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Vercise™ Deep Brain Stimulation Systems

How to Use this Manual

This manual describes the usage and implantation of the Boston Scientific Deep Brain Stimulation
(DBS) Systems. Read all instructions carefully before using the DBS Systems.

For indications for use, contraindications, warnings, precautions, adverse events, storage and
handling, sterilization, and warranty information refer to the DBS Information for Prescribers DFU.
For other device-specific information not included in this manual, refer to the appropriate DFU for
your Boston Scientific DBS System as listed in your DBS Reference Guide.

Guarantees

Boston Scientific Corporation reserves the right to-modify, without prior notice, information relating
to its products.in-order to improve their reliability or operating capacity.

Drawings are for illustration purposes only. Note that not all drawings are to scale.

Trademarks

All trademarks-are the property of their respective holders.

Contacting Boston Scientific
To contact Boston Scientific, see the “Technical Support” section of this manual.
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Product Model Numbers

You will only receive products appropriate for your region.

Model Number Description

DB-2201-XX-DC DBS Lead Kit, 30 cm or 45 ¢cm

DB-2202-XX Vercise™ Cartesia™ 8 Contact DBS Directional Lead Kit, 30 cm or
45cm

DB-4600-C Burr Hole Cover

DB-4605-C Burr Hole Cover SparesKit

DB-2500-C Vercise ™ Physician’s Spare Kit

NM-3138-55 8 Contact Lead Extension Kit, 55 cm

DB-3128-XX 2x8 Contact Lead Extension Kit, 55 cm or 95 cm

DB-5170 Vercise DBS External Trial Stimulator 3 (ETS-3)

DB-5132 Vercise DBS External Trial Stimulator.2 (ETS 2)

DB-4120-08 8 Contact Push-Button OR Cable

DB-4100-A; SC-4100-A--1x8 OR.Cable and Extension

DB-9315 ETS Adapter

DB-1200 Vercise Gevia™ 16 Contact Implantable Pulse Generator Kit

DB-1140 Vercise PC™ Implantable Pulse Generator Kit

DB-1416 Vercise Genus™ P16 Implantable Pulse Generator Kit

DB-1432 Vercise Genus™ P32 Implantable Pulse Generator Kit

DB-1216 Vercise Genus™ R16 Implantable Pulse Generator Kit

DB-1232 Vercise Genus™ R32 Implantable Pulse Generator Kit

SC-4401 Port Plug, Spares

DB-4252; SC-4252 Straw Tunneling Tool, 28 cm

DB-4254; SC-4254 Long Tunneling Tool, 35 cm

SC-4275 Hex Wrench (Torque Wrench)

Note: XX = length (cm)
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Vercise™ Deep Brain Stimulation Systems
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Product Kits

Product Kits

Leads

Table 1: 8 Contact Lead Kits

Description Quantity
Lead with preloaded Straight Stylet 1
Torque Wrench 1
Lead Boot 1
Lead Stop - Screw and Ring 1
1.cm Suture Sleeve 1
1 cm-Split Suture Sleeve 1
2.3 cm-Suture Sleeve 1
4.cm Suture Sleeve 1

Note: All contents of the inner package or tray are sterile and-non-pyrogenic.

Table 2:-8 Contact Directional Lead Kits

Description Quantity
Directional Lead with preloaded Straight Stylet 1
Torque Wrench 1
Lead Boot 1
Lead Stop — Screw and Ring 1
1 cm Suture Sleeve 1
1 cm Split Suture Sleeve 1
2.3 cm Suture Sleeve 1
4 cm Suture Sleeve 1

Note: All contents of the inner package or tray are sterile and non-pyrogenic.
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Vercise™ Deep Brain Stimulation Systems

Table 3: Vercise Physician’s Spares Kit for 8 Contact Leads

Description

Quantity

Lead Boot

1

Lead Stop — Screw and Ring

1

Torque Wrench

1'cm Suture Sleeve

1 cm Split Suture Sleeve

2.3 cm Suture Sleeve

4 cm Suture Sleeve

Note: All contents of the inner package are sterile.
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Product Kits

Lead Extensions

Table 4: 8 Contact Lead Extension Kits

Description Quantity
Lead Extension 1
Torque Wrench 1
28 cm Tunneling Tool Shaft (with Pre-Loaded Straw) 1
Tunneling.Tool Handle 1

Note: All contents of the-inner package or tray are sterile.

Table 5: 2x8 Contact Lead Extension Kits

Description Quantity
Lead Extension 1
Torque Wrench 1
Port Plugs 2

Note: All contents of the inner package or tray are sterile.
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Vercise™ Deep Brain Stimulation Systems

ETS and OR Cables

Table 6: External Trial Stimulator Kit

Description

Quantity

External Trial Stimulator

1

AA Batteries

2

Table 7:-8 Contact Push-Button OR Cable

Description

Quantity

OR Cable

1

Note: All contents of the inner package are sterile.

Table 8:1x8 OR Cable

Description

Quantity

OR Cable

1

OR Cable Extension

1

Note: All contents of the inner package are sterile.
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Product Kits

Implantable Pulse Generators

Table 9: 16 Contact Implantable Pulse Generator Kit

Description

Quantity

Implantable Pulse Generator

1

Implantable Pulse Generator Template

1

Implantable Pulse Generator Port Plugs

Torque Wrench

Note: All contents of the-inner package or tray are sterile.

Table 10: 32 Contact Implantable Pulse Generator Kit

Description

Quantity

Implantable Pulse Generator

1

Implantable Pulse Generator Template

1

Implantable Pulse Generator. Port Plugs

Torque Wrench

Note: All contents of the inner package or tray are stetile.

Table 11: Port Plug, Spares Kit

Description

Quantity

Port Plugs

2

Note: All contents of the inner package-are sterile.
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Vercise™ Deep Brain Stimulation Systems

Surgical Accessories

Table 12: Tunneling Tool Kit

Description

Quantity

Tunneling Tool Shaft (with Pre-Loaded Straw)

1

Tunneling Tool Handle

1

Note: All contents of the inner package are sterile.

Table 13: Hex Wrench Kit

Description

Quantity

Torque Wrench

1

Note: All contents of the inner package are sterile.
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Product Kits

Burr Hole Cover

Table 14: Burr Hole Cover Kit

Description Quantity
Base and Bone Screws preassembled to Butterfly Holding Tool 1
Retaining Clip 1

Cap 1
Placement/Removal Tool 1
Screwdriver 1

Note: All contents of the inner package (or tray) are sterile.

Table 15: Burr Hole Cover Spares Kit

Description Quantity
Bone Screws 1
Retaining Clip 1

Cap 1

Note: All contents of the inner package are sterile.
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Vercise™ Deep Brain Stimulation Systems

Product Descriptions

Device Descriptions and Technical Specifications
The implantable components of the Boston Scientific DBS System include the following:
* AnImplantable Pulse Generator (IPG) that is either rechargeable or non-rechargeable
(alsoreferred to as a Stimulator throughout this manual).
+ Leads
+ _Lead Extensions that extend the Leads fo the IPG
+- Alead Boot to protect the proximal end of the Lead between surgeries
+ . Sutures Sleeves to protect the Lead and/or to anchor the Leads and Lead Extensions

+  The Boston Scientific SureTek™. Burr Hole Cover that may be used to anchor the Leads
The non-implantable components of the Boston Scientific DBS System include the following:
+_“An External Trial Stimulator (ETS) and OR Cables that may be used for intraoperative
testing

+. ATunneling Tool that is used to create a subcutaneous tunnel for the Leads and Lead
Extensions

. AClinician Programmer that is used to set.and adjust stimulation parameters

«External patient devices, such as the Remote Control that is used to communicate with
the IPG, and a Charging System (as applicable) to.recharge the battery of rechargeable
IPGs
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Product Descriptions

Standard Lead

The Standard Lead consists of 8 cylindrical Contacts. The diameter of the Lead is 1.3 mm. The
Lead is compatible with existing commercially available DBS implantation tools.

Table 16: Technical Specifications
Standard Lead (DB-2201)

Array Span
(15.5 mm)

\ I I

Feature Specification
Contact.Length 1:5mm
Contact Surface Area 6.0mm?
Contact Spacing-(axial) 0.5mm

Array Span 15.5 mm
Distal Contact to Tip Length <1.3mm
Lead Diameter 1.3 mm

Overall Length

30cmor 45 cm

Outer Tubing Material

Polyurethane

Contact Material

Platinum/Iridium

Impedance

<90 Q (measured from each connector to
corresponding electrode Contact)
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Vercise™ Deep Brain Stimulation Systems

Directional Leads

The 8 Contact Directional Leads (see Table 17) have rows of Contacts that are segmented
circumferentially to allow both axial and rotational stimulation selectivity. Each segmented Contact
covers 90 degrees of the Lead circumference. Each Directional Lead has a radiopaque marker
whose solid portion aligns with Contact 2. The outer diameter of each Directional Lead is 1.3 mm.
The Directional Leads are compatible with existing commercially available DBS implantation tools.

Table 17: Technical Specifications
8 Contact Directional Lead (DB-2202, Cartesia™)

Array Span _
(7.5.-mm) Radiopaque Marker

e

Feature Specification

Contact Length! 1.5 mm

Ring Contact Surface Area 6.0 mm?

Segmented Contact Surface Area 1.5.mm?

Dome Tip Contact Surface Area 6.0 mm?

Contact Spacing (axial) 0.5mm

Array Span 7.5 mm

Lead Diameter 1.3 mm

Overall Length 30'cm or 45 cm

Outer Tubing Material Polyurethane

Contact Material Platinum/Iridium

Impedance <90Q (mgasured from each connector to
corresponding electrode Contact)

1 Also applies to dome tip Contact.
Surgical Implant Manual
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Product Descriptions

Lead Extensions

The model of DBS Lead and position of the DBS IPG being implanted will determine the
compatible Lead Extension that should be used with that system. See the “DBS Product
Compatibility” section of this manual.

8 Contact Lead Extension

The 8 Contact-Lead Extension consists of a Connector at the distal end and 8 cylindrical Contacts
at the proximal end. The Lead is inserted and secured into the Connector on the distal end. The
Connector also contains 8 Contacts that align with the Contacts on the Lead to form electrical
connections: The proximal end of the extension.is inserted into the IPG.

The 8 Contact Lead Extension may only.be used with 8 Contact Leads. Each of these Lead
Extensions connects to a single Lead: This 55 cm model is intended to support IPGs implanted in
the pectoral region.

Table 18: Technical Specifications
8 Contact Lead Extension (NM-3138)

Distal End

[T

& Proximal End
&
Feature Specification
Overall Length 55 cm
Lead Extension Body Diameter 1.35 mm
Number of Contacts 8
Contact Material Platinum/Iridium
Insulation Material Polyurethane, Silicone
Setscrew Material Titanium
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Vercise™ Deep Brain Stimulation Systems

2x8 Contact Lead Extension

The 2x8 Contact Lead Extension, also known as the Vercise™ Dual Extension, is a low profile
Extension used with two 8 Contact Leads simultaneously. Each of these Lead Extensions can
connect up to two Leads. The proximal end of the Lead Extension is bifurcated into two tails, each
with 8 Contacts, which are inserted into the IPG. This model is intended to support IPGs implanted
in the pectoral or abdominal region.

Table 19: Technical Specifications
2x8 Contact Lead Extension (DB-3128)

Distal End

Proximal End
Feature Specification
Overall Length 55.cmor 95 cm
Lead Extension Body Diameter 1.31 mm
Number of Contacts 2x8 (16 total contacts)
Contact Material Platinum/Iridium
InsulationMaterial Polyurethane, Silicone
Connector Block Material Stainless Steel and. Gold
Marker. Band Material? Gold
Setscrew Material Titanium

2 The gold marker band indicates the Extension tail that contains Contacts 1 through 8. These same
Contacts 1 through 8 are within the Extension port with the gold connector block.
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Product Descriptions

Surgical Tools and Accessories

Lead Boot

The Lead Boot protects the proximal end of the implanted Lead until the IPG implant surgery. The
Setscrew on the Lead Boot is used to secure the Lead in the Lead Boot when screwed onto the

retention sleeve.

The Lead Boot provided in either-of the kit types listed below is compatible with 8 Contact Leads:

* An8 Contact Lead Kit
+._Vercise Physician's Spares Kit

Table 20: Technical Specifications
Lead Boot

Feature Specification
Overall Length 3.3cm
Setscrew Material Titanium

Connector Block Material

Stainless Steel

Endstop Material

Stainless Steel

Insulation Material

Silicone
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Vercise™ Deep Brain Stimulation Systems

Tunneling Tool

The Tunneling Tool is used to create a path for the Lead and Lead Extension in the subcutaneous
tissue.

Table 21: Technical Specifications
Tunneling Tool (SC-4252, DB-4252, SC-4254, and DB-4254)

Feature Specification

28 cm(Straw),
Length 35¢m (Long)
Shaft Material Stainless Steel
Straw Material PTFE
Handle-Material Stainless Steel, Ultem

Suture'Sleeves

The Suture Sleeve may be used to anchor the Lead or Lead Extension to the fascia. If a mini-plate
is used, the Suture Sleeve is placed between the Lead.and the mini-plate to protect the Lead.

Table 22: Technical Specifications
DBS Suture Sleeves
£ \
‘w
Y
L] " ; ) “ - .ﬁ
1.‘(. ’
-
uh(.j

Feature Specification
Overall Length 1cm,;2:3¢cm, 4cm
Material Silicone
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Product Descriptions

SureTek Burr Hole Cover

The SureTek Burr Hole Cover is a Lead-anchoring device for use with the Boston Scientific DBS
System. The Burr Hole Cover is compatible with a burr hole created by a 14 mm perforator. The
components of the Burr Hole Cover are listed in Table 23. The materials for the Burr Hole cover are

listed in Table 24.

Table 23: Components of the SureTek Burr Hole Cover

=
1Y

o
Ok

Description

Base

Butterfly Holding Tool

Bone Screw

Lead Exit Slot

Cap Slot

Cap

Placement/Removal-Tool

Horseshoe End

Ol Nl | |lw ||~

Tip End

—_
o

Post

—_
—_

Tab

—_
N

Retaining Clip

—_
w

Clip Release Hole

—
>

Closure Dimple on Slider

—_
()]

Screwdriver
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Vercise™ Deep Brain Stimulation Systems

Table 24: Burr Hole Cover Materials (DB-4600-C)

Feature Specification

Base Polyether ether ketone (PEEK)
Retaining Clip PEEK

Cap PEEK

Bone Screws Titanium

Butterfly Holding Tool Polyetherimide, Silicone
Placement/Removal Tool Polyetherimide, Titanium
e
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Product Descriptions

External Trial Stimulators (ETS 2 and ETS 3)

The ETS, OR Cable, along with Clinician Programmer (CP) or Remote Control are used to conduct
intraoperative test stimulation and/or intraoperative impedance measurements during the DBS
surgical procedure. See the “DBS Product Compatibility” section of this manual.

Table 25: Physical Characteristics

ETS 2 (DB-5132) and ETS 3 (DB-5170)

Feature

Specification

Dimensions

80 mm x 60 mm x 26 mm

Case Material

Silicone and Plastic

Number of Ports 2

Replacement Batteries 2 AA Batteries
Table 26: ETS Indicator Lights

Stimulator Light Description
Solid Green ETSis ON
Flashing Green Stimulation is'ON
Solid Yellow Error

Battery Indicator Light Description
Solid/Flashing Green ETSisON

Flashing Yellow

Replace the batteries in the ETS

Alternating Green and Yellow (ETS'3 Only)

The ETS is in Pairing Mode

Surgical Implant Manual
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Vercise™ Deep Brain Stimulation Systems

Implantable Pulse Generators (IPGs)

Vercise Genus™ Non-Rechargeable Implantable Pulse Generators

Vercise Genus features 16 Contact and 32 Contact non-rechargeable IPGs. For additional
information on the Energy Use Index or the programmable characteristics of the Vercise Genus
System, refer to the Programming Manual as listed in the DBS Reference Guide.

Each Vercise Genus IPG contains a radiopaque identification tag that is visible using standard

x-ray procedures (Figure 1.and Figure 2).

BABSC
Dl416

Figure 1. Vercise Genus P16 Tag

BA%35

Figure 2. Vercise Genus P32 Tag

The physical characteristics of the Vercise Genus P16 and P32 non-rechargeable IPGs are

outlined in Table-27 and Table 28.

Table 27: Physical Characteristics
Vercise Genus P16 IPG (DB-1416)

Feature Specification
Number of Contacts 16 (2 Ports)
Number of Contacts per Port 8

Case Material Titanium
Header Material Epoxy

Strain Relief Material Silicone

Dimensions

72-mm x 49.6-mm x 11.6-mm

Volume

34.9 cm? (including header)

Table 28: Physical Characteristics
Vercise Genus P32 IPG (DB-1432)

Feature Specification
Number of Contacts 32 (4 Ports)
Number of Contacts per Port 8

Case Material Titanium
Header Material Epoxy

Strain Relief Material Silicone

Dimensions

75 mm x 49.6. mm x 11.6:-mm

Volume

36.6 cm?® (including header)
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Product Descriptions

Vercise Genus™ Rechargeable Implantable Pulse Generators

Vercise Genus features 16 Contact and 32 Contact rechargeable IPGs. For instructions on
charging the IPGs, refer to the Charging Handbook as listed in the DBS Reference Guide. For the
programmable characteristics of the Vercise Genus System, refer to the Programming Manual as

listed in the DBS Reference Guide.

Each Vercise Genus IPG contains a radiopaque identification tag that is visible using standard

x-ray procedures (Figure 3 and Figure 4).

BABSC
P1216

Figure 3. Vercise Genus R16 Tag

BABSC
| APXY.

Figure 4. Vercise Genus R32 Tag

The physical characteristics of the Vercise Genus R16 and R32 rechargeable IPGs are outlined in

Table 29 and-Table 30.

Table 29: Physical Characteristics
Vercise Genus R16 IPG(DB-1216)

Feature Specification
Number of Contacts 16 (2 Ports)
Number of Contacts per-Port 8

Case Material Titanium
Header Material Epoxy
Strain'Relief Material Silicone

Dimensions

52.1 mm x 46 mmx-10.7 mm

Volume

20.1 c¢m? (including header)

Table 30: Physical Characteristics
Vercise Genus R32 |PG (DB-1232)

Feature Specification
Number of Contacts 32 (4 Ports)
Number of Contacts perPort 8

Case Material Titanium
Header Material Epoxy

Strain Relief Material Silicone

Dimensions

55.6 mmx 46 mm x 10.7 mm

Volume

21.6.cm?® (including header)

Surgical Implant Manual
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Vercise™ Deep Brain Stimulation Systems

Vercise Gevia™ 16 Contact Implantable Pulse Generator

Vercise Gevia features a 16 Contact rechargeable IPG. For instructions on charging the IPG,

refer to the Charging Handbook as listed in the DBS Reference Guide. For the programmable
characteristics of the Vercise Gevia System, refer to the Programming Manual as listed in the DBS
Reference Guide.

The Vercise Gevia'IPG contains a radiopaque identification tag that is visible using standard x-ray
procedures (Figure 5).

ABSC
D120

Figure 5. Vercise Gevia Tag

The physical characteristics of the Vercise Gevia IPG are outlined in Table 31.

Table 31: Physical Characteristics
Vercise Gevia IPG (DB-1200)
Feature Specification
Number of Contacts 16/(2 Ports)
Number of Contacts per Port 8
Case Material Titanium
Header Material Epoxy
Strain Relief Material Silicone
Dimensions 51.3mm x46.0 mm x 10.8 mm
\Volume 19.8 cm? (including header)

Surgical Implant Manual
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Product Descriptions

Vercise™ PC Implantable Pulse Generator

Vercise PC features a 16 Contact non-rechargeable IPG. For additional information on the
Energy Use Index or the programmable characteristics of the Vercise PC System, refer to the
Programming Manual as listed in'the DBS Reference Guide.

The Vercise PC IPG contains a radiopaque identification tag that is visible using standard x-ray
procedures (Figure 6).

BSC
D1140

Figure 6. Vercise PC Tag

The physical characteristics of the Vercise-PC IPG are provided in Table 32.

Table 32: Physical Characteristics
Vercise PC IPG (DB-1140)
Feature Specification
Number-of Contacts 16 (2 Ports)
Number of Contacts per Port 8
Case Material Titanium
Header Material Epoxy
Strain-Relief Material Silicone
Dimensions 70.9mmx 49.5mm x 11.3 mm
Volume 33'¢m? (including header)

Surgical Implant Manual
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Vercise™ Deep Brain Stimulation Systems

DBS Product Compatibility

For compatibility of DBS Leads, Lead Extensions, IPGs, OR Cables, and External Trial Stimulators,
see Table 33, Table 34, Table 35,-and Table 36.

Table 33: Compatibility
DBS Leads and Lead Extensions

Lead Model Number Compatible Lead Extensions
NM-3138-55

DB-2201 (30-or 45 cm)
DB-3128%(55 or 95 cm)
NM-3138-55

DB-2202 (30 or 45 cm)
DB-3128° (55 or 95 cm)

Note: Leads and-Lead Extensions of the'same model are provided in different lengths. The
length of the Lead and/or Lead Extension does not affect-their compatibility with the listed

component.
Table 34: Compatibility
IPGs and Lead Extensions

IPG Model Number Compatible Lead Extensions
NM-3138-55

DB-1416/(2 Port, 16 Contact IPG)
DB-3128° (55'0r 95 ¢m)
NM-3138-55

DB-1216 (2 Port, 16 Contact IPG)
DB-3128% (55 or 95.cm)
NM-3138-55

DB-1432 (4 Port, 32 Contact IPG)*
DB-3128% (55 or 95 cm)
NM-3138-55

DB-1232 (4 Port, 32 Contact IPG)?
DB-3128% (55 or 95.cm)
NM-3138-55

DB-1140 (2 Port, 16.Contact IPG)
DB-3128°%(55.0r'95 cm)
NM-3138-55

DB-1200 (2 Port, 16 Contact IPG)
DB-3128° (55 or 95 cm)

Note: Leads and Lead Extensions of the same model are provided'in-different lengths. The
length of the Lead and/or Lead Extension does not affect their compatibility with the listed
component.

3 DB-3128 is a 2x8 Contact Lead Extension. A single DB-3128 Lead Extension can connect up to two (2) DB-2201 or
DB-2202 8 Contact Leads.

4 Do not connect more than two Leads. Only two of the four ports are available for programming.

Surgical Implant Manual
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DBS Product Compatibility

Table 35: Compatibility

Leads with the OR Cables

Lead Model Number Compatible OR Cables
DB-4120-08

DB-2201 (30 or 45 cm)
DB-4100-A
DB-4120-08

DB-2202 (30-or 45 cm)
DB-4100-A

Table 36: Compatibility
External Trial Stimulators with the OR Cables

ETS Model Number Compatible OR Cables
DB-4120-08
DB-5132 -
DB-4100-A with ETS Adapter DB-9315
DB-4120-08
DB-5170 -
DB-4100-A with ETS Adapter DB-9315

Surgical Implant Manual
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Vercise™ Deep Brain Stimulation Systems

Implanting the DBS System

In the following instructions, the Standard Lead and the Directional Leads are collectively
referred to as the “DBS Lead,” unless otherwise indicated. The SureTek Burr Hole Cover Kit

is recommended for use with the Boston Scientific DBS System. The DBS Lead implantation
procedure described in this manual includes the use of the Burr Hole Cover to anchor the DBS
Lead.

Use meticulous care during implantation of the Boston Scientific DBS System to prevent infection.
For additional information regarding recommended practices for the DBS procedure, see the
“References” section of this manual.

Note: . Throughout this manual, the descriptors “proximal” and “distal” use the position of the ETS
orIPG as the reference point.

Pre-Conditions

Leads

The DBS surgical procedures described in-this'manual begin with implantation of the DBS Lead. It
is-assumed that the following procedures have been completed:

«The stereotactic frame-and/or fiducials of a frameless system are attached to the patient.

+~ ~The incision in the scalp has been made and the burr-hole drilled. The SureTek™ Burr
Hole Cover is'compatible with a14 mm.diameter burr hole.

+) The desired trajectory and DBS Lead depth has been determined and verified by
appropriate means.

Note: Review the Technical Specifications for the DBS Leads, ‘included-in-this manual,
when considering trajectory and.target depth. Do not.apply. fixation mechanism
within array regions including the distal length.

Implantable Pulse Generator (Rechargeable Stimulators Only)

The IPG should be fully-charged before the implantation procedure if applicable. Follow the steps
below to charge the IPG fully:

+ Identify the grey dot.or IPG outline marked on the IPG kit. This grey dot or IRG outline
indicates the location of the IPG within the packaging.

+  Place the IPG Kit on.a flat surface with the grey dot or IPG outline facing up.

+  Turn on the Charger and place it over the IPG to begin charging. Once powered on, the
Charger will begin beeping-until it is properly aligned with the IPG and charging. The
Charger will emit a series of double beeps when the IPG is fully charged. For additional
instructions on the Charger, refer to the appropriate Charging Manual as listed in the
DBS Reference Guide.

Surgical Implant Manual
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Implanting the DBS System

Securing the Base of the SureTek Burr Hole Cover

Visually inspect the Burr Hole Cover components to ensure that they are acceptable for implant.
Before securing the base of the Burr Hole Cover, ensure that the 14 mm burr hole is free of
obstructions, such as bone; that will prevent proper insertion of the Burr Hole Cover.

Warning: Before securing the Base of the Burr Hole Cover, examine the cranial bone and
structure to ensure that disease or damage is not present and that the thickness of
the cranial bone is'd5 mm or greater. Failure to adhere to this warning may affect the
following:

+  Lead Anchoring: Lead migration due to.an improperly anchored DBS Lead may
diminish the effectiveness of therapy.

+ .Burr Hole Closure: An unstable burr hole closure may increase the risk of infection and
place the patient at risk for damage to brain tissue, leakage of cerebrospinal fluid, and/or
damage to the dura.

1. Place the Base of the Burr Hole Cover that is attached to the Butterfly Holding Tool over the
burr hole (Figure 7).

Figure 7. Base Attached to the Butterfly Holding Tool with-Screwdriver Inserted

2. Using the Screwdriver, gently push. the Bone Screws through the Silicone Sleeve.

Note: Optional. To fully visualize and.access the screw head position while.covering.the burr
hole, rotate the Butterfly Holding Tool 90 degrees. Return the Butterfly Holding Tool fo
the original position to continue with the procedure.

3. Tighten the two Bone Screws into the skull.

Note: Continue tightening the Bone Screws until the Base of the Burr Hole Cover is flush to
the skull and the screws are flush to.the Base. The Base should not. move or rock once
secured. Do not use excessive force or overtighten the Screws.

4. Grasp the handles of the Butterfly Holding Tool'and remove it by pulling upward at an-angle.
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Implanting the DBS Lead

Note: Throughout this manual, the descriptors “proximal” and “distal” use the position of the ETS
or IPG as the reference point.

1. Visually inspect the DBS Lead and ensure that it is acceptable for implantation.

2. Pass the DBS Lead through the Cannula to ensure that it is a proper fit, then remove the DBS
Lead from the Cannula.

3. With the Cannula Stylet in‘place, insert the Cannula into the brain to the desired depth.
Note: Cannula depth.depends on the physician’s preference.

4. ‘Assemble the Lead Stop-(Figure 8)-by partially screwing the threaded portion of the screw into
the threaded hole in‘the ring.

>4

Figure 8. DBS Lead Stop
5. Measure the desired depth of the DBS Lead with.a gauge or ruler and apply the DBS Lead
Stop at that length.

To.apply the DBS Lead Stop, push the DBS Lead to the center of the Lead Stop, then tighten
the Screw:(Figure 9). This will ensure that the DBS Lead will be inserted to.the proper depth.
Take care not to-overtighten the Lead Stop.onto the Lead Body.

Note: Ensure that.the Lead Stop does not slide on the'DBS Lead when engaged.
v

Figure 9. Applying the DBS Lead Stop

6. Remove the Cannula Stylet.
7. With the Lead Stylet in place, insert the DBS Lead into the'Cannula;
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8. Insert the Cannula with the DBS Lead into the Cannula guide on the Microdrive.

For a DBS Directional Lead, you may orient the Directional Contacts by positioning the
Directional Marker (Figure 10) in a desired position when attaching the Lead to the Microdrive.
This Directional Marker is radiopaque. Boston Scientific recommends orienting the Directional
Contacts so that Contact #2 and the Directional Marker are facing an anterior direction within
the brain.

DB-2202

Radiopaque Marker

Figure 10. Directional Lead Marker

9. Slowly advance the DBS Lead to the desired target using the Microdrive.

Note:' Ensure that the Lead Stylet is inside the Lead before advancing the Lead fo the desired
target.
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Intraoperative Testing

Intraoperative testing may be performed using the External Trial Stimulator (ETS) and the
appropriate OR Cable. See the “DBS Product Compeatibility” section of this manual. Refer to the
appropriate Programming Manual as listed in the DBS Reference Guide for detailed stimulation
procedures and guidelines.

Caution: Do notimmerse the OR Cable Connector or plug in water or other liquids. The OR
Cable is intended for single use only; do not resterilize.

Intraoperative Testing Using ETS 3 and 8 Contact Push-Button OR Cables
(DB-5170 with DB-4120-08)
1. Ensurethat ETS 3 isoff by checking the Stim Indicator light E on the ETS.

Warning:-  Always turn the ETS 3 off before connecting or disconnecting the OR Cable
assemblies to prevent unexpected stimulation.

2. Connect the-proximal end of the OR Cable Extension to the ETS 3 Port labeled “L” while
keeping the distal end of the OR cable within the sterile field (Figure 11).

If two DBS Leads are being tested simultaneously, connect the left DBS Lead to Port L and the
right DBS Lead to-Port R,

Figure 11. Connecting the OR Cable to ETS 3
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3. Hold the OR Cable and DBS Lead as shown in Figure 12. Press down on the button to open
the OR Cable Connector. Keep the button depressed.

4. With the Lead Stylet in place, slide the OR Cable Connector onto the proximal end of the DBS
Lead (Figure 12). Make sure that the DBS Lead is fully inserted. The OR Cable Connector will
stop when the DBS Lead is fully inserted.

~

-

Figure 12. Depress Button on the OR Cable Connector to Connect OR Cable to DBS Lead

Note: The Lead Stylet will extend through the back hole of the OR Cable Connectorwhen the
DBS Lead'is fully.inserted.as-shown.in Figure 13:

Figure 13. OR Cable Connected to DBS Lead
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5. Support the OR Cable Connector to prevent unnecessary bending of the Lead during testing.
6. Verify that impedances are acceptable by using the Clinician Programmer or Remote Control.

7. Evaluate Lead placement by appropriate methods. If necessary, adjust the Lead location or
stimulation parameters.

Note: The Lead Stylet should remain in place throughout insertions or adjustments of the DBS
Lead.

Warning: High charge density can cause permanent tissue damage. The Clinician
Programmer will limit stimulation parameters to safe values.

Warning: Increasing the number.of Lead penetrations increases the probability of
hemorrhage: To minimize acute Lead revisions, use techniques of target
localization, such-as microelectrode recordings and/or imaging.

8. Turnoff ETS3:

Warning: A sudden increase in stimulation may occur if ETS 3is ON while disconnecting
the OR Cables.

9. ‘Depress-the button on the OR Cable Connector to release the Lead. Keep the button
depressed until the OR Cable Connector.has been fully removed from the Lead and Lead
Stylet.

10. Disconnect the OR Cable from the proximal end of the DBS Lead by sliding the OR Cable
Connector straight up-and off the DBS Lead and Lead Stylet. Use caution to avoid disturbing
the Lead Stylet within the DBS Lead.

11. Verify that the DBS Lead has not moved from the desired location.
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Intraoperative Testing Using the ETS 2, the ETS Adapter, and 1x8 OR
Cables and Extension

1. Attach the OR Cable Extension to the OR Cable (Figure 14).

Figure 14.1x8 OR Cables and Extension

2. Ensure that ETS 2 is off by checking the Stim Indicator light ﬂ on the ETS.

Warning: Always turnthe ETS 2 off before connecting or disconnecting the OR Cable
assemblies to prevent unexpected stimulation.

3. -Plug the ETS Adapter into the ETS 2Port labeled “CD” (Figure 15).

Figure 15. Connection of the ETS Adapter to the ETS 2

4. Plug the OR Cable with'Extension into the ETS Adapter Port labeled *1-L" (Figure 16).

If two DBS Leads ‘are being tested simultaneously, connect the left DBS Lead to Port 1-L and
the right DBS Lead to Port 2-R:

RTOLTER
Bebic o

&~
s
-

W

Figure 16. Connection of the 1x8 OR Cable to ETS 2 and ETS Adapter

5. Check that the locking lever on the OR Cable Connector is-in-the open-(0) position.
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6. With the Lead Stylet in place, slide the OR Cable Connector onto the proximal end of the DBS
Lead (Figure 17). Make sure that the DBS Lead is fully inserted.

Note: The Lead Stylet will extend through the back hole of the OR Cable Connector when the
DBS Lead is inserted as shown in Figure 17.

7. Hold the DBS Lead in place. Slide the locking lever to the locked (1) position (Figure 17).

Figure 17. Securing the DBS Lead Into the 1x8 OR Cable Connector

8. Support the OR Cable Connector to prevent unnecessary bending of the Lead during testing.
9. Verify-that impedances are acceptable by using the Clinician Programmer or Remote Control.

10. Evaluate Lead placement by. the appropriate methods. If necessary, adjust the Lead location or
stimulation parameters.

Note: The stylet should remain in place throughout insertion or adjustments of the:DBS Lead.

Warning: . ' Highcharge density can cause permanent tissue damage. The Clinician
Programmer will limit the stimulation parameters to safe values.

Warning: - Increasing the number of Lead penetrations increases the probability of
hemorrhage. To minimize acute Lead.revisions, use techniques of target
localization, such-as microelectrode recordings-and/or imaging-

11. Turn off ETS 2.

Warning: A sudden increase in stimulation.-may occur if ETS.2.is'ON while disconnecting
the OR Cables.

12. Slide the locking lever to the open (0) position. Disconnect the OR Cable Connector and
Extension from the proximal-end.of the DBS Lead.

13. Verify that the DBS Lead has not moved from the desiredlocation.
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Securing the DBS Lead

Once a DBS Lead has been placed, it should be secured.

Caution: While securing the DBS Lead, use care not to impact its implanted location.

1. Remove the Lead Stop by unscrewing the screw and detaching the Lead Stop from the DBS
Lead.

2. Slowly retract the Cannula to just above the burr hole by sliding it over the proximal portion of
the DBS Lead. Use care not to impact the location of the implanted Lead.

3. Fix the DBS Lead-in place. Take care not to bend or clip on to any array regions, including the
distal length, of the Lead during fixation.

a. To use the Burr Hole Cover, see the “Securing the DBS Lead with the Burr Hole Cover”
section of this manual and follow Steps 4 through 12.

b:  Anappropriate.commercially available filler and mini plate may,also be used.® Ensure the
Lead Stylet'has been removed from the Lead prior to applying the mini plate.

Securing the DBS Lead with the Burr Hole Cover
4. Rotate the horseshoe end of the Placement/Removal Tool so that the tool is oriented as desired

(Figure-18).
L

Figure 18. Rotational Direction for the Horseshoe End

5 Securing of the DBS Lead has been tested utilizing Biomet Mimix QS bone filler, a Stryker 12 mm titanium mini
plate, Stryker titanium screws, and a Boston Scientific 1 cm split suture sleeve. Data on file.
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5. Attach the retaining clip to the horseshoe end of the Placement/Removal Tool. The post and
the tab on the horseshoe end of this Tool should line up with the clip release hole and closure
dimple (Figure 19).

Caution: Do not adjust the horseshoe end of the Placement/Removal Tool after the
Retaining Clip has been attached.

Figure19. Attach Retaining Clip to Horseshoe End of Tool

6.~ While stabilizing the DBS Lead, carefully position the Retaining Clip over the Base so that the
DBS Lead is'located inthe open channel of the Retaining Clip. Position the Retaining Clip so
that the static side of the-opening.is-against the Lead (Figure 20).

Figure 20. Position the Retaining Clip Over the Base

7. Push the Retaining Clip down into the Base. Ensure that the Retaining Clip.is completely
seated in the Base.
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8. Place the tip end of the Placement/Removal Tool into the closure dimple or anywhere along the
length of the Slider on the Retaining Clip to push the Slider towards the DBS Lead until it locks
into place. Use the tip end of the Placement/Removal Tool to apply pressure on the Slider face
in the opposite direction to ensure that the Slider is fully locked (Figure 21).

Figure 21. Lock the Slider

9. ‘Remove the Lead Stylet.

Caution:_ Do not reinsert the Lead Stylet into the-DBS Lead while the DBS Lead is in the
brain, as this may damage the DBS Lead and/or cause patient harm.

10. Gently-fold the DBS Lead over and place it inside one of the four Lead Exit Slots in the Base of
the Burr Hole Cover (Figure 22).

Figure 22, Placing the DBS Lead into the Lead Exit Slot

Caution: Secure the DBS Lead using a Lead Exit'Slot that is approximately perpendicular
to the Retaining Clip channel.
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11. Optional: Secure the DBS Lead to additional Lead Exit Slots for added strain relief (Figure 23).

Figure 23. Placement of the DBS Lead into Additional Lead Exit Slots

12Insert the Burr Hole Cover Cap into the Base by aligning the arms of the Cap with the Cap
Slots'in the Base.

Note: You may need to push.inward.on.a Cap arm to complete Cap insertion.
13. Remove the stereotactic frame and Microdrive system.
14, If the IPG will be implanted during a separate surgery:

a._ Insert proximal end of the'DBS Lead into the Lead Boot until it stops. It is recommended to
place a Suture Sleeve on the Lead placed in the lefthemisphere of the brain to assist with
later differentiation between Leads.

Note: Be sure to fully-insert the proximal tip of the DBS Lead.into the Lead Boot so that
the Retention Sleeve is located under the Setscrew (Figure 24).

1
( [mamwnmwn Gofrect

C rmm]]]ﬁ/: incorrect

Figure 24. Securing the DBS Lead in'the Lead Boot

Note: The Retention Sleeve is easily distinguished from the Contacts by-its longer length
(Figure 25).

Proximal End of the 8 Contact DBS Lead
l E I I BB E 0N TS
[ |

Contacts
Retention Sleeve

Figure 25. Retention Sleeve
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b. Pass the Torque Wrench through the slit in the Septum located on the top of the Lead
Boot.

c. Tighten the Setscrew until the Torque Wrench clicks, indicating that the Setscrew is fully
secured.

Note: To tightenthe Setscrew, use one hand to grasp the base of the Lead Boot and the
other hand to rotate the Torque Wrench clockwise until it clicks, indicating that the
Setscrew is fully secured (Figure 26). To loosen the Setscrew, rotate the Torque
Wrench counterclockwise.

Figure 26. Tightening the Setscrew

Caution:  The Torque Wrench is torque-limiting to prevent overtightening of the
Setscrew.-Use-only the Wrench provided, as other tools may overtighten the
Setscrew and damage the DBS Lead.

d.~ Create a tunnel to transfer the proximal end of the DBS Lead closer to the desired location
for the Lead Extension-Connector.

Caution: Placement. of the Extension Connector in the neck region can increase the
risk of device failure due to repetitive:movement of the neck.

e. Create a pocket under the skin for the excess DBS Lead and Lead Boot:

f. Coil excess DBS Lead material under-the scalp, in the pocket, untilit is ready to be
connected to theLead Extension.

Note: The DBS Lead may be connected to the Lead Extension and IPG in a separate
surgery.
15. If applicable, see the “Implanting the’ DBS System” section of this manual and repeat all
subsections (as applicable) up to this point of the manual to implant the second DBS Lead.

16. Use the Tunneling Tool or appropriate means to tunnel the second DBS Lead to the same side
as the first Lead.

17. Close the incisions.
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Tunneling the Lead Extension

Assembling the Tunneling Tool

A Tunneling Tool (Figure 27)-and Straw are provided to facilitate tunneling of the Lead Extension.

<+— Tool Handle

Figure 27. Tunneling Tool

1. Attach the Tunneling Tool-Handle to.the Shaft by turning the locking mechanism clockwise:
Push the locking mechanism at the base of the Tool Handle onto the Shaft.

Grasping the Tool Handle and the tip-of the Tunneling Tool, rotate the Shaft back and forth
until the Tool Handle seats-onto the Shaft.

c. -While firmly grasping the tip-of the Tunneling Tool to hold the shaft stationery, turn the
locking mechanism clockwise untilit is secure.

Create the IPG Pocket and Tunnel the Lead Extension

1. Create a pocket for the IPG under the-skin in a location that is.either in the chest orin

the abdomen'on the same side of the patient as the DBS Lead(s) and'Lead Extension(s)

connection:

a. Mark the locationof the IPG pocket.

b. Use the IPG template provided to outline the intended pocket to guide the optimal pocket
sizing.
Note: It is important to keep the pocket small to prevent the IPG from turning over.

c. Non-rechargeable IPGs should be implanted no deeper than 2.5.cm.
Rechargeable IPGs should be implanted no deeper-than 2.cm.
Communication, including device programming, could become:ineffective at depths
greater than 2.5 cm.
IPG charging could become ineffective at depths shallower than 0.5 cm or greater than
2 cm (rechargeable IPG only).

Note: The 2.5 cm depth restriction does not-apply to-Vercise PCIPG (DB-1140). The
depth restriction does apply to all other non-rechargeable Boston Scientific IPGs.

Note: For fullbody MRI scan eligibility, confirm that the IPG is.implanted according to the
instructions contained in the ImageReady™ MRI Guidelines for Boston Scientific
DBS Systems.
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2. Mark a tunneling route from the location of the IPG pocket to the incision superior to the ear
near the Lead Boots.

3. Administer appropriate local anesthetic along the tunneling route.

Caution: Be careful not to puncture or damage the DBS Lead or other components when
administering the local anesthetic.

4. |f desired, bend:the Tunneling Tool to an appropriate shape.
Caution: Do not bend locking joints.

5. Create a subcutaneous tunnel from the incision above the ear, along the tunneling path to the
IPG pocket.®

Warning: - -Be careful not to puncture or damage important structures along the tunneling
path,-such as the brachial plexus and jugular vein, as this may cause patient
harm.

6. -Once the tip of the Tunneling Tool is completely exposed, unscrew and remove the handle of
the Tunneling Tool (Figure 28).

Figure 28. Removing the Handle of the Tunneling Tool
7. Grasp the tip of the Tunneling Tool firmly with one’hand-and; while holding the Straw-inplace
with the other hand, pull the Shaft out of the Straw.
8. Push the proximal ends of the Lead Extension(s) through the Straw, then withdraw the Straw.
9. Withdraw the Tunneling.Tool Straw.

10. Optional: Secure the Lead Extension-Connector to.the fascia using Sutures and/or Suture
Sleeves.

Caution: Do not use polypropylene Sutures as they:may damage the Suture Sleeve. Do.not
suture directly onto the Lead Extension or use-a hemostat on the body of the Lead
Extension. This may damage the insulation of the Lead Extension.

6 Tunneling has been tested utilizing 46 cm, 61 cm, and 70 cm Integra Reusable Peritoneal Shunt Introducers
(models 901218, 901224, 9MD270) with Replacement Peritoneal Shunt Sheaths (models 901118, 901124,
9MN170). Data on file.
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Connecting the DBS Lead to the Lead Extension

Exposing the DBS Lead
1. Palpate the Lead Boot and DBS Lead under the scalp.

2. Mark and create an incision in the scalp to expose the Lead Boot. Be careful not to damage or
cut the DBS Lead.

3. Expose the DBS Lead and Liead Boot through the incision.
4. Using the Torque Wrench, remove and discard the Lead Boot.

Note: . To loosen the Setscrew, rotate the Torque Wrench counterclockwise. To tighten the
Setscrew, rotate the Torque Wrench clockwise.

5. Dry the proximal end of the DBS Lead.

Connecting the DBS Lead to the Lead Extension

Setscrew

P
S onEEEERE

Extension DBS Lead

Figure29. The DBS Lead and Lead Extension Connector

1. Ensure that the Setscrew'is not restricting the entry-port on the Lead Extension Connector by
unscrewing the Setscrew 1 to 2-turns with the Torque Wrench (Figure 29).
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2. Grip the DBS Lead next to the Retention Sleeve. Grip the Extension in the center of the
Extension Connector (Figure 30).

Note: Grip the stiff portion of the Lead to avoid accidentally bending or kinking the Lead and
potentially damaging.the Lead during insertion into the Lead Extension Connector.

Figure 30. Grip the DBS Lead and the Center of the Lead Extension Connector
Prior to Insertion

3. Push the DBS Lead into the Lead Extension Connector until'the DBS Lead Contacts align with
the Extension Contacts. Do .not tighten the Setscrews at this time:

Caution: Take carenot to bend or kink the proximal Lead array, the stiff portion-of the Lead
body-adjacent to the array, or the-Lead Extension Connector during insertion.

If using a 2x8 Lead Extension, it is recommended that the Left hemisphere DBS Lead be
inserted into the port with the.gold connector block and the Right-hemisphere DBS Lead into
the port with-silver connector block within Lead Extension Connector.

Some resistance may be felt as each Contact enters the Lead Extension Connector. You
should be able to view-the Lead Contacts as they pass through'the Lead Extension Connector.
Some additional resistance may be felt as the last Contact aligns.
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4. Visually check that the DBS Lead electrodes are aligned with the Lead Extension Contacts
(Figure 31).
If they are not aligned, continue to grip the DBS Lead next to the Retention Sleeve and push to
advance the Contacts into-alignment with the Lead Extension Contacts. If necessary, slightly

retract the Lead, then advance the Contacts again until proper alignment is confirmed. Do not
tighten the Setscrew in the Lead Extension Connector at this time.

When inserting either a DB-2201-or DB-2202 8 Contact Lead into an 8 Contact Extension,
the retention sleeve will no longer be visible when the lead is fully inserted. Full insertion and
alignment should be confirmed by visually checking that all contacts are aligned.

Note: Ensure thatthe DBS Lead is fully inserted into the Lead Extension Connector so that
the Retention Sleeve is located under the Setscrew.

D @cm%@:

Correct Incorrect

Figure 31. Alignment of the DBS Lead in the Lead Extension Connector

5." To connect the second DBS Lead to the second Lead Extension, see the “Exposing the DBS
Lead” section of this. manual-and repeat Steps 1 through 5 to expose the DBS Lead. Then see
the “Connecting the DBS-Lead fo the Lead Extension”section-of this manual and repeat Steps
1 through 4 to connect to the Lead Extension.

6. Do not tighten Setscrews at this time.

Note: Anyunused Lead Extension ports should be filled with a port plug. Tighten the Setscrew
on any:Port Plugs.
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Implanting the IPG

1.

Ensure that the IPG is charged before implantation (rechargeable Stimulators only). See the
“Pre-Conditions” section of this manual.

Insert and then remove the Port Plug from the IPG Ports to verify that no Setscrews are
obstructing the socket.

Wipe the Lead Extension Contacts.

Insert the Lead Extensions into the IPG Port. See the “Connecting to the IPG” section of this
manual for model specific details:-Do not tighten the Setscrews at this time.

When fully inserted, the tip-of the Lead Extension will slide to the back of the IPG Port and the
Retention-Sleeve on the Lead Extension will be located under the Setscrew.

Caution: Verify that the Lead Extension was properly inserted into the IPG Port by checking
impedances before tightening the Setscrew. Tightening the Setscrew on a Contact
can.damage the Lead Extension.

Visually confirm that the Contacts on the Lead Extension-are aligned with the Contacts within
the IPG Header. Verify that the Retention Sleeve on the Lead Extension is located directly
under-the Setscrew in the IPG Port (Figure 32).

, Retention Sleeve
F\ Directly Under Setscrew

Ao ]l — )
/s AN NN

Figure 32. Alignment of Lead Extension Contacts in-the DBS IPG Port

Note: The Retention Sleeve is easily distinguished from the' Contacts by its longer length

(Figure 33).

Proximal End of the Lead Extension
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Contacts

Retention'Sleeve

Figure 33. Retention Sleeve on the Lead Extension
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6.

Repeat Steps 1 through 5 (“Implanting the IPG” section of this manual) to insert the remaining
Lead Extensions into the IPG Ports. For any unused IPG Ports, insert the IPG Port Plug into
the open IPG Port.

Check impedances to verify connections before tightening the Setscrew:
a. Place the IPG partially in the subcutaneous pocket.
b. Testimpedances using the Remote Control or Clinician Programmer.

Pass the Torque Wrench through the slit in the Septum located on the side of the IPG Header
(Figure 34).

.~ Tighten the Setscrew in the IPG'Header until the Torque Wrench clicks, indicating that the

Setscrew is fully-secured.

Note: To tighten the Setscrew, rotate the Torque Wrench clockwise. To loosen the Setscrew,
rotate the Torque Wrench counterclockwise.

Figure 34. Inserting the Torque Wrench Into the IPG Header

Caution: ' The Torque Wrench is torque-limiting so that the Setscrew cannot be
overtightened. Use only the wrench provided, as other tools may overtighten the
Setscrew-and damage the Lead Extension.

Note: If an IPG Port Plug is used;.it is still necessary to tighten.the Setscrew on the Port Plug,
as outlined.in"Steps 7 through 9.(“Implanting the IPG" section of this manual).

10. Repeat Steps 8 through 9 (“Implanting the IPG” section of this:-manual) to tighten the IPG

Setscrew onto the Retention-Sleeve of each remaining Lead Extension.

11. Pass the Torque Wrench through the slit in the septum located-on the side of the Lead

Extension Connector. Ensure the Retention Sleeve on the DBS Lead is still located under the
Extension Setscrew.

12. Tighten the Setscrew in the Lead Extension until the Torque Wrenchclicks, indicating the

Setscrew is fully secured.

13. Repeat Steps 11 through 12 (“Implanting the IPG” section of this manual) for.all Lead Extension

Setscrews.

Note: To tighten the Setscrew, rotate the Torque Wrench.clockwise. To loosen the Setscrew,
rotate the Torque Wrench counterclockwise.
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14. Place the IPG in the subcutaneous pocket with the etched writing “This Side Up” facing the skin
and parallel to the skin surface.

Note: Make the pocket no deeper than 2 cm for rechargeable IPGs and no deeper than
2.5 cm for Vercise Genus non-rechargeable IPGs. Communication, including device
programming could become ineffective at depths greater than 2.5 cm. For rechargeable
IPGs, IPG charging could become ineffective at depths shallower than 0.5 cm or greater
than 2.cm.

Warning: Incorrect placement of the IPG in the pocket could require a revision surgery.

a. ~Coil the excess Lead Extension length under or around the IPG perimeter.

Warning:. <Avoid placing the excess length of the Lead Extensions on the superficial
surface of the IPG as this may result in tissue erosion, ineffective
communication, or charging difficulty.

b. Optional: Secure the IPG to the fascia by suturing through the holes in the IPG Header.
15. Close the incisions.

Caution:  Be careful not to damage the DBS Lead, IPG; or other implanted components
when closing the incisions.

Note: When closing the incision-over the Lead Extension Connector, orient the Lead
Extension Connector to minimize the profile under the skin.
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Connecting to the IPG

When connecting the Lead Extension to the IPG, it is recommended that the following connection
configurations are utilized.
2-Port (16 Contact) IPG

For dual 8 Contact Lead connection with the bifurcated Lead Extension DB-3128 to the
2-Port IPG:’

a.. Connect the left hemisphere Extension tail with-the gold marker band to port L (or C)
(Figure 35).

Figure 35. Connection to IPG Port L

b.~ Connect the right hemisphere Extension {ail with no marker band to port R (or D)
(Figure 36).

Figure 36. Connection to IPG Port R

7 DB-3128 is a 2x8 Extension and can connect up to two (2) 8 Contact DBS Leads to a 2-Port/16 Contact IPG.
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For dual 8 Contact Lead connection with the Lead Extension NM-3138-55 to the 2-Port IPG:®

a. Connect the left hemisphere Extension to port L (or C) (Figure 37).

Figure 37. Connection to IPG Port L

b. " Connect the right hemisphere Extension to port R (or.D) (Figure 38).

Figure 38. Connection to IPG Port R

8 NM-3138-55 Extension can connect one (1) 8 Contact DBS Lead to one port of a 2-Port/16 Contact IPG. Two
NM-3138-55 Extensions are required to connect two (2) 8 Contact DBS Leads to the IPG.
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4-Port (32 Contact) IPG
For dual 8 Contact Lead connection with the Lead Extension NM-3138-55 or the bifurcated
Lead Extension DB-3128 to the 4-Port IPG:® '

Caution: When implanting a 32 Contact IPG, do not connect more than two Leads. Leads
should be connected to ports L2 and R2 only (bottom two ports). Plug any unused
IPG ports with the port plugs provided in the IPG kit. Only ports L2 and R2 of the
32 Contact IPG will-be available for programming.

1. Connect the left hemisphere Extension to Port L2.

a." For bifurcated Lead Extension (DB-3128): Connect the tail with the gold marker band to the
port labeled L2 (Figure 39).

nest
st

Figure 39. Connection to IPG Port L2

9 NM-3138-55 Extension can connect one (1) 8 Contact DBS Lead to one.port of an IPG. Two NM-3138-55
Extensions are required to connect two (2) 8 Contact DBS Leads to the'IPG.

10 DB-3128 is a 2x8 Extension and can connect up to two (2) 8 Contact DBS Leads to an IPG.
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2. Connect the right hemisphere Extension to Port R2.

a. For bifurcated Lead Extension (DB-3128): Connect the tail with no marker band to the port
labeled R2 (Figure 40).

Figure 40. Connection to IPG Port R2
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Explanting or Replacing the DBS System

Explanting the DBS System

If the entire DBS System (Stimulator, Extensions, and DBS Leads) will be explanted, then the
DBS Leads should be removed first (as described below) followed by the Lead Extensions, then
the IPG. This order will reduce the potential spread of infection toward the incision on the skull.
However, if only a single component will be replaced, follow the instructions below for that specific
component.

Removing the DBS Leads

Warning: . When explanting the Boston Scientific DBS System, the DBS Lead should be pulled
from the site above the ear and not the site near the burr hole, to avoid a potential
spread of infection toward the incision on the skull.

1. Turn off the IPG.
2. Palpate the scalp-to locate the Burr-Hole Cover.

3. Make an incision near the Burr Hole Coverto expose it and the DBS Lead. While making the
incision, be careful not to damage or cut the DBS Lead or Suture Sleeve.

4. Cutthe DBS Lead approximately 2 to 3 cm:from the Burr Hole Cover, leaving enough length to
grasp.the DBS Lead.

5. If applicable, see the “Removing the Burr Hole Cover” section of this manual to remove the Burr
Hole Cover.

6. Slowly and.gently retract the distal portion of the DBS Lead from the neural tissue, pulling as
perpendicular to the skull-as possible. Resistance should be minimal when retracting the DBS
Lead.

7. Palpate the region under the scalp to-locate the Lead Extension Connector.

8. Createanincision to expose the DBS L'ead and Lead Extension Connector. Be careful not to
damage the implanted components to allow.for proper-analysis after explant.

9. Loosen the Setscrew:on the Lead Extension Connector using the Torque Wrench provided.

Note: Ensure that the Torque Wrench is fully inserted before loosening the Setscrew. To
tighten the Setscrew, rotate the Torque Wrench clockwise. To-loosen the Setscrew,
rotate the Torque Wrench counterclockwise.

10. Remove the DBS Lead from the Lead Extension,
11. Gently pull the remainder of the DBS Lead through the incision behind the ear.

Warning: The DBS Lead should be pulled from the site behind the ear-and not the site
near the burr hole to avoid-a potential spread of infection toward the incision on
the skull.

12. To replace the DBS Lead, see the “Implanting the DBS System” section of this-manual and
repeat all subsections (as applicable).
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13. To explant other components of the DBS System, see the “Removing the Burr Hole Cover’,

“Removing the Lead Extensions”, and “Removing or Replacing the DBS IPG” sections of this
manual.

14. To continue with this procedure, close the incisions.
15. Ship the explanted DBSLeads to Boston Scientific.

Removing the Burr Hole Cover

1.

While supporting the top of the Cap to control the release, insert the tip end of the Placement/
Removal Tool into an open Lead Exit Slot.

Gently pry-upward.on the Cap until it releases from the Base.

To'open the Slider and release the DBS:Lead, use the tip end of the Placement/Removal Tool
to gently push down and back on the closure dimple on the Slider.

If desired, remove the DBS Lead using appropriate surgical techniques. See the “Removing the
DBS Leads” section of this' manual.

Insert the tip end of the Placement/Removal Tool into the Clip Release Hole on the Retaining
Clip (Figure 41)..The tip of the Placement/Removal Tool should snap into place.

Figure 41. Inserting the Placement/Removal Tool

Gently-push the Placement/Removal Tool partially toward the Slider.and pull upward until the
Retaining Clip releases from the Base.

Unscrew the two screws from the Base using the Screwdriver-included in the kit or-another
compatible screwdriver.

Removing the Lead Extensions

1.
2.
3.

Turn off the IPG.
Palpate the region under the scalp tolocate the Lead Extension Connector.

Create an incision to expose the DBS Lead.and Lead Extension Connector. Be careful not to
damage the implanted components to‘allow for proper analysis following explant.

Cut the Lead Extension at the tapered (proximal) end-of the Connector.
Loosen the Connector Setscrew using the Torque Wrench provided.

Caution: Loosen the Setscrew only as much-as-is necessary to remove the DBS Lead.
Loosening the Setscrew too much will cause it to fall out.

Note: To tighten the Setscrew, rotate the Torque Wrench clockwise. To loosen the Setscrew,
rotate the Torque Wrench counterclockwise.
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Vercise™ Deep Brain Stimulation Systems

6.

9.

Disconnect the Lead Extension Connector. Return the Lead Extension Connector to Boston
Scientific.

Expose and disconnect the Lead Extensions from the IPG by following the procedure in the
"Removing or Replacing the,DBS IPG” section of this manual.

Gently pull the Lead Extension through the tunnel from the IPG site.

Note: If the Lead Extension is broken, then it may be necessary to make additional incisions
or to pull one end of the Lead Extension out at the IPG site and the other end from the
Lead Extension Connector site.

Warning:. - Avoid pulling towards the ear to reduce the potential for infection of the DBS
Leads.

Ship the explanted Lead Extensions to Boston Scientific.

Removing or Replacing the DBS IPG

1:
2.
3.

Turn off the IPG.
Palpate the pectoral-or abdominal area to.locate the IPG:

Surgically open the pocket where the IPGis located. The incision should be large enough to
remove the IPG from the pocket. Be careful not to damage the implanted components to allow
for proper analysis following explant:

Remove the IPG from the IPG pocket.
Using the Torque Wrench, unscrew:the IPG Header. Setscrews to release the Lead Extensions.

Caution: Loosen the Setscrew.only as much-as is necessary to remove the Lead Extension.
Loosening the Setscrew too-much will cause it to fall out.

Note: To tighten the Setscrew, rotate the Torque Wrench.clockwise. To loosen the Setscrew,
rotate.the Torque Wrench-counterclockwise.

Remove the Lead Extensions from the IPG.
If the Lead Extension will remain implanted:

a. Optional: Clean the proximal ends of the Lead Extension.
b. Attach the Lead Boots from'the Physician’s Spares Kit.
c. Coil the excess Lead Extension in the IPG pocket:

. To replace the IPG, see the “Implanting the DBS System” section-of this manual and repeat all

subsections (as applicable):
Close the incision.

Caution: Be careful not to damage any remaining.implanted components when closing the
incision.

10. Ship the explanted IPG to Boston Scientific.
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Technical Support

Boston Scientific Corporation has highly trained service professionals to assist you. The Technical
Support Department is available to provide technical consultation 24 hours a day.

To speak to a representative, choose your locality from the following list:

Argentina

T. +5411 4896.8556 F: +5411 48968550
Australia/New Zealand

T. 1800 676133 F: 1800 836 666

Austria

T. +43 160810 F: +43 160 810 60
Balkans

T: 0030 210.95 37 890F: 0030 210 95 79-836
Belgium

T: 080094 494 F: 080093 343

Brazil

T. +5511 5853.2244 F: +55 11.5853 2663
Bulgaria

T: +359 2 98650 48 F: +359 2986 57 09
Canada

T.+1888 3599691 F; +1 888 575 7396
Chile

T.+562 4454904 F: +562 445 4915
China ~ Beijing

T: +86 10 8525 1588.F. +86 10-8525 1566

China - Guangzhou
T: +86 20 8767 9791 F. +86 208767 9789

China - Shanghai
T: +86 21 6391 5600.F: +86 21 6391 5100

Colombia
T. +57 1 629 5045 F: +57 1.629 5082

Czech Republic
T: +420 2 3536 2911 F: +420 2.3536 4334

Denmark
T: 803080 02 F: 80 30 80 05

Finland
T: 020 762 88 82 F: 020 762 88 83

France
T: +33(0) 1393097 00 F: +33 (0) 1 39 30 97 99

Germany

T: 0800 072 3301 F: 0800 072 3319
Surgical Implant Manual
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Greece
T +30 210 95 42401 F: +30 210 95 42420

Hong Kong

T:+852 2960 7100 F: +852 2563 5276
Hungary

T: +36 1456 30 40 F: +36 1 456 30 41

India - Bangalore
T: +91 80 5112 1104/5 F: +91 80 5112 1106

India - Chennai

T:+91 44 2648 0318 F: +91 44 2641 4695
India - Delhi

T 491 11 2618 0445/6 F: +91 11 2618 1024
India - Mumbai

T. +91 22 5677 8844 F: +91 22 2617 2783
ltaly

T: +39 01060 601 F: +39 010 60 60 200
Korea

T:+822 3476 2121.F; +82.2.3476 1776
Malaysia

T. +60 3.7957 4266 F: +60-3.7957 4866
Mexico

T: +52.55 5687 63 90 F: +52 55 5687 62 28

Middle East / Gulf / North Africa
T: +961.1.805 282 F: +961'1-805 445

The Netherlands

T:+31.30.602 5555F: +31 30 602 5560
Norway

T: 800104 04 F:'800 101 90
Philippines

T: +63 2687 3239 F: +63 2 687 3047
Poland

T: +48.22435 1414 F: +48 22 4351410
Portugal

T: +351:21 3801243 F: +351 21 3801240
Singapore

T: +65 6418 8888 F: +65.6418 8899



Technical Support

South Africa Turkey - Istanbul

T. +27 11 840 8600 F: +27 11 463 6077 T. +90 216 464 3666 F: +90 216 464 3677
Spain Uruguay

T: +34 901 11 12 15 F: +34 902 26 78 66 T. +59 82 900 6212 F: +59 82 900 6212
Sweden UK & Eire

T: 020 65 25 30 F: 020.55 25 35 T: +44 844 800 4512 F: +44 844 800 4513
Switzerland Venezuela

T: 0800 826 786 F: 0800 826 787 T. +58 212 959 8106 F: +58 212 959 5328
Taiwan

T: +886 2 2747 7278 F; +886 2 2747 7270

Thailand

T:#66 2 2654 3810F: +66.2 2654 3818

Note: Phone numbers.and fax numbers:may change. For the most current contact information,
please referto our website at http.//www.bostonscientific-international.com/
or write to the following address:

Boston Scientific Neuromodulation Corporation
25155 Rye Canyon Loop
Valencia, CA 91355 USA
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Bu Kilavuzun Kullanimi

Bu kilavuz, Boston Scientific Derin Beyin Stimilasyon (DBS) Sistemlerinin kullanim ve
implantasyonunu agiklamaktadir. DBS Sistemlerini kullanmadan 6nce tiim talimatlari dikkatli bir
sekilde okuyun.

Kullanim endikasyonlari, kontrendikasyonlar, uyarilar, dnlemler, olumsuz durumlar, saklama ve
kullanim, sterilizasyon ve garanti bilgisi icin DBS Hekimler igin Bilgi Kullanim Talimatlarina gz atin.
Bu kilavuzda yer almayan aygita 6zel diger bilgiler i¢in, DBS Referans Kilavuzunuzda listelendigi
sekilde Boston Scientific DBS'Sisteminize uygun kullanim talimatlarina bakin.

Garantiler

Boston Scientific Corporation, trtnlerinin giivenilirliklerini ya da isletme kapasitelerini arttirmak igin
onceden haber vermeksizin (irtinlerle ilgili-bilgileri dedistirme hakkini sakli tutar.

Gizimler sadece anlatim amaglidir. Tlim gizimlerin dlcekli olmadi§ini unutmayin.

Ticari Markalar

Tim ticari markalar-ilgili sahiplerinin miilkiyetindedir.

Boston Scientific ile iletisime Gegme
Boston Scientific ile.iletisim kurmak igin bkz. bu kilavuzun- “Teknik Destek” bélimu.
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Uriin Model Numaralan

Sadece bolgenize uygun Grlnler size sunulacaktir.

Model Numarasi Aciklama

DB-2201-XX-DC DBS Lead Kiti, 30 cm ya da 45 cm

DB-2202-XX Vercise™ Cartesia™ 8 Kontakli DBS Dogrultulu Lead Kiti, 30 cm ya
da45cm

DB-4600-C Burr Hole Kapagi

DB-4605-C Burr Hole Kapag! Yedek Kiti

DB-2500-C Vercise™ Hekim Yedek Kiti

NM-3138-55 8 cm 55 Kontakli Lead Uzatma Kiti, 55 cm

DB-3128-XX 2x8 Kontakl Lead Uzatma Kiti, 55 cm ya da 95 cm

DB-5170 Vercise DBS Harici Deneme Stimiilator(i 3-(ETS 3)

DB-5132 Vercise DBS Harici Deneme Stimiilatorii 2 (ETS 2)

DB-4120-08 8 Kontakli Digmeli Ameliyathane Kablosu

DB-4100-A; SC-4100-A-|-1x8 Ameliyathane Kablosu ve Uzatma

DB-9315 ETS Adaptori

DB-1200 Vercise Gevia™ 16 Kontakli Implante Edilebilir Puls Ureteci Kiti

DB-1140 Vercise PC™ implante Edilebilir Puls Jeneratorii Kiti

DB-1416 Vercise Genus™ P16 implante Edilebilir Puls Jeneratdrii Kiti

DB-1432 Vercise Genus™ P32 Implante Edilebilir Puls Jeneratdrii Kiti

DB-1216 Vercise Genus™ R16 implante Edilebilir Puls Jeneratdrii Kiti

DB-1232 Vercise Genus™ R32 implante Edilebilir Puls Jeneratori Kiti

SC-4401 Port Tikacl, Yedek Parcalar

DB-4252; SC-4252 Cubuk Tiinelleme Araci, 28 cm

DB-4254; SC-4254 Uzun Tiinelleme Araci, 35.cm

SC-4275 Alyan Anahtar (Tork Anahtari)

Not: XX = uzunluk (cm)
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Uriin Kitleri

Uriin Kitleri

Lead'ler
Tablo 1: 8 Kontakl Lead Kitleri
Aciklama Miktar
Onceden hazirlanmis Diiz Stiletli Lead 1
Tork Anahtari 1
Lead Pabucu 1
Lead Sonu - Vida ve Halka 1
1.em-Sutar Kilifi 1
1 cm-Bollnmis Sutdr Kilifi 1
2.3 cm-Sutdr Kilifi 1
4.cm SutirKilifi 1
Not: ig paketin'(veya tepsinin) biitiin igerigi sterildir ve pirojenik degildir
Tablo 2:-8 Kontakli'Dogrultulu Lead Kitleri
Aciklama Miktar
Onceden hazirlanmis Diiz Stiletli Dogrultulu Lead 1
Tork Anahtari 1
Lead Pabucu 1
Lead Sonu - Vida ve Halka 1
1 cm Sitir Kilifi 1
1 cm Bollnmis Sttdr Kilifi 1
2.3 cm Siitdr Kilifi 1
4 cm Sitir Kilifi 1
Not: I paketin (veya tepsinin) biitiin igerigi sterildir ve pirojenik dedildlir.
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Tablo 3: 8 Kontakli Lead'ler igin Vercise Hekim Yedek Kiti

Aciklama Miktar
Lead Pabucu 1
Lead Sonu - Vida ve Halka 1
Tork Anahtari 1
1cm Sutar Kilifi 1
1 cmBolinmiis Sttdr Kilifi 1
2,3 cm Stdr Kilifi 1
4.cm Siittr Kilifi 1

Not: ¢ paketin bitin icerigi sterildi.
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Uriin Kitleri

Lead Uzatmalan

Tablo 4: 8 Kontakl Lead Uzatmasi Kitleri

Aciklama Miktar
Lead Uzatmasi 1
Tork Anahtari 1
28 ¢m Tiinelleme Araci Safti (OncedenHazirlanmis Cubukla) 1
Tlnelleme Aracr Kolu 1

Not: i paketin veya tepsinin biitiin igerigi sterildi.

Tablo 5: 2x8 Kontakli Lead Uzatmasi Kitleri

Aciklama Miktar
Lead Uzatmasi 1
Tork Anahtari 1
Port Tikaci 2

Not: ¢ paketin veya tepsinin biitin ierigi sterildli.
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ETS ve Ameliyathane Kablolari

Tablo 6: Harici Deneme Stimiilatorii Kiti

Aciklama

Miktar

Harici Deneme Stimlatorii

AAPiller

Tablo 7:8 Kontakli Diigmeli Ameliyathane Kablosu

Aciklama

Miktar

Ameliyathane Kablosu

1

Not: i paketin biitiin icerigi stetildi.

Tablo 8:1x8 Ameliyathane Kablosu

Aciklama

Miktar

Ameliyathane Kablosu

1

Ameliyathane Kablo Uzatmasi

1

Not: i¢ipaketin biitin igerigi sterildli.
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Uriin Kitleri

implante Edilebilir Puls Uretegleri

Tablo 9: 16 Kontakli implante Edilebilir Puls Ureteci Kiti

Aciklama Miktar
implante Edilebilir Puls Ureteci 1
implante Edilebilir Puls Ureteci Sablonu 1
implante Edilebilir Puls Jeneratorii Port Tikaglari 2

Tork Anahtar 1

Not: i paketin veya tepsinin biitiin icerigi sterildi.

Tablo 10: 32 Kontakli implante Edilebilir Puls Ureteci Kiti

Aciklama Miktar
implante Edilebilir Puls Ureteci 1
implante Edilebilir-Puls Ureteci'Sablonu 1
implante Edilebilir Puls Jeneratorii Port Tikaglari 4
Tork-Anahtari 1

Not: i paketin veya tepsinin biitin igerigi sterildi.

Tablo 11: Port Tikaci, Yedek Kiti

Aciklama Miktar
Port Tikac 2

Not: i paketin biitiin igerigi sterild,
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Cerrahi Aksesuarlar

Tablo 12: Tiinelleme Araci Kiti

Aciklama Miktar
Tiinelleme Araci'Safti (Onceden Hazirlanmis Gubukla) 1
Tlnelleme Araci Kolu 1

Not: i paketin biitin icerigi sterildir.

Tablo 13: Alyan Anahtar Kiti

Aciklama Miktar
Tork Anahtari 1

Not: l¢ paketin biitiin igerigi sterildlir.
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Uriin Kitleri

Burr Hole Kapag:

Tablo 14: Burr Hole Kapag Kiti

Aciklama Miktar
Kelebek Tutma Aracina énceden birlestirilmis Ana ve Kemik Vidalari 1
Tutma Klipsi 1
Baslik 1
Yerlestirme/Cikarma Aracl 1
Tornavida 1

Not: ¢ paketin (veya tepsinin) biitiin igerigii sterildir.

Tablo 15: Burr-Hole Kapagi Yedek Kiti

Aciklama Miktar
Kemik Vidalari 1
Tutma Klipsi 1
Baslik 1

Not: i¢ paketin biitiin igerigii sterildl,
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Uriin Aciklamalari

Aygit Agiklamalari ve Teknik Ozellikleri

Boston Scientific DBS Sisteminin implante edilebilir bilesenleri sunlari igerir:

Yeniden sarj edilebilir ya da yeniden sarj edilemez bir Implante Edilebilir Puls Ureteci
(IPG) (ayrica bu kilavuzda bir Stimilator olarak anilacaktir).

Lead'ler

Lead'lerin IPG'ye ulagsmasini saglayanLead Uzatmalari

Ameliyatlar arasinda Lead'in proksimal ucunu korumak igin bir Lead Pabucu

Lead'i korumak ve/veya Lead'ler ile Lead Uzatmalarini sabitiemek igin Stttir Kiliflari

Lead'leri sabitlemek igin kullanilabilecek Boston Scientific SureTek™ Burr Hole Kapagi

Boston Scientific DBS Sistemininimplante edilemez bilesenleri sunlari igerir:

interoperatif test icin kullanilabilecek Harici Deneme Stimiilatérii (ETS) ve Ameliyathane
Kablolari

Lead'ler ve Lead Uzatmalarr icin bir subkutan tinel olusturmak icin kullanilan bir
TinellemeAraci

Stimulasyon parametrelerini belirlemek ve ayarlamak igin kullanilan bir Klinisyen
Programlayici

IPG ile iletisim kurmak.igin kullanilan Uzaktan-Kumanda ve sarj edilebilir IPG'lerin pilini
sarj etmek igin kullanilan bir Sarj Cihazi Sistemi (gecerliyse) gibi harici hasta aygitlari.
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Uriin Agiklamalari

Standart Lead

Standart Lead 8 silindirik kontaktan olusmaktadir. Lead'in ¢capi 1,3 mm'dir. Lead, piyasada bulunan

DBS implantasyon araglari ile uyumludur.

Tablo 16: Teknik Ozellikler
Standart Lead (DB-2201)

Dizi Agikhigi
(15,5 mm)

EEEEEEEE

Ozellik Ozellikler

Kontak Uzunlugu 1,5mm

Kontak Yiizey Bolgesi 6,0:mm?

Kontak -Boslugu (eksenel) 0,5mm

Dizi Agikhig 15,5 mm

Distal Kontak Ug Uzunlugu <1,3mm

Lead Capi 1,3 mm

Toplam Uzunluk 30cm veya 45 c¢cm
Hortum Dis Malzemesi Poliiiretan

Kontak Malzemesi Platin/iridyum

Empedans

<90 Q (her konnektdrden ilgili-elektrot
Kontagina dogru-él¢ilmusttir)
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Dogrultulu Lead'ler

8 Kontakli Dogrultulu Lead'ler (bkz. Tablo 17), hem eksenel hem de dairesel stimilasyonun
segilmesine olanak tanimak icin cevresel segmentli Kontak siralarina sahiptir. Her segmentli
Kontak 90 derece Lead gevresini kapsar. Her Dogrultulu Lead, kati kismi Kontak 2 ile hizalanan
bir radyo opak isarete sahiptir. Her Dogrultulu Lead'in dis ¢capi 1,3 mm'dir. Dogrultulu Lead'ler,

piyasada bulunan DBS implantasyon araglari ile uyumludur.

Tablo 17; Teknik Ozellikler

8 Kontakh Dogrultulu Lead (DB-2202, Cartesia™)

Dizi Agikhg
(7,5-mm)

Radyo Opak isaretleyici

e

Ozellik Ozellikler
Kontak Uzunlugu! 1,5 mm
Halka Kontak Yiizey Bolgesi 6,0 mm?
Segmentli Kontak Yiizey Bélgesi 1,5.mm?
Dom Uglu Kontak Yiizey Bolgesi 6,0 mm?
Kontak Boslugu (eksenel) 0,5mm

Dizi A¢ikhigi 7,5 mm

Lead Gapt 1,3 mm
Toplam Uzunluk 30'cm veya 45 cm
Hortum Dis Malzemesi Poliliretan
Kontak Malzemesi Platin/iridyum

Empedans

<90 Q (her-konnektorden ilgili elektrot
Kontagina dogru 6lgtimistir)

1 Ayrica dom uglu Kontak icin de gegerlidir.
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Lead Uzatmalan

DBS Lead modeli ve implante edilmis DBS IPG'nin konumu, ilgili sistem ile kullanilmasi gereken
uyumlu Lead Uzatmasinin belilenmesini saglayacaktir. Bu kilavuzun “DBS Urin Uyumlulugu”
bélimine bakin.

8 Kontakli Lead Uzatmasi

8 Kontakli Lead Uzatmasi distal ucta bir Konnektdr ve proksimal ugta 8 silindirik Kontaktan
olusmaktadir. Lead, distal ugtan Konnektore yerlestirilir ve sabitlenir. Konnektor, elektrik
baglantilarini olusturmak igin ayrica'Lead iizerindeki Kontaklarla hizalanan 8 Kontak igerir.
Uzatmanin proksimal ucu IPG'ye yerlestirilir.

8 Kontakli Lead Uzatmasi sadece 8 Kontakli Lead'ler ile kullanilabilir. Bu Lead Uzatmalarinin
her biri tek bir Lead'e baglanir. Bu 55'cm modeli, pektoral bdlgeye implante edilmis IPG'leri
desteklemek igin tasarlanmigtir.

Tablo 18: Teknik Ozellikler
8 Kontakli Lead Uzatmasi(NM-3138)

Distal Ug

[T

& Proksimal Ug
&

Ozellik Ozellikler
Toplam Uzunluk 55¢m
Lead Uzatmasi Govde Capi 1,35 mm
Kontaklarin Sayisi 8
Kontak Malzemesi Platin/ridyum
Yalitim Malzemesi Polidiretan, Silikon
Ayar VidasI Materyali Titanyum
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Vercise™ Derin Beyin Stimilasyon Sistemleri

2x8 Kontakli Lead Uzatmasi

Ayni zamanda Vercise™ Cift Uzatma olarak da bilinen 2x8 Kontakli Lead Uzatmasi 8 Kontakli
Lead'ler ile es zamanli olarak kullanilan bir diistik profil Uzatmadir. Bu Lead Uzatmalarinin her
biri en fazla iki Lead'e baglanabilir. Lead Uzatmasinin proksimal ucu, her biri 8 Kontakli IPG'ye
yerlestirilmis iki kuyruga biftirka edilmistir. Bu model, pektoral bolgeye ya da karin bélgesine
implante edilmis IPG'leri'desteklemek igin tasarlanmistir.

Tablo 19: Teknik Ozellikler
2x8 Kontakli Lead Uzatmasi (DB-3128)

Distal Ug

Proksimal Ug
Ozellik Ozellikler
Toplam Uzunluk 55¢mveya 95 cm
Lead Uzatmasi Govde Capi 1,31 mm
Kontaklarin' Sayisi 2x8 (16 toplam kontak)
Kontak Malzemesi Platin/iridyum
Yalitim Malzemesi Polidretan, Silikon
Konnektor Bloku Materyali Paslanmaz Celik ve Altin
isaretleyici Bant Materyali? Altin
Ayar Vidasi Materyali Titanyum

2 Altin isaretleyici bant 1'den 8'e kadar Kontaklari igeren Uzatma kuyrugunu belirtir. 1'den 8'e-kadar bu ayni
Kontaklar altin konnektdr bloku ile Uzatma portu igindedir.

Cerrahi Implant Kilavuzu

92495783-03  Sayfa 70/ 229



Uriin Agiklamalari

Cerrahi Aletler ve Aksesuarlar

Lead Pabucu

Lead Pabucu, IPG implant ameliyatina kadar implante edilmis Lead'in proksimal ucunu korur.
Lead Pabucundaki Ayar Vidasi, retansiyon kilifi lizerine vidalandi§inda Lead'in Lead Pabucunda
sabitlenmesi igin kullanilir.

Asagida listelenmis kit tipleri ile sunulan Lead Pabucu 8 Kontakli Lead'ler ile uyumludur:

»  Bir8 Kontakli Lead Kiti
«."_Vercise Hekim Yedek Kiti

Tablo 20: Teknik Ozellikler
Lead Pabucu

Ozellik Ozellikler
Toplam Uzunluk 3,3cm
Ayar Vidas| Materyali Titanyum

Konnektdr Bloku Materyali

Paslanmaz Celik

Sonlandirici Materyali

Paslanmaz Celik

Yalitim Malzemesi

Silikon
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Vercise™ Derin Beyin Stimilasyon Sistemleri

Tiinelleme Araci

Tiinelleme Araci Lead ve Lead Uzatmasi igin subkutan dokuda bir yol olusturulmasi igin kullanilir.

Tablo 21: Teknik Ozellikler
Tiinelleme Araci (SC-4252, DB-4252, SC-4254 ve DB-4254)

Ozellik Ozellikler
28 cm (Gubuk),
Hzunigk 35 om (Uzun)
Saft Materyali Paslanmaz Celik
Cubuk Materyali PTFE
Kol Materyali Paslanmaz Celik, Ultem
Sutur Kiliflan

SiitlrKilif, Lead veya Lead Uzatmasinin fasyaya sabitlenmesinde kullanilabilir. Bir mini plaka
kullanilirsa, Lead'i korumak igin Sttir Kilifi Lead ile mini-plaka arasina konulur.

Tablo 22:Teknik Ozellikler
DBS Siitiir Kiliflari

Ozellik

Ozellikler

Toplam Uzunluk

1c¢cm, 2,3.¢m, 4 cm

Malzeme

Silikon
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SureTek Burr Hole Kapagi

SureTek Burr Hole Kapagi, Boston Scientific DBS sistemi ile birlikte kullanmak igin Lead'i
sabitleyen bir aygittir. Burr Hole Kapagi 14mm perforator ile olusturulmus burr hole ile uyumludur.
Burr Hole Kapaginin bilesenleri Tablo 23 ile listelenmistir. Burr Hole kapaginin materyalleri Tablo 24
ile listelenmistir.

Tablo 23: SureTek Burr Hole Kapaginin Bilegenleri

oo

Etiket Aciklama

Taban

Kelebek Tutma Araci
Kemik Vidasi

Lead Cikis Yuvasi
Baslik Yuvasi

Baslik

Yerlestirme/Gikarma-Aracl

Atnali Sonu

Ol Nl | |lw ||~

Tip Sonu
Post

—_
o

—_
—_

Sekme

—_
N

Tutma Klipsi

—_
w

Klips Ayirma Deligi

—
>

Kaydirici Uzerindeki Kapanis Dimflesi

—_
()]

Tornavida
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Vercise™ Derin Beyin Stimilasyon Sistemleri

Tablo 24: Burr Hole Kapagi Materyalleri (DB-4600-C)

Ozellik Ozellikler

Taban Polieter eter keton (PEEK)

Tutma Klipsi PEEK

Baslik PEEK

Kemik Vidalari Titanyum

Kelebek Tutma Araci Polieterimid, Silikon
Yerlestirme/Cikarma Araci Polieterimid, Titanyum

Tek kullanimlik Tornavida :;E}jgfsr;;ﬁ;?::";lgr BT) polikarbonat
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Harici Deneme Stimiilatorleri (ETS 2 ve ETS 3)

ETS, Ameliyathane Kablosu ile birlikte Klinisyen Programlayici (CP) ya da Uzaktan Kumanda,
DBS cerrahi prosediir sirasinda intraoperatif test stimiilasyonu ve/veya intraoperatif empedans
Blciimlerini gergeklestirmek;igin kullanilir. Bu kilavuzun “DBS Uriin Uyumlulugu” bélimiine bakin.

Tablo 25: Fiziksel Ozellikler
ETS 2 (DB-5132) ve ETS 3 (DB-5170)

Ozellik Ozellikler

Boyutlar 80 mm x 60 mm x 26 mm
Kutu Materyali Silikon ve Plastik

Port Sayisi 2

Pillerin Degistirimesi 2 AAPIl

Tablo 26: ETS Gosterge Lambalar

Stimiilatér Sol Aciklama

Sabit Yesil ETS Acik

Yesil Yanip Séntiyor, Stimilasyon Agik

Sabit Sari Hata

Pil Gosterge Isig Aciklama

Sabit/Yanip Sénen Yesil ETS Agik

Sari Yanip Sonlyor ETS'nin pillerini degistirin

Yesil ve Sari Yanip Sontiyor (Sadece ETS'3)" ‘| ETS Eslestirme Modunda
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Vercise™ Derin Beyin Stimilasyon Sistemleri

implante Edilebilir Puls Jeneratorleri (IPG'ler)

Vercise Genus™ Sarj Edilmeyen implante Edilebilir Puls Uretegleri

Vercise Genus, 16 Kontakli ve 32 Kontakli sarj edilmeyen IPG'lere sahiptir. Enerji Kullanim Endeksi
ya da Vercise Genus Sisteminin programlanabilir 6zellikleri lizerine ek bilgiler igin DBS Referans

Kilavuzu ile listelenmis Programlama Kilavuzuna goz atin.

Her Vercise Genus IPG, standart x isini prosediirleri kullanilarak gortilebilen bir radyo opak tanitim
etiketi icerir (Sekil 1.ve Sekil 2).

BABSC
Dl416

Sekil 1. Vercise Genus P16 Etiketi

Vercise Genus P16-ve P32 sarj ediimeyen1PG'lerin fiziksel dzellikleri Tablo 27 ve Tablo 28 ile

ortaya konulmustur.

BA%35

$Sekil 2. Vercise Genus P32 Etiketi

Tablo 27: Fiziksel Ozellikler

Vercise Genus P16 IPG (DB-1416)

Ozellik Ozellikler
Kontaklarin Sayisi 16 (2 Port)
Port bagina Kontak Sayisi 8

Kutu Materyali Titanyum
Baslik Materyali Epoksi
Gerilim Azaltma Materyali Silikon

Boyutlar

72-mm x 49,6-mm x 11,6-mm

Hacim

34,9 cm? (baslik dahil)

Tablo 28: Fiziksel Ozellikler

Vercise Genus P32 IPG (DB-1432)

Ozellik Ozellikler
Kontaklarin Sayisi 32 (4 Port)
Port basina Kontak Sayisi 8

Kutu Materyali Titanyum
Baslik Materyali Epoksi
Gerilim Azaltma Materyali Silikon

Boyutlar

75 mm x 49,6. mm x 11,6- mm

Hacim

36,6 cm? (baglik dahil)
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Vercise Genus™ Sarj Edilebilir implante Edilebilir Puls Uretegleri

Vercise Genus, 16 Kontakli ve 32 Kontakli sarj edilebilir IPG'lere sahiptir. Sarj etme talimatlari
icin DBS Referans Kilavuzunda listelenmis Sarj Etme El Kitabina goz atin. Vercise Genus
Sisteminin programlanabilir 8zellikleri icin DBS Referans Kilavuzu ile listelenmis Programlama

Kilavuzuna g6z atin.

Her Vercise Genus IPG, standart x 1sini prosediirleri kullanilarak gortilebilen bir radyo opak tanitim

etiketi icerir (Sekil 3 ve Sekil 4).

BABSC
P1216

Sekil 3. Vercise Genus R16 Etiketi

BABSC
| APXY.

Sekil 4. Vercise Genus R32 Etiketi

Vercise Genus P16 ve P32 sarj edilebilir IPG'lerin fiziksel 6zellikleri Tablo 29 ve Tablo 30 ile ortaya

konulmustur.

Tablo-29: Fiziksel Ozellikler

Vercise Genus R16 IPG (DB-1216)

Ozellik Ozellikler
Kontaklarin Sayisi 16 (2 Port)
Port basina Kontak Sayisi 8

Kutu Materyali Titanyum
Baslik Materyali Epoksi
Gerilim Azaltma Materyali Silikon

Boyutlar

52,1 mm x 46 mmx-10,7 mm

Hacim

20,1 cm? (bashk dahil)

Tablo 30; Fiziksel Ozellikler

Vercise Genus R32 |PG (DB-1232)

Ozellik Ozellikler
Kontaklarin Sayisi 32 (4 Port)
Port bagina Kontak Sayisi 8

Kutu Materyali Titanyum
Baslik Materyali Epoksi
Gerilim Azaltma Materyali Silikon

Boyutlar

55,6 mmx 46 mm x 10,7 mm

Hacim

21,6.cm? (baslik dahil)
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Vercise™ Derin Beyin Stimilasyon Sistemleri

Vercise Gevia™ 16 Kontakli implante Edilebilir Puls Ureteci

Vercise Gevia, 16 Kontakli sarj edilebilir IPG'ye sahiptir. IPG sarj etme talimatlari igin DBS
Referans Kilavuzunda listelenmis Sarj Etme El Kitabina gdz atin. Vercise Gevia Sisteminin
programlanabilir dzellikleri icin-DBS Referans Kilavuzu ile listelenmis Programlama
Kilavuzuna géz atin.

Vercise Gevia IPG; standart x i1sini prosediirleri kullanilarak gortlebilen bir radyo opak tanitim
etiketi icerir (Sekil 5).

ABSC
D120

Sekil 5. Vercise Gevia Etiketi

Vercise Gevia IPG'nin fiziksel 6zellikleri Tablo 31 ile ortaya konulmustur:

Tablo 31: Fiziksel Ozellikler
Vercise Gevia IPG (DB-1200)
Ozellik Ozellikler
Kontaklarin Sayisi 16/(2 Port)
Port bagina Kontak-Sayisi 8
Kutu Materyali Titanyum
Baslik-Materyali Epoksi
Gerilim Azaltma Materyali Silikon
Boyutlar 51,3mm x46,0 mm x 10,8 mm
Hacim 19,8 cm® (baslik dahil)
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Vercise™ PC implante Edilebilir Puls Ureteci Kullanim Talimatlari

Vercise PC, 16 Kontakli sarj edilemeyen IPG'ye sahiptir. Enerji Kullanim Endeksi ya da Vercise PC
Sisteminin programlanabilir 6zellikleri tizerine ek bilgiler igin DBS Referans Kilavuzu ile listelenmis
Programlama Kilavuzuna géz atin.

Vercise PC IPG, standart x 1sini prosediirleri kullanilarak gortilebilen bir radyo opak tanitim etiketi
igerir (Sekil 6).

BSC
D1140

$Sekil 6. Vercise PC Etiketi

Vercise PC IPG'nin fiziksel dzellikleri Tablo-32 ile verilmigtir.

Tablo 32: Fiziksel Ozellikler
Vercise PC IPG(DB-1140)
Ozellik Ozellikler
Kontaklarin Sayisi 16 (2 Port)
Port basina-Kontak Sayisi 8
Kutu Materyali Titanyum
Baslik Materyali Epoksi
Gerilim Azaltma Materyali Silikon
Boyutlar 70,9 mmx 49,5mm x 11,3 mm
Hacim 33'¢m? (baslik dahil)
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DBS Uriin Uyumlulugu

DBS Lead'leri, Lead Uzatmalari, IPG'ler, Ameliyathane Kablolari ve Harici Deneme Stimiilatérlerinin
uyumlulugu icin bkz. Tablo 33, Tablo 34, Tablo 35 ve Tablo 36.

Tablo 33: Uyumluluk
DBS Lead'leri ve Lead Uzatmalari

Lead Model Numarasi Uyumlu Lead Uzatmalan
NM-3138-55

DB-2201 (30 ya da 45'cm)
DB-3128% (55 ya da 95 cm)
NM-3138-55

DB-2202 (30 ya da 45 c¢m)
DB-3128° (55 ya da 95 cm)

Not: "~ Aynimodelin Lead'leri ve Lead Uzatmalari farkli uzunluklarda sunulur. Lead ve/veya Lead
Uzatmasinin uzunlugu, listelenen bilesen ile uyumluluklarini etkilemez.

Tablo 34: Uyumluluk
IPG'ler ve Lead Uzatmalan

IPG Model Numarasi Uyumlu Lead Uzatmalar
NM-3138-55

DB-1416 (2 Port, 16 Kontakli IPG)
DB-3128° (55.ya da 95 cm)
NM-3138-55

DB-1216-(2 Port, 16 Kontakl IPG)
DB-3128° (55-ya da 95 cm)
NM-3138-55

DB-1432 (4 Port, 32 Kontakli IPG)*
DB-3128° (55 ya da 95 cm)
NM-3138-55

DB-1232 (4 Port; 32 Kontakli IPG)*
DB-3128% (55 ya da 95.cm)
NM-3138-55

DB-1140 (2 Port, 16 Kontakl IPG)
DB-3128° (55-ya da 95'cm)
NM-3138-55

DB-1200 (2 Port, 16 Kontakli IPG)
DB-3128%(55 ya da 95 cm)

Not:  Ayni modelin Lead'leri ve Lead Uzatmalar farkli uzunluklarda sunulur. Lead ve/veya Lead
Uzatmasinin uzunlugu, listelenen bilegen. ile:uyumluluklarini etkilemez.

3 DB-3128, 2x8 Kontakli Lead Uzatmasidir. Tek bir DB-3128 Lead Uzatmasi en fazla iki(2) DB-2201ya da DB-2202
8 kontakli Lead'e baglanabilir.

4 Enfazla iki Lead badlayin. Programlama icin dort porttan sadece ikisi kullanilabilir.
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DBS Uriin Uyumlulugu

Tablo 35: Uyumluluk
Ameliyathane Kablolariyla Lead'ler

Lead Model Numarasi Uyumlu Ameliyathane Kablolari
DB-4120-08
DB-2201 (30 ya da 45 cm)
DB-4100-A
DB-4120-08
DB-2202 (30 ya da 45 cm)
DB-4100-A

Tablo 36: Uyumluluk
Ameliyathane Kablolariyla-Harici Deneme Stimiilatorleri

ETS Model Numarasi Uyumlu Ameliyathane Kablolar
DB-4120-08

DB-5132
ETS Adaptérii DB-9315 ile DB-4100-A
DB-4120-08

DB-5170 - .
ETS Adaptérii DB-9315 ile DB-4100-A
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DBS Sistemini implante Etme

Aksi belirtiimedikce asagidaki talimatlarda Standart Lead ve Dogrultulu Lead'ler toplu olarak
"DBS Lead" olarak anilmistir. Boston Scientific DBS Sistemi ile SureTek Burr Hole Kapagi Kiti
kullanilmasi tavsiye edilir. Bu kilavuzda agiklanan DBS Lead implantasyon prosed(irti, DBS
Lead'ini baglamak igin Burr Hole Kapaginin kullanimini igerir.

Boston Scientific DBS Sistemi implantasyonu sirasinda enfeksiyonu dnlemek igin biylik 6zen
gosterin. DBS prosedurtine iliskin 6nerilen uygulama bilgisi igin, bu kilavuzun “Referanslar”
béllimiine goz atin:

|

Not:  Bu kilavuzda kullanilan-"proksimal” ve “distal" terimleri, referans nokta olarak ETS ya da
IPG konumunu agiklamak icin kullanimigtir.

On Kosullar

Lead'ler

Bu kilavuzda agiklanan DBS cerrahi prosedtrleri DBS Lead'inin implantasyonuyla baglar. Asagidaki
prosedirlerin tamamlanmig oldugu varsayilmaktadir:

« () Stereotaktik gerceve ve/veya gergevesiz bir sistemin fiducialleri hastaya takilmistir.

+ . Kafa derisi‘insizyonu yapilmis ve burr hole agilmistir. SureTek™ Burr Hole Kapag,
14 mm caplh burr hole ile uyumludur.

+ _Arzulanan yol izi ve DBS Lead derinligi-belirlenmistir ve uygun yontemlerle
dogrulanmistir.

Not: Yol izi ve hedef derinlik g6z 6niine alinirken DBS Lead'leri igin bu kilavuzda
verilmis olan Teknik Ozelliklere gz atin. Distal uzunluk da dahil olmak iizere dizi
dahilinde fiksasyon mekanizmasi-uygulamayin.

implante Edilebilir Puls Ureteci (Sadece Sarj Edilebilir Stimiilatorler)

Gegerliyse implantasyon prosediiriinden 6nce’IPG tamamen sarj ediimelidir. IPG'yi tamamen sarj
etmek i¢in asagidaki adimlari uygulayin:

+  IPG kiti tizerinde isaretlenmis gri.noktay! ya'da IPG ana hattinitespit edin. Bu gri-nokta
ya da IPG ana hatti, ambalaj iginde IPG'nin konumunu gosterir.

+ PG Kitini, gri nokta ya da IPG ana hatti yukari bakacak sekilde diiz bir ylizeye koyun.

+  Sarj cihazini agin ve sarj etmeye baslamak igin IPG Uzerine koyun, Sarj cihazi
aclldiginda IPG ile dogru sekilde hizalanana ve sarj etmeye baslayana kadar bip sesi
cikarmaya baslayacaktir. IPG tam olarak sarj oldugunda Sarj Cihaz: bir dizi Gift-bip sesi
cikaracaktir. Sarj Cihazi hakkindadaha fazla talimaticin DBS Referans Kilavuzunda
listelenen uygun Sarj Etme Kilavuzuna g6z atin.
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DBS Sistemini implante Etme

SureTek Burr Hole Kapaginin Tabanini Sabitleme

Burr Hole Kapag! bilesenlerini implant edilebileceklerinden emin olmak igin gdzle inceleyin. Burr
Hole Kapaginin tabanini sabitiemeden énce 14 mm burr hole'un, kemik gibi, Burr Hole Kapaginin
uygun sekilde takilmasini 6nleyecek, tikanmaya neden olacak maddelerden arinmis oldugundan
emin olun.

Uyari:  Burr Hole Kapadinin Tabanini sabitlemeden énce, herhangi bir hastalik veya hasar
olmadigina ve kemik kalinhiginin 5 mm. veya daha kalin olduguna emin olmak igin
kafatasi kemigini've yapisiniinceleyin. Bu uyariyi dikkate almamak asagidakileri
etkileyebilir:

+._Kablo Sabitleme: Uygun-olmayan sekilde sabitlenen DBS Lead nedeniyle Lead'in
tasinmasi tedavinin etkisini azaltir.

+ " Burr Hole Kapanisi: Saglam olmayan burr hole kapanisi enfeksiyon riskini arttirir ve
hastayi ndral beyin dokusu hasari, serebrospinal sivi sizintisi ve/veya dura'da hasar
riskine sokar.

1. Kelebek Tutucu Aletine baglanmis Burr.Hole Kapagdi Tabanini burr hole iizerine yerlestirin
(Sekil-7).

Sekil 7. Tornavida Yerlestirilerek Kelebek Tutucu Aletine Baglanmig Taban

2. Tornavidayi kullanarak yavasca Kemik Vidalarini Silikon Kilifin-iginden-gegirerek itin.

Not:  Opsiyonel. Burr deligini kapatirken vida kafasinin konumunu tam-olarak goriintilemek
ve erismek icin Kelebek Tutucu Aletini 90 derece ddndiiriin.. Prosedtire devam etmek
icin Kelebek Tutucu Aletini asil konumuna geri getirin.

3. Iki Kemik Vidasini kafatasi iginde sikin.

Not:  Burr Hole Kapaginin-Tabani kafatasina ve vidalar Tabana gémdilene kadar Kemik
Vidalarini sikmaya devam edin. Taban bir kez emniyete aldiktan sonra.tasinmamali ve
sallanmamalidir. Asin gli¢ kullanmayin ya da Vidalari agiri sikmayin.

4. Kelebek Tutma Aracinin kulplarini kavrayin ve belirli bir aciyla yukariya dogru. gekerek gikarin.
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DBS Lead'inin implanti

Not:  Bu kilavuzda kullanilan "proksimal” ve "distal" terimleri, referans nokta olarak ETS ya da
IPG konumunu agiklamak igin kullanilmigtir.

1. DBS Lead'i gézle inceleyin ve implantasyona uygun oldugundan emin olun.

2. Uygun oldugundan emin olmak igin DBS Lead'i Kaniilden gegirin ardindan DBS Lead'i
Kaniilden gikarin.

3. Kaniil Stileti yerindeyken.istenilen yolu kullanarak Kandili beyine yerlestirin.
Not:  Kaniiliin derinligi hekimin tercihine baglidir.

4. LEad Sonlandiricty! (Sekil 8), contadaki dis-agilmis delige vidanin disli kismini kismen
vidalayarak tutturun:

>4

Sekil 8.DBS Lead Sonlandirici
5. Bir@lgiim aletiya da cetvelle DBS Lead'in istenen derinligini'él¢iin ve DBS Lead Sonlandiriciyi
o derinlikte uygulayin.

Lead Sonlandiricty uygulamak igin DBS Lead'ini Lead Sonlandiricinin ortasina getirin ve sonra
Vidayi sikistirin.(Sekil 9). Bu,.DBS Lead'in uygun derinlige yerlestiriimesini-glivence altina alir.
Lead Durdurucuyu Lead Govdesi lizerinde fazla sikkmamaya dikkat edin,

Not: Lead Sonlandiricinin baglandigi zaman DBS Lead'i iizerinde kaymadigindan emin olun.
v

Sekil 9.DBS: Lead Sonlandiricinin Uygulanmasi

6. Kanl Stiletini gikartin.
7. Lead Stileti yerindeyken DBS Lead'ini-Kantile yerlestirin.
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8. DBS Lead ile Kanilli, microdrive izerindeki Kanil kilavuzuna yerlestirin.

Bir DBS Dogrultulu Lead igin, Lead'i Microdrive'a baglarken Dogrultulu isaretgileri
(Sekil 10) istenilen bir konumda yerlestirerek Dogrultulu Kontaklarin yontini
ayarlayabilirsiniz. Bu Dogrultulu Isaretgi radyo opaktir. Boston Scientific, Kontak #2 ve
Dogrultulu Isaretcinin.beynin enterior ydniine bakmasini saglayacak sekilde Dogrultulu
Kontaklarin yénlerinin ayarlanmasini tavsiye eder.

DB-2202

Radyo Opak isaretleyici

Sekil 10. Dogrultulu Lead isaretleyici

9. Microdrive'l kullanarak DBS Lead'i yavagea istenen hedefe ilerletin.

Not:- ' Lead'iistenen hedefe ilerletmeden-dnce Lead Stiletinin Lead'in iginde oldugundan
emin-olun.
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intraoperatif Test

Harici Deneme Stimilatorii (ETS) ve uygun Ameliyathane Kablosunu kullanarak intraoperatif test
gerceklestirilebilir. Bu kilavuzun “DBS Uriin Uyumlulugu” béliimiine bakin. Ayrintili stimtilasyon
prosedirleri ve talimatlari icin DBS Referans Kilavuzu ile listelenmis uygun Programlama
Kilavuzuna g6z atin.

Dikkat: Ameliyathane Kablosu Konnektériini veya figi suya ya da diger sivilara sokmayin.
Ameliyathane Kablosu tek kullanimliktir; tekrar sterilize etmeyin.

ETS 3 ve 8 Kontakh Dugmeli Ameliyathane Kablolari Kullanarak
Intraoperatif Test (DB-4120-08 ile DB-5170)

1. ETS Uzerindeki Stim Gosterge 151§ini ﬁ kontrol ederek ETS 3'lin kapali oldugundan
emin:olun.

Uyari:-Beklenmedik stimiilasyona engel olmak igin Ameliyathane Kablosu grubunu
baglarken ya da baglantisini keserken ETS 3'i her zaman kapali konuma getirin.

2. -Ameliyathane kablosunun distal ucunu steril alanda tutarken Ameliyathane Kablosu
Uzatmasinin proksimal.ucunu "L" etiketli ETS 3 Portuna baglayin (Sekil 11).

iki DBS Lead'i es zamanli olarak test-ediliyorsa, sol DBS Lead'ini Port L'ye, sag DBS Lead'ini
PortR'ye baglayin.

Sekil 11. Ameliyathane Kablosunu ETS 3'e Baglama
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3. Ameliyathane Kablosunu ve DBS Lead'ini Sekil 12 ile gosterildigi sekilde tutun Ameliyathane
Kablosu Konnektdrini agmak igin diigmeye basin. Diigmeyi basili tutun.

4. Lead Stileti yerindeyken Ameliyathane Kablosu Konnektériini DBS Lead'inin proksimal ucuna
kaydirin (Sekil 12). DBS Lead'in tam olarak yerlestirildiginden emin olun. DBS Lead'i tam olarak
yerlestirildiginde Ameliyathane Kablosu Konnektéril duracaktir.

Basili

~

-

Sekil 12. Ameliyathane Kablosunu DBS Lead'ine Baglamak igin Diigmeye Basili Tutun

Not:  DBS Leadii Sekil 13 ile gosterildigi sekilde tam olarak yerlestirildiginde Lead Stileti
Ameliyathane Kablosu Konnektdriiniin arka deligine dogru uzayacaktr.

Sekil 13. DBS Lead'ine Ameliyathane Kablosu Baglandi
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5. Test sirasinda Lead'in gereksiz bikilmesini 6nlemek icin Ameliyathane Kablosu Konnektorini
destekleyin.

6. Klinisyen Programlayici veya Uzaktan Kumanda kullanarak empedanslarin kabul edilebilir
oldugunu dogrulayin.

7. Uygun yontemlerle Lead yerlesimini degerlendirin. Gerekirse Lead konumunu ya da
stimilasyon parametrelerini ayarlayin.

Not:  DBS Lead'inin yerlegtiriimesi ya da ayarlanmalari sirasinda Lead Stilet yerinde
kalmalidir.

Uyari: Yiiksek sarj yogunlugu kalici doku-hasarina neden olabilir. Klinisyen
Programlayici, stimiilasyon parametrelerini giivenli degerlere sinirlar.

Uyari: Lead penetrasyonu sayisinin artmasi hemoraj olasiligini yiikseltir. Akut Lead
revizyonlarinr'en aza indirmek igin mikro elektrot kayitlari ve/veya goriintileme
gibi hedef lokalizasyon tekniklerini kullanin.

8. ETS 3'kapatin.

Uyari: Ameliyathane Kablolarinin baglantisini keserken, ETS 3 Acik konumdaysa
stimiilasyonda ani bir yiikselme olur.

9. Lead'i serbest birakmak i¢in Ameliyathane Kablosu Konnektort tzerindeki diigmeye basili
tutun. Ameliyathane Kablosu Konnektdrii Lead ve Lead Stiletinden tamamen cikarilana kadar
digmeye basih tutun;

10 Ameliyathane Kablosu Konnektdriini DBS Lead'i ve Lead Stiletinden diiz ve disari dogru
kaydirarak Ameliyathane Kablosunun DBS Lead'inin proksimal ucu ile baglantisini kesin. DBS
Lead'iiginde Lead Stiletine zarar vermekten kaginmakicin dikkatli-olun.

11. DBS Lead'inin istenilen-lokasyondan kimildamadigini kontrol edin,
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ETS 2, ETS Adapt6rii ve 1x8 Ameliyathane Kablosu ve Uzatma Kullanarak
Intraoperatif Test

1. Ameliyathane Kablosu Uzatmasini Ameliyathane Kablosuna takin (Sekil 14).

S

Sekil 14. 1x8 Ameliyathane Kablosu ve Uzatma
2. ETS lizerindeki Stim Gosterge 1s1§ini m kontrol ederek ETS 2'lin kapali oldugundan
emin olun,

Uyari:~ Beklenmedik stimiilasyona engel olmak i¢in Ameliyathane Kablosu grubunu
baglarken ya da baglantisini keserken ETS 2'ii her zaman kapali konuma getirin.

3. ETS Adaptorini "CD" etiketli ETS 2 Portuna takin (Sekil 15).

$Sekil 15. ETS Adaptoriiniin ETS 2'ye Baglanmasi

4. Uzatma ile Ameliyathane Kablosunu "1-L" etiketli ETS Adaptorii Portuna takin (Sekil 16).

iki DBS Lead'i es zamanli olarak test ediliyorsa, sol DBS Lead'ini Port 1-L'ye, sa§ DBS Lead'ini
Port 2-R'ye baglayin.

5805‘ afic

Sekil 16. 1x8 Ameliyathane Kablosunun ETS 2 ve ETS Adaptoriine Baglanmasi

5. Ameliyathane Kablosu Konnektori kilit kolunun agik (0) pozisyonunda oldugunu kontrol edin.
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6. Lead Stileti yerindeyken Ameliyathane Kablosu Konnektériinii DBS Lead'inin proksimal ucuna
kaydirin (Sekil 17). DBS Lead'in tam olarak yerlestirildiginden emin olun.

Not: DBS Lead'i Sekil 17 ile gdsterildigi sekilde yerlestirildiginde Lead Stileti Ameliyathane
Kablosu Konnektériiniin arka deligine dogru uzayacaktir.

7. DBS Lead'i sabit tutun: Kilittleme kolunu kilitli (1) konumuna kaydirin (Sekil 17).

Sekil 17. DBS Lead'ini 1x8 Ameliyathane Kablosu Konnektoriine Sabitleme

8. Test sirasinda Lead'in-gereksiz bikilmesini 6nlemek icin Ameliyathane Kablosu Konnektorini
destekleyin.

9.. Klinisyen-Programlayici veya Uzaktan'Kumanda kullanarak empedanslarin kabul edilebilir
oldugunu dogrulayin.

10.-Uygun yontemlerle Lead yerlesimini degerlendirin. Gerekirse Lead konumunu-ya da
stimilasyon parametrelerini ayarlayin.

Not:  DBS Lead'inin yerlestiriimesi ya da ayarlanmalari sirasinda stilet yerinde kalmalidir.

Uyari: Yiiksek sarj yogunlugu kalici doku hasarina neden olabilir. Klinisyen
Programlayici, stimiilasyon parametrelerini-giivenli-degerlere sinirlar.

Uyari: Lead penetrasyonu sayisinin artmasi-hemoraj olasiligini yikseltir. Akut Lead
revizyonlarini-en azadndirmek icin mikro-elektrot kayitlari ve/veya goriintileme
gibi hedef lokalizasyon tekniklerini kullanin.

11. ETS 2' kapatin.

Uyari: Ameliyathane Kablolarinin baglantisini keserken, ETS 2 Acik konumdaysa
stimiilasyonda ani bir yikselme.olur.

12. Kilitleme kolunu agik (0) konumuna kaydirin: Ameliyathane Kablosu-Konnektdrinti ve Uzatmayi
DBS Lead'inin proksimal ucundan ayirin.

13. DBS Lead'inin istenilen lokasyondan kimildamadigini kontrol‘edin.
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DBS Lead'in Sabitlenmesi

DBS Lead yerlestirildikten sonra sabitlenmesi gereklidir.

Dikkat: DBS Lead'ini sabitlerken, implante edilmis konumunu etkilememek igin dikkatli olun.
1. Lead Sonlandiriciyi Viday! gevseterek ve Lead Sonlandiricyi DBS Lead'inden ayirarak gikartin.

2. Kandlii DBS Lead'inin proksimal-kisminin iizerinden kaydirarak burr hole'un tam lizerine
yavascaitin. implante edilmis Lead'in konumunu etkilememek icin dikkatli olun.

3. DBS Lead'i yerine sabitleyin. Fiksasyon sirasinda distal uzunluk da dahil olmak (izere Lead'in
herhangi bir dizi bélgesini bilkmemek ya da tutturmamak igin dikkatli olun.

a..Burr Hole Kapaginrkullanmak igin bu'kilavuzun “Burr Hole Kapak ile DBS Lead'i
Sabitleme” béllimiine bakin ve 4 =12 Adimlarini takip edin.

b. Piyasada bulunan uygun bir tikag ve mini plaka da kullanilabilir.5 Mini plaka uygulanmadan
once Lead. Stiletinin Lead'den cikarildigindan emin olun.

Burr Hole Kapak ile DBS Lead'i Sabitleme
4. Aracy istediginiz gibi yonlendirmek igin Yerlestirme/Cikarma Aracinin ucundaki at nalini

déndurin (Sekil 18).

Sekil 18. At Nali Ug igin Déniis Yonii

5 DBS Lead'in sabitlenmesi, Biomet Mimix QS kemik dolgusu, Stryker.12 mm titanyum mini plaka, Stryker titanyum
vida ve bir Boston Scientific 1 cm split siitir kilif kullanilarak test edilmistir. Dosyadaki veriler.
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5. Tutucu Klipsi Yerlestirme/Cikarma Aracinin ucundaki at nalinin ucuna baglayin. Bu Aletin at nali
ucundaki post ve sekmeyi, klips ayirma deligi ve kapanis dimflesi ile hizalayin (Sekil 19).

Dikkat:  Tutucu Klips baglandiktan sonra Yerlestirme/Gikarma Aracinin atnali ucunu

ayarlamayin.

$Sekil 19. Tutucu Klipsi Aletin At Nali Ucuna Takin

6. DBS Lead'ini sabitlerken, Tutucu Klipsi Taban. iizerine dikkatlice yerlestirin. Boylece DBS Lead'i
Tutucu Klipsin. acik kanalina yerlestirilir. Tutucu Klipsi agik kanalin statik y(iz{i Lead'in karsisina
gelecek sekilde yerlestirin (Sekil 20).

L

Sekil 20. Tutucu Klipsi Taban Uzerine Yerlestirin

7. Tutucu Klipsi Tabana dogru itin.Tutucu Klipsin tamamen Tabana oturdugundan-emin olun.
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8. Yerlestirme/Cikarma Aracinin tip sonunu, kapanis dimflesine veya Kaydiricinin Tutucu Klipsin
lizerindeki Kaydirict boyunca DBS Lead'i yerine sabitleninceye kadar Kaydiriciya dogru
iterek yerlestirin. Kaydirici tamamen kilitlenene kadar kaydiriciya ters yonde bastirmak igin
Yerlestirme/Cikarma Aletinin tip ucunu kullanin (Sekil 21).

Sekil 21, Kaydiriciyi Kilitleyin

9. ‘Lead Stiletini ikartin.

Dikkat: _ DBS Lead beynin icindeyken Lead Stiletini tekrar DBS Lead sokmayin, bu DBS
Lead'inin-hasar ve hastanin zarar gérmesine neden olabilir.

10. Dikkatli-bir sekilde DBS Lead'ini katlayin ve Burr Hole Kapaginin Tabanindaki dort Lead Cikis
Yuvasindan birinin igine yerlestirin (Sekil 22).

Sekil 22. DBS Lead'ini Lead Gikis Yuvasina Yerlestirme

Dikkat:  Tutucu Klipse yaklagik olarak dik olan bir Lead Gikig Yuvasini kullanarak DBS
Lead'ini sabitleyin.
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11. Opsiyonel: Ek gerilim azlatma igin DBS Lead'ini ek Lead Cikis Yuvalarina sabitleyin (Sekil 23).

|

Sekil 23. DBS Lead'inin Ek Lead Gikis Yuvalarina Yerlegtirilmesi

12, Tabandaki-Baglik Yuvalarini ve Baglik kollarini hizalayarak Burr Hole Kapagi Bagligini Tabana
takin,

Not: Baslik takmayi tamamlamak (izere Baglik kolunu igeriye dogru bastirmaniz gerekebilir.
13. Stereotaktik gerceve ve Micro Drive sistemi ¢ikartin.
14, Ayn bir ameliyat sirasinda IPG implante edilecekse:

a._ DBS Lead'inin.proksimal ucunu durana kadar Lead Pabucunun igine itin. lleride Lead'ler
arasindaki farkin belirlenmesine yardimci olmasrigin beynin sol yari kireye yerlestirilen
Lead'e bir Stitlir Kilif yerlestirilmesi onerilir.

Not:- DBS Lead'inin proksimal ucunun tam olarak Lead Pabucunun (asagidaki gibi) icine
girdiginden-emin olun béylece Retansiyon Kilifi Ayar vidasinin altinda kalmis olur

(Sekil-24).
—
( [emmnmumn Dogru

C FIZIIIZIIIZIIIFH/: Yanhs

$Sekil 24.Lead Pabucu icinde DBS Lead'in sabitlenmesi

Not: Retansiyon Kilifi uzun boyu ile Kontaklardan kolayca ayirt edilebilir (Sekil 25).

8 Kontakli DBS Lead'inin Proksimal Ucu
l E B B E B RO N S

Kontaklar
Retansiyon Kilifi

Sekil 25. Retansiyon Kilifi
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b. Tork Anahtarini Lead Pabucunun iistiinde yer alan Septumun igindeki slitin arasindan
gegirin.

c. Ayar vidasi Tork Anahtari klik edene kadar sikistirin, bu Ayar vidasinin tam olarak saglama
alindi§inin gostergesidir.

Not:  Ayar vidasini sikmak igin bir elinizle Lead Pabucunu tabanini tutarken diger elinizle
Tork Anahtarini klik sesi gelene kadar saat yéniinde gevirin; bu klik sesi Ayar
Vidasinin tamamen sabitlendigini g6sterir (Sekil 26). Ayar vidasini gevsetmek igin,
Tork Anahtarini saat'y6niiniin tersine gevirin.

Sekil 26. Ayar Vidasini sikma

Dikkat:. -~ Tork Anahtari, Ayar Vidasinin agiri-sikilmasini énlemek (izere tork
sinirlayicidir. Diger araclar asiri-sikmaya ve Ayar Vidasinin DBS Lead'ine
zarar vermesine neden olabileceginden sadece verilen Anahtari-kullanin.

d.~ DBS Lead'inin proksimal ucunu Lead Uzatmasi Konnektoru igin-istenilen konuma yakin
olarak aktarmak igin bir tiinel.olusturun.

Dikkat:  Uzatma Konnektoriiniin boyun bolgesine yerlestirilmesi, boynun tekrar eden
hareketleri nedeniyle aygit arizasi riskini yiikseltecektir.

e. Derininaltina fazla DBS.Lead ve Kablo Pabucu i¢in bir cep hazirlayin.

f.  Kafa derisi-altindaki‘cepte bulunan fazla Lead materyalini'Lead Uzatmasinabaglanmaya
hazir olana kadar sarin.

Not: DBS Lead'i ayri bir ameliyatla Lead Uzatmasina ve IPG'ye baglanabilir.

15. Gegerliyse bu kilavuzun “DBS Sistemini-implante Etme” bolimiine bakin veikinci DBS Lead'i
implante etmek icin bu kilavuzun'bu-noktasina kadar tiim alt bolimleri (gecerli oldugu sekilde)
tekrar edin.

16. ilk Lead ile ayn! tarafa ikinci DBS Lead'ini tiinellemek igin Tiinelleme Aracini ya da uygun
yontemleri kullanin.

17. insizyonlari kapatin.
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Lead Uzatmasini Tiinelleme

Tiinelleme Aracinin Montaji

Lead Uzatmasina tlinelleme yapilmasi igin bir Tlinelleme Araci (Sekil 27) ve Cubuk verilmektedir.

<— Arag Kolu

Sekil 27. Tiinelleme Araci

1. Kilittleme mekanizmasini saat yoniinde dondiirerek Tiinelleme Araci Kolunu Safta takin:

a.~ Arag Kolunun-altindaki kilitteme mekanizmasini Saftin sttine itin.

b. Arag Kolunuve Tlnelleme Aracinin ucunu tutarak, Arag Kolu saftin (istiine oturana kadar
safti.ileri geri déndtirin.

c. -Safti sabit tutmak igin Ttnelleme Aracinin ucunu saglam bir sekilde tutarken, giivenli
pozisyona gelene kadar kilitleme mekanizmasini saat yoniinde gevirin.

IPG Cebini olusturun ve Lead Uzatmasini Tiinelleyin

1. Hastanin'DBS Lead'leri ve Lead Uzatmalari baglantist-ile ayni tarafta gogis ya da karindaki-bir
konumda deri-altinda IPG'i¢in bir cep olusturun:
a. PG cebinin yerini isaretleyin.

b. 'Optimum cep boyu icin kilavuz olarak kullanmak lizere istenen cebin ana-hatlarini
belirlemek (izere verilen. IPG sablonunu kullanin.

Not: - IPG'nin dénmesine-engel olmak icin cep boyunu kiigik tutmak énemlidir.

c. Sarj edilemez IPG'ler 2,5 cm'den daha derine implante edilmemelidir.

Sarj edilebilir IPG'ler 2 cm'den daha derine-implante edilmemelidir.

Aygit programlama dahil olmak tizere iletisim 2,5 cm'nin.izerindeki derinliklerde mimkiin

olmayabilir.

IPG'yi sarj etme 0,5 cm'den kiigiik veya 2 cm'den bliyiik derinliklerde.etkili olmayabilir

(sadece sarj edilebilir IPG).

Not: 2,5 cm derinlik kisitlamasi Vercise PC IPG (DB-1140) icin gegerli degildir. Derinlik
kisitlamasi diger tiim sarj edilmez Boston Scientific IPG'ler-icin gecerli degildlir.

Not:  Tam viicut MRI tarama uygunlugu-igin IPG'nin Boston Scientific DBS Sistemleri
icin ImageReady™ MR Talimatlarinda.yer alan talimatlara uygun sekilde implante
edildigini onaylayin.
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. IPG cebinin lokasyonundan Lead Pabuglari yakinindaki kulagin izerindeki insizyona kadar
tinelleme rotasini isaretleyin.

. Tunelleme rotasi boyunca uygun lokal anesteziyi uygulayin.

Dikkat:  Lokal anestezi-uygularken DBS Lead ya da diger bilegenleri delmediginize ya da
hasar vermediginize emin olun.

. Eger istenirse uygun bir sekil vermek igin Tunelleme Araci bikilebilir.
Dikkat: Kilit noktalarini bikmeyin.

. Kulagin tizerindeki insizyondan IPG cebine kadar, tiinelleme yolu boyunca subkutan tinel
olusturun:®

Uyari: . Tiinelleme yolu boyunca brakiyal pleksus ve juguler damar gibi 6nemli yapilari
delmemek ya da hasar vermemek icin dikkatli olun bu hastanin zarar gérmesine
neden olur.

. (Tunelleme Aracinin.ucu tam'olarak ortaya ¢iktiktan sonra, Tiinelleme Aracinin kolunu sékiin ve
cikarin.(Sekil 28).

Sekil 28. Tiinelleme Araci Kolunun Gikariimasi

. Tinelleme Aracinin ucu bir €linizde saglam bir.sekilde tutarken gubugu diger elinizle yerinde
tutun, safti gubugun disina gekin.

. Lead Uzatmalarinin:proksimal uclarini-gubuk boyunca itin, ardindan Cubugu gikartin.

. Tinelleme Araci Cubugunu gekerek ¢ikin.

10. Opsiyonel: Stttrler ve/veya Sttlr Kiliflar kullanarak Lead Uzatmasi Konnekt6rini fasyaya

sabitleyin.

Dikkat:  Siitiir Kilifina zarar verebileceginiz igin polipropilen Siitiir kullanmayin. Dogrudan
Lead Uzatmasi tizerine siitiir uygulamayin veya Lead Uzatmasi gévdesinde bir
hemostat kullanin. Bu durum, Lead Uzatmasinin yalitimina hasar verebilir.

6 Tiinelleme Yedek Peritoneal $6nt Kiliflar (901118, 901124, 9MN170 modelleri) ile 46-cm, 61 cm-ve 70 cm Integra

Yeniden Kullanilabilir Sént Introdiiserler (901218, 901224, 9MD270 modelleri) kullanilarak test edilmistir. Dosyadaki
veriler.
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DBS Lead'inin Lead Uzatmasina Baglanmasi

DBS Lead'inin Agiimasi
1. Kafatasi derisi altindaki Lead Pabucunu ve DBS Lead'ini elle muayene edin.

2. Kafatasi derisini igaretleyin ve Lead Pabucunu ¢ikartmak igin bir insizyon agin. DBS Lead'ine
hasar vermemek ve kesmemek icin dikkatli olun.

3. DBS Lead'ini ve Lead Pabucunu insizyondan disari gikartin.
4. Tork Anahtarin kullanarak, Lead Pabucunu yerinden gikartin ve atin.

Not: . Ayar vidasini gevsetmek icin, Tork Anahtarini saat yéniiniin tersine gevirin. Ayar vidasini
sikmak icin, Tork Anahtarini saat yéniinde cevirin.

5. DBS Lead'inin proksimal ucunu kurutun.

DBS Lead'inin Lead Uzatmasina Baglanmasi

Ayar vidasi

P
S onEEEERE

Uzatma DBS Lead'i

Sekil 29. DBS Lead'i ve Lead Uzatmasi Konnektorii

1. Tork Anahtart.ile Ayar Vidasini 1= 2 tur dondiiriip agarak Lead, Uzatmasi-Konnektoriine giris
portunun-kisittanmadigindan emin olun ($ekil 29).
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2. Retansiyon Halkasinin yanindaki DBS Lead'ini tutun. Uzatmayi, Uzatma Konnektériintin
ortasindan tutun (Sekil 30).

Not: Lead'in yanlislikla bikiilmesi ya da kivriimasini ve Lead Uzatmasi Konnektériine
yerlestirirken Lead'in.olasi hasar gérmesini 6nlemek igin Lead'in sert kismini tutun.

Sekil 30. Yerlestirmeden Once DBS Lead'i ve Lead Uzatmasi Konnektdriiniin
Ortasini Tutun

3. DBS Lead Kontaklari Uzatma Kontaklar ile hizalanana kadar DBS Lead'ini Lead Uzatmasi
Konnektdrine itin. Bu sirada Ayar Vidasini sikmayin.

Dikkat: - Yerlestirme sirasinda-Lead dizisinin proksimal Lead'inin, diziye komsu Lead
gévdesinin sert kisminin ya da Lead Uzatmas Konnektoriiniin bikilmemesi ya da
kivrilmamasicin dikkatli olun:

2x8 Lead Uzatmasi kullanihyorsa DBS Lead'inin-Sol yari kiiresinin Lead Uzatma
Konnektorlindeki altin konnektdr bloka ve DBS Lead'inin Sag yari kiresinin Lead Uzatma
Konnektoriiniin gimus konnektdr blokuna yerlestirimesi tavsiye edilir.

Her Kontak Lead Uzatma Konnektoriine girerken bir miktar direng hissedilebilir.Lead Uzatma
Konnektérinden gegerken Lead Kontaklarini gériintlileyebilmeniz-gereklidir. Son Kontak
hizalanirken biraz daha direng hissedilebilir.
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4.

DBS Lead elektrotlarinin Lead Uzatmasi Kontaklari ile hizalanmis olduklarini gézle kontrol edin
(Sekil 31).

Eger hizalanmamislarsa, Retansiyon Kilifinin yanindaki DBS Lead'ini tutmaya devam ederek
Kontaklarin Lead Uzatmasi Kontaklar! ile hizalanmasi igin itmeye devam edin. Gerekirse Lead'i
hafifce ¢ekin ve dogru hizalama elde edilene kadar Kontaklari yeniden ilerletin. Bu noktada
Lead Uzatmasi Konnektoriindeki Ayar Vidasini sikmayin.

Bir DB-2201 ya da DB-2202 8 Kontakli Lead'i 8 Kontakli Uzatmaya yerlestirirken, lead
tamamen yerlestirildiginde retansiyon kilifi artik gériilemez. Tiim kontaklarin hizalandigini gézle
kontrol ederek tam yerlestirme ve hizalama dogrulanmalidir.

Not: Retansiyon Kilifinin Ayar Vidasi altinda yer almasini saglayarak Lead Uzatmasi
Konnektérinin DBS Lead'ine tamamen yerlestirildiginden emin olun.

vl

S

Dogru Yanhs

$ekil 31. Lead Uzatmasi Konnektoriinde DBS Lead'inin Hizalanmasi

ikinci DBS Lead'ini Lead Uzatmasina baglamak icin bu kilavuzun “DBS Lead’inin Agiimasi”
bolimiine'goz atin ve DBS Lead'ini agiga cikarmak icin.1'='5 Adimlarini tekrarlayin. Ardindan
Lead Uzatmasini-baglamak igin bu kilavuzun “DBS.Lead’inin Lead Uzatmasina Baglanmasi”
boélimine bakin ve 1=4 Adimlarini tekrarlayin.

Bu agsamada Ayar Vidalarini sikkmayin.

Not:  Kullanilmayan tim Lead Uzatmasi portu-bir port tikact ile.kapanmalidir. Tiim Port
Tikaglarindaki Ayar Vidalarini sikin:
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IPG implanti

1. implantasyondan énce IPG'nin sarj edildiginden emin olun (sadece sarj edilebilir Stimiilatorler).
Bu kilavuzun “On Kosullar’bélimiine bakin.

2. Herhangi bir Ayar Vidasinin soketi engellemedidini dogrulamak igin Port Tikaglarini IPG
Portlarina takin ve gikarin.

3. Lead Uzatma Kontaklarini silin.

4. Lead Uzatmalarini IPG Portuna yerlestirin. Modele 6zel ayrintilar igin bu kilavuzun “IPG’ye
Baglanma” bollimiine bakin. Bu sirada Ayar Vidasini sikmayin.

Tam olarak yerlestiginde Lead Uzatmasinin-ucu IPG Portun arkasina kayacak ve Lead
Uzatmasinin.Uzerindeki Retansiyon Kilifr Ayar Vidasinin altina yerlesecektir.

Dikkat:~ Ayar Vidasini stkmadan énce empedanslari kontrol ederek Lead Uzatmasinin IPG
Portunadogru sekilde yerlestirilmig oldugunu dogrulayin. Bir Kontak (izerinde Ayar
Viidasini'stkmak-Lead Uzatmasina hasar verebilir.

5. Lead Uzatmasi Kontaklarinin IPG Basligindaki Kontaklarla hizalanmis oldugunu gozle
dogrulayin. Lead Uzatmasindaki Retansiyon Kilifinin.dogrudan IPG Portundaki Ayar Vidasi
altinda oldugunu dogrulayin (Sekil 32).

Dogrudan Ayar Vidasi
= ”\ / Altindaki Retansiyon
7z Kilifi
Ao I —
il N NN

Sekil 32. DBS IPG Portundaki Lead Uzatma Kontaklarinin Hizalanmasi

Not: Retansiyon Kilifi uzun boyu ile Kontaklardan kolayca ayirt edilebilir (Sekil 33).

Lead Uzatmasinin Proksimal Ucu
[l B B B E O E B B DD
[ |

Kontaklar

Retansiyon Kilifi

Sekil 33. Lead Uzatmasindaki Retansiyon Kilifi
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6. Kalan Lead Uzatmalarini IPG Portlarina yerlestirmek igin 1 -5 (bu kilavuzun “IPG implanti”
bolimi) Adimlarini tekrarlayin. Kullaniimayan tim IPG Portlari igin agik IPG Portuna IPG Port
Tikacini yerlegtirin.

7. Ayar vidasini sikistirmadan énce baglantilari dogrulamak icin empedanslari kontrol edin:
a. IPG'yi kismen subkutan cebe yerlestirin.
b. Empedanslari Uzaktan Kumanda ya da Klinisyen Programlayiciy kullanarak kontrol edin.
8. Tork Anahtarini IPG Basligininyan kisminda yer alan Septumun igindeki slitin arasindan gegirin
(Sekil 34).
9. Tork Anahtarindan Ayar Vidasinin tam olarak sabitlendigini gésteren klik sesi gelene kadar IPG
Basligindaki Ayar Vidasini-sikin.

Not: Ayar vidasini-sikmak icin, Tork-Anahtarini saat yéniinde cevirin. Ayar vidasini gevsetmek
icin, Tork Anahtarinisaat yénundn tersine gevirin.

Sekil 34. Tork Anahtarini IPG Baghgina Yerlegtirme

Dikkat: . Tork Anahtari, Ayar Vidasinin asir. sikilmasini.énleyecek sekilde-tork sinirlayicidir.
Diger araclar-asiri sikmaya ve Ayar Vidasinin Lead Uzatmasina zarar vermesine
neden olabileceginden sadece verilen anahtari kullanin.

Not:  Bir IPG.Port Tikaci.-kullaniliyorsa Port Tikacinin Ayar Vidasinin 7 - 9 Adimlartile
agiklandigi sekilde sikilmast yine de gereklidir (bu kilavuzun “IPG Implant;” blimi).

10. Kalan her Lead Uzatmasinin Retansiyon Kilifina IPG Ayar Vidasini sikkmaki¢in 8 =9 Adimlarini
tekrarlayin (bu kilavuzun /PG implant;” bolimi).

11. Tork Anahtarini Lead Uzatma Konnektoriniin yaninda yer alan septumun igindeki slitin
arasindan gegirin. DBS Lead lizerindeki:Retansiyon Kilifinin hala Uzatma Ayar Vidasi altinda
bulundugundan emin olun.

12. Lead Uzatmasinin igindeki Ayar vidasini Tork Anahtari klik edene kadar sikistirin, bu Ayar
vidasinin tam olarak saglama alindi§inin gostergesidir.

13. Tim Lead Uzatmasi Ayar Vidalari igin 11 — 12 Adimlarini tekrarlayin. (bu kilavuzun “IPG
Implanti” bélimd).
Not:  Ayar vidasini sikmak igin, Tork Anahtarini saat ybniinde gevirin.-Ayar vidasini gevsetmek
icin, Tork Anahtarini saat yénindn tersine gevirin.

Cerrahi Implant Kilavuzu
92495783-03  Sayfa 102 /229



DBS Sistemini implante Etme

14. IPGYyi subkutan cebin igine "Bu Taraf Uste Gelecek” yazisi deriye bakacak sekilde ve cilt
yizeyine paralel olarak yerlestirin.

Not: Cebi sarj edilebilir IPG'ler igin 2 cm'den daha derin ve Vercise Genus sarj edilmeyen
IPG'ler igin 2,5 cm'den daha derin olmayacak sekilde yapin. Aygit programlama
dahil olmak (izere iletisim 2,5 cm'nin (izerindeki derinliklerde miimkiin olmayabilir.
Sarj edilebilir IPG'ler igin implanti sarj etme 0,5 cm'den kiigiik veya 2 cm'den biyik
derinliklerde etkili olmayabilir.

Uyari:: “IPG'nin cebe hatali olarak yerlegtiriimesi bir revizyon ameliyati gerektirebilir.
a. “Lead Uzatmasinin'fazla uzunlugunu IPG altina ya da gevresine sarin.

Uyari:  Doku erozyonu, etkisiz iletisim ya da sarj etme zorluguna neden
olabileceginden.Lead Uzatmalarinin asiri uzunlugunun IPG'nin dig yiizeyinin
listiine gelmesine engel olun.

b. Opsiyonel: IPG Basligindaki deliklerden siitiirleme yaparak IPG'yi fasyaya sabitleyin.
15.Insizyonlari kapatin:

Dikkat: < insizyonlan kapatirken DBS Lead'ine, IPG'ye ya da diger implante edilmis
bilesenlere hasar vermemeye dikkat edin.

Not:  Lead Uzatma Konnektorii (izerindeki insizyonlari kapatirken, Lead Uzatma
Konnektértini deri altindaki-profili minimize edecek sekilde ydnlendirin.
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IPG'ye Baglanma

Lead Uzatmasini IPG'ye baglarken asagidaki baglanti konfigiirasyonlarinin kullaniimasi tavsiye
edilir.

2 Portlu (16 Kontakli) IPG

Birfurka edilmig Lead Uzatmasi DB-3128 ile Dual 8 Kontakli Lead'in 2 Portlu IPG baglantisi
igin:’

a. Altin isaretci banda sahip:Sol yari kiire Uzatma-kuyrugunu port L'ye (ya da C) baglayin
(Sekil 35).

$Sekil 35.IPG Port L'ye Baglant

b. Isaretgi bandi olmayan sag yari kiire Uzatma kuyrugunu port R'ye (ya da D) baglayin
(Sekil 36).

$Sekil 36. IPG Port R'ye Baglanti

7 DB-3128, 2x8 Uzatma olup en fazla iki (2) 8 Kontakli DBS Lead'i bir 2 Portlu/16 Kontakli IPG'ye baglayabilir.
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Lead Uzatmasi NM-3138-55 ile Dual 8 Kontakli Lead'in 2 Portlu IPG baglantisi igin:®

a. Sol yari kiire Uzatma kuyrugunu port L'ye (ya da C) baglayin (Sekil 37).

Sekil 37. IPG Port L'ye Baglanti

b. " Sag yari kiire Uzatma kuyrugunu port R'ye (ya da D) baglayin (Sekil 38).

Sekil 38.1PG Port R'ye Baglanti

8 NM-3138-55 Uzatmas! bir (1) 8 Kontakli DBS Lead'ini bir 2 Portlu/16 Kontakli IPG'nin bir portuna baglayabilir. Iki
(2) 8 Kontakli DBs Lead'ini IPG'ye baglamak igin iki NM-3138-55 Uzatma gereklidir.
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4 Portlu (32 Kontakli) IPG
Lead Uzatmasi NM-3138-55 ya da birfurka edilmis Lead Uzatmasi DB-3128 ile Dual 8 Kontakli
Lead'in 4 Portlu IPG baglantisi igin:® 1

Dikkat: Bir 32 Kontakli.IPG implante ederken ikiden fazla Lead baglamayin. Lead'ler sadece L2
ve R2 portlarina bagdlanmalidir (alt iki port). Kullaniimayan tiim IPG portlarina IPG kitinde

verilmis olan port tikaglarini takin. Programlama igin 32 Kontakli IPG'nin sadece L2 ve
R2 portlari kullanilabilir.

1. Sol yari kiire Uzatmasini-port L2'ye baglayin.

a." Birfurka edilmis Lead Uzatmasi (DB 3128) igin: Altin isaretci banda sahip kuyrugu L2
etiketli porta-baglayin (Sekil 39).

Sekil 39. IPG Port L2'ye Baglant

9 NM-3138-55 Uzatmas! bir (1) 8 Kontakli DBS Lead'ini bir IPG'nin bir portuna baglayabilir. iki (2) 8 Kontakli DBs
Lead'ini IPG'ye baglamak icin iki NM-3138-55 Uzatma gereklidir.

10 DB-3128, 2x8 Uzatma olup en fazla iki (2) 8 Kontakli DBS Lead'i bir IPG'ye baglayabilir.
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2. Sag yari kiire Uzatmasini port R2'ye baglayin.

a. Birfurka edilmis Lead Uzatmasi (DB-3128) igin: Herhangi bir isaretci bant olmayan kuyrugu
R2 etiketli porta baglayin (Sekil 40).

Sekil 40.1PG Port R2'ye Baglanti
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DBS Sistemini Eksplante Etme ya da
Degistirme

DBS Sistemini Eksplante Etme

Eger biitlin DBS Sistemi (Stimulatdr, Uzatmalar ve DBS Lead'leri) eksplante edilecekse, 6nce DBS
Lead'leri (asagida aciklandigi gibi) ardindan Lead Uzatmalari ve daha sonra da IPG gikariimalidir.
Bu sira, kafatasindaki insizyondan enfeksiyonun yayiima potansiyelini azaltir. Ancak sadece tek bir
bilesen degistirilecekse.ilgili bilegen icin agagidaki-talimatlari takip edin.

DBS Lead'leri Cikarma

Uyari: Boston Scientific DBS Sistemini eksplante ederken, enfeksiyonun kafatasindaki insizyona
dogru yayilmasina engel olmak icin DBS Lead'i, burr hole'un-yanindaki bélgeden degil
kulagin Gstlindeki bolgeden ¢ikartiimalidir.

1. <IPG'yi kapatin.
2. Burr Hole Kapagini bulmak icin‘kafa derisini palpe.edin.

3.. Burr Hole Kapagini ve DBS Lead'ini-agiga gikarmak icin Burr Hole Kapagi yakininda bir
insizyon yapin. insizyon yaparken.DBS Lead'ina ya da Siitiir Kilifina hasar vermemek ya da
kesmemek-icin dikkatli olun.

4. DBS Lead'ini-Burr Hole Kapagindan yaklasik 2 — 3.cm olacak sekilde kesin ve DBS Lead'ini
tutmak igin yeterli-uzunluk olmasini-saglayin.

5. Gegerliyse Burr Hole Kapaginicikarmak igin bu kilavuzun “Burr Hole Kapagini Gikarma”
bolimine bakin.

6. DBS Lead'inin distal kismini kafatasina miimkiin.oldugu kadar'dik agiyla yavasca ve nazikge
ndral dokudan ayirin.DBS Lead'ini ¢ikarirken ¢ok az diren¢ s6z konusu olmalidir.

7. LeadUzatmasI Konnektdriintn yerini bulmak iginkafa derisinin altindaki bolgeyi palpe edin.

8. DBS Lead'i ve l.ead Uzatmasi Konnektdriinii ortaya gikarmak igin insizyon yapin. implante
edilmis bilesenleri ¢ikartirken eksplanttan sonra yapilacak ‘analizlerin dogrulugu agisindan zarar
vermemeye dikkat edin.

9. Verilen Tork Anahtarini kullanarak Lead Uzatmasi Konnektdrii tizerindeki Ayar Vidasini
gevsetin.

Not:  Ayar vidasini gevsetmeden énce Tork Anahtarinin tamamen:yerlestirildiginden emin
olun. Ayar vidasini sikmak icin, Tork Anahtarini saat yoniinde cevirin. Ayar vidasini
gevsetmek igin, Tork Anahtarini saat yéniiniin tersine gevirin.

10. DBS Lead'in Lead Uzatmasindan Gikartiimasi.
11. DBS Lead'in kalanini kulagin arkasindaki insizyondan nazikge gekin:

Uyari:  Enfeksiyonun kafasindaki insizyona dogru‘yayiimasina engel-olmak i¢cin-DBS Lead'i
burr hole'un yanindaki bélgeden degil kulagin tistiindeki bélgeden ¢ikartiimahidir.

12. DBS Lead'ini degistirmek igin bu kilavuzun “DBS Sistemini-implante.Etme” bélimiine bakin
ve tlim alt bollimleri tekrarlayin (gegerliyse).
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13. DBS Sisteminin diger bilesenlerini eksplante etmek igin bu kilavuzun “Burr Hole Kapagini
Cikarma”, “Lead Uzatmalarini Gikarma” ve “DBS IPG'yi Gikarma ya da Dedistirme” bolimlerine
g6z atin.

14. Bu prosediire devam etmek igin insizyonlari kapatin.

15. Eksplante edilen DBS Lead'lerini Boston Scientific'e génderin.

Burr Hole Kapagini Gikarma

1. Kontrollii gikarma igin Bashgin tepesini desteklerken, Yerlestirme/Cikarma Aracinin tip ucunu
aclk Lead Cikis Yuvasina takin.

N

. Bagligi Tabandan ayrilana kadar yavasca yukari dogru gekin.

w

Kaydiricyi agmak ve.DBS Lead'i serbest birakmak icin, Kaydiricinin dimflesinin (izerinde
Yerlestirme/Cikarma Aracinin tip ucunu asagiya arkaya dogru itin.

4. Eger istenirse, DBS Lead'i uygun cerrahi teknikler kullanarak gikarin. Bu kilavuzun “DBS
Lead'leri Cikarma” bolimiine bakin:

5. Yerlestirme/Cikarma Aracinin tip-ucunu Tutucu Klips Uizerindeki Klips Birakma Deligine sokun
(Sekil 41). Yerlestirme/Cikarma Aracinin tip ucu yerine oturmal.

Sekil 41. Yerlestirme/Gikarma Aracini Yerlestirme

6. Tutucu Klips Tabandan ayrilana kadar Yerlestirme/Gikarma Aracini kismen Kaydiriciya dogru
ve yukari yavasga gekin.

7. Kiticindeki Tornavidayi veya uygun baska bir tornaviday! kullanarak iki vidayi Tabandan sokun.

Lead Uzatmalarini Cikarma
1. IPG'yi kapatin.
2. Lead Uzatmasi Konnektoriinln yerini bulmak igin kafa derisinin-altindaki bolgeyi-palpe edin.

3. DBS Lead'i ve Lead Uzatmasi KonnektSriinii ortaya ¢ikarmak icin insizyon yapin. implante
edilmis bilegenleri gikartirken eksplanttan-sonra yapilacak analizlerin dogrulugu agisindan zarar
vermemeye dikkat edin.

4. Lead Uzatmalarini Konnektoriin sivri (proksimal).ucundan kesin.
5. Konnektdr Ayar vidasini verilen Tork Anahtarini kullanarak gevsetin.

Dikkat:  Ayar vidasini sadece DBS Lead'ini ¢ikartmak igin gerekli oldugu kadar gevsetin.
Ayar vidasinin gok fazla gevsetilmesi, disari-diismesine neden-olacaktir.

Not:  Ayar vidasini sikmak igin, Tork Anahtarini saat yéniinde cevirin. Ayar vidasini gevsetmek
i¢in, Tork Anahtarini saat y6niiniin tersine gevirin.
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6.

9.

Lead Uzatmasi Konnektériiniin baglantisini kesin. Lead Uzatmasi Konnektoriini
Boston Scientific'e geri génderin.

Bu kilavuzun “DBS IPGYyi Gikarma ya da Dedistirme” bollimiindeki prosediri takip ederek
Lead Uzatmalarini ortaya cikartin ve IPG ile baglantisini kesin.

Lead Uzatmasini IPG bdlgesinden tiinel boyunca nazikge gekin.

Not:  Eger Lead Uzatmasi kirildiysa, Lead Uzatmasinin bir ucunu IPG bélgesinden ve diger
ucunu-Lead Uzatmasi Konnektérii bélgesinden ¢ikartmak igin ek insizyonlar yapmak
gerekir.

Uyari: . DBS Lead'lerinin enfeksiyon ihtimalini azaltmak igin kulaga dogru itmeyin.

Eksplante edilen Lead Uzatmalarini Boston Scientific'e génderin.

DBS IPG'yi Cikarma ya da Degistirme

1.
2,
3.

IPG'yi kapatin.
IPG'nin yerini bulmak igin pektoral bdlge ya da karin bolgesini-palpe edin.

IPG"in bulundugu bolgedeki cebi cerrahi miidahalé ile agin. Insizyon, IPG'yi cepten gikartacak
kadar genis olmalidir. Implante edilmis bilesenleri ¢ikartirken eksplanttan sonra yapilacak
analizlerin dogrulugu agisindan zarar vermemeye dikkat edin.

IPG cebinden IPG'yi ¢ikarin.

Lead Uzatmalarini-serbest birakmak igin Tork Anahtarini kullanarak IPG Bagli§i Ayar Vidalarini
gevsetin.

Dikkat: - Ayar Vidasini sadece Lead Uzatmasini ¢ikarmak igin-gerekli oldugu kadar
gevsetin. Ayar vidasinin gok fazla gevsetilmesi, disari diismesine neden olacaktir.

Not:  Ayar vidasini sikmak-icin, Tork Anahtarini saat yéniinde cevirin. Ayar vidasini gevsetmek
icin, Tork Anahtarini saat yéniintin tersine gevirin.

Lead UzatmalarinrIPG'den-¢ikarin.

Lead Uzatmasi implante edilmis olarak kalacaksa:

a. Opsiyonel:“Lead Uzatmasinin proksimal uglarinitemizleyin.
b. Hekim Yedek Kitindeki Lead Pabuglarini takin.

c. Fazla Lead Uzatmasini PG cebinde sarin.

. IPG'yi degistirmek igin bu kilavuzun “DBS Sistemini implante Etme”bélimiine bakin ve tim

alt boltimleri tekrarlayin (gegerliyse):
insizyonu kapatin.

Dikkat:  Insizyonu kapatirken kalan implante edilmis bilesenlerin zarar grmemesi igin
dikkatli olun.

10. Eksplante edilmis IPG'yi Boston Scientific'e. gonderin.

Cerrahi Implant Kilavuzu
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Vercise™ Derin Beyin Stimilasyon Sistemleri

Teknik Destek

Boston Scientific Corporation biinyesinde sizlere yardimci olmak Uizere (st diizey egitimli hizmet
profesyonelleri bulunmaktadir. Teknik Destek Bolimii glinde 24 saat teknik danismanlik hizmeti

vermektedir.

Bir temsilciyle gorlismek'icin asagidaki listeden kendi bolgenizi segin:

Arjantin

T: +5411 4896.8556 F: +5411 4896 8550
Avustralya / Yeni Zelanda

T: 1800 676133 F: 1800 836 666
Avusturya

T: +43160-810 F: +43 160 810 60
Balkanlar

T: 0030 210.95 37 890:F: 0030, 210 95 79836
Belgika

T: 080094 494 F: 080093 343

Brezilya

T. +6511 5853.2244 F: +55 11.5853 2663
Bulgaristan

T:+359 2 98650 48 F: +359 2:986 57 09
Kanada

T:+1:888 3599691 F: +1 888 575 7396
Sili

T.+562 4454904 F: +562 445 4915

Gin —Pekin

T: +86 10 8525 1588.F. +86 10-8525 1566

Gin — Guangzhou
T: +86 20 8767 9791 F. +86 208767 9789

Gin - Sanghay

T: +86 21 6391 5600.F: +86 21 6391 5100
Kolombiya

T: +57 1 629 5045 F: +57 1.629 5082

Cek Cumhuriyeti

T: +420 2 3536 2911 F: +420 2 3536 4334
Danimarka

T: 80308002 F: 80 30 80 05

Finlandiya

T: 020 762 88 82 F: 020 762 88 83
Fransa

T: +33(0) 13930 97 00 F: +33 (0) 1 39 30 97 99
Almanya

T: 0800 072 3301 F: 0800 072 3319
Cerrahi Implant Kilavuzu
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Yunanistan
T: +30 210 95 42401 F: +30 210 95 42420

Hong Kong
T:+852 2960 7100 F: +852 2563 5276

Macaristan
T. +36 1456 30 40 F: +36 1 456 30 41

Hindistan — Bangalore
T: +91 80 5112 1104/5 F: +91 80 5112 1106

Hindistan = Chennai
T:+91 44 2648 0318 F: +91 44 2641 4695

Hindistan - Delhi
T 491 11 2618 0445/6 F: +91 11 2618 1024

Hindistan - Mumbai

T. +91 22 5677 8844 F: +91 22 2617 2783
italya

T: +39 01060 601 F: +39 010 60 60 200

Kore
T:+82 23476 2121.F: +82.2.3476 1776

Malezya
T +60 3 7957 4266 F: +60-3.7957 4866

Meksika
T. +52.55 5687 63 90 F: +52 55 5687 62 28

Orta Dogu/ Korfez | Kuzey Afrika
T: +961.1.805 282 F: +961'1-805 445

Hollanda

T:+31.30.602 5555F: +31 30 602 5560
Norveg

T: 800104 04 F:'800 101 90

Filipinler

T: +63 2687 3239 F: +63 2 687 3047
Polonya

T. +48.22 435 1414 F; +48 22 4351410
Portekiz

T: +351°21 3801243 F: +351 21 3801240
Singapur

T: +65 6418 8888 F: +65.6418 8899



Teknik Destek

Giiney Afrika Tiirkiye - istanbul

T: +27 11 840 8600 F: +27 11 463 6077 T: +90 216 464 3666 F: +90 216 464 3677
ispanya Uruguay

T +34 901 11 12 15 F: +34 902 26 78 66 T: +59 82 900 6212 F; +59 82 900 6212
isveg ingiltere ve irlanda

T: 020 65 25 30 F: 020.55 25 35 T. +44 844 800 4512 F: +44 844 800 4513
isvigre Venezuela

T: 0800 826 786 F: 0800 826 787 T: +58 212 959 8106 F: +58 212 959 5328
Tayvan

T. +886 2 2747 7278 F:'+886 2 2747 7270

Tayland

T:#66 2 2654 3810F: +66.2 2654 3818

Not:, - Telefon.ve faks'numaralari degisebilir. En giincel iletisim bilgileri igin Iiitfen http:
/fwww.bostonscientific-international.com/ adresindeki web sitemize géz atin
veya su adrese yazin:

Boston Scientific Neuromodulation Corporation
25155 Rye Canyon Loop
Valencia, CA 91355 ABD

Cerrahi implant Kilavuzu
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CucTembl rnybokoit CTUMYNALMM ronoBHOro mosra Vercise™

Kak nonb3oBaTbCA AaHHbIM PyKoBOACTBOM

B aTOM pyKoBOACTBE ONMCAHO MCMONB30BAHIME U UMNMAHTALMS CUCTEM FyBOKON CTUMYNSLMK
mo3ra (F'CM) Boston Scientific. Mepen ucnonssosanrem cuctem CM BHUMaTENbHO NpoynTaiiTe
BCE MHCTPYKLIMN.

lMokasaHns K UCMOMNb30BaHMI0, MPOTUBOMOKA3aHUS, NPeayNPEXAEHUS, NPeaOCTEPEXKEHUS,
BO3MOXHbIE HEXEraTenbHbIe SBNEHUS, MHCTPYKLMW MO XPaHEHWIO 1 0bpaLLeHuio, a Takke
CTEPUNN3ALIMIA KOMMOHEHTOB 1 CBEAEHUS O rapaHTUM CM. B JOKyMeHTe MHgopmayus 051 nuy,
HasHavatowux usdenue ans aanHoi cuctemsl FCM. Ytobbl nonyyuts Apyryto uHdopmawmto ob
YCTPOJACTBE, KOTOPast HE COLLEPKUTCS B 3TOM PYKOBOACTBE, CM. COOTBETCTBYHOLUME YKa3aHUs Mo
ucnonbaosaHuto cctembl FCM Boston. Scientific; npuBeaeHHble B CnpagoyHbIx yka3aHusix no
cucmeme 'CM.

FCapaHTm

Komnanus Boston. Scientific Corporation octasnsiet 3a coboit npaBo.6€3 npeasapnTeNnsHOro
YBEOOMIEHUS U3MEHSATb MHAOPMALIMIO, OTHOCALLYIOCS K U3AENUSIM KOMNaHUW, C LIEMNbH
MOBBILUEHNS X HAZEXHOCTU NN AKCMNYaTaLMOHHBIX BOSMOXHOCTEIA.

PucyHKn npuBeneHs! ToNbKo B ka4ecTBe unmocTpaumin.- ObpaTute BHUMaHKE, 4TO HE BCE PUCYHKN
1300paxeHsl B peansHom mactuTabe.

Toeaprle 3HakKu

Bce ToBapHble 3HaKM ABNSOTCS COBCTBEHHOCTLHO COOTBETCTBYHOLLMX BnaaenbLes.

Kak cBazaTbesi ¢ Boston Scientific

KoHTakTHYt0 MHchopmaumio komnanumu Boston Scientific cm. B pasgene “TexHuyeckas noddepxka’”
[laHHOTO PyKOBOACTBA.

PykoBOACTBO MO XMPyPru4eckinM UMNaHTaTam
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Homepa moaenen npogyKumu

Bbl MOXeTe NoNy4MTb TOMBKO NPOAYKLMIO, AOCTYNHYH ANS BaLLEro pervoHa.

Homep mogenu Onucanue

DB-2201-XX-DC Komnnekt otBeaeHuin ans FCM, 30 cm unm 45 cm

KomnnekTt HanpasneHHoro oteeaeHus ans CM Ha 8 koHTakToB

DB-2202-XX Vercise™ Cartesia™, 30 cm unu 45 cm

DB-4600-C KpblLuka gnsi TpenaHaLoHHOro 0TBEPCTUS

KomnniekT 3anacHbIx YacTe ans KpbILwKy Ans TpenaHaLumoHHOro

DB-4605-C
OTBEPCTUSA
DB-2500-C KomnnekT 3anacHbIx Yactel ans spaya Vercise™
NM-3138-55 KomnnekT yanuHnTens oTBeaeHus Ha 8 KOHTaKToB, 55 cM
KomnnexT yanmHutens oTBeaeHuns Ha 2x8 KOHTaKTOB, 55 cM unu
DB-3128-XX
95 cm
BHetwHuit npobHbIn ctumynatop 3 (BMNC 3) ans cuctemsl FCM
DB-5170 b
Vercise
DB-5132 BHeL.IJHVII/I npobHeii ctumynatop 2 (BMNC 2) ans cuctemsl FCM
Vercise
Kabenb Ans onepaLymoHHOI C KHOMOYHbIM NepekntoyaTenem Ha
DB-4120-08

8 koHTakTOB

DB-4100-A; SC-4100-A | KaGenb 1 yanuHuTenb Ans onepawynoHHoit 1x8

DB-9315 Apantep BINC

581200 KomnnekT uMnaaHT1pyemoro reHepatopa uMnynscos Ha 16
koHTakToB Vercise Gevia™

DB-1140 Komnnekt umnnaHTpyemoro reHepatopa umnynscos Vercise PC™

Komnnekr UMMNIaHTMPYyEeMOro reHepaTopa uMnynbcos Vercise

DB-1416
Genus™ P16
DB-1432 KomnrekT MMniaHTMpyemoro reHepaTopa umnynbcos Vercise
Genus™ P32
DB-1216 KoMnRAeKT MMnaHTMpyemoro reHepaTopa. UMnynbcos Vercise
Genus™ R16
KoMRAreKT MMMNaHTMpyemMoro reHepaTopa UMnynbcos Vercise
DB-1232

Genus™ R32

SC-4401 3arnyLuka 0TBEpCTUS. NOpPTa, 3anacHble YacTu

DB-4252; SC-4252 VIHCTPYMEHT 4515 TyHHenmu3awum ¢ Tpyboukoit, 28 ¢m

DB-4254; SC-4254 VIHCTPYMEHT Ans TyHHenmu3aLmun, AnvHHbIA, 35 cm

SC-4275 LLlecTurpaHHbIil (QMHAMOMETPUYECKMIA) KITHOY

lNpumevanue. XX = dnuHa (cm)

PyKoBOACTBO 110 XMPYPruyecKMM MMNnaHTaTam
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CucTembl rnybokoit CTUMYNALMM ronoBHOro mosra Vercise™
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KomnnekTbl npoayKLum

KomnnekTbl npoayKuuu

OTBeaeHus

Tabnuue 1: KomnnekTbl 0TBeAEHMUIA Ha 8 KOHTAKTOB

Onucanue KonuyectBo
OtBefexme C NpeaBapUTENBHO HATAHYTLIM MPSIMBIM TOHKM 30HAOM 1
[HamomeTpryeckmit Koy 1
MaHxeTa 0TBEAEHMS 1
OrpaHnumnTENL 0TBEAEHUS — BUHT U KOMbLO 1
PykaB 4ns wsoB Ha 1 cM 1
PykaB [i5151 WWBOB C pa3pe3oM Ha 1 cm 1
Pykas ans WBOB Ha 2,3 CM 1
Pykas ans WBOBHa 4 cM 1

lMpumeyaHue. Bce CO@ep)KUMOG B8HymMpeHHe20 nakema.unu noddoHa cmepurnbHo U
anupogeHHo.

Tabnuue 2: KomnnekTbl HanpaBneHHbIX OTBEAEHMNI Ha 8 KOHTaKTOB

Onucanue KonuyectBo
HanpaenexHoe oTBefEeHMe C NpeaBapUTENbHO HATAHYTHIM NPSMbIM 1

TOHKWM 30HAOM

[uHamomeTpu4ecKuin Kny 1

MaHxeTa oTBEAEHMS 1
OrpaHuumMTENb 0TBEAEHUS — BUHT. U KOMNbLO 1

PykaB ans WBOB Ha 1 cM 1

PykaB ans LWBOB ¢ pa3pe3oM Ha 1 cm 1

PykaB ans wWBoB Ha 2,3 cM 1

PykaB ans WBeoB Ha 4 cm 1

lMpumeyaHue. Bce codepxumoe sHympeHHe20 nakema uniu noddoHa CmepunbHO.U
anupo2eHHo.

PYKOBOACTBO 110 XMPYPru4ecKMM MMNNaHTaTam
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CucTembl rnybokoit CTUMYNALMM ronoBHOro mosra Vercise™

Tabnuue 3: KomnnekT 3anacHbIx YyacTen ans Bpava Vercise ans oTBeAeHn Ha
8 KOHTaKTOB
Onucanue Konuuecteo
MatxeTa oTBEIEHMSA 1
OrpaHnumuTenb 0TBEAEHUS — BUHT U KOMbLO 1
[MHamMoMeTprYecKii Koy 1
PykaB ans-wWBoB Ha 1.cM 1
PykaB ans WwBOB ¢ pa3pe3om Ha1-cm 1
PykaB Ans WBoB Ha 2,3 cm 1
PykaB.ans WweoB Ha 4 cm 1
IMpumeyaHue. Bce codepxumoe 8HympeHHe20 hakema,CmepuUsTbHO.

PykoBOACTBO MO XMPyPru4eckinM UMNaHTaTam
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KomnnekTbl npoayKLum

YanuuuTtenu otBeaeHus

Tabnuue 4: KomnnekTbl yanuHuTenen oTBeAeHU Ha 8 KOHTaKTOB

Onucanue KonuyectBo
YanuHutenb 0TBEAEHMS 1
[nHamomeTpU4ecKuin Koy 1

CrepxeHb MHCTPyMeHTa 4119 TYHHenu3aumm (C npeABapuTensHo
BCTaBNEHHOI TpyBOUKoit), 28 CM

PyuKka MHCTpyMEHTa Ans TYHHENM3auum 1

MpumeyaHue: Bce codepxumoe sHympeHHe20 nakema uiu noddoHa CmepusibHO.

Tabnuue 5: KomnnekTbl yanuHuTeneit oTBeAEHNN Ha 2X8 KOHTaKTOB

Onucanue KonunyectBo
YAnuHuTenb 0TBeIEHUS 1
[HamoMeTpuyeckiit Kntoy 1
3arnyLuku 0TBEPCTIN NOPTOB 2

MpumeyaHue. Bce codepxumoe eHympeHHe20 nakema. uu nod0oHa cmepusbHO.

PYKOBOACTBO 110 XMPYPru4ecKMM MMNNaHTaTam
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CucTembl rnybokoit CTUMYNALMM ronoBHOro mosra Vercise™

BHewHui npobHbInN ctumynatop (BINC) n kabenu ans
onepauuoHHON

Tabnuue 6: KomnnekT BHelHero NpoGHOro CTUMynsATopa

OnwucaHue Konuuectso
BHeLwHWiA NpoBHBIN CTUMYNsATOP 1
barapeu Tuna AA 2

Tabnuue 7: Kabenb ans onepauuoHHON ¢ KHONOYHLIM NepekntoyaTenem Ha
8 KoHTaKTOB

Onucanue Konuuectso

Ka6ernb ans onepaynoxHon 1

MpumeyaHue. Bce codepxumoe 6HympeHHe20 nakema CmepusibHo.

Tabnuue 8: KaGenb ans onepaunoHHON! 1x8

Onucanue KonunyectBo
Kabenb anst onepawnoHHoi 1
YanuHutenb kabens Ans onepaLyoHHon 1

lMpumeyaHue. Bece COOE,D)KUMOG 8HymMpeHHe20 hakema CmepusibHo.

PykoBOACTBO MO XMPyPru4eckinM UMNaHTaTam
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KomnnekTbl npoayKLum

UmnnaHTUpyeMble reHepaTopbl UMNYNbLCOB

Tabnuue 9: Komnnekt UMNnaHTUpyemoro reHepaTopa MMNynbLCOB Ha 16 KOHTaKTOB

OnwucaHue Konnuectso
VIMnnaHT1pyeMblit reHepaTop UMNYNbLCOB 1
LLlabrnoH MMnnaHTMpyeMoro reHepaTopa UMNYbCOoB 1

3arnyLuky 0TBEPCTUIA IOPTOB ANA VIMNIAHTMPYEMOTO TeHepaTopa UMMynscoB | 2

[nHamomeTpudeckuin kntoy 1

MpumeyaHue. Bee codepxumoe gHympeHHe20 nakema unu noddoHa cmepusTbHO.

Ta6nuue 10: KomnnekT MnnaHTMpyeMoro reHepatopa MMNyrbCOB Ha 32 KOHTaKTa

Onucanue KonunyectBo
VManaHTMpyeMblii TeHepaTop MMNYNbCOB 1
[LlabnoH uMnnaHTUpyeMoro reHepaTopa MMMyJTbCoB 1

3arnyLukv OTBEPCTUIA NOPTOB ANS UMMAAHTUPYEMOFO reHepaTopa UMMYNbCoB | 4

[MHamoMeTpuyecKnit-Kioy 1

MpumeyaHue. Bece codepxumoe.6HympeHHe2o nakema unu n0OGOHa cmepustbHO.

Tabnuue 11: 3arnywka oTBepCTMA NOPTa, KOMNJIEKT 3anacHbIX YacTen

Onucanue Konuyectso

3arryLuky 0TBEpCTMIA NOPTOB 2

lMpumeyaHue. Bce CO@EP)KUMOS B8HYmMpPeHHe20 nakema CmepusibHo.
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CucTembl rnybokoit CTUMYNALMM ronoBHOro mosra Vercise™

Xupypruyeckue npUHaanexHoCTH

Tabnuue 12: KomnneKT MHCTPYMeHTa Ans TYHHeNM3aumm

Onucanue

Konuyectso

CTepxeHb MHCTPYMEHTa ANs TyHHeNU3aLum (C NpenBapuTensHO
BCTaBNEHHOI Tpy6OoYKoit)

Py4ka MHCTPYMEHTa AN TYHHenu3aumum

IMpumeyaHue. Bce codepxumoe 8HympeHHe20. nakema CMepusibHO.

Tabnuue 13: KomnnekT wecTurpaHHoro knrova

Onucanue

Konuyectso

ﬂMHaMOMeTpMLIeCKVIVI KIHo4

1

[pumeyaHue. Bce codepxumoe 8HympeHHe20 nakema CMepusTbHO.

PykoBOACTBO MO XMPyPru4eckinM UMNaHTaTam
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KomnnekTbl npoayKLum

Kpbiwka ans TpenaHaLUMoOHHOro 0TBepCTMA

Tabnuue 14: KoMnnekT KpbIWKN ANs TpenaHaLUMOHHOTO OTBEPCTUSA

Onucanue

Konuyectso

OcHoBaHWe M KOCTHbIE BUHTbI, NPEABaPUTENBHO CMOHTUPOBaHHbIE Ha
aepxatene B hopme 6aboukm

®ukcatop

Konnayok

/AHCTpyMeHT ans paamelLeHuslyaneHus

OtBepTka

1

lMpumeyaHue; Bce codepxumoe 8HympeHHe20 nakema (Unu-no0A0Ha) cmepusibHO.

Ta6nuue 15: KomnnekT sanacHbIX YacTen Ans KPbIWKKU ANs TPenaHaUuMoOHHOro

oTBepcTua

Onucanue

Konuyectso

KocTHble BUHTbI

1

®ukcatop

1

Konnayok

Mpumeyanue. Bce codepxumoe 6HympeHHe20-nakema cmepusibHo.
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CucTembl rnybokoit CTUMYNALMM ronoBHOro mosra Vercise™

OnucaHue usgenus

OnucaHuA yCTPOUCTB M TEXHNYECKUE XapaKTepUCTUKU
MmnnaHTupyemble koMnoHeHTbI cucTembl TCM Boston Scientific BkniovatoT cnegytovuee:

*  WmnnaHTupyemblit reHepatop umnynbco (UMN), koTopblit MoXeT ObiTb
nepe3sapsikaeMblM Ui Henepe3sapsikaeMblM (Takke YNOMUHAETCS Kak «CTUMYNSTOP» B
AaHHOM PYKOBOACTBE).

+  OtBepeHust
¢ YOAMHNTENW OTBEAEHMIA, CoeamnHsitoLLme oTBeaeHus ¢ UM

* . Makxera 0TBeAEHNS, 3aLMLLAIoLLAs NPOKCUMANbHBINA KOHEL OTBEAEHUS B Nepvoa
Mexzay onepauuamu

* PyKaBa ANA WBOB, N03BONAOLLNE 3aLLUNTUTL OTBEAEHUA i 3ahuKcMpoBaTh
0TBEAeHUA U YANUHUTENN OTBELEHNN

+ - Kpblwka ans TpenaHaumorHoro oteepctus SureTek™ komnaHum Boston Scientific,
KOTOPYI0 MOXHO MCNONb30BaTh ANs (ukcaLyi 0TBeaeHuI
Henmnnantupyembie komnoHeHTbl cuctembl FCM Boston Scientific Bkntoyatot cnegytoluee:
* ~BHewwHuii npobHbIn ctumynsTop (BIC) v kabenw ans onepauyoHHOM, KOTOpble MOTYT
NCNonb30BaTLCA AMNS MHTPAONEPALMOHHOTO TECTUPOBAHNS

*,_ L VIHCTPYMEHT AN TYHHeNM3aumm, Ucnonb3yeMelin Ans. Co3[aHns NoAKOXHBIX TYHHEnen
ANs.0TBeEHUA M YANUHUTENen 0TBeAeHi

+ ¢ KnnHuueckoe nporpammupytolee yetpoiictso, (KIMY), koTopoe ucnonbayetcs ans
HaCTPOMKM 1 M3MEHEHWSI TApaMETPOB CTUMYTISILIMN

+/ “/BHeLLHKe yCTpoiicTBa ANA NALNEHTOB, Takve Kak MyNbT AUCTaHLMOHHOTO YNpaBneHus,
ucnonb3yembiit Ans.obmeHa AaHHbIMK ¢ UTW, a Tatkke cucTeMa 3apsifiki (ecru
NpUMEHIMO) NSl 3apsAaku baTapeu nepesapsxaembix UM

PykoBOACTBO MO XMPyPru4eckinM UMNaHTaTam
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Onucanue nsgenus

CtaHpapTHOe oTBeeHMe

CraHpapTHOe OTBEAEHME COCTOMT M3 8 LIMNHAPUYECKX KOHTAKTOB. [lnameTp oTBeAeHus
cocraenset 1,3 mm. OTBeAEHME COBMECTUMO C CYLECTBYIOLMMU UMEIOLLMMICSA B NPOAAXE
MHCTpyMeHTamu Ans umnnaxtauum FCM.

Tabnuue 16: TexHnyeckne xapaKTepucTukm
CranpgapTHoe otBefeHue (DB-2201)

MpoMeXyToK Mexay MaTpuLammu
(15,5 Mm)
I |

EEEEEEEER

DyHKumA XapakTtepucTtuka
[InnHa KOHTaKTOB 1,5 Mm

[Irowaab NOBEPXHOCTU KOHTaKTa 6,0 Mm?
PaccTosHre Mexay KoHTakTamu (ocesoe) 0,5 mMm
[pomexyTok mexay maTpuliamm 15,5 MM

[lnuHa oT AMCTanbHOrO KOHTaKTa Ao KoHuMka | < 1,3 Mm

[nameTp oTBeAEHUS 1,3 MM
Obwas gnuHa 30 cm unn 45 cm
MaTepuan BHeLLHeA TpyOku Monnypetan
Matepuan KoHTaKToB MnatnHa/mpuani
< 90 Om(13MepeHo Mexay KaxabIM
MonHoe conpoThBneHne pasbeMOM W-COOTBETCTBYHOLLMM KOHTAKTOM
anekTpoaa)

PYKOBOACTBO 110 XMPYPru4ecKMM MMNNaHTaTam
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CucTembl rnybokoit CTUMYNALMM ronoBHOro mosra Vercise™

HaﬂpaBﬂeHHble oTBeaeHus

HanpasneHHble 0TBeaeHns Ha 8 koHTakToB (cM. Tabnuue 17) ocHaLLEHbI KOHTaKTamm,
pacrnonoXeHHsIMI psaamMm, KOTOpble pasaeneHbl Ha CErMEHTbI MO OKPYXXHOCTM, YTO NO3BOMSET
BbIGUpaTh MeXAy akcuanbHOW 1 BpaLaTensHoN CTUMYNsLMEN. Kaxabli CermeHTMPOBaHHbIN
KOHTaKT 3aHumaeT 90 rpagycoB OKPY)XHOCTU OTBELEHUS. Ha KaKOM HanpaBneHHOM OTBEAEHUM
IMEETCS PEHTTEHOKOHTPACTHas MeTKa, CMITOLLHAs YacTb KOTOPOW COOTBETCTBYET KOHTAKTY 2.
BHeLwHuit AnameTp Kaxaoro HanpaBreHHOro 0TBeAeHNs coctaenseT 1,3 M. HanpaeneHHbie
0TBELEHNs COBMECTUMBI C CYLLIECTBYHOLMMM UMEIOLLUMICS B NPOAAXe MHCTPYMEHTaMM Ans
umnnaxTagum FCM.

Tabnuue 17: TexHnyeckue XxapaKTepUCTUKM
HanpaerneHHoe oTBeaeHue Ha 8 koHTakToB (DB-2202, Cartesia™)

TpoMeXxyToK MeXy MaTpuLamm
(7.5 Mm) PeHTTeHOKOHTPACTHas MeTKa

e

DyHKuUmA XapakTtepucTtuka

JInuHa KoHTakTOoB' 1,5.MM

[noLaab. MOBEPXHOCTM KOMbLIEBOrO.KOHTaKTa | 6,0 MM?

[Mnowaab NOBEPXHOCTI CETMEHTNPOBAHHOM

1,5 Mm?
KoHTaKTa
Mrowasb NOBEPXHOCTH KOHTAKTa C KOHYMKOM 6.0 2
anekTpoga obTekaemMoi (popmbl ’
PaccTosHue Mexay: KOHTakTamu (0ceBoe) 0,5mm
MpomexyTok Mexay MaTpuyamm 7,5 MM
[nameTp oTBEAEHMS 1,3 MM
O6was anuHa 30.cm unmn 45 cm
MaTepuan BHeLUHei TpyBku MonnypeTaH
Matepwan koHTaKToB MnatuHalmpuamin
< 90-Om (3mepeHo Mexay KaxabiM
MonHoe conpoTuBnexne pa3beMOM. 1 COOTBETCTBYHOLLMM KOHTAKTOM
anekTpoaa)

1 Takxe OTHOCUTCS K KOHTaKTaM C KOHYMKOM 3nekTpoaa obTekaemol (hopMmbl.
PyKoBOACTBO MO XMpPypruiyeckum UMnnaHTaTam
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Onucanue nsgenus

YanuuuTtenu otBeaeHus

Mogenb otBeaeHus ans FCM u nonoxeHne nmnnantuposaHHoro UM, obecneunsatowero FCM,
OnpeaensitoT COBMECTUMbIV YANMHUTENb OTBEAEHUS, KOTOPLIN ByOeT MCNonb30BaThCs BMECTE

c cuctemon. Cm. paspen “Cosmecmumocms ¢ Opyaumu uzdenusmu dns FCM” HacTosLero
PYKOBOACTBA.

YonvuHutenb oTBeeHUA Ha 8 KOHTAKTOB

YonuHuTens oTBeAeHUS Ha'8 KOHTaKTOB COCTOMT U3 pa3bema Ha AMCTaNbHOM KOHLE 1

8 LMMMHOPUYECKNX KOHTAKTOB Ha MPOKCMManbHOM KoHLe. OTBEAEHME BCTaBMEHO B Pa3beM

Ha AUCTabHOM KOHLIE M 3a(PUKCMPOBAHO B HEM. PasbeM Takoke COOepXMUT 8 KOHTaKTOB,
COBMELLIAOLLMXCS C KOHTAKTaMM Ha OTBEAEHUM U 0OECTIEUMBAIOLLMX ANIEKTPUYECKOE COEAUHEHNE.
[MpokcumanbHbIN KoHew YAnuMHUTENs BeTasnseTcs B UMN.

YanuHuTenb 0TBEAEHMS Ha 8 KOHTAKTOB MOXHO WCMOMNb30BaTh TOMBKO C OTBEAEHUSIMU Ha

8 koHTaKTOB. Kaxablit U3 yanuHUTenen OTBeAEHU COEaNHSETCS G OTAEMNbHLIM OTBEAEHUEM.
Mogenb anuHoii 55 cm npeaHasHaveHa Ans coeguHens ¢ UMW, ycraHoBneHHbIM B obnacTu
TPYAHON KNETKM.

Tabnuue 18: TexHUuYeCKUe XapaKTepPUCTUKK
Yanuhutens otBegeHus Ha 8 koHTakToB (NM-3138)

[ncTanbHbIi KoHew,

\‘\\“ [MpokcumarnbHbIA KoHeL,
a"m
DyHKuUMA Xapaktepuctuka
O6was anuHa 55 cm

[lnameTp kopnyca yanuHUTens oTBeAeHNs 1,35 MM

Konmn4ecTBo KOHTaKTOB 8

MaTepuan KoHTaKToB Mnatunalmpuamin
Matepwan usonsuum lNonuypetaH, CUInKOH
Martepuan cTonopHoro BuHTa TutaH

PYKOBOACTBO 110 XMPYPru4ecKMM MMNNaHTaTam
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CucTembl rnybokoit CTUMYNALMM ronoBHOro mosra Vercise™

YanuHuTenb oTBeAeHUA Ha 2X8 KOHTaKTOB

YOnMHUTENb OTBEAEHUS Ha 2X8 KOHTAKTOB, TakKe HA3bIBAKWMACS LBOMHLIM YATIMHUTENEM
Vercise™, aBnsieTcs HU3KONPOMUIBHLIM YANMHUTENEM, KOTOPbIA MOXET MCMOMb30BaTbCA
OHOBPEMEHHO C [BYMS1 OTBEAEHUAMM Ha 8 KOHTaKTOB. Kaxabli U3 TakuX yanuHUTENEN
OTBELIEHUIA MOXET COEAUHSATLCS C BYMSI OTBEAEHNSMN. [TpOKCMMANbHBIN KOHEL, YANMHUTENS
OTBELEHNA pa3fensaeTcs Ha ABa Lunenda, kaxasln ¢ 8 KoHTaKTamu, koTopble BCTaBnsoTcs B UMN.
OTa Mopenb npeaHasHayeHa Ans coeguHenns ¢ UM, yctaHoBneHHbIM B 06nacTvt rpyaHOi KNeTku

WA XX1UBOTA.

Tabnuue 19: TexHUYeckue xapaKTepuCTUKM

YanuHutenb oTBeAeHNs Ha 2x8 KoHTakToB (DB-3128)

[uncTanbHbIn KoHeL

[pokcMmanbHbIi KOHeL,

DyHKuUmA

XapaktepucTtuka

Obuwas anuHa

55 cm unmn 95 ¢m

[nameTp kopnyca YOnNuHUTENA OTBEAEHNA

1,31 Mm

KonnyecTtBo kOHTaKTOB

2x8 (BCero-16 KoHTaKTOB)

MaTepman KOHTaKTOB

MnatuHa/mpuani

Marepuan nonsaum

on nypetaH, CUIINKOH

Matepuan 6noka passema

HepxaBetowlas ctans v 3051070

Martepuan nonocku MapKupoBKis2

3onoto

Marepuan CTOMOPHOrO BUHTA

TutaH

2 3onoTucTas nonocka Mapk1pOBKM yka3blBaeT Ha Luneiid oTBeaeHIs ¢ koHTakTamm 1-8. CooTBeTCTBYyHLLME
KOHTaKTbI 1-8 HaxoAATCA BHYTPU NOPTa YAIMHUTENS C 30M0TUCTLIM BIOKOM pasbema.

PykoBOACTBO MO XMPyPru4eckinM UMNaHTaTam
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Onucanue nsgenus

Xupypruuyeckue MHCTPYMEHTbI M NPUHAANEXHOCTH

MaHxeTa oTBeaeHus

MakxeTa 0TBeAEHMS 3alUMLLAeT NPOKCUMArbHBINA KOHEL, MIMMNaHTUPOBAHHOIO OTBEAEHMUS 40
onepauyu no yctaHoske WM. CToMOpHbIiA BUHT HA MaHXeTE OTBEAEHWUS UCONb3yeTCs ANs
huKcaLMn OTBEAEHUS B MaHXeTe OTBEAEHS NPW PacronoXeHnn Ha (UKCUPYIOLLEM pyKaBe.

MaHxeTa 0oTBe[ieHNA, BXxoadLwas B TUMNbl KOMNIEKTOB, NepevYnCcneHHble Hinke, CoBMeCTIMa C
0TBeAeHNAMN Ha 8 KOHTaKTOB:

+ ~KomnnekT oTBegeHns Ha 8 KOHTaKTOB

" KomnnekT 3anacHbIx yacten gns Bpaya Vercise

Tabnuue 20: TexHUueckue xapaKTepucTuku
MaH:xeTa oTBeAeHMA

DyHKUMA Xapaktepuctuka
O6was anuHa 3,3.cm

MaTepuman CTonopHOro BUHTA TutaH

Matepuan 6noka passema HepxagetoLyast ctanb
MaTepuan KOHEYHOro OFpaHNYMTENS HepxaBetoLas cranb
Matepwarn nonsuum CunukoH

PYKOBOACTBO 110 XMPYPru4ecKMM MMNNaHTaTam
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Cuctembl FJ'IY6OKOl7I CTUMYnALNK TONOBHOIO

moara Vercise™

MHCprMeHT AnA TYHHenu3auumu

MHCTPYMEHT Ans TYHHeNnu3auum UCnonb3yeTca AnNs CO3AaHUs nyTu 4N OTBEAEHUS U YANMHUTENS

OTBEEeHNsA B I'IO}J,KO)KHOVI KneT4yaTke.

Tabnuue 21: TexHUYeCkUe XapaKTEPUCTUKM

WHcTpymeHT ansa TyHHenu3auum (SC-4252, DB-4252, SC-4254 n DB-4254)

®yHKuMA Xapaktepuctuka
28 cm-(Tpybouka),
Anwa 35 ¢cm (gnuHa)

Matepuan cTepxHs

Hepxasetowas cTanb

Matepuan Tpy6oUkm

MTe3

Matepuan py4ku

Hepxasetowas ctanb, ULTEM

PykaBa ans wsoB

PyKaB A5 LWBOB MOXET UCNOsb30oBaThCs ANs vkcaLmu OTBELEHUS YN yonuauTena oteeaeHusa
Ha cpacyyuu. Mpu ncnonb3oBaHUN MUHKU-NNACTUHBI pykaB ana. WBOB NoMelaeTca mexay.
OTBEAEHNEM N MUHU-MIAACTUHOW, YTOObI 3allnUTUTL OTBEAEHME.

Tabnuue 22: TexHUYeCKUe XapaKTEPUCTUKM
PykaBa ans weoB gns FCM
L) \
, |- «
3-‘<. ’
a \
e
®yHKumA XapakTtepucTtuka
Obwas anuHa 1.¢cm,2,3.cm,4 cm
Martepuan CunukoH

PykoBOACTBO MO XMPyPru4eckinM UMNaHTaTam
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Onucanue nsgenus

Kpbiwka ans TpenaHaumoHHoro oteepctusa SureTek

Kpblwwka Ans TpenaHaLoHHoro oteepctus SureTek npeacraenseT coboit ycTpoincTso Ans

chuKcaLmm oTBeeHUs Ans ucnonb3osaHns ¢ cuctemoit FCM Boston Scientific. Kpbilwka nogxogut
ANs TpenaHaLyoHHOTo 0TBEPCTMS, CO3MAHHOI0 C NOMOLLbI0 NepdopaTtopa Ha 14 MM. KOMNOHeHTbI
KPBILLKM ANs TpenaHaLMoHHOro 0TBEPCTMS nepeyncneHbl B Tabnuue 23. MaTepuanb KpbiLLkv Ans
TpenaHaLy“oHHOro 0TBEPCTUS Nepeyncnebl B Tabnuue 24.

Tabnuue 23: KoMnoHeHTbI KpbIlWKKU Ans TpenaHaumoHHoro oteepcTus SureTek

MapkupoBka Onucanue

1 OcHoBaHve

2 Jepxarens B hopme 6ab0ouku

3 KoCTHbI BAHT

4 BbixoaHOe 0TBEPCTHE L1151 OTBEAEHMS

5 OtBepcTvie 4ns konnayka

6 Konnayok

7 VIHCTPYMEHT 4115 pasmeLLeHus/yaaneHus
8 MoakoBOOOpa3HbIil KOHEL,

9 3a0CTpEeHHBIN-KOHEL|

10 Wrngpr

1 BeicTyn

12 dukcartop

13 OtBepcTre 45 BbICBOOOXAEHMS hukcaTopa
14 3akpbiBatoLLas BbIEMKA Ha MON3yHKe

15 OtBepTka

PyKOBO,ElCTBO N0 XUPypruvyecknMm uMmnaHTaTam
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CucTembl rnybokoit CTUMYNALMM ronoBHOro mosra Vercise™

Tabnuue 24: MaTepuansbi KpbIWwku Ans TpenaHaumoHHoro oteepcTus (DB-4600-C)

DyHKumA XapakTtepucTtuka

OcHoBaHue MonuadupadmpkeToH (MAJK)
Oukcatop M33K

Konnauok MO3K

KoCTHble BUHTbI TutaH

[epxatens 8 hopme 6ab04KM

MonnadmprmMma, CUIMKOH

WHeTpymeHT Anst pasmelLieHusl/ynaneHus

[onuacmpnmng, TMTaH

OpHopa3soas 0TBEPTKA

MonubytuneHtepedranart (MBT)
nonukapboHaTHas cmMorna, HepxaBetoLLas
cTanb

PykoBOACTBO MO XMPyPru4eckinM UMNaHTaTam
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Onucanue nsgenus

BHewHue npobHble ctumynatopsi (BMC 2 n BIC 3)

BMC v kabenb Ans onepavuyoHHO BMECTE C KIMHUYECKUM MPOrpaMMUPYIOLLUM YCTPONCTBOM
(KMY) unu nynbToM AMCTAHLIMOHHOIO YNpaBneHUs UCronb3yoTes Ans NpoBeaeH!s
MHTPaonepaLyMoHHOro TECTUPOBAHMS CTUMYNALWM /UM MHTPaONEPALIMOHHOTO U3MEepeHNs
MONHOTO COMPOTUBIEHMS BO BPEMS XUPYPr4eckol npoLieypbl, cBsidaHHoi ¢ FTCM.

Cw. pasgen “Cosmecmumocms ¢ Opysumu usdenusimu 0nis FCM” HacTosLero pykoBoaCTBa.

Tabnuue 25: dusnyeckue XapakTepUCTUKK
BIC 2 (DB-5132) n BIC 3 (DB-5170)

DyHKuUMA Xapaktepuctuka
[abaputb! 80 MM X 60 MM X' 26 MM
Matepwan dytnspa CUANKOH N NNacTuK
Konnyectso noptos 2

CwmeHHble Batapeu 2 6atapewn tvna AA

Tabnuue 26: CBeToBbIe MHAMKaTOpbI BINC

WHpaunkatop ctumynsTopa Onucanve

Hemuratowin 3eneHsiin BIC BknioyeH

Mwuratowuii 3eneHbilit CTumynauusa BKIo4eHa
Hemuratowumi xenTbii Ownbka

CBeToBOWM UHAMKaTOp GaTapeu Onucanve
Hemuratowpmit/MuratoLmin 3eneHoin BIC BkntoveH

MuratoLLmii XenTbIii 3amenute 6atapen B BINC

MonepemeHHO 3eneHbIN W XenTbIi (TOMbKO

s BNC 3) BIC B pexume nogkmnoyeHus

PYKOBOACTBO 110 XMPYPru4ecKMM MMNNaHTaTam
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CucTembl rnybokoit CTUMYNALMM ronoBHOro mosra Vercise™

UmnnaHTupyembie reHepatopbl umnynbcoB (UM'N)

Henepesapﬂ)KaeMble nMnnaHTupyemblie reHepaTtopbl UMNYyNbCOB Vercise

Genus™

Henepe3sapsikaemble UFU Vercise Genus BbinyckatoTcs B Mogensix Ha 16 KOHTakToB
1 32 koHTakTa. MNogpobHee 0 nokasaTene pacxofa 3Hepruv UM NPOrpaMMUPYEMbIX
XapakTepucTukax cuctembl Vercise Genus cm. B pykogodcmae no npo2paMmMupo8aHuro,

NpyBEAEHHOM B CNpasoyHbIX. ykadaHusix no [CM.

Kaxapiin UM Vercise Genus cogepXuT peHTreHOKOHTPACTHYI0 NAEHTU(DMKALIMOHHYIO METKY,
KOTOpas BUAHA NpU-V1CMONb30BaHWM CTaHAAPTHOW NPOLeAYpbl PeHTreHockonum (PucyHok 1 v

PucyHok 2).

BABSC
Dl416

PucyHok 1. Metka Vercise Genus P16

B

PucyHok 2. Metka Vercise Genus P32

dusnyeckure xapaktepucTiku HenepesapskaeMbix U Vercise Genus P16 n P32 npenctaBneHbi

B Tabnuue 27 n Tabnuue 28.

Tabnuue 27: dusnyeckue xapakTepuCTHKM

W' Vercise Genus P16 (DB-1416)

DyHKumA Xapaktepucrtuka
KonuyectBo koHTaKToB 16 (2 nopra)
KonuyecTBo KOHTaKTOB Ha NOpPT 8

Matepuan ytngpa TutaH

Marepuan-ocHoBaH!s

dnokcnaHas cmona

Matepwan 3axuma

CunnkoH

FabapuTbl

72 MM x.49,6 Mmmx 11,6 Mm

Obbem

34,9 cm® (c ocHoBaHMem)

Tabnuue 28: dusnyeckue xapakTepucTUKM

WU Vercise Genus P32 (DB-1432)

DyHKuMA XapakTtepucTuka
KonuuectBo koHTaKTOB 32 (4.nopta)
KonuuecTBo koHTaKTOB Ha nopT 8

Matepuan ytnspa TuTtaH

MaTepuan ocHoBaHus

onokcuaHas cmona

Matepwan saxuma

CunukoH

labapubl

75 MM 49,6 MM x 11,6 Mm

Obbem

36,6 cm® (c ocHoBaHMeM)

PykoBOACTBO MO XMPyPru4eckinM UMNaHTaTam
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Onucanue nsgenus

Hepesapﬂ)KaeMble nMMnnaHTupyemble reHepaTopbl UMNYINbLCOB Vercise
Genus™
Mepe3sapsxaemble UM Vercise Genus BbinyckaloTcs B MOAensx Ha 16 KOHTAKTOB 1 32 KOHTaKTa.

WHcTpykumm no 3apsake UM .cm. B pykogodcmee no akcnimyamayuu 3apsi0Ho20 yempolicmea, Kak
MPUBESEHO B CNPagoyHbIX. ykasaHusix no cucmeme TCM. O nporpaMmupyeMbix XapaKkTepucTukax

cuctembl Vercise Genus cM. B pykogodcmee no npoepammupo8aHUto, NPUBELEHHOM B

CnpasoyHbIX yka3aHusix no [CM.

Kaxpgbinn T Vercise Genus. coaepuT peHTTEHOKOHTPACTHYH MAEHTUUKALMOHHYIO METKY,
KoTOpas BUAHA NPW UCMOMNb30BaHWM CTaHAAPTHON NPOLIEAYPbI PEHTrEHOCKoNMM (PUCYHOK 3 1

PucyHok 4).

BABSC
D1216

Pucyrok 3. Metka Vercise Genus R16

BABSC
D123

PucyHok 4. Metka Vercise Genus R32

duanueckue xapaktepucTukn nepesapsbkaembix U Vercise Genus R16 1 R32 npeactasneHsl B

Tabnuue 291 Tabnuue 30.

Tabnuue 29: dusnyeckue XxapakTepuCTUKM

WU Vercise Genus R16 (DB-1216)

DyHKuUMA Xapaktepucrtuka
KonuyecTBo koHTaKTOB 16(2 nopra)
KonnyecTBo KOHTAKTOB Ha MOPT 8

Matepnan yTtnspa TutaH

Matepuan ocHoBaHWs

OnokcuaHas cmona

Matepuan sakuma

CunnkoH

Fabaputhl

52,17 MM X 46 MM X 10,7 MM

Obbem

20,1 cm®(c ocHoBaHWEM)

Tabnuue 30: dusnyeckne xapakTepucTUkmn

WK Vercise Genus R32 (DB-1232)

DyHKuUMA XapakrepucTuka
KonuuectBo koHTaKTOB 32 (4 nopra)
KonuuecTBo kOHTaKTOB Ha nopT 8

Martepuan dyTnspa TutaH

Matepuan ocHoBaHus

dnokcngHas cmona

Matepuan saxuma CUnuKoH
labapuTbl 55,6 Mm-X 46 Mmm.X 10,7 MM
Obbem 21,6 cm® (C ocHoBaHmMeM)

PYKOBOACTBO 110 XMPYPru4ecKMM MMNNaHTaTam
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CucTembl rnybokoit CTUMYNALMM ronoBHOro mosra Vercise™

UmnnaHTUpyeMmbIi reHepaTop MMNynbLCOB Ha 16 koHTakToB Vercise Gevia™

Vercise Gevia — nepesapskaembiin TN Ha 16 koHTakToB. MHCTpYKLUUM no 3apsiake UM cm.
B pykogoOcmeae no aKcniyamayuu 3apsi0Ho20 ycmpolicmea, kak MPUBEAEHO B CNPAaBOYHbIX
ykasaHusx no cucmeme CM. O nporpaMmupyeMblx XapakTepucTikax cuctembl Vercise Gevia
CM. B pykogodcmee no npo2pammupos8aHUto, NPUBESEHHOM B CNPagoyHbIX yka3aHusx no [CM.

UM Vercise Gevia conepxmT peHTIEHOKOHTPACTHYI0 WAEHTUMDMKALIMOHHYIO METKY, KOTOpas BUAHA

MpU UCMOMb30BaHUM CTaHOAPTHOW NPOLIeAYPbl PEHTrEHOCKONUM (PUCYHOK 5).

ABSC
D120

Pucynok 5. Metka Vercise Gevia

duanyeckme xapakrepuctuku UM Vercise Gevia npeactaeneHbl B Tabnuye 31.

Tabnuue 31: Pusnyeckue XxapakTepUCTUKK
WU Vercise Gevia (DB-1200)

DyHKumA XapakTtepucTtuka
KoniyecTBo KOHTaKTOB 16/(2 nopra)
KonnyecTBo KOHTaKTOB Ha MopT 8

Matepuan ytnspa Tutan

Matepuan ocHoBaHKs

OnoKcaHas cmona

Matepwan 3axuma

CunukoH

rabaputbl

51,3 Mm x 46,0 mm x 10,8 MM

0bbem

19,8 cm® (C ocHOBaHWEM)

PykoBOACTBO MO XMPyPru4eckinM UMNaHTaTam
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Onucanue nsgenus

UmnnaHTupyembIn reHepatop umnynbcoB Vercise™ PC

Vercise PC — Henepesapsikaembiin TN Ha 16 koHTakToB. MoapobHee o nokasatene pacxoga
3HEpruM Unn NporpamMMnpyeMbix xapaktepuctukax cuctemsl Vercise PC cm. B pykosodcmse no
npo2pammuposaHuto, NPUBELEHHOM B CNPasoyHbIX yka3aHusix no [CM.

W Vercise PC copepX1T peHTreHOKOHTPACTHY0 MAEHTU(MKALMOHHYIO METKY, KOTOpast BUAHA
NpW 1CMONb30BaHWW, CTaHAAPTHO NPOLEAYPbI PEHTreHockonum (PucyHok 6).

BSC
D1140

PucyHok 6. MeTka Vercise PC

duanyeckue xapaktepuctukn U Vercise PC npepctaenensl B Tabnuue 32.

Tabnuue 32: dusnyeckue xapakTepMCTUKK

W' Vercise PC (DB-1140)
DyHKuUMA XapakTtepucTtuka
KonuyecTBo KOHTaKTOB 16 (2 nopra)
KonmdecTBo. KOHTaKTOB-Ha NopT 8
Matepuan dytnspa TutaH
Matepwan ocHoBaHus OnokecugHas cmona
Matepman saxnma CIrKoH
[abapuTbl 70,9 MM x 49,5Mm x 11,3 mm
Obbem 33 cm® (c-0cHOBaHWEM)
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CucTembl rnybokoit CTUMYNALMM ronoBHOro mosra Vercise™

CoBmecTumMocTb ¢ Apyrumu usgenuamu ana FCM

ViHchopmaLmto 0 coBMecTuMocTy oTBefeHuin ans FCM, yanuHutenein oteeaeruir, UMW, kabeneit gns
OnepaLyoHHON 1 BHELUHWX NPoBHbIX cTUMynsTopoB cM. B Tabnuue 33, Tabnuue 34, Tabnuue 35 n
Tabnuue 36.

Ta6bnuue 33: CoBMecTUMOCTb
OtBepenus ana TCM v yanuHutenu otBeaeHUn

Homep mogenu oTBeaeHus CoBMeCTUMbI€e YANIMHUTENY OTBEAEHMUIA
NM-3138-55
DB-2201:(30 unn 45 cm)
DB-3128° (55 nnm 95 cm)
NM-3138-55
DB-2202'(30 unwn 45 cm)
DB-3128° (55 unu 95 cm)

Mpumeyarue. _OmeedeHus u yonuHumernu omsedeHuti 00HoU u-moti xe Modenu docmynHbi ¢
pasHoll dnuHol. LnuHa omeedeHuUs L/unu yonuHUmens omeeOeHUsT He enusiem Ha
UX.COBMECTMUMOCTIB C NEPEYUCITEHHD IMU KOMNOHEHMaMU.

Taonuue 34: CoBmecTUMOCTb

WCU v yonvuHutenu otBegeHnin
Homep mopenu UT'N CoBMeCTUMbIe YASTMHUTENN OTBEAEHUN
DB-1416 (MW ¢2 nopTamu Ha NM-3138-55
16 koHTaKTOB) DB-3128%(55 nnn 95 cwm)
DB<1216 (M ¢ 2 nopTamu Ha NM-3138-55
16 koHTaKTOoB) DB-3128° (55 unin-95 cm)
DB-1432 (U ¢ 4 nopramy Ha NM-3138-55
32 koHrakra)* DB-3128° (55 unu 95 cm)
DB-1232.(MI' ¢ 4 nopTamm Ha NM-3138-55
32 koHTaka)* DB-3128° (55-unn 95 cm)
DB-1140 (UM ¢-2 nopTamu-Ha NM-3138-55
16 koHTaKTOB) DB-3128° (55 unu 95-CM)
DB-1200 (/MM ¢ 2 noptamit Ha NM-3138-55
16 koHTaKTOB) DB-3128° (55 1 95.cm)

Mpumeyarue. OmeedeHus u yonuHumenu omeedeHul 00HoU U -moli xe mModerau 00CMynHbI-C
pasHoli OnuHodl. [inuHa omeedeHus-u/unu.yOnuHumens omgedeHuUs He 8nusem Ha
UX COBMECMUMOCTb C NEPEYLCTIEHHBIMU KOMNOHEHMaMU.

3 DB-3128 — yanunuTens oteeaeHns Ha 2x8 koHTakToB. K ogHOMY yanuHutento oteegeHns DB-3128 moxHo
NOLCOEAMHUTD 10 ABYX (2) OTBeeHu Ha 8 koHTakToB DB-2201 unu DB-2202.

4 He nopcoepuHsiiiTe Gonee fByx 0TBEAEHUA. TONbKO ABA NOPTa U3 YETLIPEX LOCTYNHbI AN IPOrPaMMUPOBAHMS.

PyKoBOACTBO MO XMpPypruiyeckum UMnnaHTaTam
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CoBMeCTUMOCTb C ApyrMI naaenuamu anst FCM

Ta6nuue 35: CoBMeCTUMOCTb
OtBeaeHus u Kabenu ansa onepaLmMoHHON

Homep mMopenu otBefeHus CoBmecTMMble kabenu Ans onepaLyoHHOM
DB-4120-08
DB-2201 (30 unu 45 cm)
DB-4100-A
DB-4120-08
DB-2202 (30-unm 45 cm)
DB-4100-A

Tabnuue 36: CoBmecTUMOCTb
BHeluHne npoGHbIe CTUMYRATOPLI M kabenu Ans onepauuoHHON

Homep mopenun UT'N CoBMeCTUMbIe kabenu ans onepauuoHHOM
DB-4120-08

DB-5132
DB-4100-A ¢ agantepom-BMC DB-9315
DB-4120-08

DB-5170
DB-4100-A ¢ aganTtepom BMNC DB-9315
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UmnnaHTaumsa cuctembl FCM

B npuBeEHHbIX HKE MHCTPYKLMSIX CTaHLAPTHOE OTBELEHME U HaNpaBMeHHOe OTBEAEHNE BMECTE
HasblBatoTcs «otBegeHue ana [CMy, ecnn He ykasaHo uHoe. C cuctemont F'CM Boston Scientific
PEKOMEHYETCS MCNOMb30BATL KOMMIMEKT KPbILLKK 1S TpenaHaLuoHHoro oteepctus SureTek.
MpoLieaypa MMNNaHTaLyy; oncaHHas B AaHHOM PYKOBOACTBE, BKITOYAET MCMOMNb30BaHNE KPbILLKM
A0S TpenaHaLMOHHOT0 OTBEPCTUS B Liensx dmkcaummn oteaeHus ans FCM.

ByabTe 0c0BGEHHO OCTOPOXHBI BO BpEMS MMnnaHTauum cuctembl FCM Boston Scientific, 4tobbl
npeaoTBpaTTL MHAULMPOBAHME. [10NONHUTENbHbIE CBEAEHUS OTHOCUTENIBHO MPAKTUYECKMX
acnekToB npoueaypsl FTCM cm. B pasaene “Cnucok numepamypbi” BaHHOTO PyKOBOACTBA.

lpumeyaHue. B daHHom pykogodcmee Aris onpedeneHuss MePMUHO8 «NPOKCUMasTbHbIUY U
«OucmarbHbll» 8'Kadecmee moyku omeyema ucnonb3yemcesi nonoxerue BI1C
unu M.

NpenBaputenbHble YyCNoBUS

OTBepeHuns

Xvipypriryeckne npoLeaypbl, cBasaHHbIe ¢ FCM 1 orvcaHHbIe B JaHHOM PyKOBOACTBE, HAYMHAETCH C
yMnnaHTauum oteegerus ans ICM. Fpeanonaraetcs, 4To Obinv BbINONHEHbI CrIeayHoLME NpoLeaypb.

+ (CrepeoTakcuyeckas pamka. i (Mnm). NpoOBEPOYHbIE TOYKM.A1S cUCTEMbI 6€3 pamkm
NPUKPENNEHbI K NALMEHTY.

+ - BbINonHeH pa3pes Kou rofioBbl U NPOCBEPIIEHO. TpenaHaLmoHHoe 0TBepcTye. Kpbilika
AN TpenaHauuoHHoro oteepcTust SureTek™ noaxoauT Ans TpenaHaLuMoHHOro
OTBEPCTHS]. ANaMETPOM 14 MM.

+~ ‘HyxHas TpaekTopus 1 rnybuHa pasmelleHnsi oTeegenus ans FCM onpegeneHsi 1
BEpUMULMPOBAHbI COOTBETCTBYHOLLMM 0GPA3OM.

IpumeyaHue., ‘[lpu pacdeme mpaekmopuu U HyxHou anybuHbi ciedyem
03HaKOMUMbCS-C MEXHUYECKUMU Xapakmepucmukamu 0meedeHull
0r1a.I'CM, onucaHHbIx 8 amom pykosodcmee. He npumensiime
(huKcupyrowue MexaHu3mbI 8 npedesiax y4acmkoe Mampuybl, 8KTYas
oucmansHyr-OruHy.

UmnnaHTUpyeMbIi reHepaTop MMNYNbLCOB (TONLKO ANs Nepe3apsKaeMbIx
CTUMYNATOPOB)

lMepen npouenypor umnnaxTauun yoegutecs, 4to MM nonHOCTLIO 3apsikeH (€Cnv NPUMEHUMO).
Ytobbl NONHOCTLI0 3apaanTs UM, BbINONHUTE ONMCaHHbIE HIKe AeNCTBUS.

+  Haitgute nsobpaxerune UM Ha komnnekte U, 04epyeHHoe cepoid MyHKTUPHOM
WUNM CNNOLLHON NuHKen. JTo-u3obpaxerie UM, ouepyeHHoe cepoii NyHKTUPHON Min
CMIOLLHOM NUHWER, Yka3biBaeT Ha pacnonoxeHne UM B ynakoske.

+ Pasmectute komnnekt UM'VI-Ha poBHO noBepxHOCTM u3obpaxernem Ul Beepx
(04epueHO cepolt MyHKTUPHON UAN CNOLLHOW NIMHNEN).

+  BkniounTe 3apsigHoe yCTponcTBo 1 nomecTute ero Hag ULV, utobbl HavaTs 3apsaky:
lMocne NoaKMYeHNs 3apsiAHOe YCTPONCTBO HAYHET 13 [aBaTh 3BYKOBOM CHrHan
[0 Haanexallero coeguHerus ¢ UM v havana 3apsgku. Korga UM nonHocTbto
3apsauTCs, 3apsLHOE YCTPONCTBO M3OACT Cepuio ABOMHbIX CUTHANoB. [JononHMTENbHbIE
WHCTPYKLMM NO 3apsiiHOMY YCTPOMCTBY CM. B'COOTBETCTBYHLLIEM pykogodcmee no
3apsdKe, Kak NPUBEAEHO B CNPasoYHbIX ykadaHusix no cucmeme [ CM.
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WMmnnanTtaums cuctemsl FCM

3akpenneHne OCHOBaHUA KPbIWKKU ANA TpenaHaLMoOHHOro
orBepcTua SureTek

Bu3ayarbHo 0CMOTPUTE KOMMOHEHTbI KPbILLKY s TPENaHaLMOHHOro OTBEPCTHS!, YTOBbI
y6eauThes, 4TO OHU NOAXOAST ANs UMNNaHTaumu. MNepes 3akpenneHeM OCHOBaHMS KpbILLKM A1
TpenaHaLyoHHOTO OTBEPCTMS YOeanTECh, YTO B TPENaHALMOHHOM OTBEPCTUM AnameTpoM 14 Mm
OTCYTCTBYIOT TaKie MOMEXH, Kak KOCTH, KOTOpbIE MOMELLAIOT NPaBUIbHOI YCTAHOBKE KPbILLKW Ans
TpenaHaLyoHHOR 0TBEPCTHSI.

lpedynpexdeHue. [leped 3aKkpenneHueM 0CHOBaHUS KPbILKU Ol mpenaHayuoHHO20
omeepecmUsi 0CMOmMPUMe YEPENHYI0 KOCMb U ee Cmpykmypy, Ymobb|
y6edumscsi 8 omcymemeuu 8 Heli npu3Hakoe 3abonesaHust unu
nospexdeHUli U 8 moM, Ymo monwuHa Kocmu yepena cocmasnsem
5 mm unu 6orbwe. HecobnodeHue amoeo npedynpexdeHus Moxem
nosnusmb Ha cnedyrowjee:

+ " O®ukcauma otBefeHus. lepemelleHne oteegenus ans 'CM.us-3a ero HeBepHoi
(huKcaLmm MOXeT CHU3NTL 3 EKTUBHOCTL Tepaniuu.

+ . -3aKpbITHe TpenaHaLMoHHOro oTBepcTUs. HecTabumsHoe 3akpbiThe
TPenaHaLMOHHOrO OTBEPCTUSI MOXKET MOBBICUTb PUCK MHCDMLIMPOBAHUS U MOABEPTHYTH
naLueHTa pUCKy NOBPEXAEHNS TKAHW [ONTOBHOTO. MO3ra, YTeuKM CIMHHOMO3TOBON
KWAKOCTM UMK MOBPEXAEHNS TBEPAOA MO3FrOBOM 060MOYKM.

1. TloMeCTUTE OCHOBaHME KPLILLKW Ars TpEnaHaLMoHHOTO 0TBEPCTUS, NPUKPEnNieHHoe K
nepxatento B popme 6aboukm, Haa TpenaHaLMOHHLIM 0TBEPCTMEM (PUCYHOK 7).

w

i~

\l
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!
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PucyHok 7. OcHoBaHve, npukpenneHHoe K Aepxartento B chopme 6abouku, co
BCTaBNEHHON OTBEPTKOM

2. C MOMOLLbK0 OTBEPTKU MATKO, TPOTONKHUTE KOCTHbIE BUHTLI YEPe3 CUNIMKOHOBBII pykaB.

MpumeyaHue. [JononHumenbHo. [lns obechedeHUs NOMHOU 8UOUMOCMU NOMOXEHUS
20/108KU 8UHMA U NOIHO20 docmyna K Hell npu 3akpbimuu mpenaHayluoHHo20
omgepcmusi nogepHume depxamers 6 hopme .6abouku Ha 90 epadycos.

[ns npodomxeHus npoyedypb! eepHUme depxamers 8 oopme baboyku e
UCXO0HOE NOJOXEHUE:

3. 3arsiHuTe 00a KOCTHBIX BUHTA B yepene.

MpumeyaHue. [podomxalime 3amsieugams KOCMHbIE §UHMbI, NOKa 0CHOBAHUE KDbILKU
mpenaHayUoHH020 omeepcmusi He 6ydem npukpensieHo 3anodnuyo K
yepeny, a 8uHMbI— 3anodnuyo k-0CHogaHu. ITocre npukpenneHus
0CHO8aHUE He AOMKHO Agu2ambCsl UTU packadugamscs.-He 3amszueaiime
8UHMbI YDE3MEPHO UITU NpUNazas USUWHIOK CUITY.

4. BosbmuTech 3a Py4YKkn fepxatensa B opme 6abouky 1 BbIHbTE €r0, NOTAHYB HaBepx nopg yrriom.
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MmnnanTaumsa otBepgexusa ana FCM

Mpumeyarue. B darHHom pykosodcmee Ans onpedeneHusi mepMUHO8 «NPOKCUMaIbHBIUY U
«QucmarbHbil» 8 Ka4ecmee MoYKU omeyema ucnosnb3yemcs nonoxeHue BIC
unu Uru.

1. OcmotpuTe otBeagHe Ansa FTCM 1 yGeauTech, YTO OHO NMOAXOANUT ANS UMMMAHTALMM.

2. Tponyctute otBeaeHne Ans FCM yepes kaHionio, 4Tobbl 06ecneymnTb HyXHOE pasmeLLeHe,
3aTteM n3enekute otegeHne ans FCM 13 kaHonu.

3. BcraBbTe KaHKOMHO C.NO3VLMOHNMPOBAHHbLIM TOHKM 30HOM B FONIOBHOM MO3r Ha Tpebyemyto
TAy6uHy.

Mpumevanue.  nybuHa 88€0eHUSs KaHIonu onpedensiemcs 8pa4YoM.

4.. Cobepinte orpaHnunTenb oTeaeHUs (PUCyHOK 8), YaCTMYHO BKPYTUB YacTb BUHTA C pe3bboii B
0TBEPCTME KOJbLA C pe3bboit.

>4

PucyHok 8. Orpanunuutens otBeaeHus ans F'CM
5. W3mepsTe xenaemyto rnybuHy oteaeHns ans FCM € NOMOLLI0 faTumka Unm NIMHENKY 1
yCTaHoBUTE OrpaHnuuTens oTeaeHNs ans [CM Ha COOTBETCTBYHOLLYIO ANMHY.

[ing ycraHoBku orpaHuiuTens oteeaeHns ans I'CM npotonkHuTe oteeaermne ans TCM B UeHTp
OrpaHuuuTeNs 0TBELEHNSs, 3aTeM 3aTsHUTE BUHT (PucyHok 9). 3o 0becneunT BBOS OTBEAEHNS
ans.IF'CM Ha Heobxoaumyto rnyBuHy. He 3aTArvBaiiTe YpeamepHo orpaHUuMTENb 0TBEAEHNS Ha
Kopryce OTBEAEHUA.

lpumeyaHue. « Ybedumecsb, Ymo 02paHuU4UMesTb 0meedeHusi He COCKONIb3HEM NO
omeedeHuro-dnsa CM npu sauenneHuu.

o

PucyHok 9. YctaHoBKa orpaHuuutens orsepaeHmns gna FCM

6. Ynanute TOHKWIA 30HA KaHIONW.

7. YcTaHOBMB TOHKMI 30H[ OTBeAeHWs, BcTaBbTe oTBeAeHue And TCM B kaHonio.

PykoBOACTBO MO XMPyPru4eckinM UMNaHTaTam
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WMmnnanTtaums cuctemsl FCM

8. BcTaBbTe kaHionto ¢ otBeaeHnem ans F[CM B HanpaBnALLY0 KaHNN Ha MAUKPONPUBOAE.

Yto KacaeTcs HanpaeneHHoro otBeaeHus Ans FCM, Bbl MOXeTe COpUeHTUpoBaTh
HanpaBIeHHble KOHTaKTbI, PACNONOXMB MeTKy HanpaeneHus (PucyHok 10) B Heobxognmom
MOMOXEHUM NPY NPUCOEANHEHNN OTBELEHUS K Mukponpusoay. MeTka HanpasneHns
SBNSAETCS PEHTreHOKOHTpacTHOM. KomnaHusa Boston Scientific pekomeHayeT opueHTpoBaTth
HanpasneHHble KOHTaKTbl TakM 06pa3om, 4Tobbl KOHTaKT Ne 2 1 MeTka HanpaBneHus
pacronaranice B rofloBHOM MO3re Knepeau.

DB-2202

PeHTFeHOKOHTpaCTHaH MeTKa

Pucynok 10. MeTka HanpaBneHHOro otTBeeHUs

9., MeaneHHo nepemecTuTe oTBeaeH1e Ans [CM K Hy)XHOMY MECTY, UCTIONb3Yst MUKPOMPUBOA.

[pumeyanue.  [lpexde Yem nepemewjamb omeedeHue K HyxHoMy mecmy, ybedumecs,
Ymo moHKull 30H0 0mBedeHus HaxoAUMCs 8HYMpPU He20.
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WHTpaonepaunoHHoe TeCTUpOBaHue

TecTupoBaHue BO BpEMS OnepaLn MOXET BbIMOMHATLCS C MOMOLLbHO BHELLHETO

npoBHoro ctumynsitopa (BIMC)-m cootBeTCTBYHOLErO Kabens Ans onepaLoHHON.

Cwm. pasgen “Cosmecmumocmb ¢ Opyaumu u3denusamu dns CM” HacToslLLero pykoBOACTBa.
MoapobHble cBEAEHNS 0 MpoLeaypax W ykasaH!s No CTUMYNSLMMA CM. B COOTBETCTBYHILLEM
pyKogoOCmee No NPoepamMMupOBaHUI0, MPUBEAEHHOM B CnpagoyHbIX ykasaHusx no [CM.

OcmopoxHo! He nozpyxalime pasbem unu wmencenb kabens 05151 onepayuoHHol 8 800y
uriu Opyeue xudkocmu. Kabernb 05151 onepayuoHHoU npedHasHayeH mosbKo Onst
00HOKPamHO20-UCcNob308aHUS; OH He NOONEXUM NO8MOopPHOU cmepunu3ayuu.

MHTpaonepaLlnoHHOe TecTupoBaHue ¢ nomollbto BIC 3 u kabenen gna
onepauuoHHON ¢ KHOMOYHbLIM nepeknovaTenem Ha 8 koHTaktoB (DB-5170 ¢
DB-4120-08)

1. Y6eputecb, 4to BMC 3 BbIKIYEH; NPOBEPUB COCTOSHME CBETOBOMO MHAMKATOPA

cTumynsatopa E Ha BI1C.

lMpedynpexdeHue. Bcez0a omkmwodalime BFIC 3 neped npucoeduHeHuem unu
omcoeduHeHueMm y3/108 kabeneli 0711 onepayuoHHoU 8 yensx
npedomepaweHus HeoXudaHHOU. CrUMYsTAyUU.

2. INogkmiounTte NPOKCMManbHbIN KOHeL yAnuHuTens kabens Ans onepaumorHoi k nopty BrC 3
C.MeTKOW L, Mpn aTOM ucTanbHbIit KoHell kabens Ans onepalyoHHOM AOMKEH OCTaBaThCS B
npeaenax crepunsHoro nons (PucyHok 11).

EcnvoaHospemenHo TecTupytotes Aga oteeaeHuns ans ['CM; noakniounte nesoe 0TeeaeHne
ang FCM k nopty-L, a npasoe otBeaeHue ans-FCM — k nopty.R.

PucyHok 11. MogknioyeHune kabens ans onepatmoHHoi k BIC'3
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WMmnnanTtaums cuctemsl FCM

3. YpepxwBaitTe kabenb 4Ns onepauymoHHol 1 otBegeHue ans TCM, kak nokasaHo Ha
PucyHok 12. Utobbl OTKpbITb pa3bem kabens Ans onepaLynoHHON, HaXMUTE KHOMKY.
YpoepxuBainTe KHOMKY HaxaTou.

4. BcTaByuB TOHKMIA 30HA OTBELEHS!, NPOBELUTE pa3beM kabens Ans onepaLyoHHON Ha
NpoKCUManbHbIi koHew 0TBeaeHns ans FTCM (PucyHok 12). Y6eauTteck, 4To 0TBEAEHME ANns
'CM BcraBneHo nonHocTbio. Korga otBeaeHue ans FCM 6yaeT BCTaBNEHO NOMHOCTLO,
pasbeM kabens Ans onepayyoHHoON JOWAET A0 Npedena.

-

-

PucyHok 12. OTnycTuTe KHOMKY Ha pa3beme kabens Ans onepayuoHHOM, YTOObI
NoaKnYUTL Kabenb AnA onepaLMoHHON k oTBeaeHuio ana "CM

MpumeyaHue.  ToHKuUl 30HO.0meedeHus 6ydem 8bIX00UMBb U3 OMBEPCMUS, PACNONOXEHHO20
Ha pa3beme Kabens Ans onepayuoHHoll c3adu, koe0a omeedeHue Ons [CM
8CMaseHo NOTHOCMbIO, kak NokasaHo Ha PucyHok 13.

PucyHok 13. Kabenb ans onepauuoHHON NoAKNoYeH k oTBegeHuto ans FCM

PyKoBOACTBO 110 XMPYPruyecKMM MMNnaHTaTam
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5. Tpuaepxvsaiite pasbem kabens Ans onepaLymoHHO!, YTOBbI MPefoTBPaTUTL HexenaTensHoe
crnbaHue OTBELEHUS BO BPEMS TECTUPOBAHMS.

6. Y6eauTech, YTO 3HAYEHUS MOSTHOMO CONPOTUBMEHNS SBASKOTCS NPUEMNEMbIMU, UCMOMb3Ys
KMMHUYECKOE MporpaMmupyioLLee YCTPOCTBO UMK MYMbT AUCTAHLMOHHOTO YNIPaBNeHMS.

7. OLLeHVITe pasmMellieHne oTeeeHna COOTBETCTBYOLWNMU METOLAMN. I'Ip|/| HeobxoaMMocCTH
OTperJ’II/IpyVITe pacnonoxeHne oTBedeHNa Un napameTpbl CTUMYNALNNA.

lMpumeyarue.  ToHkul 30HO.0meedeHus QOmKeH ocmagamsCa Ha Mecme Ha NPOMSKeHUU
gcell npouedypbi-eeo0a omeedeHus dns 'CM u e2o peaynuposku.

lpedynpexdeHue. Bbicokas nomHocmb 3apsida Moxem npugecmu K Heobpamumb v
nogpexaerusim mkaxel. KnuHuyeckoe npoepammupyrouiee
ycmpolicmeo-0zpaHuYum napamempsb! CmuMynsiyuu 6e3onacHsmu
3HaYeHUMU.

lMpedynpexdeHue. YeenuyeHue qucna NPOHUKHOBEHUL omeedeHUs nosbiwaem
6EepOAMHOCMb KPOBOU3TUAHUS. Ymobbiceecmu K MUHUMYMY
06eM HEOMITOXHOU pegu3uu omeedeHus, 80cnonb3ylimecs
MeXHUKamu. JIoKanusayuu yeneeoeo yyacmka, Hanpumep
peaucmpayuell. uHgopmalyuu ¢ NOMOWbI0 MUKPO31ekmpodos u/unu
guayanusayued.

8. Bbikntounte BFIC 3.

lpedynpexdeHue. Ecnu BIC 3 8kmoyeH 8 MomeHm omcoeduHeHus kabenel dns
0onepayuoHHo; Moxem.npou3olimu, HEOXUOaHHOE ycuneHue
cmumynsiyuu.

9. OTI'IYCTVITG KHOMKY Ha pasbeme kabens ans onepauynoHHOM, 4ToObl M3BNEYL OTBEJEHME.
[epxute KHOMKY 0TXaToM, NoKa-pasbEM kabens ans OnepaunoHHON He 6y,qu MOJTHOCTbIO
M3BNEYeH 13 0TBEAEHUA WU TOHKOro 30HAa 0TBEeAEeHNA.

10. OtcoenunuTe kabenb Ans oNepaLyroHHOI OT MIPOKCUMANLHOMo KoHLa oTBeaeHus ansFCM,
npoBeas pasbem kabens Ans onepaLoHHON CTPOro BBEPX W CHSIB ero.c oTeeaeHus ans FCM
11 TOHKOrO 30HAa OTBEAEHMS. [IeNCTBYIATE C OCTOPOXHOCTBHO, YTOBbI HE U3MEHUTL NONOXEHME
TOHKOr0 30H[a OTBEAEHNS BHYTpU oTBeaeHns ans TCM.

11. Y6epguteck, uto otBeaeHne ansiFCM He CMEeCcTUOCh C HY)XHOMo MecTa.
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TectupoBaHue Bo Bpems onepaumu ¢ nomouibio BIC 2, apantepa BIC,
kabenewn n yanuHutensa gna onepayuoHHom 1x8

1. MpukpenuTte yanuHuTens kabens Ans onepawyoHHON k kabento Ans onepaLyoHHOM
(PucyHok 14).

PucyHok 14. Kabenu n yanuuutens ana onepaumnoHHon 1x8

2. Y6eautech, 4to BINC 2 BbiKMioueH; MPOBEPUB COCTOSHUE CBETOBOIO MHAMKATOPa
cTUMynsTopa Ha BIC.

lpedynpexdeHue. -~ Bcezda omknwoyatime BFIC 2 neped npucoeOuHeHuem unu
omcoeduHeHueM y31108 kabesnel 0115 onepayuoHHOU 8 uensx
npedomepawieHusi HeoXudaHHOU CMUMYIALUU.

3. Moakntouute agantep BIC k.nopty BFAC 2 ¢ meTkoit CD-(PucyHok 15).

PucyHok 15. Mogknioyenune apantepa BMNC k BIC 2

4. BcraBbTe kabenb Ang onepaLyoHHoR ¢ yanuHuTeNemM B nopT agantepa BIIC ¢ meTkon 1-L
(PucyHok 16).

Ecnu ogHoBpemeHHo TecTupytoTcs ABa oTBeneHus ans [CM, nogkmiounte nesoe oTBeaeHe
ana FCM k nopty 1-L, a-npaBoe otBepenune ans TCM.— k nopty 2-R.

Pucynok 16. NMoaknioueHne kabens ans onepaunonHo 1x8 k BINC 2 u apantepy BINC

5. Ybenutech, 4To (hMKCUpYHOLWMIA pblvar Ha pasbeme kabens 4515 onepaLMoHHON HaxoauTcs B
OTKpbITOM (0) NonoxeHuu.
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6. BcTaBuMB TOHKMIA 30HA OTBEAEHMS!, NPOBEAMTE pas3beM kabenst Anst onepawyoHHoi Ha
MpOKCUManbHbIii koHew, oTBeaeHns ans FCM (PucyHok 17). Y6eauTteck, 4to 0TBeAEHME Ans
['CM BcTaBneHo NOMHOCTbIO.

lMpumeyaHue. ToHkul 30HA omeedeHust 6ydem 6biIxo0UMb U3 OMBEPCMUS, PACNOIOKEHHO20
Ha pa3beme kabens 05151 onepayuoHHol c3adu, koeda omeedeHue Onsi [CM
8CMaBEHo, kKak nokazaHo Ha PucyHok 17.

7. YpepxweaiTe otBegeHne ana FCM Ha mecte. CABUHBTE (OUKCUPYHOLLMIA pblyar B NOMOXEHWE
cukcaumu (1) (PucyHok 17).

Pucynok 17. Npucoegutenne orsepenuns ans FCM k pasbemy kabens ans
onepauuoHHoi 1x8

8. Mpunepxusaiite pasbem kabens Ans onepauyoHHol, 4ToGbl-MpeaoTBpaTUTL HexenaTensHoe
crinbaHne 0TBENEHNs BO BPEMS TECTUPOBAHMS!.

9. YBeanTech, 4TO 3HAYEHMS NOTHOMO COMPOTUBMEHNS ABNSIOTCS MPUEMMEMbIMM, MCTIONb3YS
KNUHMYeCKoe NporpaMMUpYIoLLEee YCTPOMCTBO UMM NyIbT AUCTAHLMOHHOMO YPaBMEeHMS.

10. OueHuTe pasMelLLeHie 0TBEAEHUS COOTBETCTBYOWMMI MeTOAaMM. T1py HeobX0aMMOCTY
OTPErynupyinTe pacnonoxeHne 0TBeAEHNS UK NapaMeTPbl CTUMYTISLMN.

lMpumevaHue. .~ ToHKUU 30HO QOMKeH. 0cmasambCs Ha Mecme Ha. npomsikeHuU. ecell
npouedypsI.esoda omsedeHus dns [CMu e2o peaynuposku.

Mpedynpexderue:. -Bbicokas nnomHocms 3aps0a Moxem npusecmu K Heobpamumbim
nospexoeHuam mkaHell. KnuHudeckoe npozpammupyowee
yempolicmao oepaHuyum napamempb) cmumynsyuu 6esonacHsimu
3HaYEHUAMU.,

lNMpedynpesxdeHue. - YsenuyeHue Jucna NPOHUKHOBEHUL omeedeHuUs nosbIaem
86p0AMHOCMb KPO8OU3TUAHUS. Ymobbi c8ecmu K MUHUMYMY.
0bbem HeommnoXHoL pesu3uu-omeedeHus; 80cNOMb3yLimecs
MeXHUKamu foKanu3ayuu-yeieso20 yyacmka, Hanpumep
peaucmpayueti UHopmayuu ¢ NOMOUIbI0 MUKPO31ekmpodos u/unu
gusyanu3ayued.

11. Boikntounte BINC 2.

Mpedynpexdernue. Ecnu BIIC 2 skrtoyeH 8 MoMeHm omcoeduHeHus kabenel 0ns
onepayuoHHoli,- Moxem npou3solimu HeoxudaHHoe ycuneHue
cmuMynsyuu.

12. CABMHbTE (HUKCUPYIOLLMIA pbivar B OTKpbITOE nonoxeHue (0), OTknounTe pasbem 1
YANMHUTENb kabens Ans onepaLyoHHON OT NPOKCMManbHOro KoHUa oTBeaeHus ans F'CM.

13. Y6epgutech, uto otBeaeHne ans FCM He cMeCTUNOCh C HY)XHOMa MecTa.
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3akpenneHue otseaeHuns ana FCM
Mocne pa3meluenus oteegeHus ans FCM ero HeobxoaUmo 3akpenuTb.

OcmopoxHo! [pu 3akpennerHuu omeedeHus onst FCM nocmapalimeck ozpaHuYUMb
go3delicmeuie Ha MECmMO UMNIaHMayuu.

1. Ypanute orpaHniuTens OTBEAEHWS, OTKPYTUB BUHT 1 OTCOEAMHUB OrpaHNuUTENb OTBEAEHUS
ot oTBeaeHus ans FCM.

2. MegnneHHO BTSHUTE KaHIOMIO 10 NOMNOXEHWS HENOCPEACTBEHHO HAZ TPenaHaLMOHHbIM
OTBEPCTMEM, NPOLBUHYB €€ Had MPOKCUMAnbHOM YacTbio otBegeHus anst CM. MocTapaiiTtech
OrpaHW4NTb BO3AEMCTBIE Ha MECTO UMMIAHTUPOBAHHOIO OTBEAEHUS.

3. Bakpenute oteeaeHre ans FCM Ha mecte. He uarnbaiTe u He NpUKPENSIATE HX OLMH U3
Y4aCTKOB MaTpyLybl, BKIOYAS AMUCTabHbIA OTPE30K OTBEAEHUS, PN dhmKcaLmm.

a. - Yrobbl BOCNONL30BATLCS, KDLILLKOM AMNS TPENaHALMOHHOM OTBEPCTUS, CM. pasaen
“‘Baujuma omeedeHusi 0nsi FTCM-¢ nomowbto Kpb KU Ons-mpenaHalyUoHHO20
omeepcmus” AaHHOro PyKOBOACTBA U BbIMONHUTE aTanbl 4—12.

b. Kpome TOro, MOXHO MCNONb30BaTh NOAXOAALLME HANONHUTENN N MUHW-NNACTUHbI,
O0CTYyNHbIE B npo,ua»(eﬁ [epen McnonbL30BaHMEM MUHW-NNACTUHDI Y6eﬂ,MTer, 4TO TOHKWNA
30HA CHAT C-OTBEAEHUA.

3awura otBeaeHns ansa TCM ¢ noMoLbio KpbIWKK AN TpenaHauMoHHOro
oTBepcTUA

4.. MoBepHUTE NOAKOBOOBPA3HBINA KOHEL, MHCTPYMEHTA s PasMELLEeHWsI/yAaneHus, Hanpasme
€ro TaK; kak Heobxoammo (PycyHok 18).

C

PucyHok 18. HanpaBneHue BpaleHns noakoBoo6pa3HOro KoHua

5 3awwura oteaeHus Ans FCM npoTecTupoBaHa ¢ Ucnonb30BaHMEM MaTepuara Ans-3anofHeHs NycToT B KOCTAX
Biomet Mimix QS, TTaH0BOM MUHK-NNACTUHLI Ha 12 MM Stryker, TUTaHoBbIX BUHTOB Stryker 1. pykaBa Ans LWBOB C
pa3pesom Ha 1 cm Boston Scientific. HeonybnukoBaHHble AaHHbIe.

PYKOBOACTBO 110 XMPYPru4ecKMM MMNNaHTaTam
92495783-03  Crp 149 13 229



CucTembl rnybokoit CTUMYNALMM ronoBHOro mosra Vercise™

5. TMpukpenuTe dukcatop Kk NOAKOBOOBPA3HOMY KOHLYY MHCTPYMEHTa NSl pasMeLLeHus/yaarneHus.
LUTMdT M BLICTYN Ha NOAKOBOOBPA3HOM KOHLIE 3TOrO MHCTPYMEHTa COOTBETCTBYIOT OTBEPCTUHO
A5 BbIcBOOOXAEHMS chrkcaTopa 1 3akpbiBatoLen Bblemke (PucyHok 19).

OcmopoxHo! He peaynupylime pacnonoxeHue nodkosoobpa3Ho20 KoHUa UHCMpymMeHma
0ns.pasmeleHus/y0aneHus nocne npuKkpenneHus ghukcamopa.

PucyHok 19. Mpukpenrenue dukcaTopa k NoAKOBOOGPa3HOMY KOHLY
MHCTPYMEHTa

6. Crabunuanpys oteegeHue ans 'CM, oCTOPOXHO pasmecTuTe UKCaToOp Haf OCHOBaHUEM,
4yTobbl-0TBeAeHNe Ans [CM 6blno pacnonoxeHo B OTKPLITOM KaHane dukcaTtopa.
Pacnonoxure tukcaTop Takum 06pa3om, 4Tobbl CTaTUYECKAs CTOPOHA OTBEPCTUS Haxoamnach
HanpoTuB oTBeAeHus (PucyHok 20).

PucyHok 20. Pacnonoxetue ¢pukcatopa Ha ocHOBaHUN

7. TlpoTonKHUTE (MKCATOP KHI3Y-OCHOBaHNS. YBeAUTECh, YTO (OUKCATOP NOMHOCTbI0 YCTaHOBNEH
Ha OCHOBaHve.

PykoBOACTBO MO XMPyPru4eckinM UMNaHTaTam
92495783-03  Crp. 150 13 229



WMmnnanTtaums cuctemsl FCM

8. TMomecTuTe 3a0CTPEHHbIN KOHEL, MHCTPYMEHTA ANS pasMeLLeHNs/yaaneHs B 3aKpbiBatoLLyio
BbIEMKY MIV B N0OOM MecTe BAONb NON3yHKa Ha dmkcatope, 4To0bl NPOTONKHYTh MON3YHOK
B HanpaBneHun otBeseHns ans FCM, noka oH He 3athUKCUPYETCS B HY)KHOM MECTe.
Vicnonb3yiiTe 3a0CTPEHHbIN KOHEL, MHCTPYMEHTa Ans pa3MeLLeHns/yaanerus, Ytobbl
NPUNOXUTL AaBREHWE K AALIEBOI YaCTW NON3YHKa B MPOTUBONONOXHOM HanpaBneHn u
obecneynTb NonHyto. vkcaLyto nonsyHka (PucyHok 21).

PucyHok 21. BnokupoBka non3yHka

9. YpanuTe TOHKWW 30HA, OTBEAEHUS.
OcmopoxHo! He ecmasnstime moHkuii 30H0 8 omeedeHue 011 'CM nosmopHo,
noka omeedeHue dns FCM Haxo0umcs 8.20/108HOM M032e, NOCKOTbKY
3mo moxem nospedums omeedeHue 05151 FCM u/unu npuyuHums eped
nayueHmy.
10. OcTopoxHo pasorhute otegeHne ans TCM v paamecTuTe ero:BHyTPH OBHOIO U3 YeTbIpex
BbIXOJHbIX OTBEPCTUIA NS OTBEAEHUS B OCHOBAHWM KPbILLKM AMS TPENaHALMOHHOMO 0TBEPCTUS
(PucyHok 22).

/ W

oLl N
o
N
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PucyHok 22. Pasmeujenue otBeaeHus gns FCM B BbIXOG4HOM OTBEpPCTUM ANis
oTBeAeHUs

OcmopoxHo! 3akpenume omsedeHue Ans [ CM ¢ nomowbko 861Xx00H020 omeepemust
0n1s1 omgedeHusi, YmobkI OHO pachonazanock npUBNU3UMesTsHO
nepneHOUKYISPHO KaHary gukcamopa.
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11. DononHutenbHo. Mpukpenute otBeaeHue ans FCM k JONOMHNTENBHOMY BbIXOAHOMY
oTBepcTyio Ans Ao6aBouHoM ukcaumuu (PucyHok 23).

PucyHok 23. PaamelyeHue otBegelunsa ansa FCM B 4ONONHUTENLHOM OTBEPCTUM ANA
oTBeAeHus!

12. BcTaBbTe KONNAYOK KPbILLKWA 45 TPENaHaLUMOHHOTO OTBEPCTHS B.OCHOBAHIWE, COBMECTUB PYUKM
Konnauka ¢ 0TBEPCTUSIMM [Nl KONNayka B OCHOBAHNM.

lpumedarue. Bam moxem noHa0o6UMbCS Haxamb. pyyKy Konnayka eHympb, Ymobb!
NONHOCMBLI0 8CMagumb €20:

13. YpanuTe cTepeoTakCcuyeckyo pamky v CUCTEMY-MUKPONPUBOAA.
14. Ecnu U'M umnnaHTUpoBaH BO BpeMs OTAENLHOM onepauum:

a. BeeauTe npokcumanbHbI koHell oTBeaeHus ana TCM B MarxeTy oTBefeHNs A0
OCTaHOBKI.- PekoMerayeTCs pasmeLlath pykas Ans LWBOB.HA OTBEAEHUH, YCTAHOBIIEHHOM
B 1IEBOM MOMNYLLIAPNM TOMIOBHOTO MO3ra, YToObl cnocobCTBOBATL NOCTeaytoLLEMY
pasnuyeHunio 0TBEAEHMIA.
TlNpumeyaHue. - [TpokcumansHb il koHey omeedeHus ns [CM Heobxodumo nomHoCMbH
8cmasumes 8 Marxemy omee0eHusi, ymobb | Ghukcupyrowuli-pykas buui
pacnornoxeH nod cmonopHsiM.8UHMoM. (PucyHok-24).

C H]]]:.]]I[J_ s MpasALHO

( rm]m]]ﬁ/: HenpasustHo

PucyHok 24. 3akpennenue oTBefeHus ans TCM B MaHxeTe oTBeAeHUs

MpumevaHue.  Qukcupyrowuli pykas MOXHO JTe2k0 OmALUYUMb OM KOHMAaKmMos.no
6onbweli-OnuHe-(PucyHok. 25).
MpokcumanbHbIN KOHew, oTBegeHus ans FCM Ha 8 KOHTaKToB
(A EEEEEEES

KoHTakTbl
PUKCUpYHOLWMA pyKaB

PucyHok 25. ®ukcupyowmin pykas
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b. TMpoBeauTe AMHAMOMETPUYECKIN KITHOY Yepes LUeMb B NEPEropoziKe, PacroNOKEHHYO
CBEPXY MaHXETb! OTBEAEHMS.

c. 3ataHute CTOMOPHbIN BUHT [0 LLENYKa AMHaMOMETPUYECKOTO KNtoda — 3TO YKaXeT Ha TO,
4TO CTOMOPHBIN BUHT MOSHOCTBIO 3aKPEmneH.

Mpumeyarue. Ymobbl 3amsaHymb cmMONOPHbIL 8UHM, 00HOU pyKOU 803bMUMECH
3a OCHOBaHUe MaHxxemb! omeedeHus, a Opy2oli epawjalime
OuHamomempuyeckull KoY no Yyacogol cmpeske 00 wemyka — 3mo
6y0em 03Ha4aem, Ymo CMONOPHbIL BUHM NOHOCMbIO 3aKPENeH
(PucyHok 26).. Ymobb1 ocnabumes cmonopHbIl 8uHm, 8pawalime
OuHamomempudecKull KH4-npomug 4acogoli Cmpesku.

PucyHok 26. 3aTsirmBaHme CTONOPHOrO BUHTa

OcmopoxHo!' Kpymsawuli momerm duHaMoMempuUYeCcKo20 KiToya 02paHUYeH,
4ymobbi npedomepamumb Ype3MEPHOE. 3ams2ugaHue CMonopHoO20
8UHMa. Mcnonb3ytime monkKo KoY, 8X00swuli 8 Komniekm
nocmasku, NOCKObKY Opyaue UHCMPYMEeHMbI MO2Ym-npugecmu K
Ype3MePHOMY 3amsi2uBaHUI CMONOPHO20 8UHMA-U NOBPEXOEHUI0
omeedeHus Onsi [CM.

d. CospgaiTe TyHHENb 4718 NPOBEAEHNS MPOKCUManbHOTO KoHLa oteeaerus ans-TCM go
Tpebyemoro pacnosioxeHus pasbema yanunutens ans-FCM.
OcmopoxkHo!  PasmeuwjeHue pasbema yonuHumens e 0bacmu weu Moxem nogbicums

puck cbost ycmpolicmea u3-3a NOBMOPSHOUYUXCH-O8LKEHUT Weu.

e. CospaiTe KapMaH Nog KOXern Anst u3nuwkos oteeaeHNs ans FCM 1 MaHXeTbl OTBEEHMS:

f. CkpyTuTe nanuwHmit Matepuan oteeaenns ans I CM. noa koxeit ronosbl B
COOTBETCTBYIOLLMIA KapMaH, Noka He OyAeT roTOBO- MOLCOeAMHEHE K YATMHATENHO
OTBEJEHMS.

Mpumeyanue. Omeederue Onsi [CM moxem noOKmo4ambCsa K yonuHUMento
omeedeHus u UM nymem omdernbHol onepayuu.

15. Ecnm npumeHumo, M. pasgen ‘Umnnanmayusi cucmembi -CM” gaHHOTo pykoBOACTBA U
MOBTOPHO 03HAKOMbTECH CO BCEMM NpeablAyLUMMM NPUMEHUMBIMI Nogpa3aenamu, 4tobbl
MMNNaHTUpoBaThb BTopoe oTBeAeHWe ans FCM.

16. Micnonb3ayiiTe MHCTPYMEHT ANs TyHHenu3aLmm inbo COOTBETCTBYHOLLME CPEACTBA, YTObLI Co3aaTh
TYHHENb Ans BToporo oteeaeHns Ans [CM Ha Toi e CTOPOHE, YTO M.MepBOoe OTBEAEHME.

17. 3akpoitTe paspesbl.

PyKoBOACTBO 110 XMPYPruyecKMM MMNnaHTaTam
92495783-03  Ctp 153 13 229



CucTembl rnybokoit CTUMYNALMM ronoBHOro mosra Vercise™

TyHHenu3auus yanuHUTens oTeedeHus

C6opka MHCTpYMeHTa Ans TYHHeNU3auum

WHCTpyMeHT ans TyHHenuaaunn (PucyHok 27) n Tpybodka noctaBnstoTes Ans obnerdexms
TYHHENU3aLUW YANMHUTENS OTBEAEHNS.

<€— PyuKa MHCTpyMeHTa

CTepxeHb

PucyHoK 27. UHCTPYMEHT Ans TyHHeNnM3auuu

1. TpukpenuTe pyyky MHCTPYMEHTa ANS TYHHENW3ALWM K-CTEPXHIO, NOBEPHYB (UKCUPYIOLLNIA
MEeXaH13M Mo YacoBOW CTPENKe:
a. [poTonknuTe hUKCUPYHOLLIMIA- MEXaHN3M'Y OCHOBAHWS PYYKU MHCTPYMEHTA Ha CTEPXKEHD.
b.- YnepxuBas pyyKky MHCTPYMEHTA W KOHYMK MHCTPYMEHTA ANs TYHHEeNM3aLmu, BpaLyanTe
CTepXeHb Brepes 1-Hasaf, NoKa pyyKa He «CAOET» Ha CTEPKEHb.

c. . Kpenko ynepxusasi KOHew, MHCTPYMEHTA ANS TYHHenmu3aLum, YTobbl COXpaHsTL
HeNOABWXHOCTb CTEPXKHS, NOBEPHUTE (IMKCUPYIOLLIMIA MEXaHIN3M N0 YacoBOW CTPENKE,
noka OH He DyaeT 3akpenneH.

Co3paHue kapmata UFU v TyHHens yanuHuTens oTBeaeHNs

1. Cosgaite kapmaH. UMM niog koxei B 06riaCTyt rpygHON KNETKW UMK KWBOTa MO TOKe CTOPOHE Tera
nauyeHTa, B KOTOPON HaxoauTcs coeanHerne oteeaeHUn ans FCMu yanuHuTenen oTBeaeHuin:
a. OtmeTbTe pacnonoxerue kapmaHa U,

b. Wcnonbayiite npepocTaBneHHbIit wabnoH UM, 4tobbl 04epTUTH Npeanonaraembii
kapMaH 1 06ecneymnTb ero onTMMarnbHbIn pasmep.

lMpumevarue.” Pa3mep kapmaHa domkeH bbimb-Hacmorbko Mas, Yymobbl I He
NEPEBEPHYICS.

c. Henepesapsikaembie UMM [omkHBI UMAQHTUPOBATLCS Ha rnyouHy: He 6onee 2,5 ¢m.
Mepe3sapsikaemble VM- gomKkHb! UIMMNAHTUPOBATLCS Ha rMybuHy He Bonee 2 cm.

Ha rnybuHe Gonee 2,5 ¢cm 06MeH AaHHbIMK, B TOM-Y1CIE IPOrPaMMUPOBaHIE YCTPONCTBA,
CTaHOBUTCS HEIhHEKTUBHBIM.

3apsaka UMM moxeT 6biTb HeaddeKTUBHOI Ha rnybuHe MeHbLue 0,5 Cm unn bonblue 2.cm
(Tonbko ans nepesapsikaembix ATN).

lMpumeyarue. OepaHuydeHrue enybuHbl(2,5 cm) He npumersemes Kk UM Vercise
PC (DB-1140). OzpaHuyeHue enybuHblHe NpUMEHSemcs KO 6CeM NPoYUM
Henepe3sapsikaembiM MU komnaHuu Boston Scientific.

MpumeyaHue. Ymobbi nposecmu MPT ecez2o mena, y6edumecs, ymo UM
UMNAaHMUPOBaH CO2TaCHO UHCMPYKYUSM 8 YKa3aHUsX 8 OMHOWeEHUU
MPT ImageReady™ dns cucmem-['CM Boston Scientific.
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2. OTMeTbTe MapLLpYT TYHHENU3aLmMK OT MecTa pacrnonoxeHus kapMaHa U o paspesa Hag
YXOM BO3Jle MaHXeT OTBeAESHUH.

3. BBepuTe COOTBETCTBYHLLMIA MECTHbIV HECTETUK BOOMb MapLUPyTa TYHHENM3aLmm.

OcmopoxHo! Cnedume 3a mem, Ymobbl He NPOKoIOMb U He hospedums omeedeHue 0isi
'CM unu dpyaue KOMNOHeHMbI, 88005 MECMHbIU aHECMEMUK.
4. Tlpn HeO6XOAMMOCTM COTHUTE MHCTPYMEHT L1151 TYHHENM3aLmm A0 HYXHON hopMmbl.
OcmopoxHo! He ceubaiime hukcupyrowjue coeOUHEHUSI.
5. Co3apailTe MOAKOXHbI TYHHEMb OT pa3pesa Haf, yXOM BAOMb MapLUpyTa TYHHENW3aLun 4o
kapmaHa U8
IpedynpexdeHue. bydbme eHuMamebHbl, YmobbI He 3a0emb 8axHbie CMPYKMYypb!
800/ Mapwpyma myHHenu3ayuu, Hanpumep Nne4Yesoe HepeHoe
CremeHue U SpemMHYI0 8eHy, NOCKOMbKY 3Mo MOXem npuduHUMb
8ped nayueHmy.
6. -Korga KoHYMK MHCTPYMEHTA Al TYHHeNM3aLmm NoNHOCTbI0 0BHAXMUTCS, OTKPYTUTE U yAanuTe
PYYKy MHCTPYMEHTa Ans TyHHenu3aLun (PucyHok 28).

PucyHok 28. CHATUE pyyYKU MHCTPYMEHTa ANs TYHHENU3aLuumn

7. Kpenko BO3bMUTE KOHUMK MHCTPYMEHTA ANst TYHHEMU3aLmMi-0fHOM pyKOW 1, YAepKuBas
TPpYGOUKY Ha MECTe AIPYroi PYKOiA, BBITSHUTE CTEPXEHb 13 TPYGOUKM.

8. TpoTONKHUTE NPOKCMMAnbHbIE KOHLbI YATIMHUTENEN 0TBeAEHNIA Yepes TPyOoUKy, 3aTem
ybepuTe ee.

9. W3enekute TpyGOUKY MHETPYMEHTA NS TYHHENN3aLMM.

10. [lononHuUTeNbHO. 3aKkpenuTe pasbem YANMHUTENS OTBEAEHMS Ha DacLiym, NCnonb3ys LBk W/
WK pyKaea fns WBoB.
OcmopoxHo! He ucnonb3ylime nonunponuneHossit WosHbIl Mamepuan, NoCKObKY
OH MoXem nogpedums pykas 0ns weos. He Haknadbigalime web!
HenocpedcmeeHHo Ha yonuHumesne omeedeHusi U'He ucnonb3ylime
KpoBOOCMaHagnusalowull 3aXum.Ha kopnyce yonuHumens omee0eHus:
3mo mMoxem Hapywums U30MAYUI0 yONUHUMens omeeoeHus.

6 TyHHenu3aums TecTMpoBanach C NOMOLLbK) MHOrOPa3oBbIX MHTPOABIOCEPOB NEPUTOHEANbHBIX LYHTOB
Integra pasmepom 46 cm, 61 cm 1 70 cm (Mogenun 901218, 901224, 9MD270) co CMeHHbIMU KaHIoNsMM Anst
nepuTOHeanbHbIX WyHToB (Mogeny 901118, 901124, 9MN170). HeonybnmkoBaHHble AaHHbIe.
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MoacoepauHeHune otBegeHuns gnsa FCM k yanuHutento
oTBeAeHus

O6HaxeHue oTBeaeHus ansa FCM

1. Tponanbnupyiite MaxeTy oTBefieHns n otBeaeHue ans FCM nop koxei ronoBb.

2. OTmeTbTe 1 caenaiiTe paspes Ha-KoXe ronosbl, 4To06bl 06HaXMTb MaHXeTy oTBeaeHus. byabte
OCTOPOXHbI, 4TOBbI He NOBPEANTHL U He nopesaTb oTeaeHme ans FCM.

3. Obnaxwte otBeneHue ans FCMm MaHxeTy 0TBeeHNs Yepes paspes.
4. C.nomoLLbi0 AMHAMOMETPUYECKOTO KIKoYa yAaniTe 1 BbIopocuTe MaHXeTy OTBEAEHMS.

Mpumeyanue.~ Ymobb! ocriabumes cmonopHbIli 8uHm, epawatime duHamMoMempuyeckull
KImiod npomue yacogoli cmpesiku. Ymobbl 3amsHymb CMONOPHbIL 8UHM,
gpaujalime OuHaMoMempuYeCKULl KITKoY N0 Yacogoli cmperike.

5. TlpocywumuTe npokeuManbHbIi KoHew, oteefeHus ans FCM.

MopcoeaunHenne otBepenuna pgna F'CM k yanuHutento oTeeaeHuUA

CTONOpPHbIN BUHT

e

YonuauTtens OT1BepeHue ana 'CM

PucyHok 29. OtBepeHue ans F'CM 1 pazbem yanvmHuTens oTBeAeHUs

1.-YBepnutech, YTo, CTONOPHbINA BUHT HE OrpaH4MBAET BXOAHOE OTBEPCTME pagbema
YAAVHUTENS OTBEAEHMS, OTKPYTUB CTOMOPHBIN BUHT-Ha OQMH Wiu [Ba 060poTa ¢ MOMOLLbI0
[AMHaMoMeTprUYeckoro kntoua (PrcyHok 29).
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2. BosbmuTech 3a otegeHve ans FCM psgom ¢ duKcpyroLwmM pykaBoM 0aHON pyKoid. [ipyron
PYKOV BO3bMUTECH 3@ YANMHUTENb B LIEHTPe pasbemMa yanuHutens (PucyHok 30).

Mpumeyanue.  bpambcs cnedyem 3a xecmkull yyacmok omeedeHus1, Ymobbi usbexamb
€20 C/1yyaliHo20 usauba unu NepexpyyUBaHUSs U 803MOXHO20 yuiepba
omeedeHuI0 Npu 86e0eHUU 8 Pa3beM yOnuHUMens.

PucyHok 30. Bozsmutech 3a otBeaeHue ans FCM v LeHTp pa3bema yanvuHutens
oTBeAeHNs nepea BBeAeHNEM

3. MpotonkHute otegeHune A MCM B pasbem yANUHUTENS OTBEAEHMS, NOKa KOHTaKThI
oTBeaeHus ans F'CM He COBMeCTATCS C KOHTakTaMu YANUHUTENS. B 3TOT MOMEHT He
3aTsirBaiiTe CTOMOPHbIE BUHTB.

OcmopoxkHo! Bo spemsi egedeHus He uzaubalime u He nepekpyyugalime npOKCUMAabHYHO
Mampuuy.omeedeHus; Xecmkuli yyacmok kopnyca omgedeHus psdom ¢ Hell
U pasbem yonuHumensi omeedeHusl.

Mpw MCNoNb3oBaHUN YAMHUTENS OTBEAEHNS HA' 2X8 KOHTAKTOB PEKOMEHLYETCS BBOAUTL
oTBeaeHve ons FCM ans neBoro-nonyLuapus B nopT-C-30M10TMCTbIM BIOKOM pa3kema, a
otBefeHne ans FCM gns npagoro nonyllapus — B'NopT ¢ cepebpucTtbiM 6MOKOM passema
YANVHUTENS OTBELEHMS.

Bbl MOxeTe NOYyBCTBOBATb HEKOTOPOE CONPOTUBIIEHNE NPK BXOAE KaX0ro KOHTaKTa

B pas3beM yanuHuTena otseaeHud. BbI JOMmKHbI UIMETH BO3MOXHOCTbL BUAETE KOHTAKTbI
OTBEAEeHMA Npu UX NPOXOXAEHNMN Yepe3 pasbem yalMHUTENA 0TBeAeHNA. Bbl MOXeTe
NoYyBCTBOBATL AOMNONHNTENBHOE COMPOTUBIIEHNE NPU COBMELLIEHUW NOCNEAHEro KOHTaKTa.
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4. BuayarbHo ybeauTech, 4To anektpofsl 0TBeaeHus Anst TCM cOBMELLEHbI C KOHTaKTaMy
yAnuHuTENs oTBeaeHms (PucyHok 31).

Ecnu anekTpoabl He COBMELLEHbI C KOHTaKTaMu, NPOLOMKanTe YAepK1BaTb 0TBEAEHME AN
I'CM psigom ¢ GhrKCHpYIOLLMM PYKaBOM 1 NPUMOXMUTE ycunne, 4ToObl NPOABUHYTb KOHTaKTbI
[0 COBMELLIEHNS C KOHTaKTaMu yAnuHUTEns oTBeaeHus. [pn HeobXxoanMOCTH crierka BTSHUTE
OTBeeHue, a 3aTeM MOBTOPHO NoAalTe KOHTaKTbI A0 HaAMexallero CoBMeLLeHus. B aTot
MOMEHT He 3aTAMMBaiTe CTOMOPHbINA BUHT B pasbeMe YAMHUTENS OTBEAEHNS.

lMocne nonHoro BBeAeHNs 0TBeeHus Ha 8 koHTakToB DB-2201 unu DB-2202 B yanuuutens
Ha 8 KOHTaKTOB (hMKCMpYIOLLMIA pykaB BonbLue He Byaet BuaeH. MonHoe BBEAEHME 1
BBIPaBHMBAHWE AOMMKHbI NOATBEPKAATLCS BU3yanbHLIM COBMELLEHNEM BCEX KOHTAKTOB.

Mpumevarue: - Obg3amenbHO.NOAHOCMbI0 6cmasbme omeedeHue 0ns 'CM 8 pasbem
yOnuHumens omeedeHus, Ymobbi chukcupyrowiuli pykas bbim pacnonoxeH
nod ¢MmonopHbIM 6UHMOM.

MpaBunbHO HenpaBunsHo

PucyHok 31..CoBmewenue otBeaeHus ans 'CM B paznbeme yanvHuTens oTBeaeHUs

5. “Yrobbl noakntounTs BTOpoe oTBeAeHMe Ans. [CM ko BTOPOMY YANMHUTENIO OTBEAEHNS, CM.
pasnen “ObHaxeHue omeedeHus Onsi FCM” paHHOro pykoBOACTBA M NOBTOPUTE 3Tanbl 1-5
ans obHaxeHus oteefenus ana FCM. 3atem cm. pasgen “TlodcoeduHeHue omeedeHusi
0na.LCM k ydnuHumennto omeedeHus” RaHHOTO PYKOBOACTBA W NOBTOpUTE aTanbl 1-4 Ans
MOAKTIYEHNS YAMHUTENS OTBEAEHNS:

6. B.aTOT MOMEHT He 3aTArvBaNTE CTOMOPHBIE BUHTbI:

lpumeyaHue. Bce Heucnhonb3yemble nopmbi y@ﬂUHumeﬂﬂ omeedeHus cnedyem 3aKpbimb
3@z2iywkol omsepcmus.nopma. 3amsHume CMONOPHbIe-8UHMbI Ha 8CEX
3az2ywKax omeepcmut nopmos.
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MmnnanTtauma UK

1. Tepen umnnanTaupen yoeantecs, uto UM 3apshkeH (Tonbko Ans nepesapskaemblx
cTumynsTopos). Cm. pasgen “MpedsapumenbHbie ycrogus” HACTOSALLETO PYKOBOACTBA.

2. BcrasbTe, a 3aTeM CHUMMTE 3arnyLuki ¢ oTBepcTuid noptoB UMM, utobsl yoeanTbes, uto
CTOMOPHbIE BUHTBI HE BIIOKMPYIOT pasbem.

3. [lpoTpuTe KOHTaKTbl yANMHUTENEN OTBEAEHNIA.

4. BcrasbTe yanuHuTenn oteeaeHunin B-nopt UIMA. OcobeHHocT Mofienei cM. B pasgene
“TModknroqeHue k MM’ AaHHOr PYKOBOACTBA. B 3TOT.MOMEHT He 3aTsrvBaliTe CTOMOPHbIE BUHTLI.

Mocrie NonHoi BCTABKY KOHYMK YANMHITENS OTBEAEHMS NPOCKOMB3HET B 3a4HIOK YacTb nopTa
UM, a duKkeupyioLmi pykae yanuHUTENs oTeeaeHNs GyaeT pacrionioxeH Nof CTONOPHbIM BAHTOM.

OcmopoxxHo! Ybedumech, Ymo yonuHumesns omeedeHus npaguribHO 6CMagsieH 8 nopm
U, nposepug 3HayeHus1 NofHO20 CONPOMUBeHuUst neped 3amseusaHuem
CMONOPHO20 8UHMA. 3amseusaHue CMONOPHO20 BUHMA Ha KOHMakme
Moxem nospedums yanuHumesTs omeedeHus.

5. BuayanbHo npoBepbTe, YTO KOHTAKTBI YANMHUATENS OTBEAEHWS COBMELLEHbI C KOHTAKTaMy Ha
ocHoBaHun M. Yoeantech, UTo (UKCHPYIOLLMIA pyKaB YANMHUTENS OTBEAEHUS PacroNOXeH
HEenoCpeACTBEHHO MO CTONOPHbLIM BiHTOM B nopte UM (PucyHok 32).

®ukcupyrowmin pykas
— ’_\ HenocpeAcTBEHHO Noa
)/ CTOMOPHBLIM BUHTOM
miiinnii i@ )
/e NN

PucyHok 32. CoBMelLeHne KOHTaKTOB yanuHuTeNs oteeaeHus B nopte UCU ana FCM

MpumeyaHue. OukcupyroLWUL pykag MOXHO fI€2ko OMUYUMb Om KOHMakmoe no.60osbwel-dnuHe
(PucyHok 33).

npOKCMMaJ'IbeIFI KOHelU yannHuTens orteegeHusd

[N EEEEEEES 2
I I

KoHTakTbl

dukcupyowWwmin pykas

PucyHok 33. ®ukcupyrowmin pykaB Ha yanMHUTene oTBeAeHUs
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6. Yrobbl BBECTV OCTaBLUMECS YOMMHUTENM OTBEAeHU B nopTel UTW, noBTopuTe atansl 1-5
(pasmen “Umnnanmayus MM aaHHoro pykoBOACTBA). BeTaBbTe 3arnyluki 0TBepCTUiA NOPTOB
WV Bo BCe OTKpbITbIe Hencnonb3yemble nopTsl M.

7. TIpOKOHTPONMPYITE 3HAYEHMS NOMHOIO COMPOTUBIEHNS, YTOObI IPOBEPUTL COEAMHEHMS,
npexze YeM 3aTAr1BaThb CTONOPHBINA BUHT:

a. YactuyHo nomectute UM B NOSKOXHBINA KapMaH.

b. [poBepbTe 3HAYEHMS MOHOrO CONPOTUBIIEHMS C MOMOLLBHO NYTbTa AUCTaHLUMOHHOM
yrpaBIIeHNs Ui KIIMHUYECKOrO NPOrpaMMMPYHOLLEro YCTPOIiCTBa.

8. TpoBeauTe OUHAMOMETPUYECKWIA KIioY Yepes Lenb B Neperopoake, PacronoxXeHHYIo Ha
BokoBot noBepxHocTn ocHoBanus I (PucyHok 34).

9..3aTsHMTE CTOMOPHbIN BUHT B 0CHOBaHWM U o Lienyka AMHAMOMETPUYECKOTO KMtoYa; 3T0
YKaXeT Ha TO, YTO CTOMOPHBIV BUHT MOMHOCTLH 3aKPENIEH.

MpumeyaHue. Ymobbi 3amsHymMb cMONOPHKIT 8UHM, 8palalime OUHaMOMEeMPUYECKUL
KITio4 no Yacogoll empesike. Ymobbi ociabums cmonopHb It 6uHM, epaujalime
OuHaMOMempUYECKUL KIoY npomue 4acosoli Cmpesiku.

PucyHok 34. BBegeHne puHamomeTpuyeckoro kntova B ocHoBaHue UMM

OcmopoxHo! [JuHamomempuyeckul-KITtoy umeem-02paHuyeHue no Kpymsauemy
MOMEHMY, NO3MOMY CMONOPHbIL 8UHM HEMb35 3aMSHYMb CAUWKOM CUMBHO.
Mcnonb3ylime morbKo KoY, 8X00aWUl 8 KOMNIEKM NOCMagKuy, NOCKOMbKY
Opyaue UHCmpyMeHMb1.MO2ym npusecmu K-4pe3mepHoOMy-3amseusaHuio
€MONOPHO20 BUHMA U NOBPEXOEHUI. YANUHUMes omeedeHus.

Mpumeyarue. Ecnu ucnons3yemcs 3aefywika omeepcmus nopma VI, gce pasHo Heobxo0umo
3amsHymb CMONOPHbIU 8UHM 3a2MyWKU, KaK yKkasaHo.8.onucaHuu-amanos, 7-9
(pasden ‘Vimnnaxmauus MIM” daHHozo0 pykosodcmea).

10. MNosTopuTe atanbl 8—9 (pasnen ‘Umnnanmayus MFW” AaHHOTO PyKOBOACTBA), YTODbI 3aTAHYTH
CTOMOPHbII BUHT U Ha ukepytoLLEM pyKaBe KaXaoro U3 OCTaBLUMXCS YANMHUTENeN 0TBEAEHNA.

11. MpoBeanTe AMHAMOMETPUYECKU KITKOY YePes LLEMb B TIEPETOPOAKE, PACTIONOKEHHYI0 COOKY
pasbema YANMHUTENS OTBeAeHNs. YOeamUTeCh, 4To (MKCUPYIOLLMI PYKaB Ha OTBELEHUM ANs
I'CM no-npexHeMy HaxoamTCs MO, CTONOPHBIM BUHTOM YANMHUTENS.

12. 3aTAHNTE CTOMOPHBI BUHT B YANIMHUTENE OTBEAEHUS A0 LenyKa AMHAMOMETPUYECKOrO
KITtoua; 37O YKAXKET Ha TO, YTO CTONOPHBINA BUHT MOMHOCTBIO 3aKPENeH.
13. MNosTopure atanbl 11—12 (pasgen “‘UmnnaHmayus- UMM’ naHHoro pyKoBOACTBA) ANs BCEX
CTOMOPHBIX BUHTOB YANWHUTENS OTBEAEHMS.
MpumevaHue.  Ymobbi 3amsiHymMb CMONOPHbILBUHM, 8paujatime OuHaMOMeEMpPUYECKUL
Koy no Yacogoll cmperke. Ymobb1 ocnabume. cmonopHb It 8UHM, épalyatime
OuHaMoMempUYECKUL KIo4 NPomue-4acosou Cmperku.

PykoBOACTBO MO XMPyPru4eckinM UMNaHTaTam
92495783-03  Ctp. 160 13 229



WMmnnanTtaums cuctemsl FCM

14. NMomectute UM B noakoxHbI kKapMaH Tak, YTobbl BhirpaBupoBaHHas Hagnucs This Side Up
(3ol cTopoHoi BBEpX) Obina HanpaBeHa K Koxe napanmenibHo MOBEPXHOCTY KOXU.

lMpumeyaHue. He denalime kapmaH enybxe 2 cm Ons nepe3apsixaembix UM u
anybxe 2,5 cm — Ans Henepesapsxaembix UM Vercise Genus. Ha
2ny6ure 6onee 2,5 cm 0bmeH OaHHbIMU, 8 MOM YuC/e NPo2PaMMUpPO8aHue
ycmpoticmea, cmaHogumcs HeaghghekmueHbiM. 3apsidka UMW moxem
6bimb HeaghghekmugHoll Ha anybuHe meHee 0,5 cm unu 6onee 2 cm (Ons
nepesapsixaembix VIN).

lMpedynpexdeHue. . HenpasunbHoe pasmeweHue NN 8 kapmaHe moxem npugecmu K
NO8MOPHOMY XUPYpaUYeCcKoMY 8MeLiamernsCmey.

a.  CkpyTuTe M3BbLITOK ANVHBL YANVHUTENS OTBEAEHUS HUXe Ui Bokpyr nepumeTpa UTN.

TMpedynpexdeHue. M3bezalime pasmelyeHus usnuwkoe yonuHumenel omgedeHul
Ha 8HetwHel nogepxHocmu UMM, nockonbKy amo moxem
npugecmu K 3po3uu mkarel, HecmabunbHoOU c8a3u unu
npobiiemam ¢ 3apsdkoll.

b..-OononHutensHo. 3akpenute IV B hacumansHoiA-TkaHM, HAMOXWB LUBLI Yepes
0TBEpCTUS B.OCHOBaHWM U,

15. 3akpoiTe paspesbl.

OcmopoxxHo! 3akpbigast paspesbl, criedume 3a mem, Ymobbl He nospedums omeedeHue
0ns FCM, UI'W unu Opyaue umniaHmupyembie KOMNOHEHMBI.

MpumeyaHue. 3akpbigas pa3pes Had pasbemoM yonuHumens omeedeHus, opueHmupydme
pasbem yonuHUmens makum 06pasom, Ymobb! MUHUMU3UPOBaMb €20
8UAUMOCMb NoQ Koxed.
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MNopknioyenue k UTU

an NOAKNIOYEHUN yONUHUTENA 0TBEeAEHMA K nru pekomeHayeTca Ucnonb3oBaTb NpuBeaeHHbIe
HUXe KOH(UrypaLmm COeanHEHMS.
WU ¢ 2 noptamu (16 KOoHTaKTOB)

[ina noaknoYeHUs, ABONHOIO OTBEAEHUSA Ha 8 KOHTAKTOB € pa3fdeneHHbIM yanuHUTENeM
otBegeHus DB-3128 k UT'U ¢ 2 noptamu:’

a. . Mogkntoumte Wneid yanuHUTens NeBoro nonyLwapus ¢ 3010TUCTON NOMNOCKOK
MapkupoBku k- nopty L (umu C) (PucyHok 35).

‘.“..u:l

PucyHok-35. MogknioyeHne k nopty L UFU

b.IMoakntounTe LWNENd yanHuTens npasoro nofyLuapus 6es nonocku MapkupoBKM K iOpTy
R (1w D) (PucyHok 36).

PucyHok 36. MogknioueHue k nopty R UTU

7 DB-3128 — 310 yanunuTenb 2x8, Yepes KOTOpbIi MOXHO NOAKMIOYMTL A0 ABYX (2) oTBeneHu ans FCM Ha
8 koHTakToB K UM ¢ 2 noptamm (16 koHTaKTOB).
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[nsa nogkmnioueHus ABOWHOrO OTBEAEHUS Ha 8 KOHTAKTOB C YANMHUTENeM OTBeAeHus!
NM-3138-55 k UTWU ¢ 2 noptamm:®

a. [Mogkntoumte yanuHuTens nesoro nonywwapus k nopty L (nm C) (PucyHok 37).

PucyHok 37. TNopknioyeHue k nopty LUK

b.  Mogkntounte yanuHuTens npasoro nonywiapus K'nopty R (unu D) (PucyHok 38).

PucyHox 38. NoaknioyeHwne k.nopty R UM

8 Yepes yanuHutens NM-3138-55 moxHO nogkmtounTb ofHo (1) otBeaeHine ans FCM Ha 8 KOHTaKTOB k 0gHOMY
nopty UI' ¢ 2 noptamu (16 koHTakToB). [nsi nogkmiodeHns AByx (2) otBeaeHmit ans F'CM Ha 8 koHTakToB k UM
Heobxogumo Aga yanuuutens NM-3138-55.
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W'y ¢ 4 noptamu (32 KoHTaKTa)

[na nogkntoYeHNs 4BOWHOTO OTBEAEHUA Ha 8 KOHTAKTOB C YANWHUTENEM OTBEAEHUA
NM-3138-55 unu pasgenenHoro yanuHutens otsegequs DB-3128 k UMM ¢ 4 noptamu:®

OcmopoxHo! [lpu umnnasmayuu MM Ha 32 kormakma He nodkroyaiime 6onee
08yx omeedeHutl. OmeedeHusi O0/MKHbI NOOKITIOYamMbCA MOJbKO K
nopmam L2 u R2 (dsa HuxHux nopma). 3akpolime omsepcmusi 6cex
Heucnonb3yembIx hopmos UM saznywkamu us komnnekma UMN. Y UM Ha
32 koHmakma Ang-npozpammuposaHus 6ydym docmynHbl mosbko dea nopma
(L2 u-R2).

1. ‘MogknounTe yAAMHATENb NIEBOTO NOMYLIAPWS K NopTy L2.

a. - [Ina pasgenexHoro yanuHutens oteegenus (DB 3128): nogkmiounTe wnemd ¢ 30n0TUCToM
MNOMOCKOI MapK1POBKIA K MOpTY ¢ 0603HaueHnem L2 (PucyHok 39).

.n-cl“"

Pucynoxk 39. Mogkntouenue k nopty L2 UTU

9 Yepes yanuuutens NM-3138-55 moxHo noakntounts ogHo (1) otBeaeHue ans TCM Ha 8 KOHTaKTOB K-OfHOMY
nopty UI'A. ins nogkntoueHns aByx (2) oteeaeHuit anst FCM Ha.8 koHTakToB k U Heobxoaumo aBa yanuHuTens
NM-3138-55.

10 DB-3128 — 310 yanuHuTENb 2X8, Y4epe3 KOTOPbIA MOXKHO NOAKMOYMT [0 ABYX (2) oTBeaeHuiA ans TCM Ha
8 koHTakToB K UM,
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2. TopakmiounTe yaAnvHUTENb NPaBOro nomyLwapus k nopty R2.

a. [ina pasgenerHoro yanuHutens oteeaenus (DB-3128): nogkntoumte wneiic 6e3 nonocku
MapKVpoBKY k NopTy ¢ 0603HayveHnem R2 (PucyHok 40).

PucyHok 40. Moaxkniouenue k nopty R2 UTU
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N3BneyeHue unu 3ameHa cuctembl F'CM

N3BneyeHue cuctemnl FICM

Ecnu tpebyetcs yaanuTb Bcto cuctemy FCM (cTumynsiTop, a Takke yANMHUTENN U OTBELEHNS
ans FCM), B nepByto.ouepeb He06X0AMMO W3BNEYb OTBEEHNS (KaK OMUCAHO HUXKE),

3aTeM — YANMHUTENM W B KoHLe — UIT. Takon nopsiaoK AOMKEH YMEHbLUMTL BEPOSTHOCTb
pacnpoCcTpaHeHnst MHGEKLWM B HanpaBeneHun papesa Ha yepene. OgHaKo Npu 3amMeHe TOMbKO
O[IHOTO KOMMNOHEHTA CMEfyATE COOTBETCTBYHOLNM MHCTPYKLMAM HILKE.

YaaneHnue otBegenun ans TCM

TpedynpexdeHue. - W3anexas cucmemy CM Boston Scientific, ssimsizugaiime omeedeHue
0na"CM u3 yqacmka pa3pesa, Haxodswezocs Had yxom, a He y
mpenaHayUoHHO20 0meepcmusi, YmobbI U3bexamb 603MOXHO20
pacnpocmpaHeHust UHGheKLUU 8 HanpagneHUY paspesa Ha JYepene.

Otkntounte UMN.
Mponanbaupyitte KOXY ronoBbl, YTOObI HANTW KPbILLKY IS TPEMNaHALMOHHOTO OTBEPCTHS.

3.~ BbinonHuTe paspes psgoM C KpLILLKOM Ans TPENaHaLMOHHOM0 0TBEpCTUS, YTODbLI OBHaXMTL ee
1 oTBeaeHue ans CM. BoinoriHas paspes, He noBpeanTe u He obpexbTe oTBeaeHre ans FCM
NN PYKaB sl LIBOB.

4. ObpexbTe oTBeAeHme A FCM npumepHO,Ha pacCTosHIN 2—3 CM OT KPbILLKK AN
TpenaHaLyIOHHOT0 0TBEPCTMS, OCTABIIAA AOCTATOMHO ANWHBI ANS 3aXBaTa OTBEAEHNS.

5. EcnunnpumeHumMo, cM..pasaen “YoaneHue KpbiwKu. 075 mpenaHayuoHHo20 omeepcmusi”
[aHHOroPyKOBOACTBA, YTOBbI M3BAEYL KPBILLKY ANS TPENaHaLMOHHOTO OTBEPCTHS.

6. MeIneHHO 1 0CTOPOXHO BbITAHUTE AUCTaNbHbINA y4acTok otBeAeHus ans FCM.u3-HepBHOI
TKaHW, NPY 3TOM TAHUTE MaKCMManbHO MepPNeHAVKYNSPHO K Yepeny. Mpy BEITAMMBaHUN
oTBeaeHus ansFCM conpoTuBnexmne JOMKHO ObiTb MUHUMAMbHBIM.

7. [ponanbnupyiiTe 30Hy N0 KOXEN ronosbl, 4T00bI 0O6HAPYXMUTb pasbeM yaMHUTENSs
0TBEAEHMA.

8. BbinonHuTe paspes, 4Tobbl 06HaXNTL 0TBeAeHNe 4N CM 1 pasbem yanuHUTENs 0TBeeHus.
Byque OCTOPOXHbl, YTOOBI HE noBpeanTb UMNMaHTUPOBaHHbIE KOMMNOHEHThI U obecneuntb
BO3MOXHOCTb HaANexXallero aHanmaa noche U3BneyeHms.

9. OcnabbTe CTOMOPHbIN BUHT pasbeMa Ha yanMHATENE 0TBE4EHUS C MOMOLLbI0 BXOAALLErO B
KOMMNEKT noCTaBkn AUHAMOMETPUYECKOTO KItoYa.

lMpumeyarue. Ybedumeck, 4mo neped ocnabneHuem.cmonopHo20 8UHMa
OuHamomempuyeckull KITtoY 6cmassieH NoTHocmbio, Ymobb1 3amsaHyms
CMONOPH I 8uUHM, 8pawatlime QuHaMoMempuYecKUU KoY no
yacosoli cmpesike. Ymobb i -ocrabums cmonopHb It 6uHm, epaujatime
OuHamomempuyecKul Ky npomug-4acosoti-Cmperku.

10. Otcoeaunute otBeaeHue ans 'CM OT yanuHuTens oTBedeHus.
11. OCTOPOXHO NOTSHUTE 3a OCTasNbHYK YacTb 0TBeAeHus 451 FCM yepe3 paspes 3a yxoMm.
lMpedynpexdeHue. OmeedeHue 0nsi FCM cnedyem gbimsizugams U3 yyacmka
pa3pe3a, Hax00aWe20CcA.3a yXoM; a He 80311 mpenaHayLUoOHHO20

omeepcmusi, YmobbI U3bexams NOMeHYUaTbHO20
pacnpocCmpaHeHUs UHGEKUUU 8 HanpageHUU paspesa Ha yepene.

12. Yto6bI 3ameHuTb oTBeeHue gna FCM, cm. pasgen “Umnnanmatus cucmems! FCM”
[iaHHOTO PyKOBOACTBA W1 MOBTOPHO 03HAKOMbTECH CO BCEMM MPUMEHUMBIMIA-NOZpa3aenamu.
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M3BneyeHne nnu 3amexa cuctembl [CM

13. Yto6bI M3BNEYL Apyrue KOMNOHeHTbI cuctemMbl FCM, cM. pasaens! “YoarneHue Kpbiwku
0151 mpenaHayuoHHo20 omeepcmusi”, “Y0aneHue yonuHumenel omgedeHul” v “YdaneHue
unu 3ameHa UM, obecneyugarouwe2o CM” paHHoro pykoBofcTBa.

14. Yto6b1 NpoAOMKNUTL NPOLEAypY, 3aKpoliTe pa3pesbl.
15. OTnpasbTe M3BNeYeHHble 0TBeaeHus ans FCM B Boston Scientific.

YpaneHue KPbIWKK Ansa TpenaHauyMOHHOro oTBepCcTus

1. TopaepxvBasi BEPXHIO YacTb Kosinayka, YTobbl KOHTPONMPOBATh BbICBOOOXAEHWE, BCTABbTE
3a0CTPEHHbIN KOHEL, MHCTPYMEHTa ANs pa3MeLLeHus/yaanerust B OTKPbITOe BbIXOJHOE
OTBEPCTUE ANSOTBEAEHNS.

OCTOpO)KHO nogaeHbTe U NOTAHMTE KONNa4voK BBEPX, NOKa OH He BbICBOOOANTCS 13 OCHOBAHWS.

3. "Y70Bbl OTKPbITE MION3YHOK ¥ BbICBOGOANTL 0TBeAeHMe Anst TCM, ucnonb3yiiTe 3a0CTPEHHbIN
KOHeLl MHCTPYMEeHTa ANS pasMeLLieHns/yaarneHnsl, 0CTOPOXHO Haxas BHI3 W Hasap,
3aKPbIBAKOLLYIO BbIEMKY Ha MOM3YyHKe.

4. Tlpu HeobxoaUMocTY yoanute oTeefeHue Anst FTCM, NpUMeHsisi COOTBETCTBYHOLLME
Xupyprinyeckite Texunkn. Cm. pasnen “YoaneHue omeedenuli Ons [CM” HacTosero
PYKOBOACTBA.

5. BcraBbTe 3a0CTPEHHBIN KOHEL, MHCTPYMEHTA NS pa3MeLLeHns/yaaneHmus B oTBepcTue
ans BbicBobOXAEHMS thukcaTopa Ha dvkcatope (PucyHok 41). KoHunk MHCTpymMeHTa ons
pasmeLLeHns/yaanerns JOMmKeH BCTaTb HA MECTO.COILLIENYKOM.

PucyHok 41. BBeeH1e HCTPYMeHTa ANs pasmelleHus/yaaneHmns

6. OCTOpOKHO NPOTOSKHIUTE MHCTPYMEHT ANs)-pasMelLeHIs/yaaneHns (He NOMAHOCTbIO) B
HanPaBNEHN. MON3yHKa 11 NOTAHUTE BBEPX, TIOKA, IMKCATOP HE BbICBOBOANTCS OT OCHOBAHMS!.

7. OTkpyTuTe [Ba BUHTA OT OCHOBaHWS.C MOMOLLIbIO OTBEPTKM, BKMKOYEHHON B KOMMIEKT, UMK
[Jpyroi COBMECTUMON OTBEPTKM.

YnaneHve yanuHuTtenen oTBeAeHuin
1. Otkniounte UMW

2. [ponanbnupyiiTe 30HY.NOA,KOXEi rofoBbI, 4TOObI 06HAPYXUTb. pasbeM yanuMHUTENs
oTBeAEHMA.

3. BbinonHuTe paspes, YTobbl 0GHaXUTE 0TBeaeHe Anst TCM 1 pasbem yanuHUTENs 0TBEAEHNS.
BymbTe 0CTOPOXHbI, 4TOGLI HE NOBPEANTL MMMaHTAPOBAHHSIE KOMMOHEHTHI 1 0BecneynTs
BO3MOXHOCTb HafNeXalllero aHanuaa nocne UasneyeHus:

4. TlepepexsTe YANMHUTEND OTBEAEHNS Y 3a0CTPEHHOrO. (MPOKCMMATTbHOTO) KOHLA pasbema.

5. OcnabbTe CTOMOPHbIN BUHT padbema-C MOMOLLBIO BXOASLLETO B KOMINEKT MOCTaBKM
[AMHaMOMETPUYECKOTO KIlova.

OcmopoxHo! Ocnabbme cmonopHbIi 8UHM POGHO HACMOSBKO, HACKOMbKO HYXHO ON1s1
ydaneHus omeedeHus 0nsi TCM. YUpesmepHoe ocrabieHue cmonopHo20
8UHMa npugedem K e20 8bInadeHuUIo.

PYKOBOACTBO 110 XMPYPru4ecKMM MMNNaHTaTam
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CucTembl rnybokoit CTUMYNALMM ronoBHOro mosra Vercise™

9.

MpumeyaHue. Ymobb! 3amsiHymb cMONOpHbI 8UHM, epalalime duHaMoMempuyecKull
KrroY no Yacosoli cmpesike. Ymobbi ociabums cmonopHbIl 6UHM, epauwjatime
OuHamomempuyeckull KoY NPomug 4acosoll Cmpesku.

OtcoennHUTe pa3beM yanMHUTENs OTBeAeHWs. BepHUTE pasbeM YANMHUTENS OTBELEHMS B
Boston Scientific.

O6HaxuTe 1 oTcoeauHUTe yanuHuTenu oteeaeHni ot UM, cneays npouegype B pasgene
“YdaneHue unu-3ameHa UM, obecneyusarowje2o CM” faHHOTO pyKOBOACTBA.

OCTOPOXHO BBITAHUTE YANVHUTENb OTBEAEHNS Yepe3 TyHHeNb OT MecTa pacnonoxenus .

MpumeyaHue. - Ecnu ydnuHumenb omeedeHus criomascs, 803MOXHO, noHadobumces coenams
00noHUMeIbHbIE Pa3pesbl Uu 8bIMsHymb 00UH KOHey, yOnuHUMmens 8
mecme pacnonoxexust UM, a Opyeol — 8 mecme pasbema yonuHumens
0mMeedeHUs.

MpedynpexdeHue. -Cmapalimecs He MAHYMb 8 HanpaseHUU yxa, YmMobbl yMeHbLWUMb
8ep0oAMHOCMb UHUYUposaHus omeedeHull 0ns FCM.

OtnpaBbTe U3BREYeHHbIE YAMHUTENI 0TBeAeHMI B Boston Scientific.

YpaneHue unv 3ameHa UK, o6ecneymBatowero 'CM

1.
2.
3.

Otknroumnte UL
[MponanenupyiiTe 06nacTb FPYAHO KNETKM UK KMBOTA, UTOOLI 06HapyuTb UMW

Xupypriyeckum nyTem BCKpoMTe kapMaH, B-koTopoM pacnonoxeH UIM. Paspes nonxeH
BbiTb focTarouHo BonbLunm AN yaanesns UM ua kapmara. ByasTe ocTOpoXHbI, 4T0BbI He
MOBPEANTL MMATAHTUPOBAHHbBIE KOMMOHEHTI 1 0BECneUNTb BO3MOXHOCTb HaAexaLLero
aHanusa nocre u3BeveHus.

V3Bnekute WA 13 COOTBETCTBYHOLLENO KapMaHa.

C NOMOLLbH0 AMHAMOMETPUYECKOTO KIkoua OTKPYTUTE CTOMOPHbIE BUHTLI OCHOBaHHS T,
4ToO6bI BEICBODOANTL YANMHUTENM OTBEEHUI.

OcmopoxHo! Ociiabbme cmonopHbIL 8UHM POSHO HACMOBKO, HACKOMBLKO HyXXHO-011st
y0anenus, yonuHumens omeedeHus. YpeamepHoe ocriabreHue cmonopHo2o
8uHma npusedem Kk e2o_ebinadeHuo.

MpumeyaHue. Ymo6bI 3amsiHymes cmonopHbIl euHM, epawjatime
duHamomempuyeckuli kkoY no Yacoeoll.cmpesike. Ymobb1 ocnabums
CMONOPHbIil 8UHM, épaujalime duHaMoMempuYyecKul KoY npomus
yacoeoll cmpesku.

OtcoeauHuTe yanuuuTenu oteeaeHuin. ot UM,

Ecnu yanuHutens oTBeAeHNA 0CTaeTCS UMNNAHTUPOBaHHbIM:

a. [ononHutenbHo. OumcTUTE NPOKCMMAnbHBIE KOHL|bH YANMHATENS OTBEAEHMA.
b. Tpukpenute MaHxeTbl OTBEAEHWI 13 KOMNIEKTa 3anacHsIX YacTel ans spava.
. CKpyTWTE M3NWLLHWIA YANUHNTENE OTBEAEHMUS B kapMaHe VT

Yr06b1 3ameHnTb UMW, cm. paspen ‘Umnnanmayusi. cucmembi 'CM” gaHHOTO pyKOBOACTBA U
MNOBTOPHO 03HAKOMBTECH CO BCEMU NPUMEHUMbIMIA TIoAPa3aeNaMm:

3akporiTe paspes.

OcmopoxHo! Cnedume 3a mem, YmobbI He nogpedums ocmaswuecs UMniaHmupyembie
KOMNOHEHMbI, 3aKPbIBasi Pa3pes.

10. OTnpasbTe M3BneyeHHbIn M B Boston Scientific.
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CucTembl rnybokoit CTUMYNALMM ronoBHOro mosra Vercise™

TexHnyeckas nogaepxka

B komnaHuu Boston Scientific Corporation ecTb BbiCOKOKBan1hULMpOBaHHbIE CNELManiCTBI,
koTopble nomoryT BaMm. OTAeN TEXHUYECKOH NOAAEPKKM NPELOCTaABSET TEXHNYECKNE

KOHCYnbTaLmW 24 yaca B CyTKU.

[lns cBsA3n ¢ npeacTaBUTENEM KOMNaHUu BbI69pI/ITe CBO€ MeCTOnoNI0XeHKe B crneayroLLem Crucke.

ApreHTuHa
Ten.: +5411 4896 8556 dakc: +5411 4896 8550

Agctpanus/HoBas 3enaHgus
Ten.: 1800 676 133 dakc: 1800836 666

ABcTpUA
Ten::+43 1.60.810 ®akc: +43 1 60810 60

BankaHbI
Ten.: 0030 210:95 37 890 ®akc: 0030210 9579 836

Benbrus
Ten.. 080094 494 dakc: 080093 343

Bpasunua
Ten.: +55 11-56853 2244 dakc: +5511 5853 2663

Bonrapus
Ten.:+359 2986 50 48 dakc: #3569 2 986 57 09

KaHaga
Ten:+1 888 359 9691 dPakc:-+1:888 575 7396

Yunu
Ten.: +562 445 4904 dakc: +562 445 4915

Kutain— Tekun
Ten.: +86 10 8525 1588 dakc: +86 10 8525 1566

Kutan — 'yanuxoy
Ten.: +86 20 8767 9791 ®akc; +86 20 8767 9789

Kutan — WaHxan
Ten.: +86 21 6391.5600 ®akc: +86 21 6391 5100

Konym6us
Ten.: +57 1 629 5045 dakc: +57 1 629 5082

Yewckasn Pecnybnuka
Ten.: +420 2 3536 2911 dakc: +420 2 3536 4334

HaHus
Ten.: 80 30 80 02 dakc: 80 30 80 05

OuHNAHAMA
Ten.: 020 762 88 82 dakc: 020 762 88 83

®paHuus
Ten.: +33(0) 139 3097 00 dakc: +33 (0) 1 393097 99

Fepmanma

Ten.: 0800 072 3301 dakc: 0800 072 3319
PyKOBOACTBO NO XMPypruvyecknuMm uMmnnaHTaTam
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Mpeuus
Ten.: +30 210 95 42401 dakc: +30 210 95 42420

FOHKOHT
Ten.: +852 2960 7100 dakc: +852 2563 5276

BeHrpus
Ten.: +36 1 456 30 40 dakc: +36 1 456 30 41

WHgua — Banranop
Ten.: +91 80 51121104/5 dakc: +91 80 5112 1106

WHgna — YeHHau
Ten.: +91.44 2648 0318 dakc: +91 44 2641 4695

Wnana — Oenun
Ten.: +91 11 2618 0445/6 dakc: +91 11 2618 1024

WUnpus — Mymbau
Ten.: +91 22 5677 8844 dakc: +91 22 2617 2783

WUranua
Ten.: +39.010 60.60 1 dakc: +39 01060 60 200

Kopes
Ten.: +82.2 34762121 dakc: +82 2 3476 1776

Manaisus
Ten.. +60'3 79574266 daxc: +60 3 7957 4866

Mekcuka
Ten.; +52 55 5687 63 90 Pakc: +52 55 5687 62 28

Bnmwknuin BocTok / cTpaHbi Mepcuackoro
3anuBa | CeBepHas Adpuka
Ten.: +961 1.805 282 ®akc: +961°1 805 445

HupepnaHabi
Ten.:+31.30602 5555 dakc: +31 30 602 5560

Hopeerus
Ten::'800 104.04 dake:-800 101 90

OununnuHbl
Ten:: +63 2.687 3239 dakc: +63 2 687 3047

Monbiwa
Ten.: +48 22435 1414 dakc; +48 22 435 1410

Mopryranua
Ten.: +351-21 380 1243 dakc: +351 21 3801240



TexHuyeckas nogaepxka

CuHranyp Taunaung

Ten.: +65 6418 8888 dakc: +65 6418 8899 Ten.: +66 2 2654 3810 dakc: +66 2 2654 3818
lOxHas Adpuka Typuma — Crambyn

Ten.: +27 11 840 8600 ®akc: +27 11 463 6077  Ten.: +90 216 464 3666 Pakc: +90 216 464 3677
WUcnanua Ypyrean

Ten.: +34 901 11 1215 Qakc: +34 90226 78 66 Ten.: +59 82 900 6212 Pakc: +59 82 900 6212
LBeuus BenukoOputanusa u Upnanaus

Ten.: 0206525 30 ®akc: 0205525 35 Ten.: +44 844 800 4512 dakc: +44 844 800 4513
Lliseiiuapusa Benecyana

Ten.: 0800 826 786 ®akc: 0800 826 787 Ten.: +58 212 959 8106 dakc: +58 212 959 5328
TanBaHb

Ten.: +886:2 2747 7278 dakc: +886 2 2747 7270

lMpumeyaHue.. Homepa meneghoHos Lghakcos Moym UMeHUmMbCS. YmobbI nony4ums
aKmyarnbHy0 KOHMakmHyto uHghopmayuto, nocemume Haw eeb-calim
http://www.bostonscientific-international.com/
unu huwume no credyrouwemy-adpecy:

Boston Scientific Neuromodulation Corporation
25155 Rye Canyon Loop
Valencia, CA'91355 USA
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