPOTHBONOKAIINWUA: CM. HHETPYKUMWIO,

- YCAOBMA XPAHEHNS;

- MEPHI NPEAOCTOPOMHOCTW;(ECAK NPAMEHUMO K ATHHOMY WILEAKIO)

= UNGOPMIUMA G NPOXOKALHUM COOTBETCTINA {31aK PCT);(ECAU NEUMEHWMO K AIHHOMY WALAHIO}

MHOOPMILWAR O cooTeetcTauM Texnuieckomy PernamenTy TamameHnoro Coeoss (3uak EACKIECA NPHMENHMO K ASHHOMY MIASAK0}
~MHCTPYKUMA NO NpUMenenuo: http://www_smith-nephew.com/about-us/where-we-operate/europe/russiafifus/

MapxuposNa M3 PYCCKOM  AIbIKE, NPEACTIBARMHAA HIKE, HAHOCHTCA Takwm OGPasom, uTODut He NEPEKPHIaaTL MAIPKUPOBKY

NPOHIABOANTEAN 43 NOTPECUTEALCKON YNIKOBKE, HAHOCUTCA HENOCPEACTERHHO HE NOTREEUTEABLKYIO YNIKOBKY NIMAOFQ MEANUUHCKOro
HAARANA B KOMIAGKTE NOCTIOKN,

MHOOPMAUMA O METOAE CTEPUANSALUM, HAAMNCH KCTEPUABHOR, SATPOTEHNOS, *HETOKCHUNOD NPHMEHHME TONLKD DA CTEPHALNEIX
TpyGon, k Momne, nyanty 1Y, kIBemo - HEe NPUMEHHMO.

SUA% HECTEDHARHBIX USARNNIH NPHMEHUMS HIANKCH KHE CTEDHARHOY.
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11. AAHHBIE OB YIMAKOBKE

Cuctema apTpocHo/ivueckast GoFlo nowmelleHa B KApTOHHYHO KOpoGky. CvcTeMa B KApTOHHOM KOpOOKE CBEPXY W CHU3Y 3allilleHa
KapTOHHbLIMV BKMafbILLIaMU, KOTOpble 0GECTIeYMBaOT 6E30MacHOCTL MpY TPAHCTIOPTUPOBKe M3aens. Takke A1 0GECreUeHNs] COXPaHHOCTY

M3LenMs BO BPEMs TPaHCTIOPTMPOBAHWS Haf, BEPXHMM 3alUMTHBIM BK/AAbILLEM pacrioiaraeTcsl AOMO/HUTE/bHAS KapTOHHas 3allyTHast
KpbILLKA.

12. CPOK C/YXXBbl

MeguuuHcKoe o6opyoBaHMe NMpu 06bIYHBIX YC/IOBUSX 3KCM/lyaTaumMmn ¢ co6/I0AeHNEM MHCTPYKUMW MO 3KCM/lyaTaumy pacCuMTaHo Ha
10 fIET.

[ns noafep>kaHns pa6oToCcnoCOGHOCTU, IKCMyaTaLUMOHHOM HafeXHOCTU 1 6e30MacHOCTY MPOoM3BOANTENb PEKOMEHAYET MPOXOAUTb
[OMNOTHUTE bHbIE MPOBEPKM UM PEMOHTHbIE PaboTbl KaXKAble 2 rofa B aBTOPU30BaHHOM CEPBUCHOM LiEHTpe.

KoHeL, cpoka aKcrnyatauum onpegensietTcsi nosb3oBaTesieM Ha OCHOBaHUW CTEMEHU M3HOoca 060PYAOBaHUS.

CPOK COXpaHeHUsi CTEPUSILHOCTM A1 O4HOPA30BbIX TPY6OK - 5 fieT.

CPOK roiHOCTU AN HECTEPWU/IbHBIX TPY6OK - 5 feT.

13. POPMAnoapgBku

KomnnekT noctaBku :

« [Nomra apTpockonndeckas GoFlo ¢ kabenem nuTaHns -1 ur.;

« [yNbT AMCTAaHUMOHHOIO YNpaB/ieHnst - He 6oree 10 wir. (mpy HeobxoauMoCTL);
* Tpy6Kku cTepuibHbie - He 6oee 100 wr. (Mpy HeOBXOAMMOCTH);

* Tpy6Kn HeaepwsbHble - He 6osee 100 wr. (Mpy HeoGXoAIMOCTV);

' PyKOBOACTBO M0 3KCIVlyaraLym.

- BctpoenHoe nporpammHoe obecneverne A127 059 B 01.01.

14. MEPEYEHb anHAAPTOB

Ne  VpeHTUMKALWOHHBIA # 3aro/ioBoK

1 1SO9001:2015 CricTeMbl MEHEMKMEHTA KauecTsa. TpeboBaHuUs

> ENI1SO13485:2016 MeayLmMHCeKMe nprbopbl - Cruaembl yrpas/ieHust Ka4ecTBOM - TpeboBaHKA K pery/ivpoBaHmio

3 1S014001:2015 CvICTeMbI 3KOJOTMHECKOTO MeHeMKMeHTa. TpeGoBaH/ s U PYKOBOZCTBO M0 MPYIMEHEHNIO
EN 1S014971:2012 MprMeHeHVe yNpas/eH st pUckamn K MEAULIMHCKVM M3e/nsaM

5  DINEN 60601-1-6:2010/1 EC Vizoenvs MegumuvHCKMe anekTpudeckvie. Yactb 1-6. O6Luve TpeboBaHWs 6e30MacHOCTY C yHeToM
60601-1-6:2010 OCHOBHbIX OyHKLMOHa/TbHBIX XapakTepucTUK. J10nonHUTENbHbIN CTaHAAPT. SKCryyaTaLyoHHas

MPUrofHoCTL

¢  DINEN 62366:2008/IEC MegvumHeKve uzgenvs. TNpYMeHeHVe TEXHWKN YA06CTBA UCMO/b30BaHMA A1 MEANLIVIHCKUX
62366:2007 V3aennia

7  DINEN1041:2013-12 ViHdhopmaLws, MpeaocTas/siemas 3rotoBuTeieM MeaMLMHCKMX Mprbopos

s EN980:2008 CvIMBO/TbI, [/19 MCMOMb30BaHUS MPY MapK1POBKE MEANLIMHCKNX U3aEeNni

9  DINENISO15223-1:2016/1S0O MeauuyHcKme Mprbopb! - CYMBO/IbI, KOTOPbIE CIEAYET UCTIO/b30BATH Hal STUKETKAX
15223-1:2012 MeVILMHCKOro 060PY/10BaHYIs, MAPKUPOBKaX 1 B MHApopMaLvK, Mog/IexalLieli noctaske - Yacts 1:
J6LLie TpeboBaHIS
10 |EC 60601-1:2005 +Corr. 1(2006) Vi3ne/mis MeamLMHCKIE ariekTpuHeckiie. Yacts 1 ObLme TpebosaHys 6e30MacHOCTY C yHeToM
+CofT. 2 (2007) +AM1 (2012) OCHOBHbIX (DYHKLIVIOHa/TbHBIX XapaKTepucTuK (Bepcns 3.1)
(Edition 31)
u  |EC60601-1-2:2014 (EMC) Vi3oenma MegyLMHCKE anexTpryeckme. Yactb 1-2. O6Lume TpebosaHys 6e30MacHOCTY C yUeToM

OCHOBHbIX (DyHKLWIOHA/bHbIX XaPaKTEPUCTVIK. MNapasvie/ibHbIA CTaHaAPT. JMeKTpoMarHUTHas
COBMECTUMOCTb. TPe6boBaHIIst 1 UCTIbITaHS

12 DINEN62304: 2007 + MporpaMmMHoe obecrneyeHme. MPOoLEeCChI XXU3HEHHOTO LKA
Berl:2009/I£C 62304:2006

13 |EC 60068-1:1988 / DIN EN 60068- VicrbiraHust Ha Bo3AeliCTBIME BHELLHMX (hakTopoB. YacTb 11 ObLLyie TpeGoBaHUs 1 yKazaHWs
1.03.95
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14

16

17

19

20

21

22

23

24

25

DIN EN 60068-2-6:1996/1EC
60068-2-6:1995 (vibration
sinosoidall
IEC60068-2-6:2007/DIN EN
60068-2-6:2008-10

DIN EN 60068-2-27:1995 / IEC
60068-2-27:1987 (shock)

IEC 60068-2-27:2008 /DIN EN
60068-2-27:2010-2

IEC 60068-2-47:2005 /DIN EN
60068-2-47:2006-03

DIN EN 60068-2-64:1995 / IEC

60068-2-64:1993 (vibration)

IEC 60068-2-64:2008 /DIN EN
60068-2-64:2009-4

DIN EN 22876:1993 (rolling)

DIN EN 22248:1993 (drop)

DIN EN 22234:1993 (stacking test)

EN 1SO 10993-5:2009

EN 1SO 10993-10:2009

VicnbiTaHUs Ha BO3/elCTBME BHELIHNX hakTopoB. Yaab 2: VicnbiTaHus. VcnbiTaHne PC
Bubpaumnsa (cvHyconganbHas)

VicnbiTaHnsA Ha BO3AelicTBME BHELLHUX (DaKTOPOB -4acTb 2-6: TecTbl-TecT FC: BUbpaums
~cuHyconpanbHas) (IEC 60068-2-6:2007); Hemeukasa Bepcus EN 60068-2-6:2008

VicnbimraHua Ha BO3AelicTBNE BHELHNX (haKTopoB. YacTb 2. VcnbiTaHns. YacTb 2: McnbitaHus.
VcnbiTaHne Ea n pykoBoAcTBO: Yaap

VicnbITaHUs! Ha BO34eCTBNE BHELUHUX (PaKTOpoB. 2-27: TecTbl-TecT EA 1 pykoBoacTBO: WokK (IEC
60068-2-27:2008); Hemeukasn sepcuss EN 60068-2-27:2010

VicnbiTaHWs Ha BO34eNCTBNE BHELLUHUX (DAaKTOPOB -4HacTb 2-47: NCNbITaHUA-MOHTaXK 06pas3L0oB A/1s
BMOPALVOHHbIX, YAaPHbIX U aHaI0MMYHbIX AnHaMmnyecknx mcnbitaHuii (IEC 60068-2-47:2005);
Hemeukas Bepcus EN 60068-2-47:2006-03

VicnbiTaHns Ha Bo3gelicTBMe BHELLHNX (hakTopoB. YacTb 2: VicnbitaHus. NcnbiTaHne Fh:
LLInpokornonocHas cnyyaliHas Bu6pauus (UmMdpoBoe ynpasneHNe) U PyKOBOACTBO

McnbiTaHvsi Ha BO3AelCTBUE BHELUHUX (DaKTOPOB -4acTb 2-64: TecTbl-TecT FH: BuGpauusi,

LLIMPOKOMOJIOCHbIV ciy4aliHbiii n pykoBoacTeo (IEC 60068-2-64:2008); HemeLkasn Bepcusi EN 60068-
2-64:2009-4

/NaKoBKa: 3arnoJ/IHEHHbIE TPAHCNOPTHbIE NakeTbl. MeToA, onpeaeneHns ConpoTUBEHS
3a3pyLUEHNIO NYTEM NPOKaTKn

YnakoBKa: 3arosiIHeHHble TPaHCMOPTHbIE NaKeTbl; UCMNbITaHNe BEPTUKa/ILHOIO yaapa nytem C6p0Cﬁ

YnakoBKa: 3arosIHeHHble TPaHCMOPTHbIE NakeTbl U eAUHUYHBIE TPY3bl - UCMbITAHUSA Ha
LTabesiMpoBaHme ¢ NCMo/Ib30BaHMEM CTATUYECKON Harpyskum

OueHKa 61OoI0rMYecKoro AeicTBUS MeANLNHCKNX n3aennii - Yactb 5: VicnbiTaHus Ha
LMTOTOKCNYHOCTb

OueHka 61Mo01I0rM4YecKoro geicTemsa MeguUNHCKNX nsgenuii. Yacte 10. ViccnegoBaHme
pasgpadkatoLero n ceHCMbMNN3NpyoLEro AelicTBmA

15. TPEBOBAHWSA K OXPAHE OKPY>KAIOLLEA CPEABLI MPU MPUMEHEHVW MEANLIMHCKOrO U3AENA

JaHHOe MeauLMHCKOe n3fesive He HaHOCUT BpeJa NIIoAsM 1 OKpY>KatoLLeid cpefie Npyv 1CMonb30BaHWM MO Ha3HAYeHUIO, TPaHCMOPTUPOBKE
1N XpaHeHWUW, NMpu YCcroBMM COOTBETCTBUSA TPeGOBaHMUSIM HOPMATMBHOW AOKYMEHTaUUN, TEXHUYECKONR M 3KCr/lyaTalMoHHOM AOKYMeHTaLmm
npounsBoAnUTenNs.

NOPAAOK N YCNOBUA YTUNUZAUNWN nnn YHNUTOXEHUA MU

16.

[Ona aepunbHbIX U HECTEPUbHBLIX TPYGOK:

MNocne ncnonb3oBaHUA U3genve MOXKeT NPeAcTaB/iaTb NOTEHUVa/IbHYHO 6MO0/10rMYecKyro OrnacHoOCTb. YTUn3auno MeanumnHCKoro
n3genna BbINOSIHAKOT B COOTBETCTBUUN C TpeGOBaHVIFIMVI HaUMOHa/IbHOro 3akoHogartesibcTBa e obnactu OXpaHbl Opr)Ka}OLLLeVI cpegbl n
340p0OBbsA U (VU'IVI) B COOTBETCTBUU C TpeﬁOBaHVIFIMVI MeaANUMHCKOro yypexkgeHus B obnacTn 6MoI0rM4ecKoi ONacHoOCTU.

Hewncnosib3oBaHHbIe U3[enusa cnefyeT cumTaTb OTXOA0M Kiacca A.

Vicnonb3oBaHHble M3Aenunsa nepepj ytununsauuver crefyeT nogsepraTe nNpeayTUIM3auMOHHON O4YMCTKE COrslacHO TpeboBaHusAM
MEeCTHOro 3aKoHoAaTeslbcTBa. VIcnosib30BaHHblE M3Aenus crefyeT cuuTartb KnaccoMm b mMeanuuHCKMX 0TxoAdoB (3nMAeMUosIornyvecku
onacHble 0TX0Abl).

Ans nomnel, NynbTa, kabens:

BCEFAQA cobniogainte pgeiicTByrowme npaBuia obpalleHnss c oTxogamu,

BbINONHSANTE fAeiicTBYIOWME MeCTHble pekoMeHgaumu v (W) npaBuia 3awpyTb! OKpy>Kalolel cpefbl M YCTPaHEHUs pucKa,
CBA3aHHOr O C YTUN3aLMeln Win yaaneHnem B 0TX0Abl 060pyA0BaHUs MO UCTEUEHMU CPOKA ero Criy>K6bl.

npeacras/AOWNMA 6VIOI'IOFVI‘-I€CKy}O OonacHoOCTb, B Uenax

6e30MacHOro o6paLLleHnst N yTUIN3aumnm XMpypruyecknx oTXo40B.

JaHHblii  cMMBO/  O3HAYaeT,

HecopTnpoBaHHbIM 6bITOBbIM MyCcopoM, a nogsiexkat oTaesibHOMYy CGOpy. Mo BOnpocamMm yTunnsauymn annapatypbl

4YTO OTXOoA4bl

OT 3MIEKTPUYECKUX W 3MEKTPOHHbLIX MPUGOPOB He [O/IKHbl BblOpacbiBaTbCA BMeCTe C

obpatntecb K

MPOV3BOAMTENIO UMW B YNOSTHOMOYEHHOE NpeanpusaTue no yTuamsaummn.

Ha ycTpoiictBo pacnpocTtpaHseTca genictBue [AdupektmBbl 2012/19/EC (EBponeneiickoro coo6LiectBa) MO OTXO4am 3/1EKTPUYECKONO U
3/1eKTPOHHOro o6opyaoBaHust (WEEE). B cooTBeTaBMU C perncTpaumoHHbIM CTaTyCoOM MO 3Tol ANPEKTUBE AaHHOE YCTPOCTBO HE NOANEXUT
yTUAM3aumM BMecTe € 06bIUYHbIM 3/1EKTPUHECKUM U 3/1EKTPOHHBLIM 060PYA0BaHNEM.

Mocne ncnonb3oBaHUA nsgenne MoXxeT 6biTb MOTEHLMaIbHO ONacHbIM.
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VTHIIWIO WIRENNA CACAYET NEOBOANTR B COOTBETCTBUM C MECTHLIMM JAKOHOAITRAMHLIMU tpeﬁulauunmc H NPEAANCANWAMM.
Npouzsoauress NPEACCTIBAART coearHUA O §830NICHOCTY naaemmii no 3anpocy.

17, TAPAHTIR 1 PEKNAMALIMA

VISTOTOBMTEND HE HECET OTBETCTREHHOCTH 33 NPAMOIR U KOCBEHHMA YILEPS, W rapaHTHINOE OECAYMNBINHE NPEKPIWAETCA B CAYYAE:

» HEXBINWGUUMPOBRANNOIO MCNOANSOBANKNA, SPIBOTRH MK TRXOBCAYHBAHUA NPUBOPA N/MAK NPNHAAARIKHOCTER;

* Heco6M0a8HHA yKa33HUA v Tpeboaanuil PYKDBOACTBA NO 3XCHAYBTALMM,

* BLINOAMEHWA PEMONTHEIX PASOT, HACTPOHKN NAM MOAMEUXAUKN NPUEOPA, AN NPHHIANEHOCTER NHUIMH, HE YIICANOMOUENHMIMK HI STD
USLOTORMTEARM,

* BCHPBITUA NPUBOPI AUUAMM, HE YNOAHOMONEHHIMM HA 3TO HIPOTOBHTENEM,

* HecoBAaeHHA YRBAaHHON NEPROAMIHOCTH OCMOTROS 1 TEXOSCAYIBIHKA.

MPEACCTABACHNE TEXMUUECHOH JONYMEHTIUMM HE OIMHIVEET SHIANK PAIPLLIEHUA HA PEMOHT WA MOAudUKAUMIO npubopa w
NPMHAAABIKHOCTEN.

NPEAVOPEMAEHUE! Moboie uaMeHEHNA CHETRMBI APTROCKONUWECKOR GoFlo 3anpewenbl.

Ha TOBAP NPEAOCTANRETCA FAPIHTHA B TeueHMW 12 mecaues (Apenanuaty), ¢ AaTM BBOAS 6 SKCNAYATAUMO, HO He Soaee 15 mecaues
{nATHAAUITM)} MeCaLES C AaTHI ATTPYIKM TOBAPA C 3AR0A3-UITOTOBMTENN, ECAW HNOTO HE OFOBOPEHO A0S0POM FOCTIBNN.

K BLNOANEHING PEMOHTHLIX PaBOT, HACTPOMMM MAKW MOSMPUKIUMK NPUBOPa W NPUHAAAEIKHOCTRI AONYCHAOTCA TOALKC CRELMAAMCTH
IBTOPUICEINHLIX CepBNCHIX caymE. Hecobaoaenue 3toro TpeSosauua OCBOBOMAIRT WIrOTUBMTEAR OT OTBETCTEEHNOCTW. TIOArOTOBKY W
COPTUOMKAUMIO CNEUNBAMCTOR ABTOPUIOBINHDIX CRPBUCHLIX CAYNE BLINOAHALT TONLKO MATOTOBHFEA.

PA3pewasTcn WCNDALIOSATY NPHOOP TONLKD NO €10 NPAMOMY HAHIYEHMIO.

NO BCEM BONEOCHM, KITHOWMMEN KIURCTE MARANIA, 3 TIK e PEMOHTE W TEXDELNAYRMBIRNA HEOGX0AMMO OBPATHTHCA K YNOAHOMONENHOMY
NPEACTABHTEN0 HA TRPPUTOPUK PO

000 «Cormur sug Hedoior 105120, Poccun, . Mook, 2-4 CuposaTiseckioil nep., A. 1, 9 3Tax, nom. 1, kom.1

Tea. +7 (495) 755-55-03
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MepeBOA LOKYMEHTa BbIMO/HEH NepeBOAYMKOM TONOHATMHON Mapueli ViBaHOBHOM

Poccuitickan Pefepauns

"opos Mocksa.
[Bafuatb BOCbMOro (heBpans [Be TbiCAYM ABaALATOr0 roja.
A, Moppybekas CeeTnaHa MeHHagbeBHa, BPEMEHHO MCMONHAOWMNIA 0653aHHOCTN HOTapuyca

ropoga MockBbl AKyleHKO EBreHun AnekcaHOpoOBHbI, CBUAETENLCTBYH MOAMIMHHOCTL MOAMUCK
nepesofyunka F0NOHATUHON Mapumn VIBaHOBHHbI.

Moanwuck caenaHa B MOEM NMPUCYTCTBUM.
JInyHOCTb NOANMUCaBLLIErO JOKYMEHT YCTaHOB/EHA.

3aperucTpuposaHo B peecTpe: Ne 77/721-u/77-2020- O

B3bickaHO rocyfapCTBEHHOM Now/nHbl (no Tapudy): 100 py6.00 kom.
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