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TRIGEN SURESHOT Trauma Interface and Targeter (2nd Generation)

TRIGEN SURESHOT Trauma Interface
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The following names used throughout this document are identical to the name of the medical device

TRIGENSURESHOT electromagnetic targeting surgical system components for nails distal locking during
trauma operations with accessories:

- System;

- TRIGEN SURESHOT System;

- TRIGEN SURESHOT Distal Targeting System;
- Instruments;

- Devices.
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Device Description

The TRIGEN SURESHOT Distal Targeting System is a software-
controlled electromagnetic tracking system. It assists the
surgeon in locating and positioning screws in an
intramedullary nail implant during orthopedic trauma
surgery.

How Supplied

The TRIGEN SURESHOT Distal Targeting System devices are
packaged separately, with the exception of some reusable
surgical devices that may be provided as a set within an
instrument tray.

Symbols on the package labeling are used to indicate if each
device is provided cleaned and sterile or non-sterile. Devices
provided sterile are sterilized to a Sterility Assurance Level

(SAL) of 10'~. Sterile packaged devices are supplied in
nrotective sterile barrier packaging. Inspect packages for
, jnctures or other damage prior to surgery. Ifthe sterile
barrier has been broken, return the device to Smith &
Nephew, Inc.

With the exception of the TRIGEN SURESHOT Trauma
Interface, devices provided non-sterile must be cleaned and
sterilized before use according to the information provided in
the Smith & Nephew document Instructions for Care,
Maintenance, Cleaning and Sterilization of Smith & Nephew
Orthopedics Devices, available on the Smith & Nephew
website. The TRIGEN SURESHOT Trauma Interface should be
cleaned before use, per the Cleaning of the TRIGEN SURESHOT

Trauma Interface section.

Intended Users

Smith & Nephew's TRIGEN SURESHOT Distal Targeting
System is intended for use by physicians who have thorough
knowledge of the anatomy, physiology, and surgical
principles involved.

hysicians are strongly encouraged to obtain instruction
:rom experienced clinicians or to observe surgical

application of the system prior to initial use.

Clinical Benefits

The TRIGEN SURESHOT system is expected to have the
following clinical benefits;

= Shortened procedure time.

= Reduced radiation exposure.
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Intended Use

The TRIGEN SURESHOT Distal Targeting System is intended to
be an intraoperative image guided localization system. Itis a
computer assisted orthopedic surgery tool to aid the surgeon
with drill positioning for screws during intramedullary nail
implantation. It provides information to the surgeon that is
used to place surgical instruments during surgery utilizing
intraoperatively obtained electromagnetic tracking data.

Indications for Use

The TRIGEN SURESHOT Distal Targeting System is indicated
for long bone fractures treated with intramedullary nails in
which the use of stereotactic surgery may be appropriate.

Contraindications

The screw targeting software application for theTRIGEN
SURESHOT System is contraindicated for all IM nails other
than Smith & Nephew TRIGEN META-NAIL, TRIGEN META-
TAN, TAN, FAN Nails, Humeral, Pediatric and Adolescent
nails. Do not operate the TRIGEN SURESHOT Targeter within
200 mm of an installed pacemaker. The magnetic field
produced by the Targeter may interfere with the operation
of the pacemaker.

Target Patient Population

No specific patient population is defined for TRIGEN
SURESHOT Distal Targeting System. Rather, the target
patient population for the system is aligned to the intended
patient population for the corresponding intramedullary
(IM) nails manufactured by Smith & Nephew.

Training

Only trained operators are allowed to use the TRIGEN
SURESHOT System. The various operating instructions must
be fully read and understood as part of the training. If any
part of the instructions is not clear, please contact your local
representative.

Plausibility Check

As with all technical equipment, malfunctions may occur due
to improper use or, more rarely, technical failure. To reduce
the risks involved with such technical malfunction the
operation can be completed using manually controlled
instruments, providing the malfunction is detected without
delay.

Itis, therefore, important to check the plausibility of the
steps, as indicated by the system, and to carry out
verification of the software targeting, particularly when
using the system for the first time. Should there be any
doubt regarding correct functioning, the targeting
should be verified or a switch made to a traditional X-
Ray technique.



X Warnings:

This device is provided non-sterile and must be cleaned
and sterilized per Instructions for Care, Maintenance,
Cleaning and Sterilization of Smith & Nephew

Orthopaedic Devices.

It is the health care professional's responsibility to be
familiar with the appropriate surgical techniques prior
to use of this device.

Read these instructions completely prior to use .

The patient should be warned of surgical risks, and
made aware of possible adverse effects. Itis
recommended that the operating surgeon record all
information given to the patient.

The maximum temperature of the Targeter body can
reach 47* Celsius at ambient room temperatures above
30' C .The Targeter body should not remain in constant
contact with a patient's exposed skin for more than one
minute.

Verify there are no other metal objects {including metal
triangles) in the immediate targeting area , Metal
interference will cause the system to be inaccurate.

To avoid risk of electric shock, this equipment must only
be connected to a supply mains with protective earth
(=ground).

Avoid spilling water or other liquids on
electronic/electrical equipment. Use only Smith &
Nephew disposables and accessories with the TRIGEN
SURESHOT Distal Targeting System .

Do not operate the TRIGEN SURESHOT Distal Targeting
System within 200 mm of an installed pacemaker,

Portable RF communications equipment {including
peripherals such as antenna cables and external
antennas) should be used no closer than 30 cm {12
inches) to any part of the Smith & Nephew TRIGEN
SURESHOT Distal Targeting System, including cables
specified by the manufacturer. Otherwise, degradation
of the performance of this equipment could result

Verify there are no other metal objects {including metal
triangles) in the immediate targeting area . Metal
interference will cause the system to be inaccurate.

Do Not Resterilize SURESHOT Probes.

The standard TRIGEN SURESHOT Drill Bits are made
from magnetic stainless steel that will cause
interference with the system and cannot be used . Be
sure to use the gold non-magnetic TRIGEN SURESHOT
Drill Bit or long golden non-magnetic drill bit.

STERILE DEVICES ONLY: Contents are sterile unless the
package is opened or damaged. DO NOT RESTERILIZE.
For single use only. Discard any open unused product.
Do not use after the expiration date.
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Precautions

u.S. Federal law restricts this device to sale by or on
otn the order of a physician.
Prior to each use, inspect the device to ensure it is functioning
properly and not damaged. Do not use a damaged device.

Accessibility of Documentation

Please ensure that all instructions are kept in an easily
accessible place for operating personnel.

The Operator Checks and Decides

All the information provided by the TRIGEN SURESHOT Distal
Targeting System is to help the operator make decisions during
the operation. The operator must check all the suggestions
made by the system and is responsible for all decisions taken.

Responsibility of Smith & Nephew

In the event of improper use. Smith & Nephew accepts no
responsibility or liability whatsoever for the functioning or
utility of the TRIGEN SURESHOT Distal Targeting System when
used in the operating theater.

Cleaning and Sterilization of
Instruments

All instruments must be cleaned and sterilized before use.
Detailed information on the cleaning and sterilization of
reusable components is contained in the separate Instructions
for Care, Maintenance, Cleaning and Sterilization of Smith &
Nephew Orthopedics Devices available on the Smith &
Nephew website.

Repair or Modifications to the
System

The user is not permitted to modify or service the equipment.
There are no serviceable parts inside the unit. Refer all service
to authorized personnel.

Modifications/Additions to the
Software

The user is not permitted to install or uninstall software. Any
new software must be installed by the manufacturer or by
authorized personnel.

Itis only allowed to connect equipment to the interface and
power supply connections of theTRIGEN SURESHOT Distal
Targeting System which are IEC 60601-1 approved and which
are approved by Smith & Nephew Orthopaedics. Do not
modify this equipment without authorization of the
manufacturer.



MR Safety
The TRIGEN SURESHOT Distal Targeting System does not
include implantable devices and has not been evaluated for
use in the Magnetic Resonance (MR) environment. Consult the
respective instructions for use of the compatible
intramedullary nails for information regarding the
compatibility of the implantable devices with MR
environments.

Maintenance

To verify accurate functionality, the device should be checked
per the Maintenance section of this document. This accuracy
check must be performed at least once every 12 months.

If this accuracy check is not performed as defined in the
previous paragraph, all warranty claims expire and the device
is operated at the user's own risk.

Recycling
Old electrical and electronic equipment must be disposed of
eparately and may not be included in the regular domestic
waste. Alternatively, the unit can be handed over to Smith &
Nephew Orthopaedics for correct recycling.

Possible Adverse Events
Users should observe the following possible adverse events;

1. Loosening, bending, cracking or fracture of the implant
components or instruments

2. Infections, both deep and superficial.

3. Tissue reactions which include macrophage and foreign
body reactions adjacent to implants

4. Irrational injury of soft tissues, including impingement
syndrome.

5. Screw disengagement leading to increase surgery time,
implant instability, and/or revision surgery.

6. increased surgery time due to missing the targeted hole,
software malfunction/errors, device incompatibility or
non-recognition, instrument breakage, or instrument
malfunction.

Additional adverse events associated with use of the
compatible intramedullary nails are available in the respective
instructions for use.
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Adverse Event Reporting

If, during the use of this device or as a result of its use, a
serious incident has occurred, please report it to the
manufacturer (complaints@smith-nephew.com)and to your
national authority.

Device Lifetime

All hardware (except disposables components) are designed
for a lifetime of at least 10 years. The expiration date of drills
and probes is 10 years.

The TRIGEN SURESHOT Distal Targeting System includes single-
use devices and reusable devices. The lifetime of single-use
devices is the single use of the device. The TRIGEN

SURESHOT Trauma Interface end of life is determined by the
end of the serviceable life. See the Plausibility Check,
Maintenance and Service sections of this document for
additional information regarding the functional checks and
serviceability of the trauma interface.

The useful life of the TRIGEN SURESHOT Distal Targeting
System reusable surgical instruments depends on many factors
including the method and duration of use, and the handling
between uses. Careful inspection and function test of the
device before use is the best method of determining the end
of serviceable life for the

medical device. Do not use devices that show evidence of
damage and wear. Evidence of damage and wear on a device
may include but is not limited to corrosion (i.e. rust, pitting),
discoloration, excessive scratches, flaking, wear and cracks.
Improperly functioning devices, devices with unrecognizable
marking, missing or removed (buffed off) part numbers,
damaged and excessively worn devices should not be used.



WARNING: Do not unplug the power while the

system is running!

WARNING: Danger of damage and tipping

over!

Note: Place the unit on a firm, level surface
capable of holding at least 10 kg (22 Ibs).

l \ WARNING: To avoid the risk of electric shock,
this equipment must only be connected to a supply

mains with protective earth .
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Quick Start Guide

Where to Find the Components

1. Trauma Interface
2. Power cord (country-specific)

3. User Manual slot

Front Panel Layout
1. Probe sensor ports
2. Targeter port

3. Touch screen interface

"' smith&nophrw
TRIGEN™
SURESHOT™

Distal Tar~ling System

Rear Panel Layout

1. Power switch
2. Power connection (Appliance Inlet)
3. USB connections (service only)

4. VGA video output (1280 X800
resolution)

6. HDMI video output (1280 X800
resolution)



Note: External equipment intended for connection to signal
input, signal output or other connectors shall comply with the
relevant product standard e.g. [IEC 60950-1 or IEC 62368-1 for
IT equipment and the IEC 60601-series for medical electrical
quipment. In addition, all such combinations - Medical
Electrical Systems - shall comply with the safety requirements
stated in the collateral standard IEC 60601-1-1 or the general
standard IEC 60601-1, edition 3, clause 16. Any equipment not
complying with the leakage current requirements in IEC 60601-
1 shall be kept outside the patient environment i.e. at least 1.5
m from the patient support
or shall be supplied via a separation transformer to reduce the
leakage currents.
Any person who connects external equipment to signal input,
signal output or other connectors has formed a Medical
Electrical System and is therefore responsible for the system to
comply with the requirements. If in doubt, contact a qualified
medical technician or your local representative.
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Applied Parts for Targeting

TRIGEN SURESHOTTargeter
(Body Applied Part Type BF)

WARNINGS;

X

The maximum temperature of the Targeter body can
reach 47° Celsius at ambient room temperatures above
30° C .The Targeter body should not remain in constant
contact with a patient's exposed skin for more than one
minute.

Verify that the Targeter housing is not damaged (holes,
tears, cracks). Ifthe housing or the connector is damaged,
the Targeter is no longer safe to use.

This device is provided non-sterile and must be cleaned
and sterilized per Instructions for Care, Maintenance,
Cleaning and Sterilization of Smith & Nephew Orthopaedic
Devices prior to use.

Cautions

- The Targeter will be operated within the
E I - s.terile field and may have contact with the skin of
the patient. The drill sleeve inserts will be used in
the incision and have direct bone contact.

- If the Targeter is not recognized after its connection to the
system, the Targeter is defective and must be exchanged.
(See also instrument connection.)

- Broken or damaged instruments must be exchanged
immediately and sent back to Smith & Nephew, Inc.

TRIGEN SURESHOT Probes
(Body Applied Part Type BF)

TRIGEN SURESHOT META-NAIL Standard Drill Guide Probe
The probe will be used as an intramedullary tool inside the nai
placed in the patient's bone.



WARNINGS:

- This device is provided sterile by ethylene oxide gas and is To enable or disable specific software features, use the

single use following steps to make the desired changes. These software
features could include, but are not limited to, TAN/FAN nails,
the Japan nail option, META-TAN nails, the Drill Depth
Measurement option, on screen nail rotation via the targeter,
= Do Not Resterilize SURESHOT Probes . the Combo Drill Sleeve option, and shut down V2.

- In case the packaging is compromised, please replace with
new sterile packaged probe

CAUTION: Ifthe probe is not recognized after its connection to
. . 1. Pressthe "Menu" button.
the system, the probe is defective and must be exchanged.

(See also instrument connection). 2. Select the "About" button from the dropdown.

CAUTION: Broken or damaged instruments must be exchanged

olo
immediately and sent back to Smith & Nephew. Inc.

Surgical Procedure- O .R.

Preparation

This procedure will cover only the specific steps of freehand C - g
¢+ argeting of intramedullary locking holes using the TRIGEN
'URESHOT Distal Targeting System. For the full surgical
procedure, please refer to the specific surgical technique for
the TRIGEN IM Nail System being implanted.

Trauma Interface Setup

After the sterile areas have been established, place the Trauma

Interface in the desired non-stehle location and turn on the

power switch. 3. Select the "Administration" button.

smith&nephew
SURESHOT

AUTION: No other electrical devices should be placed near
the Trauma Interface. See the "Guidance and Manufacturer's ee ||
Declaration - Separation Distances" table at the end of this
document.
Note: If the Trauma Interface does not power on, make sure
the switch is in the "on" position.
Note: The means for mains disconnection of power to the
Trauma Interface is the appliance inlet located below the
power switch. The Trauma Interface should not be positioned
such that it is difficult to reach this location.
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4,

Press the "Settings" button in the upper right
corner of the screen.

I I LLOOrsianHo™

Select "Language" on the left to bring up the following
screen:

WE,&)DDWWQ
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e

Select the desired language from the box on the right.

Select "Application” on the left to bring up the following
screen;

ft O

Ape*cann 90*M >«

vee

1
«
* IAMMMTtaTak iMa

. (Eaaijﬁ IDEp»
L]

= bawma laog Caa»a»
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fadvi2aSm e«awm ia« aaat)amanera |

CawMuaaviaa»M aaks

macara 1.4 aasa

Press the feature to be changed to enable or disable that
feature. Enabled features appear in black text with a filled
check box; disabled features appear in gray text with an
unfilled check box.

Press the "Return" button In the upper left corner
when finished.
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10. TRIGEN SURESHOT Distal Targeting System button in the
center of the screen to return to the targeting application.

@)

TRIGEN SURESHOT Targeter Connection

When the display prompts for tool connections, connect the
TRIGEN SURESHOT Targeter (7169-2801) to the Targeter port
on the Trauma Interface.

SURESHOT Prob* SURESHOT ThrgMr
not kxFvj not found

The SURESHOT-Targeter will change color to orange

upon successful connection to theTrauma Interface.



SURESHOT Proto SURESHOTTkrgMr
not found

A

CAUTION: The Targeter body may have contact with the
patientand must remain in the sterile field at all times.
Only the cable and connector may be removed from the

sterile field.

CAUTION: Connectthe Targeteratleast 10 minutes
priorto targeting in order to ensure proper

accuracy.
Notes:

- When oriented as shown, the connector should

assemble easily . Do not force the connector into the
port.

- If the Targeter is properly connected to the system and
the application remains in this screen for more than 30
seconds, the Targeter may have been damaged during
cleaning/sterilization . In this case another Targeter has
to be used.

- Itis possible at any time to disconnect and reconnect
tools when the application isrunning.The display will
show a screen reporting the missing instrument.

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



Surgical Procedure - After IM Nail Assembly to the Drill Guide

Probe Selection and Assembly
Assemble the appropriate probe and set the stop for the TRIGEN IM Nail and Drill Guide that will be used.

CAUTION: Proper orientation of the probes to the set stops as shown is required. Failure to do so may result in inaccurate targeting.

TRIGEN SURESHOT TRIGEN SURESHOT TRIGEN SURESHOT TRIGEN SURESHOT
META-NAIL META-NAIL Percutaneous Humeral Nail
Standard Semi-extended TAN/FAN Drill Guide
Drill Guide Probe Drill Guide Probe Drill Guide Probe Probe
(7169-2814) (7169-2803) (7169-2815) (7169-1152)
1
li b

r\

-5
S5

Red probe Blue pintoe DarkGreenpfobe
Use only with Use only with Use only with Percutaneous Use only with
META-NAIL META-NAIL TAN/EAN mails. Drill Guid Humeral Drill
nails. Drill Guide )
Standard Drill Guide Semi-extended Drill Guide Guide (7175-1129)
(7163-1021)
(7165-4502) (7165-4524)

and the META-TAN Drill Guide
(7163-1451)

't the probe to the length of the TRIGEN IM Nail.

For META-NAIL, For TAN/FAN nails and META-TAN For Humeral,
notches should face anteriorly notches should face medially notches should face laterally
15 User Manual TRIGEN SURESHOT Distal Targeting System
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When ahumeral probe isconnected.thefollowing
Connect the probe to either of the probe sensor ports on the warning message will appear;
Trauma Interface.

\

Confirm that the tool connection has been verified. Q
SURESHOT Probe WARNING: Do not operate the TRIGEN SURESHOT
META connected Targeter within 200 mm of an installed pacemaker.

Drill Sleeve Selection

Select the length of the drill sleeve {7169-2804, 7169-2805, or
7169-1165 and 7169-1166) that will be used.

Drill Sleeve Selection

Short Lortg Combo Long

Notes:

When oriented as shown, the connector should

assemble easily. Do not force the connector into the A different sleeve can be selected at any time during the
port. Simply try rotating the connector until the keys procedure by choosing the drill sleeve option from the drop
are oriented in the 12 o'clock position down menu OR by pressing the drill sleeve tab located in the

. lower right corner of the navigation screen.
If the probe is properly connected to the system and

the application reports "Probe not found" for more Note; For humeral nails, only one drill sleeve option will
than 10 seconds, the probe may be damaged or appear (7169-1154).

defective. In this case, the probe has to be exchanged. * XBI

Itis possible at any time to disconnect and Drill Sleeve Selection

reconnect tools when the application is running. The
display will show ascreen reporting the missing
instrument.
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Implant Selection Screen

Select the TRIGEN IM Nail and size that will be used.
META-TAN

META-NAIL

Implanl SMcction

hnpUnt S alectton

©

TAN/FAN im plw | SW etw fi

tmpuntSlacbon

Humeral Nail

mvMra Selection
iwptenl aneenen

eV TV

impleni Seleclion
™ (Y] Note: A different TRIGEN IM Nail and/or size can be selected
at any time during the procedure by choosing the Implant
option from the drop down menu OR by pressing the implant
tab located in the lower left corner of the navigation screen.

Drill Sleeve Attachment
Tightly secure the selected drill sleeve to the Targeter.
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Note: The short, long, and long combo drill sleeves (7169-

2805, 7169-2804, and 7169-1166) can be loosened from the
Targeter using the slot in the TRIGEN Hammer (7167-4082).
Note: The Humeral Drill Sleeve (7169-1154) can be loosened

Guide (7165-4503) or the Standard TRIGEN™* Drill Guide (7163-
1134).

CAUTION: All tool cobles

should be uncoiled completely and any excess cables should

from the targeter using the slot in theTRIGEN Slotted Hammer
(7175-1135).

be keptoutofthe Targeter measurement volume.

CAUTION: Toguarantee system accuracy, the accuracy check

A B has to be performed directly in the operative field.
Locking Hole Accuracy Check in the
] ) Place the IM nail with inserted probe directly beside the
Operative Field

patient's limb. Position the Targeter over the locking holes

Inserttheprobewiththeassembledsetstopthroughthe and verify the accuracy on the Trauma Interface.

drill guide and cannulation of the TRIGEN IM Nail.

Attachthesetstoptothedrillguide,ensurethattheprobeis
oriented correctly and that the set stop position and IM nail
length match.

Optional - Field Accuracy Check

An optional field accuracy check can be performed at this point
using the instructions in the Maintenance section.

r
For For TAN/FAN and For Humeral,
META-NAIL META-TAN notchesshouldface
notches should face notches should face laterally
anterioriy medially

Use only with the
META Standard
(7165-4502) or
Semi-extended
Drill Guide
(7165-4524)

Use only with the
Percutaneous
TAN/FAN Dirill
Guide (7163-1021)
and the META-TAN
Drill Guide
(7163-1451)

Use only with the
Humeral Drill Guide
(7175-1129)

CAUTION: The TRIGEN"* SURESHOV™ Distal Targeting System
cannot be used with the TRIGEN META-NAIL Extension Drill
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On-Screen Nail Rotation

Note: The Targeter should remain constant. Moving the
Targeter toward the implant while performing implant

Rotation Using Targeter rotation will deactivate the nail rotation feature.

One of the n?f"' features-to ver3|or_1 4.0 sc-)ftware 1s th_e Note: This feature can be disabled in the Settings menu of
surgeon’s ability to manipulate nail rotation by rotating the the Software as described in the software configuration
Targeter in hand as opposed to having to touch the Interface section of this manual.

monitor.

1. To activate the on-screen nail rotation feature, pull . . .
Rotation Using Monitor

Targeter away from the implant.
Each IM nail has several predefined views that are

automatically selected depending on the position of the
Targeter to the IM nail. Depending on the operating
environment, these predefined views might not be
appropriate and can be manually adjusted.

a1

Once the Targeter is pulled back, the on-screen
message will appear, instructing the operator to rotate
Targeter to trigger nail rotation.
To rotate the view

Touch the screen near the outside and "drag" the view
in a clockwise or counterclockwise direction.

To reset the view

The default view settings can be restored by touching the

center.

3.  Now that the nail rotation feature is activated, the
operator can rotate the Targeter to position the implant to

appropriate patient orientation.

«eoe]
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Surgical Procedure - Distal
Targeting

l \ WARNING: Verify there are no other metal objects

(including metal triangles) in the immediate targeting area

Metal interference will cause the system to be inaccurate.

Probe and Set Stop Insertion

Insert the probe and set stop into the IM nail as
described in the locking hole accuracy check on the
..revious page.

Note: Reference the cautions in the "Locking hole accuracy
check" section.

Skin Incision

Position the serrated tip of the drill sleeve
(represented by the green circle) over the desired
locking hole and make the initial incision.

XT

a |
ote: If performing this procedure using any of the
IRIGEN femoral antegrade nails (TAN/FAN
/Pediatric/Adolescent), the Anteversion Locking Guide
(7169-2816) should be used along with a 4.0 mm Drill
Sleeve/Drill Bit to keep the IM nail from rotating.
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Targeting the Locking Hole

With the appropriate iength TRIGEN SURESHOT 4.0 mm Drill
Bit {7169-2810 or 7169-2811) or the TRIGEN SURESHOT
Humeral AO Drill Bit (7169-1155) inserted into the Targeter,
insert the tip of the drill sleeve (represented by the green
circle) through the incision and down to bone.

ry

Adjust the trajectory of the Targeter (represented by the red
circle) until both the green and red circles are concentric and
drill through to the far cortex.

]

>I< WARNING: The standard SURESHOT Drrill Bits are
made from magnetic stainless steel that will cause
interference with the system and cannot be used . Be sure to
use the golden non-magnetic TRIGEN SURESHOT Drill Bit or
long golden non-magnetic drill bit.

Note: The green ring must be fully within the hole of the IM
nail displayed on the navigation screen to ensure accurate
drilling.



When the Targeter is out of the preferred range or there is
metal or electrical interference, the green and red Targeter
circles on the navigation screen may become unstable and/or
awarning message will be displayed. If the interference is
excessive, the IM nail image on the navigation screen will
disappear.

PossiM ffSHurMnent «nor*
Ctwck fDUMftrtMQBIitMci» m th* field.

A Field Quality meter is located at the bottom of the screen.
There are three field quality states; OK, Warning, and Error:

Fteid OuafcTy OK; Field Quality is
adequate for proper

| I function.

Warning: Possible

measurement error due
l I to metal or electrical

interference.

Field OuaiRy Error; Interference is
excessive. IM nail

tracking not possible.

Ifinterference cannot be avoided, a standard X-Ray
technique must be used.

CAUTION: All tool cables should be uncoiled completely
and any excess cables should be keptout of the Targeter

measurement volume.
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Surgical Procedure - Drill Depth
Measurement

Option 1. Measure off Drill Bit Calibrations
Begin drilling the hole at the near cortex. Before drilling
through the far cortex, measure the length using the
calibrations on the TRIGEN SURESHOT 4.0 mm Drill Bit (7169-
2810 or 7169-2811), or the TRIGEN SURESHOT Humeral AO
Drill Bit (7169-1155).

After measuring the length on the drill bit prior to drilling the
far cortex, add the appropriate screw length in order to
account for the thickness of the far cortex. Ensure the Targeter
and the sleeve are pushed against the bone.

Option 2: Measure Using Drill Depth
Software

When software is enabled for performing drill depth
measurements, the following message will be displayed at the
top of the screen, “Pull Targeter back fully to measure depth.”

Begin drilling the hole at the near cortex. Before drilling
through the far cortex, pull the Targeter back to the drill
connection while keeping the drill bit in place. This action will
trigger the software to display the Drill Depth Measurement
window.



Drill Depth Measurement

V - mirgel® ba-'-—*
U) | >nljrr>depth

217

Note: Do not excessively rotate theTargeter while sliding
it along the drill bit as this movement is used to cancel
the Drill Depth Measurement software feature.

If the Targeter distance pulled back does not match the
distance pushed back to bone then awarning message is
displayed.

Drill Depth Measurement

Slo«*v*> u 11 nloy»kl hacK to bone
Length seogistered

Push the Targeter drill sleeve forward to the bone to verify
the length measured. This action verifies the drill bit did
not change position during theTargeter movement. If the
Histance the Targeter was pulled back equals the distance
jshed back to bone a confirmation message indicating an

accurate measurement is displayed.

Note: After measuring the length on the drill bit prior to
drilling the far cortex, add the appropriate screw length in
order to account for the thickness of the far cortex.
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Note: The Drill Depth Measurement software feature can
be cancelled at any time by rotating the Targeter about
the drill bit axis.

After a successful Drill Depth Measurement is performed the

software will display the measured length at the drilled
location.

Pyi B*6Mr>» news»

27 DeM* X

Short

eall

Note: A Drill Depth Measurementsoftware operation can be
repeated on adrilled hole atany time. The newest measurement
will be displayed at that location.

The user can delete ameasurement atanytime bytapping the
measurementnumber onthe touchscreen. A button will appear

allowing the user to delete the measurement.



Screw Insertion

Using the TRIGEN SURESHOT Hexdriver (7169-2809 or 7169-
1153), the screw may be inserted using the Targeter.

l \ WARNING: The standard TRIGEN Hexdrivers are made
from magnetic stainless steel that will cause interference
with the system and cannot be used .

Using the Combo Drill Sleeve

TRIGEN SURESHOT Inner Drill Sleeve-Long (7169-1165)

TRIGEN SURESHOT Outer Screw Sleeve-Long (7169-1166)

1 While holding the Targeter to bone, remove the
SURESHOT Inner Drill Sleeve-Long (7169-1165)
from the SURESHOT Outer Screw Sleeve-Long
(7169-1166).

2 Use the TRIGEN SURESHOT Hexdriver (7169-2809 or
7169-1153) to insert the appropriate length screw
through the SURESHOT Outer Screw Sleeve-Long.

3 When screw insertion is complete, remove the
probe from the IM nail.

Navigation Screen Operation

Overview Mode

When the Targeter is greater than 5cm from the interlocking
holes, the navigation screen will display the IM nail in the
overview mode. This provides the user with a larger field of
view in order to help find the general location of the
interlocking holes.

CAUTION: Ifthe desired hole in the nail is not oriented to be
viewed on the screen, then the orientation of the Targeter is
not aligned closely enough to that specific hole. Try holding
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the Targeter generally anterior-posterior (AP) or generally
mediolateral (ML) to orient the desired view.

TitM 10 nim a |l Ok

Drilling Mode

When the Targeter is moved within 5 cm of the interlocking
holes, the navigation screen will display the IM nail in the
drilling mode. This provides the user with a smaller field of
view that automatically zooms in to the interlocking holes.

The white lines displayed on either side of the IM nail can be
used for targeting blocking screws. These lines are located 2.5
mm from the side of the IM nail for all IM nails 10 mm or larger
in diameter. These lines are located 2 mm from the sides of 8.5
mm IM nails.



Shutting Down the System,
Storage, and Transport

Shutting Down the System

. Shut down the Trauma Interface by selecting the
"EXit" option from the on-screen "Menu" button.
Wait for the system to display the following screen:

2 Switch offthe main power switch on the rear of the unit.

~ 3 Unplug the power supply cable.

CAUTION: The system MUST fully shutdown (as

shown above) before switching the pow er off.

CAUTION: The internalfan of the Trauma Interface runs
continuously whenever the rear power switch is in the ON

position. Switch power off whenever the unitis notin use.

Storage and Transport

« Coil the power cord and store in the transportation case.

= Consider the temperature and humidity range for
storage and transportation on the transportation
case.

= Place the Trauma Interface 2nd Generation
(screen facing inwards) in the transportation

case.

CAUTION: Do notplace any objects on top of the screen or
system when the Trauma Interface is stored in the shipping

contoiner.Damage to the screen or system may occur.
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Maintenance

Field Accuracy Check

A field accuracy check procedure should be performed at least
once ayear or whenever the accuracy of a TRIGEN SURESHOT
Probe or TRIGEN SURESHOT Targeter needs to be verified. This
procedure can also be performed during surgery to verify all
components are working correctly prior to their use on a
patient.

CAUTION: This Step should be performed at least once a year
to ensure that the device is working properly.

Field Accuracy Check Steps

1 Attach TRIGEN SURESHOT Field Accuracy Gauge (7169-
2808} to the TRIGEN SURESHOT Targeter. The knob on
the Field Accuracy Gauge should be hand-tightened
only.

I Attach the META Set Stop (7169-2806) to the end of
the Field Accuracy Gauge, insert a TRIGEN SURESHOT
probe into the set stop, and set the depth to the "REF'
mark on the probe body.

1 From the software "Menu" button located in the
upper left corner of the screen, select the "Field
Check" option.

T Menu



4. A software window will appear informing the user if
the TRIGEN SURESHOT Targeter and Probe
combination is within the predefined accuracy

parameters ("Pass" or "Fail" message).

Ifthefieldaccuracycheck fails, checkthe "Troubleshooting”
section of this document for possible solutions.

Software Upgrades

Software upgrades are performed using a Smith & Nephew,
Inc.- supplied USB memory stick and aWork Instruction
document. The Work Instruction document should be filled out
and returned to Smith & Nephew Customer Service upon
completion of the upgrade.

Cleaning of the TRIGEN SURESHOT Trauma

Interface

The TRIGEN SURESHOT Tcauma Interface is used in the non-
sterile area of the operating theater and is cleaned by wiping
the surface with aclean, lint-free cloth and using detergent
and water. The detergent should be a low foaming detergent
with a pH between 6.0 and 8.0.

CAUTION: Care must be taken not to allow any liquid to

pass into any electrical connections or the interior of the
unit. Let the surfaces dry thoroughly before plugging in the
unit. DO NOT steam sterilize the system. DO NOT

submerge the system for any reason.

All other reusable instruments shall be cleaned and sterilized

according to the Instructionsfor Care, Maintenance, Cleaning
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and Sterilization of Smith & Nephew Orthopaedic Devices.

A y "WARNINGS:

e Observe the manufacturer's instructions for dilution,
exposure time, etc.

« DO NOT sterilize with ethylene oxide gas or steam
sterilize the Trauma Interface .

= Probes are NOT reusable .

Replacing Fuses

See the "Technical Specifications” section for
replacement fuse type.

1 Disconnect main powercord.

1 Use ascrewdriver to open the fuse

compartment door on the AC receptacle.

3. Pull out fuse carriers to exchange fuses.

4, Reinsert fuse carriers using the arrows on the inside of
the fuse compartment door as a guide.

5 Snap the fuse compartment door closed.

I \ MWARNING: To avoid fire hazard, use only fuses of the
correct type, voltage rating, and current rating .

CAUTION: Disconnect the power cord before exchanging any

fuse.



Technical Information

Smith & Nephew will make available on request a list of all
repairable exterior parts with descriptions. Interior schematics
and circuit diagrams will be made available to qualified
personnel only.

CAUTION: Service cononly be performed by authorized Smith

& Nephew personnel.

Service

TRIGEN SURESHOT Distal Targeting System

There are no user-serviceable components inside the TRIGEN
SURESHOT Trauma Interface. Repairs and adjustments are to
be performed only by Smith & Nephew authorized service
centers.
If service becomes necessary, call an authorized Smith &
ephew customer service representative prior to returning the
device and request a Return Authorization (RA) number. Your
representative can also explain the available service
replacement and repair programs.
The device should be packaged in its original transportation
case and returned postage paid. A Smith & Nephew customer
service representative will provide additional instructions for
shipment.
Note: Product returned that is found to have been serviced by
an unauthorized third-party repair facility and/or sterilized
with a sterilization method other than one approved by Smith
& Nephew will incur additional costs, regardless of warranty
status.

Electrical Interference

This equipment is designed and tested to minimize
interference with other electrical equipment. However, if
interference occurs with other equipment, it may be corrected
by one or more of the following measures:

= Reorient or relocate this equipment, the other
equipment, or both.

= Increase the separation between the pieces of equipment.

= Connect the pieces of equipment into different
outlets or circuits.

= Consult a biomedical engineer.
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Environmental Protection

This equipment contains electronic printed circuit assemblies.
At theendofthe useful life of theequipment, itshould be
disposed of in accordance with any applicable national or
institutional policy relating to obsolete electronic equipment.



Troubleshooting

Problem

Possible Cause

Suggested Action

Trauma Interface unit is without power

Mains power plug is not inseried [propery)
or there is no mains power

No power on the wall outlet
One or both mains power fuses are blown

Insert mains power plug info reliable power
supply

Try onother power outlet

Repioce mains fuses

Buttons or items are difficult 1o select on
the touchscreen

Touchscreen is not calibrated

Access calibration software by selecting
“Adminisiration” from the “About” option
under the "Menu” button. rom the
“Agminisiration” screen. select the “"Seftings”
button, then select the "Colibrate touch
screen.,..” button

VGA video out not functioning

VGA po* notf activated on Traumo Interface
Damaged VGA cable

Video monitornot onconrectinput
HDMIcoble also connected

Connect VGA cable to both Traumo
Interfoce and video mornitor before powering
on Trauma Interface

Replace VGA cable
Select proper input on video monitor

Disconnect HOMI coble. Only one video
outputispossible at atime fromtheTrouma
Interface

HDMI video out not functioning

HDMI port not activoted on frouma nterface
Damaged HDM! cable

Video monitornot oncormectinput

VGA cable also connected

ConnectHDMIcable foboth froumo
nterface

Replace HDMI cable
Select proper input on video monitor

Disconnect VGA cable. Only one video
oulputispossible atatimefromtheTrauma
Interface

TRIGEN™ SURESHOT™ Targeter not

Enorreadingdoto from Targeter

Unplug Targeler, wait 10 seconds. and plug
backin

recognized {efror message) Connection issue with Targeter p f
Power Int s /{
Damoged Torgeter ComectTorgeletouni hen poweron
Trauma Interface
Replace Targeter with new unit
Probe not recognized Erorreadingdatatromprobe Unplugprobe. wait 10seconds, ond plug
Connection issue withprobe backin
Damoged probe Try other port on front of unit

Power off Trauma Interface. Securely
connectprobeto unit thenpoweronTrauma
interfoce

Replace probe with new unit

Probe will not insert to the proper depth
in the nail

Obstruction within the nail cannulation

Re-insertthe balltip guiderodinto thenail
cannulationto clear any obstruction
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Problem
Nail not visible on the screen

Drill bit too short

Drill bit too long

Red and Green targeting circles
representing the drill sleeve appear
incorrect

Targeting missed the intended hole

Drill sleeve cannot be removed from
TRIGEN SURESHOTTargeter

The 4.7 mm/4.0 mm step drill will not fit
through the drill sleeve

Field accuracy check fails
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Possible Cause

Metal interference within the TRIGEN™
SURESHOT" electromagnetic field

TRIGEN SURESHOT Targeter and probe not
within range of each other

Short drill bit being used and long drill
sleeve option selected within software

Long drill bitbeing used and short drill
sleeve option selected within software

Incorrect drill sleeve length selected

Metal interference within the TRIGEN
SURESHOT electromagnetic field

Probe not inserted correctly 'Mthin set stop
Damaged probe

Metal Interference within the TRIGEN
SURESHOT electromagnetic field

Probe not inserted correctly within set stop
Damaged probe

Over-tightening of drill sleeve

Drill not compatible \Mth the TRIGEN
SURESHOT Distal Targeting System

Metal interference within the TRIGEN
SURESHOT electromagnetic field

Field Accuracy Gauge improperly installed
on Targeter

META Set Stop improperly installed on Field
Accuracy Gauge

Probeisincorrectlyinserted within METASet
Stop

Probe isdamaged
Targeter is damaged

Suggested Action

Remove any metal objects from the torgeting
field

Move the TRIGEN SURESHOT Targeter closer
to the sensor end of the probe

Press “Menu”, "Drill Sleeve" and select the
shortdrill sleeve option to use the short
drill bit

Press “Menu. “Drill Sleeve" and select the
long drill sleeve option to use the long drill bit

Verify the correct drill sleeve length is
selected from the software menu

Remove any metal objects from the
targeting field

Verify probe isoriented and seated correctly
in the notches of the set stop

Verify probe accuracy with Field Accuracy
Gauge

Remove any metal objects from the
targeting field

Verify probe isoriented and seated correctly
Inthe notches of the set stop

Verify probe accuracy with Field Accuracy
Gauge

Use the Slotted Hammer from the instrument

trayasawrench tounscrew the drillsleeve
counter-clockwise from the Targeter

Only use the long (7169-2811) and short
(7169-2810) drillsdesigned foruse with the
TRIGENSURESHOTDisfalTargetingSystem
Remove any metal objects fromthe
targeting field

DO NOT perform testwith Targeterstillin the
autoclave tray! Metal interference will occur
VerifyField Accuracy Gauge isfullyseated

within Targeterportand knobishand-
tightened to Targeter

Verify META Set Stop iscorrectly oriented and
tightened securely to Field Accuracy Gauge

Verify probe isoriented properly and
inserted to the "REF" notches on probe body

Replace probe with a new probe

Replace Targeterwith a newTargeterand
return old one forservice



Problem

Possible Cause

Suggested Action

Dril Depth Measurement will not frigger

Drill Depth Measurement Software is not
enabled

Operator may be trying to diillin a location
that interferes withimplont

Follow the instructions in the monual
10 enable the Diill Depth Megsurement
softwaore

Sohtware will only ollow Drill Depth
Measurementactivationtooccurinareas
that are safe todrill

Cril Depth Measurement triggers but
cancels

Targeter is being rotated during action

The angle to the nail hole is greater than 15
degrees

Do not rotate Targeter while performing Dnl
Depth Measurement feature

Rotationis used toreset the Drill Depth
Measurement

Moaintain olignment when fargeting circles

Combo Drill Sleeve selectionbuttonis
notavailable on the drill sleeve seleclion
screen

Combo sleeve software featureis not
enabled in the Administrafion menu

Follow the instructions under “Software
configurafion™ in this User Manual to enable
the Combo sleeve feoture.

META-TAN™ nail selection bution is not
available on the implant selection
screen

META-TANNGi software featureis not
enabled in the Administrafion menu

Follow the instructions under "Software
configuration” in this User Monual to enable
the META-TAN Nail feature

1 On-screen NailRolation feoture vio the
Targeter does notwork

NailRotation software featureis not enabled
in the Administration menu

Follow the instructions under “Software
configuration™ in this User Monual to enable
the Nail Rotation featuyre

Unit doesnotdisplaypiciorialimage of
power switch when pressing the "power
off" on-screen button. The screen simply
tumnsblack but thefoncontinuestorun,

The “Shutdown V2" option has been
disgbled in the Administrafion menu

Follow the instructions under "Software
configuration" in this User Manual 1o enable
the “Shutdown V2" option Power off the unit
via the rear power switch

Al on-screen lext is in a foreign longuage

A differentlonguagehasbeenselectedin
the Administration menu

Follow the instructions under “Software
configuration” in this User Monual to select
the oppropriate ikanguoge from the ovailcble
options

29
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Technical Specifications

Sysfem power supply Voltage 100-240 VAC 50-60 Hz
Frequency <2 .5 Amps
Connected
load
Fuses Type Quantity T3.15A H 250V 2
Classification Protection class Class 1(with protective earth
[=ground]) IPXO, continuous
operation
Type BF (with hand-held FG, targeting probe)
Humidity No protection
Explosion No protection
Ambient conditions Temperature 10-35C
Humidity 30-75% RH (non-condensing)
Air pressure 700-1060 HPa
Storage and transport Temperature -20-50°C (in original packaging)
Humidity 10-90% RH (non-condensing)
Air pressure 700-1060 HPa
Interface Dimensions (DxWxH) 31 cm x 26 cm x 13cm +10%
Weight 3.5 kg *10%
Transportation case Dimensions (DxWxH) 276,35 x 355,6 x 269,75 mm+6,35 mm
Interface in Dimensions (DXWxH) 42 cm x 32 cm x 38 cm=*=10%

Transportation case in
corrugated transport

shipper
System +case Weight N7 kg+10%
Complies with standards USA, Canada, Europe
IEC 60601-1 (IEC 60601-1:2005 Ed .3
+A1;C1:2014)
IEC 60601-1-2 Ed. 4.0 (2014-02)
CSA C22 .2#60601-1:2014 Ed .3
Cautions:
EIectricaI Safety = The system may reboot aftera power line surge
greater than IKV. Thisis considered a normal
The system meets |IEC standards (e.g. IEC 60601). All condition and the system will oufomof/co//yreboot to
configurations comply with standard IEC 60601-1. Any person the software application.

connecting equipment to the system is responsible for the
configuration and must ensure that it complies with system
standard 60601-1-1 or equivalent national standards. Please
contact your customer service representative in the event of
any queries.

e Only use 110V/60HZ AC connection when powering
the Trauma Interface within the United States. The
Trauma Interface isnotcertified for220V/60Hz

operation within the United States.

e To ensure proper operation, no other electrical
components should be located near the TRIGEN

) 3 ) 3 A SURESHOT Distal Targeting unit.
A . “WARNING: This equipment is not suitable for use in

the presence of aflammable anesthetic mixture with air, Smith & Nephew reserves the right to make any
oxygen, or nitrous oxide. technical changes.
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Parts and Accessories List

Catalog No. Description

71692851 TRIGEN SURESHOT Targeter 2nd Generation
71692852 Trauma Interface 2nd Generation

66800291 Power Cord, 250 Volt, 10 AMP, Continental Europe
71691166 SURESHOT Outer Screw Sleeve-Long

71691165 SURESHOT Inner Drill Sleeve-Long

71692804 SURESHOT Long Dirill Sleeve

71692805 SURESHOT Short Drill Sleeve

71691154 SURESHOT Humeral 3 .2 mm Drill Sleeve

71692814 SURESHOT META-NAIL Standard Drill Guide Probe
71692803 SURESHOT META-NAP Semi-extended Drill Guide Probe
71692815 SURESHOT Percutaneous TAN/FAN Drill Guide Probe
71691152 SURESHOT Humeral Drill Guide Probe

71692806 SURESHOT META Set Stop

71692807 SURESHOT Percutaneous Tan '"~~/FAN Set Stop
71691151 SURESHOT Humeral Set Stop

7)692808 SURESHOT Field Accuracy Gauge

71692816 SURESHOT TAN Anteversion Locking Guide
71692809 SURESHOT Hexdriver

71691153 SURESHOT Humeral 3 .5 mm Hexdriver

71691155 SURESHOT Humeral 3.2 mm AO Drill

71692811 SURESHOT Long AO Dill

71692810 SURESHOT Short AO Dl

71692832 TRIGEN SURESHOT Targeter Tray Insert 2nd Gen
71692830 TRIGEN SURESHOT Distal Targeting Instrument Tray
71692831 TRIGEN SURESHOT Distal Targeting Instrument Tray Lid
71691156 TRIGEN SURESHOT Humeral Instrument Caddy

CAUTION: Inspectallcomponents regularlyfor wear. See
Device Lifetime section of thisdocumentfor additional

information.

CAUTION: Use only Smith & Nephew disposables and
accessories with the Smith & Nephew TRIGEN SURESHOT
Distal Targeting System.

CAUTION: The TRIGEN SURESHOTprobes are defined as
single use items. The risk of reuse includes, butis notlimited
to, cross contamination between patients, probe
malfunction and probe breakage. After use, the probe
should be discarded per hospital policy/proceduresfor

biohazard material disposal.
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Electromagnetic Emissions, Immunity and
Separation Distances

Changesormodificationsto thissystem notexpressly approved
by the manufacturer may result in increased emissions or
decreased immunity performance ofthe equipment or system
and could cause EMCissues with this or other equipment. This
system isdesignedandtestedtocomplywith applicable
regulations regarding EMC and shall be installed and put into
service according to the EMC information stated asfollows.

Cautions:

. Use of portable phones or other radio frequency (RF)
emitting equipment near the system may cause

~ unexpected or adverse operation.

- The presence ofcertain metal objects within the
electromagnetic tracking volume system may cause

unexpected or adverse operation.

e The equipmentor system shall not be used adjacent to, or
stacked with, otherequipment. Ifadjacent or stacked use
is necessary, the equipmentor system shall be tested to
verify normal operation in the configuration in which itis

being used.

« The use ofaccessories, transducers and cables other than
those specified may resultin increased emissions or
decreased immunity performance of the equipmentor

system.

« The EMISSIONS characteristics o f this equipment make
it suitablefor usein industrial areas and hospitals
(CISPR11 class A). Ifitisused in a residential
environment (for which CISPR 11 class B is normally
required) thisequipment mightnotofferadequate
protection to radio-frequency communication
services. The user might need to take mitigation
measures, such as relocating or re-orienting the

equipment.
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Compliant Cables and Accessories

The table below lists cables, transducers, and other
applicable accessories for which the manufacturer claims
EMC compliance.

Note: Any supplied accessories that do not
affect EMC compliance are not listed.

Part No. Type
7169-2851

Description

Field Generator TRIGEN SURESHOT Targeter
2nd Generation
META-NAIL

Standard Drill Guide Probe

Percutaneous TAN/FAN Dill
GuideProbe

7169-2814 Sensor

7169-2815 Sensor

7169-2803 Sensor META-NAIL
Semi-extended Drill Guide

Probe

7169-1152 Sensor Humeral Drill Guide Probe

A ~WARNING: Portable RF communications equipment
(including peripherals such as antenna cables and external
antennas) should be used no closer than 30 cm (12 inches) to
any part of the TRIGEN SURESHOT Distal Targeting System,
including cables specified by the manufacturer. Otherwise,
degradation of the performance of this equipment could
result.



The TRIGEN SURESHOT Distal Targeting System is intended for use in the electromagnetic environment specified below. The customer or the user of
the TRIGEN SURESHOT Distal Targeting System should assure that it is used in such an environment.

Emission Test Compliance Electromagnetic Environment - Guidance

- The TRIGEN SURESHOT Distal Torgeting System uses RFenergy only foritsiniernol function.
RF Emissions

CiSPR 11 Group 1 Therefore, ifs RF emissions ore very low ond ore notlikely to cause any interference in nearby
electronic equipment.
RF Emissions
Class A
CISPR 11
. o The TRIGEN SURESHOT Distal Torgeting System issuitable forusein all establishmenlsother
Harmonic Emissions
IEC 61000-3-2 Class A thandomesticand those directly connected to thepubic low-voltage power supply network
thatsupples buildings used fordom estic purposes.
Voltoge Fluctuations / Flicker Emissions .
Complies

IEC 61000-3-3

Guidance and Manufacturer's Declaration - Immunity

heTRIGEN SURESHOT Distal Targeting System is intended for use in the electromagnetic environment specified below. The
customer or user of the TRIGEN SURESHOT Distal Targeting System should ensure that it is used in such an environment.

Immunity Test

ESD IEC 61000-4-2

Electhcol Fast Transient/
Burst [EC 61000-4-4

Surge
IEC 61000-4-5

Voltage dips, shod
interruptions and
voltage variations on
power supply input ines
IEC 61000-4-11

Power frequency (50/60
Hz) Magnetic field
IEC 6t000-4-8

IEC 60601 Test Level

+8kVContact £2kV,+4kV,£8kV,+
iSkVair

+2kV100kHzrepetltion frequency

+0.5 kV, =1 kV Line-to-line
+0.5 kV. 1 kV. £2kV

Line-tO-Ground
0% UT: 0.5 cycle

At0*“.45°.90°, 135°, 180°, 225°,270°
and 315°

0%UT; 1cycle

70% UT: 25/30 cycles

Single phase: at 0°

0 % UT: 250/300 cycle

30A /M

50/60 Hz
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Complance Level

*+*8kVContacfx2kV.x4kV,£8kV.x
ISkVoir

+2kV 100kHzrepetition frequency

+0.5 kv. #1 kV Line-to-line
+0.5kV,xl kV,x2kVLine-to-Ground

0% UT; 0,5cycle

AtO», 45°,90°. 135°, 180°.225°, 270°
and 315°

0%UT; 1cycle

70% UT; 25/30 cycles

Single phase: at 0°

0% UT; 250/300 cycle

30A/M

50/60 Hz

Electromognetic Environment- Guidonce

Ftoorsshoukd be wood, concrete orceram ic tile. It
floors are synthetic, the relative humidity should be at

least 30%

Moirrs power quality should be thatota typical

commercialorhospitolenvironment.

Molnspower quaityshould be thotofo typical
commerciolorhospitolenvironment.

Mains power qualify should be thatofo typical
commerciolor hospitolenvironment. Itthe user otthe
TRIGEN SURESHOT Distol Targeting System requires
continued operotion during pow er mains interruptions,
ifisrecommendedihatthe TRIGEN SURESHOTDistal
TorgefingSystem be powered by an uninterruptible

powersupply orbottery.

Powerfrequency magnetic fields should be thototo
fypicalcommerciolorhospitalenvironment.



Guidance and Manufacturer’s Declaration — Immunity

The TRIGEN SURESHOT Distal Targeting System is intended for use in the electromagnetic environment specified below. The
customer or user of the TRIGEN SURESHOT Distal Targeting System should ensure that it is used in such an environment.

80% AMat | kHz

Immunity Test IEC60601 Compliance Electromagnetic Environsment - Guidance
TestLevel Level
Portable ond mobile RF communicahions equipment shoyi be used no closet o gny
part of tne TRIGEN SURESHOT Distol Targeting System incluging cables thonthe
‘@IS VAT IEI SeCD I7 TI3TI€ 10 0L 0°8C Yom Ihe 4.,010F JDCICIT € '3 e
traquency of the transmitter,
3 Vems 3vim Recommended tion dliston
{
150 kHz to 80 MH2 me; seporation ce
Conductea RF a=12
IEC 61000-4-§ dvrms &vrms d - ]2 P
(in 15M Bands) {Iri 1SM Bar.ds)
130 kHZ 10 BOMMZ | 150 k7 10 80 MHz d=23 P
where P s the moomum output power raling of ihe transrrtter n watts (W}
OCCErO~g 2 e "amg™ e w3 132t v 273 3 § 'Re 'BCST Men 080 $80070 O
gistonce in meters (M),
Feld strengths from kxed RF ransmitter os detetrined Dy an elecromoagnetic site
survey should e lessthonthe compionce levehn eachfrequencyrange: .
interference moy occutinthe ety ofequipment marked with the lolowing
symbol.
: 3v/im
Radiated RF
to 2.7 -27
IEC 61000-4-3 80MHZ to 2.7GHz2 80 MHz - 2.7 GHz

(Y
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Guidance and Manufacturer's Declaration . Immunity

Test Frequency Band * Service * Modulation »  Maximum Power Distance Immunity Test
(Mhz) (Mhz) (w) (ml Level
(v/m)
Pulse Modulation b 18 03 27
385 380 - 390 TETRA 400 18 Hz . .
FMc
450 430 - 470 GMRS 460. FRS460 * 5kHz Deviotion 2 0.3 28
1kHz sine
710
Pulse Modulation b 0.2 03 0
745 704 - 787 LIE Band 13, 17 217Hz . f
780
810
GSM 800/900.
TETRA 800, Pulse Modulotion °
870 800 -960 IDEM 820. 2 0.3 28
18Hz
CDMA 850.
LTEBands
930
1720
GSM 1800:
CDMA 1900: .
Pulse Modulotion b
1845 1700 - 1990 GSM 1900: 2 0.3 28
217Hz
DECT: LTEBond 1.3,
4, 25: UMTS
1970
Bluetooth, WLAN.
802.11 b/g/n. Pulse Modulation p
2 450 2 400 -2 570 2 0.3 28
RFID 2450, 217 Hz
LTE Band 7
5240
WLAN 802.il Pulse Modulation p
5500 5100-5 800 0.2 0.3 9
o/n 217Hz
5 785

Note: If necessary to achieve the IMMUNITY TEST LEVEL, the distance between the transmitting antenna and the TRIGEN SURESHOT
Distal Targeting System may be reduced to 1 m. The 1 m test distance is permitted by IEC 61000-4-3.

a For some services, only the uplink frequencies are included.
. The carrier shall be modulated using a 50% duty cycle square wave signal.
c. As an alternative to FM modulation, 50% pulse modulation at 13 Hz may be used because while it does not represent actual

modulation, it would be worst case.
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Recommended separation distances between portable and mobile RF communications
equipment and the TRIGEN SURESHOT Distal Targeting System

The TRIGEN SURESHOT Distal Targeting System is intended for use in the electromagnetic environment in which radiated RF
disturbances are controlled. The customer or the user of the TRIGEN SURESHOT Distal Targeting System can help prevent
electromagnetic interference by maintaining a minimum distance between portable and mobile RF communications equipment
{transmitters} and the TRIGEN SURESHOT Distal Targeting System as recommended below, according to the maximum output
power of the communication equipment.

Rated Maximum Output Separation Distance According to Frequency Transmitter
Power of Transmitter m
150 kHz to 8 MHz |B0 MHz to 800 MMz 1800 MHz to 2.5 GHz
w d=12 P d=12 P d=23 P
0.01 0.12 0.12 0.23
0.1 0.38 0.38 0.73
) 1.2 1.2 2.3
10 3.8 38 7.3
100 12 12 23

36

For transmitters rated at a maximum output power notlisted above, the recommended separation distance d in metres (m) can be
estimated using the equation applicable to the frequencyof the transmitter, where P is the maximum output power rating of the
transmitter in watts (W) according tothe transmitter manufacturer.

NOTE1 At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies.
NOTE 2 These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and reflection from

structures, objects and people.

Safe Disposal

All TRIGEN SURESHOT Distal Targeting System devices
should be disposed or returned to Smith & Nephew. All
devices associated with submitted complaints should be
returned to Smith & Nephew for analysis. The TRIGEN
SURESHOT Trauma Interface should

be disposed of in accordance with any applicable national
or institutional policy relating to obsolete electronic
equipment. Reusable surgical devices that have been
inspected and have reached the end of their lifetime should
be sterilized, if possible, and disposed of according to
institutional procedures. Devices that are unable to be
sterilized before disposal should be disposed properly as a
potential biohazard.

Single-use devices should be disposed per institutional
procedures for biohazard material disposal.

For Further Information

For further information, induding warranty, please contact
Customer Service at + 1 800 238 7538 for calls within the
continental USA and +1 901 396 2121 for all international

calls.

User Manual TRIGEN SURESHOT Distal Targeting System
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| ADDENDUM TO USER MANUAL
TRIGEN SURESHOT electromagnetic targeting surgical system for nails

distal locking during trauma operations with accessories
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MD NAME, MODELS OR VARIATIONS OF MD

TRIGEN SURESHOT electromagnetic targeting surgical system for nails distal locking during trauma
operations with accessories:
INTERFACE 2ND GENERATION in a protective soft case;
SURESHOT 2nd Gen TARGETER;
POWER CORD;
SURESHOT sleeves (if necessary):
TRIGEN SURESHOT Outer Screw Sleeve-Long;
- TRIGEN SURESHOT Inner Drill Sleeve-Long;
- SURESHOT Short Drill Sleeve;
- SURESHOT Long Drill Sleeve;
- TRIGEN SURESHOT Humeral 3.2 mm Drill Sleeve;
5. SURESHOT Guide Probes (starter Kit):
- SURESHOT META Probe - no more than 150 pcs.;
- SURESHOT META SEMIEXTENDED Guide Probe - no more than 150 pcs.;
- SURESHOT PERC TAN/FAN Probe - no more than 150 pcs.;
- SURESHOT HUMERAL Probe - no more than 150 pcs..
6. SURESHOT AO Drills (starter Kkit):
SURESHOT Short AO Drill - no more than 150 pcs.;
- SURESHOT Long AO Drill - no more than 150 pcs.;
- TRIGEN SURESHOT Humeral 3.2 mm AO Drill - no more than 150 pcs..
7. SURESHOT Set Stops (if necessary):
- SURESHOT Meta Set Stop;
- SURESHOT Tan Set Stop;
- SURESHOT Humeral Set Stop.
8. SURESHOT Field Accuracy Gauge (if necessary);
9. SURESHOT TAN Anteversion Locking Guide (if necessary);
10. SURESHOT Hexdriver (if necessary):
- SURESHOT Hexdriver 4.7mm;
- TRIGEN SURESHOT Humeral 3.5 mm Hexdriver.

T

Accessories:

1 TRIGEN SURESHOT Targeter Tray Insert 2nd Gen;
2. Trigen SURESHOT Dist Target InstrTray;

3. Trigen SURESHOT Dist Target Inst Tr Lid;

4. TRIGEN SURESHOT Humeral Instrument Caddy.

ADVERSE EFFECTS

There are no potential adverse effects.

THE POSSIBILITY AND WAYS OF INTEGRATING WITH OTHER MEDICAL DEVICES

The SURESHOT system is intended for use together with Smith & Nephew implants, intramedullary
nails and screws.

DESCRIPTION OF CLEANING, DISINFECTION AND STERILIZATION PROCESS

Non-sterile reusable components and accessories (Sleeves, Field Accuracy Guage, targeter,
Anteversion Locking Guide, Set Stops, Hexdrivers)

Non-sterile reusable system components that need to be sterilized fall Into the following product groups
as defined in document «lInstructions for Care, Maintenance, Cleaning and Sterilization of Smith 8i
Nephew Orthopaedics Devices»:

Products Cleaning Product Groups
TRIGEN SURESHOT Outer Screw Sleeve-Long Devices with challenging design
TRIGEN SURESHOT Inner Drill Sleeve-Long features

SURESHOT Short Drill Sleeve

SURESHOT Long Drill Sleeve

TRIGEN SURESHOT Humeral 3.2 mm Drill Sleeve
SURESHOT Meta Set Stop
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SURESHOT Tan Set Stop

SURESHOT Humeral Set Stop

SURESHOT Field Accuracy Gauge

SURESHOT TAN Anteversion Locking Guide
SURESHOT Hexdriver 4.7mm

TRIGEN SURESHOT Humeral 3.5 mm Hexdriver

SURESHOT 2nd Gen TARGETER Powered devices

Accessories that are used to sterilize components as anciilary items beiong to the following
product groups, as defined in document «Instructions for Care, Maintenance, Cleaning and
Sterilization of Smith & Nephew Orthopaedics Devices»:

Products Cleaning Product Groups
TRIGEN SURESHOT Targeter Tray Insert 2nd Gen Containment devices
Trigen SURESHOT Dist Target Instr Tray

Trigen SURESHOT Dist Target Inst Tr Lid

TRIGEN SURESHOT Humeral Instrument Caddy

Refer to the document «Instructions for Care, Maintenance, Cleaning and Sterilization of Smith &
Nephew Orthopaedics Devices» for procedures for cleaning, disinfecting and sterilizing

Sterile disposable components (Probes, Drills)

STERILIZATION METHOD FOR
SINGLE USE COMPONENTS
PROVIDED STERILE

SURESHOT META probe Ethylene oxide

SURESHOT SEMI-EXTENDED guide probe

SURESHOT perc TAN/FAN probe

SURESHOT HUMERAL probe

SURESHOT Humeral Drill Guide Probe

SURESHOT Short AO Dirill Gamma ray

SURESHOT Long AO Dirill

SURESHOT Humeral 3 2 mm AO Dirill

HOW SUPPLIED

All components are supplied in 1 piece per package.

The TRIGEN SURESHOT Interface 2nd generation in a soft case and intended powerd cord are
supplied separately.

The TRIGEN SURESHOT Targeter Tray Insert 2nd Gen comes with 3 screws, a

screwdriver for installation and a sticker.

A Russian-ianguage user manual in paper version are supplied if necessary. A Russian-language
user manual is available on the website by the link indicated in the Russian-language labelling.
The TRIGEN SURESHOT Distal Targeting System devices are packaged separately, with the
exception of some reusable surgical devices that may be provided as a set within an instrument
tray

LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN

The subject Smith & Nephew products do not incorporate non-viabie materiais of animai
origin, nor are they present in the manufacturing process or present in the finai device;
therefore this section does not apply.

INFORMATION ABOUT MEDICINES AND (OR) PHARMACEUTICAL SUBSTANCES
INCLUDED IN MD

The subject Smith & Nephew 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.
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OPERATION CONDITIONS FOR WORKING PARTS THAT COME IN CONTACT WITH THE
INTERNAL ENVIRONMENT OF THE BODY

Working parts that come in contact with the internal environment of the body can be operated

in the temperature range 32-42 °C.

Standard
BS EN 62366:2008

IEC 60601-1-6:2010

BS EN ISO 14971: 2012
BS EN ISO 16061:2015
BS EN ISO 13485:2016
IEC 60601-1:2005 +Al: 2012

BS EN ISO 11607-
2:2006-1-Al:2014
BS EN ISO 11607-
2:2006-bAl:2014
ICH GCP ES6, E8, E9, EIO

BS EN ISO 14155:2011

NB-MED 2.12-1 rev. 8
MEDDEV 2.12/2 rev. 2
MEDDEV 2.7.1/Rev. 4
1ISO 11137-1:2006

ISO 11135-1:2007

Description
Medical Devices. Application of usability engineering to medical
devices
Medical Electrical Equipment-Part 1-6: General Requirements for
basic safety and essential performance- Collateral standard:
Usability
Medical devices. Application of risk management to medical
devices
Instrumentation for use in association with non- active surgical
implants - General requirements
Medical devices. Quality management systems. Requirements for
regulatory purposes
Medical electrical equipment-Part 1: General Requirements for
basic safety and essential performance
Packaging for terminally sterilized medical devices. Validation
requirements for forming, sealing and assembly processes
Packaging for terminally sterilized medical devices. Validation
requirements for forming, sealing and assembly processes
Good Clinical Practice
Clinical investigation of medical devices for human subjects -
Good clinical practice
Post-Marketing Surveillance (PMS) post market/production
Post Market Clinical Follow-up Studies
Clinical Evaluation
Sterilization of health care products - Requirements for validation
and routine control radiation sterilization
Sterilization of health care products - Ethylene oxide - Part 1:

Requirements for development, validation, and routine control of
a sterilization process for

medical devices.

Biological Evaluation of Medical Devices - Part 1: Evaluation and
testing

ISO 10993-1: 2009

WARRANTY AND RECLAMATION

Smith & Nephew LLC (S&N) warrants all of its products to the original purchaser (Customer)
against defect in workmanship and materials for one hundred eighty (180) days from date of
purchase from Smith & Nephew; except for NAVIO® products, one (1) year from date of
installation (Warranty Period). For any products found to not be in conformance with this warranty
during the Warranty Period, this warranty provides and is restricted to, as elected by S&N, either
(i) repair or replacement of such products without charge and within a reasonable period of time
or (ii) a refund or credit in the amount of the purchase price of such products. If S&N repairs or
replaces product under this warranty and requests Customer to return such product, Customer
must ship such product to S&N freight prepaid by Customer. Customer shall 1z invoiced for any
replacement product if Customer does not return the requested replaced product within thirty (30)
days after S&N's shipment of the replacement product. This warranty does not cover and is voided
by any of the following: (i) product packaged or labeled by someone other than S&N or its
authorized agents; (ii) product not used in compliance with the specifications, instructions or
claims for use of the product; (iii) equipment product used in conjunction with disposables or
accessories not specified for use with such equipment; (iv) equipment

product used in conjunction with reprocessed disposables or accessories; (v) modification of

product;
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(vi) product past its expiration date; (vii) normal wear and tear; (vii)) damage due to misuse,
reprocessing, alteration, unauthorized repair or negligent handling or damage due to lack of care
the owner, user or handler of the product including but not limited to storage, handling or cleaning; or
(ix) any other damage inflicted to products by the owner, user or handler. A 90-day warranty on repairs
applies to the defective component repaired. This warranty applies only to the original purchaser from
S&N (or its authorized distributor) and is not transferable. EXCEPT TO THE EXTENT PROHIBITED OR
OTHERWISE REQUIRED BY APPLICABLE LAW, THIS WARRANTY IS THE SOLE WARRANTY OF S&N, AND
ALL OTHER WARRANTIES OF ANY KIND OR DESCRIPTION WHATSOEVER, INCLUDING WARRANTIES
OF MERCHANTABILITY, SATISFACTORY QUAUTY AND FITNESS FOR A PARTICULAR PURPOSE,
EXPRESSED OR IMPLIED, ARE EXCLUDED.
AUTHORIZED REPRESENTATIVE ON THE TERRITORY OF THE RUSSIAN FEDERATION: Smith & Nephew,
LLC, Russia, 105120, Moscow, 2nd Syromyatnichesky lane., 1, floors, prem. 1, room 1 Tel: +7 (495)
755-55-03
NAME AND LEGAL ADDRESS OF MANUFACTURER AND AUTHORIZED REPRESENTATIVE IN
RUSSIAN FEDERATION
DEVELOPER:
Smith & Nephew, Inc.
1450 Brooks Road Memphis, Tennessee (TN) 38116, USA (CLUA)

MANUFACTURER;
Smith & Nephew, Inc.

1450 Brooks Road Memphis, Tennessee (TN) 38116, USA (CLWWA)

AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION

Smith & Nephew, LLC, Russia, 105120, Moscow, 2nd Syromyatnichesky lane., 1, floor 9, prem. 1,
room 1

Tel: +7 (495) 755-55-03
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Instructions for Care,
Maintenance, Cleaning and
Sterilization of Smith & Nephew
Orthopaedics Devices
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Purpose/Scope/Definitions

Purpose

This document was prepared to provide instructions for the care,
maintenance, cleaning, and sterilization of the medical devices
produced by the Orthopaedics Business of Smith & Nephew.

These methods were developed using standard equipment and
practices common to health care facilities. Validation testing to
support these instructions was based on recognized guidelines
and standards for reusable devices and containment devices from
the following organizations:

- American National Standards Institute (ANSI)

- Association for the Advancement of Medical Instrumentation

(AAMY)
« Association of Operating Room Nurses IAORN)

- German Instrument Working Group (AKIl Arbeitskreis

Instrumenten-Aufbereitung
« Health Canada
- International Standards Organization (ISO)

- International Association of Healthcare Central Service

Material Management IIAHCSMM)
- World Health Organization (WHO)
- UK Department of Health
- Australian/New Zealand Standard
= Centers for Disease Control (CDC)

- U.S. Food and Drug Administration (FDA)

Scope

These instructions apply to all reusable medical devices that are
sold by Smith & Nephew Orthopaedics that are initially supplied
nonsterile or sterile and require the user to process them after
pnitial/subsequent use. These instructions also apply to single
use medical devices that are supplied sterile and nonsterile and
require processing. Both sterile and nonsterile single use medical
devices i.e. plates, nails, screws, pins and wires are commonly
placed in containmentdevices for use and therefore require
processing prior to use.

These instructions apply to Smith & Nephew Orthopaedic devices
that fall under Spaulding’s classification scheme for medical
devices as “Critical Devices" and ‘Noncritical Devices" “Critical
Devices” are introduced directly into the human body either into
or in contact with the bloodstream or into other normally sterile
areas of the body. "Critical Devices" present a high degree of risk
of transmission of infection if contaminated and therefore must be
sterile at the time of use. “Noncritical Devices" contact only the
intact skin of the patient.
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Definitions

Biological Indicator (Bl): Test system that contains viable
microorganisms that provide a defined resistance to a specified
sterilization process.

Caddy: A small flip top containment device that contains multiple
small implants (i.e. screws, plates, etc.).

Chemical Indicator (Cl): Test system that reveals change in one
or more pre-defined process variables based on a chemical or
physical change resulting from exposure to a process. Cls assist in
the detection of potential sterilization failures that could result from
incorrect packaging, incorrect loading of the sterilizer, or sterilizer
malfunctions. The “pass"” response of a Cl does not prove that the
item monitored by the indicator is sterile.

Cleaning: The removal of contaminants to the extent necessary for
further processing or for intended use.

Containment Device: A reusable rigid sterilization container,
instrument case/cassette, caddy, or organizing tray and any
reusable accessories for use in healthcare facilities for the
purpose of containing reusable medical devices for sterilization.

Critical Water: Water that has been extensively treated lusually by
a multi-step treatment process that could include a carbon bed,
softening. Deionized (DU, and Reverse Osmosis (ROI or distillation)
to ensure that the microorganisms and the inorganic and organic
materials are removed from the water. A final submicron filtration
could also be part of the treatment process. This water is mainly
used for the final rinse or steam generation.

Disinfection: A process to reduce the number of viable
microorganisms to a level previously specified as being appropriate
for a defined purpose.

Immediate Use: The shortest possible time between a sterilized
item’s removal from the sterilizer and its aseptic transfer to the
sterile field. A sterilized item intended for immediate use is not
stored for future use or held from one case to another.

Manual Cleaning: The removal of contaminants from an item to the
extent necessary for further processing or for intended use without

the use of an automated process. Ultrasonic cleaning is considered

a manual cleaning step for the purposes of this document.

Manufacturer: The natural or legal person with responsibility

for design and/or manufacture of a medical device with the
intention of making the medical device available for use. under his
name; whether or not such a medical device is designed and/or
manufactured by that person himself or on his behalf of another
person(s)



Medical Device: Instrument, apparatus, implant, reagent for
in-vitro use, software, material or other similar or related article
intended by the manufacturer to be used alone or in combination,
for human beings for one or more of the specific medical
purposels) of:
- diagnosis, prevention, monitoring, treatment or alleviation
of disease; diagnosis, monitoring, treatment, alleviation of
or compensation for an injury;investigation, replacement,
modification or support of the anatomy or of a physiological
process; supporting or sustaining of life;Control of
conception;disinfection of medical devices;providing
information by means of in vitro examination of specimens
derived from the human body; and does not achieve its
primary intended action by pharmacological, immunological or
metabolic r>eans. in or on the human body, but which may be
assisted in its function by such means.

Processing: Preparation of medical devices or activity to prepare
a new or used healthcare products for its intended use. In

this document processing includes cleaning, disinfection and
sterilization.

Reusable Medical Device: A medical device designated or
intended by the rrianufacturer as suitable for processing arfo reuse.

Single Use Medical Device (SUD): A medical device that is
designated or intended by the manufacturer for one-time use
only. For clarity, a single use device that has come into contact
with blood, tissue, or bodily fluids is not intended to be further
processed and used again.

Sterile: Free from viable microo”™anisms.

Sterility Assurance Level (SAL): The probability of a single viable
miaoorganism occurring on an item after sterilization, expressed
as the negative exponent to the base 10.

Sterilization: The process used to render product free from viable
microorganisms.

Utility Water: Water as itcomes from the tap that might require
further treatment to achieve the specifications. This water is mainly
used for flushing, washing, and rinsing.

Validation: Confirmation, through the provision of objective
evidence, that the requirements for a specific intended use or
application have been fulfilled.

Washer-Disinfector: Equipment that is designed to clean and
disinfect product.
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Recommended Cleaning Instructions

Cleaning is the single most important step in preparing a device
for reuse. Effective cleaning must be carried out to achieve proper
disinfection/sterilization. Cleaning begins at the point of use to
prevent soil and contaminants from drying on the medical devices
after use. Thorough cleaning and rinsing are vital to processing
reusable medical devices. Also, thorough rinsing is important

for the removal of any residual cleaning agents from the medical
devices. The purpose of cleaning and rinsing is to remove all
adherent visible debris and to reduce the number of particulates,
microorganisms, and pyrogens The recommended cleaning
instructions in this document include both manual and automatic
washing/disinfection procedures. While manual cleaning is the
most universal method of cleaning, automatic washing is preferred.
The cleaning processes presented in this brochure have been
validated. Other methods of cleaning may be suitable but must be
validated by the user of the device.

Important Information/Recommendations
for Use

Autornatic washer/disinfector

Washer-disinfectors are not only used to clean devices, but also
to provide intermediate to high level disinfection with a hot water
rinse. Cleaning is dependent upon thorough coverage of the
devices and the force of the water spray. Therefore, all sections
of the device must be accessible for ease of cleaning and
penetration of cleaning agents. The automatic washer/disinfector
equipment should be operated following the manufacturer's
instructions for use.

Detergents

Low foaming detergents with a pH range between 6.0 and 8.0 are
recommended. Detergents with a pH outside this range can have
an adverse effect or be damaging to some medical devices and
containment devices. Enzymatic detergents aid in the removal of
organic soil such as blood.

Detergents should be used at the concentration and temperature
recommerfoed by the detergent manufacturer.

Some alkaline detergents have been formulated to be safe for
processing medical devices. Refer to the manufacturer's limitations
and warnings for information concerning specific materials that are
adversely affected by the detergents.

Loaner Instrument Set

Itis the hospital's responsibility to clean, disinfect, package
and sterilize all loaner devices upon receipt. In addition, it

is also the responsibility of the hospital to dean, disinfect,
package and sterilize the instrument sets fxior to their return to
Smith & Nephew.



Manual cleaning tools

Hospital tools necessary for manual cleaning include: surgical
scrub brushes, chenille pipe cleaners, soft low linting cloths,
cotton tip applicators, and several various sizes and lengths
of brushes.

Do not use abrasive cleaning tools (i.e. scouring pads or metal
brushes).

Cleaning tools must be cleaned and inspected after use. Cloths
should be clean and lint free and changed frequently. Brushes
should be clean. Discard worn brushes and disposable cleaning
tools.

Safety precautions

Personal Protective Equipment (PPElI should be worn when
handling or working with contaminated or potentially contaminated
devices, PPE includes: gown, mask, goggles or face shield, and
shoe covers.

Universal precautions are standards of infection control practices
designed to reduce the risk of transmission of bloodborne
infections. Universal precautions should be observed by all
hospital personnel that work with contaminated or potentially
contaminated devices. Exercise caution when handling devices
with sharp points or cutting edges.

Water

The quality of water should be carefully considered for use in
cleaning reusable devices. The water quality can affect the life of
the device. Water hardness is a concern because deposits left on
medical devices may result in ineffective cleaning and sterilization.
Final rinsing should be carried out using critical water.

YK Warnings

Itis the responsibility of the user to ensure that the
cleaning process is performed following these procedures
to achieve the desired result.

For ultrasonic cleaning, the enzymatic detergent solution
should be changed before it becomes heavily soiled so that
effective cleaning is rX)t inhibited.

Most electronic devices cannot be submerged during
deaning and could sustain permanent damage as a
result of submersion. Check the “Instructions for Use" for
information on submersion of electronics.

Do k>t sonicate powered devices.

All deaning should be performed in a manner designed
to minimize exposure to bloodborne pathogens. Manual
deaning should be done while the instrument is immersed.
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Limitations on Processing

Limitations of cleaning instructions

These recommended procedures are intended as a general guide
for cleaning of medical devices. Some devices are labeled with more
specific instructions. Refer to the Instruction for Use for that device.

Limitations of processing

Repeated processing of reusable medical devices has minimal
effect on the devices.

The useful life of these devices depends on many factors including
the method and duration of each use. and the handling between
uses. Careful inspection and functional test of the device before
use is the best method of determining the end of serviceable life
for the medical device. Do not use devices that show evidence

of damage and wear. Evidence of damage and wear on a device
may include but is not limited to corrosion li e. rust, pitting),
discoloration, excessive scratches, flaking, wear and cracks.
Improperly functioning devices, devices with unrecognizable
markings, missing or removed (buffed off) part numbers, damaged
and excessively worn devices should not be used.

Cleaning Product Groups

Overview of product groups for reusable
device cleaning

Cleaning of reusable devices is dependent upon product design
features. The cleaning methods for Smith & Nephew Orthopaedics
reusable devices are based on product groups that have design
features that present a similar challenge to cleaning.

Cleaning Product Groups:

- Devices without challenging design features
- Devices with challenging design features

- Flexible reamers

- Powered devices

1 Containment devices

- Noncritical devices

Definition of product groups

Devices without challenging design features: Includes all
devices that do not have design features that present a challenge
to cleaning by the Smith & Nephew Orthopaedics recommended
cleaning procedure. These devices do not have difficult to access
locations for cleaning such as lumens, interfaces, hinged/mating
surfaces, crevices, holes, serrations, etc. These devices do not
have retractable or moving parts.



Examples: Bone spikes, osteotomes, mallets.

Devices with challenging design features: Includes all devices
that have design features that present a challenge to cleaning by
Smith & Nephew Orthopaedics recommended cleaning procedure
such as lumens, interfaces, hinged/mating surfaces, crevices,
holes, and serrations etc. These devices may have retractable and
moving features.

Examples: Reamers. T-handles, cable passers, cutting blocks, and
hinged clamps.

Flexible reamers: Includes all devices that have a laser cut flexible

reamer design.

Examples: Rexible screw drills and flexible shafts.

Powered devices: Those that use pneumatic power or have power
cords and require the use of electricity to operate.

Examples: ACCURIS" handpiece and pulse lavage handpiece.

Containment devices: Instrument cases, trays, caddies and lids

Non-crftical devices: Those that do not contact the patient or may
contact intact skin.

Examples; Power supply boxes and power cable surfaces.
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Initial Treatment at the Point of Use

Cleaning begins at the point of use to prevent soil and
contaminants from drying on the devices. Keep the devices
moistened after use and before cleaning.

Transportation

Used devices must be transported to the processing location (i.e.
Sterile Processing) in closed or covered containers to prevent
contamination risks.

Preparation Before Cleaning

Disassemble each device into its component parts. Containment
devices must be cleaned separately from the medical

devices. Ifyou have questions concerning the disassembly

of any Smith & Nephew Orthopaedics device, contact your
Smith & Nephew sales representative.

Water Quality for Cleaning

Use utility water for flushing, washing and rinsing during cleaning
except for the final rinse. For the cleaning final rinse use critical water.

Cleaning: Manual

Devices Without challenging design features

1 Rinse in cold water <45° C (113° F| to remove visible debris and
to prevent coagulation of blood.

2. Immerse and soak for a minimum of one () minute in enzymatic
detergent.

3. With the device completely immersed in the cleaning solution,
use a surgical scrub brush to remove visible debris from the
surfaces of the device.

4 Rinse for a minimum of one minute using a sufficient volume
of critical water that will completely immerse the device. Water
should be changed a minimum of two times to ensure thorough
rinsing.

5. Check for visible debris. Repeat cleaning if debris is visible.

Devices With challenging design features

1 Rinse in cold water <45° C 1113°F) to remove visible debris and
to prevent coagulation of blood.

2. Immerse and soak for a minimum of five 151 minutes in
enzymatic detergent.

3. With the device completely immersed in the cleaning solution,
remove additional soil from the surfaces and from the
challenging design features li e. holes, lumens, hinged/mating
surfaces, interfaces, crevices, serrations) using common
hospital cleaning tods.

a. Move and/or retract all moveable parts and remove visible
debris using a brush.



b Scrub lumens or holes with a brush of an appropriate size
to ensure that the fullwidth and depth is accessed Use a
twisting action with the brush Thoroughly flush lumens with
enzymatic detergent using a syringe

c. Open hinged devices and scrub hinged area with a brush.
d. Scrub crevices with a brush

e. Scrub the surfaces of the device with a toothbrush styled
brush.

Sonicate the device in enzymatic detergent in its fully opened
position for a minimum of 15 minutes in an ultrasonic cleaner.

Rinse for a minimum of one minute using a sufficient volume

of critical water that will completely immerse the device. Water
should be changed a minimum of two times to ensure thorough
rinsing. Ifthe components of the device are movable or can be
retracted, it is necessary to do so during the rinsing process
Thoroughly flush lumens with critical water using a syringe.

. Check devices for visible debris (see “Verifying Cleaning™)

Repeat cleaning if debris is visible.

Flexible reamer devices

1

v,

Gently bend the flexible reamer in a U-shape and rinse in cold
water <45° C (113°F) to remove visible debris and to prevent
coagulation of blood.

Immerse and soak for a minimum of ten (101 minutes in
enzymatic detergent.

. With the device completely immersed in the cleaning solution,

scrub lumen with a brush of an appropriate size to ensure that
the full width and depth is accessed. Use a twisting action with
the brush. (The bristles should be stiff enough to remove bone
and tissue.) Thoroughly flush lumens with enzymatic detergent
using a syringe.

With the device completely immersed in the cleaning solution,

scrub the surface with a su”ical scrub brush to remove all
visible debris from the surface and crevices.

With the device completely immersed in the cleaning solution,
gently bend the reamer in a U-shape and scrub the surface
with a scrub brush.

Note: Gently bend at several locations along the length to
access all crevices.

Gently bend the reamer in a U-shape and rinse thoroughly with
warm water making sure to irrigate the lumens and crevices.
Thoroughly flush lumens with water using a syringe.

Note: Use a clean brush during the rinse cycle and move it
back and forth through the lumen several times during rinsing.

Sonicate in enzymatic detergent for a minimum of 15 minutes in
an ultrasonic cleaner.
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8. Rinse for a minimum of one minute using a sufficient volume of
critical water to completely immerse the instrument Water should
be changed a minimum of two times to ensure thorough rinsing.
Thoroughly flush lumens with critical water using a syringe

9. Check the devices for visible debris (see “Verifying Cleaning™)
Ifdebris is visible, repeat cleaning steps 2-8.

Powered Devices

Leave the device that directly connects to the motorized device (i.e.
the hose that connects to a powered handpiece) in place during
cleaning to prevent an excessive amount of water from entering
the motor.

Do not sonicate powered devices

Clean the Motorized Device as Follows:

1 Rinse in cold water <45° C (113° F) to remove visible debris and
to prevent coagulation of blood.

2. With the connecting device still in place, immerse the
motorized device, with the connecting instrument still in place,
in enzymatic detergent and soak for three minutes.

3. With the device completely immersed in the cleaning solution,
scrub the surfaces of the device in the enzymatic detergent
using cleaning brushes.

4. Rinse for a minimum of one minute using a sufficient volume
of critical water to completely immerse the instrument. Water
should be changed a minimum of two times to ensure
thorough rinsing.

5. Remove the motorized device from the water before
disassembly of the connecting device.

Clean the connecting device separately following the cleaning
instructions for the correct Cleaning Product Group.

Containment Devices

1 Remove medical devices from the containment device prior to
cleaning. Inspect the containment device for visible debris.

2. Ifdried visible debris is observed, follow the manual
instructions for “Devices with challenging design features."

3. Ifdried visible debris is not observed, clean following the
manual instructions for “Devices without challenging design
features.”

Non-critical Devices

sterile hospital grade covers can be used whenever possible to
prevent contamination of non-critical devices. Porous items like

foam that are contaminated must be discarded. Clean surfaces by
wiping with a cloth and using detergent and water.



Verifying Cleaning
1 After cleaning, visually inspect devices under normal lighting for
any remaining visible debris.

2. Fordifficult to view design features, apply 3% hydrogen
peroxide. Bubbling indicates the presence of blood. Rinse
the devices thoroughly with critical water following hydrogen
peroxide testing

3. Ifnot visibly clean, repeat cleaning and reinspect the device.

Drying
Use clean filtered compressed air or a clean lint free towel to
remove moisture from the devices.

Cleaning: Automated

Devices Without challenging design features

1 Manual precleaning:
IS NOT REQUIRED ifthe device does not have dried-on visible
debris. Place the device directly into the automatic washer for
cleaning.
IS REQUIRED if the device does have dried on visible debris.
Follow the manual cleaning steps below prior to placing the
device in the automatic washer for cleaning.

a. Rinse in cold water <45® C (113®FI to remove visible debris
and to prevent coagulation of blood.

b. Immerse and soak for a minimum of one () minute in
enzymatic detergent.

c. With the device completely immersed in the cleaning
solution, use a surgical scrub brush to remove visible
debris.

d. Rinse for a minimum of one minute using a sufficient volume
of water to completely immerse the device. Water should
be changed a minimum of two times to ensure thorough
rinsing.
2. Place the device in the automatic washer and run the
recommended automatic washer steps
{see section "Automatic Washing Cycle Steps and Parameters.")

Devices With challenging design features

1 Manual precleaning is required for ail devices in this product
group. Follow the manual cleaning steps below prior to placing
the device in the automatic washer for cleaning.

a. Rinse in cold water <45° C (113®F) to remove visible debris
and to prevent coagulation of blood.

b. Immerse and soak for a minimum of five (61 minutes in
enzymatic detergent.
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c. With the device completely immersed in the cleaning
solution, remove additional visible debris from the device
surfaces and from the challenging design features li e.
holes, lumens, hinged/mating surfaces, interfaces, crevices,
serrations) using common hospital cleaning tools.

- Move and/or retract all moveable parts and use a brush to
remove visible debris.

- Scrub lumens and holes with a brush of an appropriafe
size to ensure that the full width and depth is accessed.
Use a twisting action with the brush. Thoroughly flush
lumens with enzymatic detergent using a syringe.

- Open hinged devices and scrub hinged area with a brush.
- Scrub crevices with a brush.

d. Sonicate the device in its fully opened position for a
minimum of 15 minutes in an ultrasonic cleaner containing
enzymatic detergent.

e. Rinse for a minimum of one minute using a sufficient
volume of water to completely immerse the device Ifthe
components of the instrument are movable or can be
retracted, do so during the rinsing process Change the
water a minimum of two times to ensure thorough rinsing.
Thoroughly flush lumens with water using a syringe.

2. Load the devices into the washer such that all design features

of the device are accessible to cleaning arid such that design
features that might retain liquid can drain (for example, hinges
should be open and lumens and holes positioned to drain).

Run the recommended automatic washer steps (see section
"Automatic Washing Cycle Steps and Parameters.”)

Check devices for visible debris (see "Verifying cleaning).
Repeat cleaning if debris is visible and reinspect.

Flexible reamer devices

1 Manual precleaning is required for all devices in this product

group. Follow the manual cleaning steps below prior to placing
the device in the automatic washer for cleaning.

a. Gently bend the flexible reamer in a U*shape and rinse in
cold water <45° C (I3®R to remove visible debris and to
prevent coagulation of blood.

b Immerse and soak for a minimum of ten (10) minutes in
enzymatic detergent.

c. With the device completely immersed in the cleaning
solution, scrub the lumen with a brush of an appropriate
size to ensure that the fullwidth and depth is accessed.
Use a twisting action with the brush. (The bristles should be
stiff enough to remove bone and tissue.)

d With the device completely immersed in the cleaning
solution, scrub the surface with a surgical scrub brush to
remove all visible debris from the surface and crevices.
Thoroughly flush lumens with enzymatic detergent using a
syringe.



2.

e. With the device completely immersed, gently bend the
reamer in a U-shape and scrub the surface with a scrub
brush. Note: Bend at several locations along the length to
access all crevices.

f. Gently bend the reamer in a U-shape and rinse fora
minimum of one minute using a sufficient volume of water
to completely immerse the device. Change the water a
minimum of two times to ensure thorough rinsing. Make
sure to irrigate the lumen and crevices. Thoroughly flush
lumens with enzymatic detergent using a syringe.

g. Sonicate fora minimum of 15 minutes in an ultrasonic
cleaner containing enzymatic detergent.

Place the device in the automatic washer and run the

recommended automatic washer steps (see the section

“Automatic Washing Cycle Steps and Parameters").

Powered devices

Leave the device that directly connects to the motorized device (i.e.
the hose that connects to a powered handpiece) in place during
cleaning to prevent an excessive amount of water from entering
the motor.

Do not sonicate powered device.

Clean the motorized device as follows;

Automatic washing cycle steps and parameters

Load the devices into the automatic washer-disinfector.

- Connect any device lumen(s) to the rinsing ports of the
washer-disinfector. If no direct connection is possible, place
the lumen(s) on injector jets or in injector sleeves of the
injector basket.

- Place blind holes at a downwards incline for drainage.

- Place all instruments in the open position whenever possible
(i.e. hinged/mating features, articulating surfaces).

Minimum cycle parameters;

Five (5) minute cold prewash <45° C (113° F)
Five (5) minute neutral enzymatic detergent wash
Five (5) minute neutral detergent wash

One () minute rinse with critical water.

Disinfection

All Smith & Nephew orthopaedics reusable devices can be

thermally disinfected using the parameters below.

minimum 9T C for 1 minute

25 minute minimum dry time

Use clean filtered compressed air or a clean lint free towel to

1 Rinse in cold water <45° C (113° F) to remove visible debris and L . .
remove remaining moisture from the devices.
to prevent coagulation of blood.
2. With the device completely immersed in the cleaning solution, Verifying Cleaning
use a surgical scrub brush to remove visible soil from the 1 After cleaning, visually inspect devices under normal lighting
surfaces of the device and connecting device. for the removal of visible debris
3. Rinse for a minimum of one minute using a sufficient volume of 2. For difficult to view design features, apply 3% hydrogen
water to completely immerse the device. Change the water a peroxide Bubbling indicates the presence of blood. Rinse
minimum of two times to ensure thorough rinsing. the devices thoroughly with critical water following hydrogen
4. Place the motorized device with the connecting device attached peroxide testing.
toitin the automatic washer and run the recommended 3. Repeat cleaning if not visibly clean and reinspect the device.

automatic washing steps (see the section “Automatic Washing
Cycle Steps and Parameters™).

Inspection and function testing
:iean the connecting device separately following the cleaning All reusable devices: Visually inspect for damage or wear,

instructions for the correct Cleaning Product Group. including components in their disassembled state prior to

re-assembly. Ensure components are re-assembled securely.

Containment devices

1 Remove all medical devices from the containment device and
inspect it for visible debris.

Hinged devices: Check for smooth movement of the hinge without
excessive “play.”
. . L . Locking mechanisms: Check for action
2. Ifdried visible debris is observed follow the manual cleaning

instructions for “Devices with challenging design features™. Cutting features: Check edges for distortion and/or large nicks.

. L ) Edges should be continuous.
a. Then place the containment device in the automatic washer

and run the recommended automatic washer steps
(see the section “Automatic Washing Cycle Steps and
Parameters").

Trials: Articubr surfaces should be smooth and free of cracks and
deep nicks.

Mating parts: Check to make sure that mating parts fit together
3. Ifdried debris is not observed, place the containment device
in the automatic washer and run the automatic washer steps

without complications. Ensure components are re-assembled
securely.
given below (see section “Automatic Washing Cycle Steps and Ream er/drill bits: Inspect “chuck” end for burrs and distortion

Parameters”). that might hinder insertion into a drill.
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Hammering surfaces: Inspect for burrs and large nicks.
Driving devices: Inspect plastic ends for cracks and large nicks.
Metal surfaces: Inspect for corrosion and major deformation.

Powered devices: Verify that power is supplied when the device
is turned on and ceases when the device is turned off.

Measuring devices (i.e. gauges, calipers): Check for legible
measuring markings.

Maintenance and Care

Prior to sterilization, individual reusable devices that have moving
parts (.e. hinges and sliding parts) may be lubricated using a
water soluble lubricant. The use of lubricants is not recommended
forimplants.

Discard blunt, worn or damaged devices.

Discard devices that do not function properly.

Storage Between Cleaning and Sterilization

Reusable devices that will be stored between cleaning and
sterilization should be dry to prevent microbial contamination
that could result from wet devices. Containment devices can be
stacked for storage. Store in a dry dust-free place.

Recommended Sterilization
Instructions

Recommended sterilization methods have been validated to
sterility assurance levels (SAL) in compliance with federal and
international standards. Other sterilization cycles may also be
suitable, but the individuals or hospitals are advised to validate
other methods for use with Smith & Nephew orthopaedics
products.

A w farmngs

It is the responsibility of the user to ensure that the
sterilization process is performed using qualified
equipment, materials and personnel such that the
recommended parameters are achieved.

Smith & Nephew recommends consulting the
Immediate-Use Sterilization statement in AAMI ST 79 for
guidance on IUSS.

Steam is the only method that has been validated for
processing by Smith & Nephew. Sterrad or hydrogen
peroxide based gas systems have not been validated.

Package inserts are provided with external fixators to
provide directions for resterilization.

These recommended procedures are intended as a general
guide for sterilization of reusable medical devices sold

by the Othopaedics Division of Smith & Nephew. Some
devices are labeled with more spedfic instructions.
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« Itis the responsibility of the user to validate their
sterilization equipment to ensure that the recommended
parameters are achieved.

Limitations of Processing

Repeated processing has minimal effect on the devices. Reference
the useful life statement from the Recommended Cleaning
Instructions on page 6 “Limitations of Reprocessing".

Implants

Implants are sold as single-use devices. The method of initial
sterilization for implants that are supplied sterile is noted on
the package label. Do not reuse as this may result in product
malfunction, failure, or patient injury and may also expose the
patient to the risk of infectious diseases.

Containment Devices

Smith & Nephew Orthopaedics containment devices are
categorized into families based on the design, density and
material of the inner and outer containment devices. Each family
has been validated to a 10 * Sterility Assurance Level (SAL).

Smith & Nephew designs the proper placement of devices into
each containment device layout. The layout has predetermined
brackets and artwork descriptions. Ifdevices are added, the user
is responsible for validation of the new layout.

When applicable, adhesive labels shipped with the containment
device should be applied to the outer containment device.

Large labels typically have a designated outlined box with the
instructions “PLACE LABEL HERE.” Small labels are placed on the
end caps under the labels.

Ct and Bl placement: Some Smith & Nephew containment device
designs have multiple layers of instrument caddies or trays.

Testing has shown that the following Cl and Bl placement
locations should be used for qualification testing by the hospital or
healthcare facility:

- For containment devices that do not contain internal
instrument case caddies: At the center and at each comer
of the bottom internal containment device or tray.

- For containment devices that contain internal instrument

case caddies: At each corner of the caddy on the bottom
level of the case.



Containment device weight: Smith & Nephew containment
devices are designed to achieve a total case weight (outer case,
device, plus inner trays/caddies| of 25 pounds (11.34 kgs) or less.
Please be aware that there are some older models that cannot be
separated to achieve a weight below 25 pounds (11.34 kgs). These
older models have been validated to achieve a 10‘ SAL.

Only hospital trained personnel should be utilized for inspection
and maintenance of containment devices. Modifications to the
containment devices should be made only by Smith & Nephew
unless the materials and instructions for modifications are
supplied by Smith & Nephew (see “Contact Information”). The
sterilization of containment devices is validated with the devices
placed and positioned in the predetermined placement locations
of the containment device. A single absorbent towel (i.e. a huck
towel) can be placed under the containment device to aid in
drying. Smith & Nephew is the only authorized service/repair
company for Smith & Nephew containment devices. Containment
devices in need of repair/replacement must be returned to

Smith & Nephew. Smith & Nephew does not recommend stacking
of containment devices during sterilization.

Preparation for Sterilization

Reusable Medical Devices

Itis important that adequate cleaning be carried out prior to
sterilization. Reusable medical devices should be placed in
suitable packaging for the sterilization process (i.e, central
supply wap (CSR), paper/plastic pouches, rigid containers, etc.)
and sterilized prior to each surgical use. Devices are sterilized
assembled unless otherwise instructed. Ifdevices

were disassembled, ensure components are re-assembled
securely with no complications.
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Single Use Medical Devices

Trauma plates, nails, screws, pins, and wires are implants and
are considered to be single use medical devices. External fixation
devices are also considered to be single use medical devices.
These devices are sold both nonsterile and sterile and are often
removed by the user from their original packaging and placed in
a containment device (i.e. instrument case) for processing. These
devices should be cleaned prior to sterilization [see the cleaning
instructions for (Devices without challenging design features).
These instructions do notapply to processing or reuse of single
use devices that have come in contact with blood, tissue or
bodily fluids. Prior to sterilization of the device, remove all original
packaging and labeling inserts. Place the device in its designated
location in the containmentdevice. Itis important that adequate
cleaning be carried out prior to sterilization.

Sterilization Wrap/Reusable Rigid Containers

Containment devices can be wapped with an approved CSR
wrap or placed in an approved reusable rigid container for
sterilization. All sterilization waps may not be approved for all
cycle types. Check with the manufacturer for approvals. Aesculap
SterilContainer’~and Case Medical SterfTite® rigid containers
with perforated bottoms have been approved for use with

Smith & Nephew Orthopaedics instrument sets. These rigid
containers are not approved for Immediate Use Steam Sterilization
(lUSS) or (Rash Sterilization).

Note to US customers: Sterilizers and wraps used in your
sterilization process must be cleared by the FDA.

Water Quality

Use critical water for steam generation.



Recommended Sterilization Parameters

Dynamic Air Removal (Prevacuum) Steam

Exposure temperature; 132° C (270° H

Exposure time: 4 minutes

or

Exposure temperature: 135° C (275° B

Exposure time: 3 minutes

Minimum drying time; 30 minutes

Gravity Displacement Steam

Exposure temperature: 132° C 1270° P

Exposure time:

Devices not in a containment device 15 minutes

Devices in a containment device 30 minutes’

Minimum vacuum drying: 30 minutes

Immediate Use Steam Sterilization (IUSS)

Exposure temperature: 132° C (270° H

Exposure time; 4 minutes

'This sterilization cycle is not considered by the United States Pood
and Drug Administration (US FDA) to be a standard sterilization
cycle. Users should only use sterilizers and accessories (such

as sterilization wraps, sterilization pouches, chemical indicators,
biological indicators, and sterilization containers) that have

been cleared by the US FDA for the selected sterilization cycle
specifications (time and temperature).
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For Non-US Customers - UKSteam Cycle
Prevacuum cycle

Exposure temperature: 134° C (273° P

Exposure time: 3 minutes

Vacuum drying: 30 minutes

World Health Organization
(WHO) Steam Cycle™*

Exposure temperature: 134° C (273° H

Exposure time; 18 minutes

Vacuum drying: 30 minutes

eerecommended for use in the Russian Federation

Storage After Cleaning and Sterilization

sterile pacloged devices should be stored in a designated, limited
access area that is well ventilated and provides protection from
dust, moisture, insects, vermin, and temperature and humidity
extremes. Storage is event related and not time related. Sterile
packaged devices can be stored as long as sterile packaging

Is not breached, or until expiration date. Smith & Nephew does
not recommend stacking of wrapped containmentdevices or

rigid containers. Only items sterilized and packaged in materials
cleared by the FDA for maintenance of sterility can be stored.



Cleaning and Sterilization Validation Information

Cleaning and Sterilization Validation Information

The detergents, accessories and equipment used to support the validation of cleaning and sterilization were as follows:

Detergents:

Prolystica® 2X Concentrate Enzymatic Presoak and Cleaner, Steris Corporation

Klenzyme® Enzymatic Presoak and Cleaner, Steris Corporation

Note: The manufacturer's instructions were followed for use of the detergents.

Note: Suitability of alternative agents should be checked by the reference to the manufacturer’s information and/or physical testing.

Steam Sterilizer:

Sterilization Accessories:

W asher-Disinfector:

KC 600 One Step Sterilization Wrap

AMSCO Model SV-120, AMSCO Lab LV250

Aesculap SterilContainer™ System Containers JN 440 and JN442 with lid JK489 and Case

Medical SteriTite™ SCO6FG

Steris Reliance 444 Single Chamber Washer/Disinfector

Drying Parameters: 116° C minimum for 25 minutes

Ultrasonic Cleaner: Branson 8510,40 kHz

Brushes:

References

AAMITIR12, “Designing, Testing, and Labeling Reusable
Medical Devices for Reprocessing in Health Care Facilities: a
Guide for Device Manufacturers,”

AAMI TIR 30, ‘A compendium of processes, materials, test
methods, and acceptance criteria for cleaning reusable medical
devices."

AAMI TIR 34, "Water for reprocessing of medical devices."

ANSI/AAMI ST79, “Comprehensive guide to steam sterilization
and sterility assurance in health care facilities.”

AAMI/ANSIST81, Sterilization of medical devices- Information
to be provided by the manufecturer for the processing of
resterilizable medical devices.

AORN, Perioperative Standards and Recommended Practices.

Centers for Disease Control, Guideline for Disinfection and
Sterilization in Healthcare Facilities, 2008.

Health Canada June 2011, “Guidance Document on Recognition
and Use of Standards under the Medical Devices Regulations”

ISO 17664, Sterilization of medical devices — Information
to be provided by the manufacturer for the processing of
resterilizable medical devices.

German Redbook, Proper Maintenance of Instruments,
Instrumenten-Aufbereitung (Instrument Preparation Working
Group).

Reprocessing Medical Devices in Health Care Settings:
Validation Methods and Labeling Guidance for Industry and
Food and Drug Administration Staff, March 17, 2015.
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Key surgical sterile processing products and O.R. supplier

= UK Department of Health, Health Technical Memorandum
01-01: Decontamination of reusable medical devices. Parts A
and B.

= ANSI/AAMI ST77 “Containment devices for reusable medical
device sterilization™

= SO 15883-1, Washers-disinfectors- Part: Requirements for the

development, validation and routine control of a sterilization
process for medical devices

= 1SO 17665-1 Sterilization of healthcare products, most heat- Part

1: Requirements for the development, validation and routine
control of a sterilization process for medical devices.

Contact Information

Contact Authorized Representative SMITH & NEPHEW, LLC:
Smith & Nephew. LLC, Russia, 105120, Moscow, 2nd
Syromyatnichesky lane., 1, floor 9. prem. 1, room 1Tel: +7 (495)
755-55-03



Glossary of Symbols

Manufacturer CE Mark Contact Information

u c ( +1901 396 2121 Telaphone
Smith & Nephew, Inc. +1 800 821 5700 Wnformation
1450 Brooks Road c ( +1 800 238 7538 Orders/inquirics
Memphis, TN 38116 USA

EC | REP
European Representative
Smith & Nephew Orthopaadics B.V.
Alemannensirasse 14 ©2015, 2019 Smith & Nephew, (nc.
78532 Tuttlingen, Germany Al rights reserved
T +1 07462/208-0
F +1 07462/208-135 www.smith-nephew.com
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CornacoBaHo/APPROVED

Cmut aHpg Hedbto, MIHK.. Smith & Nephew. Inr.

OpraHusauna/Organization

1450 Brooks Road Memphis. Tennessee (TN). 38116. USA(CLLIAN

AonxHocTe/Occupati

damunusa, Uma/ Surname, Name

r ' 2 - 2n2./
fNata AJ.MM.TTTT/Date DD.MM.YYYY

Mognuce/Signature

PYKOBOACTBO MNMOJIb3OBATENA

Cuctema ANNeKTpoMariHntTHasda HaBuUraynmoHHada Xmpyprmyeckas

TRIGEN -SURESHOT pagna guctanbHOro 6/710KUpoBaHUS CcTepXXHeil npu

TpaBMaTOJ/IOTrM4eCKnMX onepaundax ¢ npmnHagae>X HoctamMun

VHCTPYKLNKN MO yXoay, TEXHUUYECKOMY 06CNY>XNBAHNID, OUNCTKE U

cTepunmnlaymnmn optonegunyeckux nsgenuini Smith & Nephew

State of Tennessee
County of Shelby

Subscribed (or affirmed) before me this .y
of (month), 2021, by Maureen Whitsoo' AN ------
(name of signer), whose identity was proven to m
N i H N notary |
["™"nowledge or satisfactory evidence. (o SUBLI \
(Seal

Total number of pages:

Name;,

Title: 14Ny
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PYyKOBOACTBO NnoJsib3oBaTesida

Cncrtema anekTpomarHMTHas HaBurayuoHHas
xupyprunyeckasa TRIGEN SURESHOT ansa
OUCTa/IbHOro 6/TOKMpPOBaHUA CTEPXXHEN npu
TpaBMaToNI0rMyecKkmx ornepaumsax c
NnpUHag1e>XKHOCTAMMU

a a 2197
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smith&nephew

Cucrema afieKTpomMarHuTHas
HaBUrayMoHHasa xmpypruyeckas
TRIGEN SURESHOT pgns gucranbHOro
610KNPOBaHNS CTEP>KHEW Mpn
TpaBMaTos/1I0rMyecKknx ornepaumnsax c
NpUHaANEe>XXHOCTAMM

81103554-A



NHTepdgenc TRIGEN SURESHOT 2 u
HanpaBntens SURESHOT 2

NHTepdennc TRIGEN SURESHOT 2
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NepeyeHb CMMBOJ10B

Cumson Pacwmndposka CumBon Pacwunpposka
MeauunHckoe nsgenve [unana3oH BnaxHocTu
MD
ONeKTPOHHAasA MHCTPYKLKUA Mo OrpaHuyeHne aTtMoctepHOro
akcnnyartauuu (o* faBneHus
'O n
Bkn (BKAtoueHue) TemnepaTypHbIil Anana3oH
-r
Bbikn (BblKtOUYEHUE) O6patutecb K UHCTPYKLMKN MO
O @ akcnnyartaumu
. CTepunan3oBaHO 3TU/IEHOKCUAOM Wcnonb3oBartb Ao
BTBajio P A A
CTepunn3oBaHo U3NyyYeHnem LOT Homep napTum
Knaccutukauymsa obopynoBaHus 3HaK npegynpexaeHus
N3onupoBaHHaa pa6oyas yacTb Tun
BF
MnaBknin NpegoxpaHuTens [ata npoussojacTea
CsepgeHnsa o mapkuposke CE YHUKanbHbIA naeHTugukaTop
C€CC uDlI npubéopa
YNONHOMOYEHHbIA npeacTaBUTeNb Ha CepuiiHbIn HOMep
Tepputopun EC
NHchopmaumsa no cepTudukauum Homep no kartanory
REF
KoMmnaHuna-nponsBoauTenb EC He aona ytunusauyumm c
1 (n3rotoBuTEsb) 6bITOBbIMM OTX04aMMU
HecTepunbHo He ncnonb3ylite NOBTOPHO
MpuMeHsAeTCca TONbKO MO Ha3Ha4YeHuto 3Hak cooTBeTcTBUA PCT

Bpaua @

O6patuTech K MHCTPYKLUU MO
NPYMEHEHUIO
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CheayIoWNE HAUNEHOBAHHA, HCNOALIOBANHLIE NO TEKCTY ABHHOrD AOKYMENTa, ABASIOTCA TOMACCTEEHHMIMH HANHEHOBAHWIO MEANUMHCKOrD
HIRENHA CHCTEMD FACKTPOMATHNTHAR HABNFAUNOHMNAR XMpYprudecxkan TRIGEN SURESHOT ann AncCTaasHOro SACKNPOSaNNN
CYRPWHEH NPW TRABMATONOMMNECKNYE ONEPALUNAX C NPHHAARENHOCTAMN :

- Cucrema;

- Cucrema TRIGEN SURESHOT:
= UHCTPYMEHTD);

- Kaaenns.

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




OnuncaHwne mnsgenua

Cuctema 3anekKTpoMarHutHas HaBurauuoHHas

xupypruyeckaa TRIGEN SURESHOT agna gucrtanbHoro
6N10KMpOBaHUA CTEPXHEN NMpU TPaBMaTONOrMYECKUX onepaLnsax ¢
npuHagnexHocTamu (ganee - «cucrema», «cucrtema TRIGEN
SURESHOT») *3To opToneAunyeckas xupypruyeckas
KOMMNbIOTEPU3NPOBAHHAA cCUCTeMa, NMomorakwuas Xupypry c
yCTaHOBKOI cBepna 4N MpoBejeHWs BUHTOB BO BpeMms
MHTpamefynnapHoOro octeocmHTesa.

[MTocTaBKa

N3penna cuctembl TRIGEN SURESHOT ynakoBaHbl OTAeNbHO, 3a
NCK/TIOYEHNEM HEKOTOPbIX XMPYPTUYECKUX UHCTPYMEHTOB A4
MHOTOKPATHOTO UCMONb30BaHUA, KOTOpPble MOTYT MOCTaBAATHLCSA B
KOMN/IeKTe C JIOTKOM AN WHCTPYMEHTOB.

CVMMBO/IbI HA MapKWUPOBKE YNakKOBKW WUCMNONb3YHOTCA ANA YKaszaHnsa
TOro, 4TO Kaxpgoe usgenue nocrtaendaeTca YACTbIM U CTEPUNbHBLIM
WIN HecTepuibHbIM. M3pennsa, noctaBnsemMble CTEPUTbHBIMMN,
CTEepNUNN3yrTCAa A0 rapaHTUpPOBaHHOINO ypOBHA CTEPUNBHOCTU

(SAL)IO'™. CTepunbHble ynakoBaHHble U3genna nocTtaBnAwTCSa B
;akoBKe, obecneunBatol el 3awWmnTy ctepuabHocTu. Mepegp

-«| BefeHMeM XxMpypruyeckoi onepauuy nNpoBepbTe ynakoBKY Ha

Hannyne MPOKONIOB WAW UHbIX NOBPeXAeHuii. B cnyvae

NOBPEeXAEHUA CTEPUNbHON 3alWnTbl BEPHUTE W3Aenne KoMnaHuu

Smith & Nephew, Inc.

N3penna, noctaBnsemble HeCTEPUAbHbLIMU, 38 UCKIOYEHUEM
nHTepdelica TRIGEN SURESHOT 2, go/MXHbl OblTb OUMNLLEHbBI ©
npocTepuan3oBaHbl nepej UCMNONb30BaHWEM B COOTBETCTBUU C
nHopmaLlmneli, ykasaHHONW B AOKyMeHTe «HCTpyKumusa no yxongy,
TeXHNYECKOMY 06CNY>XKUBAHUIO, OUYUCTKE U CTepunnsaumm
opToneguyecknx usgennit Smith & Nephew». WHTepdeiic TRIGEN
SURESHOT 2 Heo6Xx0AMMO O4YUCTUTL Mepejd UCNOMb30BaHWEM B
COOTBETCTBUM C YyKa3aHWAMMW, NpeAcTaBNeHHbIMU B pasgene
«Ounctka nHTepdeiica TRIGEN SURESHOT 2».

[NMpennonaraemsbie Nosib3oBaTtesnu

Cuctema TRIGEN SURESHOT npefgHa3HayeHa AN UCMNO/b30BaHMUA
BpayaMy, XOpOLWO 3HAKLWMMMN aHATOMUID, (DU3NONOTUNI0 1
npUMeHseMble MPUHLMNBI NPOBELEHUA XUPYPTMYECKUX onepauuii.
Bpayam HacTOATENbHO PEeKOMeEHAYeTCs MONMYUYUTb MHCTPYKLUUMN Y
KBanMMUUMPOBaHHbIX KAMHULUCTOB UAN Nepef NepBbiM
Mcnonb3oBaHUeM nNoHabnwAaTh 3a XUPYPruyeckum

"OMMEHEHNEM CUCTEMbI.

KnnHmnyeckne npeumylliectea

Mpepnonaraemble KNMHUYeECKMe npeumyliectsa cuctemol TRIGEN
SURESHOT:

CoKkpalyeHne BpeMeHU Npoueaypsbl.

CHWXXEeHUe ypoBHSA 06/yyeHus.
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Ha3HaueHune

Cucteme TRIGEN SURESHOT npepHa3sHayeHo a4
WHTpaonepayuoHHOW nokannsaymm n3obpaxeHui.

Ha ocHOBe MHTpaonepaunoOHHbIX AaHHbIX 31EKTPOMArHNUTHOIO
cneXeHuns, cuctema npejoctaBnsaeT MHoOpMaLnio Xupypry,
KoTopas ucnosb3yeTcs ANA pasMelleHNsa XUpypruyeckux
VMHCTPYMEHTOB BO BpeMs omepayuu.

[Noka3zaHnA K NPUMEHEHUIO

Cuctema TRIGEN SURESHOT nokasaHa npu nevyeHUun nepesiomMoBs
ANVUHHBIX KOCTER C NOMOLWbI0O UHTPaMeAYNNAPHbIX CTEPXHel, Ans
KOTOPbIX MOXEeT 6bITb Liefiecoo6pasHbiM MCNONb30BaHNE
cTepeoTakCUUYeCcKol Xupypruu.

NMpoTnBONOKa3aHuA

Cuctemy TRIGEN SURESHOT He pekomeHAyeTCsi UCMONb30BaTb C
APYTUMU MHTPaMefynnsipHbIMW CTEPXHAMU, KPOMe CTepXHel
npounsBoacTea Smith & Nephew, a »MeHHO Mne4yeBbIX CTEPXKHEN,
NOAPOCTKOBbLIX CTEPXHEN U CTepXHel ans B3pocnbix TRIGEN
META-NAIL, TRIGEN META-TAN, TAN u FAN. He MpumeHsiiTe
cuctemy TRIGEN SURESHOT Ha paccTtoaHuu MeHbwe 200 Mmm oT
YCTAHOBMIEHHOTO KapAMoCTUMYnAaTopa, MOCKONbKY MarHuTHoe norne,
reHepupyemoe HamnpaBuTeneMm, MOXeT Bbi3blBaTb c6ou B paboTe
YyNOMAHYTOr0 ycTpoiicTBa.

LleneBasi rpynna nauueHToB

KoHkpeTHaa rpynna nauuneHTtoB gna cuctembl TRIGEN SURESHOT
He onpepeneHa. ToyHee, Lefnesasd rpynna nauuveHToB ANA JaHHOW
CUCTEMbl COOTBETCTBYeT rpynne nauuMeHToOB, UMelolw el nokasaHus
K MPUMEHEHWNI0 COOTBETCTBYIOWNUX UHTPaMefyINAPHbIX CTEPXKHEN
npom3sBoacTBa KomnaHum Smith & Nephew.

ObyuyeHne

K mcnonb3oBaHuo cuctembl TRIGEN SURESHOT pgonyckatoTtcsa
TOMbKO KBanu@uuupoBaHHble cneunanncTtel. B xoge obyuenns
Heo6X04MMO 03HAKOMUTHLCA C COOTBETCTBYIOWMMN UHCTPYKLUAMN
no akcnayatauuu. NMpu BO3HUKHOBEHUW BONPOCOB MO KaKUM-nu60
pasgenamM WMHCTPYKUWIA cneayeT cBA3aTbCA C MECTHbIM
npeAcTtaBuTeneM KoMnaHuu.

NMpoBepKa AOCTOBEPHOCTU

Kak n B cnyyae n060ro MHoro o6opyaoBaHnst, MoryT Bo3HMUKaTb
c6oun, 06bACHSIEMble HEMPAaBUIbHLIM NMPUMEHEHUEM UIN OTKA30M
cucTeMbl. 6 LeNnsiXx CHUXKeHUss PUCKOB, CBSAI3aHHbIX C MOAOGHON
TEXHWYECKO HEeMCNPaBHOCTbIO, ONepaynio MOXHO 3aBEPLWUTL C
NCMNONb30BaHWEM TEXHUKWU «CBOGOAHOW pPyKu» 6e3 yBenunuyeHus
BpPEMEHU onepayum.

Mo3TOMYy KpaiiHe BaXXHO NMPOBEPsTb TOYHOCTb NOKasaHwui,
pUKCMpPYyeMbIX CUCTEMO, ¥ BbINONHATH BepupUKaLmio HaBuraumm
nporpaMmmMHoro o6ecneyeHusi, B 0COGEHHOCTU NPV NepBOM
Mcnonb3oBaHuu. MNpu BO3ZHUKHOBEHUW COMHEHWI B Hagnexauiem
PYHKLMOHUPOBAHUN CUCTEMbBI, CNeAYeT BbINOMIHUTL MPOBEPKY UAn
NPOAOMKUTL ONepaLuio co CTaHAAPTHON PEHTreHOIornYecKuii
TEXHUKO.



/K Mpepynpe>xkaeHus

[aHHOoe n3genne noctaBaAeTCA HECTEPUAbHLIM W AO/KHO
NPONTN OUYNCTKY U CTEPUIN3ALMNI0 COFNTAaCHO JOKYMEHTY
KNHCTPYKLMA NO yxoA4y, TEXHUYECKOMY 06CNYy>XUBaHUIO,
04YNCTKe U cTepuausaunm optonegnyecknx nsgennii Smith &
Nephew».

Mepef ncnonb3oBaHUeM [aHHOTO U3AENNA MeAULUHCKNI
paboTHWK 06513aH 03HAKOMUTLCA C COOTBETCTBYHOLW el
XWPYPrnyeckoih MeToanKoNn.

MonHocTbIO n3yuynte faHHy WHCTPYKUUKO nepepn
ncnonb3oBaHueMm.

MauuneHTa cnefgyeT NpeaynpeanTb 06 ONepauuoHHbIX pUCKax
1N BO3MOXHbIX HEXenaTenbHblX NOCNeACTBUSIX.
OnepupytoueMy XMpypry pekomeHayeTtcs 3anucaTb BCiO
MHopmayuio, coobLiaemMyo NaynueHTy.

MakcumanbHasa TemnepaTtypa Kopnyca HanpaBuTens mMoxeT
pocturatbe 47®C npu TemnepaType OKpyxatleli cpefbl Bbille
30° C. Mpofo/MKUTENBHOCTL KOHTaKTa Kopnyca HanpaBuTens
C OTKPbITBIMW y4acTKamun KOXW nauueHTa He A0/KHa
npesbiWaTb OAHOW MUHYTHI.

CnepyeT y6eanTbcs B TOM, 4TO KOpNyc HanpaBuTens He
noBpexgeH (0TBepPCTUS, paspbiBbl, TPewuHbl). Mpu
NoBpeXAEHUN Koprnyca WAu coefuHUTenst ncnonb3oBaHue
HanpaBuTens nepecTtaeT 6bITb 6€30MaCHbIM.

He ucnonbayiite cuctemy TRIGEN SURESHOT Ha paccTosiHuu
MeHee 200 MM OT YCTAHOB/IEHHOTO KapAMOCTUMYNATOpa.

MopTaTuBHOe pajgmoyacToTHoe o6opyaoBaHue (B TOM uyucne
nepudepuyeckme ycTpoincTea, Takne Kak aHTeHHble Kabenu,
HapyXHble aHTEeHHbI) AO0/HKHO UCNONb30BATLCSH HA PACCTOAHUMN
He meHee 30 cm (12 AroiimoB) OT NGO YacTu cucTeMbI
TRIGEN SURESHOT komnaHuu Smith & Nephew, Bkiouasn
Kabenu, ykasaHHble Npovu3BoguTenem. B npoTuBHOM cny4vae
NPoOu3BOAUTENbHOCTL AAHHOIO 060pYA0BaHNA ByAeT CHUXEHA.

y6eauTech B OTCYTCTBMM APYTUX MeTaf/iIndeckux npesMeToB
(BKNOYAs MeTannuMyeckue TPeyrosibHUKM) B o6acTu
HEenocpeACcTBEHHOro HaBefeHus. TloMexu OT MeTanNnyeckux
npeAMeTOB CHU3SIT TOYHOCTb PaboTbl CUCTEMBI.

MoBTopHasa ctepununsauna gatymkos SURESHOT 3anpeueHa.

CtaHpapTHble cBepnia SURESHOT u3roToB/ieHbl U3
MarHuTHOW HepXaselowWw e crtann, KoTopas

6yAeT Bbi3blBaTb MOMEXW B CUCTEMeE, W MOTOMY He MOTyT
npumeHATbCA. Yb6eanTech, 4TO UCNONb3YOTCA 3010TUCTbIE
HeMarHuTHble cBepna SURESHOT wn3 ko6anbT-xpom™
Monn64eHOBOro cnnasa.

Bo mn3bexaHune pucka nopaxeHus 3NeKTpoTOKOM obopyaoBaHue
cnefyeT nNoAgknoyYaTb K CETU 3/IEKTPONUTAHUA TONbKO C
npMMeHeHVeM 3alUTHOro 3a3eMneHnsa. Heobxognmo nsberatb
nonajaHna BOAbl UAW APYTUX XULKOCTEN Ha aneKTpoHHoe/
3nekTpnyeckoe o6opynoBaHue. Bmecte ¢ cuctemoih TRIGEN
SURESHOT ponyckaeTcs MCNONb30BaTh TONbKO OPUTUHANbHbIE
KOMMOHEHTblI 1 MPUHAaAMNEXHOCTM NPOM3BOACTBA KOMNAaHUN
Smith & Nephew.

TONbKO ANS CTEPU/IbHbBIX YCTPONCTB: Coaepxumoe
CTEPUNIbHO, €Cc/N ynakoBKa He BCKpbiTa M He noBpexpaeHa. HE
CTEPUNN3OBATb NMOBTOPHO. TonbKo AN 04HOPa3oBOro
MCNONb30BaHUA. YTUNN3UPYATe N060I OTKPbITHINA
HENCnosb30BaHHbIi MPOAYKT. He ncnonb3osatbh N0 UCTEYEHUN
cpoKa rofjHoCTH.
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Mepbl NPeaoCTOPOXKHOCTU

. ONLY B cooTBeTCcTBUM C (hefepanbHbiM 3akoHofaTenbctsom CLUA

npojaxa JaHHOro M3aenus paspeliaeTcs TONbKO Bpayam 6o
TONLKO MO Ha3Ha4YeHUo Bpaua.

. Meped KaxAblM MCNonb30BaHWEM ocMaTpuBaiiTe nsgenue,
4YTo6bl Y6EANTHCA B TOM, 4TO OHO paboTaeT MCnpaBHO N He
nMeeT NoBpexAeHunii. He ncnonb3syiite noBpexgeHHoe
nsgenve.

OOCTYNHOCTb AOKYMeHTauunmn

PYKOBOACTBO No/sb3oBaTena cnefyet XpaHUTb B NIETrKOAO0CTYNHOM
ANa nonb3oBaTenein mecTe.

MpoOBEPKN U MPUHATUE PELIEHMWNI
nonb3oBaTtenem

[aHHble, npefocTaBnsemble cuctemoit TRIGEN SURESHOT,
nomoralwT Nosb30BaTesIl0 NPUHUMAThL PeleHna B Xoae
XMPYypruyeckoro smewartenbcrTea. Monb3osartenb 06sa3yercs
npoBepsATb N06ble peKoMeHfauum, npegnaraembie cMCTeMoi, u
HeceT OTBETCTBEHHOCTb 3a /Il00Oble pelleHus.

OTBEeTCTBEHHOCTb KOMMNaHum Smith &
Nephew

B C/lyyae HeHajNexallero ucnonb3oBaHWs KomnaHus Smith &
Nephew He HeceT HMKaKOl OTBETCTBEHHOCTU 3a
hyHKUMOHMpOBaHue cuctembl TRIGEN SURESHOT B
onepaunoHHOI.

OuucTKa U cCTepUInN3aumss MHCTPYMEHTOB

Mepes ncnonb3oBaHMEM BCe WHCTPYMEHTbl AOMXHbI NPOATH
0YUCTKY ¥ cTepunusauuio. Moapo6Has MHMOPMaLUsS NO OYUCTKe
1 cTepunusauun yacteil nsgenus npeactaBneHa B JOKYMeEHTe
«WHCTPYKLMA NO YyXOAY, TEXHUYECKOMY OGCNYXUBAHUIO, OUUCTKE
n cTepunn3ayuny optoneanyeckux nagenuii Smith & Nephew».

PeEMOHT unu Mmogndukaunsi CUCTeMbl

Monb3oBaTesnio 3anpelwaeTcs mogucuLMpoBaTh UM 06CNYXNBaATb
o6opypoBaHue. Cucrtema He COAEPXUT 06CAYXMBAEMbIX
KOMMNOHEHTOB. Jlto6ble paboTbl MO CEPBUCHOMY 06CNYXUBAHUIO
[OKHbI BbIMONHATLCA YNONHOMOYEHHbIM NEepCoOHaNoM.

Mogndmnkayumn/pononHeEHNs K
nporpamMmHOMY obecneyeHuUto

Monb3oBaTesnio 3anpelwaeTcs yctaHaBAuBaTb UM yAansiTh
nporpammHoe o6ecnevyeHue. Sllo6oe HOBOe MporpamMMHoe
o6ecneyeHune [OMKHO yCTaHaBMNBATbCA MPOU3BOAUTENEM WU
YMNOMHOMOUYEHHbIM MepcoHaNoM.

K nHTepdeiicy n pazbemam nutaHua cuctembl TRIGEN
SURESHOT MOXHO noAknto4yaTb TOIbKO TO 060opyaoBaHue,
KOTOpoe cooTBeTCTBYeT TpeboBaHusam cTtaHgapta IEC 60601-1 un
yTBepxgaeHo Smith & Nephew. He gonyckaetcs
pPEeKOHCTpyupoBaTb gaHHoe obopypoBaHue 6e3s
npeaBapuTeNbHOro paspeweHnsa Npou3BoanNTENsA.



BesonacHocTb npun MPT

Cuctema TRIGEN SURESHOT He BKkAOYaeT UMNNAHTUPYEMbBIX
n3genunii n He oueHMBanacb ¢ TOYKM 3PEHUA UCNONb30BAHUA B
MarHMTHO-pe30HAaHCHbIX ToMorpadax. Ana nonyvyeHus nHdopmaymm
0 COBMECTUMOCTW UMNAAHTUPYEMbIX U3AENUA C MarHUTHO-
pe3oHaHCHbIMK nNpubopamy o6paTuTech K COOTBETCTBYOLW UM
WHCTPYKUMAM MO 3KCMAyaTaunn COBMECTUMbIX WHTPaMeynisapHbiX
CTEPXHEN.

TexHun4yeckoe obcny>XmBaHue

B Uensx BepuduKaynm Hagnexawero PyHKLMOHNPOBAHUSA CUCTEMY
cnefyeT NpoBepsTb B COOTBETCTBUM C pa3genom TexHuueckoe
06CNy>XMWBaHWe HACTOAWEro LOKYMEHTA. MPOBEPKY TOYHOCTU
cucTeMbl ciefyeT BbINONHATL HE pexe yem pas B 12 mecsiues.

Mpu HEeBLINOMIHEHUM NMPOBEPKU B COOTBETCTBUM C TPEGOBAHMAMYN
npegbigyuiero a6saya, NPeTeH3Mn Mo rapaHTUU He NPUHUMAIOTCH, U
cUcTeMa MOXEeT 3KCMyaTUpoBaThCsA NOJSib30BaTE/IeM TONbKO Ha CBOIA
COBCTBEHHbIN puUCK.

MepepaboTKa

n poe 3neKTpuyeckoe n 3N1eKTPOHHOe obopyfoBaHue MOANEXUT
yTununsaumm oTAenbHO OT 06bIYHbBIX GbITOBbIX OTX040B. B KayecTBe
anbTepHaTUBbLlI cMCTEMA MOXeT 6biTb nepegaHa B Smith & Nephew
ANna Hapnexauieli nepepaboTKu.

BO3MO>XHbIe HeXkenaTesibHble
ABNEeHUA

B03MOXHble HexenaTesibHble ABNEHUA, KOTOPbIe MOTYT HabnogaTbea

nonb3oBaTtesiem:

1 OcnabneHune, crnbaHue, TPeWwnHbl nnu pas3nioMmbl KOMNOHEHTOB
MMNNAHTOB UAN UHCTPYMEHTOB.

2 WHdeKkynn, Kak rny6oKuX, Tak U MOBEPXHOCTHbIX TKaHeM.

3 HeonpaBfaHHOe NoBpeXAeHWe MSATKUX TKaHel, BKA4as
CUHAPOM coyfapeHus.

4 Peakuuu TKaHeii, BKloyalowmue makpodarasbHble peakyum u
peakuuy Ha WHOPOAHbIe Tena, BO3HWKAKOLNE B CBA3U C
MMANaHTaMU.

5 OcnabneHne BMHTA, KOTOPOE NPUBOAUT K YBEIMYEHUIO
ANUTENbHOCTW XUPYpPruyeckoit onepauumn, HectabunabHoOCTU
umnnaHTa n/unm Heo6xoAMMOCTN PEeBU3NOHHOK onepaumnu.

0 YBeNnnueHue BpeMeHW onepauuy M3-3a OTCYTCTBUSA
LeneBoro oTBEPCTUS, HEKOPPEKTHOW pa6oTbl/owWn60K
nporpamMmMHOro o6ecne4yeHns, HeCOBMECTUMOCTU WK
HEBO3MOXHOCTW pacno3HaTb W3fenve, NOBPeXAeHUA wuau
HEeNCnpaBHOCTU MHCTPYMEHTA.

C ApYyrMMN HexenaTefibHbIMW ABNEHUAMMW, CBA3AHHbLIMU C

MCNONb30BaAHNEM COBMECTUMbIX WHTPaMeynnapHbiX CTEepXHeNn,

MOXHO 03HAKOMUTLCA B COOTBETCTBYHLWMUX MHCTPYKLUAX NO

akcnayaTtaumu.
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Coo0LEeHNA 0 HeXenaTe/bHbIX
ABIEHUNAX

Ecnu B npouecce uan B pe3ynbTaTe UCNOMb30BaHWUS [aHHOTO
n3genusa npovsoiifeT cepbe3Hblii MHUNUAEHT, coobWwnTe 06 aTom
npounssogutento (comDlaints@smith-neDhew.com1u B Bawwm
rocygapcTBeHHble OpraHbl BAacTu.

CpoK cny>k6bl n3genuvs

Bce obopyfoBaHue (Kpome 04HOPa30BbIX MHCTPYMEHTOB)
paccuyMTaHo Ha CpPoK CnyX6bl He mMeHee 10 nert.
CpoK rogHocTu cBepa u 30HA0B cocTaBnaeT 10 net

Cuctema TRIGEN SURESHOT BkntwoyaeT usgennsa
OJHOKPATHOTO U MHOTOKPATHOTO NpuMeHeHUs. CPoK CNyxX6bl
0 HOPa30BbIX U3eNnit 3akaHYmMBaeTca nocne nUx
OlHOKpaATHOTO NpuMeHeHuUs. Cpok cnyx6bl UHTepdeiica
TRIGEN SURESHOT 2 onpegensietca BO3MOXHOCTbIO
npoAos/HKeHNsa akcnayatayuu. Ans nonyyeHus
[ONONHUTENbHOW MHpopMaLnn 0 PYHKLNOHANbHbIX
npoBepKax W aKcnnyaTaunMoHHOW rofHOCTU MHTepdelica
TRIGEN SURESHOT 2 cm. cnegytouwune pasjesibl JaHHOTO
fokymeHTa: «[lpoBepka [OCTOBEPHOCTU», «TexHn4yeckoe
ob6cnyXunBaHue».

CpoK cnyX6bl XMPYypruyeckmx UHCTPyMeHTOB cuctembl TRIGEN
SURESHOT gna MHOrokpaTtHOro NnpUMeHeHua 3aBUCUT OT
MHOXecTBa (hakTopoB, BKAOYasa cnocob u NpoAo/MHKUTENbHOCTb
NCMnoNb30BaHUA, a Takxe obpaljeHne ¢ HUMKU Mexay
NCMNONb30BAHUAMUN. BHUMATENbHbI OCMOTP M DyHKLMOHANbHAA
npoeepka usfenus nepej ucnonb3oBaHnem — 3To Haubonee
ONTUMaNbHbIL cNoco6 onpesennTb OKOHYaHUe cpoka CAyX6bl
MeANLUHCKOro nsgennsa. He ncnonb3yiite nsgenns, nMmerwoume
ABHble NPU3HaKW MoBpexXAeHna uaum usHoca. K npusHakam
noBpeXAeHUa 1 n3Hoca U3genns MOryT OTHOCUTLCHA, B YHaCTHOCTH,
Koppo3us (Hanpumep, pXaB4yMHa, To4eyHas KOPPO3nA), NU3MEHEeHue
uBeTta, 60/blWOe KOAMYECTBO LapanuH, pacTpeckuBaHue MOKpbITUA,
UCTEPTOCTb M TPewuHbl. N3genns, paboTalolwme HeHagnexatwmm
o6pa3om, n3fennsa c HepacnosHaBaeMOil MapKUPOBKOWA,
OTCYTCTBYWOLWUMU UAN yAaaneHHbIMU (CTEPTbIMU) HOMepamu
feTaneii, NoBpeXAeHHble UAW CUbHO W3HOLWEHHbIE N3AeNns
NCMONb30BaTbLCA HE [JOJNIKHbI.



XK NPEAYMPEXAEHWE: He oTKNOUaliTe nutaHue
BO BpemMs paboTbl cucTtembl!

A NMPEAYMPEXAOEHWME: OnacHoCTb noBpeXaeHuns
M onpokugbiBaHnsA!

MpumeyaHne: ycTaHOBUTE CUCTEMY Ha MPOYUHYIO
rOpM3oOHTaNbHY0 NMOBEPXHOCTb C Hecylleil cnocoGHOCTbIO
He meHee 10 kr (22 dyHTa)

A NPEAYMPEXAEHWUE: Bo nabexkaHne pucka
nopa>keHusi 3aIeKTPOTOKOM o6opyfoBaHue cnegyert
noAKNUYaTb K CeTU 3/IEKTPONUTAHUSA TONbKO C
NpPYMEHEHNEM 3aLMTHOTO 3a3eM/IEHUS.
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KpaTkoe pyKoBOACTBO

MecToHaxo>XxXgeHue
KOMIMOHEHTOB

1. WnTepdeiic TRIGEN SURESHOT 2
2. Kabenb nutaHus (B 3aBUCUMOCTMW OT CTPaHbl)
3. Cnot gna pykosojcTBa nonb3osartens

Cxema nepepnHewn naHenwu

1. TMopTbl ceHcopa
2. TMopTt Hanpasutens SURESHOT 2
3. CeHCOpHbIN 3KpaH MHTepdeiica

‘:'msmith&nephew
TRIGEN"

SURESHOT™
Ostal Targeting Syslerr

Cxema 3agHel naHenmu

BbikntoyaTtenb NuUTaHus

CeTeBoe nogkntyeHne (BXof ycTpoicrsa)
USB-coefuHeHna (TONbKO ANA CEPBUCHOrO NepcoHana)
Bupeo-Bbixon VGA (pa3speweHune 1280 x 800)
Bupgeo-sbixogq HDMI (paspeweHne 1280 x 800)

o M w N R



MpumeyaHune: BHewHee obopynosaHne, npegHasHayeHHoe ANA
NOAK/MIOYEHNSA K CUTHANIbHOMY BXOfY, CUTHa/lIbHOMY BbIXO4Y WK
OPYTM COEAMHEHUSAM, JO/DKHO OTBeyaTb TpeboBaHUAM
cooTBeTCTBylOUWero craHgapra, Hanpumep, IEC 60950-1 namn IEC
62368-1 onsa 1T-o6opypoBaHus u IEC 60601 gnsa MeanLMHCKOTO
anekTpoobopyaoBaHusa. Kpome Toro, ntobble nogobHble KOMBUHaALUK
MeANLUHCKNX 3NeKTPUYECKUX CUCTEM JO/DKHbI OTBEYaTb
Tpe6oBaHMAM 6e30MacHOCTU, YKa3aHHbIM BO BCMOMOrate/sibHOM
ctaHgapTte IEC 60601-1-1 nnn obwem ctaHgapTe IEC 60601-1,
pegakuna 3, ctatbs 16. /lln6oe o6opynoBaHne, He oTBevallee
TpeboBaHNAM K TOKY YTE€UYKMN, W3/T0XKEHHbIM BO BCMOMOraTesnbHOM
ctaHgapTte IEC 60601-1, 4O/MKHO HAXOAUTLCA BHE 30HbI,
OKpyXatleli nayneHTa, T.e. Ha paccTosHUU He MeHee 1,5 M OT Hero,
Ny 3anuTeiBaTbCA OT pasfjensiolero TpaHcopmaropa B Lensx
CHUXEHNS YPOBHSA TOKA YTEYKMU.

No6oe nuuo, ocywecTensolWwee NOAKAIOYEHNE BHELWHEro
060pyA0OBaHUA K CUTHaNbHOMY BXOAY, CUTHANbHOMY BbIXOAY UAn
APYTUM COeIMHEHUAM, yCTaHaBNMBaeT CUCTEMY U, ClefoBaTesibHO,
oTBevaeT 3a obecnevyeHne COOTBETCTBUA CUCTeMbl TpeboBaHUAM. Mpu
BO3HWKHOBEHUW COMHEHUII HE0b6X0AMMO 06paTUThLCA K
KBanUMULUMPOBAHHOMY MeLULUHCKOMY TEXHUKY WAWN NOKanbHOMY
npeacTaBUTENO KOMMNAHUN.

Paboune HaBUrauMoOHHbIE YacTu

HanpaButens SURESHOT 2 (Pab6oyas 4acTb, Tun BF)
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NMPEAYNPEXAOEHNA:
MakcnmanbHas TemnepaTtypa Kopnyca
HanpaBuTesnsa MOXeT pgocturate 477~C npu
TeMnepaType okpyxatuieii cpeabl Bbiwe 30°
C. MpoponmkunuTenbHOCTb KOHTakTa Kopnyca

HanpasuTtensa C OTKPbITbIMKU ydaCTKaMn KOXMU

nauymeHTa He [OJIXKHA MNpeBbllWaTb OfHOM
MUHYTbI.

cneayet y6eauTbcs B TOM, 4TO Kopnyc
HanpaBuTenss He noBpexgeH (oTBepcTus,
paspbiBbl, TpeuuMHbl). [Npu noBpexaeHUun
Koprnyca WM COeAUHUTENA WCnosb3oBaHue

HanpaBuTens nepecTtaeT 6bITb 6€30MNACHbIM.

M3pgenne nocTtaBnsieTcs B HECTEPU/IbHOM
COCTOAHUM MNepej UCMO/Ib30BAaHUEM MOANMEXUT
oyncTke u cTepusmsaumn B COOTBETCTBUU C
NHcTpyKunei no yxoay, TeXHU4YecKomy
ob6cny>kKnBaHMIO, O4YUCTKE W cTepunaunsaymnun
opToneanyeckux usgennii Smith & Nephew

NMPEAOCTEPEXEHUNA:

fi HanpaBuTenb MCNONb3yeTCA B CTEPUIbHOM
cpeAe W MOXeT BCTynaTb B KOHTakT C KOXeil
nayuMeHTa. BTynku BCTaBNslOTCA B pas3bem Ha
HanpaBuTens W BCTynawT B NPsSMOW KOHTAKT C
KOCTbI0.
ecnu nocne noagKNwUYeHns K  WHTepdeiicy
HanpaBWTeNb He pacno3HaeTcs, 3HAYNT UMeeT MecTo
fAedekTn HanpaBUTeNb HEOO6XOANMO 3aMeHNTb. (CM.

TakXe pasgen MoaknwoyeHne Hanpasutens
SURESHOT 2).
CnomaHHble n noBpexpageHHble KOMMNOHEHTbI

nognexar He3aMe4NNTeNbHOW 3aMeHe n oTnpasBke B
KomnaHutio Smith & Nephew Inc.

30HAbI SURESHOT (Pa6ouyas 4dacTtb, TMn BF)
30HA4 SURESHOT gna ctep>xHe META

30H[

ncnonb3lyeTca B KayecTBe NHTpamMeaynndapHoro

faTyMKa BHYTPU CTEPXHS B KOCTWM NalueHTa.



JaHHOoe wu3genne nocrtaBfisieTcss B CTEPUJSIBHOM
BUuae, ctepmnusaunsa aTUIEHOKCUAOM, U ABAsAeTcs
OJHOPAa30BbIM.
ecnin ynakosBKa noBpeXjeHa 3amMeHuUTe wusgenune
HOBbIM CTEPU/IbHBIM YyNMaKoBaHHbIM 30HA0M,
He noaBepralite 3oHAbI SURESHOT noBTOpHOI
crtepunnsaunn.
MPEOOCTEPEXEHWME: ecnu nocne nogknw4yeHWs K cucrteme
30HJ He pacnosHaeTcs, 3HAa4YUT MMeeT MecTo AedeKkT W 30HA
Heob6xoammo 3ameHuTb, (Cm. Takxe pasgen «MoaknwoyeHue
30HAa»).
MPEOOCTEPEXEHWE: CnomaHHble n noBpexX/AeHHble
KOMMOHEHTHl nojnexar He3aMeANNTEeNbHOW 3aMeHe U OTNpaBKe B
komnaHuio Smith & Nephew Inc.

Xmpyprmyeckasa TexXHuKa -
noAroToBKa K onepayunmu

M<3HHasi TEXHUKa C UCMNO/SIb30BaHNEM 3/IeKTPOMarHuTHOM
HaBUTaLMOHHOW xmpyprunyeckoi cuctembl TRIG6N

SURESHOT nepekpbiBaeT  TONbKO cneuynduyecknii aTan
6/10KMPOBaHMNSA «CcB0O6GOAHOMN pPYyKOM» oTBEpPCTUiA
MHTpameaynnapHbIX CTepXHEeN. MonHoe onucaHue
XUPYPruyeckoil TEXHWKN MNPUBOAUTCA B PpamMkax KOHKPETHOWA
XUPYPrMyecKoil MeToAUKN YyCTaHOBKN CTEPXHA.

HacTpoiika nHtepdeiica
Mocne noAroToBKkM CTepunbHOro nonsd, cnepgyet nNOMeCcTUTb

UHTepgeiic B Tpebyemoe HecTepuaibHOEe MeCTO W BK/OYUTH
nuTaHue.

MPEAOCTEPEXEHWE: He cnepyet pasMmewartb pagom  C
nHTepdelicom apyrne anekTpuyeckue yctpoiictea. Cm. Ttabnuuy
eYKaszaHus u geknapaunws nNpou3BoauTens - NPOCTPAHCTBEHHbIN
pasHoC» B KOHLUEe HacToAlero JoKymeHTa.

MpumeyaHue: ecnum uHTepdeiic He BKAOYaeTcs, Heo6XoAUMO
y6eanTbCca B TOM, 4TO BbiK/JlOYaTenb HaxoAWTCA B MOJIOXKEHWUN
«BKM.».

MpumeyaHune: gnsa oTkno4veHUs nHTepdelica TRIGEN
SURESHOT 2 oT ceTu wucnonb3yeTca BXOf YCTpoiicTsa,
pacnonoxeHHbli  noj  BblkaoyaTenem  nutaHus.  [oaTomy
UHTepdeiic He cneayeT pacnonaraTb Tak, YTOObl BXOA Haxoguacs
B TPYAHOAOCTYNMHOM MecTe.
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KoH q) nrypauus nporpamMmHOro 4. HaxxHunTe knaBuwy «HacTpoliku» (Settings) B BepxHeM
npasoM Yrnay skpaHa.
obecneyeHunda

Ona  BkAOYeHUA WA OTKNOYEHUS  OTAENbHbIX  PYHKLWIA D
nporpamMMHoro o6ecnevyeHuns, Mcnonb3yiite cneaywume warun ans

Heo6XoAUMbIX W3MeHeHUli. [aHHOe nporpammHoe obGecnevyeHue

MOXeT BKAlO4YaTb, HO He orpaHuuymBatbcsA cTepXHAMM TAN/FAN,

BapuMaHTaMn SINOHCKUX CTepPXHeW, cTepxHsmu META-TAN, onuuu

n3MepeHuns rny6uHbl CBepsieHUs, NMOBOPOTa CTEPXHA Ha 3KpaHe C MHOMLC><
NOMOLLbI0O HanpaBuTensa, cneuynanbHyw BTYNKY AnNa cBepnia W

OTK/IlOUeHMne V2.

1. Haxxmute knaBuwy «MeHo» (Menu).
2. BoibepuTe knaBuwy «CsBepeHus» (About) B packpbiBatklemcs

cnmcke. 5. CneBa Bbi6epute «A3blk» (Language), 4TO6bl OTKPbITh

cnepywmnn aKpaH:

11l
6. B npaBOM OKOLWKe BblbepuTe TpeGyeMblil A3bIK.

7. CneBa Bblbepute «lMpunoxeHue» (Application), 4yTo6bl OTKPbITb

3, Boibepute knaBnwy «AamuHuctpuposaHue» (Administration). .
cnefyoWwnin akpaH:

8. Haxmute QyHKUMIO, KOTOPYH HYXHO WU3MEHUTb, YTOGbI
BKAKUYNTb WM OTKAKUYUTb 3Ty (DYHKLMIO. BKIOUYEHHble PYHKLUMN
oTo6paxalTcA YepHbIM TEKCTOM C 3anofIHEHHbIM  (h1aXKOoM;
OTKNOYEeHHble (YHKUMM oTob6paxawTca CcepblM TEKCTOM C
He3ano/NHEeHHbIM (haXKOM.
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9, Mo 3aBepweHnn HaxmuTe knasuwy «BosspaTt» (Return) B Mpn ycnewHoMm NOAKNOYEHUN K UHTepdelicy HanpaBuTenb
BEPXHEM SIEBOM YI/y. SURESHOT 2 u3MeHWUT CBOW LBET Ha OpaHXeBbliA.

10. Haxmute knaBuwy «Cuctema TRIGEN SURESHOT»

(TRIGEN SURESHOT Distal Targeting) B LeHTpe 3kpaHa,

4YTO6bl BEPHYTHLCA K NPUIOXEHNIO 6OKMPOBAHUA.

WTPTOM SURESHO T1lkrg«ar

n OAKNIOHEHNE HanpasuTens MPEAOOCTEPEXXEHWE: Kopnyc HanpaBuTens MoXxeT BCTynaTb B

SURESHOT 2 KOHTaKT ¢ mayneHTOM, NO3TOMY OH BCe BpeMS [JO/IXKeH
ocTaBaTbCsl B CTEPUbHON 30He. TOoNbKO Kabenb C KOHHEKTOPOM

Kak TonbKo Ha gucniee NosBUTCA 3anpoc Ha MOAKNOYeHUe BbIXOASAT U3 CTEPUbHOW 30HbI.

WHCTPyMeHTa, noacoeanHute HanpasuTens SURESHOT 2 (7169-

2801) k nopTy HanpaBuTensa Ha uHtepdelice TRIGEN SURESHOT 2. MPEOOCTEPEXEHWE: ina o6ecneyeHuns Hagnexauiei
TOYHOCTW MOACOEAMHNTE HanpaBuTeNnb, No KpaliHel mepe, 3a 10
MWHYT [0 BbINONHEHUA NpoLeAypbl 6/10KMPOBaHUS.

SUEESHfT Probe SURESHOT TvQ«ar Mpumedanua:
not found
Mcxona U3 OPUEHTUPOB, KOHHEKTOP Nerko
noacoefguHseTcs. He npuknagbiBaite N36bITOUHbLIX
YCUNUIi NpY NOAKMIOYEHUN COeAUHUTENSA K MOPTY.
Ecnn HanpaBuTenb MOAKMIOYEH K cucTeme
Hagnexalwmnm o6pasom, a NpPUIoXKEeHUe 0CTaeTCs Ha
aKpaHe B TeuyeHue 6osiee yem 30 CeKyHA, Cyl ecTByeT
\ BEPOATHOCTL TOTO, YTO HanpaBuTeNb 6bi/1 MOBPEXAEH B
X0fle OYMCTKK/CTepunusaymu. B gaHHoM cnyuyae
Heo6X0ANMO MCNONb30BaTb APYroil HanpaBuUTeNb.
CocTaBnAlwme KOMNOHEHTbI CUCTEMbI MOXHO
NoACOeANHATL W OTCOEANHATL OT CUCTEMbI B M0G0
MOMEHT BpeMeHu npu paboTaiouieM NpuaoxeHun. Ha
aucnnee oTo6paXaeTca aKpaH, yKasblBaloumii Ha
OTCYTCTBME KOMMOHEHTA.
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Xunpyprudeckass TeXxHUKa- rnocsie cbopku MHTpamMeaysIIsipHOro

CTEP>XKHSI U HanpaBuUTensi ceepsia

BbIGoOp 1 ycTaHOBKa 30HAa

YcTaHOBUTE COOTBETCTBYHOLW NI 30HA U UCNONb3YHTE OrpaHUYUTENb ANA UHTPAMEAYNNSAPHOTO CTEPXHS W BbIGPAHHOTO

HanpasuTena ceepna.

MPEAOCTEPEXXEHWE: Ana ycTaHOBKMW OrpaHM4ynTens B COOTBETCTBUWN C NPpUBEAEHHbIM n3obpaxeHnem TpebyeTcs pacnonoXuTb
30HAbI Hagnexawum obpasom. HecobnwogeHne aToro TpeboBaHUA MOXET CKa3aTbCA Ha TOYHOCTM HanpaBaeHUs.

SURESHOT META- SURESHOT META- SURESHOT
NAIL NAIL 30HA HanpaBnsilowmii SURESHOT
30HA4 HanpasnswwWwnii 30H/ HanpasnsAw WM ans ctepxHeii TAN/FAN
SURESHOT gns ctepxHei SURESHOT gna (7169-2815)
META cTepxHeli SEMI-
(7169-2814) EXTENDED (7169-
2803)
1 J
| b
K

KpacHblii 30H[ CUHWIA 30HA

Mcnonb3yeTca TOMNbKO Mcnonb3yeTtca TOMbKO C Mcnonb3yeTcs TONbKO C

CO CTaHAapTHbIM HanpasuTtenem ceepna SEMI-  Hanpasutenem ceepna TAN/FAN
HanpasuTenem csepra EXTENDED (7165-4524) (7163-1021)

META (7165-4502) N HanpasuTenem csepna META-

TAN (7163-1451)

YcTaHOBWTE 30H[ B 3aBUCMMOCTU OT ANUHbBI MHTPaMeyNnspHOro CTEPXHS

SURESHOT

30HA HanpasnsoWwmnii
SURESHOT gna
cTep>xHeit HUMERAL
(7169-1152)

TeMHO-3e/IeHblil 30HA
Micnonb3yeTca TOMbKO €
nneyeBblM
HanpaBuTeneMm ceepna
(7175-1129)

B cnyyae META B cnyuae TAN/FAN n META- B cnyvae HUMERAL

6oposakn AONXKHEI GbiTh TAN 60pO3LKN JO/KHbI ObITh

60p034KN AOMKHbI 6bITb

Hanpas/ieHbl Bnepea. HanpaB/ieHbl naTtepasibHO.

Hanpas/lieHbl MeAnanbHO.
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Moakno4yeHne 3oHA4A

MoAcoeAUHUTE 30HA K OAHOMY M3 NOPTOB Ha
UHTepdeiice.

MofATBEPAUTE BbINONHEHUE NPOBEPKM MOAKMOUYEHUSA 30HAA.

SURESHOT Probe
META connected

f

MpumevaHna:

. Mpu “cnonb3oBaHUM BHEWHUX OPUEHTUPOB, YCTaHOBKa
coeAMHUTENA He AO/KHaA npeacTaBnATb npobnem. He
npuknajbiBainte n36bITOYHbIX YCUINA NPU NOAKAIOUYEHUN
coeanHutens. [pocTo noBopayuBaliTe COeAUHUTEND,
noka MeTKM He 6yAyT ykasbiBaTb Ha 12 4yacos.

. Ecnu  30HA NOAK/MIOYEH K CUCTeMe  Hajgnexawum
o6pa3om, a coobuieHne «30HfA He HalifjeH» ocTaeTcs Ha
3KpaHe B TeuyeHue 6Gonee yem 10 cekyHp, cyuwecTByeT
BEepPOATHOCTb pAehekTa wAM MoBpexAeHWs 30HAa. B
[laHHOM c/lyyae 30HJ Heo6X04MMO 3aMeHUTb.

. KOMMOHEHTbl MOXHO NOACOEAUHATbL W OTCOEAUHATbL OT
cucTembl B N1060/i MOMEHT BpeMeHuW npu paboTawouiem
npunoxeHun. Ha paucnnee oTob6paxaeTcs  3IKpaH,
yKasblBalolWwmnii Ha OTCYyTCTBUE KOMMOHEHTA.
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npu nogknwoyvyeHun 3oHga HUMERAL noasutca cnegywouwee
npeaynpexpjatwuiee coobuieHue:

A

NMPEAYNPEXAOEHWE: He ucnonb3yiiTe HanpasBuTesnb
SURESHOT 2 Ha paccToAHUK MeHee 200 mm oT
YyCTAaHOBJ/IEHHOr0o KapamoctumMmynsartopa.

Bbl60p BTYNKWN ONA CBepJ/ia
Bbibepute gAnMHYy ucnonb3yemoin BTynku ceepna (7169-2804,
7169-2805, nnn 7169-1165 n 7169-1166).

DfiU Stoeve Selection

Long Combo Long

Apyryio BTY/IKY MOXHO Bbi6paTb B 11060/ MOMEHT BpeMeHN B xoje
BbIMNOMIHEHUA Mpouefypbl, OTMETUB COOTBETCTBYIOLW NI BapuaHT B
packpbiBalWeMCcsa MeHI0 WKW HaxaB BKnafjKy BTY/IKW cBepia B
HUXXHEM NpaBOM yray HaBUTaLWOHHOTO 3KpaHa.

MpumeyaHune: B cnyvyae cTtepxHeit HUMERAL oTo6paxaetcs
TONbKO OfMH BapuaHT BTynku ceepna (7169-1154).

Orill Sleeve Selection



JKpaH BblbOpa MmnnaHTtTaTa

META-TAN
BbiGepuTe TN MHTPaAMeAyN/IIPHOTO CTEPXHSA U ero pasmep.

META-NAIL HnpurtSw tction
N\
®
@ @
©
Mok SMKfegn
TAN/FAN IOMUQD
Hrperi SWIMT
1 ®
© / ©
Ctep>xXeHb HUMERAL
o“elm upivh beVaHS N
e iKvVIMbH ’

62)

girtenavin MpumeyaHune: Apyroil MHTpaMeLyNNsAPHbIA CTEPXKEHb MOXHO
M BbiGpaTb B M0G0 MOMEHT BPEMEHU B XOAE BbIMONHEHUS

npouesypsl, OTMETUB COOTBETCTBYHLWMNIA BapuaHT MMNNaHTaTa
B packpbiBalOLWEMCS MEHIO UNW HaxXas BKNAAKY MMniaHTata B
HWKHEM N1€EBOM YrNy HaBWUTaLLMOHHOTO 3KpaHa.
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MopacoeanHeHue BTYNKWM ANA cBepna

MN0THO 3aKpenuTe BbiGpaHHY BTY/NKY A8 CBep/a Ha HanpasuTene.

MpumeyaHue: KopoTkue n ANUHHbIE BTYNKWN Ana ceepna (7169*
2805, 7169*2804 1 7169-1166) MOXHO BbITAWNUTb U3
HanpaBuTens, Mcnoab3ysa MonoTok (7167-4082).

MpumeyaHune: BTtynky ana ceepna SURESHOT HUMERAL (7169*
1154) MOXHO BbITaWNTb N3 HANPaBUTENSA , UCNOb3YSA MONOTOK
TRIGEN (7175-1135).

MpoBepkKa TOYHOCTM PaCMoO/IOXKEHUNS
6/10KNPYEMOro OTBEPCTUSA B
onepauuoHHOM none

BcTaBbTe 30HA C YCTAHOBMIEHHbIM OrpaHuyuTenem yepes
HanpaBWTeNb CBepaa ¥ KaHM MHTPaAMeaynnspHOro CTEPXHS.

YcTaHOBUTE OrpaHMYUTENb Ha HanpaBuTene ceepna. Yb6egutech
B NPaBWIbHOCTU OPUEHTALUN 30HA4A WU COOTBETCTBUW MOJSTOXEHUSA
OrpaHUunTENs W ANUHBI

MHTPaMeAyNNSPHOTO CTEPXHS.

%

MPEAOOCTEPEXEHWE: KomnoHeHTbl cuctembl TRIGEN

SURESHOT He nopgnexatr UCNoO/b30BaHUIo BMecTe ¢
9KCTEH3MOHHbIM HanpaBuTenem META-NAIL (7165-4503) nnun
cTaHAapTHbIM HanpaBuTenem ceepna SURESHOT (7163-1134).

MPEAOOCTEPEXEHWE: Bce VHCTPYMEHTa/IbHble kabenwu
cnepyeT MONMHOCTbIO pasmMoTaTh, a Ntbble Ka6enum M36bITOYHON
ONVHBL  cnepyeT pacnofnaratb BHe W3MEPUTENbHON  30HbI
HanpasuTens.

MPEOOCTEPEXEHWE; Aina obecnevyeHnsa TpebyemMoi TOUHOCTU
cucTemsl npoBepKy TOYHOCTMN cnepyet BbINONMHATH
HenocpeACcTBEHHO B ONepaLuoHHOM none.

Pacnonoxute WHTpamMefynnsapHbIi CTEPXEHb CO BCTABAEHHbLIM
30HJOM OKON0 KOHEYHOCTU naumeHTa. PasmecTuTe HanpaBuUTENb
Haf 610KMpPYyeMbIMW OTBEPCTUSAMU W MNpoBepbTe TOYHOCTb
nHTepdeiica.

tt

Onuwua - npoBepkKa TOYHOCTU B
onepaumnoHHoM norne
[ononHnTenbHas NpoBepka TOYHOCTW MOXET BbIMONHATLCA B

[AHHON TOYKE B COOTBETCTBUMU C MHCTPYKLUSMU, NPUBELEHHBIMU
B pasgene «TexHU4yeckoe 06CNyXMBaAHUE.

B cnyyae META
60p034KN AO/MKHbI
6bITb HanpasneHbl
Bnepegj.
Wcnonb3yeTca
TONbKO CO
CTaHJapTHbIM
HanpasuTenem
csepna META (7165-
4502)unnmn
HanpaBuTenem
csepna SEMI{7165-
4524).

B cnyyae TAN/FAN nu
META-TAN 60po3aKu
LONMXHbI ObITb
HanpaBneHbl
mMeAnanbHo.
Mcnonb3yetcsa
TONbKO C
HanpaBuTenem
csepna TAN/FAN
(7163-1021) u
HanpaBuTenem
csepna META-TAN
(7163-1451).
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B cnyvae HUMERAL
60p034KN AO/MKHbI
6bITb HanpaB/eHbl
natepasnbHO.
Ncnonb3syeTtcsa
TONbKO C MieyeBbiM
30HAOM (7169-
1152).



MOBOPOT N306PAXKEHUST CTEPIKHSA

Ha aKpaHe

MoBOpPOT N306pPaXXeHUSA CTEPXKHSA Ha
9KpaHe c NOMOLULLIO HanpaBuTens

B Bepcun 4.0 nporpammHoro obecneyeHus peanusoBaHa HoBas
PYHKUMA, — BO3MOXHOCTb yNnpaB/ieHUs BpaleHnem CTepXHSA ¢
NOMOLLbI0O PYyYHOTro NoBOpOTa HanpasuTens 6e3 UCNoONb30BaHUA
CEeHCOPHOTo aKpaHa MHTepdeliica.

1. Ana aKTUBaLUN (PYHKLUMN BpaLLeHNS CTEPXHS Ha 3aKpaHe
oTBeAUTe HanpaBUTe/Nb B CTOPOHY OT MMNAaHTaTa.

2. Mocne oTBeAEHUS HampaBWTe/s Ha 3KpaHe MOABMTCA
cooblieHne 0 HeO6X04MMOCTM MOBOPOTA HanpaBuTens Ans
BK/OUYEHUS (DYHKLNWN BpaWeHUs CTEPXHS.

3. Kak Tonbko PyHKLUSA BpaweHns 6yaeT akTUBMpOBaHa,
NonbL30BaTe b CMOXET MOBEPHYTb HaNpaBuUTeNb A4S
No3VLMOHNPOBAHUS MMNAHTaTa B 3aBUCUMOCTU OT
MosoXeHUs nauueHTa.
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MpumeyaHue: HanpaBuTenb AO/KEH 0CTaBaTbCA HEMOABUXHbIM.
MepeMeleHne HanpaBuTens B CTOPOHY WMNAaHTata npu ero
BpaweHWn npuBeAeT K OTKAOYEHUI GYHKUWM  BpaleHus
umMnnaHTara.

MpuMeyaHne: [aHHYl0 (GYHKLUIO MOXHO OTKIHYUTb B MEHIO

HacTpoek, BbIMOAHUB  [AeACTBMS, OMNUcaHHbie B  pasgene
KOHUrypayum nporpamMMHOro oGecneveHuns faHHOTO
pyKOBOACTBA.

MoBOPOT N306pPaAXKEHUSA CTEPXKHSA C
Mcnosib3oBaHMeEM MOHUTOpa

ONa KaxXAoro WHTpaMeAyNIAPHOro CTEPXHSA NpefycMOTPeHo
HeCcKoNbKO npeABapuTenbHO 3af,aHHbIX HacTpoek,
BbIGMPaeMblX aBTOMaTUYECKN B 3aBUCHMOCTU OT MOJSIOXKEHUA
HanpaBWTENS MO OTHOLWEHWIO K CTEPXHI. [laHHble HacTPOWiKK
MOTYT He COOTBETCTBOBATb YC/NIOBWAM Ha onepayuun, noaTomy
MMeeTCs BO3MOXHOCTb MaHyanbHOW KOPPEKTUPOBKMU.

Ons noBopoTa akpaHa
HaxMnTe Ha Kpall 3KpaHa u «nepeTawuTe» BUA N0 4ACOBOA UAn
NPOTWUB YaCOBON CTPENKN.

Ons c6poca HacTpoiiku
HacTpoiiku NoBOpOTa MO YMOMYAHWNIO MOXHO BOCCTAHOBWTb, HaXaB
Ha LEeHTp akpaHa.



Xnpyprumyeckas TeXHUKa -
AVNCTaNlbHaa HaBurauus

NMPEAYNPEXAOEHWE: CnepyeT y6eanTbca B TOM, 4YTO B

30HEe HanpaBuTensd HeT gpyrux MmetaaindecKnx

06beKTOB (BKNOYasaA MeTasiIMYecKue TpeyronbHUKN).

MeTannmyeckne o6beKTbl Bbl3biBAlOT NOMEXH,
OKa3sblBarwuwune BNdHME Ha TOYHHOCTb CUCTEMBbI.

YcTaHOBKa 3o0H4a u orpaHmnyumnTend

BcTaBbTe 30HA W OTPAHWUYNTENb B UHTPAMEAYNNAPHbLI CTEPXEHD,
KaK onucaHo B pasgene NpoBepkM TOUHOCTU GJOKUPOBAHHOTO

1 'epcTvis Ha Mpeablaylweit cTpaHuue.
;<pumeyaHue: O3HAKOMbTECh C MpeAoCcTepeXeHUsiMu B pasgene
«MpoBepKa TOYHOCTU 6NOKUPYEMOTO OTBEPCTUS».

Pa3pe3 KoXu

Pacnonoxute 3y6yaTblii HAKOHEYHUK BTY/NKW cBepna (06BefeHHbIN
3eleHbIM Kpyrom) Hapg TpebyembiM 610KMPYEMbIM OTBEPCTUEM WU
BbIMOMHUTE MepBOHayanbHbIi paspes.

MpumMeyaHue: Mpu BbINONHEHUN JAaHHOW Npoueaypbl ¢
npyMeHeHneM OAHOro U3 6eApeHHbIX aHTerpajHblX CTePXHeN
731GEN (TAN/FAN/peTCKMA/NOAPOCTKOBbI) aHTEBEPCUOHHbIN
«er3npaBuTenb ANst cTepxHel (7169-2816) cneayeT ncnonb3oBaTb
COBMECTHO C BTYNKOW Ansa ceepna 4.0Mm gna npepoTBpaleHns
BpaleHUs MHTpaMeaynnsapHOro CTePXHSA.

-
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Hasurauna (HaBepeHmne) Ha
6/1o0KMpyemMoe oTBepcTue

Mocne ycTtaHoBKW B HanpaBuTene ceepna SURESHOT (7169-2810
unu 7169-2811) nnn ceepna SURESHOT HUMERAL (7169-1155)
Hagnexalei 4AUHbI, BCTaBbTe HAKOHEYHUK BTY/IKM cBEpna
(OTMEYEeHHbI 3e/leHbIM KPYrom) yepes paspes [jo KOCTU.

TT

OTperynupyiite nonoxeHue Hanpasutens (OTMEYEHHOE KPACHbLIM
KPYrom) 0 COBMELLEHWNS LLEHTPOB 3€/IEHOT0 U KPacHOro Kpyra u
BbIMOMIHWTE CBEpP/ieHMe 40 NPOTUBOMO/IOXHOIO KOPTUKANLHOTO
CNos KOCTH.

A

MNMPEOAYNMPEXAOEHWE: CBepna SURESHOT

M3rotaBNMBaKTCA M3 MarHUTHOW Hep>kaBelowel ctanu,
Bbi3blBaloleil nomexn B paboTe cuctembl, NMNoaTomy BMecTo
HUX cnefyeT MCNOJSIb30BaTb 30/10TUCTbIE

HemarHuTHble cBepna SURESHOT n3 ko6anbTo-Xpom-
mMonnbéaeHoBOro cnnasa.

MpumedaHune: ns o6ecnevyeHNs TOYHOCTU CBEPNEHUA 3eneHbli
KPYr He [O/KEH BbIXOAUTb 3a 06/1acTb OTBEPCTUA
WHTPaMeayNnNsipHOro CTEPXHSA, 0TO6GpaaemMoro Ha HaBWUTraLMOHHOM
IKkpaHe.



4

Ecnn HanpaBuTenb BbIXOAWUT 3a rpaHulbl NpeAnoyYTUTENbHOTO
aManasoHa WAM MMETCS NOMEXWU CO CTOPOHbI MeTannyeckux
06beKTOB/3n1eKTpoo6opyA0OBaHUSA, 3eeHblii N KPacHbIN Kpyrn Ha
HaBWraLMOHHOM 3KpaHe MOTyT yTpaTUTb CTabUNbHOCTL U/Unn
nosBUTCA npegynpexaatwllee coobueHne. NMpu n36bITOYHOM YyPOBHE
nomex M3obpaxeHne MHTPamMeAyNNAPHOTO CTEPXKHA ucyesaeT ¢
aKkpaHa.

Poteftto|omursTa”rror”
Checki

MHpnkaTop KavyecTBa omepaLuoOHHOro NofsA pacnonaraeTtcsa B
eXHel yacTm akpaHa. MmeeTcs Tpu cTatyca kKavecTBa; «OK»,
-oepynpexgeHume» n «Ownbka»

FAMQulity
el
AVEOURY

OK: KayecTBO onepaynoHHOro nons
oTBevaeT Tpeb6oBaHWAM Hajgnexat,ero
PYHKLMOHUPOBAHNS CUCTEMDbI.

MpegynpexxaeHue: BeposaTHOCTb
noMex n3-sa MeTanmyecknx
06beKTOB/3N1eKTpPoO6OpPYyAOBaAHMUA.

Owmnbka: N36bITOUHBIN

YPOBEHb MOMEX.

OTcnexuBaHue MHTpaMeynnsipHOro
CTEPXXHS HEBO3MOXHO.

4N HEBO3MOXXHOCTW YCTPaHEHUA NOMeX cnefyeT NepeknoUYNTbLCS Ha
.N0Nb30BaHMNe CTAHAAPTHON METOAMKN C PEHTIEHONOTMYECKUM
obopypoBaHuem.

NMPELOCTEPEXEHWE: Bce UHCTpyMeHTanbHble Kabenu cnegyeT
NMOSIHOCTbIO pasmMoTaTh, a to6ble Ka6enn N36bITOUHON ANNHBI CleayeT
pacnofiaraTb BHE W3MEPUTENbHOI 30HbI C HANPABUTENEM.
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Xnpyprmnyeckasa TexHuka-
n3mepeHue rnybunHbl cBeprieHns

BapunaHT 1: N3amepeHune No Kannbposke
Ha cBepne

HauHuTe cBepnuThb 6nmxaliwnii KopTUKanbHblh cnoii koctu. Mepen
TeM KakK MPUCTYNUTb K CBEP/IEHUI0O faflbHEF0 KOPTUKa/NbHOTMO C0f,
n3MepbTe ANUHY NO KaNMOGPOBOUYHbIM MeTKkam Ha cBepne SURESHOT
4.0Mm (7169-2810 wnnm 7169-2811) unu csepne SURESHOT
HUMERAL (7169-1155).

Mepepn cBepfieHWEM MPOTUBOMOJIOXKHOTO KOPTUKAMbHOTO CNOS KOCTH
n3MepbTe AMMHY NO Kann6GpoBKe Ha CBEp/e W CKOppeKkTupyiTe
3Ha4YeHWe ANIVHBI C YYETOM TOJIWUHbl AaNbHET0 KOPTUKANbHOTO
cnosi. HanpaBuTenb W BTY/KA AO/KHbI YNUPaTbCS B KOCTb.

BapunaHT 2: N3mepeHUue c
mcnonb3oBaHuem MO gnAa onpepeneHna
rmyéumHbl ceepsieHnsd

Mpu ncnonb3oBaHWKM NpPOrpamMMHOro obecnevyeHns NA U3MepeHus
rny6uHbl CBEPNEHUS B BepXHeli yacTu akpaHa otobpaxaeTcs
cnepytouiee coobueHne «MoNHOCTbIO OTBEAUTE HanpaBuTenb A8
N3MepeHns rnybuHbI».

HauyHnTe cBepnnTb OTBEPCTME MO MecCTy 6nMXKaillero KOpTUKanbHOro
cnos KocTu. Mepepj TemM Kak NPUCTYNUTb K CBEPIEHUIO
NPOTMBOMONOXHOIO KOPTUKaNbHOIO CMOSA, OTBeAUTE HanpaBuTesnb K
MecTy COeVWHEHUSA CBepfa C CMN0BbIM 060pyfOBaHue, yaepxueas
cBepno Ha mMecte. OTKPOETCA OKHO W3MepeHUa rny6uHbl
3acBep/inBaHuA.



Drill Depth Measurement
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MpumeuaHune: He nosBopayunBaliTe pe3ko HanpaBuTenb No ocu
cBepna, MockonbKy 3TO NpuBefeT K OTKAOUYEHUIO NMPorpamMMHoii
hYHKULUN n3MepeHnsa rnybuHbl CBEpNeHnN.

Ecnu npu BbIYMCAEHUN 3HAYEHWS, pacCTOsiHWe Npu OTBeAEeHUU 1
npuBejeHUN HanpaBuTeNs o6paTHO He cCoBMajakwT, cucTema
BbiBEAeT npegynpexpjatoliee coobujeHune.

P<ii b>ame>back U jritf

Drill Depth Meas.i"emsnt

Staevo rot ntovpfi back lo bonr
Length not fogistoffd

27

Short

MpumeyaHue: MporpaMmHas YHKLUA U3MEPEHUS TNY6GUHbI
CBep/eHUs MOXeT 6biTb 3aKpbiTa B 11060/ MOMEHT BPEMEHN MyTeM
noBopoTa HanpaBuTens BOKPYr OCW CBepfa.

Mocne ycnewHOro 3aBeplieHns M3MepeHus rny6GUHbl CBepAeHns Ha
aucnnee oTo6pasnTcs W3MEpPeHHOoe 3Ha4YeHue ANINHBI U MecTo

o cBepfeHns
MonpobyiiTe nNpoOABWHYTb BTYAKY A0 KOCTWU, YTOGbI MPOBEPUTH P

M3MEPEHHOTO 3HAYEHUS ANUHbI. 3TO NO3BONSET y6eAUTLCA B TOM, YTO P>«1krgM arkackW lylsnM M >ndaoh
npu ABVMXXEHUW HanpaBUTENS CBEP/IO HE W3MEHUNO CBOE MOMOXEHUE.

Ecnn 3HayeHMe paccTOAHUS OTBeJEeHUA aHallorTM4HO PacCTOSAHULO

NPOABMXEHNS B CTOPOHY KOCTH, nosBuTCA coobueHune,

noATBepXjatolee TOYHOCTb BbIMONHEHHOTO N3MeEpPeHNA.

~nnedvaHwuve: Nocne n3mepeHna ANUHbLI NO CBEpPny W nepeg
apneHmnem nNpPoTUBOMOJ/IOXHOINO KOPTUKaNbHOIo C/104 KOCTU
cnepyeTt CKOppeKTupoBaTb 3Ha4YeHUe ANUHbI C y4eTOM TOIWUHbI

KOPTUKanbHOIo cnoA.
5 27 Detel* x

MpumevaHne: Onepaunsa NPOrpamMMHOr0 U3MepPeHUsa rNy6uHbI
CBEpPNEeHNSA MOXeT 6biTb MOBTOPHO BbINO/HEHA B NGO
COOTBETCTBYHLWMNA MOMEHT BpeMeHN. 3Ha4YeHne NocnejHero
n3mepeHus 6ygeT otobpaxarbca B JaHHOM MecTe.

3HayeHMe U3MepeHNs MOXeT yganeHo B 1I060 MOMEHT BpeMeHu
nyTem HaXaTusi Ha HOMep M3MepeHWs Ha CEHCOPHOM 3KpaHe.
MoAaBUTCA KNaBuLWa MOATBEPXAEHNA yAaneHns
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npoeengeHme BMHTa

BWHT ycTaHaBnuBaeTcA C WCNONb30BaHuWeM  HanpasBuTens U
WwecTurpaHHoi oTBepTkn SURESHOT (7169-2809 nnn 7169-1153).

X

NMPEAYNMPEXOEHWME: CTaHAapTHblIe WWeCTUrpaHHble
oTBepTkn SURESHOT mn3arotaB/iMBaloTCsa U3 MarHUTHOMN
cTanu, Bbi3blBawLWen nomexn B paboTe cuctembl. MNoatomy
MX He criegyeT UCMNONb30BAaTh.

XMNoNb30oBaHWEe KOMOMHUPOBAHHOM
BTY/IKM cBepna

BTynka gnsa ceepna SURESHOT, anvHHana (7169-1165)

BTtynka gna BuHTa SURESHOT, gnuHHas SURESHOT (7169-
1166)

1. YaepxuBasa HanpaBuTenb y KOCTU W3BAEKUTE ANUHHYIO
BHYTpeHHI BTYynKy SURESHOT (7169-1165) 13 ANUHHOW
Hapy>XHOW BTynkn BuHTa SURESHOT (7169-1166).

™ Micnonb3ys wecTturpaHHyo oteepTtky SURESHOT (7169-2809

i 1 7169-1153), npoBegNTe BUHT COOTBETCTBYHOUWEN ANUHLI Yepe3
ONTVUHHYIO HapyXHyt BTynKy SURESHOT.

3. YCTaHOBWB BWUHT, W3BMIEKUTe 30HA U3 MHTPamMeAyNnAapHOro
CTePXHSA.
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PaboTa HaBUraLMOHHOIO
3KpaHa

PBXXNM 0O630p3

Ecnu HanpaBuTenb pacnonaraeTcsa Ha paccTtosHuu 6onee 5cm oT
6NoKMpyeMblX OTBEPCTUA, MHTPaMefyNnNnsApHbI CTepXeHb
oT06pa3nMTCA Ha HaBUraLMOHHOM 3KpaHe B pexume ob63opa. 310
no3BonseT yBe/N4YnTb JOCTYNHOEe Nofib30BaTeslo nose o63opa Ans
nokanmsaunn 610KMpyemMbiXx OTBEPCTUNA.

MNMPEOOCTEPEXXEHWE: Ecnn oTBepcTue CTePXHSA He oTobpaxaeTcs
Ha aKpaHe, 3HAYUT HanpaBUTe/lb HETOYHO BbIPOBHEH MO OTHOLWEHWIO
KAaHHOMY KOHKpeTHOMY oTBepcTuio. Kak npaBuno, Ans
oTo6paxeHUa COOTBETCTBYIOWEro BUja HanpasuTenb cnegyeTt
pacnonaratb B nepegHe-3agHel (AP) nnn 6okosoli (ML)
npoekyunsx.

Pe>xum cBepneHuns

Ecnn HanpaBuTenb pacnonaraeTcs Ha paccTosiHWKM He 6onee 5 cu
OT 6NO0KMUPYyeMbiX OTBEPCTUIA, MHTPaMeAyNNAPHbIA CTepXeHb
oTo6pa3nTcA Ha HaBUraLMOHHOM 3KpaHe B pexume cBepaeHus. 370
N03BONSET YMEHbIWNTL JOCTYNHOE NoMb3oBaTeNto none o63opa And
MaclWwTabupoBaHusa 6N10KUPYEeMbIX OTBEPCTUIA.

Benble NnHUK No 06e CTOPOHbLI OT MHTPaAMeAYNNAPHOTO CTEPXKHSA
MOTYT UCNONb30BaTbLCA ANSA NPULENUBAHUA Ha 6/IOKMPYyeMble
oTBepcTuA. B cnyyae cTepxHeli gAnametpom > 10 MM yKasaHHble
NVMHWUK pacnofnarakwTca Ha paccToAHMM 2,5 MM OT CTepXHA. B
cnyyae CTepXHeil guameTpom 8,5 MM ykasaHHble NUHUN
pacnonaralTcAa Ha PacCTOAHUN 2 MM OT CTEPXHSA.

TY



OTKNKOYEeHNEe CUcCTeMbl

1. 3akpoliTe nHTepgeiic, Bbi6paB BapuaHT «BbiiTu» (EXit) c
NoMOUW b0 3KPAHHOW KHONKM «MeHto» (Menu). Mopoxante, noka
cucTema He BbiBeJeT Ha AuUCNNei cnefyloWwnin aKpaH:

KdmRVkanphawv

OTKNIOUYNTe BblKNOYATENb NUTAHWSA Ha 3afHel CTeHke
.poiicTBa.
3. OTcoeguHnTe Kabenb NUTaHUSA.

MPEOOCTEPEXXEHWE: Mepea Tem KakK BbIK/IOUYNTL NUTaHNe,
Heo6X0AMMO NOJTHOCTbIO OTK/AIUYNTL cucTeMy (Kak nokasaHo
Bblle).

MPEOOCTEPEXXEHWE: BCcTpoeHHbIi BEHTUAATOP MHTepdelica
TRIGEN 5URESHOT 2 pa6oTaeT HeENpepbIBHO, €CNun 3afHWUiA
BblK/lOYATeNb NMUTAHWA HaxoAUTCA B NOIOXeHUN «BKJ/1.» (ON). He
3abbiBaiiTe oTK/OYaTb NMUTaHWe, Korga nsgesne He NUCNOMb3yeTcs.

XpaHeHVe n TpaHcnopTMpoBKa

e CBepHWUTe KaGenb NUTaHWS U NOMECTUTE €ro B 3alUTHbINA
TPaHCNOPTHbLIA KOHTeWHep.

e Cobnopgaiite TpebGyemble 3HAUYEHNUst TeMNepaTypbl ¥ BAAXHOCTK
Npn XpaHeHWW U TPAHCNOPTUPOBKE, yKa3aHHble Ha
TPaHCNOPTHOM KOHTeliHepe.

. Momectnte uHTepdelic TRIGEN SURESHOT 2 (3kpaHOM BHWU3)
B TPAHCMOPTHbIA KOHTeliHep.

MNMPEOOCTEPEXXEHWE: He pacnonaraliTe kakue-nn6o npeameTsbl
noBepx aKpaHa WUAuM cUCTeMbl NpW XpaHeHUn uHTepdelica TRIGEN
SURESHOT 2 B TpaHCNOPTHOM KOHTeliHepe. 3TO MOXET NpMBeCTU
K MOBPEX/EHWNI0 3KpaHa WUan CUCTEMbI.
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TexHnyeckoe obcny>kmBaHue

MpoBepKa TOYHOCTU B ONEPALMOHHOM
none

npoueaypy NpoBepKM TOYHOCTM B ONepaLuMoHHOM none cneayet
BbINOMIHATbL, NO KpaiiHeli Mepe, pa3 B rog unauM no mepe
Heo6Xx0AMMOCTN NOATBEPXAEHUA TOYHOCTM 30HAa SURESHOT
unu Hanpasutend SURESHOT 2. Kpome Toro, gaHHas npouegypa
MOXET OCYW eCTBNATLCA B XO4€e XUPYPrM4yecKoro emellarTenbcrea
B LenAx sepudukaunum Hagnexawero @yHKLMOHNPOBAHUA BCEX
KOMMOHEHTOB A0 WX WCNO/Ib30BaHUA Ha nauyuneHTe.

MPEOOCTEPEXEHWE: laHHy0 npoueAypy cnefyeTt BbIMOMHATb
He pexe 4yem pa3 B rof, 4Tobbl y40CTOBEPUTLCA B Haj/iexaliem
PYHKLNOHNPOBAHNN U3aeNus.

dTanbl NpPpoOoBEePKN TOYHOCTM B
onepayunMoHHoOoM none

1. MogcoeAnHUTe KanubpaTop TOYHOCTU B OMepayuoHHOM none
TRIGEN SURESHOT 2 (71692808) k HanpaBuTenio SURESHOT 2.
Pyuky Ha kanuépaTope TOYHOCTM B ONepaLMOHHOM Mone cnegyet
3aTArMBaTh TONbKO BPYUHYHO.

2. NopcoeanHuTe orpaHnuntens META (7169-2806) K KOHLY
kanunépatopa 1M TOYHOCTU B OMepaLuoHHOM None, BCTaBbTe 30HA
SURESHOT B orpaHn4ynTenb, a Ha Kopnyce 30HAa Bbibepute OTMETKY
rny6uHbl «CTAHA.» (REF).

3. C nomouwbio KHONKN «MeHo» (Menu) B BEpPXHEM /IEBOM yray
3KpaHa BbibepuTe BapuaHT «lpoBepka B onepayMoHHOM none»
(Field Check).

1 Menu



4. MosABMTCS NporpaMMHOE OKOLWKO, yBeAOMAsLUee Nonab3oBaTens
0 TOM, OTBeYaeT M KOMOMHauusa HanpaBuTensa m 3oHga SURESHOT
npeaBapuTENnbHO 3afjaHHbIM napameTpam TOYHOCTU (cooblieHue
«CooTBeTcTBYeT» (Pass) unu «He cootBeTcTBYyeT» (Fail)).

6 cnyyae HeyjauyHO NMPOBepPKM TOYHOCTW B OMepalMoHHOM mone,
03HAKOMbTECH C pa3fenoM «MoUCK W yCTpaHeHUe HeUcrnpaBHOCTEl»
» MpejMeT BO3MOXHbIX peLeHuii.

O6HoBNneHne O

O6HOB/IEHUE MPOrpamMMHOro o6ecneyeHus MPOU3BOAUTCH TONbKO
npeAcTaBUTENsIMU KOMMAaHUM UNW CEPBUCHBIMU MHXeHepamu Smith &

ephew.

OuncTtka nHTepperica TRIGEN
SURESHOT 2

MHTepteiic TRIGEN SURESHOT 2 ncnonb3yeTcsi B HECTepUNbHONA
30HEe OMepaLuOHHON U ero 0YMCTKA OCYL EeCTBAAETCA MyTem
npoTUpPaHMsa NOBEPXHOCTU YUCTON 6e3BOPCOBOI TKaHbIO C
NMPMMEHEHNEM MOIOLEr0 CPEACTBA U BOAbI. Mololee cpeiCcTBO He
LOMKHO c03faBaTh CUMbHYIO MEHY U JO/MKHO UMeTb ypoBeHb pH oT
6,0 4o 8,0.
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MPEAOCTEPEX>EHWE: Co6ntofaiiTe 0CTOPOXHOCTb BO U3bexaHue
nonagaHus XXMAKOCTU Ha 3/1eKTPUYECKUEe COefUHEHUS UK
BHYTPEeHHME KOMMOHEHTHI n3genus. MNepes Tem Kak MOAKNOUYNTL
usgenve, NogoXauTe, Noka BCe NOBEPXHOCTU HE MPOCOXHYT. He
noasepraiite cucTemy crepunusaynm napom. HE norpyxaiite
CUCTEMY B XMWAKOCTb. BCe Mpoyme MHOropa3oBble MHCTPYMEHTbI
noanexaT OUYNCTKe U CTepUNU3aLnunM B COOTBETCTBUMN C JOKYMEHTOM
sWHCTPYKLMS NO yX04Yy, TEXHUUYECKOMY 06CNYXUBAHUIO, OUNCTKE U
cTepunusayumu optoneguyeckux usgenunii Smith & Nephews.

XK MPEAYMNPEXAOEHWNA:

Co6niopaiiTe MHCTPYKL MU NMPONU3BOAUTENS MO 06paboTke,
NPOAO/MKNTENLHOCTN BO3LENCTBUS U T.4.

He nopasepraiiTe nHTepdelic ctepunmsaymmn razoobpasHbim
3TUNEHOKCUAOM WU Napom

30H/AblI He ABNAKTCA MHOropas3oBbIMU U3AeNnUAMU,

3ameHa npepgoxpaHuTenei

O3HakoMbTeCcb C oTaenom «TexHuuyeckue creynpukauuu» ans
noflyyeHns UHMOPMAaLMKU MO TUNY WCNONb3YeMbIX NpejoXpaHnuTene.

1. OTcoefnHnTe Kabenb NUTAHWUA OT CETU.
2. Wcnonb3yiiTe 0TBEPTKY, YTOGbl OTKPbLITb CTBOPKY G/10Ka
npegoxpaHuTeneil Ha pasbemMe NUTaHWs NEePeMEHHOro Toka.

3. N3BneknTe NaTpoHbl B LeNsx BbIMOMHEHUA 3aMeHb
npefoxpaHuteneii.

4. BcTaBbTe NaTpPOHbl C NMpefoXpaHUTEeNAaAMN NO CTpesKam-
yKasaTenAaM Ha BHYTpeHHeli CTOpOHe CTBOPKMK 610Ka
npepoxpaHuteneii.

5. 3akpoiiTe cCTBOpPKY 6/10ka nMpeAoxpaHuTene.



X nPEAYNPEXAEHWE: Bo nsbexkaHune pucka
BO3HMKHOBEHWUA No>apa VlCI'IOI'lb3yl7|Te npegoxpaHuntenu
cooTBeTCTBYHOLWEro tmna M HOMMHazsla Hanpsa>XeHnsa n cunbl
TOKa.

MPEAOCTEPEXEHWE: Mepen TeM Kak NPUCTYNUTb K 3aMeHe
npejoxpaHuTtenei, oTkNYMTEe Kabenb NUTaHUA.

TexHn4dyeckKkmne ceepneHud

Mpu HanpaBneHWN COOTBETCTBYKLWEro 3anpoca kKomnaHua Smith &
Nephew npepocTaBuT nepeyeHb M onucaHue Bcex
PEMOHTONPUTOAHBIX HAPYXHbIX KOMMNOHEHTOB. CXeMbl BHYTPEHHUX
KOMMOHEHTOB W 3/1IeKTPUYECKUX COeANHEHNI nNpefHa3Ha4YeHbl TOMbKO
ANA KBanuMUUMPOBAHHOrO nepcoHana.

MNMPEOOCTEPEXEHWE: O6cnyXnBaHue MOXeT BbIMONHATLCA
TO/IbKO YMNO/THOMOYEHHbIM NepcoHanom KomnaHuyn Smith & Nephew.

O6cny>kmnBaHue

Cuctema anneKTpomMarHuTHasd
HaBuraymoHHasa xumpyprmnyeckasa TRIGEN
SURESHOT gna gucrtanbHOTO
ONOKUpPOBaAHUSA CTEPXHENW nMpwu
TpaBMaTO/NIOTMYEeCKMX onepaynsax c
NMPpUHaANEXHOCTAMMN.

NHTepdelic TRIGEN SURESHOT 2 He cOfePXUT COCTaBHbIX
yacTeil, KoTopble MOTyT 06CNy>XX1BaTbCsA MOMb30BaTENEM.
PerynupoBka v peMOHT MOXET BbIMOMHATLCA TO/IbKO
YNOMHOMOYEHHbIMU CEPBUCHBIMUW LeHTpamMu KomnaHum Smith &
Nephew.
NMpn Heo6XOANMOCTU BbINOSIHEHUA O6CNYXUBAHWUA Mepej TeMm, Kak
BEPHYTb uU3fgenne, o6patutecb K yNoJIHOMOYEHHOMY
npejctaBUTeNto CNyX6bl MNOAAEPXKA KIMEHTOB KoMnaHuu Smith
& Nephew K 3anpocuTe y Hero Koj rapaHTuilHoro sosspata (RA).
Kpome TOro, npeactaBuTe/lb MOXeT NpeAoCTaBUTbL BaM CBefeHus
0 JOCTYMHbIX NporpamMmax CEPBUCHOI 3aMeHbl U peMOHTa.
N3genue cnepyeT ynakoBaTb B OPUTMHaANbHbIA TPAHCNOPTHBbIN
meliHep M OTNPaBUTb MO Mo4YTe, ONMATUB COOTBETCTBYHOLME
yTtoBble cbopbl. MpeacTaBUTENb CNYXObl NOAAEPXKN KINEHTOB
KomnaHuu Smith & Nephew gact Bam fONONHUTENbHbIE
WHCTPYKLMUM MO TPAHCNOPTUPOBKE.

MpumedaHune; B cnyyae o6HapyXeHWa TOro, 4YTo BO3BpalileHHOe
nsgenne ob6cnyXmB3yloCb HEYMOSTHOMOYEHHOW CTOPOHHeNl
opraHusauunein n/vnn nogBepranocb cTepunandaunmn n06bIM WHbIM
MeTOoAOM, NOMUMO YTBEPXAEHHOro komnaHueir Smith & Nephew, Ha
KNneHTa GYAYT BO3/MOXEHblI [ONOMHUTENbHbIE PACXOAbl, BHE
3aBUCMMOCTK OT rapaHTuUitHOro crartyca.
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dneKTpunyeckme nomexm

[laHHoe u3genune 6bIIO CMIPOEKTUPOBAHO W UCMbITAHO Ha

npeAMeT YCTONYMBOCTM K MOMEXAM CO CTOPOHbI APYroro

anekTpoo6opyAoBaHUsA. TeM He MeHee, €CN MOMEXU BCe Xe

BO3HUKHYT, MOXHO NPeANpPUHATbL PAf CNefyowWwmnx mep:

. MepeopneHTMpPOBaATL WAN NEpPeMEeCcTUCh faHHOe n3genue
unu npoyee o6opypoBaHue

e  YBENNYNTb NPOCTPAHCTBEHHbIN pa3HOC u3genus n
npoyero o6opysoBaHunA.

. MoAKNIUYUTL U3genve n npoyee o60pyAoBaHNe K pasHbiM
pasbemam UAW Lensm nuTaHus.

. MPOKOHCYNbTUPOBATLCA C CEPBUCHLIM WHXEHEPOM

obopyaoBaHua.

3awunTa oKpyXXatouw,ei cpeabl

[aHHOoe M3jenne COLepXUT 3NIEKTPOHHbIE NeyaTHble nnatbl. Mo
OKOHYaHWU NONE3HOTro cpoKa CNYXGbl N3fenns ux cnegyet
YyTUNN3NPOBaTb B COOTBETCTBUM C NIOGLIMW NPUMEHUMbIMU
HauMOHaNbHbBIMWU UNAW BHYTPEHHUMU TPe6GOBAHUAMM K ycTapeBllemMy
3N1eKTPOHHOMY 060pPyA0BaHNIO.



MoncK 1 ycTpaHeHne HencrnpaBHOCTE

Mpo6nema Bo3moXXHaa npuynHa
Ha uHTepdeiic He nocTynaeT nuTaHue. LiTtekep kabens nuTtaHWs He NOACOeAWHEH
(nofcoeanMHeH HeHagnexawum ob6pasom)
UAK OTCYTCTBYeT MUTaHWe OT ceTu.
OTCcyTCTBYeT NUTaHMe B HAaCTEHHOI po3eTke.
Meperopen  oAuH unn  oba  ceTeBbIX
npeAokpaHuTens.

CNnoXHOCTb C  Bbli6OpPOM KHOMOK nnn CeHCOpHbIA 3KpaH He oTKannbpoBaH.
3/1leMEHTOB Ha CEHCOPHOM 3KpaHe.

He pa6oTaeT VGA-BMpgeo. He akTuBuposaH VGA-nopT B uHTepdelice.
MospexpaeH VGA-kabenb
BugeomoHunTOp noAKNoYeH K
HEeCOOTBETCTBYHO U EMY BXOAY.
NogkntoueH HDMI-kabenb.

He pa6oTtaetr HDMI-Bugeo. He aktusuposaH HDMI-nopT B nHTepdeiica.
MoepexpaeH HDMI-kabensb,
BugeomoHnTOp nofgknoyveH K

HEeCOOTBETCTBYIO L EMY BXOAY.
MopkntoveH VGA-kabensb.

HanpaButens SURESHOT 2 He OwwnbkKa CUNTbIBAHNA OaHHbIX c
pacnosHaeTcsa (coobuieHne 06 owmnbKe). HanpaBuTens.
Mpo6nema nojknlouYeHns  HanpaBuTens.
MoBpexjeH HanpaBuTeNb.

30HA4 He pacno3HaeTcs. Owwnbka CcUUTbIBAHMA [aHHbIX C 30HAA.
Mpo6nema nogknyYeHns 3oH4a. MNoBpexaeH
30HA.

30H/ He BCTaBNAETCA B CTEPXEHb Ha lMpenaTtcTBue B KaHONe CTEPXHA.

Tpebyemyt rnybuHy.

CTepXeHb He oToGpaxaeTcsi Ha IKpaHe. MeTannuueckne npefMeTbl CO34al0T NOMEXMN
B 9/16KTPOMArHUTHOM none.
Hanpasuteno n 30Hg SURESHOT HaxopaTtcA
BHe AnanasoHa feiicTeus Apyr aApyra.
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Tpebyemoe geiictBue
BcTaBbTe WTekep Ka6ens NUTaHUA B BbIXOA
paboyero MCTOYHMKA MUTAHUSA.
MonpobyiiTte ncnonb3oBaThb apyryto
po3eTKy.
3aMeHuUTe ceTeBble NpejoOXpaHUTenu.

Monyyute poctyn K nporpamMMHoMy
obecneyeHuo KannbpoBKM, BblOpaB
«AgMuHucTpupoBaHue» (Administration) B
pasgene «CBepeHus» (About) ¢ nomoublo
KHOMKK  «MeHwo» (Menu). Ha akpaHe
«AQMUHUCTPUPOBaAHUE>» (Administration)
BbiGEPUTE KHOMKY «HacTpoiiku» (Settings),
a 3aTtem BblGepuTe KHOMKYy «OTkanu6poBaTb
CeHCOpHbIl akpaH» (Calibrate touch screen).

NMoaknounte VGA-kabenb K unHTepdeincy u
BUAEOMOHUTOPY, Mepef TeM KakK BKIOUYUTb
nutaHue nHTepdeiica.
3ameHunTe VGA-Kabernb.
BbibepnTe CcOOTBeTCTBYWLWMUIA  BXOA  Ha

BUAEOMOHMTOpE.
OTcoegnHnte HDMI-kabenb. OgHOBPEMEHHO
MOXHO ncnonbL3osarth TONbKO O/lVH

BUAEOBbLIXO UHTepdeiica.

Nopaknounte HDMI-kabenb K MHTepdelicy u
BUAEOMOHNUTOPY, Mepef TeM KaK BK/IKYUTb
nuTaHue nHTepdeiica.

3ameHute HDMI-kabensb.

Bbi6epHTe cooTBeTcTBytOLW NI BXO4  Ha
BUAEOMOHUTOPE.

OTcoegnHnTe VGA-kabenb. OJHOBpPEMEHHO
MO>XHO ncnonb3oBaThb TONbKO O UH
BUAEOBbLIXOA MHTepgelica.

OTknounTEe HanpasuTenb, nogoxaute 10
CEKYHA W CHOBa NOAKAKUYMTE ero.

OTKMUYNTe NMUTaHme UHTepdelica. HagexHo
nogcoefuHuTe HanpaBuTenb, a 3aTtem

BK/OUYNTE NUTaHUEe UHTepdeliica.
3amMeHNUTe HanpaBuUTeNb.

OTKNYnTEe 30HA, nogoxaute 10 cekyHpn u
CHOBa MOAK/OYNTE €ero.

MonpobyiiTe mcnonb3oBaTb APYroi nopT B
nepepHeli yactm usgenus.

OTkNloUYNTE NMUTaHne MHTepdeilica. HagexHo
nojcoeanHnTe 30HA, a 3aTtemM BKuuTe
nutaHne MHTepdeiica.

3amMeHnTe 30HA.

BcTaBbTe WTOK CO chepuyeckoil ronoBKoOi B
KaHI M0 CTEepPXHSA, 4YTo6bl O4YMCTUTL ee OT
N0 6bIX MOCTOPOHHUX NpPegMeToB.

Ypanute nobble metannmyeckne npegmeTsbl
13 Mons HanpasuTens.

MoasBnHbTe HanpasuTens SURESHOT 2
671MXKe K CEHCOPHOMY KOHLY 30HAa.



C/NMIWIKOM KOpPOTKOE CBepo.

CNVIWIKOM AJIMHHOE CBEPJIO.

KpacHbli 1 3efeHbll  npuuenbHble
Kpyru, oTo6paxawlue BTYyNKy pAns
cBepna, oToGpaxalTCs HEKOPPEKTHO,

He yganocb Hauenutbcs Ha Tpebyemoe
oTBepcTHe.

HeBO3MOXHO  u3B/eYb
cBepna U3 HanpaBuTens.

BTYNKY ANS

Csepno 4.7 mm/4.0 MM He npoxoauT
yepes BTYNKY.

He yganocb NpoBepuTb TOYHOCTb B
onepawuuMoHHOM none.

Mcnonb3yeTca  KOpoTkoe CcBepno, a B
nporpamMMHoOM obecrneueHunu BblGpaH
BapuaHT ANIMHHOW BTYNKW ANs cBepna.

Mcnonb3yetcs  ANWHHOe cBepno, a B
nporpamMMmHOM obecnevyeHun Bbl6paH

BapmnaHT KOPOTKaa BTYy/nKa ANA cBepa.

BblGpaHO HEKOPPEKTHOE 3HAUYEHWEe AJINHbI
BTYNKW ANA cBepna.

MeTannunyeckune npegmeTbl co3fanT
nomMexu B 3/IEKTPOMArHUTHOM MoJe.

30H[ BCTaB/NeH B orpaHmuunTenb
HeHagnexauwum obpasom.

30HA noBpexaeH.

MeTannnyeckue npeameThbl co3gawnT
NOMexn B 3/1eKTPOMAarHMTHOM MoJie.

30H[ BCTaB/IEH B orpaHmuunTens

HeHagnexawum o6pasom.
30H/A NOBPEXAEH.

BTynka cesepnia CANWKOM MAOTHO 3aTAHyTa.

CBepno HecoBMecTuMO c cuctemoih TRIGEN
SURESHOT.

MeTannuueckune npegMeTbl CO34al0T MOMEXMN
B 3/1eKTPOMAarHMTHOM none.

Kannbpatop TOYHOCTM B OMEpPaLUoOHHOM
none yCTaHOBNEH Ha HanpaBuTene
HeHagnexawum obpasom.

OrpaHunyuntens  AnA cTepXHei META
yCTaHOB/MEH Ha kanub6paTope TO4YHOCTM B
onepaynoHHOM none HeHagnexatyum
obpasom.

30H[ BCTaB/ieH B orpaHuyuTens META
HeHajnexawmum ob6pa3om.

30H[ NOBpPexXAeH.

HanpaButenb NoBpexpeH.
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Haxmunte «MeHto» (Menu), BTynka ans ceepna
(Drill Sleeve) un BblbepuTe BapuaHT KoOpoTKas
BTynka  And ceepna ans obecneyeHuns
BO3MOXHOCTW MCNONb30BaHNSA KOPOTKOrO cBEpa.
Haxmunte «MeHtio» (Menu), BTynka gns csepna
(Drill Sleeve) wn BblGepuTe BapuaHT ANWHHAA
BTYyNKa ans cBepna ans o6ecneyeHuns

BO3MOXHOCTMN NCNOoNb30BaHUA ANTMHHOTIO cCBepna.

Yb6eantecb B TOM, 4TO B MEHK MNPOrpamMmMHOro
ob6ecneyeHus BbIGpaHO KOpPPEeKTHOEe 3HauyeHue
ONWHBI BTYNKW ANA cBepna.

Ypanute niobble mMeTanninyeckme npegmeTsbl
nons HanpaBuTens.

Y6egutecb B TOM, YTO OpPUeHTaLNA W NONOXeHne
30HAa B Mas3ax OrpaHnynTens COOTBETCTBYIOT
TpeboBaHuAM.

MpoBepbTe  TOYHOCTbL 30HAA C  MNOMOLLbIO
KanubépaTtopa TOYHOCTU B ONepaLMoHHOM Mofe.

n3

Ypanute nwobble mMeTannumyeckue npegmetsbl
nonsa HanpasuTens.
Y6epautecb B TOM, 4TO opueHTayuna “U NnonoxXxeHue

n3

30H4a B Mnasax OrpaHM4yMTens COOTBETCTBYIOT
TpeboBaHUAM.
MpoBepbTe TOYHOCTbL 30HAA C  MNOMOLbIO

KanmﬁpaTopa TOYHOCTM B onepayuoOHHOM none.

Micnonb3yiiTe WNWLEBbLIM MONOTOK B KayecTBe
Kno4Ya, 4To6bl BbLIKPYTUTb BTYNKY cBepna u3
HanpaBuTenss NPOTUB YACOBOW CTPENKN.

Mcnonb3yiiTe TONbKO AAWMHHOE
KOpOTKOe (7169-2810)
CNpoeKTUpOBaHHble CchneunanbHo ANA
TRIGEN SURESHOT.

(7169-2811) n
csepna
CncTembl

Ypanute niwobble MeTannnyeckue npeameTsbl
nofis HanpaBuTens.

He BbINONHATE uMcnbiTaHWe, Noka HanpaBuTesb
HaxoAuTcsA B NOTKe aBToknasa! 3To npueeper K
BO3HUKHOBEHWIO nomex co CTOPOHbI
MeTanInyeckux npegMmeTos.

Y6egutecb B TOM, 4TO KanubpaTop TOYHOCTU B
ornepayvoHHOM Mone MJO0THO BCTaBAeH B MNOPT
HanpaBuTesnsa, a pyyka 3aTAaHyTa Ha HanpasuTene
BPYUHYIO.

Ybenntecb B  KOPPEKTHOCTW  OpueHTauuu u
NAOTHOCTU 3aTSHKKWN OTpaHNunTens ANs cTepXHew
META Ha Kanuépatope TOYHOCTU B OMepaLuoHHOM
none.

Ybeantecb B KOPPEKTHOCTU
yCTaHOBKM 30HAa B nasax
Kopnyca 30Hfa.

3amMeHnTe 30HA.

3ameHUTe HanpaBuTenb, U OTNpaBbTe CTapblii Ha
cepBucHoe o6CcnyXunBaHue.

n3

opueHTayunmn n
«CTAHA.» (REF)



Mpo6nema

He 3anyckaeTcs npouegypa nsmepeHus
rnyGuHblI CBEpPNEHNS.

N3mepeHne
3anyckaetcs "
HeKoTopoe BpeMs.

rNy6uHbI cBepneHus
npepbiBaeTcs yepes

Ha akpaHe Bbl6Opa BTYNKM Ans cBepna
HeAoCTynHa  KHoMKa KOMGUHWPOBaHHOIA
BTY/NIKW.

Ha akpaHe Bbi6opa umnnaHTaTa HefocTynHa
KHONKa cTepXHs META-TAN.

He pa6oTaeT hyHKLUNSA BpaleHUs CTepXHs
Ha aKpaHe.

Mpn HaxaTtuu
«BbIKNOYEHNSA

3KpaHHOW KHOMKK
nuTaHnsa» n3obpaxeHne
BbIK/lOYATENs MNUTaHWA Ha Aucnnee He
nosiBnsieTcs. JKpaH racHer, ofHaKo
BEHTUNATOP Npojo/KaeT paboTaTb.
JKpaHHbI TekcT oTob6paxaeTcs
MHOCTPaHHOM A3blKe.

Ha
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Bo3Mo>XHaa npuymnHa

He 3a/eiiCTBOBAaHO nporpammHoe
o6ecneyeHne ANs  M3MepeHUs 1y6UHbI
cBepeHus.

B03MOXHO, nonb3oBaTesnb neiTaetcs
BbIMOMTHUTL cBepieHune no MecTy

HaxoXpeHuda mMmnnaHtarta.

B xofe BbIMONMHEHUS U3MepeHUs Oblin
NOBEPHYT HanpaBUTenb.

3HayeHne yrna K OTBEpPCTUIO ANS CTEPXKHA
npesbiwaeT 15®.

MporpamMmHas MYyHKUWS KOMGUHUPOBAHHOI
BTYNKM  He 3ajeiicTBoBaHa B  MEHK
«ABMVUHUCTPUPOBaAHNEY.

MporpammHas yHkunA ctepxHs META-

TAN He 3ageiicTBoBaHa B MEHI0
«AQMUHUCTPUPOBaHUE.
MporpammHas PyHKLNSA BpaleHns
CTEPXHS He 3ajeiicTBoBaHa B  MeHHW
«AAMUHUCTPUPOBaHUE.
B MeHW «AaMUHWUCTpUpOBaHME» 6Gblna

oTKNUYeHa QYHKUMA «OTkA4YeHne V2»

(Shutdown V2).

B MEHI0 «AQMUHUCTPUPOBaAHUE» 6bIn

BblGpaH Apyroi A3bik.

Tpebyemoe geiicTBue
CnepyiiTe WHCTPYKUMSIM B PYKOBOACTBE MO

aKkTusayum nporpaMmMHOro 06SCI18LI€HVIFIAI'IH
n3mepeHnsa FﬂyﬁVIHbI cBepsieHuA.

MporpammHoe  obecnevyeHune nossonsert
n3MepsATb TMy6UHY CBEPNEHUA TONbKO Ha Tex
yyacTkax, roe  umeetcs BO3MOXHOCTb
6e30MacHOro CBep/ieHNs KOCTU.

He nosopauuBaiiTe HanpaBuTenb npu
MCnosbL30BaHnmn PyHKLNK n3mepeHuns
rny6uHbl cBEpneHus.

BpauweHune npumeHseTca  Ans cbpoca
n3MepeHusa rny6uHbl CBepneHuns.
MopfepxnsaiiTe COOCHOCTb  MPULEbHBIX
KpYyros.

Ans BK/IIOYEHUSA hyHKLNUN
KOMOGWHNPOBAHHO BTYNKMN cnepyite
MHCTPYyKUuuMsim B pasgene «KoHdurypauyus
nporpamMmHoOro obecrneyeHnsa»  AaHHOrO

PykoBofcTBa nosb3osaTens.
Ona BkAYeHUA dyHKUMM cTepXHA META-
TAN cnepyiiTe MHCTPYKUUAM B pasgene

«KoHthurypauus NporpaMmmMmHoOro
o6ecneyeHuns» LAaHHOTO PykoBogcTBa
nofb3oBaTens.

Ons  BKAYEHUS  PYHKLMM  BpalleHus
CTEPXHA cnefyinTe UHCTPYKUUAM B pasgene
«KoHturypayus nporpaMmMHoOro
o6ecneyeHuns» LAaHHOTO PykoBogcTBa
nofb3oBaTens.

Ons  BkAYEHUS dYyHKUUM «OTKIoYeHue

V2» (Shutdown V2) cnepyliTe MHCTPYKUUAM
B pasgene «KoHpwurypauus nporpamMMHOro
obecneyeHns» faHHoro PykosogcTBa
nosnb3oBaTens.

Ona BbiGopa Tpe6yemoro sisbika U3 cnucka

cnepyite VHCTPYKLUAM B pasgene
«KoHturypauus nporpammHoOro
oGecneyeHuns» JaHHOTO PykoBoacTBa
nonb3osaTens.



TexHuueckue cneundpnkaunum

MntaHne cncrtemsbl Hanps>xeHune YactoTta

MofgknyeHHasa Harpyska

Tun Konuuyectso
Knacc 3awuTtbl

MnaBkne npepgoxpaHuTenmn
Knaccudpukauns

Tun pab6ouein yactm

3awmTta OT NPOHUKHOBEHUA BOfbI

B3pbiBO3awmnrta

YcnoBusi oKkpy>katroLei Temnepatypa
cpenbl

BnaxHocTb

NaBneHne Bo3gyxa
XpaHeHne n TemnepaTypa
TpaHCnopTMpoOBKa

BnaxHocTb

NaBneHne Bo3gyxa
VMHTepdelic

Macca

3aWnTHbI KOHTEWHep
VMIHTepdeiic B 3alUTHOM Macca
KOHTelHepe

MHTepdelic B 3alUTHOM
KOHTeliHepe B TPaHCMOPTHOM
ynakoBke

CooTBeTCcTBYyeT Tpe6oBaHUAM
cTaHpapToB

dnekTpunyeckas 6e30nacHOCTb

Cuctema oTBeyaeT TpeboBaHuaM ctaHgaptoB EC (Hanpumep, IEC
60601). NNto6as mcnonblyemas KOH(Urypauus AOJI)KHA COOTBETCTBOBATb
TTaHgapty IEC 60601-1. J/inyo, ocywecTensolee noaKIYeHne

Il opynoBanns k cucteme, oTBeuaeT 3a BLIGOP KOH(UIYpaLUM U AOMKHO
\N\beguTbCst B TOM, 4TO 3TO o6opyfoBaHue oTBeyaeT TpeboBaHUAM
cucTtemMHoro craHgapta 60601-1-1 mamM MHOToO 3KBUBAJIEHTHOIO
HauWoHanbHOro craHgapra. MNpu BO3SHUKHOBEHUU KakKuMX-N1n60 BOMPOCOB
CBAXWTECb C BallWM NpeAcTaBuTenem Cnyx6bl NOAAEPXKKN KNNEHTOB.

X

NMPEAYNPEXAEHWE: laHHOe n3genve He npefHasHavyeHo A/is
MCNONb30BaHUS B MPUCYTCTBUU OTHEOMAaCHOW CMecu aHecTeTuKa u

BO34yXa, Kucnopoga nam okcunga asoTa.
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Pasmepsl (I X W X B)

Pasmepsbl (' X W X B)

Pasmepsl (I X Ww X B)

NHTepdeitc TRIGEN SURESHOT 2

100-240 B nep. Toka 50-60 I
<25A

T3 15A H 250V 2

Knacc | (c 3awmTHbIM 3a3emaeHnem) IPX0,
HenpepbiBHbIA peXxum paboThbl

BF (c py4HbiM FG, HaBuUrayuoHHbIi 30HA)
be3 3awutol

Be3 3awuTol

10-35®C

30-75% (6e3 KoHAeHcaumn)
700-1060 rMa
oT -20“C no +50®C (B opuUrnHanbHOl ynakoBKe)

10-90% (6e3 KOHAeHcauun)
700-1060 rMa
3l cm X 26 cm X 13 cm +10%

3.5 kr+10%

276,35 x 355,6 x 269.75 MM*6,35 MM
~7 Kr+10%

42 cm X 32 cm X 38 cMx10%

CWA, Kanapga, EBpona
IEC 60601-1 (IEC 60601-1:2005 un3g. 3 +
Al; C1:2014)

IEC 60601-1-2 Ed. 4.0 (2014-02)
CSA C22.2#60601-1:2014 un3g. 3

MPEOOCTEPEXEHWA:

Mpwn ckauke HanpsaXeHWsa B ceTu cBblilwe 1 KB moxert
npousoiTn nepesanyck cucTembl. 3TO HOpManbHOe
ABNeHWe, W npu nepesanycke cucTembl 6yaeT
aBTOMaTMYECKN OTKPLITO MPOrpaMmMHoOe NMpuioXeHue.
Ha Tepputopun CWA pans nuTaHus uHTepdeiica
TRIGEN SURES5HOT 2 cnepgyet uMcnonb3oBaTb CeTb
110 B / 60 Ty nepemeHHOro TokKa. BapwuaHT
ncnonHeHnsa ans CLWA He cepTuduuuposaH AnA
pab6oTbl 0T ceTn 220 B/ 60 I'y.

Onsa obecneyveHuns Hafgnexaltjero
PYHKLMNOHNPOBaHNA He cnejyeT pa3MelaTb pAajoM C
cuctemom TRIGEN S5URE5HOT nwb6oe nHoe
3anekTpoobopyaoBaHue.

KomnaHuua Smith & Nephew coxpaHsfeT 3a co6oii npaBo Ha
BHeECEHNEe N3MEeHEHWNN B KOHCTPYKLUIO n3genuns.



Cnuncok 3anacHbIX YyacTen 1 NnpuHagie>XXHoCTeun

Homep no
KaTanory
71692851

71692852
66800291
71691166
71691165
71692804
71692805
71691154
71692814

71692803

71692815

71691152
71692806
1692807
71691151

71692808
71692816

71692809
71691153
71691155

71692811

71692810
71692832

71692830
71692831

71691156

OnwucaHne

Hanpasutens SURESHOT 2

NHTepdelic TRIGEN SURESHOT 2 B 3awWwuTHOM
KOHTelHepe

Kabenb nutaHus

Btynka gna suHta SURESHOT, gnnHHana

Btynka gna ceepna SURESHOT, gnuHHas
Btynka gns ceepna SURESHOT 4.0mm, gnvHHAasA
Btynka gns csepna SURESHOT 4.0mm, KopoTKas
Btynka gna csepna SURESHOT HUMERAL 3.2mm
30HA HanpaBnswwnit SURESHOT gna ctepxHei
META

30HA HanpaBnswwnit SURESHOT gna ctepxHei
SEMI-EXTENDED

30HA HanpaBnsawwnit SURESHOT agns

cTepxHeit TAN/FAN

3oHA HanpaBnawwmnii SURESHOT gnsa cTepxHein
HUMERAL

OrpaHnuutens rny6uHbl BBEJEHUA 30HAA
SURESHOT pansa ctepxHeih META

OrpaHnymTens rny6uHb BBefEeHWS 30HAA
SURESHOT pana ctepxHei TAN

OrpaHnymTens rny6uHb BBefEeHWS 30HAA
SURESHOT gna ctepxHeidi HUMERAL
Kann6paTtop ToyHocTM SURESHOT

HanpaButens SURESHOT aHTeBepCUOHHBIR gns
cTepxHel

OTBepTKa wecturpaHHaa SURESHOT 4,7 mm
OTBepTKa wecturpaHHad SURESHOT 3.5 mm
Csepno SURESHOT HUMERAL, XBOCTOBUK

Tuna AO

Csepno SURESHOT agnuHHOe, XBOCTOBUK

Tuna AO

Csepno SURESHOT kopoTkoe, xBocTOBUK Tuna AO

BcTaBka B KOHTeliHep 4ns HanpasuTens
SURESHOT 2

KoHTeliHep gnsi nHCTpymeHToB TRIGEN SURESHOT

Kpbilwka KoHTeliHepa fna nHcTpymeHToB TRIGEN
SURESHOT

JloTok gna nHcTtpymeHtoB TRIGEN SURESHOT
HUMERAL
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MPEOOCTEPEXEHWE: PerynspHo nposepsiTe BCE
KOMMOHEHTbl He NpeaMeT n3Hoce. bonee nogpo6HBA MHpoOpMaLns
yka3aHa B pa3gene «Cpok cnyx6bl nsgenusa» B

HacToAWeM AOKYMEHTe.

MPEAOOCTEPEXXEHWE: BmecTe € KOMMNOHeEHTaMuW CUCTEMbl
TRICEN SURESHOT pgonyckaeTcAa  UCNonb30BaTb  TOJ/IbKO
OpUTrUHaNbHble pacxofHble MaTepuanbl W NPUHA[NEXHOCTU
npoussoacTBa KomnaHum Smith & Nephew.

MPEOOCTEPEXEHWME: 3oHabl TRIGEN SURESHOT asnsatTca

OlHOpPa30BbIMMK N3AennsimMun. NMoBTOPHOE UCNONb30BaHME CBSA3AHO
c Takumu puckamu, Kak nepekpecTtHas NH(eKumns,
c6oii/monomka 3oHAa u T.4. llocne NpuMeHeHWA 30HA cnepyeT
yTUAN3NPOBATb B COOTBETCTBMMU C MPUHATOW B MeAULMHCKOM
yupexpaeHun MeToaukoih / npouepypoit obpaweHus ¢

6M0N0rMYeckK onacHbIMKN MaTepunanamu.



YKasaHua n geknapauyns
npomnssoguTens

3neKTpoMarHuTHoe uU3nydyeHune,
HEBOCMPUUMUNBOCTb U

MPOCTPaAHCTBEHHbI pa3HoC

N3meHeHUA nnm Moandurkaumm CUCTEMBbI, He of06peHHbIe
npounssoauTenem, MOryT npuBectun K yBe/IM4eHNIO YPOBHA U3Ny4YHeHUA
WA CHUXEHUIO MOMEXOYCTONUYMBOCTM 060PYyJOBAHUA WU CUCTEMBI U
BO3HUKHOBEHMWIO npo6nem ¢ 3MC c yKasaHHbIM WAM MNPOYUM
ob6opypoBaHuem. [lpeacTtaBneHHas cucTtemMa CnNpoekTUpoBaHa W
ncnbliTaHa B COOTBETCTBUU C MPUMEHUMbBIMU pernameHTamun 3MC n
yCcTaHaBnmneaeTcs, a TakKxe BBOAUTCA B JKcnayatTauyuo B
COOTBETCTBUN C NPpUBEAEHHBIMU HWUXXEe CBeAEeHUAMU.

MPEOOCTEPEXEHWNA:

e Wcnonb3oBaHMe MOGUMbLHLIX TeneoOHOB WAU NpPOYEro
pagnoyactoTHoro (PY) o6GopyfoBaHUs OKOMO CUCTEMbI
MOXeT CTaTb  MPUYWHONW  HEOXMAAHHbIX  HapyleHui
DYHKLUMOHMPOBAHUS.

. Hanuune onpefeneHHbix MeTaninyeckux O06bLEKTOB B
rpaHuyaxavanasoHa eicTBUA 3/IEKTPOMArHUTHON CUCTEMBI
KOHTPONA o6bemMa MOXeT cTaTb NPUUYUHOW HEOXMUaHHbIX
HapylWeHNn PYHKLMOHNPOBAHNSA.

e [laHHO®e nsgenve nnwn cuctema He LOMDKHbI
3KCNAyaTUpoBaThLCA PAJOM CAPYTrMM o6opyAaoBaHNEM UK B
oAHOM 6/10Ke C HUM. lpn Heo6Xo0A4UMOCTU UCNONb30BaHUSA
pAaAoM cApyrum o6opyfoBaHMeM N B O4HOM 6/10Ke C HUM,
n3fenve Unn cuctema nNojnexkat NpoBepke Ha Hafjfexalyyto
pa6oTocnoco6HOCTb B NMPeAN0OXEHHONW KOHDUTypaLnn.

. Mcnonb3oBaHne Kakux-nn60 WMHbIX MNpUHaANexXHocTe,
[aTYnKoB 1 Kabeneli, NOMUMO yKa3aHHbIX, MOXeT MPUBECTU
K YBE/IMYEHWI0 YPOBHA WU3NYYEHUA UNN  CHUXKEHUIO
nomMexoycToi4nBOCTM 060PYAO0BAHNSA UNWN CUCTEMBI.

. 3MUCCMOHHbIE  XapaKTepucTuku 3Toro obopyfoBaHus
fenawT ero MNOAXOASAWWM  ANS  WUCMONb30BaHWSA B
NPOMbIWNEHHbIX 30HaX M 6onbHMuax (CISPR 11 knacc A).
Ecnnm ncnonb3yeTcs B XWbIX NoMelweHnax (A4N8 KOTOPbIX
TpebyeTca CISPR 11 knacca B) aTo o6opyfoBaHMe MOXeT He
ob6ecneunTb afjekBaTHYlO 3alWWUTy pajMoyvyacTOTHON CBA3N.
Monb3oBaTentd MoXeT noTpe6oBaTbCA MNPUMATbL Mepbl MO
CHMUXXEHUI pucka, TakuMe KakK TMepeMeleHne  um
nepeopueHTauns o6opysoBaHus.
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ﬂO,CI,XO,CI,FILU,VIe Kabenu u
npunHaane>xXHocCcTun
B cnepylouwein Tabnuue npuBoanTcs nepeveHb Kabenei,

[aTYMKOB M NPOYUX MPUHAANEXHOCTENR, COOTBETCTBYIOLWNX
Tpe6oBaHnAM 3MC cornacHo gaHHbIM NMPOU3BOAUTENSN.

MpumeyaHwune: MpuHagneXxXHoOCTN, He OKa3blBawlWMe BAUAHUA
Ha cooTBeTCTBUE TpeﬁOBaHVIHM OMC, B nepeyeHb He BXOAAT,

Homep no Tvn HavmeHoBaHMe
KaTanory KOMMOHEHTa
71692851 FeHepaTop Manpasutenb
nons SURESHOT 2
71692814 CeHcop 30HA4 HanpaBnsw Wi
SURESHOT pgns
cTepxHein META
71692815 CeHcop 30HA4 HanpaBnsowmii
SURESHOT pgns
cTepxHen SEMI-
EXTENDED
71692803 CeHcop 30HA HanpaBnsawunii
SURESHOT pgns
ctepxHeli TAN/FAN
71691152 CeHcop 30HA HanpaBnawWwuii

SURESHOT gnsa
cTepxHeli HUMERAL

A MPEAYMNPEXAEHWE: MopTaTneHoe

pagnoyactoTHoe o6opypoBaHue (B TOM 4Yucne
nepugepnyeckne ycTponcrtea, Takne Kak aHTeHHble
Kabenun, Hapy>XHble aHTEHHbl) AOJI)XHO UCMOMb30BaTbCA
Ha paccTosHUn He meHee 30 cm (12 golimoB) oT nto 6o
YyacTu CUCTeMbl 3/IEKTPOMArHUTHOW HaBUTaLWOHHOW
xupypruyeckon TR1IGEN SURESHOT gns guctanbHoro
610KNpPOBaHUA CTEpPXXHEeW Npu TpaBmMaToslIorMyeckKnx
onepaumax ¢ NpUHaAeXHOCTAMKN, BKAYasa Kabennu,
yKasaHHble npou3soanTesiem. B npoTuBHOM criyvyae
npon3BoANUTENbBHOCTb aHHOro o6opyaoBaHusa 6yaeT
CHUXKeHa.



CncTema aneKTpoOMarHuTHas HaBurayuoHHas xupypruyeckas TRIGEN SURESHOT ans guctanbHOro 6/10KMpOBaHUs CTepXHel
npy TPaBMaTO/IOTUYECKNX OMepaumnsax ¢ NPUHAAIEXHOCTAMMU NpefHasHavyeHa A4S UCMNOMb30BaHUS B yKa3aHHONR HUXKe
3/1eKTPOMAarHUTHOM cpefe. 3aKka3umMk WM NoNb3oBaTeNb fO/KeH Y6eAUTbCS B TOM, YTO cucTemMa NpuUMeHsieTcs B cpefe,

cooTBeTCTBYOWENR TpeboBaHNAM.

McnbiTaHne Ha ypoBeHb CooTBeTCcTBUE
n3ny4vyeHuns Tpe6oBaHUAM

Paguounsnyvenune CISPR 11 Fpynna 1
Pagnounsnyvyernne CISPR 11 Knacc A
3AMUCCUS TapPMOHUYECKNX Knacc A
coctaBnawwunx IEC 61000-3-
2
KonebaHusa Hanpskenus / CooTBeTcTBYyeT

Mepuakliee usnyyeHue
IEC 61000-3-3
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dneKTpoMarHmnTHasa cpefa - ykasaHus

CucTema sfieKTpoMarHuTHas HaBuraumoHHasa xupypruyeckasd TRIGEN SURESHOT
AN AMCTanbHOro 6N10KNPOBaHUA CTEPXHEN Npu TpaBMaTONOTMYecKnx onepaynsax
C MNPUHAANEeXHOCTAMW UCMOMIb3YyeT pajuMoyacTOTHYIO 3HEepruto TONbKO AN
BbIMOMIHEHUA BHYTPeHHUX (yHKynii. CnepoBaTenbHo, oHa o6najaeT KpaiiHe
HU3KMM ypoBHeM PY-usnyyeHus, n, No BCeil BEPOATHOCTU, HE AO/HKHA OKasbiBaTb
BNNSAHUA Ha paboTy N060ro pacnosoXeHHOro psAAOM 3/1eKTPOHHOTo o6opyA0oBaHuA.
Cuctema aneKTpoMmarHutHas HasurauunoHHas xumpypruyeckaa TRIGEN SURESHOT
ANA AUCTanbHOro 610KMPOBaHUA CTepXHel nNpu TpaBMaTO/NOrMYeCKUX onepaumax
C NPUHAANEXHOCTAMM NpefHa3HavyeHa ANs aKcnayaTauum Bo BCex cpegax, NoMUMO
XUNbIX MNOMELWEeHUn u MnOoMelWweHnin, MNOAKNOYUYEHHbIX K HWU3KOBONbTHOW CceTn
KOMMYHanbHOro aHeprocHab>xeHus, nutatouwell 34aHna 6bITOBOro Ha3HaYeHWs.



YKasaHus n geknapauvsa npousBoauTens -
noMexoycToiumBocTb 1

dNNeKTpoMardHmntTHas

CucTema 3feKTpoOMarHuTHas HaBurauymoHHas xupypruyeckasd TRIGEN SURESHOT pgna guctanbHOro 6/I0KMPOBaHUA CTepXHeW npwu
TpaBMaToONOTMYECKUX Onepauunax C MNpUHaANeXHOCTAMKW npegHasHavyeHa AN UCMNONb30BAHWA B yKa3aHHON HWXe 3/1eKTPOMarHUTHOWM

coefe. 3aKa3unk uUnm nosib3oBaTesib AO/DKEH yﬁeﬂVITbCFI B TOM, 4UTO cuctemMa npumMeHdeTCcAa B cpepe, COOTBeTCTBy}OLLLeVI TpeﬁOBaHVIFIM

NcnblTaHUA Ha
nomexoycTtonuu
BOCTb

dneKTpocTaTnyeckn
i paspsg (3CP)
IEC 61000-4-2

BbicTpbIii
3N1eKTpPUYEeCcKunil
nepexopaHblii
npouecc / nMnynbc
IEC 61000-4-4

Nmnynbe
nepeHanpsxeHna
IEC 61000-4-5

YcToiunBoCcTb K
nposanam,
KpaTKOBPEMEHHbIM
npepbiBaHUsIM ©
Kone6aHus
Hanps)KeHus Ha
NINHNAX
3IeKTPONMUTaHUSA.
IEC 61000-4-11

MarHnTHoe none
NPOMbILWEHHON
yacTtoTbl (50/60

ru).
IEC 61000-4-8

IEC 60601
McnbiTaTeNnbHbIi YypOBEeHb

+8kB KOHTaKTHbIN * 2 kB, £ 4
kB, + 8 kB, + 15 kB BoO3AaywWwHas
cpega

+2 kB
YacTtoTa noBTopeHna 100 kly

MuHns B nuHuio +0,5 KB,+1 KB

OT nuHun Ha 3emnio *0,5 kB,
+1 kB, 2 kB

0 % Ut; 0,5 umkna

npu 0°, 45°, 90°, 135°, 180°,
225°, 270° n 315°

0 % Ut; 1 uukn

70 % Ut; 25/30 unknos
OpfHa ¢hasa: npu 0°

0 % Ut; 250/300 umknos

30 A/m

50/60 Iy

YpoBeHb COOTBETCTBUSA

+8kB KOHTaKTHbI *+ 2
KB, £ 4 kB, £ 8 kB, *
15 kB Bo3aywHas cpega

+2 kB
YactoTta nostopeHua 100 kly

MuHna B nuuuiw *=0,5 kB, =1 kB

OT nuHUM Ha 3emnio + 0,5 kB,
+ 1kB, £ 2 kB

0 % Ut; 0,5 uukna

npun 0°, 45°, 90°, 135°, 180°,
225°, 270° un 315°

0 % Ut; 1 yukn

70 % Ut; 25/30 ynknos
OpHa dasa; npu 0°

0 % Ut; 250/300 uwuknos

30 A/m

50/60 T

3neKTpoMarHuTHas cpefa - ykasaHus

Ha nonax Jo/KHO 6bITb AepeBsHHOE.
LeMEHTHOE MOKPbITUE UM Kepamuyeckas
nAnTka. ECAY nosbl BbIMOMHEHbl U3
CUHTETMYECKOro mMaTepumana, OTHOCUMTENbHAsA
BNAXHOCTb fO/KHA 6bITh He MeHee 30%.

KayecTBO 3/1eKTPONUTAHWSA OT CETU AOJIKHO
COOTBETCTBOBaTb TUNOBOW NMPOMbIWIEHHON UK
60NbHUYHOI cpefe.

KauecTBO 31€KTPONUTAHNUSA OT CETU JO/KHO
COOTBETCTBOBATb TUMOBOW MPOMbIWNEHHOW
unnm 60NbHUYHOI cpege.

KayecTBO cCeTeBOro 3neKTponMTaHnsa AOJIKHO
COOTBETCTBOBATH cTaHgapTHOW
NPOMbILLEHHOW UNM 60NbHUYHON cpepe. Ecnu
nonb3oBaTento TpebyeTcs BO3MOXHOCTb
npofo/keHnsa pa6oTbl BO BpeMsi nepe6oesB B
3/1eKTpoNuTaHnn, peKoMeHAyeTCcsa 3anuTbiBaTb
cuctemy TRIGEN SURESHOT, nutasce oOT
WCTOYHMKa 6GecnepebOWHOro MUTaHWUSA WK
aKkKymynsTtopa.

B cnyvyae uckaxeHus nsobpaxeHus cnegyeT
pacnonoXmTb cUCTeMy nojanblie oT
MCTOYHUKOB MarHUTHbIX Mosnei
NPOMbILWEHHON YacToTbl WAW UCMNONb30BaThb
MarHuTHY 3awnTy. MarHMTHoe none ¢
4acToTOW NUTarLWwen ceTn AOMKHO
COOTBETCTBOBATb TUMUYHOMY ANA
KOMMEPYECKUX NN 60NbHUYHBIX YCOBUIA.
YTo6bl Y6eANTLCA B TOM, YTO YPOBEHb
MarHUTHOTO MOAS MPOMbILWEHHON YacToThl
[O0CTaTOYHO HU3OK, cnefyeT U3MEPUTH €ro B
npeAycMOTPEHHOM MecCTe YCTaHOBKW.

MpumeyvaHne: YT — 370 ceTeBOE Hanpsh)keHne nNepeMeHHOro Toka nepefj NPUMEHEHWEM UCNblTaTeNbHOro ypoBHA T.
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CncTeMa 31eKTpOMarHuTHas HaBurauumoHHas xupypruyeckas TRIGEN SURESHOT ans guctanbHOro 610KMpoBaHUs CTEPXHeR npu
TPaBMaTOMIOTMYECKUX OMepauuax ¢ NPUHAANEXHOCTAMU NpejHasHadyeHa AN UCMNOMb30BAHUSA B YKA3aHHON HUXE 3/1eKTPOMarHUTHOM
cpeAe. 3aKa3uuK UM MOAb30BaTENb JO/KEH Y6eAUTHCS B TOM, YTO CUCTEMA PpUMeEHsSeTcs B cpeje, COOTBETCTBYHOLU el Tpe6oBaHUAM.

McnbiTaHns Ha IEC 60601 YpoBeHb JneKTpoMarHuTHas cpepga ¥ ykasaHud
noMexoycToiUYnBOCTb McnbiTaTenbublii  COOTBETCTBUSA
YypOBEHb
KoHgykTusHas PY 3 Bcks 3 Bck3 He ponyckaeTcsa MCnonb3oBaTb MEpPeHOCHOE U MoGMAbHOe PY-
IEC 61000-4-6 150 kY - 80 Mry o6opypoBaHue cBfA3n pAgom c cuctemoit TRIGEN SURESHOT,
BKNo4as kKabenu, Ha paccToAHMM 6nMXe peKomMeHfyemoro
6 BcK3 6 Bck3 NpoCTPaHCTBEHHOTO pasHoca, paccyYuTaHHOro no cnepytouiei

¢opmMyne B COOTBETCTBUU C 4ACTOTOW MepegaTymka.

(B Ananasonax ISM) (s gnanasonax ISM) pekomenpyemblii MPOCTPAHCTBEHHbI Pa3HOC

150 kI - 80 Mry 150 kly - 80 Mry d=1,2VP 150 kl'y - 80 Mry
d=1,2VP 80 Mly - 800 Mly
d=23VP 800 MIy- 2,5 Ty

Foe P - makcumanbHas HOMMHanNbHas MOWHOCTb MepejaTtyuka B
BaTTax (BT) cornacHo ykasaHuam npou3BoAMTeNsa nepepgatyuka, a
MN3nyyaemas BY 80 My - 2,7 My 3 B/m d - pekomMeHAyeMblil NPOCTPAHCTBEHHbIN pa3Hoc B MeTpax (m)".
IEC 61000-4-3
80 Mly - 2,7 I'Ty, HanpsXeHHOCTb nons cTaumoHapHbIX PY-nepepgatunkos,
onpepeneHHas B XO4e  3/1eKTPOMArHUTHbIX  MccnefoBaHui
obbekTa”™, AOMXKHA 6blTb MEHbLUE YPOBHSA COOTBETCTBUA B KaXKAOM

nunanasoHe yacToT*'.

80 % AM npu 1 kly

MToMmexu BO3MOXHbl MO6AN30CTU OT 060py,ﬂ|0BaHMﬂ, MOMeYeHHOoro
cnegyroUMmM 3HAKOM:
(« :»)

NMPUMEYAHWE 1: Mpu 80 MMy n 800 MIL, ncnonb3yeTcs NMPOCTPAHCTBEHHbIVi pa3HoOC Ana 60see BbICOKOTO gnanasoHa 4acToT,
NMPUMEYAHWE 2: YKa3aHHble peKOMeHJaunm He MOTyT NPUMEHATLCA BO BCEX CUTyaunsax. Ha pacnpocTpaHeHne 3/IeKTPOMAarHUTHbLIX BOJH
BAUAKT NOTrNOWEHNEe U OTPpaKeHne OT 3JaHWin, NpeaMeToB 1 N0AEN.
* Hanps>XeHHOCTb MONsA cTauuoHapHbiX MepefaTynkosB, Hanpumep, 6a30BbiIX paguocTaHuuii Ana paguno, (COTOBbLIX/6eCNPOBOAHBIX)
TenedOHOB W Ha3eMHON MOGWAbHOW paAnoCcBA3W, NOOMTENbCKUX paguocTaHuuin, AM n FM cTaHuuWii paguoBewaHnsa u cTaHumMin TB-
BEWaHNA He MOXeT 6biTb CNPOrHO3MpoBaHa C J0CTATOYHOW TOYHOCTbIO. [N OLEHKN 3M1eKTPOMarHUTHOrO0 BAUAHWUA cTayumoHapHbIXx PY-
nepefaTtymkoB Heo6XOAMMO BbIMOMHUTbL 31€KTPOMArHUTHOE uccnefoBaHne o6bekTa. ECAM M3MepeHHas HanpsXXeHHOCTb MNONs MO MecTy
MCNO/b30BaHUA CUCTEMbl 3/1€eKTPOMArHWTHON HaBWraunMoHHOW xupypruyeckoin TRIGEN SURESHOT ans pguctanbHOro 670KMpOBaHUSA
CTepXHeli npu TpaBmMaTONOrM4yeckux onepayuax c MNPUHALNEXKHOCTAMU MpeBbilaeT NpuMeHWMbli PY ypoBeHb COOTBeETCTBUA, AN1A
obecneyeHnsa HOPManbHOro HYHKLMOHUPOBAHMA CleAyeT BbIMOMHUTL MPOBEpPKY MO MecTy pacnonoXeHus crtona nauumeHnta THS wnm IGS.
Mpun ob6HapyxeHun cboeB cnegyeT NPUHATb [JOMNOJHWTENIbHbIE MEPbI, Hanpumep, MNepeopueHTUpPoBaTb WAW MEPeMecTUTb CUCTeMY
3N1eKTPOMarHUTHY0  HaBUrauyumoHHyl xupypruyeckyto TRIGEN SURESHOT Aans AucTanbHOro 6G/70KUMPOBAHWSA  CTepXHen npwu
TpaBMaTONOrMYyecknx onepaymnsax ¢ NPUHaANEXKHOCTAMU

“B yacToTHOM gmana3oHe oT 150 kl'y go 80 Ml Hanps>XeHHOCTb NOMAA AO/HKHA 6biTb MeHbwe 10 B/m,
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YKazaHusa n geknapauns rnpovusBoanTensa - 3fIeKTpoMarHutTHas
MomMmexoycTolMuynuBocTb 3

Pa6ouas uvacTtoTa Monoca ~ Cnyx6a ~ Mogynsaunsa ~ MakcumarnbH PacctosiHne MicnbiTaTenbH bl i
(MTly) (M) asi MOWHOCTb (™M) ypoBeHb npun
(BT) ncnbiTaHNAX Ha
nomexoycToiun
BOCTb
(B/m)
NmnynbcHasn
385 380 - 390 TETRA 400 mMoaynaumnsa b 1,8 0,3 27
18 Iy
GMRS 460, FRS ML
450 430 - 470 460 ' OTKNOHEHUe = 5 Ky, 2 0,3 28
cuHyc 1 kly,
710 MmnynbcHas
745 704 - 787 Monoca LTE 13, 17 mogynauus b 0,2 0,3 9
780 217 Ty
810 GSM 800/900,
TETRA 800, MmnynbcHan
870 800 - 960 iDEN 820, Moaynauna b 2 0,3 28
CDMA 850, 18 Iy
930 LTE nonoca 5
1720 GSM 1800;
CDMA 1900;
: n
1845 1700 - 1990 GSM 1900; MyaIbeHas 2 0.3 28
DECT,; moaynaumns b
LTE nonoca 1, 3, 217 Ty
1970 4, 25;
UMTS
Bluetooth, WLAN,
MMnynbcHas
2450 2400 - 2 570 802.11 b/g/n, y 2 0,3 28
RFID 2450, moaynauusa b
LTE nonoca 7 217 Ty,
5240
MmnynbcHas
5500 5100 « 5800 WLAN 802.11 Y 0.2 0.3 9
a/n moaynauunsa b
5785 217 Ty,

MpumeyvaHue: Npu HEO6XOAMMOCTN AOCTUYbL UCMbITATENIbHOIO YPOBHA MPU UCAbITAHUAX HA NOMEXOYCTOWYMBOCTb, PacCTOAHNE MeXay
nepepat e aHTeHHOW n cuctemoit TRIGEN SURESHOT mMoXxeT 6bITb yMeHbWeHO A0 1 M. McnbiTaTenbHoe paccTofAHne 1 M gonyckaetcs
no IEC 61000-4-3.

a. Ana HekoTOpbIX CI'Iy)K6 BK/TIOYEHbl TO/TbKO YacCTOTbl Ha nepepady.
b. JlnHuA nepepayun [OJIXXKHA MOAYNUPOBATLCA C UCNOMb30BAHWEM MPAMOYrO/IbHOTO CUrHana c KOSq)[bVILWIeHTOM 3anonHeHuns 50%.

C. Kak anbTepHaTuBa FM-MoaynsumMmu mMoxeT ucnonb3oBatbcs 50% uMmnynbcHas MoAynsiuma ¢ yactotoit 18 U, NOCKONbKY, XOTs
OHa He ABNsieTcs haKTUUYECKON mopynsuuein, ato 6bin 6bl HAUXYAW NI BapUaHT.
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YKasaHua n geknapauna npon3Bogntens-peKoMeHgyemMbl i
NMPOCTPaHCTBEHHbIA pa3HOC MeXAYy NepPeHOCHbIM U MOBUNbHbLIM BY
obopypoBaHMEM CBSA3N N CUCTEMOW 3/TEKTPOMArHNTHON HaBUTaALMWOHHOWM
XUPYPrnyeckom TRIGEN SURESHOT AN ANCTa/ibHOro 6/10KUpOBaHUs
CTEP>XHEW Npu TpaBMaTONONMYecKNX onepaymnmax ¢ NpUHanNe>X HOCTAMMU.

CucTtema 3neKTpoMarHuTHas HaBurayuoHHas xupyprudeckas TRIGEN SURESHOT pns guctanbHoro 6/10KMpPOBaHUS CTepXHel npu
TpaBMaTONOIMYECKUX OonepaLusix ¢ NPUHaZNEeXHOCTAMN npefHa3HavyeHa A8 dKCNayaTauuum B 3/1€KTPOMArHUTHOW cpefe C KOHTponem
PY- nomex. 3aka3yuMKk MAM nonb3oBaTeNb MOXeT M3bexaTb BO3HUKHOBEHUS 3/1€KTPOMArHWTHbIX NOMex, o6ecneymB MUHUMaNbHOE
paccTosiHue Mexay NopTaTUBHLIM U MO6UNbLHBLIM PY o6opynoBaHuem cBA3nM (nepepatumkamu) u cuctemoih TRIGEN SURESHOT. Huxe

NPUBOAATCA pPeKOMeHAyeMble 3HA4YeHWs MNPOCTPAHCTBEHHOro pas3Hoca B 3aBUCUMOCTU OT MaKCUManbHOW BbIXOAHOW MOLHOCTH
060pyAOBaHNSA CBA3M.

HomnHanbHasa
MaKcnmMmanbHas

MpocTpaHCTBEHHbIi pa3HOC B 3aBUCUMOCTM OT YacToTbl Nepegartymka
BbIXOAHAs MOLHOCTb

nepegartumka
150 kly - 80 Mry 80 MIy - 800 Mry 800 MIy - 2 5 Iy

BT d=I1,2VP d=1,2vP d=2,3VP
0,01 0,12 0,12 0,23

0.1 0,38 0,38 0,73

1 1.2 1,2 2,3

10 3,8 3,8 7.3

100 12 12 23

LOns nepefaTtyMKoB C MakKCUManbHOW HOMWHANbHOW BbIXOAHOW MOLWHOCTHI, BbIXOASAL e 3a paMKy MepPeyvynucseHHbIX Bbllle 3HAYEHWUN,
peKoMeHAYeMblii NPOCTPaHCTBEHHbIN pa3Hoc d B MeTpax (M) MOXHO onpeAennTb No hopmyne ANA YacToTel Nnepefatyuka, rge P — 3To
MaKcMManbHas HOMUHaNbHas BbiXOAHAA MOLWHOCTb NepegaTynka B BaTTax (BT) nmojaHHbIM NMpPOM3BOAUTENSA NepejaTymka.
NMPUMEYAHWE 1: Mpu 80 MMy v 800 MIy, ucnonb3yeTcss NPOCTPAHCTBEHHbLIN pa3Hoc Ans 60/ee BbICOKOTO AMana3oHa 4acToT.

NMPUMEYAHWE 2: YKa3aHHble peKOMeHJalLnn He MOTyT MPUMEHATbLCA BO BCEX cuTyauuax. Ha pacnpocTpaHeHWe 3/1€KTPOMarHUTHbIX
BOJIH BANAIKOT NOrNOUWEHNE U OTPaKeHne OT 3jaHuil, npejmMeTOB U Nogeit.

be3onacHasa yTtunmnsauyuns

Cucrtema anekTpomarHutHas HasuraymoHHas TRIGEN SURESHOT ansa guctasibHOro 6/10KMpoBaHUsi CTEPXKHENR npu
TpaBMaTo/IOrMYecKNX onepaumsax ¢ NPUHagnNeXXHoCcTAMU JO/HDKHa ObiTb YTUIN3MpOBaHa Wi Bo3spalleHa B Smith &
Nephew.

Bce ycTpoiicTBa, B CBSA3M C KOTOPbIMU 6bIAM NOoAaHbl XKaobbl, AO/MKHbI ObiTb BO3BpalleHbl B Smith & Nephew ansa
npoBefeHVA aHam3a.

MHTepderic TRIGEN SURESHOT 2 noanexxuT yTunusaumm B COOTBETCTBUU C /11060 MPUMEHMMON rocynapcTBEHHOM
MOSINTUKOW W MOJSINTUKOW YUYpeXXAeHUs1 B OTHOLUEHUU CMUCbIBAEMOrO 3/1EKTPOHHOIo 060pyAoBaHuA.
Xupypruyeckue msgenns MHOFOKpPaTHOro MCMNoJib30BaHUsA, KOTOPbIE 6bIIM MPOBEPEHbI N CPOK C/Y>X6bl KOTOPbIX
3aKOHUMWIICA, AO/DKHbI ObITb MO BO3MO>XXHOCTU MPOCTEPUIN30BaHbI U YTUNN3MPOBaHbl B COOTBETCTBUMN C MHCTPYKLUAMUN
yUpeKaeHusl.

N3penua, kotopble He MOryT ObITb npocrTepunin3doBaHbl nepeng yTI/I}'Il/I3aLI,VIel7I, AOJDKHbI ObITb yTnnmn3nposaHbl B
YCTaHOB/IEHHOM NopAaKe KaK noteHuuvasibHO 6uonornyecku onacHble n3genvsa.

O,D,HOpa3OBble yCTpOVICTBa cnegyert ytmnm3mpoBsaTtb B COOTBETCTBUN C YCTaHOBJ/IEHHbIMU B YHpexXaeHnn npoueanypamu
ytunmnsauunm OnosiorMyeckn onacHbIx MaTepunasioB.
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AononuutensHan uHdopmayua.

Ana nonyyeHun AONOAHUTENBHOW MHPOPMALUK, BKNIOYIA UHDOPMLWIO NO rapaHTK, CBsxuTeCk Co Chyx6on
NOAAEPXKK KnueHTos nNo TenedoHy +1 800 238 7538 (380HKM B Npeaenax KOHTUHeHTanbHOH vacTu CLUA) u
+1 901 396 2121 (MexAayHapOAHLIE 3BOHKK).

+1-901-396-2121 www.smith-nephew.com

. MEXAYHAPOAHLIA HoMEP ifu.smith-nephew.com 2017, 2020

+1-800-821-5700 npuHaANexaT
GecnnaTuoti HOMED B KOMNanuv Smith &
CWA Nephew Inc. Bce

gg:;:‘zgo';??:;’olm +1-800-238-7538 Cnyxta NPasa 33WNLLEHbI

(Brooks Road) NOAAEPKKU KNMEHTOS B 10/2020 81103554
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NPUJIOXKEHMUE K PYKOBOACTBY NONbL3OBATENR
«CHCTEMA INEKTPOMArHNTHAN HABKTALNOHHAN Xupypruveckan TRIGEN
SURESHOT ans ancranbHoro 5A0KMPOBAHNA CTEPICHEH NPM TPaBMaTONOIMUECKHX
ONEPAUNRAX C NPUHATNEKHOCTAMU »
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HAWMEHOBAHWUE MW, MOAENHW WKW BAPUAHTHI UCRONHEHUA MW

CuUCTEeMa 3nNeKTPOMarHUTHaA HasvurauMoHHan xupypriyeckan TRIGEN SURESHOT ans avcranbsHoOro
O6NOKVPOBAHUA CTEPXHEN NPU TPABMATONOMMUYECKWUX ONEpaUUaxX ¢ NPUHALNEXHOCTAMU:
Unrepdeiic TRIGEN SURESHOT 2 B 3ayMTHOM KOHTEAHEpE;
. Hanpasutens, SURESHOT 2;
KaGenb nutaHus;
Brynku SURESHOT (npu HeobxoanMocTy):
Brynka ans sunta SURESHOT, AnunHaN,
- Brtynka ana ceepna SURESHOT, anndHas;
- Btynka ana ceepna SURESHOT 4.0mMM, kopoTKas;
- Brynka ans ceepna SURESHOT 4.0MM, AnnHHaA;
Brynka ans ceepna SURESHOT HUMERAL 3.2mm.
5 3oHAN Hanpasnaowme SURESHOT (CTapToBbif KOMNAEKT):
- 30HA Hanpasnmoiui SURESHOT ans crepxxei META - He 6onee 150 wr.;
3oHa Hanpasnawwmii SURESHOT ans crepxHeid SEMI-EXTENDED - He 6onee 150 wr.;
3oHa Hanpasnsiowmi SURESHOT ans crepxHeid TAN/FAN - He Gonee 150 wr.;
- 3oHa Hanpashawoumii SURESHOT ana crepxHeli HUMERAL - He Gonee 150 wr.
6. Ceepna SURESHOT (crapTosblit koMnnexT):
- Cesepno SURESHOT kopoTkoe, XBOCTOBMK TUNa AQ — He 6onee 150 wr.;
- Cesepno SURESHOT anvHHoe, xBocToBuk Tuna AQ - He Gonee 150 wr.;
- Csepno SURESHOT HUMERAL, xsoctosuk Tvna AO - He 6onee 150 wr.
7. Orpannuurenm SURESHOT (npu HeobxoaumacTu):
- Orpanununtens raybuHol sseaeHns sonaa SURESHOT ana crepxHeid META;
- OrpaHvuuTtens rnySuHol BeeaeHns 3oHaa SURESHOT ana crepxHeid TAN;
- OrpaHuuuTent raybuHet BBegeHUn 3oHaa SURESHOT ans crepxnreil HUMERAL.
8. Kanubparop TouHoctn SURESHOT (npu HeobxoamMocTn);
9. Hanpasutenb SURESHOT aHTeBepcvoHHbIM gna crepxHeid {npyu HeobxogumocTn).
10.01BepTKU WecTurparHbie SURESHOT (npu HeobxoaumocTu):
- OrsepTka wecturpaHHas SURESHOT 4.7mm;
- OrsepTka wecTnrpaHHan SURESHOT 3.5mm.

P B W

MPUHAANEXHOCTH

1. BctaBka B KoHTeAHep ana HanpasuTens TRIGEN SURESHOT 2;
2. KoHTeliHep AnAa nHerpymentos TRIGEN SURESHOT;

3. Kpbtwka koHTelHepa ans MHCTpyMeHToB TRIGEN SURESHOT;
4. floTok aAna nHeTpyMentoe TRIGEN SURESHOT HUMERAL.

BO3MOXHOCTb M METOAlbl UHTEIMPALIMM C APYIMMU MEAULIMHCKUMWA U3QENNAMN

Cucrema 3neKTpoMarHMTHas HasurayuoHHas xvpyprudeckas TRIGEN SURESHOT gns aucransHoOro
6nokrpoBaHUa CTepXHEN NPU TPABMATONOMMUECKMX ONEPAUMAX € NPUHAANEGXHOCTAMKU NPEAHAZHAYEHA Ana
1CNONb30BaAHUA COBMECTHO € UMIMUTAHTAaTaMu BN OCTEO3NKTE3a, UHTPAMEAYNASIPHBIMA CTEPXHIMM U
BUMTaMKW NPOM3BOACTBA kKoMNaHun Smith & Nephew.

ONMUCAHME NPOLECCA OHNCTKW, AESUHOEKLIMW U CTEPWIN3ALMN
HecrepnnbHbie KOMNOHEHTHI U NPHHAANEXHOCTH MHOTOKPAETHONO HCNIO/ILIOBAHUA (BTYAKN,

KanuGpPATOP TOMHOCTH, HAMPABHTENMN, OTPAHUUNTENU FNYGMHBI BBEACHUN SOHAS, OTBEPTKN)

HecrepunoHbie  KOMNOHEHTHI CUCTEMbI  MHOMOKPATHONC  MCNONL3OBAHUA, KOTOpbIE  HeobXxoanMo
CTEPUNM30BaTb, OTHOCATCA K CNEeAYIOLMM MPYNNaM U3ANUA, oNpeAeneHHbIM B AOKYMeHTe «MHCYpYKUMKM No
yXony, TEXHUYHECKOMY OOCNYyXMBAHWIO, OUMCTKE WU CTEpUAM3auuM OPTONEAWYECKUX wanenvuii Smith &
Nephewx»:
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Btynka ana suHta SURESHOT, annHHana N3penua c 3aTpygHUTeNnbHbIMU ANA
Btynka gna ceepna SURESHOT, agnnHHas OUYNCTKU AgeTanAMUNU KOHCTPYKLU NN
Btynka gona ceepna SURESHOT 4.0mMm, KOpoTKas

Btynka gna ceepna SURESHOT 4.0MM, ANnvHHasA

Btynka gna ceepna SURESHOT HUMERAL 3.2mMm

OrpaHnumnTtenb raybuHbl BBefeHna 3o0HAa SURESHOT ansa

cTep>Heli META

OrpaHnymTenb rnaybuHbl BBefeHma 3o0Hga SURESHOT ans

cTep>xHeili TAN

OrpaHnymnTenb rnaybuHbl BBefeHMa 3o0HAa SURESHOT ans

cTtep>xHeii HUMERAL.

Kannépatop ToyHocth SURESHOT

HanpaButenb SURESHOT aHTEBEPCUOHHbIN AN CTEPXHEN

OTBepTKa wecturpaHHaa SURESHOT 4.7Mm

OTBepTKa wecturpaHHaa SURESHOT 3.5mMm

Hanpasutens SURESHOT 2 N3penma ¢ NICTOYHMKOM NUTaHUA

MpuHaanexHocTwn, KOTOpble ncnonb3lytoTcs npwu cTepununsaunmn KOMMOHEHTOB B KayecTBe
BCMoMoOraTenbHbIX U34e/IMA OTHOCATCA K criegylowmm rpynnam msgenunii, onpegeneHHbIM B JOKYMeHTe
«VIHCTPpYKUMN MO yxoAdy, TeXHWYecKoMy O06CAYy>XMBaAHUIO, O4YMCTKe W cTepuamsaumm opTonegnyeckux
nsgenuin Smith & Nephew»»:

N3penus Fpynna naaenuvii Ans 4McTKu

BcTtaBka B KOHTeliHep ana HanpasuTensa TRIGEN SURESHOT 2 N3pennsa-emKocTu
KoHTelHep ansa nHcTtpymeHToB TRIGEN SURESHOT

KpbllwKka KOHTeliHepa anss MHcTpymeHToB TRIGEN SURESHOT

J1oTokK AnAa nHctpymeHtos TRIGEN SURESHOT HUMERAL

Mopsagok AelcTBUIA AN OYUCTKU, AE3NHPEKUUU N cTepunmsaymm cM. B AOKYMeHTe «WHCTpyKuum no
yxopny, TeXHUYECKOMY O6CNYy>XWUBaAHUK, O4YUCTKE U CcTepuaumsauum optoneamyeckux wusgennii Smith &
Nephew»

CTepuabHble 04HOPA30Bble KOMMOHEHTbLI (30HAbI, CBepa)

METOLO CTEPUNUSAUNN ONA
OAHOPA30OBbIX KOMIMNOHEHTOB,
MOCTABNAEMbI X
CTEPUBbHBIMIW

30Ha HanpaBnawwuin SURESHOT gnsa ctep>xxXHen META; CTepunnusauma aTuneH OKCUAOM

30H4 HanpaBnswwunii SURESHOT gnsa ctep>xHeih SEMI-

EXTENDED;

30Ha HanpaBnawwuin SURESHOT agnsa ctep>xxHen TAN/FAN;

30HA HanpasnAwwminin SURESHOT ana ctep>kHein HUMERAL.

CBepno SURESHOT kopoTkoe, xBOCTOBUK Tuna AO; PagnaynoHHana ctepunmnsauus

CBepno SURESHOT gnnHHoe, xBocTtoBUK Tuna AO;

CeBepno SURESHOT HUMERAL, xBocTtoBUK Tnna AO.

KOMMNEKT NMOCTABKW

Bce KOMMNOHEHTblI NMOCTaBAAKTCA MO 1 WT. B yNnakoBKe.

NMHTepdeiic TRIGEN SURESHOT 2 B 3alMTHOM KOHTeliHepe U npegHa3sHa4dYeHHbI Ansa paboTbl C
MHTepdelicom Kabenb NMTaHUA NMOCTaBAAKTCA OTAE/NbHO.

BcTaBka B KOHTeliHep aonsa HanpaBuTensa TRIGEN SURESHOT 2 noctaBnsietcs ¢ 3 BUHTaMu, OTBEPTKOM
ONS YCTAaHOBKW U HaK/eMKOoW.

Pycckoa3blYHOe pYKOBOACTBO Mo/sib30BaTens B OyMaKHOM BuAe noctaBasieTca Npm HeobXo4UMMOCTU.
Pycckos3blUHOEe pPYyKOBOACTBO MOJsib30BaTens AOCTYMNHO Ha caliTe Mo cCblNKe, yKa3daHHOW Ha
PYCCKOA3bIYHON MapKUpPOBKE.

N3penna cuctembl TRIGEN SURESHOT ynakoBaHbl OTAEe/IbHO, 3a UCK/JHOYEHNEM HEKOTOPbIX
XNPYPIrUYECKUX UHCTPYMEHTOB AJ/I8 MHOTOKPAaTHOro MCMNOSIb30BaHUA, KOTOPbie MOTyT MOCTaB/iIATbCA B
KOMMJ/IEKTEe C /IOTKOM A1 UHCTPYMEHTOB.

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



MEPEYEHb MATEPVANOB >XNBOTHOIO N (MN1N) HEJTOBEYECKOTIO NMPONCXOXAEHWA
M3pennsa Smith & Nephew He BK/O4YalOT HeXM3HECNocob6Hbie MaTepuasbl )XUBOTHOTO NMPOUCXOXKAEHUS,
HEe>XN3Hecnoco6Hble MaTepuasibl XXUBOTHOTO MPOUCXOXKAEHUS He MPUCYTCTBYIOT B npoLlecce
NpPon3BOACTBA M B KOHEYHOM U3AENUN.

MHPOPMALINA O IEKAPCTBEHHDbBIX MPEMAPATAX N (MTN) ®APMALEBTUYECKKNX
CYBCTAHLUNMAX B COCTABE MIA

Mn3pennsa Smith & Nephew He copgep>kaT /neKapCTBEeHHbIX CPEACTB U JieKapCTBeHHble cpepcTBa He
yuyacTBYOT B MpoL,ecce NMpoM3BOACTBA UM He NMPUCYTCTBYIOT B KOHEYHOM U34eNnu; No3ToMy 3TOT pasgen
He NMPUMEHUM.

YCNOBUA OSKCMAYATAUUWN  ANA  PABOYUX YUACTEW, KOTOPbLIE KOHTAKTUPYIOT C
BHYTPEHHEW CPEAOUW OPTAHW3MA

Paboune yacTn, KOTOpble KOHTAKTUPYKT C BHYTPEeHHe cpefoil opraHmamMma, MOTFyT 3aKcnayaTmpoBaTbCs B
Anana3oHe TemnepaTtyp 32-42®C.

MPUMEHUMBIE CTAHOAPTHI

CtaHpapT OnwucaHne
BS EN 62366:2008 M3penua megununHckue. NpoeKTMpoBaHUEe MeAUUNUHCKUX U3aenuni ¢
yuyeTOM 3KcN/alyaTalMOHHOMW NPUroaHOCTH
IEC 60601-1-6:2010 N3penna meguumnHckue anekTpuyeckme. Yactb 1-6. O6wume

Tpeb6oBaHMA 6€30MaCHOCTN C YY4E€TOM OCHOBHbIX PYHKLMOHAbHbIX
XxapakTepucTtuk. lono/IHUTENbHbBIA cTaHfapT. KcnayaTauuoHHas
MPUrogHoOCTb

BS EN I1SO 14971: 2012 N3penua megununHckue. NMprMeHeHne MeHeg>KMeHTa pucka K
MeAVULNHCKUM U3Aennsam

BS EN ISO 16061:2015 MHCTPYMEHTbI, UCMOJ/Ib3yeMble COBMECTHO C HEaKTUBHbIMU
XUPYpPruyecknmm mmnaaHtatamu. O6uime Tpeb6oBaHus

BS EN 1SO 13485:2016 Mn3pgenua meguuunHckue. CUCTEMbl MeHeA)KMeHTa KadecTBa.
CucteMHble TpeboBaHMA ANA Lenew peryainpoBaHus

IEC 60601-1:2005 +A1: 2012 N3penua mepguuuHcKue anekTpmuyeckme. Yactb 1. O6wume
Tpeb6oBaHUsA 6e30MaCHOCTM C YYETOM OCHOBHbIX PYHKLMOHaNbHbIX
XapaKTepucTuk

BS EN ISO 11607- 2:2006+Al:2014 YnakoBKa ANs MeAULWHCKUX M3genuii, nognexawmx MHULIHOG
ctepunmnsaymn. Yacte 2. TpeboBaHMA K Bampaunun nNpoLeccoB
opMupoBaHuda, repmeTmsaymmm n cb60pKu

BS EN ISO 11607- 2:2006+A1:2014 YnakoBKa ANs MeAULUWHCKUX U3aenuii, nognexXawmnx UHNLWHOMN
ctepunusaynn. Yactb 2. TpeboBaHMA K BampauMm nNpoLeccoB
bopmMupoBaHua,repMmeTnsaymum n c60pkKu

ICH GCP E6, E8, E9, EIO Hapgnexauwaa KanHudyeckasa npaktuka

BS EN ISO 14155:2011 KnnHunyeckne nccnepgoBaHuda. Hagnexkauwana KanmHudeckas
npakTnka

NB-MED 2.12-1 rev. 8 MOCTMAPKETUHTOBbIA MOHUTOPUHT (PMS) nocT mapket/
npon3BoACTBO

MEDDEV 2.12/2 rev. 2 Mocnepytouwme nocTMapkKeTMHroBble uUccsenoBaHnA

MEDDEV 2.7.1/Rev. 4 KnnHnyeckaa oueHka

ISO 11137-1: 2006 Ctepnnmusauna meanumMHCKOW nNpoaykunm. TpeboBaHUs K

BaMpgaumn n TeKyuwemy KOHTPOI paguauuoHHOW cTepuimnsauunmn
ISO 11135: 2007 Ctepnnmnsauna MeAnNLMHCKOW NPOAYKUUN. DTUMTEHOKCUA,.
Tpe6oBaHuAa K pa3paboTke, Banujgaymm m TeKyuw,emy yrnpaB/ieHUIo
npoyeccomMm cTepunm3aunm MeaAnLUHCKUX n3aenni
ISO 10993-1: 2009 N3pgenua meguymnHckue. OueHka 6MOIOTMYEeCcKoOro gemcrtBus
MeauUNHCKNUX nagenunin. Yactbe 1. OueHKa n uccnegoBaHms

FTAPAHTUNA N PEKTAMAUWMA

KomnaHua Smith & Nephew, Inc. (S&N) npepoctaBnseTr rapaHTMIO Ha BCe CBOM MPOAYKTHI
nepeoHavanbHOMy nokynatento (3aka3umky) oT AedeKTOB M3roToB/EHNA N MaTepuasoB B TeYeHue cTa
BocbMugecatn (180) gHell ¢ gaTbl Nokynkm y Smith & Nephew; 3a ucknwueHuem npogyktos NAVIO, B
OTHOLWEHNN KOTOpPbIX ycTaHaB/inBaeT CpoK B oguH (1) rog ¢ gaTtbl ycTaHOoBKU (FapaHTuiHbIi Cpok). Ons
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N6bIX MNPOAYKTOB, KOTOpble Obl/IN MPU3HaHbl He COOTBETCTBYKWLWWMU [aHHOW rapaHTUM B TeuyeHwue
MapaHTUiiHOro Cpoka, Takas rapaHTms npegycmaTtpuBaeT M orpaHuumBaeTcsa, no Bbl6opy S&N, nuéo (i)
PEMOHTOM, WM 3aMeHOW TakKux NpoAYyKTOB 6ecniaTtHO M B TedeHWe pasymHoro nepuopga BpemeHu (1)
BO3MeELW,EHNEM WM NpefocTaB/ieHMEM KpeauTa B pa3mMepe MOKYMHOW LeHbl TakKMx NpoAayKToB. Ecam S&N
OTPEMOHTUPYET WM 3aMEHUT U3aesime B COOTBETCTBMU C HaCTOsWeN rapaHTueir v nonpocuTt KnumeHTa
BEPHYTb Takoi ToBap. KnneHT ponxkeH oTNpaBUTb Takoll ToBap B KomnaHuto S&N, npeaBapuTenibHO
onnaTuMB cYeT 3a nepeBO3KYy. KnnmeHTy 6yaeT BbicTaB/lIeH cUHeT 3a /10601 3amMew,aroWwni NpoayKT, ec/in OH
He BEepHEeT 3anpoWeHHblIl 3aMeHEeHHbI NPOoAYKT B TeueHune Tpuguatun (30) gHel nocne otnpaBku S&N
3amMeHsAOWero npogykrta. [aHHasa rapaHTMs He pacnpocTpaHseTca W aHHYy/uMpyeTca B Clieayruwunx
cnydasax: (1) npoaykKT ynakoBaH WNU MapkKuMpoBaH KeM-/in6o, kpome S&N wmau ero yrnoJIHOMOYEHHbIX
areHTtoB; (W) NpoaoyKT He WUCNONb3yeTcA B COOTBETCTBUM CO cheyndukaumamMmm, WUHCTPYKUUSAMU WU
TpeboBaHUSAMM NO WUCMNOMb30BaHMWIO npoaykTta; (W) ob6opypnoBaHue WUCMNOMb30BaHO B co4vYeTaHUU C
pacxogHbIMM MaTepunasaMmm UNU NPUHAANEXHOCTAMU, HE NpeAHa3HaAYeHHbIMU ANS UCNONb30BaHNSA C TaKUM
obopypoBaHunem; (iv) obopypoBaHMe WUCNOJSIb30BAHO B COo4YeTaHMM C nepepaboTaHHbIMW pacxogHbIMU
mMaTtepuanaMmu unnu npuHagnexHoctamu; (v) npoaykt moamduuymposaH; (vi) y nNpoayKTa UCTEK CPOK
rogHocTun; (vii) HopmanbHbIW M3HOC; (viii) yuwepb m3-za HenpaBU/IbHOTO MCMNONb30BaHUS, NepepaboTKu,
M3MEHEHUNS, HECAHKLNOHNPOBAHHOIO0 peMOHTa WU HeOpe>XHOoW akcnayaTauum WAN MOBpeXAeHUd n3-sa
HEOCTOPO>XHOCTU CO CTOPOHbI Bfiagensibua, NoTpeébuTensa mamMm Nosb3oBaTens NpoAykKTa, BK/Ak4Yas, HO He
orpaHu4YmMBasicb, XpaHeHue, aKcnayatayumo UM o4ucTtky; wmnum (1x) nwob6oi apyroin yu,epb, HaHeCeHHbI
npoaykTy Bfajesblem, noTpebutenem wuAm nonb3oBatesiem. 90-AHEeBHas rapaHTUa Ha pPEMOHT
pacnpocTpaHseTca Ha OTPEMOHTUPOBAHHbIV HencnpaBHbIM KOMMOHEHT. 3Ta rapaHTus pacnpocTpaHseTcs
TO/IbKO Ha NnepBoHadanbHOro nokynatensa y S&N (UM ero aBTOpM30OBaHHOrNo AUCTpubGbOTOpa) U He
nogneXxut nepepgave. 3A UNCKJAKOYEHWEM C/IYUYAEB, KOrgA 3TO 3AMPEWEHO WA TPEBYETCHA B
COOTBETCTBUU C MPUMEHVMbIM 3AKOHOOATE/IbLCTBOM, 3TA TAPAHTUA ABJIAETCA EAUNHCTBEHHON
FAPAHTUEW S&N, W BCE APYIME TAPAHTUW JIKOBEOTO BUOA UMW YKA3AHWUSA, BKAKOUYAA TAPAHTUN
KOMMEPYECKOW BbIrOAbl TOBAPA, YAOBNETBOPUTE/IbHOITO KAYECTBA W MPUIFOAHOCTW ANdA
OMPEAENEHHOW LIESIN UCKJ/THOYEHBDI.

YMNOMHOMOUYEHHOW MPEACTABUTE/Ib NPON3BOAUTENA HA TEPPUTOPUWN POCCUNCKOW
SPENEPALUNN: OO0 «Cmut 3aHg Hedbto», Poccma, 105120, r. MockBa, 2-1 CbIpOMATHUYECKUIA Mepeynok,
a. 1, 3T.9, nom.1, KOM1 Ten: +7 (495) 755-55-03

HAVMMEHOBAHWE 1 KOPUANYECKUN AQPEC MPOU3BOAUTENA MU N YNMOJTHOMOYEHHOIO
MPEACTABUTENA NMPON3BOANTENA B POCCUN
PABPABOTYUK:

Smith & Nephew, Inc. (CmuTt aHg Hedbro, NHK.)
1450 Brooks Road Memphis, Tennessee (TN) 38116, USA (CLLA)

NMPON3BOAOUNTENb:
Smith & Nephew, Inc.(Cmut 3aHa Hedbto, VIHK.)
1450 Brooks Road Memphis, Tennessee (TN) 38116, USA (CLWLA)

YMNONHOMOUYEHHbLIV MPEACTABUTENb NPOVW3BOAUTENA B POCCUU
000 «CMUT 9HA HE®bIO»
105120, ropoa MockBa, CbiIpOMATHUYECKUI 2-1 nepeynok, gom 1, 3T 9, nom 1, kom 1

©2017, 2020 Smith & Nephew. Inc. Bce npoBO 3al Ul eHbl.
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VIHCTpYKUKUKM MO yxoAay, :
TEXHNYECKOMY smith&nephew
00CY)XMUBaAHWUIO, OUYNCTKE U

cTepunuaummn

opToneanYyecKux U3nennia

Smith & Nephew
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Llens/O6nactb npumeHeHns/OnpeneneHms

LUenb

[aHHbI [OKYMEHT 6bln NOATOTOBAEH AN NpefocTaBNeHuns
MHCTPYKLUKI NO yxoAdy, PEMOHTY, OYMCTKE U CTepuansauunm
MeLULMNHCKUX n3gennii, NpOM3BOAUMbIX KOMNaHuen Smith &
Nephew.

[aHHble meToabl 6biNM pa3paboTaHbl C NCNONb30BAHUEM
CTaHAapTHOro 060pYyAOBaHMA U NPaKTUYECKMX NOAXOA0B,
XxapaKTepHbIX Ans MeauLUHCKUX yuypexaeHnid. VicnbiTaHns
Bannpauunm, NoATBEPXAaloLW, ue AaHHble MHCTPYKL UK, Obinn
OCHOBaHbl Ha 06LWENPU3HAHHbLIX HOPMaXx U cTaHgapTax Ais
M34eNnii MHOTOPa3oBOr0 UCMONbL30BAHUS U U3LENNIA-
eMKOCTei u3 cnefyrwmnx opraHn3aymnii;

- AMepUuKaHCKWUIA HauMOHaNbHbIA UHCTUTYT
cTaHpgapTnsaymnm (ANSI)

- Accouuauus cofeiicTBna pasBUTUIO MEANLMHCKO
TEXHUKKN (AAMI)

- Accoymaunsa onepaynoHHbix cectep (AORN)

Hemeukas pabouas rpynna no npubopam (AKI)
Arbeitskreis Instrumenten-Aufbereitung

- MuHuctepcteo 34paBooxpaHeHna KaHagbl

MexayHapoHas opraHusanus no cTaHgapTi3aymm
(1S0)

- MexayHapogHas accolumalma matepmanbHOro
ynpaBneHunsa LUeHTpanibHOM cnyX6bl 34paBOOXpaHeHNs
(IAHCSMM)

- BcemupHad opraHusauus 3gpasooxpaHeHus (BO3)
- [enapTtameHT 34paBooxpaHeHns BennkobputaHun
- CraHpapT ABcTpanuu/HoBoi 3enaHauun

* LeHTp no koHTponto 3abonesaemoctu (CDC)

- YnpaBneHue No KOHTPO/IO 3a NPOAYKTaMu 1
nexkapctsamu CWA (FDA)

O6nacTb NpUMEeHeHUns

[aHHble MHCTPYKUUWN NPUMEHSAIOTCH KO BCEM MeANLUHCKUM
opToneanYecknm M3gennsiM MHOropasoBOro 1CNONb30BaHMS,
npogasaembiM KOMNaHunen Smith & Nephew, koTopble
13HavyaNibHO NMOCTABASIOTCA HECTEPUIBHBIMU MUK
CTEPUNbHBIMU, N HYXAalTCs Bo6paboTKe nocne
nepBoHayanbHOro/ NOCAeAyLWEero NCNoAb30BaHus. ITn
MHCTPYKLUMKN TaKXXe NPUMEHATCA K OAHOPa30BbIM
MeLULUHCKUM U3LeNnsAM, KOTOPble NOCTaBAAKTCS
CTEPUbHLIMUW Y HECTEPUIBHBIMU U HYXalTCs BO6paboTKe.
KoK cTepunbHble, TaK M HECTEPUIbHbIE 04HOPA30BbIE
MeLULMNHCKNEe N3fenus, T0 ecTb NAACTUHbI, CTEPXHU, BUHTLI,
MUHbI U CNKLbI, 06bIYHO MOMELI A TCA B 3aLUTHbIE
ycTpoiicTBa (KOHTeWHepbl) Ans UCnoib30BaHUA U,
cnepoBatenibHO, HyXfalTcs Bo6paboTke nepep
MCNonb30BaHUEM.

[aHHble MHCTPYKLMMN NPUMEHSIOTCA K OpTONneANYeckum
n3genunsam Smith & Nephew, koTopble nognagarT nog
Knaccu@ukaunoHHYy cxemy CnonguHra ang MeguunHCKnx
N3AENNIA KaK «KPUTUYHBIE U3LENNS» N «HEKPUTUYHBIE U3LENNS».
«KpUTNYHbIE N3LeNNsA» BBOAATCS HEMOCPEACTBEHHO B
opraHu3m yenoBeka NMM60 B KPOBOTOK, MMBGO KOHTAKTUPYIOT C
HUM, TM60 B Apyrue 06bIYHO CTEPUbHbLIE YYacTKK Tena.
«KpUTNYHbIE N3LeNNsa» NPeLCTaBAAT BbICOKYH CTeNeHb pucka
nepefayn MHMeKUMN BCnyyae 3apaXeHuns u.
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cnepoBaTesibHO, AO/MKHbI BblTb CTEPUIBHBIMY BO BPEMS
Mcnonb3oBaHus. «HeKPUTUYHbIE YCTPONCTBA» KOHTAKTUPYIOT
TONMbKO C HEMOBPEXAEHHOM! KOXeN naumneHTa.

OnpepneneHns

Buonornyeckuii nnaukartop (BM): MicnbiTatenbHas cuctema,
cogepxauias XXU3HeCnocobHble MMKPOOPraHN3Mbl, KOTOpble
UMEIT onpefeneHHy YCTONYNBOCTb K YKa3aHHOMY
npoueccy cTepunmsaymu.

KoHTeiliHep: ManeHbKU SWNK C OTKMAHOM TOPLEBOA
KPbILWKOW, BKOTOPOM XpaHATCA pas/inyHbie MaseHbkue
UMMaaHTatbl (Hanpumep, 60NTbl, MAACTUHBLI U T.4.).

Xumunuecknii nugnkatop (XM): MicnbiTatenbHasa cuctema,
KOTOpas BbISBASIET U3MEHEHMNE OAHON UAN HECKOMbKMNX
npenBapuTenibHO onpegeneHHbIX NepeMeHHbIX npoyecca Ha
OCHOBE XMMMWNYECKUX NN HU3NYECKUX N3MeHeHW, Bbl3BaHHbIX
BO3,qe|7|CTBV|eM npouecca. X/ nomoratT BOOGHApPY>XXEeHUN
noTeHUManbHbIXx C60EB CTEPUNM3ALUMN, KOTOPbIE MOTYT
BO3HUKHYTb B pe3ynbTaTte Hel‘lpaBl/IanOIZ ynaKoBKH,
Hel‘lpaBVIrIbHon 3arpy3km vnu HEVICHpaBHOCTeVI
ctepunusaropa. OteeT «npowen» X He nogTeepxaaet
CTEPU/IbHOCTb N3aennsa, KOHTPONNPYyeMOro NHANKaTopomMm.

OuuncTka: YaneHune 3arpssHeHnli Bo6beme, HEO6X04NUMOM
ana ganbHenwel 06paboTKM uUAK AN NCNONb30BaHUS MO
Ha3Ha4yeHuto.

Napenusa-emkoctu: XeCTKNIA CTEPUIN3ALNOHHbIA KOHTENHEP
MHOropasoBOro MCNobL30BaHMA, KOpnyc ans
WHCTPYMeHTOB/KacceTa. KOXXYX-KOHTeliHep, noAHOC Ans
NOArOTOBKM MHCTPYMEHTOB, a TakxXe fobble
NPUHAANEXHOCTM AN MHOITopa3oBOro ncnoib3osaH(14 B
yUYpexAeHnax 34paB00XPaHEHNS C LeNblo pa3MeLleHns
MeAUNLMNHCKNX U3LeNiA MHOTOpa3oBOoro UCMO/b30BaHNA s
cTepunnsayunum.

KputunuHas sopa: Boaa, kKoTopas 6bina TWaTeNbHO OYMLLEHA
(06bIY4HO MHOTOCTYNEHYATLIM NPOLLECCOM OUUCTKU, KOTOPLINA
MOXEeT BKYaTb B CEGA YrNepoAHbIi CNoli, CMArYeHue,
aenoHunsaunto (ON) n obpatHeii ocmoc (O0) unn
ANCTUNNAUNIO), AN YAANEHUS MUKPOOPraHU3MOB,
HEeopraHn4yecknx U OpraHNYecKnx MmaTepuanos u3 BOgpl.
OKOoHYaTenbHas CyOMUKPOHHAA PUNbTPaLMA TaKKe MOXeT
6bITb YacTblo Npouecco o6paboTku. 3Ta BOLAA BOCHOBHOM
ncnonb3yertcs Ans QUHaNbHOro ononackMBaHusa unm
reHepauuu napa.

OesvHdekn,ua: NPoLECC CHKEHNS KONUYECTBA
XWN3HECNOCOOHbIX MUKPOOPraHN3MOB A0 YPOBHSA, KOTOPbIi
paHee 6bl1 ONpeAeneH Kak COOTBETCTBYHOLL NI
onpeaeneHHon uenu.

HemepgneHHoe ncnonssosaHne: MMHUMaNbHOE BO3MOXHOE
BpeMA MeXAy yaaneHnem cTepuan3yemoro npegmMmera us
cTepmnusartopa v ero acenTUYecknM NepeHocom B
cTepunbHoe none. CTepuan3oBaHHbIA Nnpegmer,
npefHasHa4yeHHbIl AN HEMeANEeHHOI0 NCNONb30BaHUA, He
XpaHuTcsa Ana 6yayLwero ucnofb3oBaHMsa UM XpaHUTCcsa oT
0fHOTO cnyyas K Apyromy.

PyuHas ouncTka: Y[a/NeHune 3arpsa3HeHuin c npegmera B
obbeme, HeO6XOAMMOM AnA fanbHenweln 06paboTKN Nn
AnA UCMONb30BaHMA NO Ha3Ha4YeHno 6e3 UCNob30BaHuA
aBTOMAaTU3MpPOBAHHOrO Npolecca. YNbTpa3BykoBas 04nCcTKa
CYMTAeTCa 3TanoOM PYYHOI OUMCTKM AN Lenein HacToauero
[OKYMeHTa.

Mpoussoautens: PU3NYECKOE NN O PULNYECKOE NTMLO,
Hecyuiee OTBETCTBEHHOCTb 3a pa3paboTKy u/nnm
N3roToBMEHNE MEANLUHCKOTO U3LeNns C Lefbio



npefocTaB/ieHUs MEANLUHCKOTO U34ens AN UCNONb30BaHUS
noj CBOMM UMEHEM; HE3aBUCMMO OT TOro, 6bIN0 N
paspa6oTaHO W/MNKU N3rOTOBMIEHO TaKOe MeaULMHCKOE
nsgenvie caMmum 3TUM INLLOM WM OT €70 UMEHU APYIUM
anyom (nmuamn).

MeauuuHckoe usgenve: HCTPYMEHT, annapart, UMNAaHTarT,
peareHT Ans UCNoab30BaHMUs in vitro, NporpamMmmMHoe
obecneyeHune, matepuan Uan Apyroin NOA0GHbIN UK
CBSI3aHHbI NpegMeT, NpefHa3HaYeHHbI Npon3BoanTENEM
LN UICMO/b30BaHNSA OAHUM WM HECKOIbKUMMW NO46MU A1
OAHOWM NN HECKONbKNX KOHKPETHbIX MeAULUHCKUX Lenei;

- AvarHocTuka, Nnpo@unakTuka, MOHUTOPUHT, NeYeHne UK
o6neryeHune 3a6oneBaHns; AMarHocTKa, MOHUTOPWHT,
neyeHne, obaeryeHne naM KOMMNeHcawLmsa TpasMbl,
nccnepoBaHue, 3aMeHa, MoAUGMKaLUa UM NoAAEpPXKKa
aHaTOMUK UM GU3MONOTMYECKOro NpoLecca; noaaepxka
nnn nopgaepXaHune XXM3HW, ynpasneHne savyatnem,
Ae3nH(eKLMa MeguLUUHCKIUX n3aennii, npefoctaBneHune
MHpopMaLnm nocpecTBOM nccnefoBaHms o6pasLyos in
Vitro, NONy4YeHHbIX U3 OpraHM3Ma YenoBeKa; 1 KOTOpoe He
OKa3blBaeT CBOEro MaBHOro NpeAnonaraemMoro
BO3/€/CTBMA B UM Ha Tefle YesoBeKa C NOMOLLbIO
(hapMaKoNornMyecknx, UMMYHOTOTMYECKNX UK
MeTaboMYecKnx CPeAcTB, HO KOTOPOMY MOTYT
COAEeNCTBOBATL B BbIMOMHEHWMN CBOE PYHKLMW Takne
cpefcTBa.

O6pa6oTka: [OArOTOBKA MeANLUHCKNX n3gennid nmm

OEeNncTBMS NO NOArOTOBKE HOBOMO WM ObIBLIETO B

ynotpe6neHMn MegnLMHCKOrO U3Aenns no HasHavyeHuto. B

HacTosAWeM AOKYMeHTe 06paboTKa BK/IOYaeT OUUCTKY,

AEe3UHDEKLMNIO 1 CTEPUN3ALMIO.

Me,EI,VILJ,VIHCKoe mnsgesnne MHoropasoBoro mcrnosibaosaHuA:

MegpuunHckoe nsgenve, onpeaeneHHoe nam

npeAHasHauYeHHOE M3roTOBUTENEM Kak NPUroaHoe ans

06pabOTKM 1 NOBTOPHOrO NCMOJIb30BaHNUA.

MegnunHckoe nagenne ogHOKpaTHOro NcnoJsib3oBaHuA:

MeguunHcKoe u3genve, onpeaeneHHoe nim

npefHaszHayeHHOE NPON3BOAMUTENEM TONLKO A1

04HOPA30BOr0 UCMO/b30BaHUA. [N ACHOCTH, 04HOpPa30BOe
nsgenve, KOTOpoe BCTYNUIO B KOHTAKT C KPOBbIO, TKAHAMMU UMK
6MONOTUYECKUMU XKXNAKOCTAMU, HE NOANEXUT MOBTOPHON
06paboTKe MM NOBTOPHOMY UCMO/Mb30BAHUIO U HE
npefHasHauYeHo 41s ganbHeliweldi 06paboTKM M NOBTOPHOIO

MCNoNb30BaHUsA.

CTepunbHbiii: He COAEPXUT XN3HECNOCOOHbIX

MWUKPOOPTraHW3MOB.

FapaHTUMpoOBaHHbI ypoBeHb cTepunbHocTu (MNYC):
BepoATHOCTbL NOABNEHUA € 4UHCTBEHHOI0 XXM3HECN0Co6HOro
MWKpPOOpPraHnama Ha npegmete nocse ctepunnsayunn,
BbIPaXXEHHaA KakK oTpuLaTe/bHbIi NokasateNb B 4eCATON
CTeneHwun.

Ctepunusauwus: [1poyecc, uCnonb3yemsblii gns
npeacrtaBneHns n3fennsa BKayectBe He coaepxaliero
YXXU3HECNOCOOHbIX MUKPOOPraHU3MOB.

MNpepocTtaBnsiemas soga: Bo4o. KoTopasd noctynaert u3
KpaHa, 1 MOXEeT HyXAaTbCs BAanbHelwelh o6paboTke ans
LOCTUXEHUA TEXHUYECKMX XapaKTepucTuk. 3Ta Boja B
OCHOBHOM WCNO/b3yeTca 415 NPOMbIBKU, MOWKMN 1
NnonocKaHuA.

Banngauus: NogTBepXaeHne, nocpeacTsoM npeacrasieHns
06bEeKTUBHBIX CBUAETENLCTB, TOFO, YTO TpeboBaHuA,
npenHasHavyeHHble AN KOHKPETHOTO NCNO/b30BaHNA Nnun
NPUMeHeHNA, BbIMOMHEHbDI.
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Molika*gesunHdexTtop: O60pyaoBaHMe, npegHasHavyeHHoe
ANS QUNCTKN U ge3nH(peKkynm ngenns.

PekomeHAayeMble MHCTPYKLIMN MO O4YNCTKE

OumncTKa ABNSAETCA eMHCTBEHHBIM HanboJsiee BaXHbIM 3Tanom
npv NOArOTOBKE M3aeN»1A K MOBTOPHOMY UCMOJIb30BaHWIO.

3 hekTMBHARA 0UMCTKA JOMKHA NPOBOAMUTLCS ANA
obecneyeHns Hagnexalei gesnHdpekyuun/ctepuansaynm.
OuymncTKa HauYMHaeTCcs B MeCcTe UCMNOJb30BaHUSA, YTOOLI
npeaoTBPaTUThL BbICbIXaHWe N6ObIX 3arpa3HeHnii Ha
MeULUHCKNX YCTPOMCTBAX NOC/€e UCMO/b30BaHUS.
TwaresbHas 0O4MCTKA W NOJIOCKAHNE NMEIOT XXU3HEHHO
BaXKHOE 3HaueHune 418 06paboTKM MeAULUHCKUX 3Lenuni
MHOropa3oBOro Mcnosb3oBaHus. Kpome T0ro, TwatenbHoe
NMOIOCKaHMe BaXXHO ANA yaaneHuns AbbiX 0CTaTOYHbIX
YNCTAWMX CPeACTB C MeAULUHCKNX U3aenunii. Llenbio YncTkm un
NMPOMbIBKWN ABMISETCA YA aNeHne BCeX NPUANMNILUX BUSUMbIX
3arpsA3HEHU 1 yMeHblIeHNe KonMyecTBa MakpoyacTu,
MWKPOOPraHM3MOB ¥ NMPOreHoB. PEKOMEHA0BaHHbIE
WHCTPYKLMW NO OYMCTKE BHACTOSALWEM AOKYMEHTE BKIOYAKOT
npoueaypbl Py4YHOR 1 aBTOMaTUYECKOM
MoWKkn/gesnHpekynun. B 1o BpeMa Kak pyyHas ouncrka
ABnseTcA Hanbonee yHMBepcaaibHbIM METOA0M OYUCTKM,
aBTOMaTMyecKas YMCTKa ABMSETCA NPefnoyTUTENbHE..

Mpoueccbl OYUCTKK, NPeAcCTaBNEHHbIE BHaCTOSAL el
6powtope, Npoway Banmgauno. pyrne metoabl 04UCTKU
MOTYT 6bITb NOAXOAAWMMM, HO AOMKHbI ObITb YTBEPXKAEHDI
nonb30BaTesieM ycTpoiicTea.

BavkHaa nHgopmaun.na/PekomeHgaun,nu
Mo UCMNoJs1Ib30BaHUIO

ABTOMaTMUecKast MoliKa-Ae3nHpeKTop:

MOWKN-AEe3NH(EKTOPbI UCMOMNb3YTCA He TONbKO ANS OUYNCTKK
N34eNNin, HO TaKXe A1 NpoBeAeHNS NPOMEXYTOUYHOM
AEe3NH(peKUUN 1 Ae3NH(DEKLNN BbICOKOTO YPOBHS C
npoMbIiBaHUEM ropsyein Bogoih. OumcTka 3aBUCUT OT
TWaTeNbHOCTM 06paboTKM NAOWaAN NOBEPXHOCTU U3AENNNA,
a TaKxe Cufbl CTpyn Bogpl. CnefoBaTenbHO, BCE CEKLUN
n30enns 4O/MKHbI OblTb AOCTYMHbI 4151 NETKON O4NCTKN U
NPOHUKHOBEHUSA YMCTALUX CPEACTB. IKCNayaTayus
060pyA0BaHUS aBTOMAaTUUYECKOW MoK/ fe3nHpekTopa
A0/1HKHa NpoBOANTLCA BCOOTBETCTBUM C MHCTPYKLUUAMN
nponssoaunTens.

Motouwve cpencTtBo

PekoMeHA0BaHbl MO ME CPEACTBA C HU3KAM
neHoobpasoBaHuem ¢ gnanasoHom pH 6,0-8,0. Motowue
cpeactBa ¢ pH 60nblWe UM MEHbLIE AAHHOTO AMana3oHa
MOTYT OKa3blBaTb HEGAronpuaTHbIN 3 e KT UK
NOBPEeXAaTb HEKOTOPbIE MHCTPYMEHTLI U U3AENNA-EMKOCTH.
depMeHTHble MO ME CPEACTBA NOMOTalT ByjaneHnu
OpraHnyYecKux 3arpsasHeHnin, Hanpumep, KpoBsu.

Motlwune cpeacTsa cnegyer NCnonb3oBaTb B KOHLEHTPALUK
W Npu TeMmnepatype, KOTOpble pEKOMEHAYET UX
nponssogmnTens. CyuecTByOT HEKOTOPbIE WEeN0YHbIEe

Mol LWmne cpeactea, KotTopble 6bin paspaboTaHbl Kak
6e3onacHble AN MeLULWNHCKUX U3Lennii, npefHas3HauyeHHbIX
[ANA BTOpMYHOM nepepaboTku. CM. orpaHU4eHuns 1
npeaynpexaeHns npom3BoAnTeNss OTHOCUTENbHO 0COOBbIX
MaTepuanos, Ha KOTOpble MOl LW Me CpeacTBa OKasblBalT
He6naronpuaTHOe BO3AENCTBME.

Habop MHCTPYMEHTOB, B3ATbIX Hanpokar

OTBETCTBEHHOCTb 3a YUCTKY, Ae3NH(EKL N0, YNAKOBKY U
CTEPUNN3ALMIO BCEX U3LENNiA, B3ATbIX HAMPOKAT, IEXMUT Ha
KIMHWKE NpKU noayyeHnn. Kpome TOro, KNMHWKa TakXe HeceT



OTBETCTBEHHOCTb 3a OYMCTKY, Ae3NH(EeKL N0, YNaKoBKY U
cTepuansaunio HaboposB MHCTPYMEHTOB [0 UX BO3BpaLLeHus
BSmith & Nephew.

MHCTPYMEHTbI A7 PYYHOW OYUCTKU

BONbHWUYHbIE UHCTPYMEHTbI, HEOGX0AUMbIe AN PYUHOI
OYMCTKM, BK/KOYAIOT BCEOS: XMPYPTUUYECKME XKECTKNE LLETKH,
CUHENbHbIE EPWWKN, MATKME HECKaTbBaloLnecs TPSANOUKY,
BaTHble MasIouku, a TakxkKe LWeTKMU pasHbliX pasMepoB W pasHoii
OJHBI.

Henb3s ncnonb3oBatb MHCTPYMEHTbl abpa3nBHOM QUUCTKK (TO
ecTb MeTananyeckue rybkm nan Metaninyeckue LWeTku).

Mocne KaXoro NCnonb30BaHUs YNCTALLME UHCTPYMEHTI
Heo6X04MMO OUNLLATh U NPOBEPATh. TPAMOUYKA AOMKHbI ObiTh
UMCTBIMU 1 HE UMETb BOpca; UX HEOOGXOAMMO YacTO MEHSTh.
LLLeTKM AO/MKHbI ObITb YNCTBIMU. BbITEpThIE W ETKN U
0[HOPAa30Bble YNCTALLMNE CPEACTBA HYXXHO BbIKWbIBATD.
Mepbl NPefoCTOPO>XKHOCTN

CpeacTtBa nHaneBmayanbHoin 3awmutsl (CA3) Heobxogumo
HageBaTb Npu paboTe ¢ 3arpA3HEHHbIMU UAN NOTEHLMANbHO
3arpsasHeHHbIMK u3gennamu. CU 3 BkovatoT Bcebd: xanar,
MackKy, 3aUlMTHbIe O4KM UK WUTOK A4S1 LA, a Takxe
6axmnbl.

HUBepca/sbHble Mepbl NPEeLOCTOPOXXHOCTU - 3TO CTaHAAPThbI
NPaKTUKN KOHTPONS MH(EKL MW, MPU3BAHHbIE CHU3WUTb PUCK
nepegayn nHMeKLnii, nepegaBaemMbix Yepes3 KpoBb. Bce
60/MbHNYHbIE PABOTHMKKN, paboTatouwnme ¢ 3arpsi3HEHHbIMU WK
noTeHUMaNbHO 3arpa3HEHHbIMW YCTPOMCTBAMM, AO/MKHbI
cobnofaTth YHUBEpPCabHbIE MEpPbl MPEeA0CTOPOXHOCTHU.
Takxe cnegyeT cobnt04aTh OCTOPOXHOCTb Npy paboTe ¢
U3LEeNUSMW C OCTPLIMU YIAaAMU UM PEXYLUMU Kpasmu,
Bopa

Heo6xo0AMMO BHUMATENbHO M3Y4nTb Ka4eCTBO BOZbI AN
MCMO/b30BaHWA B OYMCTKE U3LENNIA MHOTOPa30BOT0
Mcnonb30BaHUA. Ha XecTKoCTb BOAbl cnefyeT obpawatb
BHMMaHWe, Tak Kak HaneTt, 0CTaBNsgeMblii Ha MefULUHCKUX
U3LEenunsx, MOXeT NPUBOANTL K HE3M (M EKTUBHON OYUCTKE ©
cTepunmsaumnmn. OKoHYaTeNbHOE NPOMbIBaHNE cneayet
NPoOBOAUTb C UCNO/Ib30BAaHNEM AEMUHEpPannu30BaHHO BOAbI.

A I'Ipe,qyrlpe>K,u,eH|/|ﬂ

= T[lonb3oBaTesib HeceT OTBETCTBEHHOCTb 3a nposejeHune
npouyecca OYNCTKN BCOOTBETCTBUM C AaHHbIMU
npouefgypamMmmn c Uesblo JOCTUXKEHUS XKeflaeMoro
pe3ynbrarta.

= [nA ynbTpasByKOBOIW OUYUCTKM criegyeT 3aMeHUTb
thepmeHTHOE UncTsAuwee cpeacTBO A0 TOro, Kak OHO
cTaHeT yepecuyp 3arpsA3HeHHbIM, 4TOObI He MeLlaTb
a(pPeKTNBHOCTM OUYUCTKMN.

= bBONBWMNHCTBO 3/1EKTPOHHBLIX U34ENnNii HeMb3s Norpy>katb B
cpencTBO BO BPEMS YNCTKU, TaK Kak B pe3y/sbrarte
AAaHHOrO NOrpy>XeHnst OHU MOTYT MNONYUYUTb CUJIbHOE
nospe>kaeHne. CMm. <VIHCTPYKLLMN MO NMPUMEHEHUNIO>
OTHOCUTEJIbBHO MOrpPY>XeHUs 3/TEKTPOHHbIX U34eNnNi.

= Henb3s o6pabaTbliBaTh Yy/IbTPa3ByKOM U3a4eNinA €
nnTaHnem oT ceTu.

= Bclo ounctky cnegyeT npoBoAnTb Takum ob6pasom,
4TO6bl CBECTU KMUWHUMYMY BO3aelicTBue
reMOKOHTaKTHbIX MartoreHoB. PyUYHyYIO YUNCTKY criegyeT
NPOBOANTL MPU MOTPY>XEHNN NHCTPYMEHTOB B>XNAKOCTb.
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OrpaHnyeHuns npm obpaboTKe
OrpaHnyeHNs MHCTPYKLUIA NO OYUCTKE

[JaHHble peKOMeHJ0BaHHble NpoLeaypbl NPUMEHSIOTCS B
KayecTBe 06LLEro pyKoBOACTBA MO 0YMCTKE MeAULUHCKNX
n3genuii. HekoTopble U3enus UMeT CBOM 0CO6ble
MHCTPYKLUUKU. CM . VIHCTPYKLUM NO MPUMEHEHMWIO ANs LaHHOTO
usgenus.

OrpaHuyeHunsa npu obpaboTKe

MoBTopHas 06paboTka MeaULMHCKUX N3Lenni
MHOTopa3oBOro UCNOJIb30BaHUSA 0Ka3biBaeT MUHUMaSbHbI i
3 heKT Ha n3genus.

CpOK N0Me3HOro 1CNo/b30BaHUS 3TUX U3AeNnid 3aBUCUT OT
MHOTMX ()aKTOPOB, BKAKOYAsS METOA U NMPOAOMKUTENBHOCTb
KaXk40ro ncnonb3oBaHus, a Takke 06paboTKy Mexay
Mcrnonb3oBaHUAMU. TUaTENbHbBIA OCMOTP U NPOBepKa
pa6otocnoco6HOCTM u3nenusa nepes UCNoNb30BaHUEM -
Nyywunii metoa onpeaeneHns cpoka cnyxobl MeAnNLUHCKOTo
nsgenusa. He ncnonb3yinte nsgenus ¢ npuaHakamm
NoBpeXAeHUs n n3Hoca. [lokasaTenbCTBa MOBPEXAEHNSA U
M3HOCA U3aenns MoryT BK/OUaTb, HO He orpaHuuMBatoTCs,
KOppPO3uto (TO eCTb PXKaBYMHY, TOUEUHYIO KOPPO3ULD),
obecLBeUYnBaHne, YpeamMepHble LapanuHbl, 0TClanBaHue,
M3HOC W TPeLnHbl. HenpaBunbHO paboTat e nsgenus,
n34enus ¢ HeYnTaemoi MapKUpPOBKOW, OTCYTCTBYOLWUE MUK
yaaneHHble (OTWAM(OBaHHbIE) HOMepa AeTanen,
NOBPEXAEHHbIE N YpE3MEPHO M3HOLWEHHbIE U3AENUS He
[LONMXHbl NCMONb30BATLCS.

Fpynna mn3gennii ans YNCTKu

0630p rpynn U3ABMUIA ANA YNCTKW U3Ae/IUN
MHOTropa3oBOro MCMoO/b30BaHWA

Yuncrtka MHOTIopa3oBbIX M3A8ﬂmﬁ 3aBUCUT OT KOHCTPYKTUBHbIX
ocobeHHOCTen npoaykTa. MeToabl O4YMCTKN Anst
MHOropa3soBblx nsgenuii Orthopaedics Business of Smith &
Nephew ocHOBaHbl Ha rpynnax npoAyKToB, UMEH L NX
KOHCTPYKTUBHble 0COBEHHOCTU, KOTOPble NPeACTaBAAIT
c0060#1 aHanorM4yHy Npob6aemy And OUUCTKN.

Fpynna nsgenuii gnst YNCTKN:

- N3penus BE3 3aTpyAHUTENbHbIX 41 OUMCTKK AeTanei
KOHCTPYKLMHN

- M30enlba C 3aTpyAHUTENbHBIMU AN OYUCTKM AeTansiMmu
KOHCTPYKL UK

- nbkue pacwmputenu

- W3penus ¢ UCTOYHUKOM NUTaHUA

- N3penusa-emkocTn

- HekputnyHble nsgenus

OnpeAOneHne rpynn nsaonwnii

N3penna 6e3 3aTpyaHUTE N bHbIX AN1S1 OUUCTKU aeTanei
KoHCTpyKuumn: BKovaeT Bcebs Bce usgenus 6es
3aTpyAHUTENbHBIX 419 O4YMCTKU AeTaneil KOHCTPYKLMK ¢
nomolbio pekomeHaoBaHHOl Smith & Nephew Orthopedics
npoueaypbl OYNCTKW. TN U3AENNS HE UMELOT
TPYAHOAOCTYNHbLIX MECT AJ11 YNCTKM, TaKNX KakK NPOCBEThI,
MECTO CTbIKOBKM, WOPHMUPHbIE/CONPAroeMbie NOBEPXHOCTH,
wenun, oTBepcTna, 3youbl NT.4. 3TN U3LENNA HE UMEIDT
BbIABUTAIOWNXCS UK ABMXKYLLMXCA YacTel,



npMmepbl: KOCTHbIE WWUMbl, OCTEOTOMbI, MOMTOTKW.

M3penusa ¢ 3aTpyAHUTENIbHbIMU 4719 OUNCTKU AeTanamm
KOHCTPYKUUWN: BkaoyaeT Bce nsgenusa ¢ 3aTpygHUTENIbHbIMU
0713 OUUCTKM feTaNaMU KOHCTPYKLUMUN C MOMOUALIO
pekoMeHaoBaHHOW KoMnaHmeih Smith & Nephew
Orthopedics npoueaypbl OYUCTKU, TaKMe KaK NpoOcCBeThI,
MecTa CTbIKOBKW, WWapHUpHbie/conpsaraeMble NOBEpPXHOCTH,
naenn, oTeepctus, 3ybubl n T.4.

3TN n3genna MoryT UMeTb BbIABUMXXHbIE N MOABUXHbIE
3NeMeHTb!.

Mpumepbl: Pacwuputenn, T-obpa3Hble pYKOATKU, KabenbHble
MPOBOAHUKUN, pexyllmne 6/I0KN U WWapHUPHbIe 3aXNMbl.

MM6kue pacwmpuTenn: BknoyaloT B ce6a BCe MHCTPYMEHTSI,
KOTOPble UME T KOHCTPYKLUNIO TMOKUX APpNUNbGOPOB C
nasepHoli o06paboTKON.

Mpumepsbl: TM6KMe cBepaa U rM6Kue Basbl.

N3pennsa ¢ NCTOYHUKOM nnTaHunaA: N3genna, ucnonb3ywougne
NMHEBMAaTUYECKYI0 3HEPTu Uan nMerwnane WHypbl
3/1eKTPONUTaHnNA, KOTOpbIM AN paboTbl Heob6xoanumMo
“cnosnb3oBaHWe afieKTpuyecTsa.

Mpumepbl: HakoHeYHUK ACCURIS n nMnNy/ibCHbIN
IOKOHEYHUK AN MPOMbIBaHUSA

N3penna-emkKocTu: pyTAsapbl 411 UHCTPYMEHTOB, JIOTKU,
KOHTelHepbl U KPbILWKK

HekpuTuuHble nsgenusa: Ns3genusi, KOTopble He KOHTaKTUPYHT
HenocpeACTBEHHO C NauMeHTOM UIN MOTYT KOHTaKTupoBaTtb
C HEMOBPEXOEHHOW KOXeN.

Mpumepbl: Kopo6ky 6/10KOB NMMTaHMUA U MOBEPXHOCTU Kabener
nuTaHus.
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MepBoHayanbHaa obpaboTka Ha mecTe
Mcnosb3oBaHnsA

O4yuncTka HadynHaeTCcs BMecTe mcnonbloBaHunsA, 4yTO6bI
npefoTBPaTUTb BbiCbIXaHWe NOObIX 3arpsAi3HEeHU Ha n3gennax.
M3penusa nocne ncnonb3oBaHUs U Nepejs YUCTKOW He AO0XKHbI
nepecbixXxaTb.

TpaHcnopTupoBKa

Micnonb3yemble ycTpolicTBa AO/KHbI TPAaHCNOPTMPOBATLCA K
MecTy 06pab6oTku (TO ecTb CTeEpPUSIbHOW 06paboTKe) B
3aKpbITbIX UMW HAKpPbITbIX KOHTelHepaXx, 4Tob6bl NpeaoTBPaTUTL
pUCK 3arpsA3HeHuns.

|_|O/_'J.FOTOBKa K O4HNCTKe

Pa3bepute Kaxgoe n3genime HO cCoOCTaBHble YacTu. 3awWwUTHbIE
ycTpoicTBa cnefyeT YUACTUTb OTAE/TbHO OT MeAULUHCKUX
ycTpoiicTB. Ecnn y Bac ecTb BONpoChl, Kacat wunecs
pa36opkun nwb6oro ycrtporictea Smith & Nephew
Orthopaedics, o6paTnTecb KTOProBomMy npeacrtaBuTesnto
Smith & Nephew.

KauecTBO BOoAbl ANA YANCTKN

Mcnonb3yinTe YyncTyo BoAY ANA NPOMbIBKW, NNOWAKK 1
NOMOCKaHMA BO BPEMSI YACTKMK, 38 UCKIOUYEHNEM (PUHANBHOA
NPOMbIBKU. 4Na hMHANbHOW NPOMbBIBKM UCNONb3YyiTe
KPUTUYHYO BOAY.

YucTtka: PyuHasn

N3penna BE3 3aTPY/THUTEJIbHbIX Nna o4nNCTKU AbTanen

KOHCTPYKUUNN

1. MpombiBaloOT B X0N0AHOW Bofge <45° C (113° F) ans
yAaneHns OCHOBHbIX OCTATKOB M NpejoTBpalieHns
Koarynsiynm KpoBu.

2. MorpyxXaloT n BbIMa4nBalwT MUHUMYM BTeudeHue ogqHoh (1)
MUHYTbl BpepMEeHTHOM MO W, emM cpeacTBe.

3. Mpyv NONHOM MOTPYXEHUN n3gennsa BUYUCTALWMNIA pacTBop,
MCMONb3YT XUPYPITUYECKYO YNCTALWYIO WeTKY Ans
yAaneHua BUANMbIX 3arpsi3HeHUM ¢ NoBepXxHocTel
ycTpoiicTBa.

4. TpomblBalT HE MeHee O4HOW MUHYTbl, NCMNONb3yS
AOCTATOYHOE KO/IMYEeCTBO KPUTUYHOW BOAbI, YTOGbI
MO/THOCTbIO NOrpPy3nTb YCTPONCTBO. Boay cnepyeTt MeHATb
Kak MMHUMYM fBa pa3a, g1 TuaTesibHOro
onoslacknBaHus.

5. MpoBepsAlT HAa Hann4yne OCTAaTKOB BUAMMbIX 3arpsa3HeHnn’.
MOBTOPHO NPOBOAAT OYUCTKY MPU COXPAHEHUN BUAUMbBIX
3arpsA3HeHunii.

n3pgenusa C 3aTpyaHUTENbHbLIMWU AN OUYUCTKMN
AeTanssMum KOHCTPYKL UK

1 npombliBalT B X0noaHoW Boge <45° C (113° F) gnsa
yAaneHns OCHOBHbIX OCTATKOB M NpejoTBpalieHns
Koarynsiyum Kposu.

2. MorpyxXawT n BbiIMaynBawT MUHUMYM BTevyeHne natn (5)
MUHYT B EPMEHTHOM MO LW, eM cpeacTBe.

3. YpanawT fonosiIHUTenbHble 3arpsa3HeHnsa n3 getanen
KOHCTPYKUWUM, NpeAcTaBAsalOWNX 3aTpygHEHNE AN OYNCTKN
(To ecTb, OTBepCTUii, NPOCBETOB,
WapHUPHbIX/COMNPS>)XEHHbIX MOBEPXHOCTEN, CTbIKOB,
60po3a0K, 3a3y6peHHOCTel), C ncnonb3oBaHMeM
06bIYHbIX GONTBHUYHBIX NHCTPYMEHTOB OUYUCTKMN.

a. NepeaBurawT N/MNn BbIABUTAOT BCE MOABUXHbIE
Aetanun n yaansaioT 3arpsa3HeHns ¢ UCnonb3oBaHuem
WeTKn.



b . UncTAT npocBeTb! UK OTBEPCTUS LW ETKOM
cCoOTBeTCTBYlOLU,Ero pasmepa no Bcel gNnHe n
WHNnpUHe oTBepcTuii. [N aToro Heo6XxXo4UMO
coBepwaTb BpalaTesibHble ABUKEHUA LW ETKOW.
MpocBeTbl Manoro gnamMmeTpo MOXXHO NPOMbIBaTb
oyvuLal W MM pacTBOPOM C MOMOLUbLIO WNpuUUa.

c. OTKpbIBAKT WAPHUPHbIE U3LENA N YACTAT MNOBEPXHOCTb
WapHUPOB LWETKON.

d. YucTtaT weTko 6opo3nku,

e. MpoTuMpalT NOBEPXHOCTN yCTpOMNCTBA TOHKOW L eTKOW.

O6pabaTblBalOT MHCTPYMEHT y/1bTPa3ByKOM B
hepMEeHTHOM yncTsAwem cpeactTee (U3genne NOMHOCTbIO
OTKPbLITO) MUHUMYM BTeYeHne 15 MUHYT B yNbTPa3BYKOBOM
o4YnmcTUTEeNne ¢ UCNOMb30BAHUEM TeNAOro PEePMEHTHOTO
yncTAlWero cpepcTaa.

MpomMbIBalOT He MeHee OAHO MUHYTbI, NCNONb3YSA
AOCTaTOYHOE KOMYeCcTBO KPUTUYHOW BOAbI, YTOGHI
NOMHOCTbLI MOrpy3nTb YyCTpOlicTBO. Boay cneayeT MEHATb
Kak MUHUMYM fBa pasa, Ansa TuwatenbHOoro
ononackmBaHusa. Ecnu getanun ycTpoicTtea saBAstoTCcA
NOABUXHbBIMU WUAN BblABUralTCA, UX HEOB6XOAMMO ABUraTb
BO BpeMs npouecca nosockaHusa. TuwatenbHo
NpPpoMbIBalO T NPOCBETbl KPUTUYHOW BOAOM C NMOMOL, bIO
wnpuuya.

MpoBepsAT UHCTPYMEHTbI HA MpeagMeT COXpPaHeHUs
BUAVMBIX 3arpsizaHeHuii (cMm. «MpoBepKa OUYNCTKU»),
MOBTOPHO NPOBOASAT OUYUCTKY MPU COXPaAHEHUMN BUAUMBIX
3arpsa3HeHnin.

rmékne pacwimputenmn

Pacwuputenb akkypatHo crubat T go lNM-o6pasHoii
bopMbl M NPOMbIBalOT B X0/04HOVW BoAe <45®C (113® F)
ANA ypaneHWs OCHOBHbLIX OCTATKOB M NpejoTBpaleHuns
Koarynsauum Kposu.

Morpy>xalwT U BbIMaunBawT MUHNMYM BTedyeHue gecaTu
(10) MMHYT B EepPMEHTHOM MO UL, eM cpeacTBe.

YnNCTAT NnpocBeThbl UIN OTBEPCTUS LW EeTKON
COOTBETCTBYlOLWEro pasmepa nNo BCcell AANHE N WNPUHE
oTBepcTuUii. N 3TOro Heo6xo0A4MMO coBepllaThb
BpawaTenbHble ABMXEHUS WeTKoh. (LLleTUHKN JOMKHbI
6bITb 4OCTATOYHO XECTKUMU, 4TOObI yaansaTb KOCTU U
TKaHu). NMpocBeTbl MaNoro AnamMeTpa MOXHO NPOMbIBaTb
oYM aw W MM pacTBOpPOM C MOMOLW bIO WNpuua.

Mpv NONHOM NOTPY>XeHUU N3[enns BUYNCTAWUIK pacTBop,
MOBEPXHOCTb OUULLAIDT XMPYPrMyecKoi WeTKom, YTobbl
yAanuTb BeCb BUANMbIA MyCOpP C MOBEPXHOCTU U Wenem.
MpV NONHOM NOTPY>XEeHUN n3genns BUYUCTALWMNIK pacTBop,
pacwmpuTenb akKkypaTHO crubatT o MN-o6pa3Hoii
hOopMbl M OUYML AT NMOBEPXHOCTb C MOMOLL b0 LWETKN.
MpumevaHune: N3genne akkypaTHO crn6atoT B HECKOIbKUX
MecTax Mo A/NHe, 4TOGbl MONYYUTb JOCTYMN KO BCEM
wensam.

Pacwwuputenb akkypaTHo crubatoT go N-o6bpasHoi
hopMbl M TWaTeNbHO NPoMbIBalOT BTennoli Boae, gns
HaAeXHOCTU NMpPoOMbIBalOT NPoCBeT N 60po3aKK. MMpocBeTh
TWwaTtenbHO NPOMbIBAOT NPY NoOMOLW M WApuMua.

MpuMeyaHMe: Ncnonb3yT YNCTYIO W eTKY BO BpeMs LUKIa
nosiockaHus, ABurasi ee Hasag v Bnepej vyepes npocser
HECKO/TbKO pa3 BO BPeMsi MO/IOCKaHUS.

O6pa6aTbiBaloT y/IbTPA3BYKOM B (P EPMEHTHOM MO LW EM
cpefcTBe MUHMMYM BTeyeHue 15 MUHYT B
yNbTPa3ByKOBOM OUUCTUTENE C COAEpPXAaHUEM
hpepMeHTHOTO YNCTALLETO CPeACTBaA.
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MpomblBalOT He MeHee OAHOW MUHYTbI, UCNONb3YSA
AOCTaTOYHOE KOMMYEeCTBO KPUTUYHOW BOAbI, YTOGbI
MO/THOCTbIO MOrpy3nTb YCTPOWCTBO. Boay cnepyeT MeHATb
Kak MMHUMYM ABa pasa, s TuaTtenbHoro
ononackMBaHusa. NpocBeTbl TWaTeNIbHO NPOMbIBAKOT Npwn
nomowmn wnpuua.

MpoBepPAKT MHCTPYMEHTbLI Ha NpegMeT COXpPaHEeHUsR
BUAMMbIX 3arpsa3HeHnin (cm, «MpoBepkKa OUNCTKU»). Ecnu
3arps3HeHus octarlwTCA, NOBTOPSAIOT 3Tanbl OUYNCTKN 2-8.

nspenna ¢ NICTOYHHMKOM MUTaHUA

Bo BpeMsi O4MCTKN OCTaBAAKT UHCTPYMEHT, KOTOPbI
HenocpeaCcTBEHHO NOACOEAUHEH K U3AENUIO C
MexaHW4YyeckKMM NpuBogoM (TO eCTb LWJIAHI, KOTOPbIA
coeiMUHEH C MeXaHNYeCKUM HaKOHEeYHWKOM), Ha MecTe C
Lenbo npepgoTBpalleHna nonagaHus BMOTOP YpE3IMEPHOTO
KoNnyecTBa BOAbI.

Henb3si o6pabaTbiBaTh YNbTPa3BYKOM M3JeNUsA C NUTAHUEM OT
ceTtun.

MpoBOAAT UNCTKY MEXaHNYECKOTro N3[enuns creaytoignm
ob6pa3om:

1

MpombiBaloT B xonogHow Boge <45° C (113° F) ansa
yAaneHusa OCHOBHbIX OCTATKOB U NpejoTBpaleHns
Koarynsiymm Kposu.

MorpyxalT MexaHuyeckoe nsgenme BepmMeHTHOE
yncTAuLee cpeacTBo, MPM 3TOM BCe COefUMHEHUA
MHCTPYMeEHTa COXpaHATCA Ha CBOUX MecTax, U
BbiIMauyuMBalT BTeUEHNEe TpexX MUHYT.

Mpn NONHOM NOrpy>XXeHUn N3genna BUYNCTALWMKUI pacTBop,
MCMONb3YIT XUPYPITUYECKY0 YNCTALWYIO WeTKY Ans
yAaneHnsa BUAUMbIX 3arpA3HeHnin ¢ noBepxHocTel
ycTpolicTBa.

MpoMbIBalOT HE MeHEe OLHOW MUHYTbI, UCMOMNb3Ys
[OCTAaTOYHOE KO/IMYECTBO KPUTUYHOU BOAbI, YTO6bI
NOJIHOCTbLIO MOrPy3nTh YCTPOMCTBO. Boay cnefyeT MeHATh
Kak MUHUMYM ABa pasa, 41s TwarebHoro
onofackuBaHus.

BblHMMAOT MexaHM4yecKkoe nsgenve M3 oAbl nepep
pa36opKoli NpUcoOeANHEHHOTO UHCTPYMEHTA.
CoefVMHUTENbHOE YCTPOWCTBO O4YMLULAOT OTAENbHO, cneays
MHCTPYKLUUSM MO OYMUCTKE A/ COOTBETCTBYO LW el rpynnbl
UNCTALWUNX CPEACTB.

N3nenna-emkocTu

1

MeanunHckne nsgenve focTalT U3 N3[eNNA-eMKOCTH
nepeg yYncTkoii. OcmaTpuBaw T N3LENNSA-EMKOCTU Ha
Hannuve BUANMbIX 3arpa3HeHU.

Ecnn umer TCcA BbICOXLWMNE 3arpsi3HEHUs, cneayoT
MHCTPYKUMSM PYYHOW OUUCTKUN Ans «N3aennii C getanamm
KOHCTPYKLMWWN, 3aTPYAHUTENbHBIMU AN OYNCTKU».

Ecnun BbICOXW KX 3arpsA3HEHUI HET, cNeayT UHCTPYKUNSAM
PYUYHOW ouncTkn ana «N3gennin BE3 getaneii KOHCTPyKLUuu,
3aTPYAHUTENBHBIX AN OUUCTKU».

HerI/ITI/I‘—IHbIe nanenusa

CTepunbHble 6GONbHUYHbIE KAYECTBEHHbIE NMOKPbLITUS cnegyeT
Mcnonb3oBaTh, rAe 37O TO/IbKO BO3MOXHO, ANA
npeaoTBpalWeHns 3arpsi3HEHUST HEKPUTUUYHbBIX U3AENUNA.
NopucTble NpegMeThl, TakMe KOK NeHa, KOTopble 3arpsi3HeHbl,
HEeo6X0AMMO YyTUNM3NpoBaTb. NMOBEPXHOCTU ouMnLLaloT,
npoTepeB UX TKaHbI M UCMNONbL3Ys MOt LWL ee CPeAcTBO U BOAY.



MpoBepKa OUUCTKMN

1. MNMocne OYUCTKN BU3yaslbHO NMPOBEPSAIT U3AeNNSA Noj
HOpNNanbHbIM OCBELW,EHNEM HA Hannuyne BUANMbIX
3arpsA3HeHunii.

2. [Ona o6paboTKN geTaneil KOHCTPYKUUU, KOTOPblE TPYAHO
pa3rnsapeTtb, Ucnonb3yT 3% nepekncb Bogopoaa.
O6pa3oBaHue Ny3blpbKOB CBUAETENLCTBYET O HAMNUYNMN
KpoBU. TUW,aTENbHO NPOMbIBAT MHCTPYMEHTbI TEMMOW
BOJOW Nocsie NPOBepPKN NepeKncbio BOLOPOAO.

3. Ecnu Bu3yanbHas npoBepkKa NnokasbiBaeT, YTO MHCTPYMEHT
He OYMLULeH, YACTKY NPOBOASAT MOBTOPHO M NOC/le 3TOro
MHCTPYMEHT CHOBa NPOBEPSAIOT.

Cywka
Mcnonb3ylT YUCTbIA OTOUNBTPOBAHHBINW CXaTblii BO3AYX NN

ynctoe 6e3BOpPCOBOE NOJIOTEHLUe ANA yAaNleHUs Bnarn m3
yCTpOUCTB.

YUncrtka: ABTomMatTnyeckasa
N3nenusa BE3 3aTpy/THUTENbHbLIX ans OUNCTKUN geTaneii

KOHCTPYKLUN
1. PyyHaa npegBapuTefibHas o4yncTKa:

HE TPEBYETCH, ecnun Ha n3genmn HeT 3aCOXLWNX y4HacTKOB
3arps3HeHnini. Uagenve nomew a0 T HENOCpPeACTBEHHO B
aBTOMaTMUYeCKY0 MOWKY ANS OYUCTKNU.

TPEBYETCH. ecnun Ha U3gennun ecTb 3aCOXLW NE YyHaCTKU
3arpsa3HeHnin. BbINONHAT BCe HUXenpuBeaeHHble 3Tanbl
PYYHOV OYMCTKN Nepej noMelw eHNeMm U3fgennsa B
aBTOMaTMUYeCKY0 MOWKY ANA OYUCTKN.

a. NMpombiBalT BX0onoaHoW Boge <45” C (113* F) ana
yfAaneHnsa OCHOBHbIX OCTAaTKOB M NpefoTBpal,eHns
Koarynsumm KpoBu.

b. MorpyxawT n BbIMa4ynBalT MUHUMYM BTe4yeHUe OQHOM
(1) MMHYTbl B(OEpPMEHTHOM MOl W, eéM CpeacTBe.

c. Mpu NONHOM MOTPY>XeHUN NU3aennsa BUYNCTALWNNA
pacTBOp, NCMOMbL3YIT XMPYPIrUUYECKYI0 HYNCTALYIO
WweTKy ANS yAaneHUs BUAUMbIX 3arpA3HeHUA.

d. MpomblBalOT HEe MeHee OAHOW MWHYTbI, NCMOMb3YyS
AOCTATOYHOE KO/IMYeCcTBO BOAbl, YTO6bLI MOMTHOCTbIO
norpysuTb yCTpolicTBO. Boay cnefyeT MeHATL Kak
MUHMMYM ABa pasa, ANA TwaTesbHOro
ononackMBaHus.

2. MomewatlT nsgenne BaBToMaTUHECKYO MOWKY 1”
BbIMO/IHAOT peKOMeHAYyeMble Warn aBTomaTtu4yecko
Molikn (cm. Pasgen «lWarv umkna n napameTpbl
aBToMaTM4YeCKOW MOUKN").

N3nenuna C 3aTPY/THNTENIbHBIMW 114 OYHUCTKU NieTanamMmun

KOHCTPYKL NN

1. PyyHas npeaBapuTesibHasi ouMcTKa Heo6xoaMmMa ans Bcex
n3fennii BaaHHol rpynne nsgenuii. BelnonHsT Bce
HVKenpuBeJeHHble 3Tanbl Py4YHOW O4YNCTKN nepep
nomMeu,eHMeM nU3genna B aBToMmaTUYeCcKyo MOWKY Ans
OUYNCTKN.

a. MpombiBalT B XoNnoAHoW Boge <45° C (113° F) gnsA
yAaneHunsi OCHOBHbIX OCTATKOB U NpeAoTBpaleHmns
Koarynsumm KpoBu.

b. MorpyxatT 1 BbIMAYNBalOT MUHNUMYM B TeyeHune Natn
(B) MUHYT B EepMEeHTHOM MO LW EeM cpeacTBe.

Cc. YAansawT 4ONONHUTENbHbIE BUAMMbIE 3arps3HeHns 13

peTtaneii KOHCTPYKLMU, NpeacTaBAAWKUX 3aTpyaHEHNE

ANnsi ouncTku (To ecTb, OTBEPCTUiIl, MPOCBETOB,
WapHUPHbIX/COMPSAXEHHbIX MOBEPXHOCTE, CTbIKOB.
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60po3a0K, 3a3y6peHHOCTel), C NCNONb30BaHNeEM
06bIYHbIX 60/TbHUYHBIX UHCTPYMEHTOB OUYUCTKU.

- MepegBuratoT n/vaun BblgBUTAOT BCe NMOABUXHbIE
netann N yaanswoT BUAWMbIe 3arpsi3HeHus ¢
MCNONb30BaHUEM LW ETKN.

-  YuctaT npocBeTbl UIN OTBEPCTUS LW ETKON
COOTBETCTBYlOWEro pasmepa no Bceil gNHe n
WwnpmnHe otTBepcTuii. 4ns aToro Heo6Xoa4NUMO
coBeplwaTb BpalwaTesibHble ABUXEHUSA L eTKOW.
MpocBeTbl Manoro gnamMeTpa MOXHO NPOMbIBaTb
oyMulaw WM pacTBOpPOM C MOMOLWbIO WApULA.

- OTKpbIBalOT WapHUPHbIe N3AENUs U YACTAT
NOBEPXHOCTb WAPHUPOB WETKOW.

- YucTaTt weTkKolh 60po3aKu.

d. O6pabaTbiBaldOT MHCTPYMEHT ynbTpa3Bykom (nsgenuve
MOMTHOCTbIO OTKPbITO) MUHUMYM BTeyeHne 15 MUHYT B
yNbTpa3BYyKOBOM O4YMCTUTENE C NCMONb30BaHUEM
Tennoro pepMeHTHOro YncTauero cpeagcTea.

e. MNpombiBalOT HE MeHee O4HOW MUHYTbI, UCMNONb3YySA
AocTaToOYHOEe KO/IMYecTBO BOJbl, UTO6bl MOJTHOCTbLIO
norpy3nTb yCTpoOWcTBO. Ecnn geTtanm MHCTpymeHTa
MNOABUXHbI, TN60 MOTYT BblABUraTbCsA, HEO6XO0ANMO
BbIABUHYTb MW OTKPbITb AeTanb ANS TwaTe/bHOro
npoMbiBaHNA faHHbIX y4acTKoB. Boay cnepgyeT meHATb
KaK MMHUMYM ABa pasa, Ana TuwaTteslbHoro
onosilackneaHusa. TuwaTteqbHO NPOMbIBalOT NPOCBETHI
npy nomMowun wnpuya.

3arpy>XatlT MHCTPYMEHTbI B MOWKY Takum o6pa3om, 4To

BCe AeTann KOHCTPYKUUMN n3genmnsa 6binm ocTynHbl ANs

OYNCTKN, a Te AeTanun, KOTOpble MOTyT yAepXusaTb Bnary,

MOTrnn 6bl MOTOM BbICbIXaTb (Hanpumep, WapHUpbI

AO/KHbI 6bITb OTKPbITbIMU, & MPOCBETbHI U OTBEPCTUSA

AO/KHbBI 6bITb AOCTYNHBIMW A1 CTOKA XXUAKOCTUN).

BbINONHAIT peKOMeHAOBaHHble 3Tanbl aBTOMaTUYeCKO

MOoWKku (cm. Pasgen «lWarv unkna n napameTpbl

aBTOMaTUUYECKOWN MOMKM»).

MpoBepsAT MHCTPYMEHTbI HA NpeAMeT COXpPaHeHus
BUAVMbIX 3arpAa3HeHnin (cMm. «MpoBepKa OYUCTKN»).
MOBTOPHO NPOBOAAT OYUCTKY MPU COXPAHEHUWN BUANMBIX
3arpA3HeHunn.

rméKue paclinpuTenm

1.

PyuHas npegBapuTenbHas o4ncTka Heob6xoauma gnsa Bcex
n3genvini BAaHHOW rpynne nagenuii. BeinonHAT BCe
HVXKenpuBeAEeHHble 3Tanbl PyYHOW OUNCTKM Nepep
nomeweHnem nsgenns B aBTomaTnyeckyto MoKy ans
OYUNCTKMU.

a. Pacwupuntenb akkypaTtHo crubatrwT ao M-o6pasHoii
GopmMbl M NpOMbIBalOT BX0NOoAHOW Boae <45°C (113° F)
AN yaaneHUss OCHOBHbIX OCTaTKOB M NpejoTBpalieHns
Koarynsiumm KpoBwu.

b. MorpyxalT 1 BbiIMa4MBaldT MUHUMYM BTeUdeHUue
pecatn (10) MUHYT BOEPMEHTHOM MO W, eM
cpepacTBe.

Cc. YucTtAT npocBeTbl N OTBEPCTUSA W EeTKOM
COOTBETCTBYlOLWEro pasmepa no Bcell gnnHe u
WwnpmnHe orBepcTuii. ns atoro Heo6xo4UMO
coBeplwaTb Bpau,aTesibHble ABUWKEHUSA LW EeTKOWN.
(WLleTUHKN J0/DKHbBI 6biTb 4OCTATOUYHO XXECTKUMMU, 4TOObI
yAanaTb KOCTU 1 TKaHW).

d. Tpyv NONHOM MOTPY>XeHUn N3gennsa BUYNCTALW NI
pacTBOp, NOBEPXHOCTb OUYNLL AT XUPYPrNUYECKOW
W eTKOW, 4To6bl yAaNNUTb BECb BUAUMBIA MYyCOp C
noBepxXHOCTWN U Wenen. TuwarenbHO NpomMbiBatOT



npocseTbl PEPMEHTHbLIM YNCTALWNM CPefCTBOM Npu
noMowun wnpuua.

e. pu NOMTHOM MNOTPy>XXeHUn N3gennsa, pacwmpuTenb
akKKypaTHo crubatwT o MN-o6pasHoii hopmbl ©
oyunuLaldT MNOBEPXHOCTbL C MOMOLW, bIO WETKN.
MpumedvaHne: agenne crnbatdT BHECKONbKUX MecTax
no ANnHe, 4yTobbl NONYUYNTL AOCTYN KO BCEM LW ensam,

d. CrubawT pacwmnputenb ao M-o6pa3Hoii popmbl U
NMPOMbIBalOT HE MeHee OAHOW MUHYTbI, UCMONb3YS
AOCTaTOYHOE KO/IMYeCcTBO BOJbl, UTO6bI MOJTHOCTbLIO
norpy3nTb ycTpoiicTBo. Boagy cnepyeT MeHSATb Kak
MUHUMYM ABa pasa, 4Jid Tu,aTtesibHOro
ononackusaHunsa. N HageXHoCTU NpoMbIBalOT
npoceeT n 60po3aKuN. TWatesibHO NPOMbIBAIOT
npocseTbl @ EPMEHTHbLIM YNCTAWUM CPefCTBOM Npwn
noMmouwwn wnpuua.

A. ObpabaTbiBaloT y/ibTPa3BYKOM B epPMEHTHOM
Mol U eM cpeAcTBeE MUHUMYM BTedyeHne 15 MUHYT B
YyNbTPa3ByKOBOM OUYUCTUTENIE C cOAepXaHuem
hepMeHTHOro yncTAwero cpeacTaa.

2, Momewatl T nsgenne BaBToMaTUHeCcKyto MOKY 1"
BbIMO/IHAIOT peKOMeHAYyeMble Wwarn aBTomaTnyeckom
Molikn (cm. Pasgen «lWaru unkna n napamMeTpbl
aBTOMaTUYECKOW MOUKN").

M3penus ¢ UCTOYHUKOM NUTaHUA

Bo BpeMs OYMCTKM OCTaBAAT UHCTPYMEHT, KOTOpPbI

HenocpeacTBEHHO NOACOEANHEH K U3[E/INI0 C

MexaHW4YeCcKUM NpuBoaom (TO eCTb LWAAHT, KOTOPbIM

coejJMHEH C MEXaHNYEeCKUM HaKOHEeYHNKOM), Ha mecTe C

uenbio NnpefoTBpaw,eHnNa nonagaHua BMOTOpP Ype3MepHOro

KonuyecTBa BOAbI.

Henb3s o6pabaTbiBaTbh y/IbTPa3BYKOM U3AeNna ¢ nutaHmem ot

ceTun.

MpoBOAAT UNCTKY MEXAHNYECKOro n3genusa cnefytowmm

o6bpas3om:

1. MpombiBalT BX0NoaHOW Boae <45° C (113° F) ansa
yAaneHns OCHOBHbIX OCTATKOB W NpejoTBpalweHns
Koarynsaunum Kposu,

2. Tpv NONTHOM MOTPYXEeHUN n3genus BUYUCTALWMUI pacTBop,
MCMONb3YIT XUPYPTUYECKYI0 YNCTALLYIO WeTKy Ans
yAaneHns BUAUMbIX 3arpsa3HeHnii ¢ nosepxHocTel
ycTpoilicTBa M NoACOeAMHEHHOTrO ycTpoiicTBa.
MpombiBalOT He MeHee OAHOW MUHYTbI, UCNOMbL3YSA
[OCTATOYHOE KOJ/INYECTBO BOAbl, UTOGbI MO/THOCTbIO
norpysuTb YCTPOWCTBO. Boay cneayeT MeHATb Kak
MUHUMYM fBa pa3sa, A8 TwaTe/lbHOro ononacknBaHusa.

4. MomewawT Usgenne ¢ NoACOEAUHEHHbLIM N3aennem B
aBTOMaTMUYeCKYl0 MOWKY M BbIMOMHAIOT peKoOMeHayeMbl e
waru aBTomMaTunyeckoii molikm (cm. Pasgen <(Warn ynkna
MnapaMeTpbl aBTOMaTUYeCKO MOMKN™).

CoefnHNTeNbHOE YCTPOWNCTBO oYM alOT OTAENbHO, criefys

MHCTPYKLMNAM MO O4YNCTKE ANA COOTBETCTBYIOLWEN rpynnbl

YNCTAWNX CPEeACTB.

N3nenna-emKocTu

1 MepauuynHCcKUe nsgenne octalT U3 U3LENINA-EMKOCTH
nepepj 4ynctkon. OcmaTpmBalT N3gennNsa-eMKoOCTM Ha
Hannyne BUAUMbBIX 3arpsa3HeHUN.

2. Ecnu nmerwTCcA BbiCOXWNE 3arpsa3HeHns, cnegytot
MHCTPYKLUMNAM PY4YHOU O4UCTKM Ana «N3penuii C getanamu
KOHCTPYKUMU, 3aTPYAHNTENBbHbIMU A5 OUNCTKU>».

a. NMomewat T nsgenne BaBTOMaTUUYECKY MOWKY U1
BbIMO/IHAOT peKOMeHAyeMble WwWarn aBtomatnyeckoim

81103630 Pepg. A 1004 V3 /) KatanoxHei
Howep 713813400
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Moiliku (cm. Pasgen «lWaruv unkna n napameTpsbl
aBTomMaTMyecKOolr MoKkn").

3. Ecnun 3acoxXWmMX y4yacTKOB 3arpsa3HeHnid HeT, nsgenuve-
eMKOCTb NoOMel a0 T BaBTOMaTUYECKYO MOKY 1
BbIMO/IHAIOT HMXKeyKa3aHHble Warn aBToMmaTn4yeckom
molikn (cm. Pasgen «lWarm ynkna n napameTpbl
aBTOMaTMUYECKOW MOWKN™).

OTanbl U NapamMeTpbl UMK/a aBTOMaTU4eCcKoro
npomMmbiBaHUA

3arpyxalT ycTpolicTBa BaBToOMaTU4eCcKyto
OEe3UHMDEeKLNOHHYI0 MalWWHY.

- MopcoeanHAT N060M NpPoCcBET ycTpolicTBa KNopTam
MOKUN-ae3nHpeKTopa. Ecnn npsasmoe coeguHeHune
HEBO3MOXHO, NpocBeT(bl) ycTaHaBAMBAT HAa (POPCYHKU
VAW Ha BTY/IKM D OPCYHOK UHXeKTopa.

- YcTaHaB/MBAWT rfiyxme oTBEPCTUA MOS HUCXOASILW UM
YK/IOHOM A/is C/inBa.

- M0 BO3MOXHOCTW, PACKPbLIBAT BCE UHCTPYMEHThI.

(T.e. WapHUpPHbIE / CONPSXEHHbIE 3/IEMEHTHI,
WapHUpPHbIe MOBEPXHOCTK).
MuVHVMMaNbHbIe MapaMeTpbl LUKAA:

MpeaBapuTenbHOe NPOMbIBaHMe B X0NoAHOW Boge <45° C
(113° F) BTeyeHue natm (5) MUHYT

MpombiBaHVWe BhepMmeHTe BTedeHne natm (5) MUHYT
MpombiBaHWe B HeliTpaZlbHOM MOlO W eM cpeacTBe B
TedyeHne nATM (5) MUHYT

MonockaHne B KPUTUUYHOWN BoAe BTeueHue ogHo (1)
MWUHYTbI

Ae3nHdeKknHA

Bce MHoropasoBble opToneanyeckune yctpoiictesa Smith &
Nephew mMoryT 6bITb NOABEPrHYTbl TEPMUYECKON
Ae3nHdeKkuUn ¢ ncnonb3osBaHNeM cCneayloWNX napamMeTpoB:
MUHUMYM 91°C BTedyeHne 1MUHYTbI, MUHUMAaNbHOE BpeMsa
CYWKN - 25 MUHYT, NCNOMbL3YIOT YACTbI OTPUNBTPOBAHHbIN
cXaTbli BO34YX UM YMcToe 6e3BOPCOBOE MNOJNIOTEHLE, YTOGLI
yAanuTb ocTaBL YO CA BAary U3 ycTponcTB.

MpoBepKa O4YNCTKM

1 Tocsie oYNCTKU BU3yaslbHO MPOBEPAIOT N3fennsa nop
HOpMaJ/ibHbIM OCBeLW, eHNEM Ha Hanndne BUAUMbIX
3arpsA3HeHuni.

2. Ansa o6paboTkn AeTane KOHCTPYKLUUU, KOTOpbie TPYAHO
pa3rnageTb, ncnonb3yrwT 3% nepekncb sogopoaa.
O6pa3oBaHue Ny3blPpbKOB CBUAETENbCTBYET O Ha/INUNN
KpoBU. TwaTteNbHO NPOMbIBAIOT MHCTPYMEHTbI Tenao
BOJOW nNocne NpoBepKW nNepekucblo Bogopoaa.

3. Ecnn BmsyasnbHas NnpoBepKa NokasbiBaeT, UTO MHCTPYMEHT
He OYuU,eH, YACTKY NMPOBOAAT MOBTOPHO U NMoOcC/sie 3TOro
VMHCTPYMEHT CHOBa MNPOBEPAIOT.

NpoBepka U paboyee ncnbiTaHne

Bce nsgenna mHoropasoBoro Mcnosib3oBaHuA: BusyanbHan

npoBepKka Ha nNnpeAgmMeT NOBpPeXAeHUA UAN n3Hoca, BKAKYas

KOMMOHEHTbl Bpa306paHHOM COCTOAHUKN Nepejs cO60PKOIA.

Y6eautecb, HTO KOMMNOHEHTbI HaAeXXHO cobpaHbl.

LLlapHUpHble ycTpoiicTBa: NpoBepka Ha NaaBHoOe ABUXeHUe

wapHupa 6e3 upeamepHOro 3asopa.

BrnoknpoBo4Hble MexaHn3mbl: NpoBepka paboThl.

Pexkyuine aetanun: lNMposepka KpaesB Ha Hain4vne

NCKPUBNEHUH/60nbwNX 3a3y6puH. Kpas fo/KHbl 6biTb

CNOWHbIMK.

Mpo6Hble KOMMNOHEHTbI: CycTaBHble MOBEPXHOCTU AO/IKHbI
ObITb rNagkumMmmn, 6e3 TpewmnuH U rnyboKnx 3a3ybpuH.



Conpsi>keHHble getann: MNpoBepsAoT, YTO6bI CONPAXEHHbIe
petanun 6bINY NOAOTHaAHbLI APYT KAPYry 6e3 BCAKUX
oCnoXHeHUl. Yéenntecb, YTO KOMMNOHEHTbI HafeXXHO
cobpaHbl.

Pacwwnpntenn/6ypoBblie HaKOHEeYHUKU: NpoBepka
HaKOHEeUYHMKa 3aXuuma Ha Hamune UCKPUBMEHUN n
wepoxoBaTocTel, KOTOpble MOTYyT NOoMell aTb BCTaBUTb €ro B
o6yp.

YpapHble noBepxHOCTU: NpoBepKa Ha Hann4vune
wepoxoBaTtocTel 1 60NbWMX 3a3y6pPUH.

MpuBoaHble ycTpoiicTBa: MNMpoBepka NNacTUKOBbIX
HaKOHEYHWKOB Ha Hannuve TpeuwuH n 6onbwnx 3a3yb6puH.
MeTonnndeckue noBepxHocTu: Npoesepka Koppo3uun un
OCHOBHOW gecdopmMauunm.

N3penna ¢ MCTOYHUKOM NuTaHuAa: Heo6xoa4nMo nNnposBepuTsb,
4TOObl NUTAaHMeE NogaBanocb NPV BKAYEHUU U3[enusa, n
npekpauwanochb nogaBatbCs NP BbIKJOYEHUN N3OENA.

M3mepuTtenbHble MHCTPYMeEHTbl (Hanp., kKannbpsbl,
HyTpomepbl): NMpoBepka pa36bopymMBOCTU U3MEPUTENbHON’
MapKUPOBKMN.

TexHUueckoe 06C/y)XMBaHUE U YX04

epep cTepunusayneil oTaeNbHbiB MHOTOpa3oBble
ycTpolicTBa, MMeto Uine NoaBUXHbIe YacTu (TO eCTb LWWAPHUPbLI
M CKONb3siUiMe 4yacTu), MOoryT 6biTb cMa3aHbl €
Mcrnonb3oBaHMEM BOAOPACTBOPMMOTNO CMa3o4yHOTro
MaTepuana. Micnonb3oBaHWe cMa30K He peKOMeHayeTcs Ans
MMMNNaHTaToB.
3aTynneHHble UM NOBPEXAEHHbIE YCTPOicTBA BbIKUAbIBAKOT.
HencnpaBHoO pa6oTatlu e ycTpolicTBa BblKMAbIBAIOT.

XpaHeHe MeXpAay YUCTKON ncrtepunmnsayunen

M3pennMs MHOropa3oBOTro UCMO/b30BaHUSA, KOTOPbIE XPaHAT B
npoMeXyTKe MeXAay OYMCTKOI n cTepunusauyunei,
HEeo6X0AMMO BbICYWNTL C MOMOLLbIO HECKaTbiBakWelics,
Heabpa3nBHOW MATKOWM TPSANOYKM C LeNblo NpepoTBpal,eHns
MUKPOBGHOTO 3apaXeHUsi, KoTopoe MOXeT HabnwaaTbcsa nNpu
pa6oTe C BNaXHbIMU MHCTPYMeEHTaMn. N3aenns-eMKocTun
MOXHO AN XPAHEHUS CNOXUTb B CTOMKY. XPaHUTb B CYXOM,
HenblIbHOM MecTe.

PekoMeHAOBaHHble NHCTPYKLUWN MO
cTepunusauunm

PekomeHAyeMble MeTOAbl CTEPUM3ALUM NPOLW NN
BanMjauunio 40 rapaHTUPOBAHHOIO YPOBHSA CTEPUbHOCTHU
(Tr'YC) BcooTBeTCTBUU C (hegepanbHbIMUN N
MeXAyHapoAHbIMW cTaHgapTamun. [lpyrue uuknbl
cTepunmnsauunm TakxXe MOTyT 6bITb NOAXOAAWMMMN, Of4HAKO
peKoMeHAyeTCsa NPOBePUTbL Apyrve meToabl Ans
MCNONb30BaHNA C OpTONeANYECKUMUN N3[AeNNSAMM KOMNaHnun
Smith & Nephew,

A Mpepynpe>xxpaeHus

= T[lonb3oBaTeslb HeceT OTBETCTBEHHOCTb 3a TO, YTOObI
npouyecc crepunnsaynm, B TOM BUAe, B KAKOM OH
thakTuyeckn NpoxoauT C UCMOsIb30OBaHNEM
o6opyaoBaHuA, maTepuasioB U NpuBsiedyeHnem
nepcoHana, gocturan >xenaemoro pesynbrarta.

= KomnaHua Smith & Nephew pekomeHayeT 03HaKOMUTbLCS
C NoJIo>KeHneM cTtepunusalmm NpAamMoro NpMMeHeHus B
AAMI ST 79 2012 gnsa pykosoacTsa no MCrir.

- O6paboTka napom siBAsAeTcA eANHCTBEHHbIM MeToA40M,
oA06peHHBbIM A/151 MOBTOPHOW 06paboTKU KOMMaHuemn
Smith & Nephew. CtepunmnsaunoHHasa cuctema Sterrad, a
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Tak>Xe rasoBble CUCTEMbl HO OCHOBE NepeKucu
Bogopoaa He 6bim of06peHbI.

= KBHewHemy douKcaTopy npunaratoTcsa NNCTKN-
BKNaAbIlWN C UHCTPYKLUUAMU MO NMOBTOPHOW
cTepunusaumn.

= JaHHble peKOMeHAOBaHHbIe npouenypsbl
npegHasHavdarTCcA A1 o6w,ero pykosoactea no
cTepunmnsaumnn MeguLnHCKUX Usgennii MHoropasoBoro
ncnosb3oBaHUA, NpogaBaeMbiX OpToNneanyYeckum
noagpasgeneHnem KomnaHum Smith & Nephew.
HekoTopble nsgennsa nmeroT 6onee NnogpobHble
MHCTPYKLNN.

= T[lonb3oBaTteslb HeceT OTBETCTBEHHOCTb 3a Basingawmio
cBOEero ctepununsalmoHHOro o6opygoBaHMsa c Lesblo
rapaHTUn JOCTMXKEHUNSA peKOMeHA0BaHHbIX MapaMmeTpos.

OrpaHunyeHusa npu oé6paboTKke

MoBTOopHasA o6paboTka oka3biBaeT MUHUMaAIbHbIN 3 P eKT
Ha nsgenusa. Cm. CBefleHNs 0 CPOKe MoJsiesHoro
MCNONb30BaHNA BPeKOMeHJ0BaHHbIX NHCTPYKLNAX MO O4YUCTKe
Ha cTp. 6 «OrpaHnyYeHuns nNpm obpaboTKe».

MmnnaHTaTbl

MmnnaHTaTel NpoAalTCAa Kak ogHopa3oBble nsgenna. Metop
NnepBUYHON cTepunAmnsayunmn AN UMNaaHTaToB, NocTaB/isAeMblX
CTEPUIbHO, yKa3aH Ha 3TUKeTKe ynakoBku. N3genusa He
nognexaTt NOBTOPHOMY MCNONb30BaHWUIO, TAK KakK 3TO MOXeT
npuBecT KHENCNpPaBHOCTU NPoAYKTa, MOIOMKe Uan Tpasme
nayneHTa, a TakXe MOXXeT NoABeprHyTh nayneHTa pucky
MHPEKLNOHHbIX 3a601€eBaHUN.

n3penna-emkKocTu

Na3penua-emkoctu KomMmnaHum Smith & Nephew Orthopaedics
nogpasfenaTCsA Ha rpynnbl HA OCHOBAHWW KOHCTPYKLUUK,
NAOTHOCTN N MaTepuana BHYTPEHHUX U BHEWHUX N3aennii-
eMKocTell. Kaxpaasa rpynna npoxoauna sanugauunto go 10>
rapaHTMpoOBaHHOTO YpPOBHA cTepunbHocTu (FYC). KomnaHusa
Smith & Nephew pa3pab6aTbiBaeT Hagnexauiee
pasMelw,eHne NHCTPYMEHTOB U APYTUX U3AeNNi B KaX40M
npoekTe nsgenna-emMkKoctu. NpoekT umeeT NnpeaBapuTenbHO
onpepesieHHble Ananas3oHbl U UANIOCTPUPOBaHHbIE ONMUCAHNA.
Ecnn Busgenve po6aBnsAoTCA UHCTPYMEHTHI, MNOMb30BOTE/b
HeceT OTBETCTBEHHOCTb 3@ Baaugauuto HoBoro npoekta. Mpwun
Heo6X0A4MMOCTMK, HaKNelKn, KOTopble OTNPaBAslOTCSA C
N3[eNNAMN-eMKOCTAMU, AO/DKHbI O6bITb NPUKPeENAeHbl K
BHELWHEMY U3AENNIO-EMKOCTU. Bonbline aTUKETKN 06bIYHO
MMeT crneymanbHO OYEPUYEHHYIO paMKy C MHCTPYKLUSAMU
«MPUKNENTb STUKETKY 30ECb». ManeHbKue 3aTUKETKN
nomMmewarw T Ha KOHLUeBble KO/INaykn noa Apyrnmu
3TUKEeTKaMun.

PasmeuweHne XN n BN: HeKOTopble KOHCTPYKLUUK U3aennin-

eMKocTel kKomnaHum Smith & Nephew nmew T MHOXeCTBO

CnoesB, COCTOALWMNX U3 KOXKYXOB-KOHTENHEPOB UM NOAHOCOB

AN MHCTPYMEeHTOB. McnblTaHMA nokasanu, 4To cnegytowune

ydyacTKu pa3Melu,eHns cnegyet ncnonb3oBaTb A

KBaMMUKALNOHHBIX NCMbITAHUI 60NbHULBI NGO yupexaeHns

34paBoOOXpaHeHunsn:

- [Ona nspenuvii-emKocTel, KOTOpble He cogep>karT
BHYTPEeHHMNEe KOXXYXU-KOHTeliHepbl Kopnyca ans
MHCTPYMEHTOB!

BLUEeHTpPe 1M B KaXAOM Yriy HUKHEro BHyTPeHHero mnsgenus-
eMKOCTV Unm nogHoca.

- [Ona nspgenunii-emKocTeil, KOTopble coaep>karT
BHYTPEHHMNE KOXXYXU-KOHTeliHepbl Kopnyca ans
MHCTPYMEHTOB: B KaXA0M YIrny KoXXyxa-KoHTeliHepa Ha
ypoBHe AHa Kopnyca.



Macca mnsgenus-emkocTu: 3genna-eMKocTn KoMnaHuun
Smith & Nephew cnpoekTupoBaHbl 418 JOCTUXEHUSA MOJTHOTO
Beca kopnyca (BHeWHWA kopnyc, nusgenune, natc
BHYTPEHHME NOAHOCHI/KOXYXUN-KOHTeliHepbl), paBHOro 25
dyHTOB {11,34 KI) NN MeHbWw e. Heob6XxoAMMO 3HaTb, YTO
cywecTBYOT HeKoTopble 60/1ee cTapble MOfeNnun, KoTopble
Henb3a pa3bupaTb 419 4OCTMXKEeHUS Beca MeHee 25 PyHTOB
(11,34 «kr). laHHble ycTapeBlWMWe Mogennm Npoxoannn
Banungauyunto gna goctumxxeHma Nyc 10 *

[Ons npoBepKM N TEXHMYECKOTo 06CNyXunBaHUA N3genunin-
eMKocTeli MOXHO NpuBAeKaTb TO/IbKO cneunanbHO
06YyUYEeHHbIA GONbHUYHbBIA NepcoHan. Moaudhurnkaumum nsgennin-
eMKOCTel MOTyT OoCyLW ecTBNATbLCA TONIbKO KOMMNaHuel Smith &
Nephew, nomumo Tex cnyyaes, Korga matepuanbl u
MHCTPYKUUM KMOANMDUKALUAM NOCTABNASATCA KOMNaHunew
Smith & Nephew (cm. "KoHTakTHas nHdopmaumnsar).
Ctepunnsauymna nagennfHemkocTeh NpoxoanT Banmpaunio ¢
MHCTPYMEHTaMun, pa3Melw,eHHbIMW N0 NpeaBapuTeNbHO
yKa3aHHbIM yyacTKam nu3genna-eMKocTu. EAUHCTBEHHOE
nonoTeHLe U3 rMrpockonMYyHoro matepuana (To ectb
MenkKoy3op4yaToe MOMOTEHLE) MOXeT 6blTb MOMTOXEHO NoJ
n3genne-emKocTb AnA o6sieryeHnn BbiCbiXaHuA. KomnaHusa
Smith & Nephew saBnseTca eAUHCTBEHHOW KOMMNaHUell,
fnronHOMOYeHHOV NPOBOANTL PEMOHT NPU 06CAYXUBAHUN
onsa nspenuii-emkocteir Smith & Nephew. N3gennsa-emkocTtu,
Tpebywume pemMmoHT/3aMeHy, HeE0O6X0O4MMO BEPHYTb B
KomMnaHuntioo Smith & Nephew. Smith & Nephew He
peKkoMeHAYyeT BHeLWHee cklagmpoBaHue nagennii-emKocTem
BO BpeMs cTepununsaumnn.

MoprotoBka Kcrtepuamnsayum
n3penna MHOITropasoBOro ncnosibsoBaHuM4

Ba>kHO npoBecTn COOTBETCTBYIOLYIO O4YUCTKY Nepej
cTepunusauuneli. 13genms MHOropasoBOro MCNoab3oBaHUA
cnepyeTt NOMecTUTb B NOAXOASAWYO YNakKoBKy ANA npouyecca
ctepunusaumm (To ecTb yNnakoBKy LLeHTPasn3oBaHHOM
noctaBku {YUM}, 6ymakHble/nnacTukoBble KapMaHbl,
XKecTKue KOHTeliHepbl U T.0.) U cTepuan3oBaTb nepep
XNPYPrnyecknm ncrnosb3oBaHnem, YCTpoOMNCTBa CTEPUN3YIOT
BCO6GpaHHOM Buie, ecnn He ykasaHo nHoe. Ecnn
ycTpoiicTBa 6blnn pa3obpaHbl, y6eanTecb, YTO KOMMOHEHThI
npaBuabHO N HaJeXXHO cobpaHbl.
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n3penna ogHopa3oBOIro NCNOoJZib30BaHUA

MnacTtuHbl, rBo3an, 600Tbl, WTUMTLI U NpoBOAa NpeacTaBnsAlT
co60i MmMnnaHTaTbl U paccmaTpuMBal TCA Kak oHOpa3oBble
n3fenuvsi. Yctpoiictea AN BHEWHEN hukcaymm Takxe
cynTalTCA OAHOPAa30BbIMU MEANLNHCKUMUN YCTPOWCTBaMMN.
[aHHble n3aennsa NpoaalTCsa Kak HECTEPUNbHBIMU, Tak K
cTepunbHb[MKN, N YaCcTO M3BMEKaTCA Nofb3oBaTesnemM u3
CBOEW OpUTMHaNbHOW YNakKoBKM M NOMellaloTCA B nsgenve-
eMKOoCTb (TO ecTb, KOPANYC MHCTPYMEHTOB) 4719 06paboTKu.
[aHHble n3genMs Heo6X0A4MMO OYUCTUTL A0 Havyana
ctepunmndaymn (CM. MHCTPYKLUMK Mo cTepunmnsaynm Nsgennii
BE3 3aTpyAHUTENbHbIX AN OYUCTKU AeTanei KOHCTPYKLMM).
3TN MHCTPYKLMM HEe OTHOCATCA K0o6paboTKe UM NMOBTOPHOMY
MCNONb30BaHNI OAHOPA30BbIX YCTPOMCTB, KOTOPbIE
KOHTaKTUpPOBann C KPOBbK, TKAHAMU UAN GUOIOTUYECKUMM
Xuakoctamu. [lo Havyana ctepunamnsaunn nsgennsa yaansawT
BCI OPUTUHANIbHYO YNAaKOBKY U BKNAAbILLN-3TUKETKN.
Momewaw T ngenne BonpefeneHHoe MecTo B uUsgenve-
eMKOCTb. BaXHO NMpoBecTU COOTBETCTBYIOLW YO OUYNCTKY Nnepepj
ctepunmn3laumnent.

CTepunnsannoHHas o6eptka /X>XeCTKUEe KOHTelHepbl
MHOropasoBOro NUCMosib30BaHusA

MN3penna-eMKOCTU MOXXHO OGEPHYTb BYTBEPXAEHHYIO
06epTKy YL nam nomMecTUTb BYTBEPXKAEHHbIN XXECTKNA
KOHTeliHep Ana ctepunmsauynn. Bce cTepunmsaumoHHble
yNnakoBKW He MOTYT 6blITb 0406peHbl ANSA BCeEX TUNOB LMKa.
Heo6xoAnMO NpoBepuUTb yTBEPXAEHMEe Npon3BoanTens.
XXecTkne koHTeliHepbl Aesculap SterilContainer n Case
Medical SteriTite c nepdopuMpoBaHHbIM AHOM 6biNN
of0GpEeHbl ANA NCNONb30BaHNA ¢ HabopaMu MHCTPYMEHTOB
kKomnaHuun Smith & Nephew Orthopaedics. laHHble XXecTkue
KOHTeWHepbl He of06peHbl ANA cTepunn3auum napom
HemegNneHHOro npumeHeHmnsa (CMNHM) (MrHoBeHHas
cTtepunnsauns).

MpumeuvaHune ans nonb3oBateneit CLUA: CTepunnsaTtopbl n
o6epTKU, ncnosb3yemble Bnpoyecce crepunumsaynn,
LOJIXXHbI ObITb OUNLLEHbLI COrNacHo ctaHpgapTam FDA.

KauvecTtBo BOJIbl

ONna reHepauuun napa Mcnofb3ylT KPUTUUHYIO BOAY.



PekomeHAOBaHHbIe NapaMeTpbl
cTepununsanmnu

CTepunmnsaTtop c guHamumyeckum yJialeHnem

TemnepaTypa aKCNo3nyun: 132° C (270° B

Bpems Bo3geiicTBUA: 4 MUHYTBI
mnn

TemnepaTypa aKCNo3nyuun: 135° C (275° B
Bpemsa akcnosnuunn: 3 MUHYTbI

MuUHNManbHoe BpeMsi CYLUKN: 30 MUHYT

CtepunusaTtop ¢ rpaBNTayMoHHbIM 3aMeLleHNEM
TemnepaTypa 3KCMo3numn: 132° C (270° B

BpemMs aKCNo3numm:

Ana nanenuii B obepTke 5 MUHYT
0N N3AeNnNii B KOHTeliHepe™ 30 MUHYT
MuHnmManbHas BaKyyMHas cylika: 30 MUHYT

BbicTpasa cTepunusaums napom (akcrnpecc-
cTepununsayuns)

TemMmnepaTypa 3KCNO3ULUN: 132° C (270° B

Bpennsa akcnosnymnn: 4 MUHYTbI

*3TOT UMK CTepuUNn3aunm He ABnseTca cTaHgapTHbIM Mo
knaccuumnkaymm YnpasneHua CLUA no KOHTposo 3a
npoayktamu un nekapctsamum (US FDA). Vicnonb3yemblie
cTepunusaTtopbl U NnpuHagnexHocTn {crtepnnmsaymnoHHas
ynakoBKa, CTepunumsaunoHHblIe nakeTbl, XUMUYECKNe
MHANKATOPbI, 6UOTOTNYECKNE UHANKATOPbI N
CTepunnsaunoHHble KOHTeliHepbl) AO/DKHbI 6bITb pa3pelweHbl K
npumeHeHuto YnpasneHuem CLLUA no KOHTpoO/O 3a
npogykKTamMumm nekapcTeBamMmu AN KOHKPETHOro Bbi6paHHOro
umkna ctepunusaumn (1. e. BpeMeHU 1 TemnepaTtypbl).
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Ons KAMeHTOB 3a npenieniamn CLUA - MapoBoii
unkn AN Bennko6putaHmn

MpenBakyyMHbIA LMK

TemMmnepaTtypa 3KCMo3nuunmn: 134° C (273° B

BpemMsi aKCcnosnyunmn: 3 MUHYThI

BakyymMHasa cyLlika: 30 MUHYT

MapoBoi UMK BcemupHoii
opraHunsauuu 3sipaBooxpaHeHusa (BO3)**

TemnepaTtypa 3KCMo3nuunmn: 134° C (273° P

Bpems aKkcno3nyum: 18 MUHYThI

BakyymHas cywka: 30 MUHYT

'“PekoMeHAgyemMble napaMeTpbl cTepuansaunn agns
npumeHeHUs Ha TeppuTopun Poccuiickon ®egepaynn

XpaHeHMe nocsie YNCTKU U ctepunmnsaunm

CTepunnbHO ynakoBaHHble yCTpocTBa cnefyeT XpaHuTb B
cneuynanbHO OTBEeAEHHOW 30HEe C OrpaHMYEeHHbIM AOCTYNOM,
KOTOpas XOpoLlW 0O BEHTUNNPyeTCcAa n obecnevymBaeT 3aWnTy ot
nbian, BAarn, HacekoMblX, BpeaguTenei, a Takxe
3IKCTpeManbHbIX TeMnepaTtyp M BNaXHOCTU. XpaHeHue
ABNSAETCA COObITUMHBIM, @ He CBA3aHHbLIM CO BPEMEHEM.
CTepunnbHO ynakoBaHHble YCTPOCTBA MOXHO XpaHUTb A0 Tex
nop, Nnoka He 6yaeT HapylweHa cTepuabHas ynakoska, naun
0,0 NCTeyeHUs cpoka rogHoctu. Smith & Nephew He
peKkomeHAyeT Ck/agbiBaTb ynakoBaHHble 3alUTHbIe
ycTpolicTBa UNN XECTKNE KOHTeWHepbl B CTONKU. K
XPaHEeHUIo 4ONYyCcKalTCA TO/IbKO NpeaMeTsl,
CTEePUIN30BOHHbIE N yNaKoBaHHble BMaTepuarnibl,
yTBepXaeHHble FDA gna nogaepXaHua CTEPUBLHOCTW.



MHpopmMaunus o Banngauum NpoLeccoB YACTKU U cTepunmsauunm
Ncnonb3oBanu cnegymouwmne mMmorwuwme cpeacrtea, NnpuHagie>XHoCTtTm m 06opy,qOBaH|/|e, mcnonb3yemble anda nposegeHuA

Banmngaomnm npoueccoB OYNCTKN U cTepunnmnsaymnn:

Motowre cpeacTBa: CpepncTtBo MoOlolee KOHLeHTpupoBaHHoOe aH3MMHOe Prolystica 2X. CpeagcTBo Mot wee
KOHUeHTpupoBaHHOe 3aH3MMHOe Steris Corporation Klenzyme®, kopnopauusa Steris Corporation

MpumMeyvaHmne: VHCTPYKLUU NPOnU3BOAUTENA GbiNiv CO6M0AEHbl A1 UCMOb30BAaHNA MO LW MUX CPEeACTB.

MpumeyvaHue: NMpPUrofgHOCTb aflbTEPHATUBHbLIX CPeACTB cnefyeT NPOBEPATL MO CCbi/IKE HA MHG OpMaL Mo npoussoanTens
n/vnn punsnyveckumum iicnbtTOHNgM.

Maposoii AMSCO Mopgenb SV-120. AMSCO Lab LV250

cTepunusartop:

CTtepununsaunoHHble OpHosTanHasa cTepunusaumoHHasa obeptka KC 600

nprHaane>xxHocTn: CucTema KoHTeliHepos Aesculap SterilContainer, koHTeliHepbl JN 440 u JN442 ¢ KpbllW KO

JK489 n Case Medical SteriTite SCO6FG

Molika-ae3nHpekTop: OpHOoKamepHas molika-ge3nHdpekTop Steris Reliance 444

MapameTpbl cywkn: 116°C MUHUMYM AnA 25 MUHYT

YNnbTpa3ByKOBOM Branson 8510, 40 kI'y
oyncTUTeNb:
eTkn: CTepunbHble ycTpoiicTBa ana o6paboTkm Key surgical n O.R.
CCbITKW e YnpaBneHune No caHUTApPHOMY HaA30py 3a Ka4ecTBOM

nnweBbiX NPOAYKTOB U meaunkameHToB (FDA),
«MoBTOpHasa o6paboTKa MEAULNHCKNX U3aennin B
YCNOBUAX MEANLUHCKUX YUPEXAEeHNN: MeToAbl

« AAMITIR 12, «<Pa3paboTka, TecTupoBaHune un
MapKMpoBKa MegULMHCKUX NPU6OPOB MHOropa3soBoOro
MCMnonb3oBaHNA AN 06paboTKN B MeANLNHCKUX
yuypexeHunsax: pyKoBOACTBO A/ Npou3BoanTenen
n3penunii».

e AAMI TIR 30, «C60pHUK NpoLeccoB, maTepuanos,
MeTOAO0B UCNbITAHUA N KPpUTEpUEB NPUEMIEMOCTN ANs
OYNCTKN MEAULMHCKUX U34eNNi MHOTOKpPaTHOTO

mMapTa 2015 .

 [lenapTaMeHT 3gpaBooxpaHeHnsa Benukob6putaHun,
TexHU4YeckMin MmemMopaHAyM O 34paBooxpaHeHnn 01-01:
O6e33apaxmnBaHne MegULNHCKUX n3genni
MHOropasoBOro mcrnonb3oBaHusa. Yactu A n b.

MCMOJIb30BaHMNS». @
e AAMITIR 34, «Boga gnsi nepepaboTKy MegULUHCKUX © ANSI/AAMIST77 «3awnTHele yCTpORCTBA ANA
n3penuii» CTEpUNN3aLNUN MHOTOPA30BbIX MeAULNHCKUX N3AeNnii».

e SO 15883-1, Moiikn-ge3nHdekTopbl - YacTb: TpeboBaHuns
K paspaboTke, Banujgauunm n KOHTPON npouyecca
cTepunusayumn MegULMHCKNUX YCTPOMCTB.

e 1SO 17665-1 CTepunm3oumnsa MegULNHCKNX nsgenni
B/IaXXHbIM Tennom. YacTte 1. TpeboBaHnA K pa3paboTke,
Banujaunun v TeKywnii KOHTponb npouecca
cTepunusayumn MegULMHCKUX N3aenunii.

« ANSI/AAMI ST79, «KomMnnekcHoe pyKoBOACTBO MO
cTepunumsaunum napom M obecneyeHUo CTEPUIbLHOCTN B
MEeAVLNHCKNX YUPEXOEHNAX>.

= AAMI/ANSI ST81, «CTepunusayTiAMe ANLMHCKUX n3genni
-VHdopmayunsa, npegoctasnsaemas npomssogntenem
0Nt 06paboTKU MEeAULMHCKUX U3AENN».

 AORN, lNMeprnonepaynoHHblIe cTaHfapTbl U
pekomeHayemMas npaktmka

e LleHTpbl KOHTpONs 3aboneBaHuii, PykoBoacTBO No KoHTaKTHas I/IH(*)OpMaLU/Iﬂ
OEe3VHMEeKLUN U cTepunm3saunm ByUYpexXgeHnax
3apaBooxpaHeHuns, 2008.

e MuHMCTEpPCTBO 3apaBooxpaHeHusa KaHagbl, nwoHb 2011 r,
«PyKOBOAAWMNA AOKYMEHT MO MPU3HAHUIO ”
MCNONMb30BaHNIO CTaHA4apTOB B COOTBETCTBUUN C
npaBuiamMm MeEAULMHCKOTO o6opyaoBaHns»,

= ISO 17664, «CTepunmsaumsa MeANLNHCKNUX nsgennii -
MHidopmaynna, npegocrasnsemas nponssoanutenem gns
06paboTKN NOBTOPHO CTEPUNU3YEMbIX MEANLNHCKNX
napenniis.

O6paTuTecb Kyno/lTHOMOYEeHHOMY nNpeacTaBuTento Smith &
Nephew;

OO0 «CMUT 3HA HE®bIO»

105120, ropog MockBa, CbIpOMATHUYECKNI 2-ii Nepeynok,
Aom 1,319, nom 1, Kom 1

Ten: +7 (495) 755-55-03

« Hewmeykasa KpacHaa KHura, Hagnexauias obpaboTka
MHCTpPpYyMeHTOB, Instrumenten-Aufbereitung [Pa6bouasn
rpynna no noAroToBke MHCTPYMeEHTOB].
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M D MeaIIHCKOE H3ACAe

@ CoaepXIT BDEANDIC BBLLECTBO

vH292} CTepihAtiI0BORHO C HCNOARIOBONHEM ICNOPBHHON
nepexnctt BOAOPOAQ

fl') MHOroxpaTHOE HCNOALIOBOH! 1€ TOABKO AAR OAHOIC
[ NAWHeHTQ
I:E IASKTROHHLIE SHCTPYKWINK1 NO HCNOABICBAHID
why arwth-nephaw com
NponssoanTers Mopupoaxa KonraxrHas
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u ( € +i 90 394 22 Teracbon
Srnr & Nephaw. Inc. <1 300828 5700 MHDODAOULE
1480 Boyee Poya +1 80C 248 7538 Jak0aw/30ND0 Ty
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Smith & Nephew Crthopoedes B.V.
Me;;&:ﬁn&nurpocce 14 $2015. 2019 Smith & Nephew. Inc.
785 YTTALMIOH, [@DAMOMIN Bee nposo
T +1 07462/2080 Ioupuer.
F +1 07462/208-135 v Sl nephew.com
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Iepesoa ¢ anrnuiickoro s3nika Ha pyCCKMH A3bIX

Cneuvanucr oTaena HOPMATHBHO-NPIBOBOND
perynuposanua

Aoroniocte

Whitson, Maureen
Semnnun, Mun

25-2-2021
Oave AR MM.IMT

(NOATIMCAHO)
Moanucs

PYKOBOACTBO NOMb3OBATENA

CHCTOMA SNOXTPOMATHNTHAR HABNrAUNONHEA Xupypruveckan TRIGEN -
SURESHOT ann ancranbHoro 6A0xkMpoBaHnf CTepXHOR Npw
TPABMATONOIMYGCKUX ONEPALMAX C NPHHAANGKHOCTAMMN

UnCTPYXUMM NO YXOAY, TOXHHYECKOMY OBCHYXMBAHMIO, OUNCTKE W
CTOPNAKIALIUN OpTONeaNYecKknX usgenni Smith & Nephew

Wrar Temeccn )
Owpyr Wentn )

MoANMCEHO (MNW NOATEEPXAGHO) NBPEAD MHOA 25

beapana (mecaus) 2021 raas MopwH YWTCOH

(Maureen Whitson) (MM NOAMCABILEID), NWIHOCTL

KOTOPOH GLINID MHE AOKSIBHE MWAMLIM SHRKOMCTBOM  Favar .

HAM AOCTATOMHBIMK AOKBIATENTLCTOAMY. DeGopa X. Suammnc (DEBORAH H. $HlLLIPS)
FocyRapCTRaHLN HOTEPMYC WTaTa TENHECTH

(DOANNCAHO) (Noanuce worapiyca) CpoK WCTOMSHUA MONX NONHOMOMI B man 2023 r.
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JBajuaTb BTOpPOro MapTa [Be ThiCA4M ABajLaTb NepBoro roga
A, PoanHa YnbsiHa ANeKCceeBHa, BPEMEHHO VCTMIONHAKOLLAs 06s3aHHOC TV HoOTapuyca ropoga Mocksbl Kopcrka

Bnagymmpa KoHCTaHTVHOBMYa, CBUAETENLCTBYIO NOLIMHHOCTHL NOAMNMCY NepeBoaymKa [lokyyaesa
OvunTpuna Viropesnua.

lMoanucs cpensHa B MOEM NMPUCY TCTBUN.
JInuHocTb nognmucasLLer6LLpKyMeHT yCTaHOB/eHa.

° tp m

3aperucTpuposaHo BpeecTpe™ Ne 77/2138-H/77-2021-
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