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Vercise™ DBS Physician Manual

How to Use this Manual

This manual provides information about the Vercise™ Boston Scientific Deep Brain
Stimulation (DBS) System.

Read all instructions carefully before using the Vercise™ DBS System. 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.

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.
Patient Identification Card

Ensure that the patient receives a completed Temporary Identification Card after their
surgery. Permanent ID cards will be provided by your local sales representative after
patient registration.

Product Model Numbers

Model Description

DB-1110-C Vercise IPG Kit
DB-2201-30AC DBS Lead Kit, 30cm
DB-2201-45BC DBS Lead Kit, 45cm
DB-2201-30DC DBS Lead Kit, 30cm
DB-2201-45DC DBS Lead Kit, 45cm
DB-2201-30EC DBS Lead Kit, 30cm
DB-2201-45EC DBS Lead Kit, 45¢cm
NM-3138-55 55cm 8 Contact Extension Kit
DB-2500-C Vercise Physician’s Spare Kit
SC-4252 Tunneling Tool, 28cm Straw
SC-4254 Tunneling Tool, 35cm Long
SC-4100A OR Cable & Extension
DB-5110-C Vercise ETS
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Introduction

Introduction

Overview of Manual

This manual describes the implantation and usage of the Vercise™ Deep Brain
Stimulation (DBS) System. The Vercise DBS System features a Stimulator coupled with
DBS Leads and DBS Extensions. In this manual you will also find detailed descriptions
of each system component. Additional information about programming the Vercise DBS
System programming can be found in the DBS Programming Manual.

Intended Use / Indications for Use
The Vercise Deep Brain Stimulation System is indicated for use in the following:

* Unilateral or bilateral stimulation of the subthalamic nucleus (STN) or internal
globus pallidus (GP1) for treatment of levodopa-responsive Parkinson’s disease
which is not adequately controlled with medication.

* Unilateral or bilateral stimulation of the subthalamic nucleus (STN) or internal
globus pallidus (GP1i) for treatment of intractable primary and secondary dystonia,
for persons 7 years of age and older.

* Thalamic stimulation for the suppression of tremor not adequately controlled by
medications in patients diagnosed with Essential Tremor or Parkinson’s disease.

System Description

The Vercise DBS System includes a Stimulator with DBS Leads for unilateral or bilateral
stimulation. There are also DBS Extensions that allow the DBS Leads mounted in the
skull to be extended to reach the Stimulator implanted near the clavicle.

The rechargeable Vercise DBS System utilizes current steering across eight contacts per
DBS Lead to provide precise positioning of stimulation. The Stimulator is controlled by

a handheld Remote Control, and can be interfaced with a Clinician’s Programmer using
the Bionic Navigator™ Software. Periodically, the Stimulator battery must be replenished
with an RF charging device provided in the Patient DBS Charging Kit.

Note: This product contains no detectable latex.

Vercise™ DBS Physician Manual
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Safety Information

Contraindications

The Boston Scientific Vercise™ DBS System, or any of its components, is
contraindicated for:

Diathermy. Shortwave, microwave, and/or therapeutic ultrasound diathermy. The energy
generated by diathermy can be transferred to the Vercise DBS System, causing tissue
damage at the contact site resulting in severe patient injury or death.

Magnetic Resonance Imaging (MRI). Patients implanted with the full Vercise
DBS System (Leads, Extensions, and Stimulator) should not be subjected to MRI. MRI
exposure may result in:
* Dislodgement of implanted components.
* Heating of the contacts, or other system components, causing permanent tissue
lesioning.
* Damage to the Stimulator’s electronics.

* Current induction through the DBS Leads and Vercise DBS System causing
unpredictable levels of stimulation.

* Distortion of the diagnostic image.
» Personal injury or even death.

Note: Vercise DBS Lead-only system (before Stimulator is implanted) is MR conditional.
An MRI examination can be conducted safely when all instructions in the
supplemental manual MRI Guidelines for Boston Scientific DBS Systems are
followed.

For the latest version of the manual go to www.bostonscientific.com/manuals.

Patient Incapability. Patients who are unable to properly operate the Remote Control
and Charging System should not be implanted with the Vercise DBS System.

Poor Surgical Risks. The Vercise DBS System is not recommended for patients who
are poor surgical risks.

Vercise™ DBS Physician Manual
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Warnings

Automobiles and Equipment. Patients should operate automobiles, other motorized
vehicles, or potentially dangerous machinery/equipment with caution after receiving the
Vercise DBS System. Performing activities that would be dangerous if treated symptoms
were to return, or instances in which stimulation changes occur, should be avoided.

Charge Density. High levels of stimulation may damage brain tissue. Whenever
possible, the current amplitude and pulse width should be programmed such that the

charge density is below 30 uC/cm? per stimulation phase. To maintain safety limits, the
software will display a warning when the level of stimulation exceeds 30 pC/cm? per
stimulation phase; however, the software allows the stimulation to be adjusted above this
level by the physician.

Patients may have the ability to change the amplitude with the Remote Control. Set and
verify the maximum and minimum amplitude levels allowed by the Remote Control to
ensure that current levels remain safe.

DBS Extension Connector and Stimulator Placement. Implanting the DBS
Extension connector in the soft tissue of the neck may increase the chance of DBS Lead
breakage. Boston Scientific recommends placing the DBS Extension connector behind
the ear such that glasses or headgear do not interfere with the system. Boston Scientific
recommends that the Stimulator be placed subclavicularly.

Diathermy. Shortwave, microwave and/or therapeutic ultrasound diathermy should
not be used on patients implanted with the Vercise™ DBS System, or any of the system
components. The Stimulator, whether it is turned on or off, may be critically damaged
by the use of diathermy. The energy generated by diathermy can be transferred to the
Vercise™ DBS System, causing tissue damage at the contact site resulting in severe
injury or death.

Electromagnetic Interference. Strong electromagnetic fields can potentially turn the
Stimulator off, cause temporary unpredictable changes in stimulation, or interfere with
the Remote Control communication. Patients should be counseled to avoid or exercise
care around:

» Theft detectors, tag deactivators and RFID devices, such as those used at
department stores, libraries, and other public establishments. The patient should
proceed with caution, ensuring to move through the center of the detector as
quickly as possible.

+ Security screeners, such as those used in Airport Security or at entrances to
government buildings, including hand-held scanners. The patient should request
assistance to bypass the device. If the patient must pass through the security
screener, they should move quickly through the device staying as far from the
physical device as allowable.

* Power lines or power generators.

» FElectric steel furnaces and arc welders.
» Large magnetized stereo speakers.

* Strong magnets.

Vercise™ DBS Physician Manual
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* Automobiles or other motorized vehicles using a LoJack system or other anti-
theft systems that can broadcast a radio frequency (RF) signal. The high energy
fields produced by these systems may interfere with the operation of the Remote
Control and its ability to control stimulation.

» Other sources of electromagnetic interference, such as RF transmitters at
television or radio broadcast stations, Amateur Radio or Citizens Band radio
transceivers, or Family Radio Service band transceivers.

Note: When in close proximity, equipment that generates strong electromagnetic fields
might cause unintended stimulation or interfere with wireless communication
even if they comply with International Special Committee on Radio Interference
(CISPR) requirements.

Heat Due to Charging. The Charger may become warm while charging the Stimulator.
The Charger should be handled with care. Failure to use either the Charging Collar or

an Adhesive Patch while charging, as directed, may result in a burn. The Patient should
not charge while sleeping. This may result in a burn. If the patient experiences pain or
discomfort, they should cease charging and contact their physician.

Intracranial Hemorrhage. Special precautions should be taken for patients who are
prone to hemorrhage including patients with coagulopathy, with high blood pressure,
or who are using prescribed anticoagulants. Microelectrode penetration and DBS Lead
insertion can put patients who have a likelihood of intracranial hemorrhages at greater
risk.

Magnetic Resonance Imaging. Patients implanted with the full Vercise DBS System
(Leads, Extensions, and Stimulator) should not be subjected to Magnetic Resonance
Imaging (MRI). MRI exposure may result in:

» Dislodgement of implanted components.

* Heating of the contacts, or other system components, causing permanent tissue
lesioning.
* Damage to the Stimulator’s electronics.

* Current induction through the DBS Leads and Vercise DBS System components
causing unpredictable levels of stimulation.

* Distortion of the diagnostic image.
* Personal injury or even death.

Note: Vercise DBS Lead-only system (before Stimulator is implanted) is MR conditional.
An MRI examination can be conducted safely when all instructions in the
supplemental manual MRI Guidelines for Boston Scientific DBS Systems are
followed.

For the latest version of the manual go to www.bostonscientific.com/manuals.

Other Active Implantable Devices. Stimulators, such as the Vercise™ Stimulator,
may interfere with the operation of implanted sensing stimulation devices such as
pacemakers or cardioverter defibrillators. The effects of implanted stimulation devices on
neurostimulators, such as the Vercise DBS System, are unknown.

Vercise™ DBS Physician Manual
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Pregnancy. It is unknown whether this device may cause complications with pregnancy
and/or hurt an unborn baby.

Status Dystonicus (Dystonia Indication). Patients with dystonia require careful
monitoring for increase in symptom severity. Life-threatening status dystonicus (also
called dystonic storm or dystonic crisis) can rarely occur. Status dystonicus may

be triggered by the loss of DBS therapy as well as by other factors and may lead to
respiratory distress or failure, rhabdomyolysis, multi-organ failure, and death. Ensure that
patients and caregivers understand the importance of maintaining DBS therapy and that
its loss for any reason (accidental turn-off, battery depletion, system failure) could cause
symptom return and possible rebound, including status dystonicus.

Patients and caregivers should know how to use the Remote Control to ensure the system
is on and providing stimulation. Patients and caregivers also need to understand the
correct method for recharging the Stimulator. If symptoms return, the patient/caregiver
should contact the healthcare provider immediately.

Stimulator Damage. Chemical burns may result if the Stimulator housing is ruptured
or pierced, exposing the patient’s tissue to battery chemicals. Do not implant the
Stimulator if the housing is damaged.

Suicide. Depression, suicidal ideation, and suicide are known risks of DBS.
Consider adjustment of stimulation, discontinuing stimulation, adjusting medication,
and/or psychiatric referral.

Unauthorized Modification. Unauthorized modification to the medical devices is
prohibited. System integrity could be compromised and harm or injury to the patient
could occur if the medical devices are subjected to unauthorized modification.

Vercise™ DBS Physician Manual
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Precautions

Physician training is required for usage of the Vercise™ DBS System. The implanting
physician should be experienced in the subspecialty of Stereotactic and Functional
Neurosurgery. The following is a list of precautions that should be taken when implanting
or using the DBS Stimulator.

Bathing. Patients should exercise reasonable caution when bathing.

Cell Phones and other Portable RF Communication Devices. While
interference caused by cell phones is not anticipated, the full effects of interaction with
cell phones are unknown at this time. Patients should be instructed that portable RF
communications equipment (for example, mobile phones) should be kept a minimum
distance of 6 inches (15 cm) from the area of the implanted device. If interference does
occur, move the cell phone away from the implanted Stimulator or turn off the phone. If
there is a concern or a problem is encountered, patients should contact their physician.

Cleaning the Charging Collar. Hand wash the Charging Collar with mild soap and
warm water. Do not machine wash the charging collar. Let the Charging Collar air dry. Be
sure to remove the Charger and Counterweight from the Charging Collar before washing
the Charging Collar.

Cleaning the Remote Control, Charger, Base Station, & Power Supply. The
components can be cleaned using alcohol or a mild detergent applied with a cloth or
tissue. Residue from soapy detergents should be removed with a damp cloth. Do not use
abrasive cleansers for cleaning. Do not clean the Charger, Base Station, or Power Supply
while they are directly or indirectly connected to a power outlet.

Component Removal & Disposal. Any explanted components should be returned
to Boston Scientific. The Stimulator should be explanted in the case of cremation and
returned to Boston Scientific. Cremation may cause the Stimulator battery to explode.

The Remote Control or Charging System should not be disposed of in fire, as these
components contain batteries which may explode causing injury when exposed to fire.
Used batteries should be disposed of in accordance with local laws and regulations.

Components. The use of components other than those supplied by Boston Scientific
and intended for use with the Vercise DBS System may: damage the system, diminish the
effectiveness of therapy, and/or put the patient at unknown risk.

Connections. Before inserting any DBS Lead or DBS Extension into any connector
or header ports, including the Stimulator header, DBS Extension connectors, and
operating room cable assembly, always wipe the DBS Lead with a dry cotton sponge.
Contamination inside the ports may be difficult to remove and can cause high
impedances, preventing electrical connectivity which may compromise the integrity of
the stimulation circuit.

Delayed Effectiveness. Patients may experience a delayed effect in symptom control
from DBS therapy. Patients and caregivers should be made aware that optimal symptom
control may require frequent programming adjustments over a period of several weeks to
months.

Vercise™ DBS Physician Manual
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Device Failure. Implants can fail at any time due to random component failure, loss of
battery functionality, or DBS Lead breakage. Suddenly stopping brain stimulation can
cause serious reactions to develop. If the Stimulator stops working even after complete
charging (up to four hours when properly aligned), patients should be instructed to turn
off the Stimulator and contact their physician immediately so that the system can be
evaluated and appropriate medical care given to manage the return of symptoms.

Environmental Precautions. Patients should avoid activities that could potentially
involve large amounts of electromagnetic interference. Devices that contain permanent
magnets, such as speakers, should not be placed near the Stimulator because they may
cause the system to turn on or off.

Excess DBS Extension. Coil excess DBS Extension around or below the Stimulator.
Excess wire on top of the Stimulator may increase the potential for tissue erosion or
damage during Stimulator replacement surgery and may interfere with charging.

Massage Therapy. Patients should avoid receiving massage therapy near the implanted
system components. If a patient does receive massage therapy, the patient should inform
the masseuse that they have an implanted device and show him/her where the Stimulator,
DBS Extension, and DBS Leads are located. The patient should have the masseuse avoid
these areas and proceed with caution.

Medical Devices/Therapies. The following medical therapies or procedures may turn
stimulation off, cause permanent damage to the Stimulator, or may cause injury to the
patient:

* Electrocautery — Electrocautery can transfer destructive current into the
DBS Leads and/or Stimulator.

» External Defibrillation — Safe usage of external defibrillation has not been
established and damage should be ascertained following defibrillation.

» Lithotripsy — High frequency signals directed near the Stimulator may damage
circuitry.
» Radiation Therapy — Lead shielding should be used over the Stimulator to prevent

damage from high radiation. Any damage to the device by radiation may not be
immediately detectable.

* Transcranial Stimulation — Safe use of electromagnetic therapies, such as
transcranial magnetic stimulation, have not been established.

*  MRI - Patients implanted with the full Vercise DBS System (Leads, Extensions,
and Stimulator) should not be subjected to MRI to avoid damage to the device and
patient harm.

Note: Vercise DBS Lead-only system (before Stimulator is implanted) is MR conditional.
An MRI examination can be conducted safely when all instructions in the
supplemental manual MRI Guidelines for Boston Scientific DBS Systems are
followed.

For the latest version of the manual go to www.bostonscientific.com/manuals.

» Diathermy — The energy generated by diathermy can be transferred to the
Vercise™ DBS System and may result of damage to the device or patient harm.

Vercise™ DBS Physician Manual
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If any of the above is required by medical necessity, the procedure(s) should be
performed as far from the implanted components as possible. Ultimately, however, the
Stimulator may require explantation as a result of damage to the device or patient harm.

Operating Temperature. The operating temperature of the External Trial Stimulator
and Remote Control is 5 °C to 40 °C (41 °F to 104 °F). For proper operation, do not use
the Charger if the ambient temperature is above 35 °C (95 °F).

Other Models of External Devices. Only the Remote Control, Clinician
Programmer, and Charger that were provided with the Boston Scientific Vercise™ DBS
System should be used with the Vercise DBS System. Other models of these devices will
not function with the Vercise DBS System.

Patient Activities Requiring Coordination. Loss of coordination is a potential side
effect of DBS therapy. Patients should exercise reasonable caution when participating in
activities requiring coordination, including those that they were able to perform prior to
receiving DBS therapy (e.g., swimming).

Patient Activity Following Surgery. During the two weeks following surgery, it is
important for the patient to exercise extreme care so that appropriate healing will secure
the implanted components. During this period, the patient should not attempt to move
heavy objects. Instruct the patient to restrict head movements, including extension or
flexion of the neck and rotation of the head, until healing is complete.

Resterilization. For single patient use only. Do not reuse, reprocess or resterilize.
Reuse, reprocessing or resterilization may compromise the structural integrity of the
device and/or lead to device failure which, in turn, may result in patient injury, illness or
death. Reuse, reprocessing or resterilization may also create a risk of contamination of
the device and/or cause patient infection or cross-infection, including, but not limited to,
the transmission of infectious disease(s) from one patient to another. Contamination of
the device may lead to injury, illness or death of the patient. If resterilization is desired,
obtain a new sterile device for implantation.

After use, return the Stimulator, DBS Leads, and DBS Extensions to Boston Scientific
and dispose of other components and packaging in accordance with hospital,
administrative and/or local government policy.

Check the expiration date on the package before opening the sterile package and using
the contents. Do not use the contents if the current date is past the expiration date, if the
package is opened or damaged, or if contamination is suspected because of a defective
sterile package seal.

» Inspect the seal integrity of the outer tray before use.

* Inspect the seal integrity and sterile indicator on the inner tray. The sterile
indicator will be green with red stripes if sterile. Yellow stripes indicate the tray
is not sterile. If the tray is not sterile, do not use the components and return to
Boston Scientific.

* Open the inner tray in the sterile field.

Vercise™ DBS Physician Manual
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» If the Stimulator was dropped, do not implant it in a patient. The dropped
Stimulator may have lost sterility, experienced a loss of hermeticity, or been E
otherwise damaged. Replace the dropped Stimulator with a new, sterile Stimulator
prior to implantation. Return the damaged Stimulator to Boston Scientific.

* Do not use any component that shows signs of damage.

* Do not use if “Use By” date has expired.

Setscrews. Before tightening Setscrews, always test impedance to confirm electrical
connectivity. Tightening a Setscrew onto a contact may damage the contact and may
result in the need to replace the DBS Lead or DBS Extension.

Sterilization. Contents of the surgical kits are supplied sterile using an ethylene oxide
process. Do not use if sterile barrier is damaged. If damage is found, call your Boston
Scientific representative and return the damaged part to Boston Scientific.

Stimulator Orientation. To ensure proper charging, orient the Stimulator parallel
to the skin surface and at a depth less than 2 cm below the skin. The etched writing
“This Side Up” must be facing out of the pocket towards the patients skin. Suboptimal
placement of the Stimulator may result in the inability to recharge and/or a revision

surgery.

Never attempt to change the orientation of or turn over the Stimulator. Patients should
avoid touching the Stimulator site or incisions. If the Stimulator flips over in the
body, then it cannot be charged. If stimulation cannot be turned on after charging,

the Stimulator may have changed orientation or rotated; patients should contact their
physician to arrange an evaluation of the system.

If a patient notices a change in appearance of the skin at the Stimulator location, such as
the skin becoming thin over time, they should contact their physician.

Storage, Handling and Transport. Store implanted components like Stimulators,
Leads, and Extensions between 0 °C to 45 °C (32 °F to 113 °F) in an area where they are
not exposed to liquids or excessive moisture. Temperatures outside of the stated range can
cause damage. If stored in conditions beyond the required storage temperature, do not use
the components and return to Boston Scientific.

Do not expose the Remote Control or Charging System components to excessively
hot or cold conditions. Do not leave the devices in your car or outdoors for extended
periods of time. The sensitive electronics can be damaged by temperature extremes,
particularly high heat. If the Remote Control or the Charging System is to be

stored for a period of time, be careful that the storage temperature does not exceed
-20 °C to 60 °C (-4 °F to 140 °F).

Handle the system components and accessories with care. Do not drop them or submerge
them in water. Accessories, including the Remote Control and Charger, must be kept
dry and not exposed to moisture. Although reliability testing has been performed to
ensure quality manufacturing and performance, dropping the devices on hard surfaces

or in water, or other rough handling, can permanently damage the components. Keep the
Remote Control and Charger away from pets, pests, and children to avoid damage to the
devices.
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Care must be taken to avoid damaging the DBS Lead with sharp instruments or excessive
force during surgery. The following guidelines will help to ensure the longevity of
components:

* Do not sharply bend or kink the DBS Lead or Extension.

* Do not tie suture(s) directly to the DBS Lead or Extension body.

* Avoid pulling an implanted DBS Lead taut; stress relief loops may help to
minimize tension on the DBS Lead.

* Avoid handling the DBS Lead with sharp instruments; use only rubber-tipped
forceps.

» Take care when using sharp instruments, such as hemostats or scalpels to prevent
damaging the DBS Lead.

Surgical Tape. If tape is used to temporarily secure the DBS Lead during surgery,
caution should be used to ensure the Lead is not cut or damaged when removing the tape.

Sutures. Do not apply sutures tightly around the DBS Leads, as this may damage the
DBS Leads’ insulation and may result in DBS Lead failure.

Tissue Reaction. Temporarily, there may be some pain in the area of the Stimulator
as the incisions heal. If there is excessive redness around the wound area, it should be
checked for infection. In rare cases, adverse tissue reaction to implanted materials can
occur.

Vercise™ DBS Physician Manual
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Adverse Events

The following is a list of known risks with the use of deep brain stimulation. There may
be risks that are unknown. Specific adverse events may be more relevant depending on
the indication and site of stimulation. Note that some of these symptoms may be resolved
or reduced by current steering, changing stimulation parameters, or by changing the
position of the Lead during surgery.

If any of these events occur, patients should contact their physician as soon as possible to
inform them.
* Allergic or immune system response

* Anesthesia/neurosurgery risks, including unsuccessful implant, exposure to
bloodborne pathogens

* CSF leak
* Death, including suicide
* Embolism, including air embolism and pulmonary embolism

* Failure or malfunction of any of the device components or the battery, including
but not limited to Lead or Extension breakage, hardware malfunctions, loose
connections, electrical shorts or open circuits and Lead insulation breaches,
whether or not this requires explant and/or reimplantion

* Hemorrhagic or ischemic stroke, immediate or delayed, which could result in
temporary or permanent neurologic deficits such as muscle weakness, paralysis or
aphasia

* Implant site complications such as pain, poor healing, wound reopening
* Infection

» Injury to tissues adjacent to implant or within surgical field, such as blood vessels,
peripheral nerves, brain (including pneumocephalus), or pleura (including
pneumothorax)

* Interference from external electromagnetic sources

* Lead, Extension (including Extension header) and neurostimulator erosion or
migration

* Loss of adequate stimulation

* Mentation impairment such as attention or cognitive deficits, memory
disturbances, or confusion

* Motor problems such as paresis, weakness, incoordination, restlessness, muscle
spasms, postural and gait disorders, tremor, dystonia, or dyskinesias, and falls or
injuries resulting from these problems

* Musculoskeletal stiffness
* Neuroleptic malignant syndrome or acute akinesia can occur very rarely

* Overstimulation or undesirable sensations, such as paresthesia, transient or
persistent

» Pain, headache or discomfort, transient or persistent, including symptoms due to
neurostimulation

Vercise™ DBS Physician Manual
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Poor initial Lead location

Psychiatric disturbances such as anxiety, depression, apathy, mania, insomnia,
suicide, or suicidal ideation or attempts

Radiation exposure due to imaging (CT, fluoroscopy x-ray)
Seizures

Sensory changes

Seroma, edema or hematoma

Skin irritation or burns at neurostimulator site

Speech or swallowing problems such as dysphasia, dysarthria or dysphagia, as
well as complications of dysphagia such as aspiration pneumonia

Status dystonicus

Systemic symptoms-autonomic (tachycardia, sweating, fever, dizziness), changes
in renal function, urinary retention, sexual effects, gastrointestinal (nausea, bowel
retention, bloating)

Thrombosis

Visual disturbances or periorbital symptoms, such as diplopia, eyelid movement
difficulty, oculomotor difficulties, or other visual field effects

Weight changes
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Package Contents s

Contents of the Implantable Pulse Generator Kit

* Stimulator

* Stimulator Template

* Stimulator Header Plugs (2)
» Torque Wrench

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

Contents of the Lead Kit
(30 cm and 45 cm)

» DBS Lead with preloaded Straight Stylet
* Torque Wrench

* Lead Boot

* Lead Stop — Screw and Ring

* 1 cm Suture Sleeve

* 1 cm Split Suture Sleeve

e 2.3 cm Suture Sleeve

* 4 cm Suture Sleeve

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

Contents of the Extension Kit
(55 cm)

» DBS Extension

» Torque Wrench

* Tunneling Tool Shaft (with Pre-Loaded Straw)
* Tunneling Tool Handle

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

Contents of the Tunneling Tool Kit
(28 cm, Straw and 35 cm, Long)

* Tunneling Tool Shaft (with Pre-Loaded Straw)
* Tunneling Tool Handle

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

Note:

Lead Boot

Lead Stop — Screw and Ring
Torque Wrench

1 cm Suture Sleeve

1 cm Split Suture Sleeve

2.3 cm Suture Sleeve

4 cm Suture Sleeve

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

Other Components

Remote Control with Batteries
Remote Control Case

Charger

Base Station

Power Supply

Charging Collar (Small and Medium)
Adhesive Patches

Charging Spacer and Counterweight
Clinician Programmer

External Trial Stimulator

External Trial Stimulator Battery

OR Cable and Extension

IR Interface

IR Interface Holder

USB to Serial Cable

Patient Travel Case

International Power Converter
Remote Control Kit (Remote Control, Batteries, Case)

Charging Kit (Charger, Base Station, Power Supply, Charging Collar)
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DBS Lead Implantation

This section describes the recommended procedures for implanting the Vercise™ DBS
System. Procedures for DBS Lead insertion and intra-operative testing are outlined,
followed by DBS Extension tunneling and Stimulator placement.

Note: Ultilize meticulous care during implantation of the Vercise DBS System to prevent
infection.’

1 Note: For additional information regarding recommended practices for the DBS procedure, please see the
following references -

Seijo F, Alvarez-Vega M, Lozano B, et al. (2009). “Common Questions and Answers to Deep Brain Stimulation
Surgery” In Rogers & Anderson (eds.), Deep Brain Stimulation. (pp. 1-29). New York, NY: Nova Science
Publishers, Inc.

Starr PA & Sillay K (2008). “Complication Avoidance and Management in Deep Brain Stimulation Surgery” In
Tarsy, Vitek, Starr & Okun (eds.), Deep Brain Stimulation in Neurological and Psychiatric Disorders. (pp. 135-
150). Totowa, NJ: Humana Press.

Umemura A (2007). “Complications and Avoidance” In Baltuch & Stern (eds.), Deep Brain Stimulation for
Parkinson’s Disease. (pp. 103-112). New York, NY: Informa Healthcare
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Pre-Conditions

The described implant procedures start with implanting 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 desired trajectory of the DBS Lead insertion path has been determined.
The incision in the scalp has been made and the burr hole drilled.

If using the SureTek™ Burr Hole Cover, the Base of the Burr Hole Cover has
been affixed over the burr hole. (See the manual provided with the Burr Hole
Cover Kit for instructions for use.)

The desired trajectory and DBS Lead depth may have been verified by
microelectrode recording or an appropriate means.

Implanting the DBS Lead

The DBS Leads will be implanted and therapeutic benefit verified.

1. Prepare DBS Lead for implant. Visually inspect the DBS Lead and determine it to be
acceptable for implantation.

2. Pass the DBS Lead through the cannula to ensure proper fit.

3. Insert the cannula (with stylet) into the brain to the desired depth.

Note: Cannula depth depends on physician'’s preference.

4. Assemble the Lead Stop by partially screwing the threaded
portion of the Screw into the threaded hole in the Ring.

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

Vercise™ DBS Physician Manual
91098825-10 16 of 341



DBS Lead Implantation

To apply the DBS Lead Stop, push the DBS Lead to the center of the Lead Stop and then
tighten the Screw. This will ensure that the DBS Lead will be inserted to the proper depth.

o

Note: Make sure the Lead Stop will not slide on the DBS Lead when engaged.

6. Insert the DBS Lead, with the stylet in place, into the cannula.

7. Insert the DBS Lead and the cannula into the cannula guide on the microdrive.

8. Attach the DBS Lead to the microdrive.

9. Check that the locking lever on the OR Cable connector is in the open (0) position.

10. Slide the proximal end of the DBS Lead, with stylet, into the open port on the
OR Cable connector.

Note: The descriptors “proximal” and “distal” use the Stimulator as the reference
throughout this manual.

11. Push the end of the DBS Lead into the port until it stops. Hold the DBS Lead in place
while sliding the locking lever to the locked (1) position.

-

locked

12. Secure the OR Cable connector to the microdrive.

Note: Make sure the stylet is inside the DBS Lead before advancing the Lead to the
desired target.

13. Slowly advance the DBS Lead to the desired target using the microdrive.
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Intraoperative Stimulation Testing

.-

The External Trial Stimulator, OR Cable, OR Cable Extension, and Clinician Programmer
(CP) are used to conduct intraoperative stimulation testing during the procedure. The

OR Cable Extension is designed for temporary connection to the OR Cable to facilitate
stimulation testing outside of the sterile field.

Note: The following steps are for procedural reference only. Please refer to the DBS
Programming Manual for detailed stimulation testing procedures and guidelines.

CAUTION: Do not immerse the OR Cable connector or plug in water or other liquids.
The OR Cable is intended for one-time use only; do not resterilize.

1. Attach the OR Cable Extension to the OR Cable.
2. Verify that the External Trial Stimulator is off.

WARNING: Always turn the External Trial Stimulator off before connecting or
disconnecting the Cable Assemblies to prevent unexpected stimulation.

3. Plug the OR Cable into the External Trial Stimulator socket labeled “1-L.” If two
DBS Leads are being used, connect the left DBS Lead to socket “1-L” and the right
DBS Lead to socket “2-R.”
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4. Verify impedances are acceptable by using the CP or Remote Control to measure
monopolar impedances.

If using the CP, high impedance contacts will contain a red X. If using the Remote
Control, high impedance contacts are represented by hollow rectangles.

Note: If using the Remote Control, press V to view the impedance values.
5. Evaluate DBS Lead placement.
a. Evaluate whether stimulation is appropriate to reduce symptoms.
b. Adjust the DBS Lead location or stimulation parameters if necessary.
Note: The stylet shall remain in place throughout DBS Lead insertion and adjustments.

WARNING: High charge density can cause permanent tissue damage. A warning will
pop-up on the Clinician Programmer screen if the stimulation parameters
will cause the charge density to exceed 30 uC/cm?.

WARNING: Increasing the number of DBS Lead penetrations increases the probability
of hemorrhage. The necessity for an acute DBS Lead revision should be
minimized using techniques of target localization, such as microelectrode
recordings and imaging, to correctly place the DBS Leads on the first
attempt.

6. Turn off the External Trial Stimulator.

WARNING: A sudden increase in stimulation may occur if External Trial Stimulator is
ON while disconnecting the OR Cables.

7. Disconnect the OR Cable and OR Cable Extension from the proximal end of the DBS
Lead.

8. Verify that the DBS Lead has not moved from the desired location.
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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 move it.

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. Be careful not to move the DBS Lead.

Note: The descriptors “proximal” and “distal” use the Stimulator as the reference
throughout this manual.

3. Fix the Lead in place. The SureTek™ Burr Hole Cover Kit is recommended for use
with the Vercise™ System. (An appropriate commercially available filler may also
be used.?) Fill the burr hole with an appropriate commercially available filler, such as
hydroxyapatite (not provided), using the manufacturer’s instructions.’

Note: Remove any bone wax from the bone interface before applying the adhesive.
Note: FEnsure that the adhesive is level with the superior surface of the skull.
4. Allow the adhesive to set according to the manufacturer’s instructions.

5. While holding the DBS Lead with rubber-shod forceps, remove the DBS Lead
implant components.

a. Remove the cannula.

b. Remove the microdrive system.
c. Remove the stereotactic frame.
d. Remove the stylet.

WARNING: Do not reinsert the 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.

2 DBS Lead secured and tested utilizing Biomet Mimix QS bone void filler, a Stryker 12 mm titanium mini plate,
Stryker titanium screws, and a Boston Scientific 1 cm split suture sleeve. Data on file.

3 DBS Lead secured and tested utilizing Biomet Mimix QS bone void 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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6. Verify that the DBS Lead has not moved from the desired location.

7. Place the split suture sleeve onto the DBS Lead. Be careful not to move the DBS
Lead when placing the suture sleeve.

8. Rotate the suture sleeve until the slit is facing the skull.

Note: If the slit is not located properly, the DBS Lead may not be protected by the suture
sleeve and may be in direct contact with the mini plate.

9. Place a mini plate (not provided) over the suture sleeve and DBS Lead.

CAUTION: Do not place the mini plate in direct contact with the DBS Lead. Ensure
that the suture sleeve lies between the mini plate and the DBS Lead.

10. Secure the mini plate to the skull per the manufacturer’s instructions.
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11. If the Stimulator will be implanted during a separate surgery, prepare the DBS Lead
for the “Stimulator Implantation” procedure.

a.

b.

Note:

Note:

Note:

Place a Suture Sleeve on the left DBS Lead to differentiate the Leads.
Insert proximal end of the DBS Lead into the Lead Boot until it stops.

Be sure to fully insert the proximal tip of the DBS Lead into the Lead Boot (see
below) so that the retention sleeve is located under the Setscrew.

:.l.l.l—l.l..l.l.l.‘:i Correct
:..l.u.l.l-l.l.l‘é— Incorrect

The retention sleeve is easily distinguishable from the contacts by its length (see

below).

Proximal End of the DBS Lead

Contacts Retention
Sleeve

Pass the Torque Wrench through the slit in the septum located on the top of the
Lead Boot.

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

To tighten the Setscrew, use one hand to grasp the Lead Boot at the base and
the other to rotate the Torque Wrench clockwise until it clicks, indicating the
Setscrew is fully secured. To loosen the Setscrew, rotate the Torque Wrench
counterclockwise.
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CAUTION: The wrench is torque limiting, such that the Setscrew cannot be over
tightened. Use only the wrench provided, as other tools may over-tighten
the Setscrew and damage the DBS Lead.

e. Create a tunnel, for the proximal end of the DBS Lead, to a place closer to the
desired DBS Extension connector location.

Note: Boston Scientific recommends placing the DBS Extension connector behind the
ear.

CAUTION: Placement of the DBS Extension connector in the neck region can increase
the risk of device failure due to repetitive movement of the neck.

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

g. Coil excess DBS Lead material under the scalp, in the pocket, until it is ready to
be connected to the DBS Extension.

Note: The DBS Lead may be connected to the DBS Extension and Stimulator during a
separate surgery at a later time. See “Stimulator Implantation” on page 24.

12. Repeat the “Implanting the DBS Lead” procedure for the second DBS Lead. Use the
Tunneling Tool to tunnel the second DBS Lead to the same side as the first Lead.

13. Close the incisions.
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Stimulator Implantation

The Stimulator may be implanted immediately following DBS Lead implantation and
intra-operative testing or during a separate surgery.

Exposing the DBS Lead
1. Palpate the DBS 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 Lead 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.
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Connecting the DBS Lead to the DBS Extension

Setscrew

/

»

T - E M T

DBS Extension DBS Lead

1. Check to ensure that the Setscrew is not restricting the entry port on the DBS
Extension connector by unscrewing the Setscrew one to two turns with the Torque
Wrench. Grip the DBS Lead next to the Retention Sleeve.

Proximal End of the DBS Lead
N o
L | ! | DBS Lead

Contacts Retention
Sleeve

Note: The retention sleeve is easily distinguishable from the contacts by its extended
length.

2. Push the DBS Lead into the DBS Extension connector until the DBS Lead electrodes
line up with the DBS Extension contacts. Some resistance may be felt as each
electrode enters into the DBS Extension Connector. You should be able view the DBS
Lead electrodes as they pass through the DBS Extension Connector. Some additional
resistance may be felt as the last electrode aligns into place.

!—;-.‘r.’r.fr;.r.,-\.i:.".--_ £JJJJJJJ<;I-—“—
Correct Incorrect

3. Visually check to ensure that the DBS Lead electrodes are aligned with the DBS
Extension contacts. If they are not aligned, continue to grip the DBS Lead next to the
Retention Sleeve and push to advance the electrodes into alignment with the DBS
Extension contacts. If necessary, back out the Lead slightly and then advance the
electrodes into alignment again, until proper alignment can be confirmed.

Note: Be sure to fully insert the DBS Lead into the connector so that the retention sleeve
is located under the Setscrew.

4. Do not tighten the Setscrew at this time.

5. Repeat steps 1 through 3 to connect the second DBS Lead to the second DBS
Extension.
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6. Test the impedance of the connection to ensure that you have properly aligned the
DBS Lead within the DBS Extension connector. Use the External Trial Stimulator,
OR Cable, OR Cable Extension, and Clinician Programmer (CP) to test the
impedance. The OR Cable Extension is designed for temporary connection to the OR
Cable to facilitate stimulation testing outside of the sterile field.

Note: The following steps are for procedural reference only. Please refer to the DBS
Programming Manual for detailed impedance testing procedures and guidelines.

CAUTION: Do not immerse the OR Cable connector or plug in water or other liquids.
The OR Cable is intended for one-time use only; do not resterilize.

7. Attach the OR Cable Extension to the OR Cable.
8. Verify that the External Trial Stimulator is off.

WARNING: Always turn the External Trial Stimulator off before connecting or
disconnecting the Cable Assemblies to prevent unexpected stimulation.

9. Plug the OR Cable into the External Trial Stimulator socket labeled “1-L.” If two
DBS Leads are being used, connect the left DBS Lead to socket “1-L” and the right
DBS Lead to socket “2-R.”

10. Verify impedances are acceptable by using the CP or Remote Control to measure
monopolar impedances.

If using the CP, high impedance contacts will contain a red X. If using the Remote
Control, high impedance contacts are represented by hollow rectangles.

Note: If using the Remote Control, press V to view the impedance values.
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Assembling the Tunneling Tool

A Tunneling Tool and Straw are provided to facilitate tunneling of the DBS Extension.

<—— Tool Handle

1. Attach the Tunneling Tool Handle to the Shaft by turning the locking mechanism
clockwise.

a. Push the locking mechanism at the base of the Tool Handle onto the Shaft.

b. Grasping the Tool Handle and the Tip of the Tunneling Tool, rotate the Shaft back
and forth until the 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 until secure.
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Tunneling the DBS Lead and Extension

1. Create a pocket for the Stimulator under the skin in a location inferior to the clavicle
on the same side as the DBS Lead and Extensions.

Note: Boston Scientific recommends implanting the Stimulator subclavicularly.
a. Mark the location of the pocket.
b. Use the template to outline the intended pocket to guide the optimal pocket sizing.

c. Make the pocket no deeper than 2 cm; Stimulator charging could become
ineffective at greater depths.

Note: It is important to keep the pocket small to prevent the Stimulator from turning
over.

2. Mark a tunneling route from the location of the subclavicular pocket to the incision
superior to the ear.

3. Administer appropriate local anesthetic along the tunneling route.

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

4. Create a subcutaneous tunnel from the incision above the ear, along the tunneling path
to the Stimulator pocket.

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

5. [If desired, bend the Tunneling Tool to an appropriate shape.
CAUTION: Do not bend locking joints.

6. Once the Tip of the Tunneling Tool is completely exposed, unscrew and remove the
Tunneling Tool Handle.
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7. Grasp the Tip firmly with one hand and, while holding the Straw in place with the
other hand, pull the Shaft out of the Straw.

8. Push the proximal ends of the DBS Extensions through the Straw, and then withdraw
the Straw.

9. Optionally secure the DBS 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 DBS Extension or use a hemostat on the
DBS Extension body. This may damage the DBS Extension insulation.
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Connecting the Stimulator

Dual DBS Lead Connection

Connect Left DBS Extension to port 1-L Connect Right DBS Extension to port 2-R

Left Right

1-L 2-R

1. Fully insert the male end of the DBS Extension into the Stimulator until it stops.
a. Insert the header plug to verify no Setscrews obstruct the socket.
b. Wipe the DBS Extension contacts before inserting.

c. Insert the DBS Extensions into the header. When fully inserted, the tip of the DBS
Extension will slide into the back of the port and the retention sleeve on the DBS
Extension will be located under the Setscrew.

CAUTION: Verify proper DBS Extension insertion by checking impedances before
tightening the Setscrew. Tightening the Setscrew down onto a contact can
damage the DBS Extension.

2. Check impedances to verify connections before tightening the Setscrew.
a. Place the Stimulator partially in the subcutaneous pocket.

b. Test impedances using the Remote Control or Clinician Programmer.
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3. Verify that the retention sleeve on the DBS Extension is located directly under the
Setscrew in the Stimulator header.

Correct

Incorrect

Note: The retention sleeve is easily distinguishable from the contacts by its length (see
below).

Proximal End of the DBS Lead

Contacts Retention
Sleeve

4. Pass the Torque Wrench through the slit in the septum located on the top of the
Stimulator header.

5. Tighten the Setscrew in the Stimulator until the Torque Wrench clicks, indicating the
Setscrew is fully secured.

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

CAUTION: The wrench is torque limiting, such that the Setscrew cannot be over
tightened. Use only the wrench provided, as other tools may over-tighten
the Setscrew and damage the DBS Lead.
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6. Visually check to ensure that the DBS Lead electrodes are aligned with the DBS
Extension contacts. If they are not aligned, continue to grip the DBS Lead next to the
Retention Sleeve and push to advance the electrodes into alignment with the DBS
Extension contacts. If necessary, back out the Lead slightly and then advance the
electrodes into alignment again, until proper alignment can be confirmed.

Correct Incorrect

7. Check impedances to verify connections before tightening the Setscrew.

CAUTION: Verify proper DBS Extension insertion by checking impedances before
tightening the Setscrew. Tightening the Setscrew down onto a contact can
damage the DBS Extension.

8. Pass the Torque Wrench through the slit in the septum located on the top of the DBS
Extension connector.

9. Tighten the Setscrew in the DBS Extension connector until the Torque Wrench clicks,
indicating the Setscrew is fully secured.

CAUTION: The wrench is torque limiting, such that the Setscrew cannot be over
tightened. Use only the wrench provided, as other tools may over-tighten
the Setscrew and damage the DBS Lead.

Note: To tighten the Setscrew, use one hand to grasp the Extension at the base and the
other to rotate the Torque Wrench clockwise. To loosen the Setscrew, rotate the
Torque Wrench counterclockwise.
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10. Repeat steps 1 — 9 to tighten second Stimulator Setscrew and the Setscrew on the
second DBS Extension. E

11. Place the Stimulator in the subcutaneous pocket with the etched writing “This Side
Up” facing the skin, and parallel to the skin surface.

WARNING: Failure to orient the correct side of the Stimulator towards the skin may
result in the inability to charge and/or a revision surgery.

a. Coil the excess DBS Extension length around the Stimulator perimeter.

WARNING: Avoid placing the excess DBS Extension length on the superficial surface
of the Stimulator, as this may increase the potential for tissue erosion or
damage during Stimulator replacement surgery and may interfere with
charging.

b. Optionally secure the Stimulator to the fascia by suturing through the holes in the
Stimulator header.

12. Close the incisions.

CAUTION: Be careful not to damage the DBS Lead, Stimulator, or other implanted
components when closing the incisions.

Note: When closing the incision over the extension connector, orient the extension
connector to minimize the profile under the skin.
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Vercise™ DBS System Revisions &
Explantation

If the entire Vercise DBS System (Stimulator, DBS Extensions, and DBS Leads) is to
be removed, then the DBS Leads should be removed first (as described below) followed
by the DBS Extensions, and lastly the Stimulator. This order should reduce the potential
spread of infection toward the skull opening.

Explanting the DBS Lead

WARNING: When explanting the Vercise 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 skull opening.

1. Turn off the Stimulator.
2. Palpate the scalp to locate the mini plate.

3. Make an incision near the mini plate to expose the mini plate and DBS Lead.
Be careful not to damage or cut the DBS Lead or suture sleeve.

4. Cut the DBS Lead at a distance about 2-3 cm from the mini plate, leaving enough
length to grasp the Lead.

5. Unscrew the screws anchoring the mini plate and gently remove the mini plate.
6. Use appropriate methods to remove the DBS Lead from the adhesive.

7. Slowly and gently retract the DBS Lead from the neural tissue, pulling as close to
perpendicular to the skull as possible. The DBS Lead should experience minimal
resistance when retracted.

8. Palpate the region under the scalp to locate the DBS Extension connector.

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

10. Loosen the connector Setscrew on the DBS Extension using the Torque Wrench
provided.

Note: Be sure to fully insert the Torque Wrench before loosening the Setscrew.

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

11. Remove the DBS Lead from the DBS Extension.
12. 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
skull opening.
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13. If you are replacing the DBS Lead, follow the instructions in the “Implanting the
DBS Lead” section.

If you are explanting the entire Vercise™ DBS System, continue on to the
“Explanting the DBS Extensions” procedure.

Otherwise, close the incisions.

14. Ship the explanted DBS Leads to Boston Scientific.

Explanting the DBS Extensions
1. Turn off the Stimulator.
2. Palpate the region under the scalp to locate the DBS Extension connector.

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

4. Cut the DBS Extension(s) at the tapered (proximal) end of the connector.
5. Loosen the connector Setscrew using the Torque Wrench provided.

CAUTION: Loosen the Setscrew only as much as 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.

6. Disconnect the DBS Extension connector. Return the DBS Extension connector to
Boston Scientific.

7. Expose and disconnect the DBS Extensions from the Stimulator by following the
procedure in “Explanting or Replacing the Stimulator”.

8. Gently pull the DBS Extension through the tunnel from the Stimulator site.

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

9. Ship the explanted DBS Extensions to Boston Scientific.

Note: If the DBS Extension has broken, then it may be necessary to make additional
incisions or to pull one end of the DBS Extension out at the Stimulator site and
the other end from the DBS Extension connector site.
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Explanting or Replacing the Stimulator
1. Turn off the Stimulator.
2. Palpate the subclavicular area to locate the Stimulator.

3. Surgically open the pocket where the Stimulator is located. Be careful not to damage
the implanted components to allow for proper analysis following explant.

CAUTION: Do not use electrocautery as it will damage the Stimulator.
Note: The incision should be large enough to remove the Stimulator from the pocket.
4. Withdraw the Stimulator from the pocket.

5. Using the Torque Wrench, unscrew the header Setscrews to release the DBS
Extensions.

CAUTION: Loosen the Setscrew only as much as necessary to remove the DBS 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.

6. Remove the DBS Extensions from the Stimulator.

7. If the Stimulator is to be replaced, reconnect the new Stimulator by following the
procedures in Connecting the Stimulator.

8. Ifthe DBS Extensions will remain implanted, you may optionally clean the proximal
ends of the DBS Extensions, attach Lead Boots (as described in the “Securing the
DBS Lead” section), and coil the excess DBS Extension material in the pocket.

9. Close the incision.
10. Ship the explanted Stimulator to Boston Scientific.

CAUTION: Be careful not to damage any remaining implanted components when
closing the incision.
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The Vercise™ Stimulator E

The Vercise Stimulator is rechargeable. Patient’s should expect a daily recharging time
of 15 to 30 minutes or a periodic recharging time of 3 to 4 hours every 1 to 2 weeks, but
their recharge routine may vary depending on their stimulation parameters. High power
users will require more frequent charging. Boston Scientific recommends any recharge
schedule that fits the patient’s schedule and lifestyle while maintaining sufficient charge
to maintain stimulation.

Note: Frequent charging does not affect or diminish the battery life of the Stimulator.

Developing a patient’s recharge schedule involves finding the right balance between four
factors:

* How much power is required for the patient to experience effective therapy.
» How often the patient wants to recharge.
* How long the patient wants to recharge.

* How the patient would like to manage their personal schedule.

The Clinician Programmer (CP) will estimate charging time based on 24 hours per day
of stimulation at the programmed settings. Patients should be instructed to charge either
a little every day (for 15 to 30 minutes) or fully charge once every 1 to 2 weeks (for 3
to 4 hours). If fully charging the Stimulator, patient should be instructed to charge until
the Charger emits the end of charge double beep. The recharging process is simple, but
important.

The rechargeable Stimulator battery should provide at least five years of service. In many
cases, the Stimulator battery should provide at least 25 years of service. Battery life is
dependent on the stimulation settings and conditions. To determine the expected battery
life for specific settings and conditions, please see the “Appendix” on page 77 of this
manual.

Over time and with repeated charging, the battery in the Stimulator will lose its ability

to recover its full capacity. As a result, over time, the Stimulator may require shorter
intervals between charges. For example, a Stimulator with settings requiring charging
every 22 days during the first year, is expected to require charging every 20 days after
five years of continuous use (amplitude = 3 mA, pulse width = 60 ps, rate = 185 Hz,
impedance = 1500 Ohms). The Stimulator will need replacement when stimulation can no
longer be maintained with routine charging.

Vercise™ DBS Physician Manual
91098825-10 37 of 341



Vercise™ DBS Physician Manual

Stimulator Battery

When the Remote Control communicates with the Stimulator, the battery status is sent to
the Remote Control.

The Remote Control displays a battery graphic near the top center of the screen to
indicate the battery level of the Stimulator. The graphic is easy to understand: three filled-
in bars means that the Stimulator has a fully-charged battery.

Note: The battery graphic indicates the battery level of the Stimulator, not the Remote
Control.

As the battery strength wears down, depending on the stimulation parameters and
usage, the bars will empty, as shown in the chart below. For complete information on
maintaining the Stimulator’s battery, see “Charging the Stimulator” on page 40.

Battery Graphic Description

The Stimulator’s battery is full.

The Stimulator’s battery is ok.

188

The Stimulator’s battery is low.

Stimulator Battery Messages

When the Stimulator’s battery is low, the Remote Control will display a “Recharge
Stimulator Soon” message. The Stimulator should be recharged as soon as possible.

Recharge
Stimulator Soon ET5

F1D 2N D

If the Stimulator is not recharged and the Stimulator’s battery becomes very low, the
Remote Control will display a “Recharge Stimulator Now” message. The Stimulator
should be recharged immediately. Failure to recharge the Stimulator will lead to loss

of stimulation within less than 24 hours. If the Stimulator turns off due to a very low
battery, it will need to be charged for approximately two hours (with the Charger properly
aligned) before it can be turned on again.

Rechorge
Stimulator Mow O
) P

If the patient reports that stimulation has stopped, instruct the patient to check the
Stimulator battery status with the Remote Control.
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The Charging System s

WARNINGS:

Do not charge while sleeping. This may result in a burn.
While charging, the Charger may become warm. It should be handled with care.

Failure to use either the Charging Collar or an Adhesive Patch while charging, as
shown in the “Charging the Stimulator” section, may result in a burn. If pain or
discomfort is felt, the patient should cease charging and contact their physician.

CAUTION:

Keep the Charger and charging components dry. They should not be exposed to
moisture.

Do not connect the Charger to any other device except to the Base Station
provided with it.

Keep the Charger and charging components away from pets, pests and children to
avoid damage to the devices.

The Charging System for the Stimulator consists of the Charger unit, a Base Station, and
a Power Supply. The Base Station is designed to remain connected to a power outlet at all
times. When it is not being used, keep the Charger on the Base Station so that it is always
ready to deliver a charge.

A. Power Supply D. Power Button
B. Charger E. Base Station
C. Indicator Light
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Charging the Charger

1. Find a convenient electrical outlet, one that will not expose the Charging System
components to water or direct heat.

2. Plug in the Power Supply.
3. Connect the Power Supply to the Base Station.
4. Place the Base Station on a flat surface.

5. Finally, place the Charger in the Base Station with the power button facing up until
the indicator light turns green.

Indicator Light Status Description

The Charger is fully charged and ready to charge the

Green ;
Stimulator.

The Charger is partially charged. The Charger may still be
Yellow used, but it may not be able to fully charge the Stimulator.
To fully charge the Charger, place it in the Base Station.

The Charger is off —or— the Charger battery is empty.
Off If pressing the Power Button does not turn on the Charger,
place the Charger in the Base Station to charge.

Charger Battery Service Life
The Charger battery has a typical service life of 500 charging cycles.

Charging the Stimulator

When charging the Stimulator, the patient must use the Charger with either the Charging
Collar or an Adhesive Patch to hold the Charger over the Stimulator. The Adhesive
Patches are made of non-reactive and Latex-free material suitable for most sensitive skin

types.
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Using the Charging Collar

1. When the indicator light is green, remove the Charger from the Base Station.
(The indicator light will go off, regardless of the ready status of the Charger.)

2. If the patient’s Stimulator is in a shallow
location or the patient has thin skin, instruct
the patient to place the Charging Spacer
at the back of the pocket in the Charging
Collar. Patients with shallow Stimulators or
thin skin will be able to charge faster with
the Charging Spacer.

Note: Patients with Stimulators in a deep
location should not use the Charging
Spacer, as it may slow the speed of
charging.

3. Place the Charger into the appropriate pocket on the Charging Collar with the power
button facing out. If the Stimulator is on the right side of the chest, place the Charger
in the right pocket. If the Stimulator is on the left side of the body, place the Charger
in the left pocket.

4. If using the Charging Spacer, make sure it is between the Charger and the back of the
pocket.

5. Place the Counterweight in the pocket opposite of the Charger.
6. Place the Charging Collar over the neck with the pockets facing out, as shown.

7. For best charging results, make sure the Charger is centered over the Stimulator. If
the Charger is not centered, charging time may increase. See “Properly Aligning the
Charger” on page 43 to ensure you center the Charger over the Stimulator.

8. [If the Charger is not centered over the Stimulator, you may need to adjust the length
of the Charging Collar using the straps. Occasionally checking that the Charger is
aligned over the Stimulator during your charging session is recommended.
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Note: The Charging Collar can be placed under or over clothing. You should not wear
tight fitting or heavy clothing over the Charger while charging to allow air flow
around the Charger.

Using the Adhesive Patch

1. When the indicator light is green, remove the Charger from the Base Station.
(The indicator light will go off, regardless of the ready status of the Charger.)

2. Apply the Adhesive Patch to the backside of the - -
Charger by peeling the clear liner from the patch |
and applying the white side with the blue stripe
to the rear of the Charger, as shown to the right.

3. Remove the skin side beige liner from the
adhesive (only good for one fixation.).

4. For best charging results, make sure the Charger
is centered over the Stimulator. If the Charger is
not centered, charging time may increase. See “Properly Aligning the Charger” on
page 43 to ensure you center the Charger over the Stimulator.

WARNING: Do not put the Charger directly on the skin (e.g., without an Adhesive
Patch). This may result in uncomfortable heating of the skin or a burn.
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Properly Aligning the Charger

1. Press the power button. The indicator light will come on again, and the Charger will E
begin beeping steadily to signal that it is searching for the Stimulator.

2. Place the Charger on the chest in the area of the Stimulator.

3. Position the Charger over the Stimulator.

The beeping will stop when the Charger is partially aligned with the Stimulator,

but the Charger should be fully aligned with the Stimulator for optimal charging.
Charging time may increase if the Charger is not fully aligned with the Stimulator. To
fully align the Charger over the Stimulator, position the bottom curve of the Charger
approximately 1 cm lower than the bottom curve of the Stimulator, as shown below.

You may use the tips of your index and middle fingers to help locate the Stimulator
under the skin. Lay your fingers gently on the skin without applying pressure or
gripping. You may use this method to locate the center of the Stimulator.
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4. Secure the Charger over the Stimulator either by pressing the adhesive to the skin
over the Stimulator, or letting go of the Charging Collar.

Note: If the Adhesive Patch is accidentally located in the wrong place, or if the
Charging Collar moves out of alignment, the Charger will start beeping again.
Use a new Adhesive Patch or readjust the Charging Collar to place the Charger
back into the fully aligned position.

Note: Moving around while charging is acceptable, but be aware that the Charger must
stay centered over the Stimulator for proper charging. Excessive movement may
cause the Charger and Stimulator to become misaligned.

5. When the Charger emits a distinct double beep, press the power button to turn off the
Charger and check the Stimulator’s battery with the Remote Control.

6. If the Stimulator is fully charged, remove the Charging Collar or Adhesive Patch from
your body.

7. Separate the Charger from the Charging Collar or Adhesive Patch. Set aside the
Charging Collar or discard the Adhesive Patch.

8. Return the Charger to the Base Station.

Do not confuse the end of charge signal (a distinct double beep) with the steady,
continuous misalignment signal.

Note: Patients should expect a daily recharging time of 15 to 30 minutes or a periodic
recharging time of 3 to 4 hours every I to 2 weeks, but their recharge routine may
vary depending on their stimulation parameters.

Note: The end of a charge signal is a distinct double beep, and the alignment indicator
light is a steady, continuous signal.
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The Remote Control E

CAUTION:

+ Keep the Remote Control dry. It should not be exposed to moisture.

* Keep the Remote Control away from pets, pests, and children to avoid damage to
the device.

Basic Operation

The Remote Control communicates with the Stimulator through a radio frequency
(RF) telemetry link from a distance of 18 inches (45 cm). When it is not being used,
the Remote Control is in sleep mode from which it can be reactivated by any button
press. During normal patient use, the Remote Control will transition to sleep mode
automatically after 60 seconds of non-use.

1. Area Button 4. Program Button
2. Up/Activate 5. Stimulation On/Off
3. Down/Save

Some Remote Control functions (i.e., the Restore option and Clinician Mode) are
accessed by pressing and holding a button (for approximately three seconds). These are
identified in the appropriate following sections.
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Remote Control Position

You will achieve a strong communication link between the Remote Control and the
implanted Stimulator if the Remote Control is positioned as shown in the picture below.

[

In some situations, you may need to bring the Remote Control closer to the Stimulator.
The distance at which you will be able to achieve communication depends on your
environment and the relative orientation of the Remote Control to the Stimulator.

Stimulator Linking

A Remote Control is restricted to communicating with one Stimulator at a time in order
to prevent it from inadvertently controlling an unintended device. Therefore, the Remote
Control must be linked with the Stimulator before use.

If the Remote Control is linked to a different Stimulator, you will need to clear the link
before linking it to the new Stimulator. See “Selection #3 — Clear Link” in the “Clinician
Options” section.

The initial step in the linking process involves the Remote Control identifying, by
telemetry, the intended Stimulator for communication. The second step in establishing the
link depends on whether:

* The Stimulator is an External Trial Stimulator or an implantable Stimulator.

* Programs are stored in either the Remote Control or Stimulator.

* The Remote Control and Stimulator contain different program sets (if so, one set
will need to be cleared).
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The Remote Control will display the following message upon first activation (when any
button is pressed):

00000 o0 000

ToU ik
o Ry O—d §

1. Ensure the Remote Control is within telemetry range of the Stimulator (60 cm or 2 ft).

2. Press P to initiate communication between the Remote Control and the Stimulator.
The Remote Control will identify the Stimulator by ID number.

LInk TO ety ()
9999999 ? 99999997
-+ 43 T &k T3
3. Press P to confirm and continue.

The Remote Control will automatically detect available program sets in the Remote
Control or Stimulator. If there are no available programs, the link will be completed
immediately and you will see the screen below:

Lever EED Tl EEE Tull

However, if programs are present in either device (Remote Control or Stimulator) during
linking, you will be required to respond to one or more decision screens. Your decisions
will guide the Remote Control to complete the linking with the desired program set saved
to the desired device (Remote Control or Stimulator). You may also need to enter the
clinician’s password.

If an error occurs during the process or if the password is incorrect linking will be
aborted. For further information, including information about the clinician’s password,
see “Selection #3 — Clear Link” in the “Clinician Options” section.
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Stimulation On/Off

Stimulation is turned on and off via a dedicated power switch on the Remote Control
keypad. Simply press the stimulation on/off button P) at any time — even when the
Remote Control is in sleep mode — to change the stimulation status of the Stimulator.

Signal Strength

The Remote Control indicates the signal strength between itself and the Stimulator in the
upper right corner of the display:

Lever EEC Tail Tull
il —_— | %

Signal Strength Description

T || The Remote Control is achieving optimal communication with
f your Stimulator.

T I The Remote Control is achieving good communication with your

o Stimulator.

T The Remote Control is achieving OK communication with your
ol Stimulator.

T The Remote Control is achieving weak communication with your
' Stimulator.

The Remote Control is achieving either very weak or no
communication with your Stimulator.

T Communication between the Remote Control and the Stimulator
may or may not be achieved. To improve the communication
speed, move the Remote Control closer to the Stimulator and
position it as shown in “Remote Control Position” on page 46.

After missing a telemetry message, the Remote Control will display the “Searching”
screen. The Remote Control will then start looking for signal strength every second.
Move to a better spot and wait for the signal strength to display. To cancel searching press

3

Note: Avoid common sources of interference, such as televisions and computer monitors
when trying to use the Remote Control.
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Stimulation Amplitude E

Whenever stimulation is turned on, or after the Remote Control is awakened from sleep
mode, the Remote Control display defaults to the Level screen.

Note: When there is no button activity for more than 60 seconds, the Remote Control
will transition to sleep mode and the display screen will be blank.

LeveL EED Tl Tull
—_— | & — | %

Usually, changes to the amplitude of stimulation will not be permitted using the Remote
Control. In these cases, the physician should determine the optimal amplitude for
stimulation therapy. However, for certain patients, physicians may allow patients to
change stimulation levels.

If the physician has allowed control of the stimulation amplitude, press the A or ¥
button from the Level screen to increase or decrease the amplitude. The triangular ramp
in the center of the screen will fill as the stimulation amplitude increases.

Stimulator Battery

The Level screen also displays a battery graphic near the top center of the screen to
indicate the battery level of the Stimulator. The graphic is easy to understand: three filled-
in bars means that the Stimulator has a fully-charged battery.

LeveL EEC Tail Tull

Note: The battery graphic indicates the battery level of the Stimulator, not the Remote
Control.

As the battery strength wears down, depending on the stimulation parameters and
usage, the bars will empty, as shown in the chart below. For complete information on
maintaining the Stimulator’s battery, see “Charging the Stimulator” on page 40.

Battery Graphic Description

The Stimulator’s battery is full.

The Stimulator’s battery is ok.

18 8

The Stimulator’s battery is low.
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Program Selection

A stimulation program is a set of stimulation parameters that determine the patient’s
therapy. A program may apply stimulation to up to four independent stimulation fields or
areas, depending on how the program is set up. For example, one area may correspond to
a right brain target, while another area may correspond to a left brain target. The Remote
Control can store up to four programs — numbered 1 through 4 — for the patient to select
and activate at any time.

Graphic Description

A blank program slot.

A full program slot

The most recently activated or saved program.

The currently selected program slot

ol - NESHESH

A reminder that the P button changes the selected program.

Note: If a patient tries to activate an empty program, nothing will happen.
To select a program:
1. Press the P button from the Level screen to go to the Program screen.

From the Program screen, each additional P button press selects the next program
number. Press ¥ to select the previous program number. The black highlighted box
shows where you are in the cycle. Pressing P from program 4 returns you to the
Level screen. Pressing ¥ from program 1 also returns you to the Level screen.

IIEIEIEI JF n BEEH 1D

Procram 1
Act &W Saue [J1] & w5

2. Press P or i to move until the program you want is highlighted.
3. Press A to activate the program.

Once you have selected and activated a program, the Remote Control will return to the
Level screen.
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Modifying and Saving Programs

1. Press P as needed from the Level screen to cycle to the desired program. E

Note: The most recently retrieved or saved program will be underlined( ).
Empty program slots are denoted by a blank box with no program number [].
If a patient tries to activate an empty program, nothing will happen.

2. Press A to activate the selected program.

AoTrvarmng™ @) Tul
ProcramM 1

3. After the Remote Control times out to the Level screen, you may change the
amplitude of all areas in the program.

4. To save/store changes, select the program again and press ¥ . You will be required to
confirm the adjustment first.

5. Press P to confirm, or press the f button to cancel the operation.

OverHRITE 17 [ 1]
ax R ar (? gpw

Note: To save the modifications as a new program, simply select an empty [] program
slot and press V instead of overwriting the existing program.
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Individual Area Amplitude

A program may apply stimulation to one area, or up to four areas, depending on how the
program it set up. To adjust the amplitude of each area independently:

1. Press the f button as needed from the Level screen to cycle to a specific stimulation
area.

2. Press the A or ¥ button to adjust the amplitude of the selected area.

Restore Option

With the Vercise™ DBS System, the “Restore” is readily available to all patients.
The Restore feature allows patients to return a program to the original settings you
programmed for them at the initial fitting or at a follow-up.

To access the Restore option:
1. Press and hold P approximately 3 seconds to reach Restore Program 1.

2. If necessary, press the P button again (normal press) to cycle through the programs
and select the program to be restored.

3. Press A to restore the last clinic-programmed settings.

HEH B D
ProcramMm 1 B 5

Restore 4 Y

Searching

In the event of communication interference, the Remote Control will automatically
begin “searching” for the Stimulator. Try to reposition the Remote Control closer to the
Stimulator to help it locate the Stimulator.

SeancHInG [':‘"i"] ¥
ak X [
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Clinician Options

Clinicians and physicians can access additional options in the Remote Control to set up E
the Vercise™ DBS System. These options are not available to patients.

Patient-restricted clinician screens provide access to:

* Remote Control and Stimulator clearing and relinking
* Communication with the clinician programmer

+ Contact impedance monitoring
To access Clinician Options menu:

1. Press the i and P buttons simultaneously for approximately three seconds. The Enter
Clinician Options menu will appear as shown below.

2. Press the A or ¥ button to navigate the Clinician Options menu.
CP Mode J+~+0
Impedances 0
- R M1 i 1

Each option is discussed in sequence below.
Selection #1 — Clinician Programmer (CP) Mode

1. From the Enter Clinician Mode menu, press the P button to prepare the Remote
Control for communication with the Clinician’s Programmer (CP).

CP Rennv E

Note: The Remote Control will remain CP Ready for 15 minutes.

2. Place the Remote Control and the IR Interface in the IR
Interface Holder with their communication ports facing.

3. Plug the serial end of the USB to Serial Adapter into
Interface Holder.

4. Plug the USB to Serial Adapter into the USB port on the
CP.

5. Power-on the CP.

6. Launch the Bionic Navigator™ Software and wait for the IR
Communication Established display.

Tl
C cATION 3 L
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Selection #2 — Impedances

When the “Impedances” option is selected from the Enter Clinician Options menu, the
Remote Control will take the measurements via telemetry; this will take a few seconds.

MdRagay.  £29999999
1 |

Note: During this measurement the serial number of the Stimulator will be displayed on
the screen.

Eventually, the Remote Control will display the Contact Impedance Status screen.

Contacts 1 through 8 (Lead position 1-L) are represented by the rectangles in the top row;
contacts 9 through 16 (Lead position 2-R) are represented by the rectangles in the bottom
TOW.

o i Ox
BEO0000ONNEN
OEE0OENNENEN

-

B Good 0 Ope
ooOoOnEn
EECOENEN

ONBo
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Contacts within the acceptable impedance range are displayed as solid rectangles; high
impedance contacts (above 4500 Ohms) are represented by hollow rectangles.

Pressing any key, except the P) Stim On/Off button, will display the value of the reading
of contacts 1 — 8. Subsequent pressing of any key, except the P) Stim On/Off button, will
show values for contacts 9 — 16.

1 HH¥ME D5 HEMH 1 HEEE D5 K
2 HHARA B KRR 2 HBAAK B BAKK
3 HEBR T HEMH 3 HEmE T RAKK
H KHER B HKiMK U HKEEKE 8 KREX
9 1& BEXE 9 IE BRA
10 14 Rxss 10 14 RAx
11 15 Kxns 11 15 RAX
12 B KRRX 12 B KRA

Any key press other than the P) Stim On/OfF button will show the Measure Again screen
which allows for repeating the measurement or exiting this function.

Note: The Remote Control will terminate the CP Ready state and transition to the sleep
mode if there is no IR signal after 15 minutes.

All buttons are active during CP Ready and pressing any button returns the
Remote Control to the Level screen.

Stimulation may be turned on or off during CP Read).

Once IR Communication is established, the Remote Control will terminate
communication and transition to the sleep mode if there is no IR activity after 15

minutes.
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All buttons are active during IR Communication and pressing any button returns
the Remote Control to the Level screen.

Whenever the Remote Control is re-activated from sleep mode the display will
default to the Level screen.

Selection #3 — Clear Link

When the “Clear Link™ option is selected from the Enter Clinician Options menu, you
will immediately be required to enter the clinician’s password in order to continue.

Enter Password

¢HAR _ L+ HEM
=13 =+

The password for the Clear Link option is A-B-C.
To enter the password:

The first character is highlighted when the Enter Password screen opens. To select/
confirm any character and/or move to the next character position, press P. 1o scroll
through possible characters, use Aor V.

Note: Do not share this password with patients, as they may unknowingly clear the link
between their Remote Control and Stimulator.

When clearing a link:

If the password is entered correctly, the link between the Remote Control and the
“previous” Stimulator is broken immediately, and the Remote Control displays the Not
Linked screen. The Remote Control’s programs remain intact. If the password is entered
incorrectly, the process is aborted and the Remote Control will return to the Enter
Clinician Options screen.

Note: If the password is entered incorrectly during an attempt to link the Remote
Control, the process is aborted and the Remote Control returns to the Sleep
screen.
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Selection #4 — Language

When the “Language” option is chosen from the Enter
Clinician Options menu, you may scroll through the six
language screens by pressing Aor V.

Use the P key to select English, Spanish, French, Italian,
German, or Dutch when the language is highlighted.

Then, press P on the next screen to confirm the selection.

The Remote Control language will now change to your
selected language.

Remote Control Battery Life

Under typical usage, the Remote Control battery will last
15 days before replacement.
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Stimulation Guidelines

Stimulation Guidelines E

Charge Density

The Clinician Programmer (CP) software provides a warning when the charge density at
a contact is about to be programmed to exceed 30 uC/cm? per stimulation phase, as there
is evidence of tissue damage above this level. However, the CP allows the stimulation to
continue above this level.

Current Amplitude (mA)

i} 200 400 G0o0 &00 1000
Pulsewidths (us)

This graph displays the recommended maximum charge density of 30 uC/cm? for
different combinations of current amplitude (mA) and pulse width (us). These estimates
of charge density are only for the Boston Scientific DBS Leads.

WARNING: Patients may have the ability to change the amplitude with the Remote
Control. The physician should set and verify the maximum and minimum
amplitude levels allowed by the Remote Control to ensure that current
levels remain safe. Do not set the default amplitude outside of the
minimum and maximum amplitude range.

Note: A warning will pop-up on the Clinician Programmer screen if the stimulation
parameters will cause the charge density to exceed 30 uC/cm?’.
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Detailed Device Description

General Component Description

The implantable portion of the Vercise™ DBS System includes a Stimulator and two
DBS Leads. Other implantable components include the DBS Extensions that extend the
DBS Leads to the Stimulator, a DBS Lead Boot to protect the proximal end of the DBS
Lead between surgeries, and Sutures Sleeves to protect the DBS Lead and/or to anchor
the DBS Leads and DBS Extensions.

The Tunneling Tool is a surgical instrument used to create a subcutaneous tunnel for the
DBS Leads and DBS Extensions.

The patient will be provided with external devices including a Remote Control to
communicate with the Stimulator and a Charger to recharge the battery of the Stimulator.
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Stimulator Physical Characteristics E

The physical characteristics of the Stimulator are outlined in Table 1. The Stimulator
contains a radiopaque identification tag. The identification tag is visible using standard
x-ray procedures.

Table 1: Stimulator Physical Properties

Feature Description
Case Titanium
Header Epoxy
Dimensions 55 mm x 45 mm x 11 mm
Volume 20.7 cm?
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Stimulator Programmable Characteristics

The stimulation parameters are independent for the two DBS Leads such that stimulation
of two different brain targets can have different amplitudes, pulse widths, stimulation
rates, and contact configurations. The two DBS Leads can also have differing

monopolar and multipolar configurations; however, a given DBS Lead contact cannot be
programmed as both monopolar and multipolar.

The programmable parameter ranges for the Stimulator are shown in Table 2.

Note: Some frequency combinations may not be used. See the DBS Programming
Manual for specific frequency combinations.

Table 2: Stimulator Function

Parameter Range
Amplitude? 0.1 mA to 20 mA
Rate® ¢ 2 Hzto 255 Hz
Pulse Width’ 10 ps to 450 ps
Cycle (On/Off) 1 s to 90 min
Stim Ramp On lsto10s
Contact Connections 16
Independent Areas of Stim (4 Programs with
4 Areas per Program) 16

Note: While it is possible to program stimulation rates higher than 255 Hz, clinical
effectiveness and saftey of these cumulative rates has not been demonstrated and
is not recommended.

WARNING: Although the CP utilizes warnings to aid clinicians in their determination
of safe charge density levels, the primary responsibility of keeping safe
current levels resides with the clinician. Additionally, maximum and
minimum amplitude levels allowed by the Remote Control should be set
and verified by the physician to ensure that these levels are safe.

4 The programmable coverage for each individual contact is limited to 12.7 mA. A programming
interlock is enforced to limit the total output current to 20 mA or less per coverage area. For example,
a maximum current output of 12.7 mA on one contact would limit the total summed current output on
the remaining contacts to 7.3 mA within one coverage area.

5  The rate is limited to 255 Hz for a given area.
The use of higher frequencies than the ones that are established (250 Hz) is the sole responsibility of
the user.

7  The use of lower pulse widths than established (60 ps to 450 ps) is the sole responsibility of the user.
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DBS Lead

The DBS Lead consists of 8 cylindrical contacts. The outer diameter of the DBS Lead E
and contacts is 1.3 mm and is compatible with existing commercially available DBS
implantation tools. The DBS Lead can be implanted and attached to the Stimulator for

both unilateral stimulation (on either the left or right side) and bilateral stimulation.

Table 3: DBS Lead

Feature Description
Number of Contacts 8
Contact Length 1.5 mm
Contact Spacing
(Center-to-Center) 2.0 mm
Contact Span 15.5 mm
Distal Contact to Tip <13 mm
Length
Diameter 1.3 mm
Overall Length 30 cm, 45 cm
Outer Jacket Tubing
(Insulation) Polyurethane
Contact Material Platinum/Iridium
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DBS Extension

The DBS Extension consists of a connector at the distal end and 8 cylindrical contacts at
the proximal end. The DBS Lead may be inserted and secured into the connector, which
also contains 8 contacts that align with the contacts on the DBS Lead to form electrical
connections. The DBS Extension can be implanted and attached to the Stimulator and
the DBS Lead for both unilateral stimulation (on either left or right side) and bilateral

stimulation.

Table 4: DBS Extension

Feature Description
Overall Length 55 cm
Outer Diameter 1.35 mm
Number of Contacts 8
Contact Material Platinum/Iridium
Insulation Material Polyurethane, Silicone
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Detailed Device Description

DBS Lead Boot

The DBS Lead Boot protects the proximal end of the DBS Lead prior to the Stimulator E
implant surgery. The Setscrew, when engaged, secures the DBS Lead in the Lead Boot.

Table 5: DBS Lead Boot

Feature Description
Overall Length 3.3 cm
Setscrew Titanium
Connector Block Stainless Steel
End Stop Stainless Steel
Insulation Material Silicone
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Suture Sleeve

The Suture Sleeve is placed between the DBS Lead and the mini plate to protect the DBS
Lead. The Suture Sleeve may also be used to anchor the DBS Lead or DBS Extension to

the fascia.

Table 6: Suture Sleeve

Feature

Description

Overall Length

1cm, 2.3 cm,4cm

Material

Silicone
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Detailed Device Description

Tunneling Tool

The Tunneling Tool is used to create a path for the DBS Lead and DBS Extension in the

subcutaneous tissue.

Table 7: Tunneling Tool

Feature Description
Length 28 cm (Straw), 35 cm (Long)
Shaft Material Stainless Steel
Straw Material PTFE
Handle Material Stainless Steel, Ultem
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Programmer Communication

The Clinician Programmer (CP) can communicate with a Stimulator. In order to begin
a programming session, the CP and the Remote Control Infrared (IR) windows must be
aligned.

1. Turn on the CP and the Bionic Navigator™ Software will boot-up.

2. Enter the Clinician Options menu on the Remote Control by pressing the f and P
buttons simultaneously.

3. Select CP Mode.

4. When the Remote Control displays “CP Ready,” put the
IR Interface and Remote Control into the IR Interface
Holder to keep the IR windows aligned.

Note: Orient the IR Interface with the yellow circle facing
down to maximize communication.

5. Plug the serial end of the USB to Serial Adapter into the
IR Interface.

6. Plug the USB to Serial Adapter into the USB port on the CP.

7. Position the patient within 60 cm (2 ft) of the Remote
Control to ensure a complete communication link from
the programmer to the Stimulator (see “Remote Control
Position” on page 46).

Note: A message will be displayed on the Clinician
Programmer if the communication range is not
satisfactory.

For more detailed instructions on how to use the Clinician
Programmer and Bionic Navigator Software with the Vercise™ DBS System, see the
DBS Programming Manual.
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Vercise™ DBS System Registration

In accordance with international practice and regulatory legislation in some countries, a
registration form is packed with each Boston Scientific Stimulator, DBS Lead, and DBS
Extension.

The purpose of this form is to maintain traceability of all products and to secure warranty
rights. It also allows the institution involved in the evaluation or replacement of a specific
implanted DBS Lead, accessory, or device to gain quick access to pertinent data from the
manufacturer.

Fill out the registration form included in the package contents. Return one copy to the
Boston Scientific Customer Service Department, keep one copy for patient records,
provide one copy to the patient, and save one copy for the physician.

Boston Scientific
Neuromodulation Corporation
Attention: Customer Service Department
25155 Rye Canyon Loop
Valencia, CA 91355, USA
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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, please choose your locality from the following list:

Argentina
T: +5411 4896 8556 F: +5411 4896 8550

Australia / New Zealand
T: 1800 676 133 F: 1800 836 666

Austria

T:+43 160 810 F: +43 1 60 810 60
Balkans

T: 00302109537 890 F: 0030 210 95 79 836
Belgium

T: 080094 494 F: 080093 343

Brazil

T: +55 11 5853 2244 F: +55 11 5853 2663
Bulgaria

T: +359 2 986 50 48 F: +359 2 986 57 09
Canada

T: +1 888 359 9691 F: +1 888 575 7396
Chile

T: +562 445 4904 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 20 8767 9789

China — Shanghai
T: 486 21 6391 5600 F: +86 21 6391 5100

Colombia

T: +57 1629 5045 F: +57 1 629 5082
Czech Republic

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

T: 80 30 80 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 3097 99
Germany

T: 0800 072 3301 F: 0800 072 3319
Greece

T: +30 210 95 42401 F: +30 210 95 42420
Hong Kong

T: +852 2960 7100 F: +852 2563 5276
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Hungary
T:+36 1456 30 40 F: +36 1 456 30 41

India — Bangalore
T:+91 80 5112 1104/5 F: 491 80 5112 1106

India — Chennai
T: +91 44 2648 0318 F: +91 44 2641 4695

India — Delhi
T:+91 11 2618 0445/6 F: +91 11 2618 1024

India — Mumbai
T: +91 22 5677 8844 F: +91 22 2617 2783

Italy
T: 439010 60 60 1 F: +39 010 60 60 200

Korea
T: +82 234762121 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:4+31 30 602 5555 F: +31 30 602 5560
Norway

T: 800 104 04 F: 800 101 90
Philippines

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

T: +48 22 435 1414 F: +48 22 435 1410
Portugal

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

T: +65 6418 8888 F: +65 6418 8899
South Africa

T: +27 11 840 8600 F: +27 11 463 6077
Spain

T: +34 901 11 12 15 F: +34 902 26 78 66
Sweden

T: 020 65 25 30 F: 020 55 25 35
Switzerland

T: 0800 826 786 F: 0800 826 787



Technical Support

Taiwan
T: +886 22747 7278 F: +886 2 2747 7270

Thailand
T: +66 2 2654 3810 F: +66 2 2654 3818

Turkey — Istanbul
T: +90 216 464 3666 F: +90 216 464 3677

Uruguay
T: +59 82 900 6212 F: +59 82 900 6212

UK & Eire
T: +44 844 800 4512 F: +44 844 800 4513

Venezuela
T: +58 212 959 8106 F: +58 212 959 5328

Note: Phone numbers and fax numbers may change. For the most current contact

information, please refer to 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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Electromagnetic Compatibility

EN 60601-1-2 Classification Information

* Internally powered

» Continuous operation

* Ordinary equipment

* (Class Il

Guidance and Manufacturer’s Declaration — Electromagnetic Emissions

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

Emissions Test Compliance Electromagnetic Environment — Guidance
The Vercise DBS System uses RF energy only for its
RF emissions CISPR 11 Group 1 internal functlon._ Therefore, its RF emissions are very
low and are not likely to cause any interference in nearby
electronic equipment.
RF emissions CISPR 11 Class B
Harmonic emissions The Vercise DBS System is suitable for use in all
Not Applicable establishments, including domestic establishments and
IEC 61000-3-2 . .
. those directly connected to the public low voltage power
Voltage fluctuations/ supply network that supplies buildings used for domestic
flicker emissions Not Applicable purposes.
IEC 61000-3-3

Guidance and Manufacturer’s Declaration - Electromagnetic Inmunity

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

Immunity Test IEC 60601 Test Level Compliance Level Elecltromagnetlc .
Environment - Guidance
Air: Air:
+£2kV,£4KkV, Remote Control and Charger:
+8kV, £ 15kV +2kV,£4kV, £8kV,£15kV Floors should be wood, concrete
ETS: or ceramic tile. If floors are
Electrostatic £2kV,£4kV, +8kV covered with synthetic material,
discharge (ESD) the relative humidity should be
1IEC 61000-4-2 Contact: Contact: at least 30 %.
+8kV Remote Control and Charger: Note: Applies to external
+8kV devices.
ETS:
+6kV
Power frequency magnetic fields
should be at levels characteristic
Power frequency of a typical location in a
(50/60 Hz) typical commercial or hospital
magnetic field 30 A/m 30 A/m environment. Magnetic fields
1IEC 61000-4-8 from common appliances
are not expected to affect the
device.
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Guidance and Manufacturer’s Declaration — Electromagnetic Inmunity

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

Immunity Test

IEC 60601 Test Level

Compliance Level

Electromagnetic Environment - Guidance

Conducted RF 3 Vrms 3 Vrms Professional healthcare facility
IEC 61000-4-6 150 kHz to 80 MHz 150 kHz to 80 MHz environment and home healthcare
(ETS only) environment.
6 Vrms in ISM and
amateur radio bands
between 150 kHz and
80 MHz
Professional healthcare facility
environment and home healthcare
environment.
Field strengths from fixed RF transmitters,
as determined by an electromagnetic
Radiated RF 10 V/m 10 V/m site survey?, should be less than the
IEC 61000-4-3 80 MHz to 2,7 GHz 80 MHz to 2,7 GHz compliance level in each frequency range.

Interference may occur in the vicinity of
equipment marked with the symbol shown

below:
(((i)))

Note: These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and
reflection from structures, objects and people.

a Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless) telephones and land
mobile radios, amateur radio, AM and FM radio broadcast and TV broadcast cannot be predicted theoretically with
accuracy. To assess the electromagnetic environment due to fixed RF transmitters, an electromagnetic site survey
should be considered. If the measured field strength in the location in which the Vercise DBS System is used exceeds
the applicable RF compliance level above, the Vercise DBS System should be observed to verify normal operation.
If abnormal performance is observed, additional measures may be necessary, such as re-orienting or relocating the

Vercise DBS System.
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Manufacturer’s Declaration - Proximity Fields

The Vercise DBS System is intended for use in an electromagnetic environment in which radiated RF disturbances
are controlled. The users of the Vercise DBS System can help prevent electromagnetic interference by maintaining a
minimum distance between portable and mobile RF communications equipment (transmitters) and the Vercise DBS
System as recommended below, according to the maximum output power of the communications equipment.

Electromagnetic

Proximity Test IEC 60601-1-2 Test Level Compliance Level . .
Environment Guide
385 MHz: 27 V/m @ 18 Hz pulse modulation 27 V/m
450 MHz: 28 V/m @ FM modulation 28 V/m Recommended
1IEC 61000-4-3 | 710 MHz, 745 MHz, 780 MHz: 9 V/m @ 217 Hz separation distance
. 9V/m
pulse modulation d=30cm
1720 MHz, 1845 MHz, 1970 MHz: 28 V/m @ 217 Hz
. 28 V/m
pulse modulation
1720 MHz, 1845 MHz, 1970 MHz: 28 V/m @ 217 Hz
) Julati 28 V/m
pulse moduration Recommended
IEC 61000-4-3 | 2450 MHz: 28 V/m @ 217 Hz pulse modulation 28 V/m separation distance
5240 MHz, 5500 MHz, 5785 MHz: 9 Vim @217 Hz |\ d=30cm

pulse modulation

Note: For the frequency bands in this table, use the specified recommended separation distance. The recommended
minimum separation distance of 30 cm between portable and mobile RF communications equipment (transmitters)
and the Vercise DBS System apply to all other frequencies within the specified ranges.

Note: These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and
reflection from structures, objects and people.

Essential Performance

Failure of the external electrical components will not result in an unacceptable risk to the
user.

Telemetry Information

The following parameters describe the wireless communication link between the
Stimulator and the Remote Control.

* Frequency Band: 119 kHz to 131 kHz

*  Modulation type: FSK

» Effective Radiated Power: 0.4 mW (-4 dBm) maximum

» Magnetic Field Strength (at 3 m distance): 94 pA/m

Wireless Security

The Vercise DBS System has a short range inductively coupled telemetry system.

A Remote Control has to be linked with a Stimulator to allow communication. The
Stimulator will not respond to any unlinked device. There are additional mechanisms that
ensure the integrity of the communicated data.
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Limited Warranty
IPG

Boston Scientific Corporation (referred to as Boston Scientific) warrants to the patient
who receives a Vercise™ Implantable Pulse Generator (referred to as the IPG) that the
IPG will be free from defects in workmanship and materials for a period of five (5) years
from the date of surgical implant of the IPG. This warranty applies only to the patient
who has the IPG implanted and no other person or entity. This warranty does not apply to
the leads, extensions, or surgical accessories used with the IPG.

If the IPG fails to function within normal ranges within five (5) years after the date it
is implanted, Boston Scientific will replace the IPG with a functionally equivalent IPG
made by Boston Scientific. No other relief whatsoever is available under this limited
warranty. The limited warranty for a replacement IPG will last only for five years from
the date of surgical implant of the original IPG. Claims under this limited warranty are
subject to the following additional conditions and limitations:

1. The product registration card must be completed and returned to Boston Scientific
within 30 days of surgery.

2. The IPG must be purchased after January 1, 2005 and implanted before the “use by”
date.

3. Failure of the IPG must be confirmed by Boston Scientific.

4. The IPG must be returned to Boston Scientific (or a Boston Scientific authorized
agent) within 30 days after it fails to function within normal ranges. That IPG will be
the property of Boston Scientific.

5. This limited warranty does not include failures to function within normal ranges
caused by:

(a) Fire, floods, lightning, natural disasters, water damage, and other calamities
commonly defined as “Acts of God”;

(b) Accident, misuse, abuse, negligence, or the customer’s failure to operate the [IPG
in accordance with manufacturer’s instructions;

(c) Unauthorized attempts to repair, maintain, or modify the IPG by the patient or any
unauthorized third party; or

(d) Attaching equipment to the IPG that is not supplied or expressly authorized by
Boston Scientific.

This limited warranty is the only warranty that applies to the IPG, and Boston
Scientific expressly disclaims any other warranty, express or implied, including any
warranty of merchantability or fitness for a particular purpose.
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Under this limited warranty, Boston Scientific will be responsible only for replacement
of the IPG with a functionally equivalent IPG made by Boston Scientific and will not be
liable for any damages (whether direct, indirect, consequential, or incidental) caused by
the IPG, whether the claim is based on warranty, contract, tort or any other theory.

Boston Scientific assumes no liability with respect to instruments reused,
reprocessed or resterilized and makes no warranties, express or implied, including
but not limited to merchantability or fitness for a particular purpose, with respect to
such instruments.

Leads

Boston Scientific Corporation (referred to as Boston Scientific) warrants to the
patient that the DBS Leads, Lead Extensions, and Lead Boots are free from defects in
workmanship and materials for a period of one (1) year from the date of implantation.

A Lead, Extension, or Boot that fails to function within normal tolerances within (1) year
from the date of surgery is covered under this Limited Warranty. The liability of Boston
Scientific under this warranty shall be limited to: (a) replacement with a functionally
equivalent Lead, Extension, or Boot; or (b) full credit equal to the original purchase price
to be applied towards the purchase of a new Lead, Extension, or Boot. Product claims
under Boston Scientific Limited Warranty are subject to the following conditions and
limitations:

1. The product registration card must be completed and returned to Boston Scientific
within 30 days of surgery in order to obtain warranty rights.

2. The Lead, Extension, or Boot must be returned to Boston Scientific (or authorized
agent) within 30 days of malfunction or discovery of defect, and shall be the property
of Boston Scientific.

3. The Lead, Extension, or Boot must be implanted prior to the “use by” date.

4. Failure of the Lead, Extension, or Boot must be confirmed by Boston Scientific.
This warranty specifically excludes defects or malfunctions caused by: (a) fire,
floods, lightning, natural disasters, water damage, and other calamities commonly
defined as “Acts of God”; (b) accident, misuse, abuse, negligence, or the customer’s
failure to operate the Lead, Extension, and Boot in accordance with manufacturer’s
instructions; (¢) unauthorized attempts to repair, maintain, or modify the equipment
by the customer or any unauthorized third party; or (d) attachment of any equipment
not supplied by Boston Scientific without prior approval.

a. This warranty does not include surgical accessories used with the Lead,
Extension, or Boot.

5. The decision as to product replacement or credit shall be made solely at the discretion
of Boston Scientific. For a replacement Lead, Extension, or Boot, the warranty will
run only to the end of the warranty period for the original Lead, Extension, or Boot
that was replaced.
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This warranty is in lieu of any other warranty, expressed or implied, including
any warranty of merchantability or fitness for intended use. Except as expressly
provided by this Limited Warranty, Boston Scientific shall not be responsible

or liable for any direct, consequential or incidental damages caused by device
malfunction, failure or defect, whether the claim is based on warranty, contract,
tort, or otherwise.

Boston Scientific assumes no liability with respect to instruments reused,
reprocessed or resterilized and makes no warranties, express or implied, including
but not limited to merchantability or fitness for a particular purpose, with respect to
such instruments.

Externals

Boston Scientific Corporation (referred to as Boston Scientific) warrants to the patient
that the Remote Control device and Charging System (Charger and/or Charger Base
Station) are free from defects in workmanship and materials for a period of one (1) year
from the date of purchase.

If a Remote Control Device or Charging System component fails to function within
normal ranges within one year after the date of purchase, Boston Scientific will replace
the device or component with a functionally equivalent device or component made by
Boston Scientific. No other relief whatsoever is available under this limited warranty.
The limited warranty for a replacement device or component will last only for one year
after the date of purchase. Claims under this limited warranty are subject to the following
additional conditions and limitations:

1. The product registration card must be completed and returned to Boston Scientific
within 30 days of purchase.

2. Boston Scientific must confirm the device or component failure.

3. The device or component must be returned to Boston Scientific (or Boston Scientific’s
authorized agent) within 30 days after it fails to function within normal ranges. That
device or component will be Boston Scientific’s property.

4. This limited warranty does not include failures to function within normal ranges
caused by:

(a) fire, floods, lightning, natural disasters, water damage, and other calamities
commonly defined as “Acts of God”;

(b) accident, misuse, abuse, negligence, or the customer’s failure to operate the
device or component in accordance with manufacturer’s instructions;

(c) unauthorized attempts to repair, maintain, or modify the device or component by
the patient or any unauthorized third party; or

(d) attaching equipment to the device or component that is not supplied or expressly
authorized by Boston Scientific.
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This limited warranty is the only warranty that applies to the device or component,
and Boston Scientific expressly disclaims any other warranty, express or implied,
including any warranty of merchantability or fitness for a particular purpose.

Under this limited warranty, Boston Scientific will be responsible only for replacement
of the device or component with a functionally equivalent device or component made
by Boston Scientific and will not be liable for any damages (whether direct, indirect,
consequential, or incidental) caused by the device or component, whether the claim is
based on warranty, contract, tort, or any other theory.
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Appendix

Rechargeable Stimulator Battery Longevity

The rechargeable Stimulator battery should provide at least five years of service. In many
cases, the Stimulator battery should provide at least 25 years of service. Battery-longevity
is dependent on the stimulation settings and conditions. The battery-longevity projections
provided in the table below are based on continuous stimulation with one area and one
program. The longevity estimates are generated using projections of typical results

based on Boston Scientific internal testing data. Actual results may vary. To determine
battery-longevity with multiple-area stimulation, please use the Multiple-Area Longevity
Worksheet provided below. To determine battery-longevity with multiple stimulation
programs, please use the Multiple-Program Longevity Worksheet provided below. If
stimulation is not used continuously, the projected battery longevity should exceed the
value shown.

Defining End of Battery Longevity
The expected battery longevity is defined as the longer of either:

a) Typical case: the time from initiating therapy to the time at which therapy cannot
be maintained with daily charging

OR

b) High energy case: when the maximum time between charging has decreased by
more than 50% from the initial maximum time between charging.

Effect of Inpedance on Battery-Longevity Projections

This chart assumes a maximum impedance of 1500 Ohms between any 2 contacts in use.
For lower impedance values, the projected battery longevity should slightly exceed the
value shown. For higher impedances, the projected battery longevity should be slightly
less than the value shown.

Determining Longevity

1. Fit the Vercise™ DBS System to the patient, make note of the amplitude, rate and
pulse width for each of the areas. For multi-area stimulation, please use the Multiple-
Area Battery-Longevity Worksheet.

2. In the following chart, look up the battery-longevity based on the amplitude, rate,
and pulse width values that correspond most closely to the settings from step 1.
(Interpolation may be used for improved accuracy.) The battery-longevity projections
are given in years and represent the longevity of a typical Vercise™ Stimulator
battery when used continuously. If the rechargeable Stimulator battery is not used
continuously, the battery-longevity should be greater than the value given.

Note: Cells in the table that are marked with an “*” represent stimulation settings that
cannot be attained with the Vercise DBS System. Interpolation between a cell with
an “*” and another cell is not possible.
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Note: The longevity and recharge interval estimates in this document were generated

using projections of typical results based on Boston Scientific s internal testing
data. Actual results may vary.

Multiple-Area Battery-Longevity Worksheet

Use this method when more than one area is used.

1.

Calculate the TOTAL RATE of the stimulation frequencies by adding together the rate
from each area that is used:

TOTAL RATE = Rate 1 + Rate 2
+ Rate 3 + Rate 4

TOTAL RATE = Hz

Calculate the Rate-Weighted Pulse Width (RWPW) for each area used by multiplying
the Pulse Width value for each area used by the Rate of that area and then dividing the
result by the TOTAL RATE that was calculated in step 1.

RWPW1 =PWI1 x Rate 1/ TOTAL RATE =
RWPW2 =PW?2 x Rate 2/ TOTAL RATE =
RWPW3 =PW3 x Rate 3/ TOTAL RATE =
RWPW4 = PW4 x Rate 4/ TOTAL RATE =

Calculate the Total-Weighted Pulse Width (TWPW) by adding together the Rate-
Weighted Pulse Widths calculated in step 2.

TWPW = RWPW1 + RWPW2
+ RWPW3 + RWPW4

TWPW = us
Determine the area with the largest amplitude.
Largest amplitude = mA

Look up the battery-longevity projection in the table using the Total Rate, TWPW,
and largest amplitude. (Interpolation may be used for improved accuracy.) The
battery-longevity projection is given in years and represents the longevity of a
typical rechargeable Stimulator battery when used continuously. If the rechargeable
Stimulator battery is not used continuously, the battery-longevity should be greater
than the value given.
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Appendix

Multiple-Area Battery Longevity Worksheet Example 1

In this example two stimulation areas are used with the following settings:

Area 1:
Amplitude = 3.0 mA, Rate = 130 Hz, PW =60 ps

Area 2:
Amplitude = 3.0 mA, Rate = 185 Hz, PW =90 ps

1. Calculate the TOTAL RATE (TR) of the stimulation frequencies by adding together
the rate from each area that is used:

TOTAL RATE = Rate 1 130 Hz + Rate 2 185 Hz
TOTAL RATE =315 Hz

2. Calculate the Rate Weighted Pulse Width (RWPW) for each area used by multiplying
the pulse width value for each area used by the Rate of that area and then dividing the
result by the TOTAL RATE that was previously calculated.

RWPWI1 =PWI1 x Rate 1/ TOTAL RATE
=(60x 130)/315 =24.76

RWPW?2 =PW?2 x Rate 2/ TOTAL RATE
= (90 x 185)/315 =52.85

3. Calculate the Total-Weighted Pulse Width (TWPW) by adding the rate weighted pulse
widths.

TWPW = RWPW 24.76 + RWPW2 52.85
TWPW =77.61 ns

4. Determine the area with the largest amplitude.
Largest amplitude = 3.0 mA

5. Use TOTAL RATE, TWPW, and largest amplitude in the chart to determine the
battery-longevity projection.

The closest values on the table using 315 Hz, 77.61 ps, and 3.0 mA are found in the box
associated with 510 Hz, 100 ps, and 3.0 mA. The result is a battery-longevity projection
of more than 25 years.
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Multiple-Program Longevity Worksheet
Quick Method:

If multiple programs are routinely used, determine the battery-longevity projection for
each program using the methods mentioned above (including the ‘Multiple-Area Battery-
Longevity Worksheet’ if needed). The battery-longevity projections for multiple programs
should be between the longest and shortest projections.

Detailed Method:

For a more specific estimate, one can calculate the time-weighted-average battery-
longevity projection as follows:

1. Determine the battery-longevity projection for each program and estimate the number
of hours per day of use for each program.

2. For each program multiply the expected battery longevity by the number of hours of
use per day and then divide the result by 24.

Battery longevity program 1~ x  hours per day
/2=
Battery longevity program 2~ x  hours per day
/24=__
Battery longevity program 3~ x  hours per day
/24=__
Battery longevity program4 ~ x  hours per day
/24 =

3. Total the results: =

This total is the battery-longevity projection for the multiple programs.
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Appendix

Battery Longevity Projection (Years)
Amplitude Rate | Pulse Width (us)
mA Hz 40 60 100 150 200 250 300 350 400 450
95 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
130 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
185 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
1 255 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
397 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
510 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
1020 >25 >25 >25 * * * * * * *
95 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
130 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
185 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
2 255 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
397 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
510 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
1020 >25 >25 >25 * * * * * * *
95 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
130 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
185 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
3 255 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
397 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
510 >25 >25 >25 >25 >25 >25 >25 >25 226 204
1020 >25 >25 >25 * * * * * * *
95 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
130 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
185 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
4 255 >25 >25 >25 >25 >25 >25 >25 >25 >25 226
397 >25 >25 >25 >25 >25 >25 231 19.1 16.7 14.6
510 >25 >25 >25 >25 >25 21.8 17.3 14.6 12.3 10.9
1020 >25 >25 >25 * * * * * * *
95 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
130 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
185 >25 >25 >25 >25 >25 >25 >25 >25 24.4 222
5 255 >25 >25 >25 >25 >25 >25 238 20.9 18.5 15.4
397 >25 >25 >25 >25 2341 19.0 15.7 121 10.8 10.3
510 >25 >25 >25 248 18.5 13.6 11.0 10.3 * *
1020 >25 >25 18.5 * * * * * * *
95 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
130 >25 >25 >25 >25 >25 >25 >25 >25 234 23.4
185 >25 >25 >25 >25 >25 >25 24.4 215 19.1 17.0
6 255 >25 >25 >25 >25 >25 218 18.5 15.7 13.4 1.3
397 >25 >25 >25 231 17.8 13.9 1.1 10.4 9.8 *
510 >25 >25 >25 18.5 13.4 10.8 10.0 * * *
1020 >25 22.6 13.4 * * * * * * *
95 >25 >25 >25 >25 >25 >25 >25 >25 >25 239
130 >25 >25 >25 >25 >25 >25 >25 227 203 18.1
185 >25 >25 >25 >25 >25 224 19.1 16.3 14.0 1.9
8 255 >25 >25 >25 >25 20.6 16.6 13.4 1.1 10.5 10.0
397 >25 >25 >25 17.8 127 10.6 9.8 * * *
510 >25 >25 20.6 13.4 10.5 * * * * *
1020 24.7 17.3 10.5 * * * * * * *
95 >25 >25 >25 >25 >25 >25 >25 24.4 219 19.8
130 >25 >25 >25 >25 >25 248 215 18.7 16.3 14.2
185 >25 >25 >25 >25 224 18.4 15.1 12.4 10.9 10.4
10 255 >25 >25 >25 218 16.6 12.7 10.8 10.1 * *
397 >25 >25 211 13.9 10.6 9.6 > * * *
510 >25 >25 16.6 10.8 * * * * * *
1020 20.6 13.4 * > * * * * > *
95 >25 >25 >25 >25 >25 >25 224 19.6 17.2 15.1
130 >25 >25 >25 >25 241 20.0 16.7 14.0 1.7 10.8
185 >25 >25 >25 229 17.7 13.7 11.0 10.3 9.8 *
13 255 >25 >25 245 171 12.0 10.4 9.6 * * *
397 >25 >25 16.4 10.7 * * * * * *
510 >25 211 12.0 9.6 * * * * * *
1020 15.9 10.6 * * * * * * * *
95 >25 >25 >25 >25 >25 219 18.6 15.9 13.5 1.5
130 >25 >25 >25 >25 20.3 16.3 13.0 11.0 104 9.9
185 >25 >25 >25 19.1 14.0 10.9 10.1 * * *
16 255 >25 >25 20.6 13.4 10.5 * * * * *
397 >25 219 12.7 9.8 * * * * * *
510 247 17.3 10.5 * * * * * * *
1020 12.3 9.7 * * * * * * * *
95 >25 >25 >25 >25 21.9 17.9 14.6 11.9 10.8 10.3
130 >25 >25 >25 215 16.3 12.3 10.7 10.0 9.4 8.9
185 >25 >25 224 15.1 10.9 9.9 * * * *
20 255 >25 >25 16.6 10.8 * * * * * *
397 >25 17.8 10.6 * * * * * * *
510 20.6 13.4 * * * * * * * *
am || ms | 5 : a : a o - 8 :

Rates are the sum of all active Areas.
*Parameter combination is not allowed by Clinician Programmer.
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The following is federal government communications regulation information about the
Vercise™ DBS System.

This device complies with part 15 of the FCC Rules. Operation is subject to the following
two conditions: (1) This device may not cause harmful interference, and (2) This device
must accept any interference received including interference that may cause undesired
operation.

The Vercise DBS System components should only be serviced by Boston Scientific. Do
not attempt to open or repair any of the components.

Changes or modifications to this product not authorized by Boston Scientific Corporation
could void the FCC Certification and negate your authority to operate this product.
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Vercise™ DBS Hekim Kilavuzu

Bu Kilavuzun Kullanimi

Bu kilavuz ile Vercise™ Boston Scientific Derin Beyin Stimiilasyonu (DBS) Sistemi
hakkinda bilgi sunulmaktadir.

Vercise™ DBS Sistemini kullanmadan 6nce tiim talimatlar1 dikkatli bir sekilde
okuyun. 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, {irlinlerinin giivenilirliklerini ya da isletme kapasitelerini
artirmak i¢in dnceden haber vermeksizin tirtinlerle ilgili bilgileri degistirme hakkini
sakli tutar.

Ticari Markalar

Tiim ticari markalar ilgili marka sahiplerinin miilkiyeti altindadir.

Boston Scientific ile iletisime Gegcme

Boston Scientific ile iletisim kurmak i¢in bu kilavuzun “Teknik Destek” boliimiine bakin.
Hasta Kimlik Karti

Ameliyattan sonra hastaya doldurulmus bir Gegici Kimlik Kart1 verildiginden emin
olun. Kalic1 Kimlik kartlar1 hastanin kayit isleminin ardindan yerel satis temsilciniz
tarafindan verilecektir.

Uriin Model Numaralari

Model Aciklama

DB-1110-C Vercise IPG Kiti
DB-2201-30AC DBS Lead Kiti, 30 cm
DB-2201-45BC DBS Lead Kiti, 45 cm
DB-2201-30DC DBS Lead Kiti, 30 cm
DB-2201-45DC DBS Lead Kiti, 45 cm
DB-2201-30EC DBS Lead Kiti, 30 cm
DB-2201-45EC DBS Lead Kiti, 45 cm
NM-3138-55 55cm 8 Kontakli Uzatma Kiti
DB-2500-C Vercise Hekim Yedek Kiti
SC-4252 Tiinelleme Araci, 28 cm Pipet
SC-4254 Tiinelleme Araci, 35 cm Uzun
SC-4100A Ameliyathane Kablosu ve Uzatmasi
DB-5110-C Vercise ETS
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Girig

Giris

Kilavuza Genel Bakig

Bu kilavuz Vercise™ Deep Brain Stimulation (DBS) Sisteminin implantasyonunu
ve kullanimini agiklamaktadir. Vercise DBS Sistemi bir Stimiilator ile birlikte DBS
Kablosu ve DBS Uzatmalarindan olusur. Bu kilavuzda her sistem bileseninin detayl
tanimin1 bulacaksiniz. Vercise DBS Sisteminin programlanmasi DBS Programlama
Kilavuzunda bulunabilir.

Kullanim Amaci / Kullanim Endikasyonlari
Vercise Derin Beyin Stimiilasyonu asagidaki uygulamalarda kullanim i¢in endikedir:

+ llagla yeteri kadar kontrol edilemeyen levodopaya duyarli Parkinson hastaliginin
tedavisinde subtalamik niikleusun (STN) veya internal globus pallidusun (GP1)
tinilateral veya bilateral stimiilasyonu.

» 7 yas ve lizerindeki kisilerde birincil ve ikincil inat¢1 distoninin tedavisinde
subtalamik niikleusun (STN) veya internal globus pallidusun (GPi) iinilateral veya
bilateral stimiilasyonu.

* Temel Titreme ya da Parkinson hastalig1 teshisi konulan hastalarda ilagla yeterince
kontrol edilemeyen titremelerin baskilanmasi i¢in talamik stimiilasyon.

Sistem Tanimi

Vercise DBS Sistemi, unilateral ve bilateral stimiilasyon i¢in bir Stimiilator ile DBS
Lead'lerini kapsar. Ayrica kafatasina sabitlenen DBS Lead'lerinin klavikiile yakin
implante edilen Stimiilatére ulagsmasi i¢in DBS Uzatmalar1 vardr.

Tekrar sarj edilebilen Vercise DBS Sistemi her DBS Lead i¢in sekiz kontak iizerinden
akim yonlendirmeyi kullanarak stimiilasyonun hassas konumlandirilmasini saglar.
Stimiilator elle tutulan bir Uzaktan Kumanda tarafindan kontrol edilir ve Bionic
Navigator™ yazilimini kullanan Klinisyen Programlayici tarafindan kontrol edilir.
Stimiilator pili periyodik olarak Hasta DBS Sarj Kiti i¢inde verilen bir RF sarj cihazi
tarafindan doldurulmalidir.

Not: Bu iiriin saptanabilir lateks i¢cermez.
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Guvenlik Bilgileri

Kontrendikasyonlar
Boston Scientific Vercise™ DBS Sistemi veya parcalar1 asagidakiler i¢in kontrendikedir:

Diatermi. Kisa dalga, mikrodalga ve/veya terapdtik ultrason diatermi. Diatermi
tarafindan tiretilen enerji Vercise DBS Sistemine aktarilabilir, temas bdlgesinde doku
hasarina neden olarak ciddi hasta yaralanmalar1 ya da 6liimiiyle sonuglanabilir.

Manyetik Rezonansli Goruntileme (MRG). Tam Vercise DBS Sistemi (Lead'ler,
Uzatmalar ve Stimiilator) implante edilmis olan hastalarda MRG uygulanmamalidir.
MRG'ye maruz kalmak asagidaki sonuglar1 dogurabilir:

+ Implante edilmis pargalarin yerinden ¢ikmasi.

* Baglantilarin veya diger sistem parcalarinin 1sinarak kalict doku lezyonuna neden
olmasi.

» Stimiilatorin elektronik aksaminda hasar.

+ DBS Lead'leri ve Vercise DBS Sistemi {izerinden akim iletilmesi nedeniyle
ongoriilemeyen stimiilasyon diizeylerinin olugmasi.

* Diyagnostik goriintiide deformasyon.
* Kisisel yaralanmalar ve hatta 6liim.

Not: Vercise DBS Lead sistemi (Stimiilator implante edilmeden 6nce) MR kosulludur.
MRG incelemesi, Boston Scientific DBS Sistemleri icin MRG Talimatlar: ek
kilavuzundaki tiim talimatlara uyuldugu takdirde giivenli bir sekilde gerceklestirilir.

Kilavuzun en giincel hali i¢cin www.bostonscientific.com/manuals adresini
ziyaret edin.

Hasta Yetersizligi. Uzaktan Kumanda ve Sarj Cihazi Sistemini dogru bir sekilde
kullanamayacak durumda olan hastaya, Vercise DBS Sistemi implante edilmemelidir.

Yuksek Cerrahi Risk. Vercise DBS Sistemi yiiksek cerrahi risk tasiyan hastalar i¢in
onerilmemektedir.
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Uyarilar

DBS Uzatma Konektoru ve Stimulator Yerlesimi. DBS Uzatma Konektoriiniin
boynun yumusak dokusuna implante edilmesi DBS Lead hasar1 ihtimalini yiikseltebilir.
Boston Scientific DBS Uzatma konektoriiniin gozliiklerin ve basliklarin sistemi
engellememesi i¢in kulagin arkasina yerlestirilmesini 6nerir. Boston Scientific
Stimiilatoriin subklavikular olarak yerlestirilmesini onerir.

Diatermi. Vercise™ DBS Sistemi ya da herhangi sistem bilesenlerinden uygulanmis
hastalar iizerinde, kisa dalga, mikrodalga ve/veya tedavi edici ultrason diatermisi
kullanilmamalidir. Diaterminin kullanilmasindan dolay1 Stimiilator, kapali ya da agik
olmasina bagli olmaksizin kritik diizeyde hasar gorebilir. Diatermi tarafindan tiretilen
enerji Vercise™ DBS Sistemine aktarilabilir, temas bolgesinde doku hasarina neden
olarak ciddi yaralanmalar ya da 6liimle sonuglanabilir.

Diger Aktif implante Edilebilen Aygitlar. Vercise™ Stimiilator gibi stimiilatorler,
kalp pilleri, kardiyoverter defibrilatorler gibi implante edilmis cihazlarin stimiilasyon
algilayicilarinin islevini engelleyebilir. Implante edilmis stimiilasyon aygitlarinin, Vercise
DBS Sistemi gibi norostimiilatorler tizerindeki etkisi bilinmemektedir.

Elektromanyetik interferans. Kuvvetli manyetik alanlar Stimiilatorii kapatabilir,
stimiilasyonlarda gecici ve dngoriilemeyen degisikliklere neden olabilir veya Uzaktan
Kumandanin iletisimini engelleyebilir. Hastalar sakinmalar1 ya da 6zen gostermeleri
gereken asagidaki alanlarla ilgili bilgilendirilmelidir:

* Aligveris merkezleri, kiitliphaneler ve diger kamu kuruluslarinda kullanilan
hirsizlik alarmlari, alarm kilidi sokme cihazlar1 ve RFID aygitlari. Hasta
buralardan dikkatli bir sekilde ve detektoriin ortasindan miimkiin oldugunca hizl
bir sekilde ge¢melidir.

* Havaalanlar1 veya devlet kurumlarinin girislerinde bulunan giivenlik tarayicilar
ve el tipi tarayicilar. Hasta aygittan gegmek i¢in yardim istemelidir. Eger hastanin
giivenlik tarayicisindan mutlaka gecmesi gerekiyorsa, fiziksel makineden
miimkiin oldugu kadar uzak kalarak ve hizla hareket ederek gegmesi gereklidir.

» Elektrik hatlar1 veya jeneratdrler.

» Elektrik arkli ¢elik ocaklar1 ve elektrikli kaynaklar.
» Biiyiik miknatisl stereo hoparlorler.

* Kuvvetli miknatislar.

* LoJack sistemi kullanan otomobiller ya da diger motorlu araglar veya bir radyo
frekansi (RF) sinyali yayan diger hirsizlik 6nleme sistemleri. Bu sistemler
tarafindan tiretilen yiiksek enerji alanlar1 Uzaktan Kumandanin ¢alismasina ve
stimiilasyonu kontrol etmesine engel olabilir.

» Televizyon ya da radyo istasyonlarindaki RF vericileri, Amator Telsiz veya Sivil
Radyo Yayin Band telsiz alici-vericileri veya Aile Telsiz Servisi alici-vericileri
gibi diger elektromanyetik interferans kaynaklari.

Not: Uluslararasi Radyo Interferansi Uluslararast Ozel Komitesi (CISPR) kosullarina
uysa dahi gii¢lii elektromanyetik alanlar olusturan ekipmanlarin yakinda olmast
istenmeyen stimiilasyona ya da kablosuz haberlesme interferansina neden olabilir.
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Hamilelik. Bu aygitin hamilelerde ve/veya dogmamis bir bebekte herhangi bir
komplikasyona neden olup olmayacagi bilinmemektedir.

intihar. Depresyon, intihar saplantisi ve intihar DBS nin bilinen riskleridir.
Stimiilasyonun ayarlanmasini, stimiilasyona devam etmemeyi ve/veya psikiyatra sevk
etmeyi diisiinebilirsiniz.

intrakraniyal Hemoraj. Pihtilasma bozuklugu ve yiiksek tansiyonu olan veya regeteli
antikoagiilan kullananlar da dahil olmak iizere kanamaya egilimli hastalar i¢in 6zel
onlemler alinmalidir. Mikroelektrot penetrasyonu ve DBS Lead insersiyonu intrakraniyal
hemoraj olasilig1 olan hastalar1 daha biiyiik riske sokar.

izinsiz Degisiklik. Tibbi cihazlarda izinsiz degisiklik yapmak yasaktir. T1bbi
cihazlar izinsiz degisikliklere maruz kaldiginda sistem biitlinliigli bozulabilir, hastalar
yaralanabilir ya da zarar gorebilir.

Manyetik Rezonansli Goruntileme. Tam Vercise DBS Sistemi (Lead’ler, Uzatmalar
ve Stimiilator) implante edilmis olan hastalara Manyetik Rezonansli Goriintiilleme (MRG)
uygulanmamalidir. MRG’ye maruz kalmak asagidaki sonuglari dogurabilir:

+ Implante edilmis pargalarin yerinden ¢ikmasi.

* Baglantilarin veya diger sistem parcalarinin 1sinarak kalict doku lezyonuna
neden olmasi.

* Stimiilatorin elektronik aksaminda hasar.

» DBS Lead’leri ve Vercise DBS Sistemi iizerinden akim iletilmesi nedeniyle
ongoriilemeyen stimiilasyon diizeylerinin olusmasi.

* Diyagnostik goriintiide deformasyon.
* Kisisel yaralanmalar ve hatta 6liim.

Not: Vercise DBS Lead sistemi (Stimiilator implante edilmeden once) MR kosulludur.
MRG incelemesi, Boston Scientific DBS Sistemleri icin MRG Talimatlar: ek
kilavuzundaki tiim talimatlara uyuldugu takdirde giivenli bir sekilde gerceklestirilir.

Kilavuzun en giincel hali i¢cin www.bostonscientific.com/manuals adresini
ziyaret edin.

Otomobiller ve Donanim. Hastalar, Vercise DBS sistemini aldiktan sonra
otomobil, diger motorlu cihazlar veya tehlike potansiyeli olan makine/donanimi
dikkatle kullanmalidir. Tedavi edilen semptomlarin geri gelmesi durumunda tehlikeli
olabilecek faaliyetlerden veya stimiilasyon degisikliklerinin meydana geldigi
durumlardan kac¢imilmalidir.

Sarj Yogunlugu. Yiiksek stimiilasyon seviyeleri beyin dokusuna hasar verebilir.
Miimkiin olan durumlarda akim amplitiidii ve puls genisligi, her stimiilasyon fazi basina
30 uC/cm?nin altinda olacak sekilde programlanmalidir. Yazilim, giivenlik limitlerini
saglamak i¢in stimiilasyon fazi bagina stimiilasyon degeri 30 pC/cm?'yi gectiginde uyart
verir; bununla birlikte yazilim, stimiilasyon degerinin hekim tarafindan bu degerin
tizerinde ayarlanmasina izin verir.
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Hastanin Uzaktan Kumanda cihazi ile amplitiid degerini degistirme olanagi vardir.
Uzaktan Kumada ile izin verilebilecek maksimum ve minimum amplitiid degerlerini girip
dogrulayarak akim diizeyinin giivenli seviyede kalmasin1 saglayin.

Sarja Bagh Isinma. Stimiilatoriin sarj edilmesi sirasinda sarj cihazi isinabilir. Sarj
cihaz1 dikkatli kullanilmalidir. Belirtildigi sekilde, sarj ederken Sarj Yakasi veya Yapiskan
Bant kullanmamak yaniga yol acabilir. Hasta uyurken cihazi sarj etmemelidir. Aksi halde
yaniga neden olabilir. Hasta agr1 ya da rahatsizlik hissediyorsa sarj etmeyi durdurmali ve
hekimine danismalidur.

Status Distonikus (Distoni Endikasyonu). Distoni hastalarinin semptom
siddetinde artisa kars1 dikkatli bir sekilde takip edilmesi gereklidir. Hayat1 tehdit eden
status distonikus (ayrica distonik firtina ya da distonik kriz olarak da adlandirilir) nadir
olarak s6z konusu olabilir. Status distonikus DBS tedavisinin kayb1 ve ayrica diger
faktorler tarafindan tetiklenebilir ve solunum giicliigii ya da yetmezligi, rabdomiyoliz,
coklu organ yetmezligi ve 6liime neden olabilir. Hastalarin ve bakimlarini saglayan
kisilerin DBS tedavisinin siirdiiriilmesinin énemini ve herhangi bir nedenle bu tedavinin
kaybedilmesinin (yanliglikla kapanma, pilin bitmesi, sistem arizasi) semptomlarin
yeniden goriilmesine ve status distonik de dahil olmak iizere olasi geri tepkiye neden
olabilecegini anladiklarindan emin olun.

Hastalarin ve bakimlarini saglayan kisilerin, sistemin ag¢ik oldugundan ve stimiilasyon
sagladigindan emin olmak tizere Uzaktan Kumandanin nasil kullanilacagini bilmeleri
gereklidir. Hastalarin ve bakimlarini1 saglayan kisilerin ayrica Stimiilatorii dogru sarj
etme yontemini bilmeleri gereklidir. Belirtiler yeniden goriilmeye baglarsa hasta/hastanin
bakimini saglayan kisi derhal saglik hizmet saglayicisi ile iletisim kurmalidir.

Stimiilator Hasari. Eger stimiilator yuvasi kopmus ya da delinmisse hastanin dokusu
pil kimyasallarina maruz kalir, kimyasal yaniklara neden olur. Eger yuva hasarliysa
Stimiilatorii implante etmeyin.
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Onlemler

Vercise™ DBS Sistemini kullanacak hekimler igin egitim gereklidir. Implantasyonu
yapacak olan hekim, Stereotaktik ve Fonksiyonel Norosirurji alt uzmanlik dalinda
deneyimli olmalidir. Asagidakiler DBS Stimiilatorii implante edilirken veya kullanirken
alinmasi gereken onlemlerin bir listesidir.

Ameliyat Sonrasi Hasta Aktivitesi. Ameliyati takip eden iki hafta icerisinde hastaya
ekstrem 6zen gosterilerek implante edilen bilesenleri giivence altina alacak uygun
tedavinin yapilmasi 6nemlidir. Bu siirecte hasta, agir cisimleri tasimaya kalkismamalidir.
Hasta, tedavi tamamlanana kadar boynu uzatmak ve biikkmek, bas1 ¢evirmek de dahil
olmak tizere bag hareketlerini kisitlamasi konusunda uyarilmalidir.

Ayar vidalari. Ayar vidalarini stkmadan 6nce her zaman elektrik baglantisi oldugunu
dogrulamak i¢in empedansi test edin. Ayar vidasini bir kontak {izerinde sikmak kontagin
hasar gérmesine ve DBS Lead’inin veya DBS Uzatmasinin degistirilmesi gereksinimine
neden olabilir.

Aygit Hatasi. Herhangi bir bilesenin arizalanmasi, pil islevselliginin kayb1 veya DBS
Lead hasar1 nedeniyle implantlar herhangi bir zamanda durabilir. Beyin stimiilasyonunun
aniden durmasi, ciddi reaksiyonlarin olusmasina neden olabilir. Stimiilator tam sarj
olduktan sonra bile (uygun bir sekilde yerlestirildikten sonraki dort saate kadar) calismay1
durdurursa, hastalar, sistemin degerlendirilebilmesi ve yeniden goriilen semptomlarin
tedavi edilebilmesine yonelik uygun tibbi miidahalenin yapilabilmesi amaciyla
stimiilatorii durdurup hekimlerine acil olarak ulagsmalar1 konusunda bilgilendirilmelidir.

Baglantilar. Herhangi bir DBS Lead veya DBS Uzatmasini herhangi bir konektore
ya da Stimiilator basligi, DBS Uzatma konektdrleri ve operasyon odasi kablo {initesi
de dahil olmak iizere baslik portlarina takmadan 6nce her zaman DBS Lead’ini kuru
bir pamukla silin. Portlarin i¢indeki kirlenmenin temizlenmesi zor olabilir ve elektrik
baglantisina engel olarak stimiilasyon devresinin biitiinliigiinii tehlikeye sokar bu da
ylksek empedansa neden olabilir.

Bilesen Degistirmek ve imha. Eksplante edilen biitiin bilesenler Boston Scientific’e
geri gonderilmelidir. Kremasyon (6liiniin yakilmasi) yapilacak olursa Stimiilator
eksplante edilmeli ve Boston Scientific’a geri gonderilmelidir. Stimiilator pilinin
yakilmasi, patlamaya yol agabilir.

Uzaktan Kumanda ya da Sarj Cihazi Sistemi yakilarak imha edilmemelidir, bu par¢alarda
pil oldugundan atesle karsilastifinda yaralanmalara neden olabilecek sekilde patlayabilir.
Kullanilms piller yerel mevzuata gore imha edilmelidir.

Bilesenler. Vercise DBS Sistemi i¢in Boston Scientific tarafindan saglanmayan
parcalarin kullanilmasi: Sisteme zarar verebilir, tedavinin etkisini azaltabilir ve/veya
hastay1 bilinmeyen risklerle kars1 karsiya birakabilir.

Calisma Sicaklhigi. Harici Deneme Stimiilatorii ve Uzaktan Kumandanin ¢alisma
sicakligl 5 — 40 °C (41 — 104 °F) araligidir. Sarj Cihazinin dogru ¢alisabilmesi i¢in ortam
sicakligi 35 °C’nin (95 °F) lizerindeyse sarj cihazini kullanmayin.

Vercise™ DBS Hekim Kilavuzu
91098825-10 92/ 341



Giivenlik Bilgileri

Cep Telefonlari ve Diger Tasinabilir RF iletisim Cihazlari. Cep telefonlarinin
parazite yol agacagi tahmin edilmemekle birlikte cep telefonlariyla etkilesimine dair
tiim etkileri halihazirda bilinmemektedir. Hastalari, tasinabilir RF iletisim ekipmaninin
(6rnegin cep telefonlar1) cihazin implante edildigi alandan en az 15 cm (6 in¢) uzakta
tutulmasi gerektigi konusunda bilgilendirin. Parazit meydana gelirse, cep telefonunu
implante edilmis Stimiilatorden uzaklastirin ya da kapatin. Hastalar herhangi bir
endiseleri oldugunda ya da bir sorunla karsilastiklarinda hekimleri ile goriismelidir.

Cerrahi Bant. Ameliyat sirasinda DBS Lead’inin giivenligi gegici olarak bant
kullanilarak saglanmigsa, bandin ¢ikartilmasi sirasinda Lead’in kesilmemesi ya da hasar
gormemesi i¢in dikkatli olmak gerekir.

Cevresel Onlemler. Hastalar yiiksek elektromanyetik interferans potansiyeli olan
aktivitelerden uzak durmalidirlar. Hoparlorler gibi sabit miknatisi olan cihazlar, sistemin
kapanip agilmasina neden olacagindan Stimiilatoriin yakinina koyulmamalidir.

Depolama, Kullanma ve Tasima. Stimiilatorler, Lead’ler ve Uzatmalar gibi implante
edilmis bilesenleri 0 °C ila 45 °C (32 °F ila 113 °F) sicaklikta, siviya ve yiiksek neme
maruz kalmayan bir alanda saklayin. Belirtilen aralik disindaki sicakliklar, parcalara zarar
verebilir. Gerekli olan sicakligin disinda muhafaza edilmisse bilesenleri kullanmayin ve
Boston Scientific’e iade edin.

Uzaktan Kumanda ve Sarj Cihazi Sistemi bilesenlerini asir1 sicak ve soguga maruz
birakmayin. Aygitlari uzun siire arabanizda veya disarida birakmayin. Hassas elektronik
parcalar asir1 sicakliklardan 6zellikle de yiiksek 1sidan hasar gorebilir. Uzaktan Kumanda
veya Sarj Cihazi Sistemini bir siireli§ine depolamaniz gerekirse, depolama sicakliginin
-20 — 60 °C’yi (-4 — 140 °F) agsmamasina dikkat edin.

Sistem bilesenlerini ve aksesuarlar1 dikkatle tutun. Diislirmeyin ya da suya batirmayin.
Uzaktan Kumanda ve Sarj Cihazi gibi Aksesuarlar kuru tutulmali ve neme maruz
birakilmamalidir. Uretim ve performans kalitesinden emin olmak amaciyla giivenilirlik
testleri yapilmig olmasina ragmen, aygitlart sert zemine veya suya diisiirme veya diger
kotii kullanimlar sonucunda bilesenler kalici olarak hasar gorebilir. Cihazlarin hasar
goérmesini onlemek i¢in Uzaktan Kumanday1 ve Sarj Cihazini evcil hayvan, hasere ve
cocuklardan uzak tutun.

Ameliyat sirasinda DBS Lead’lerinin sivri aletlerden veya asir1 gii¢ uygulanmasindan
hasar gormemesi i¢in dikkat edilmelidir. Asagidaki talimatlar bilesenlerin uzun omiirlii
olmasinin saglanmasina yardimei olacaktir:

* DBS Lead’ini ya da Uzatmasini sert olarak kivirmayin ya da biikmeyin.

+ Siitiirleri dogrudan DBS Lead’ine ya da Uzatmasinin gévdesine baglamayin.

+ Implante edilmis DBS Lead’nin gergin olmasina engel olun; gerginlik azaltan
halkalar DBS Lead’i lizerindeki gerilimin minimize edilmesine yardime1 olur.

* DBS Lead’ini sivri aletlerle tutmayin; sadece kauguk u¢lu pens kullanin.

* Hemostat veya nester gibi sivri araglar kullanirken, DBS Lead’inin hasar
gormemesi i¢in dikkatli olun.
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Doku Reaksiyonu. Stimiilatoriin bulundugu bdlgede dikisler iyilesirken gecici olarak
agri olabilir. Eger yaral1 bolgede fazlaca kizariklik varsa enfeksiyona kars1 kontrol
edilmelidir. Nadiren de olsa implante edilen maddelerde ters doku reaksiyonu goriilebilir.

Fazla DBS Uzatma. Fazla DBS Uzatmasini Stimiilatoriin ¢evresine veya altina sarin.
Stimiilatoriin lizerinde yer alan kablo fazlasi, doku erozyonu potansiyelini veya Stimiilator
degistirme ameliyat1 sirasindaki hasar potansiyelini yiikseltir ve sarji engelleyebilir.

Gecikmisg Etki. Hastalar, DBS tedavisi kaynakli olarak semptom kontroliinde gecikmis
bir etki yasayabilir. Hastalar ve hastalarin bakimini saglayan kisiler, optimal semptom
kontrolii i¢in birkag hafta ya da ay boyunca siklikla programlama ayarlamalarinin
yapilmasi gerekebilecegi konusunda bilgilendirilmelidir.

Harici Aygitlarin Diger Modelleri. Sadece Boston Scientific Vercise™ DBS
Sistemi ile birlikte verilen Uzaktan Kumanda, Klinisyen Programlayici ve Sarj
Cihazi kullanilmalidir. Bu cihazlarin diger modelleri Vercise DBS sistemi ile birlikte
calismayacaktir.

Koordinasyon Gerektiren Hasta Aktiviteleri. Koordinasyon kaybi, DBS terapisinin
olas1 bir yan etkisidir. Hastalar, DBS tedavisinden once ger¢eklestirebildikleri de

dahil olmak iizere koordinasyon gerektiren aktivitelere katilirken makul bir dikkat
gostermelidir (Or. ylizme).

Masaj Terapisi. Hastalar implante edilmis sistem bilesenlerine yakin bolgelere masaj
terapisi yaptirmamalidir. Eger hasta masaj terapisi aliyorsa, masdze/masore implanti
oldugunu sdylemeli Stimiilatér, DBS Uzatmas1 ve DBS Lead’lerinin nerede bulundugunu
gostermelidir. Hasta masoziin bu alanlara dokunmamasini ve dikkat etmesini saglamalidir.

Sarj Yakasinin Temizlenmesi. Sarj Yakasini, yumusak sabun ve 1lik su ile elde yikayin.
Sarj yakasini makinede yikamayn. Sarj Yakasini hava ile kurutun. Sarj Yakasini yikamadan
once, Sarj Cihazini ve Denge Agirligini Sarj Yakasindan ¢ikardiginizdan emin olun.

Sterilizasyon. Cerrahi kitlerin igerigi etilen oksit prosesi ile sterilize edilmis olarak
saglanir. Steril bariyer hasar gormiigse kullanmayin. Eger hasar bulunursa Boston
Scientific temsilcinizi arayin ve hasarli parcay1 Boston Scientific’e geri gonderin.

Stimiilator Yonii. Uygun sarj1 giivence altina almak i¢in, Stimiilator deri yiizeyine
paralel ve derinin 2 cm’den daha az derinligine yerlestirilmelidir. “This Side Up” (Bu
Taraf Uste Gelecek) yazisi paketin dis yiiziinden hastanin derisine dogru bakacaktir.
Stimiilatoriin uygun olmayan sekilde yerlestirilmesi tekrar sarj edilememesine ve/veya
ameliyatin tekrarlanmasina neden olabilir.

Asla Stimiilatoriin yoniinii degistirmeye veya Stimiilatorii ters ¢evirmeye galigmayin.
Hastalar stimiilatore veya kesiye dokunmaktan kaginmalidirlar. Stimiilator viicut
icerisinde donerse sarj edilemez. Sarj ettikten sonra stimiilasyon c¢aligsmiyorsa,
Stimiilatoriin oryantasyonu degismis ya da donmiis olabilir; hastalar sistemin
degerlendirilmesi i¢in hekimlerine bagvurmalidirlar.

Hasta Stimiilatoriin bulundugu boélgedeki derinin goriiniimiinde, zaman i¢inde derinin
incelmesi gibi degisiklikler gézlemlerse hekimine bagvurmalidir.
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Sitirler. Siitiirleri DBS Lead’lerinin ¢evresinde sikica uygulamayimniz. Bu, DBS Lead
yalitiminin hasar gérmesine ve DBS lead hatasina neden olabilir.

Tekrar Sterilizasyon. Tek hasta kullanimi igindir. Tekrar kullanmayin, isleme tabi
tutmayin ve sterilize etmeyin. Yeniden kullanmak, tekrar isleme tabi tutmak ve tekrar
sterilize etmek aygitin yapisal biitiinliigiinii etkileyebilir ve/veya aygitin arizalanmasina
yol acarak sonugta hastanin zarar gérmesine, hastalanmasina ya da 6lmesine neden
olabilir. Yeniden kullanim, yeniden islemden gegirme veya yeniden sterilizasyon,
aygitin kirlenmesi riskini de dogurabilir ve/veya bir hastadan bagka bir hastaya bulagici
hastalik ge¢mesi dahil olmak {izere, ancak bununla sinirl kalmamak kaydiyla hastalarda
enfeksiyona ve/veya ¢apraz enfeksiyona yol agabilir. Aygitin kontamine olmasi hastanin
zarar gormesine, hastalanmasina veya 6lmesine yol agabilir. Eger tekrar sterilizasyon
isteniyorsa, implantasyon i¢in yeni bir steril aygit alin.

Kullandiktan sonra Stimiilatorii, DBS Lead’lerini ve DBS Uzatmalarini Boston
Scientific’e geri gonderin ve diger bilesenleri ve ambalajlar1 hastane yonetimi ya da yerel
yonetim politikalarina gore imha edin.

Steril paketi a¢ip i¢indekileri kullanmadan 6nce son kullanma tarihini kontrol edin. Eger
son kullanma tarihi gegmisse, paket acilmissa ya da hasar gérmiisse, zedelenmis steril
paket miihrii nedeniyle kirlenme siiphesi varsa paketin i¢indekileri kullanmayn.

* Dus tepsiyi kullanmadan 6nce miihiir biitiinliigiinii kontrol edin.

+ I tepsi iizerindeki steril gdstergesini ve miihiir biitiinliigiinii kontrol edin. Eger
sterilse, gostergede yesil iizerine kirmizi bantlar olacaktir. Sar1 bantlar tepsinin
steril olmadigini gosterir. Eger tepsi steril degilse bilesenlerini kullanmayin ve
Boston Scientific’e geri gonderin.

+ I tepsiyi steril bir bdlgede agin.

» Eger stimiilator diiserse, hastaya implante etmeyin. Diisen Stimiilator,
sterilizasyonunu kaybedebilir, hermetisiti kayb1 gézlemlenebilir veya ayrica hasar
gdrebilir. Implantasyondan dnce diisen Stimiilatdrii yeni ve steril bir Stimiilator ile
degistirin. Hasarl1 Stimiilatorii Boston Scientific’e geri gonderin.

* Hasar belirtisi olan higbir bileseni kullanmayin.
*  “Use By” (Son kullanma) tarihi gegtiyse kullanmayin.
Tibbi Cihazlar/Terapiler. Asagidaki tibbi terapiler veya prosediirler stimiilasyonu
kapatabilirler, Stimiilatorde kalic1 hasara veya hastanin zarar gérmesine neden olabilir:
» Elektrokoter — Elektrokoter DBS Lead’lerine ve/veya Stimiilatdre zarar verici
akim transfer edebilir.

» Eksternal Defibrilasyon — Defibrilasyonun giivenli kullanimi saglanmamaistir ve
defibrilasyondan sonra hasar kontrolii yapilmalidir.

* Litotripsi — Stimiilatoriin yakinina yonlendirilen yiiksek frekansl sinyaller
devrede hasara neden olabilir.

* Radyasyon Terapisi — Stimiilatoriin listiine Lead koruyucu ortiilerek yiiksek
radyasyondan zarar gormesi engellenmelidir. Aygitta radyasyondan dolay1
olusabilecek herhangi bir hasar hemen anlasilamayabilir.
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* Transkraniyal Stimiilasyon — Transkraniyal manyetik stimiilasyon gibi
elektromanyetik terapilerin glivenli kullanim1 denenmemistir.

*  MRG - Tam Vercise DBS Sistemi (Lead’Ler, Uzatmalar ve Stimiilator)
implante edilen hastalara, aygita hasar ve hastaya zarar vermemek i¢in MRG
uygulanmamalidir.

Not: Vercise DBS Lead sistemi (Stimiilator implante edilmeden once) MR kosulludur.
MRG incelemesi, Boston Scientific DBS Sistemleri icin MRG Talimatlar: ek
kilavuzundaki tiim talimatlara uyuldugu takdirde giivenli bir sekilde gerceklestirilir.

Kilavuzun en giincel hali i¢cin www.bostonscientific.com/manuals adresini
ziyaret edin.

* Diatermi - Diatermi tarafindan iiretilen enerji Vercise™ DBS Sistemine
aktarilarak cihaza hasar ve hastaya zarar verilmesine neden olabilir.

Eger yukaridakilerden herhangi birinin uygulanmasi zorunluysa, prosediirler implante
edilmis bilesenlerden olabildigince uzakta gergeklestirilmelidir. Sonug olarak,

yine de aygitin hasar gormesi ya da hastaya zarar vermesi nedeniyle Stimiilatoriin
eksplantasyonu gerekebilir.

Uzaktan Kumandanin, Sarj Cihazinin, Ana istasyonun ve Gii¢ Kaynaginin
Temizlenmesi. Bilesenler alkol ya da hafif bir deterjan dokiilmiis olan bir bez veya
kagit mendil kullanilarak temizlenebilir. Sabunlu deterjanlardan kalanlar nemli bir
bezle temizlenebilir. Temizlik i¢in asindirici temizleyiciler kullanmayin. Sarj Cihazi,
Ana Istasyon ve Gii¢ Kaynagin1 dogrudan ya da dolayli olarak bir gii¢ ¢ikisina
bagliyken temizlemeyin.

Yikanma. Hastalar yikanirken makul bir dikkat gostermelidir.
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Olumsuz Durumlar

Asagida, derin beyin stimiilasyonu kullanilmasindan kaynaklanan bilinen riskler
listelenmistir. Bilinmeyen riskler s6z konusu olabilir. Endikasyona ve stimiilasyon
uygulanan bolgeye bagl olarak belirli olumsuz durumlar daha sik goriilebilir.

Bu semptomlarin bazilar1 akim yonlendirme, stimiilasyon parametrelerinin degistirilmesi
veya ameliyat sirasinda Lead'in pozisyonunun degistirilmesi ile kaldirilabilir ya

da azaltilabilir.

Eger bu olaylarin herhangi birisi ger¢eklesirse hasta en kisa zamanda hekimine ulasarak
bilgi vermelidir.
* Alerji veya bagisiklik sistemi tepkisi

* Anksiyete, depresyon, apati, mania, insomnia, intihar veya intihar takintis1 veya
denemeleri gibi psikiyatrik bozukluklar

*  Agr, gec iyilesme, yaranin tekrar agilmasi gibi implant bolgesi komplikasyonlari

* Basarisiz implant, kanla bulasan patojenlere maruz kalmak da dahil olmak tizere
anestezi/norosiriirji riskleri

» Baslangigta Lead'in kotii yerlestirilmesi
» CSF akintist

» Dikkat ya da kognitif bozukluk, hafiza dagiiklig1 veya kafa karisiklig1 gibi
mental imperman

» Disfaji, dizartri veya disfaji gibi konusma ve yutkunma bozukluklar1 veya
aspirasyon pndmonisi gibi disfaji komplikasyonlari

* Duyusal degisiklikler

* Eksplant ve/veya tekrar implant gerektirsin ya da gerektirmesin, herhangi bir
aygit bileseninin veya pilin hatali ¢aligmasi ya da bozulmasi veya Lead ya da
Uzatmanin hasar gérmesi de dahil olan ama bununla sinirli olmayan donanim
bozukluklari, baglanti kayiplari, elektrik kesintileri ya da agik devreler ve Lead
yalitim kusurlari

* Enfeksiyon
+ Fazla stimiilasyon veya geg¢ici veya kalic1 parestezi gibi istenmeyen duyumlar

* Gorme bozukluklart veya diplopi, goz kapagi hareketi zorlugu, okulomotor
zorluklar1 veya diger gorme alani etkileri gibi periorbital semptomlar

* Goriintiilemeye (CT, floroskopi x-ray) bagli radyasyona maruz kalma
» Harici elektromanyetik kaynaklarin neden oldugu interferans
* Hava embolisi ve pulmoner emboli de dahil olmak iizere embolizm

* Hemorajik veya iskemik inme, ani veya gecikmis, kas zayiflig1 gibi kalici
norolojik arizalara sebep olabilecek, fel¢ ya da afazi

+ Implanta yakin dokularda veya ameliyat bdlgesinde kan damarlari, periferik
sinirler, beyin (pnomosefali dahil) veya plevra (pndmatoraks dahil) hasarlari

 Intihar dahil olmak iizere 6liim

* Kilo degisimleri
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Lead, Uzatma (Uzatma ucu dahil) ve ndrostimiilator erozyon veya yer degistirme
Miiskiiloskeletal sertlik

Nobetler

Noroleptik malign sendrom veya akinezi ¢ok nadir goriilebilir

Norostimiilasyona bagli gegici ya da kalict agri, bas agrist veya diskomfort
Norostimiilator bolgede deri iritasyonu veya yanmalar

Parezi, zayiflik, koordinasyon bozukluklari, huzursuzluk, kas spazmlari, postiiral
ve denge bozukluklari, tremor, distoni veya diskinezi gibi motor problemleri ve
bu sorunlardan kaynaklanan diismeler ve yaralanmalar

Seroma, 6dem veya hematom

Sistemik otonom semptomlari (tasikardi, terleme, ates, sersemlik), renal
fonksiyonlarda degisiklikler, liriner retansiyon, seksiiel etkiler, gastrointestinal
(bulanti, bagirsaklarin ¢alismamasi, siskinlik)

Status distonikus
Stimiilasyonun yeterli olmamasi

Tromboz
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Paket icerigi

-\ E

Paket Icerig

implante Edilebilir Puls Jeneratérii Kitinin icerigi

*  Stimiilator
* Stimiilator Sablonu
» Stimiilator Baslik Tikaglar1 (2)
* Tork Anahtari
Not: I¢ paketin (veya tepsinin) biitiin icerigi sterildir.
Lead Kitinin icerigi
(30 cm ve 45 cm)
+  Onceden hazirlanmis Diiz Stilet ile DBS Lead
* Tork Anahtar
* Lead Pabucu
* Lead Sonu - Vida ve Halka
* 1 cm Siitiir Kilifi
* 1 cm Boliinmis Siitiir Kilifi
e 2,3 cm Siitiir Kilift
* 4 cm Siitlr Kilift
Not: I¢ paketin (veya tepsinin) biitiin icerigi sterildir ve pirojenik degildir

Uzatma Kitinin igerigi
(55 cm)
* DBS Uzatma
* Tork Anahtari
+ Tiinelleme Arac1 Saft1 (Onceden Hazirlanmis Cubukla)
* Tiinelleme Araci Kolu

Not: I¢ paketin (veya tepsinin) biitiin icerigi sterildir.

Tiinelleme Arag Kitinin icerigi
(28 cm, Pipet ve 35 cm, Uzun)
+ Tiinelleme Araci Saft1 (Onceden Hazirlanmis Cubukla)

* Tinelleme Araci Kolu

Not: I¢ paketin (veya tepsinin) biitiin icerigi sterildir.

Vercise™ DBS Hekim Kilavuzu
91098825-10 99/ 341




Vercise™ DBS Hekim Kilavuzu

Yedek Kitin igerigi

* Lead Pabucu
H * Lead Sonu - Vida ve Halka

* Tork Anahtar
e 1 cm Siitiir Kalifi
* 1 cm Boliinmiis Siitiir Kilifi
e 2.3 cm Siitiir Kilifi
* 4 cm Siitiir Kalift

Not: I¢ paketin (veya tepsinin) biitiin icerigi sterildir.

Diger Parcalar

* Pilli Uzaktan Kumanda

* Uzaktan Kumanda Kutusu

+ Sarj Cihaz1

+  Ana Istasyon

* (Gili¢ Kaynagi

* Sarj Yakasi (Kiigiik ve Orta)

*  Yapiskan Yamalar

» Sarj Ara parcas1 ve Denge Agirligi

* Klinisyen Programlayici

* Harici Deneme Stimiilatorii

* Harici Deneme Stimiilatorii Pili

* Ameliyathane Kablosu ve Uzatma

* IR Araylizii

* IR Arayiiz Pensi

* USB - Seri Kablo

» Hasta Seyahat Cantasi

*  Uluslararasi1 Gili¢ Doniistiiriicti

* Uzaktan Kumanda Kiti (Uzaktan Kumanda, Piller, Kutu)
+  Sarj Kiti (Sarj cihazi, Ana Istasyon, Gii¢ Kaynag1, Sarj Yakasi)
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DBS Lead Implantasyonu

Bu boliim Vercise™ DBS Sisteminin implanti i¢in tavsiye edilen prosediirleri
aciklamaktadir. DBS Lead takilmas1 ve intraoperatif testler ile ardindan DBS Uzatma
tiinelleme ve Stimiilator yerlestirme prosediirleri ana hatlari ile agiklanmistir.

Not: Vercise DBS Sistemi implantasyonu sirasinda enfeksiyonu onlemek icin ozel
ozen gosterilmelidir.’

1  Not: DBS prosediirii igin tavsiye edilen uygulamalarla ilgili ek bilgi i¢in liitfen su referanslara bakin:

Seijo F, Alvarez-Vega M, Lozano B, et al. (2009). “Common Questions ve Answers to Deep Brain Stimulation
Surgery” In Rogers & Anderson (eds.), Deep Brain Stimulation. (pp. 1-29). New York, NY: Nova Science
Publishers, Inc.

Starr PA & Sillay K (2008). “Complication Avoidance and Management in Deep Brain Stimulation Surgery”
In Tarsy, Vitek, Starr & Okun (eds.), Deep Brain Stimulation in Neurological and Psychiatric Disorders.
(pp. 135-150). Totowa, NJ: Humana Press.

Umemura A (2007). “Complications and Avoidance” In Baltuch & Stern (eds.), Deep Brain Stimulation for
Parkinson’s Disease. (pp. 103-112). New York, NY: Informa Healthcare
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On Kosullar

Tanimlanan implant prosediirleri DBS Lead implant1 ile baglamaktadir. Asagidaki
prosediirlerin tamamlanmis oldugu varsayilmaktadir:

Stereotaktik ¢erceve ve/veya gergevesiz bir sistemin fiducialleri
hastaya takilmistir.

DBS Lead yerlestirme yolu i¢in arzulanan yol izi belirlenmistir.
Kafa derisi insizyonu yapilmis ve burr hole agilmistir.

Eger SureTek™ Burr Hole Ortiisii kullaniltyorsa Burr Hole Ortiisiiniin tabami burr
hole'un tistiine sabitlenmistir. (Kullanim talimatlar1 i¢in Burr Hole Kapag Kiti ile
verilen manuele bakin.)

Arzulanan yol izi ve DBS Lead derinligi mikro elektrot kaydi veya uygun
araclarla dogrulanabilir.

DBS Lead'inin implanti

DBS Lead'in implant1 yapilacak ve terapotik fayda gerceklestirilecektir.

1. DBS Lead'ini implant i¢in hazirlaym. DBS Lead'i gézle inceleyin ve implantasyon
icin kabul edilebilir olduguna karar verin.

2. Uygun yerlestirmeyi garantilemek i¢cin DBS Lead'i kantilden gecirin.

3. Kaniilii (stilet ile) beyinin arzu edilen derinligine sokun.

Not: Kaniiliin derinligi hekimin tercihine baghdur.

4. Lead Sonlandiricty1, Contadaki dis agilmig delige Vidanin
disli kismini kismen vidalayarak tutturun.

5. Bir 6l¢lim aleti ya da cetvelle DBS Lead'inin istenen

derinligini 6l¢iin ve DBS Lead Sonlandiriciy1 o
derinlikte uygulayin.
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Lead Sonlandiriciy1 uygulamak i¢in DBS Lead'i Lead Sonlandiricinin ortasina getirin ve
sonra Vidayi sikistirin. Bu, DBS Lead'in uygun derinlige yerlestirilmesini saglar.

Not: Lead Sonlandirici baglandigi zaman DBS Lead’in iizerinde kaymayacagindan
emin olun.

DBS Lead'i bir stilet ile kaniiliin i¢ine yerlestirin.
DBS Lead'i ve kaniilii bir microdrive iizerinde kaniil kilavuzuna yerlestirin.

DBS Lead'i microdrive 6gesine tutturun.

© % N o

. Ameliyathane Kablosu konektorii iizerindeki kilit kolunun agik (0) pozisyonunda
oldugunu kontrol edin.

10. DBS Lead'in proksimal ucunu stilet ile Ameliyathane Kablosu konektdriiniin agik
portunun i¢ine kaydirin.

Not: Bu kilavuzda "Proksimal” ve "distal” deskriptorler, Stimiilator referansi
olarak kullanir.

11. DBS Lead'inin ucunu durana kadar portun i¢ine itin. Kilit kolunu kilitli
(1) pozisyonuna kaydirirken DBS Lead'i yerinde tutun.

12. Ameliyathane Kablosu konektoriinii microdrive'a tutturun.

Not: Lead'i istenen hedefe ilerletmeden énce stiletin DBS Lead'in i¢inde oldugundan
emin olun.

13. Microdrive'1 kullanarak DBS Lead'i yavasca istenen hedefe ilerletin.

Vercise™ DBS Hekim Kilavuzu
91098825-10 103 /341



Vercise™ DBS Hekim Kilavuzu

intraoperatif Stimiilasyon Testi

= e

-

Harici Deneme Stimiilatorii, Ameliyathane Kablosu, Ameliyathane Kablosu Uzatmasi
ve Klinisyen Programlayici (CP), prosediir siiresince intraoperatif stimiilasyon testi
yapilmasi i¢in kullanilmaktadir. Ameliyathane Kablosu Uzatmasi, steril alanin disinda
stimiilasyon testini ger¢eklestirmek amactyla ameliyathane kablosuna gegici olarak
baglant1 yapilmasi i¢in tasarlanmistur.

Not: Asagidaki adimlar sadece prosediir referanst icindir. Liitfen daha detayl stimiilasyon
testi prosediirleri ve talimatlar icin DBS Programlama Kilavuzuna bakiniz.

DIKKAT: Ameliyathane Kablosu konektdriinii veya fisi suya ya da diger sivilara
sokmayin. Ameliyathane Kablosu tek kullanimliktir; tekrar sterilize etmeyin.

1. Ameliyathane Kablosu Uzatmasin1t Ameliyathane Kablosuna takin.
2. Harici Deneme Stimiilatoriiniin kapali oldugundan emin olun.

UYARI: Beklenmedik stimiilasyona engel olmak i¢in Kablo Grubunu baglarken ya
da baglantisini keserken Harici Deneme Stimiilatoriinii her zaman kapali
konuma getirin.

3. Ameliyathane Kablosunu Harici Deneme Stimiilatoriintin "1-L" etiketli soketine
takin. Eger iki DBS Lead kullanilacaksa, sol DBS Lead'i "1-L" ve sag
DBS Lead'i "2-R" soketine takin.
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4. Empedanslarin kabul edilebilir oldugu, monopolar empedanslari 6l¢mek i¢in CP veya
Uzaktan Kumanda kullanarak dogrulanir.

Eger CP kullaniliyorsa, yliksek empedans kontaklarinda kirmizi X olur. Eger Uzaktan
Kumanda kullaniliyorsa, yiiksek empedans kontaklar1 bos dikdortgenlerle gosterilir.

Not: Eger Uzaktan Kumanda kullaniliyorsa empedans degerlerini gérmek
icin YV diigmesine basin.

5. DBS Lead yerlesimini gézden gegcirin.
a. Stimiilasyonun, semptomlar1 azaltmak i¢in uygun olup olmadigini1 degerlendirin.

b. Eger gerekiyorsa DBS Lead'inin lokasyonunu ve stimiilasyon
parametrelerini ayarlayin.

Not: DBS Lead, yerlestirilmesi ve ayarlanmasi siiresi boyunca stilet yerinde kalacaktir.

UYARI: Yiiksek sarj yogunlugu kalict doku hasarina neden olabilir. Eger stimiilasyon
parametreleri, sarj yogunlugunun 30 uC/cm?*’yi gegmesine neden olacaksa
Klinisyen Programlayici ekraninda bir uyar1 mesaji ¢ikar.

UYARI: DBS Lead penetrasyonu sayisinin artmast hemoraji olasiligini yiikseltir.
Akut bir DBS Lead revizyonuna duyulan gereksinim, ilk denemede DBS
Lead'lerini dogru yerlestirmek i¢in mikro elektrot kayitlar1 ve goriintiileme
gibi hedef lokalizasyon teknikleri kullanilarak minimize edilebilir.

6. Harici Deneme Stimiilatoriinii Kapatin.

UYARI: Ameliyathane Kablolariin baglantisini keserken, Harici Deneme Stimiilatorii
ACIK konumdaysa stimiilasyonda ani bir yiikselme olur.

7. Ameliyathane Kablosunu ve Ameliyathane Kablosu Uzatmasini DBS Lead'inin
proksimal ucundan ayirin.

8. 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'i sabitlerken, yerinden oynatmamak igin dikkat gosterin.
1. Lead Sabitleyiciyi Viday1 gevseterek ve DBS Lead'inden ayirarak ¢ikartin.

2. Kaniilii DBS Lead'inin proksimal kisminin {izerinden kaydirarak burr hole'un tam
lizerine yavasca itin. DBS Lead'ini kimildatmadiginizdan emin olun.

Not: Bu kilavuzda "Proksimal” ve "distal" deskriptorler, Stimiilator referansi
olarak kullanr.

3. Lead'i yerine sabitleyin. Vercise™ Sistemi ile SureTek™ Burr Hole Kapagi Kit
kullanilmasi tavsiye edilir. (Piyasada satilan uygun bir tika¢ da kullanilabilir.?)
Ureticinin talimatlarini kullanarak deligi hidroksiapatit (birlikte verilmez) gibi
piyasada bulunan uygun bir dolgu maddesiyle doldurun.?

Not: Yapustiriciyr uygulamadan once kemik yiizeyindeki biitiin kemik mumunu temizleyin.
Not: Yapistiricinin kafatasinin iist yiizeyiyle ayni seviyede olduguna emin olun.
4. Yapistiricinin iireticinin talimatlarina gore kullanilmasini saglaym.
5. Kauguk uglu pens ile DBS Lead'i tutarken, DBS Lead implant pargalarini ¢ikartin.
a. Kaniilii ¢ikartin.
b. Microdrive sistemi ¢ikartin.
c. Stereotaktik ¢ergeveyi ¢ikartin.
d. Stileti ¢ikartin.

UYARI: DBS Lead beynin i¢gindeyken stileti tekrar DBS Lead'e sokmayin, bu DBS
Lead'in hasar ve hastanin zarar gérmesine neden olabilir.

2 Biomet Mimix QS kemik boslugu dolgusu, Stryker 12 mm titanyum mini plaka, Stryker titanyum vidalar ve bir
Boston Scientific 1 cm split siitiir kilifi kullanilarak sabitlenen ve test edilen DBS Lead. Kayitli veriler.

3 Biomet Mimix QS kemik boslugu dolgusu, Stryker 12 mm titanyum mini plaka, Stryker titanyum vidalar ve bir
Boston Scientific 1 cm split siitiir kilifi kullanilarak sabitlenen ve test edilen DBS Lead. Kayith veriler.
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6. DBS Lead'inin istenilen lokasyondan kimildamadigini kontrol edin.

7. Split siitiir kilifin1 DBS Lead'inin iistiine yerlestirin. Siitiir kilifin1 yerlestirirken DBS
Lead'in yerinden oynamadigina emin olun.

8. Siitiir kilifin slit kafatasina bakana kadar ¢evirin.

Not: Eger slit gerektigi gibi yerlestirilmezse, DBS Lead'i siitiir kilifi tarafindan
korunmayabilir ve mini plaka ile dogrudan temas edebilir.

9. Bir mini plakay1 (tedarik edilmez) siitiir kilifinin ve DBS Lead'in lizerine yerlestirin.

DIKKAT: Mini plakay1 DBS Lead ile dogrudan temas edecek sekilde yerlestirmeyin.
Siitiir kilifinin mini plaka ile DBS Lead arasina girdiginden emin olun.

10. Mini plakay1 kafatasina tireticinin talimatlar1 dogrultusunda sabitleyin.
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11. Eger Stimiilator ayr1 bir ameliyatla implante edilecekse, DBS Lead'i “Stimiilator
Implantasyonu” prosediiriine gore hazirlayin.

a. Lead'leri ayirmak icin Bir Siitiir Kilifin1 sol DBS Lead'i lizerine yerlestirin.
b. DBS Lead'inin proksimal ucunu durana kadar Lead Pabucunun i¢ine itin.

Not: DBS Lead'inin proksimal ucunun tam olarak Lead Pabucunun (asagidaki gibi)
icine girdiginden emin olun boylece retansiyon kilifi Ayar vidasimin altinda
kalmuis olur.

:.l_l.l.l.l_l.l.l..i Dogru
:_I.I.I.I_I.I.I.I‘i Yanhs

Not: Retansiyon halkast kontaklardan boyu ile kolayca ayirt edilebilir (asagidaki gibi).

DBS Lead'in Proksimal Ucu

Kontaklar Retansiyon
Kilifi

c. Tork Anahtarmi Lead Pabucunun iistiinde yer alan septumun i¢indeki slitin
arasindan gegirin.

d. Ayar vidasini Tork Anahtar1 klik edene kadar sikistirin, bu Ayar vidasinin tam
olarak saglama alindiginin gostergesidir.

Not: Ayar vidasim saglamlastirmak igin bir elinizi Lead Pabucunu tabanda tutmak
icin kullanirken digeri ile Tork Anahtarini klik edene kadar saat yoniinde ¢evirin.
Bu, Ayar vidasinin tam olarak saglama alindiginin géstergesidir. Ayar vidasini
gevsetmek i¢in, Tork Anahtarint saat yoniintin tersine ¢evirin.
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DIKKAT: Anahtar tork limitlidir, bdylece Ayar vidasi fazla sikistirilamaz. Diger araglar
fazla sikmaya ve Ayar vidasinin DBS Lead'e zarar vermesine neden
olabileceginden sadece verilen anahtar1 kullanin.

e. Istenilen DBS uzatma konektdriine yakin bir yerde DBS Lead'inin proksimal ucu
i¢in bir tiinel olusturun.

Not: Boston Scientific DBS Uzatma konektoriiniin kulagin arkasina yerlestirilmesini
tavsiye etmektedir.

DIKKAT: DBS Uzatma konektoriiniin boyun bolgesine yerlestirilmesi, boynun tekrar
eden hareketleri nedeniyle aygit arizasi riskini yiikseltecektir.

f. Derinin altina fazla DBS Lead ve Kablo Pabucu i¢in bir cep hazirlaym.

g. Kafa derisi altindaki cepte bulunan fazla DBS Lead materyalini DBS Uzatmasina
baglanmaya hazir olana kadar, sarin.

Not: DBS Lead'i DBS Uzatmasina ve Stimiilatore daha sonra yapilacak ayri bir
ameliyatla baglanabilir. Bkz. “Stimiilatér Implantasyonu” sayfa 110.

12. Ikinci DBS Lead i¢in “DBS Lead 'inin Implant1” prosediiriinii tekrarlaym. ilk Lead ile
ayni tarafa ikinci DBS Lead'ini tiinellemek i¢in Tiinelleme Aracini kullanin.

13. insizyonlar1 kapatin.
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Stimilatér implantasyonu

Stimiilatdr implantasyonu DBS Lead implantasyonu ve intra-operatif testi takiben hemen
yapilabilecegi gibi farkli bir ameliyatla da yapilabilir.

DBS Lead'inin Agiimasi

l.
2.

3.
4.

Kafatas1 derisi altindaki DBS Lead Pabucunu ve DBS Lead'ini elle muayene edin.

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

DBS Lead'ini ve Lead Pabucunu insizyondan disar1 ¢ikartin.

Tork Anahtarini kullanarak, Lead Pabucunu yerinden ¢ikartin ve atin.

Not: Ayar vidasini gevsetmek icin, Tork Anahtarint saat yoniintin tersine ¢evirin. Ayar

5.

vidasini sikmak igin, Tork Anahtarini saat yoniinde gevirin.

DBS Lead'inin proksimal ucunu kurutun.
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DBS Lead'inin DBS Uzatmasina Baglanmasi

Ayar vidasi

/

»

DBS Uzatma DBS Lead'i

T - E M T

1. Ayar vidasinin DBS Uzatma konektorii tizerindeki giris portunu engellemediginden
emin olmak i¢in Ayar vidasini Tork Anahtar ile bir iki kere agma ydniinde gevirerek
kontrol edin. Retansiyon Halkasinin yanindaki DBS Lead'ini tutun.

DBS Lead'in Proksimal Ucu
N o
L | | | DBS Lead'i
Kontaklar Retansiyon
Kilifi

Not: Retansiyon halkasi kontaklardan uzatilmis boyu ile kolayca ayirt edilebilir.

2. DBS Lead'ini, DBS Lead elektrotlar1t DBS Uzatma konektori kontaklar ile
hizalanana kadar DBS Uzatma konektoriiniin igine itin. Her bir elektrot, DBS
Uzatma Konektorii i¢ine girerken biraz direng hissedilebilir. DBS Lead elektrotlari
DBS Uzatma Konektorii iginden gegerken gorebilmeniz gerekir. Son elektrot yerine
yerlesirken biraz daha fazla direng hissedilebilir.

s B

Dogru Yanhs

3. DBS Lead elektrotlarinin DBS uzatma kontaklarina gére hizalanmis oldugundan
emin olmak i¢in gozle kontrol edin. Eger hizalanmamaislarsa, Retansiyon Halkas1
yakinindaki DBS Lead'ini tutup elektrotlarin DBS Uzatma kontaklari ile hizalanmasi
icin itmeye devam edin. Eger gerekiyorsa, uygun hizalama goriilene kadar, Lead'i
yavagea geri ¢ekip elektrotlari tekrar hizalamak i¢in ilerletin.

Not: DBS Lead'ini konektore, retansiyon halkast Ayar Vidasinin altinda yer alacak
sekilde tam olarak girdiginden emin olun.

4. Bu sirada Ayar Vidasini sikmayin.

5. Tkinci DBS Lead'ini DBS Uzatmasina baglamak icin 1 den 3'e kadar olan
adimlar1 tekrarlayin.
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6. DBS Lead'inin DBS uzatma konektdrii i¢cine dogru bir sekilde hizalandigindan emin
olmak i¢in baglantinin empedansini test edin. Empedansi test etmek i¢in Harici
Deneme Stimiilatoriinii, Ameliyathane Kablosunu, Ameliyathane Kablo Uzatmasin
ve Klinisyen Programlayiciy1 (CP) kullanin. Ameliyathane Kablosu Uzatmasi, steril
alanin diginda stimiilasyon testini gergeklestirmek amaciyla Ameliyathane Kablosuna
gecici olarak baglant1 yapilmasi i¢in tasarlanmistir.

Not: Asagidaki adimlar sadece prosediir referansi igindir. Liitfen daha detayli empedans
testi prosediirleri ve talimatlar i¢in DBS Programlama Kilavuzuna bakiniz.

DIKKAT: Ameliyathane Kablosu konektdriinii veya fisi suya ya da diger sivilara
sokmayin. Ameliyathane Kablosu tek kullanimliktir; tekrar sterilize etmeyin.

7. Ameliyathane Kablosu Uzatmasint Ameliyathane Kablosuna takin.
8. Harici Deneme Stimiilatoriiniin kapali oldugundan emin olun.

UYARI: Beklenmedik stimiilasyona engel olmak i¢in Kablo Grubunu baglarken ya
da baglantisini keserken Harici Deneme Stimiilatoriinii her zaman kapali
konuma getirin.

9. Ameliyathane Kablosunu Harici Deneme Stimiilatoriintin "1-L" etiketli soketine
takin. Eger iki DBS Lead kullanilacaksa, sol DBS Lead'i "1-L" ve sag DBS Lead'i
"2R" soketine takin.

10. Empedanslarin kabul edilebilir oldugu, monopolar empedanslar1 6lgmek i¢in CP veya
Uzaktan Kumanda kullanarak dogrulanir.

Eger CP kullaniliyorsa, yliksek empedans kontaklarinda kirmiz1 X olur. Eger Uzaktan
Kumanda kullaniliyorsa, yiiksek empedans kontaklar1 bos dikdortgenlerle gosterilir.

Not: Eger Uzaktan Kumanda kullanmliyorsa empedans degerlerini gormek
icin ¥ diigmesine basin.
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Tunelleme Aracinin Montaji

DBS Uzatmasina tlinelleme yapilmasi i¢in bir Tiinelleme Aract ve Cubuk verilmektedir.

<— Arag Kolu H

1. Tiinelleme Aracinin Kolunu Saft'a tutturmak i¢in kilitleme mekanizmasini saat
yoOniinde ¢evirin.

a.

b.

Arac¢ Kolunun altindaki kilitleme mekanizmasini Saftin iistiine itin.

Ara¢ Kolunu ve Tiinelleme Aracinin Ucunu tutarak, kol saftin {istiine oturana
kadar saft1 ileri geri dondiiriin.

Saft istasyonunu kaldirmak i¢in Tiinelleme aracinin ucunu nazikge tutarken,
kilitleme mekanizmasini giivenli pozisyona gelene kadar saat yoniinde ¢evirin.
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DBS Lead'ini ve Uzatmasini Tunelleme

1. Stimiilator i¢in derinin altinda, DBS Lead'i ve Uzatmasi ile ayni taraftaki klavikiiliin
asagisina dogru bir cep olusturun.

Not: Boston Scientific, Stimiilatériin subklavikiiler implantasyonunu tavsiye etmektedir.
a. Cebin yerini isaretleyin.

b. Optimum cep boyunu bulmak i¢in sablonu kullanarak istenen cebin
taslagini ¢ikartin.

c. Cebi 2 cm'den daha derine yapmayin; daha derinde stimiilator sarj edilemeyebilir.
Not: Stimiilatoriin donmesine engel olmak i¢cin cep boyunu kiigiik tutmak énemlidir.

2. Subklavikiiler cebin lokasyonundan kulagin {izerindeki insizyona kadar tiinelleme
rotasini igaretleyin.

3. Tiinelleme rotas1 boyunca uygun lokal anesteziyi uygulayin.

DIKKAT: Lokal anesteziyi uygularken DBS Lead ya da diger pargalari
delmediginizden ya da hasar vermediginizden emin olun.

4. Kulagn iizerindeki insizyondan Stimiilator cebine kadar, tiinelleme yolu boyunca
subkutan tiinel olusturun.

UYARI: Tiinelleme yolu boyunca brakiyal pleksus ve juguler gibi 6nemli yapilari
delmemek ya da hasar vermemek i¢in dikkatli olun bu hastanin zarar
gormesine neden olur.

5. Eger istenirse uygun bir sekil vermek i¢in Tiinelleme Araci biikiilebilir.
DIKKAT: Kilit noktalarini biikkmeyin.

6. Tiinelleme Aracinin ucu tam olarak ortaya ¢iktiktan sonra, viday1 acin ve Tiinelleme
Araci Kolunu ¢ikartin.
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7. Ucu bir elinizde nazikge tutarken ¢ubugu diger elinizle yerinde tutun, saftt gubugun
disina itin.

8. DBS uzatmalarinin proksimal ug¢larin1 gubuk boyunca itin ve sonra Cubugu ¢ikartin.

9. Istege bagli olarak DBS Uzatma konektdriinii fasyaya siitiir ve/veya siitiir kiliflar:
kullanarak sabitleyebilirsiniz.

DIKKAT: Siitiir kilifina zarar verebileceginiz icin polipropilen siitiir kullanmayin.
Dogrudan DBS Uzatmas: iizerine siitiir uygulamayin ya da DBS Uzatma
govdesinin iizerinde hemostat kullanin. Bu DBS Uzatma yalitimina
zarar verebilir.
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Stimulatoru Baglamak

Cift DBS Lead Baglantisi

Sol DBS Uzatmasin port 1-L'ye baglayin | Sag DBS Uzatmasin port 2-R'ye baglayin

Sol , Sag

1-L 2-R

1. DBS Uzatmasmin erkek ucunu tam olarak Stimiilatoriin i¢ine sokun ve durana kadar itin.
a. Ayar vidalarinin sokete engel olmadigin1 dogrulamak i¢in baslik tipasini yerlestirin.
b. DBS Uzatma kontaklarin1 yerlestirmeden 6nce silin.

c. DBS Uzatmalarii basliga yerlestirin. Tam olarak girdiginde DBS uzatmasinin
ucu portun arkasina kayacak ve DBS uzatmasinin {izerindeki retansiyon halkas1
Ayar vidasinin altina yerlesecektir.

DIKKAT: Ayar vidasini sikistirmadan 6nce DBS uzatmasinin dogru olarak yerlestigini
empedanslari kontrol ederek dogrulayin. Ayar vidasini bir kontak {izerinde
asag1 dogru sikistirmak DBS Uzatmasina zarar verebilir.

2. Ayar vidasi sikistirmadan once baglantilart dogrulamak i¢in empedanslari kontrol edin.
a. Stimiilatorii kismi olarak subkutan cebe yerlestirin.

b. Empedanslari Uzaktan Kumanda ya da Klinisyen Programlayiciy1 kullanarak
kontrol edin.
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3. DBS Uzatmasinin iistiindeki retansiyon halkasinin dogrudan Stimiilator bashigindaki
Ayar vidasinin altina yerlestigine emin olun.

Dogru

Yanhs

Not: Retansiyon halkast kontaklardan boyu ile kolayca ayirt edilebilir (asagidaki gibi).

DBS Lead'in Proksimal Ucu

Kontaklar Retansiyon
Kilifi

4. Tork Anahtarini Stimiilator bagliginin st kisminda yer alan septumun i¢indeki slitin
arasindan gegirin.

5. Stimiilatoriin i¢indeki Ayar vidasin1 Tork Anahtar1 klik edene kadar sikistirin. Bu,
Ayar vidasinin tam olarak saglama alindiginin gostergesidir.

Not: Ayar vidasin sikmak igin, Tork Anahtarint saat yoniinde ¢evirin. Ayar vidasini
gevsetmek i¢in, Tork Anahtarint saat yoniintin tersine ¢evirin.

7

DIKKAT: Anahtar tork limitlidir, boylece Ayar vidasi fazla sikistirilamaz. Diger araglar
fazla-sikmaya ve Ayar vidasinin DBS Lead'ine zarar vermesine neden
olabileceginden sadece verilen anahtar1 kullanin.
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6. DBS Lead elektrotlarinin DBS uzatma kontaklarina gore hizalanmis oldugundan
emin olmak i¢in gbzle kontrol edin. Eger hizalanmamaislarsa, Retansiyon Halkas1
yakinindaki DBS Lead'ini tutup elektrotlarin DBS Uzatma kontaklari ile hizalanmas1
icin itmeye devam edin. Eger gerekiyorsa, uygun hizalama goriilene kadar, Lead'i
yavagega geri ¢ekip elektrotlari tekrar hizalamak igin ilerletin.

—

Dogru Yanlis

7. Ayar vidasi sikistirmadan 6nce baglantilari dogrulamak i¢in empedanslari
kontrol edin.

DIKKAT: Ayar vidasmi sikistirmadan 6nce DBS uzatmasinin dogru olarak yerlestigini
empedanslar kontrol ederek dogrulayin. Ayar vidasini bir kontak {izerinde
asag1 dogru sikistirmak DBS Uzatmasina zarar verebilir.

8. Tork Anahtarin1 DBS Uzatma konektoriiniin {ist kisminda yer alan septumun i¢indeki
slitin arasindan gegirin.

9. DBS Uzatma konektdriiniin igindeki Ayar vidasini Tork Anahtar1 klik edene kadar
sikistirin, bu Ayar vidasinin tam olarak saglama alindiginin gostergesidir.

DIKKAT: Anahtar tork limitlidir, bdylece Ayar vidasi fazla sikistirilamaz. Diger araglar
fazla-sikmaya ve Ayar vidasinin DBS Lead'ine zarar vermesine neden
olabileceginden sadece verilen anahtar1 kullanin.

Not: Ayar vidasini sikistirmak igin, bir elinizi tabandaki uzatmay: tutmak igin ve digerini
Tork Anahtarin saat yoniinde ¢evirmek icin kullanin. Ayar vidasini gevsetmek igin,
Tork Anahtarini saat yoniiniin tersine ¢evirin.
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10. ikinci stimiilatdr Ayar vidasini ve ikinci DBS Uzatmas iizerindeki Ayar vidasini
sikistirmak i¢in 1 - 9 adimlar1 tekrarlayin.

11. Stimiilatdrii subkutan cebin icine "This Side Up" (Bu Taraf Uste Gelecek) yazisi
deriye bakacak sekilde ve cilt yiizeyine paralel olarak yerlestirin. H

UYARI: Stimiilatoriin dogru tarafi deriye bakacak sekilde konumlandirilmamasi, sarj
edilememesine ve ameliyatin revize edilmesine neden olabilir.

a. DBS Uzatmasinin fazla uzunlugunu Stimiilatoriin ¢evresine sarin.

UYARI: DBS Uzatmasinin fazla uzunlugunun Stimiilatoriin dis yiizeyinin iistiine
gelmesine engel olun. Bu, doku erozyonu ya da Stimiilator degisimi
ameliyati sirasinda hasar olugsmasi potansiyelini yiikseltebilir ve sarj
islemini etkileyebilir.

b. Istege bagl olarak Stimiilatorii fasyaya Stimiilator bashgindaki deliklerden siitiire
ederek sabitleyebilirsiniz.

12. Insizyonlar1 kapatin.

DIKKAT: insizyonlar kapatirken DBS Lead'ine, Stimiilatére ya da diger implante
edilmis parcalara hasar vermemeye dikkat edin.

Not: Uzatma konektorii tizerindeki insizyonlar: kapatirken, uzatma konektoriinii deri
altindaki profili minimize edecek sekilde yonlendirin.
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Vercise™ DBS Sistem Revizyonu ve
Eksplantasyon

Eger biitiin Vercise DBS Sistemi (Stimiilatér, DBS Uzatmalar1 ve DBS Lead'ler)
cikartilacaksa, once DBS Lead'ler (asagida agiklandigi1 gibi) daha sonra DBS Uzatmalari
ve en son Stimiilator ¢ikartilmalidir. Bu sira, kafatasi acilirken enfeksiyonun kafatasina
dogru yayilma potansiyelini azaltmalidir.

DBS Lead'inin Eksplantasyonu

UYARI: Vercise DBS Sistemini eksplante ederken, enfeksiyonun kafatasi deligine

10.

dogru yayilmasina engel olmak i¢in DBS Lead, deligin yanindaki bolgeden
degil kulagin iistiindeki bolgeden ¢ikartilmalidir.

Stimiilatorii kapatin.
Mini plag1 bulmak i¢in kafa derisini palpe edin.

Mini plagin yanina mini plagi ve DBS Lead'i ¢ikartmak icin insizyon yapin. DBS
Lead'ine ve siitiir kilifina hasar vermemek ve kesmemek i¢in dikkatli olun.

Lead'i tutmak i¢in yeterli uzunluk birakarak DBS Lead'i mini plaktan 2-3 cm
mesafeden kesin.

Mini plakayi tutarak vidalari gevsetin ve mini plakay1 nazikge ¢ikartin.
DBS Lead'i yapiskandan ¢ikartmak i¢in uygun metodu kullanin.

DBS Lead'ini kafatasina miimkiin oldugu kadar yakin ve dik agiyla yavasca ve
nazikce noral dokudan ayirin. DBS Lead'i ¢ikartilirken en az direngle karsilagsmalidir.

DBS Uzatma konektoriiniin yerini bulmak i¢in kafa derisinin altindaki bolgeyi
palpe edin.

DBS Lead'i ve DBS Uzatma konektériinii ¢ikartmak i¢in insizyon yapin. Implante
edilmis bilesenleri ¢ikartirken eksplanttan sonra yapilacak analizlerin dogrulugu
acisindan zarar vermemeye dikkat edin.

DBS Uzatmasindaki Konektdr Ayar Vidasini verilen Tork Anahtarini
kullanarak gevsetin.

Not: Ayar vidasin gevsetmeden once Tork Anahtarimin tam olarak yerlestiginden emin olun.

Not: Ayar vidasini sikmak i¢in, Tork Anahtarint saat yoniinde ¢evirin. Ayar vidasini

11.
12.

gevsetmek i¢in, Tork Anahtarini saat yoniiniin tersine gevirin.
DBS Lead'in DBS Uzatmasindan Cikartilmasi.

DBS Lead'in kalanin1 kulagin arkasindaki insizyondan nazikge ¢ekin.

UYARI: Enfeksiyonun kafatasi deligine dogru yayilmasina engel olmak i¢cin DBS

Lead'i burr hole'un yanindaki bolgeden degil kulagin iistiindeki bolgeden
cikartilmalidir.
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13. Eger DBS Lead'i degistiriyorsaniz, “DBS Lead 'inin Implant:” bdliimiindeki
talimatlar1 uygulayin.

Eger Vercise™ DBS Sistemini eksplante ediyorsaniz, “DBS Uzatmalarinin
Eksplantasyonu” prosediiriine devam edin.

Bunun disinda, insizyonlari kapatin.

14. Eksplante edilen DBS Lead'lerini Boston Scientific'e gonderin.

DBS Uzatmalarinin Eksplantasyonu

1. Stimiilatorii kapatin.

2. DBS Uzatma konektdriiniin yerini bulmak i¢in kafa derisinin altindaki bolgeyi
palpe edin.

3. DBS Lead'i ve DBS Uzatma konektériinii ¢ikartmak i¢in insizyon yapin. Implante
edilmis bilesenleri ¢ikartirken eksplanttan sonra yapilacak analizlerin dogrulugu
acisindan zarar vermemeye dikkat edin.

4. DBS Uzatmalarini konektoriin sivri (proksimal) ucundan kesin.
5. Konektor Ayar vidasini verilen Tork Anahtarini kullanarak gevsetin.

DIKKAT: Ayar vidasini sadece DBS Lead'i ¢ikartmak igin gerekli oldugu kadar
gevsetin. Ayar vidasinin ¢ok fazla gevsetilmesi, disar1 diigmesine
neden olacaktir.

Not: Ayar vidasini sikmak i¢in, Tork Anahtarint saat yoniinde ¢evirin. Ayar vidasini
gevsetmek i¢in, Tork Anahtarini saat yoniiniin tersine gevirin.

6. DBS Uzatma konektoriinii ¢ikartin. DBS Uzatma konektoriinii Boston Scientific'e
geri gonderin.

7. “Stimiilatorii Eksplante Etme ve Degistirme” boliimiinde belirtilen prosediirii
izleyerek DBS Uzatmalarimi Stimiilatérden ¢ikarin.

8. DBS Uzatmasi Stimiilator bdlgesinden tiinel boyunca nazikge ¢ekin.
UYARI: DBS Lead'lerinin enfeksiyon ihtimalini azaltmak i¢in kulaga dogru itmeyin.
9. Eksplante edilen DBS Uzatmalarin1 Boston Scientific'e gonderin.

Not: Eger DBS Uzatmas: kirildiysa, DBS Uzatmasinin bir ucunu Stimiilator bolgesinden
ve diger ucunu DBS Baglanti konektorii bolgesinden ¢ikartmak icin ek insizyonlar
vapmak gerekir.
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Stimulatoru Eksplante Etme ve Degistirme

1. Stimiilatorii kapatin.
2. Stimiilatoriin yerini bulmak i¢in subklavikiiler alani palpe edin.

3. Stimiilatdriin bulundugu bolgedeki cebi cerrahi miidahale ile agin. Implante edilmis
bilesenleri ¢ikartirken eksplanttan sonra yapilacak analizlerin dogrulugu agisindan
zarar vermemeye dikkat edin.

DIKKAT: Stimiilatore zarar verecegi igin elektrokoter kullanmayn.
Not: Insizyon, Stimiilatorii cepten cikartacak kadar genis olmalidir.
4. Stimiilatorii cepten ¢ikartin.

5. DBS Uzatmalarini serbest birakmak i¢in Tork Anahtarini kullanarak baglik Ayar
vidalarin1 gevsetin.

DIKKAT: Ayar vidasii sadece DBS Uzatmasini ¢ikartmak icin gerekli oldugu
kadar gevsetin. Ayar vidasinin ¢ok fazla gevsetilmesi, disar1 diismesine
neden olacaktir.

Not: Ayar vidasini sikmak icin, Tork Anahtarinit saat yoniinde ¢evirin. Ayar vidasini
gevsetmek i¢in, Tork Anahtarini saat yoniiniin tersine ¢evirin.

6. Stimiilatérden DBS Uzatmalarin gikartin.

7. Eger stimiilator degistirilecekse, yeni Stimiilatorii Baglama prosediirlerini izleyerek
Stimtilatorii tekrar baglayn.

8. Eger DBS uzatmalar1 implante olarak kalacaksa, isterseniz DBS Uzatmalarinin
proksimal uglarini temizleyebilirsiniz, Lead Pabuglarini (“DBS Lead’in Sabitlenmesi’
boliimiinde anlatildig1 gibi) tutturun.

)

9. Insizyonu kapatin.
10. Cikartilan Stimiilatérii Boston Scientific'e gonderin.

DIKKAT: insizyonu kapatirken kalan implante edilmis bilesenlerin zarar gérmemesi
icin dikkatli olun.
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Vercise™ Stimulator

Vercise Stimiilator tekrar sarj edilebilir. Hastalarin giinliik olarak 15 - 30 dakika aras1
veya periyodik olarak her 1 - 2 haftada bir 3 - 4 saat aras1 sarj etmeleri beklenmektedir,
ancak rutin sarj islemi stimiilasyon parametrelerine gore degisir. Yiiksek enerji
kullananlar daha sik sarj etmek durumundadirlar. Boston Scientific stimiilasyonun
devamliliginin hastanin programina ve yasam tarzina uyan herhangi sarj programa ile
saglanmasini tavsiye eder.

Not: Sik sarj etmek Stimiilatériin pil 6mriinii etkilemez ya da azaltmaz.

Hastanin tekrar sarj etme programinin gelistirilmesi dort faktor arasinda dogru denge
bulmay1 kapsar:

* Hastanin etkili bir tedavi almasi i¢in ne kadar enerji gerektigi.
* Hastanin ne siklikla sarj etmek istedigi.
* Hastanin ne uzunlukta sarj etmek istedigi.

* Hastalarin kisisel programlarini nasil idare etmek isteyecekleri.

Klinisyen Programlayici (CP) giinde 24 saat stimiilasyon esasina gore sarj zamanint
hesaplar. Hastalar ya her giin az siirelerde (gilinde 15 - 30 dakika) ya da her 1-2 haftada
bir kere (3 - 4 saat) sarj etmeleri konusunda bilgilendirilmelidirler. Eger Stimiilatér tam
olarak sarj edilecekse, sarj tinitesinin sarjin sonuna gelindiginde ¢ift bip sesi ¢ikartacagi
hastaya sdylenmelidir. Sarj etme islemi basit olmasina kargin 6nemlidir.

Sarj edilebilir Stimiilator pilinin en az bes y1l hizmet vermesi gerekir. Birgok durumda
Stimiilator pilinin en az 25 yil hizmet vermesi gerekir. Pil 6mrii, stimiilasyon ayarlarina
ve sartlarina baghdir. Belirli ayar ve kosullar i¢in beklenen pil 6mrii degerleri i¢in bu
kilavuzun “Ek” sayfa 163 boliimiine bakin.

Stimiilatoriin i¢indeki pil, zamanla ve tekrarlanan sarjlarla tamamen dolma yetenegini
kaybedecektir. Sonug olarak, zamanla, Stimiilator daha sik araliklarla sarja gereksinim
duyabilir. Ornegin, bir Stimiilator ilk y1l 22 giinde bir sarj edilme gereksinimi duyarken,
bes yil stirekli kullanimdan sonra 20 giinde bir sarj edilme gereksinimi duyar. (amplitiid =
3 mA, puls genisligi = 60 usn, hiz = 185 Hz, empedans = 1500 Ohm). Stimiilasyon artik
rutin sarj ile devam edemiyorsa stimiilator yenisiyle degistirilmelidir.
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Stimulator Pili

Uzaktan Kumanda Stimiilator ile haberlestiginde, pil durumu da uzaktan
kumandaya yollanir.

Uzaktan Kumanda ekraninda, {ist orta kisma yakin Stimiilatoriin pil diizeyini gosteren bir
pil grafigi bulunur. Grafigin anlasilmas kolaydir: Ug dolu gubuk Stimiilatriin pilinin tam
dolu oldugunu gosterir.

Not: Pil Grafigi, Uzaktan Kumandanin degil Stimiilatoriin pil diizeyini gosterir.

Stimiilasyon parametreleri ve kullanimina bagli olarak, pilin giicii azaldik¢a asagidaki
cizelgede gosterildigi gibi cubuklar bosalacaktir. Stimiilator pilinin bakimi hakkindaki
tiim bilgiler i¢in bkz. “Stimiilatérii Sarj Etme” sayfa 126.

Pil Grafigi Aciklama

Stimiilatoriin pili dolu.

Stimiilatoriin pili yeterli.

188

Stimiilatoriin pili diisiik.

Stimulator Pil Mesaijlar

Stimiilator pili az oldugu zaman, Uzaktan Kumanda “Recharge Stimulator Soon”
(Stimiilatorii Kisa Siire i¢inde Sarj Edin) mesaji verecektir. Stimiilatér miimkiin olan
en kisa siirede sarj edilmelidir.

Rechorge
Stimulator Soon

B
I 2 BB

Eger Stimiilator sarj edilmediyse ve Stimiilatoriin pili iyice azaldiysa, Uzaktan

Kumanda “Recharge Stimulator Now” (Stimiilatori Simdi Sarj Edin) mesajin1 goriintiiler.
Stimiilator acil olarak sarj edilmelidir. Stimiilatoriin sarj edilememesi Stimiilatoriin

24 saatten daha az bir siirede stimiilasyon kaybina ugramasina neden olur. Eger stimiilator
cok diisiik pilden dolay1 durursa, tekrar agilmadan 6nce yaklasik iki saat siireyle sarj
edilmesi gerekir. (Sarj Cihazi dogru konumlandiysa)

Rechorge
Stimulator How O
] B T

Eger hasta stimiilasyonun durdugunu bildirirse, hastaya uzaktan kumanda {izerindeki
Stimiilator pil durumunu kontrol etmesini sdyleyin.
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Sistemi Sarj Etme

UYARILAR:

* Uyurken sarj etmeyin. Aksi halde yaniga neden olabilir.
» Sarj Cihaz sarj sirasinda 1sinabilir. Bu nedenle dikkatle kullanilmalidir.

o “Stimiilatorii Sarj Etme” boltimiinde belirtildigi gibi, sarj sirasinda Sarj Yakasi
veya Yapigkan Bant kullanmamak yaniga yol acabilir. Eger agr1 veya rahatsizlik
hissedilirse, hasta sarj etmeyi durdurmali ve hekimine danigmalidir.

DIKKAT:

» Sarj Cihazi ve sarj sistemi bilesenlerini kuru tutun. Neme maruz
kalmamalar1 gereklidir.

+ Sarj Cihazin, iiriinle birlikte verilen Ana Istasyon disinda baska bir
cihaza baglamayin.

* Cihazlarmn hasar gérmesini 6nlemek i¢in Uzaktan sarj cihazini ve sarj sistemi
bilesenlerini evcil hayvan, hasere ve ¢ocuklardan uzak tutun.

Stimiilatdr icin Sarj Cihaz1 Sistemi Sarj Cihazi, Ana Istasyon, bir Gii¢ Kaynagindan
olusur. Ana Istasyon her zaman bir enerji ¢ikisina bagl olacak sekilde tasarlanmistar.
Kullanilmadig1 zaman, Sarj Cihazin1 Ana Istasyon iizerinde birakin, boylece her an sarj
etmeye hazir olur.

A. Gilig Kaynagi D. Gii¢ Diigmesi
B. Sarj Cihazi E. Ana istasyon
C. Gosterge Isi1g1
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Sarj Cihazini Sarj Etme

1. Sarj Cihazi Sistemi par¢alarinin suya ve dogrudan 1stya maruz kalmayacaklar1 uygun
bir elektrik ¢ikis1 bulun.

2. Gii¢ Kaynagini prize takin.
3. Gii¢c Kaynagii Ana Istasyona baglayn.
4. Ana Istasyonu diiz bir yiizeye yerlestirin.

5. Son olarak, Sarj cihazini gii¢ diigmesi yukariya gelecek sekilde, gosterge 15181 yesil
yanincaya kadar Ana Istasyona yerlestirin.

Gosterge Isig1 Durumu Aciklama

Yesil Sarj Cihazi tamamen sarj olmustur ve Stimiilatorii sarj
? etmeye hazirdir.

Sarj Cihazi kismen sarj edilmistir. Sarj Cihaz1 hala
kullanilabilir, ancak Stimiilatorii tam olarak sarj
edemeyebilir. Sarj Cihazini tam sarj etmek i¢in, Ana
Istasyona yerlestirin.

Sar1

Sarj Cihazi kapalidir - veya - Sarj Cihazinin pili bosalmistir.
Eger agma/kapama diigmesine bastiginizda Sarj Cihazi
acilmiyorsa Sarj Cihazin1 Ana Istasyona yerlestirip

sarj edin.

Kapali

Sarj Cihazi Pil Kullanim Omrii
Sarj Cihaz1 pilinin tipik kullanim 6mrii 500 sarj dongiistidiir.
Stimulatoru Sarj Etme

Stimiilatorii Sarj ederken, hasta Sarj Cihazini Stimiilatoriin {izerinde tutmak i¢in Sarj
Yakasi ile veya Yapiskan Yama kullanmalidir. Yapiskan Yamalar birgok hassas cilt tipine
gore reaktif olamayan ve Lateks icermeyen malzemeden yapilmistir.
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Sarj Yakasinin kullaniimasi

1. Gosterge 15131 yesil ise Sarj Cihazini Ana Istasyondan kaldiri.
(Gosterge 15181 Sarj cihazinin hazir olma durumuna ragmen sénecektir.)

2. Eger hastanin Stimiilatorii s1g bir
konumdaysa ya da hastanin derisi inceyse,
hastaya Sarj ara pargasini Sarj Yakasinin
icindeki cebin arka tarafina yerlestirmesini
sOyleyin. S1g stimiilatorii olan veya derisi
ince olan hastalar Sarj Ara Pargasi ile daha
hizli sarj edebilirler.

Not: Stimiilatorii derin konumda olan hastalar,
sarj hizini yavagslatacagindan Sarj Ara
Parcasini kullanmamalidirlar.

3. Sarj Cihazini, gosterildigi gibi Sarj Yakasinin tizerindeki uygun cebe gii¢ diigmesi
iiste gelecek sekilde yerlestirin. Eger Stimiilator, gogiisiin sag tarafinin istiindeyse,
Sarj Cihazini sag cebe yerlestirin. Eger Stimiilatoriiniiz gégsiiniiziin sol tarafinin
iistiindeyse, Sarj Cihazini sol cebe yerlestirin.

4. Sarj Ara Pargasi kullaniliyorsa, Sarj Cihazi ile cebin arkasi arasinda olduguna
emin olun.

5. Denge Agirligin1 Sarj Cihazinin karsisindaki cebe yerlestirin.
6. Sarj Yakasim gosterildigi gibi, cepler disar1 bakacak sekilde boynunuza yerlestirin.

7. En iyi sarj sonuglari i¢in Sarj Cihazinin Stimiilator lizerinde tam ortalandigindan
emin olun. Sarj Cihazi ortalanmadi ise sarj siiresi uzayabilir. Sarj cihazini Stimiilator
tizerinde ortaladiginizdan emin olmak i¢in “Sarj Cihazini Uygun Sekilde Hizalama™
sayfa 129 boliimiine bakin.

8. Eger Sarj Cihaz1 Stimiilator iizerinde tam ortalanmadi ise Sarj Yakasinin uzunlugunu
kayislar1 kullanarak ayarlamak zorunda kalabilirsiniz. Sarj etme islemi sirasinda, Sarj
Cihazinin Stimiilator lizerinde hizalanmig oldugunu ara sira kontrol etmeniz 6nerilir.
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Not: Sarj Yakas: giysinin altina veya tizerine yerlestirilebilir. Sarj ederken, Sarj

Cihazimin ¢evresindeki hava akimini engelleyecek sekilde ¢ok kalin veya dar
kiyafetler giymemelisiniz.

Yapiskan Yamanin Kullanimi

1.

Gosterge 15181 yesil ise Sarj Cihazini Ana Istasyondan kaldirin.
(Gosterge 15181 Sarj cihazinin hazir olma durumuna ragmen sénecektir.)

Yapiskan yamayi, Sarj cihazinin arka yiiziine rs
gosterildigi gibi yamadan seridi soyarak ve mavi
cizgili beyaz tarafi Sarj Cihazinin arka tarafina
gelecek sekilde uygulayn.

Yapigkandan cilt tarafindaki bej seridi kaldirin
(sadece bir yapigtirma i¢in uygundur).

En iyi sarj sonuglari i¢in Sarj Cihazinin

Stimiilatdr tizerinde tam ortalandigindan emin

olun. Sarj Cihazi ortalanmadi ise sarj sliresi uzayabilir. Sarj cihazin1 Stimiilator
tizerinde ortaladiginizdan emin olmak i¢in “Sarj Cihazini Uygun Sekilde Hizalama™
sayfa 129 boliimiine bakin.

UYARI: Sarj Cihazinit dogrudan cilt lizerine koymayin (6rnegin, Yapiskan Yama

olmadan). Bu, derinin rahatsiz olacak kadar 1sinmasina ve cilt yaniklarma
neden olabilir.

Vercise™ DBS Hekim Kilavuzu
91098825-10 128 /341



Sistemi Sarj Etme

Sarj Cihazini Uygun Sekilde Hizalama

1. Giig¢ diigmesine basin. Gosterge 15181 tekrar yanacaktir ve Sarj Cihazi Stimiilatorii
aradigini belirterek siirekli olarak otecektir.

2. Sarj Cihazinm1 gogiiste Stimiilatoriin bolgesine yerlestirin.

3. Sarj Cihazini Stimiilator iizerine yerlestirin.

Sarj Cihaz1 Stimiilatorle kismen hizalandiginda bip sesi durur fakat optimal sarj igin
Sarj aleti Stimiilatorle tam hizalanmalidir. Sarj Cihazi tam olarak Stimiilator ile ayni
hizada degilse sarj siiresi uzayabilir. Sarj cihazin1 Stimiilator lizerinde tam olarak
hizalamak i¢in, asagida gosterildigi gibi Sarj Cihazinin alt egrisini Stimiilatoriin alt
egrisinin 1 cm asagisina yerlestirin.

Stimiilatorii derinizin altina yerlestirmeye yardimei olmak igin igaret ve orta
parmaklarinizin uglarini kullanabilirsiniz. Parmaklarinizi bir baski veya kavrama
uygulamadan derinizin iizerine yavasc¢a koyun. Bu metodu Stimiilatdriin merkezini
bulmak i¢in kullanabilirsiniz.
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4.

Sarj Cihazinin Stimiilator izerinde oldugunu, yapiskani Stimiilator iizerinde deriye

bastirarak veya Sarj Yakasini gevseterek garantileyin.

Not: Yapiskan Yama kazara yanhs yere yapistiysa veya Sarj Yakast hizanin disina

ctktiysa Sarj Cihazi tekrar biplemeye baglar. Yeni bir yapiskan yama kullanin veya
Sarj Yakasint Sarj cihazini tam olarak hizalamak igin tekrar ayarlayn.

Not: Sarj olurken dolagmak miimkiindiir ancak uygun sarj icin Sarj Cihazi Stimiilatoriin

8.

tizerinde tam ortada olmaya devam etmelidir. Fazla hareket Sarj Cihazi ve
Stimiilatoriin hizasinin bozulmast neden olabilir.

Sarj Cihaz1 farkli bir ¢ift bip sesi ¢ikarirsa gii¢ diigmesine basarak Sarj Cihazini
kapatin ve Uzaktan Kumanda ile Stimiilatoriin pilini kontrol edin.

Eger Stimiilator tam olarak sarj edildi ise Sarj Yakasini1 veya Yapiskan Yamay1
viicudunuzdan ¢ikarin.

Sarj Cihazini, Sarj Yakasindan veya Yapiskan Yamadan ayirin. Sarj Yakasini kenara
koyun veya Yapigkan Yamay1 atin.

Sarj Cihazin1 Ana Istasyona getirin.

Not: Sarj sonu sinyali (farkli ¢ift bip sesi) ile sabit, siirekli yanlis hizalama sinyalini
karistirmayin.

Not: Hastalarin giinliik olarak 15 - 30 dakika arasi veya periyodik olarak her I - 2

haftada bir 3 - 4 saat arasi sarj etmeleri beklenmektedir, ancak sarj rutin islemi
stimiilasyon parametrelerine gore degisir.

Not: Belirgin bir ¢ift bip sesi, sarj sonu sinyalidir ve hizalama gosterge 15181 ise sabit

uzun sinyaldir.
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Uzaktan Kumanda

DIKKAT:

» Uzaktan Kumanday1 kuru tutun. Neme maruz kalmamasi gereklidir.

* Cihazin hasar gérmesini onlemek i¢in Uzaktan Kumanday1 evcil hayvan, hasere
ve ¢ocuklardan uzak tutun.

Temel Kullanim

Uzaktan Kumanda Stimiilator ile radyo dalgalari (RF) 18 ing (45 cm) mesafeden telemetri
baglantisi ile haberlesir. Kullanilmadig1 zaman Uzaktan Kumanda uyku modundadir
herhangi bir diigmeye basilarak yeniden aktive edilebilir. Normal hasta kullaniminda
Uzaktan Kumanda 60 sn. kullanilmadig1 zaman otomatik olarak uyku moduna gecer.

1. Bolge Diigmesi 4. Program Diigmesi
2. Yukari/Aktiflestir 5. Stimiilasyonu
3. Asagi/Kaydet Acg/Kapa

Bazi1 Uzaktan Kumanda fonksiyonlarina (6rn. Geri yilikleme se¢enegi ve Klinisyen Modu)
bir diigmeye basili tutularak (yaklasik ii¢ saniye) ulasilabilir. Bunlar asagidaki ilgili
bolimlerde agiklanmustir.

Vercise™ DBS Hekim Kilavuzu
91098825-10 131/341



Vercise™ DBS Hekim Kilavuzu

Uzaktan Kumanda Pozisyonu

Eger Uzaktan Kumanda asagidaki resimde gosterildigi gibi konumlandirilmigsa, implante
edilmis Stimiilator ile Uzaktan kumanda arasinda giiclii bir iletisim elde edersiniz.

Bazi durumlarda, Uzaktan Kumanday1 Stimiilatore yaklastirmaniz gerekebilir. Iletisimi
saglayabileceginiz uzaklik, ¢evrenize ve Uzaktan Kumandanin Stimiilatére goreceli
yonelimine baglidir.

Stimulatorin Baglanmasi

Bir Uzaktan Kumanda ayn1 anda sadece bir Stimiilatérle haberlesebilecek sekilde
sinirlandirilmigtir. Bu nedenle Uzaktan Kumanda kullanilmadan 6nce Stimiilatore
baglantis1 yapilmalidir.

Eger Uzaktan Kumanda farkli bir Stimiilatore baglandiysa yeni simiilatére baglamak i¢in
eski baglantiy1 temizlemek gereklidir. Bkz. “Se¢im #3 - Baglanti Kaldirma ™ boliimiinde
“Klinisyen Segenekleri”.

Baglant1 prosesinde ilk adim telemetri ile Uzaktan Kumandanin kullanilacak Stimiilatérii
tamimasidir. Ikinci adim olan baglantiin kurulmasi Stimiilatériin tiiriine baglidr:

» Harici Deneme Stimiilatorii ya da implante edilebilir Stimiilatér olmast.

* Programlar hem Uzaktan Kumandada hem de Stimiilatérde saklanir.

* Uzaktan Kumanda ve Stimiilator farkli program setleri igerirler (bdyle oldugu
icin, bir setin temizlenmesi gereklidir)
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Uzaktan Kumanda ilk aktivasyonda asagidaki mesaj1 gosterir (herhangi bir
diigmeye basildiginda):
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1. Uzaktan Kumandanin Stimiilatoriin telemetri sinirlar1 (60 cm veya 2 ft) igerisinde
oldugundan emin olun.

2. P diigmesine basarak Uzaktan Kumanda ve Stimiilator arasinda iletisimi baslatin.
Uzaktan Kumanda Stimiilatorii ID numarasindan tantyacaktir.

9949995 2 pomA
: 99999997
[l MId X

& M1

3. Onaylayip devam etmek i¢in P diigmesine basin.

Uzaktan Kumanda otomatik olarak Uzaktan Kumanda ve Stimiilatordeki mevcut program
setlerini bulur. Eger mevcut program yoksa, baglanti hemen kurulur ve ekranda asagidaki
mesaj1 goriirsiiniiz:

LeveL EEC Tail EEE Tull

Her iki cihazda da (Uzaktan Kumanda ve Stimiilatdr) programlar olsa bile baglanti
kurma sirasinda bir ya da daha fazla karar ekranina cevap vermeniz istenecektir.
Kararlariniz, istenilen program setini istenen cihaza kaydederek baglantiy1r tamamlamak
icin Uzaktan Kumandaya rehberlik edecektir. Ayn1 zamanda klinisyenin sifresini de
girmeniz istenebilir.

Proses sirasinda bir sorun olursa ya da sifre hatali ¢ikarsa baglanti kesilecektir.
Klinisyenin sifresi hakkinda bilgi de dahil olmak iizere daha fazla bilgi i¢in bkz. “Se¢im
#3 - Baglanti Kaldirma” bolimiinde “Klinisyen Secenekleri”.
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Stimulasyonu A¢/Kapa

Stimiilasyon, Uzaktan Kumanda tus takimi iizerinde bulunan gii¢ anahtarindan

kapatilip acilir. Stimiilatoriin stimiilasyon durumunu degistirmek i¢in sadece stimiilasyon
Acik/Kapali diigmesine ) basin. Herhangi bir zamanda, hatta Uzaktan Kumanda uyku
modundayken bile basilabilir.

Sinyal Gucu

Uzaktan Kumanda, kendisi ile Stimiilator arasindaki sinyal giiclinii ekranin iist sag
kosesinde gosterir.

Lever GEEC Tail Tull

Sinyal Giicii Aciklama

T I Uzaktan Kumanda ile Stimiilator arasinda en iyi iletisim elde
ol edilmistir.
T Uzaktan Kumanda ile Stimiilator arasinda iyi iletisim elde
ol edilmistir.
T Uzaktan Kumanda ile Stimiilatr arasinda yeterli iletisim elde
L edilmistir.
T Uzaktan Kumanda ile Stimiilator arasinda zayif iletisim elde
' edilmisgtir.

Uzaktan Kumanda ile Stimiilator arasinda ya ¢ok zayif iletisim
mevcuttur ya da Aig¢ iletisim yoktur.

T Uzaktan Kumanda ve Stimiilator arasindaki iletisim elde edilebilir
veya elde edilemez. letisim hizim gelistirmek i¢in, Uzaktan
Kumandayi Stimiilatore yaklastirin ve sayfa “Uzaktan Kumanda
Pozisyonu” sayfa 132 ile gosterildigi gibi konumlandirin.

Uzaktan Kumanda bir telemetri mesajini kagirdiginda ekrana "Searching" (Ariyor) mesaji
¢ikar. Bundan sonra Uzaktan Kumanda her saniye sinyal giicline bakmaya baglar. Daha
1y1 bir noktaya gecip sinyal giiclinlin ekranda goriinmesini bekleyin Aramayi iptal etmek
i¢in, f diigmesine basin.

Not: Uzaktan Kumanday1 kullanmaya ¢alisirken televizyon, bilgisayar ekranlar: gibi
genel interferans kaynaklarint engelleyin.
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Stimulasyon Amplitlidu

Stimiilasyon her acildiginda Uzaktan Kumanda uyku modundan uyanir ve varsayilan
degerleri Diizey ekraninda gosterir. H

Not: 60 saniyeden uzun zaman hi¢bir diigmeye basilmazsa Uzaktan Kumanda uyku
moduna geger ve gosterge ekrant bos olur.

LeveL EED Tl Tull
—_— | & — | %

Genellikle, Uzaktan Kumanda ile stimiilasyon amplitiid diizeyinin degistirilmesine izin
verilmez. Bu gibi durumlarda, hekiminiz stimiilasyon tedavisi i¢in en iyi amplitiide
karar vermelidir. Buna ragmen, hekimler belli hastalarda stimiilasyon diizeylerinin
degistirilmesine izin verebilirler.

Eger hekim stimiilasyon amplitiidiiniin kontrol edilmesine izin vermisse, Diizey
ekraninda A veya V¥ diigmelerine basilarak amplitiid azaltilip ¢ogaltilabilir. Ekranin
ortasindaki tiggen gosterge stimiilasyon amplitiidii arttik¢a dolacaktir.

Stimulator Pili

Ayni1 zamanda Diizey ekraninda, iist orta kisma yakin Stimiilatoriin pil diizeyini gosteren
bir pil grafigi bulunur. Grafigin anlasiimasi kolaydir: Ug¢ dolu ¢ubuk Stimiilatériin pilinin
tam dolu oldugunu gosterir.

LeveL EEC Tail Tull

Not: Pil Grafigi Uzaktan Kumandanin degil Stimiilatériin pil diizeyini gosterir.

Stimiilasyon parametreleri ve kullanimina bagl olarak, pilin giicii azaldikca agagidaki
cizelgede gosterildigi gibi ¢ubuklar bosalacaktir. Stimiilator pilinin bakimi hakkindaki
tiim bilgiler i¢in bkz. “Stimiilatérii Sarj Etme” sayfa 126.

Pil Grafigi Aciklama

Stimiilatoriin pili do/u.

Stimiilatoriin pili yeterli.

88

Stimiilatoriin pili diisiik.
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Program Seg¢imi

Stimiilasyon programi hastanin tedavisini belirleyen stimiilasyon parametrelerinin bir
kiimesidir. Bir program, programin nasil ayarlandigina bagli olarak en fazla dort farkl
stimiilasyon alanina veya bdlgesine stimiilasyon uygular. Ornegin, bir bolge beynin

sag tarafina karsilik gelirken, diger Bolge beynin sol tarafina karsilik gelebilir. Uzaktan
Kumanda, hastanin her an se¢ip ve aktiflestirebilecegi, 1 den 4'e kadar numaralandirilmis
en fazla dort program saklayabilir.

Grafik Aciklama

Bos bir program slotu.

Dolu bir program slotu.

En son aktiflestirilen veya kaydedilen program.

Su an se¢ilmis olan program yuvasi

ol - NESHESH

Secili programin P diigmesi ile degisecegini hatirlatir.

Not: Eger hasta bos bir program yuvasini aktiflestirmeye ¢alisirsa, hi¢bir sey olmaz.
Bir program se¢mek:
1. Diizey ekranindan Program ekranina gitmek i¢in P diigmesine basin.

Program ekranindan her P diigmesine basildiginda bir sonraki program numarasina
gecer. Bir 6nceki programi se¢mek icin ] diigmesine basin. Siyah vurgulu kutu
dongii igerisinde nerede oldugunuzu gosterir. Program 4'te P diigmesine basmak sizi
Diizey ekranina dondiiriir. Program 1'de f diigmesine basmak da sizi Diizey ekranina
dondiiriir.

BEED o EEEED

anEnFtl T‘Fiﬁnue IEI‘“ TE'

2. Istediginiz program siyah vurgulu olana kadar P veya f diigmesine basin.
3. Programi aktiflestirmek i¢cin A diigmesine basin.

Bir programi secip aktiflestirdikten sonra Uzaktan Kumanda Diizey ekranina doner.
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Programlari Degistirmek ve Kaydetmek

1. Gerektiginde Diizey ekraninda P diigmesine basarak istenen programa doniilebilir.

Not: En son kullanilan ya da kaydedilen programin alti ¢izgili olur (). Bos program H
slotlart i¢inde numara olmayan bos bir kutu [] ile gosterilir. Eger hasta bogs bir
program yuvasini aktiflestirmeye ¢alisirsa, hi¢bir sey olmaz.

2. Secili programi aktiflestirmek icin A diigmesine basin.
AoTvarmng™ & =
Procram 1

3. Uzaktan Kumanda Diizey ekraninda durduktan sonra programdaki biitiin alanlarin
amplitiid degerlerini degistirebilirsiniz.

4. Degisiklikleri kaydetmek i¢in tekrar programi secip V¥ diigmesine basin. Oncelikle
degisiklikleri onaylamaniz istenecek.

5. Onaylamak igin P veya iptal etmek i¢in f diigmesine basin.

OverHRITE 17 [ 1]
ax R ar (? gpw

Not: Degisiklikleri var olan bir programin iistiine yazmak yerine yeni bir program
olarak kaydetmek i¢in bog [] bir slot se¢in ve V¥ diigmesine basin.
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Kisisel Alan Amplitadu

Bir program nasil ayarlandigina bagl olarak sadece bir alana ya da dort alana kadar
stimiilasyon uygulayabilir. Her alanin amplitiidlerini tek tek ayarlamak i¢in:

1. Gerektiginde, belirli bir stimiilasyon alanina dénmek i¢in Diizey ekranindan f
diigmesine basin.

2. Segilen alanin amplitiidlerini A veya V¥ diigmesine basarak degistirin.

Geri Yiikleme Secgenegi

Vercise™ DBS Sisteminde biitlin hastalar i¢in "Restore" (Geri Yiikleme) kullanilabilir
durumdadir. Geri Yiikleme segenegi hastaya, bir programin sizin tarafindan yapilan ilk
ayarlarina ya da izleme sirasinda yapilan ayarlara dondiirme olanagi saglar.

Geri Yiikleme seg¢enegine ulagmak igin:

1. "Restore Program 1" (Program 1'1 Geri Yiikle) 6gesine ulasmak i¢in P diigmesine
basin ve 3 saniye basil tutun.

2. Eger gerekiyorsa P diigmesine tekrar basarak (normal siire ile) programlar arasinda
gezinin ve geri yiiklenecek programi segin.

3. Son klinik-programi ayarlarini1 geri yiiklemek i¢cin A diigmesine basin.

HEHN I D
ProcraM 1 B
Restorz 4 El.n.

Arama

[letisimin karismas1 durumunda, Uzaktan Kumanda otomatik olarak Stimiilatorii
"searching" (arama) islemine baglar. Uzaktan Kumanday1 Stimiilatorii bulmasini
kolaylagtirmak icin stimiilatore daha yakin bir pozisyona getirin.

Seanchmng @ g
X [x] X [xl
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Klinisyen Segenekleri

Klinisyenler ve hekimler Vercise™ DBS Sistemini ayarlamak i¢in Uzaktan Kumanda
icinde bulunan ilave segeneklere ulasabilirler. Bu secenekler hastalara agik degildir.

Hastalar i¢in kisith klinisyen ekranlari agagidakilere erisim saglar:

» Uzaktan Kumanda ve Stimiilator temizleme ve tekrar baglama
» Klinisyen Programlayici ile iletisim

» Kontak empedansi gozlemleme
Klinisyen Se¢enekleri meniisiine ulagsmak i¢in:

1. * ve P diigmelerine ayn1 anda yaklasik ii¢ saniye basin. Asagida gosterildigi gibi
Enter Clinician Options (Klinisyen Se¢eneklerine Giris) meniisii agilir.

2. A veya V¥ diigmelerini kullanarak Klinisyen Se¢enekleri meniisiinde gezinebilirsiniz.
CP Mode Taged "
Impedances 0
- RE M3 & 1

Her secenek asagida sirastyla ele alinmistir.
Segenek#1 - Klinisyen Programlayici (CP) Modu

1. Enter Clinician Mode (Klinisyen Moduna Giris) meniistinden, P diigmesine basarak
Uzaktan Kumanday1 Klinisyen Programlayici (CP) ile iletisime hazirlayin.

CP Reanv Q

Not: Uzaktan Kumanda 15 dakika boyunca CP Ready (CP Hazir) durumunda olacaktir.

2. Uzaktan Kumanday1 ve IR Arayiiz Pensi i¢inde yer alan
IR Arayiizii ile iletisim portlar1 kars1 karsiya gelecek
sekilde yerlestirin.

3. USB nin seri ucunu Arayiiz Tutucunun Seri
Adaptoriine takin.

4. USB - Seri adaptoriinii CP nin USB portuna takin.
5. CPyi acik konuma getirin.

6. Bionic Navigator™ Yazilimini ¢alistirin ve IR
Communication Established (IR Iletisimi Kuruldu) ifadesinin
goriintiilenmesini bekleyin.

Tl
C CATION 3 L
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Secenek #2 — Empedanslar

Enter Clinician Options (Klinisyen Sec¢eneklerine Giris) meniisiinden "Impedances"
(Empedanslar) segenegi se¢ildigine, Uzaktan Kumanda telemetri araciligi ile 6l¢iimleri
alir; bu birkag saniye siirer.

R Qo
1 I

Not: Bu él¢iim sirasinda Stimiilatoriin seri numarasi ekranda goriiniir.

Nihai olarak, Uzaktan Kumanda Contact Impedance Status (Kontak Empedans1 Statiisii)
ekranini gosterir.

1’den 8’e kadar kontaklar (Lead konumu 1-L) iist sirada dikdortgenlerle; 9°dan 16’ya
kadar kontaklar (Lead konumu 2-R) alt sirada dikdortgenlerle temsil edilirler.
0 HMGood OOpen 0 W Ox
E0000ONENE BEO0O0OONNENE
OEECOEEENE OEECOENENER

Kabul edilebilir empedans sinirlar1 igerisinde olan kontaklar dolu kutular olarak gosterilir;
ylksek empedansi olan kontaklar (4500 Ohm un iistiinde) bos kutularla gosterilirler.

) Stim Acik/Kapali diigmesinin disinda herhangi bir tusa basmak 1 - 8 kontaklar1 i¢in
okunan degeri gosterecektir. P) Stim Acik/Kapali diigmesinin disinda herhangi bir tusa
tekrar basmak 9 - 16 kontaklarinin degerlerini gosterir.

1 HH¥ME D5 HEMH 1 HEEE D5 K
2 HHARA B KRR 2 HBAAK B BAKK
3 HEBR T HEMH 3 HEmE T RAKK
H KHER B HKiMK U HKEEKE 8 KREX
9 1& BEXE 9 IE BRA
10 14 Rxss 10 14 RAx
11 15 Kxns 11 15 RAX
12 16 KKxe 12 B KRA

») Stim Acik/Kapali diigmesinin diginda herhangi bir tusa basildiginda, 6l¢iimiin
tekrarlanmasina ya da bu fonksiyondan ¢ikilmasina olanak saglayan Measure Again
(Tekrar Olg) ekran1 goriiliir.

Not: Eger 15 dakika sonra IR sinyali yoksa Uzaktan Kumanda CP Ready (CP Hazir)
konumunu sonlandirir ve uyku moduna geger.

CP Ready (CP Hazir) siiresince biitiin diigmeler aktiftir ve herhangi bir diigmeye
basilinca Uzaktan Kumanda Diizey ekranina doner.

CP Ready (CP Hazir) siiresince Stimiilasyon ag¢ilabilir veya kapatilabilir.

IR Iletigimi bir kere kurulduktan sonra, eger 15 dakika hi¢ IR aktivitesi yoksa
Uzaktan Kumanda iletigim ile baglantiyt keser ve uyku moduna geger.
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Uzaktan Kumanda

IR Iletigimi siiresince biitiin diigmeler aktiftir ve herhangi bir diigmeye basilinca
Uzaktan Kumanda Diizey ekranina déner.

Uzaktan Kumanda ne zaman uyku konumundan reaktive edilse, varsayilan olarak
Diizey ekranina doner.

Secim #3 - Baglanti Kaldirma

Enter Clinician Options (Klinisyen Segeneklerine Girig) meniisiinden "Clear Link"
(Baglant1 Kaldirma) secenegi sec¢ildigine, devam edebilmeniz i¢in hemen klinisyen
sifresini girmeniz istenir.

Enter Password
tARE _l4AEME
=13 =1

Baglant1 Kaldirma seceneginin sifresi A-B-C'dir.
Sifreyi girmek icin:

Enter Password (Sifre Giris) ekrani agildiginda ilk karakter karartilmigtir. Herhangi

bir karakteri se¢gmek/onaylamak ve bir sonraki karakter pozisyonuna ge¢mek i¢in
diigmesine basin. Kullanilabilir karakterler arasinda A veya ¥ diigmelerini kullanarak
gezinebilirsiniz.

Not: Hastalarin bilmeden Uzaktan Kumandayla Stimiilator arasindaki baglantiyt
kaldirmamalart igin bu sifreyi hastalarla paylasmayin.

Bir baglantiy1 kaldirirken:

Eger sifre dogru girildiyse, Uzaktan Kumanda ile "6nceki" Stimiilator arasindaki baglanti
hemen kesilir ve Uzaktan Kumanda "Not Linked" (Bagl Degil) ekranin1 gosterir.
Uzaktan Kumanda programlar1 dokunulmadan kalir. Eger sifre hatali girilmigse proses
sonlandirilir ve Uzaktan Kumanda Enter Clinician Options (Klinisyen Se¢eneklerine
Girig) ekranina geri doner.

Not: Eger sifre Uzaktan Kumanday: baglama girisimi sirasinda hatal girildiyse, proses
sonlandwrilir ve Uzaktan Kumanda Uyku ekranina geri doner.
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Segim #4 - Dil

Enter Clinician Options (Klinisyen Se¢eneklerine Giris)
meniisiinde, "Language" (Dil) secenegi secildigine, alti
dil ekrani arasinda A veya V¥ diigmelerine basarak
gezinebilirsiniz.

Ingilizce, Ispanyolca, Fransizca, italyanca, Almanca ve
Hollandaca dil se¢eneklerinden birini se¢gmek i¢in, segmek
istediginiz dil isaretlendiginde P diigmesini kullanin.

Bir sonraki ekranda P diigmesine basarak se¢iminizi

onaylayi. Uzaktan Kumandanin dili simdi sectiginiz dildir.

Uzaktan Kumanda Pil Omrii

Tipik kullanim altinda Uzaktan Kumanda pili
degistirilmeden 15 giin kullanilacaktir.
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Stimiilasyon Talimatlari

Stimulasyon Talimatlari

Sarj Yogunlugu

Klinisyen Programlayici (CP) yazilimi, her bir stimiilasyon agamasinda, bir kontaktaki
sarj yogunlugu 30 uC/cm? asarsa bu diizeyin istii bir doku hasarinin kanit1 oldugundan
cesitli uyarilar yapar. Bununla birlikte, Klinisyen Programlayici stimiilasyonun bu
seviyeden daha yukarida devam etmesine izin verir.

Akim Amplitidi (mA)

i} 200 400 G0o0 &00 1000
Puls genisligi (us)

Bu grafik, dnerilen maksimum sarj yogunlugu 30 uC/cm? i¢in farkli akim amplitiid (mA)
ve puls genisligi (us) kombinasyonlarini gosterir. Bu sarj yogunlugu tahminleri sadece
Boston Scientific DBS Lead'leri igindir.

UYARI: Hastanin Uzaktan Kumanda cihazi ile amplitiid degerini degistirme olanag1
vardir. Hekim, akim diizeylerinin giivende olmasi i¢in, Uzaktan Kumanda
tarafindan i1zin verilecek maksimum ve minimum amplitiid degerlerini girmeli
ve dogrulamalidir. Varsayilan amplitiid degerini, maksimum ve minimum
amplitiid degerleri aralig1 disinda belirlemeyin.

Not: Eger stimiilasyon parametreleri, sarj yogunlugunun 30 uC/cm’ yi ge¢cmesine neden
olacaksa Klinisyen Programlayici ekraninda bir uyari mesaji ¢ikar.
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Detayli Cihaz Tanimi

Genel Parca Tanimi

Vercise™ DBS Sisteminin implante edilebilen kismi Stimiilator ve iki DBS Lead igerir.
Diger implante edilebilen pargalar, DBS Lead'lerini Stimiilatore uzatan DBS Uzatmalari,
DBS Lead'lerini proksimal uglarini ameliyatlar arasinda koruyan bir DBS Lead Pabucu
ve DBS Lead'lerini korumak ve/veya DBS Lead'lerini ve DBS Uzatmalarini sabitlemek
i¢in Siitiir Kihiflari'ni igerir.

Tiinelleme Araci DBS Lead'ler ve DBS Uzatmalari i¢in subkutan tiinel yapmakta
kullanilan bir cerrahi aractir.

Stimiilatorle iletisim kurmak amaciyla bir Uzaktan Kumanda, stimiilatoriin pilini tekrar
sarj etmek icin bir Sarj Cihaz, hastaya verilecek olan harici cihazlardir.
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Detayli Cihaz Tanim1

Stimiilatoriin Fiziksel Ozellikleri

Stimiilatoriin fiziksel 6zellikleri Tablo 1 boliimiinde belirtilmigtir. Stimiilator, radyo opak
bir tanitim etiketi icerir. Tanitim etiketi standart x-ray prosediirleri ile goriilebilir. H

Tablo 1: Stimiilator Fiziksel Ozellikleri

Ozellik Agiklama
Kilif Titanyum
Baslik Epoksi
Boyutlar 55 mm x 45 mm x 11 mm
Hacim 20,7 cm?
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Stimulatériin Programlanabilir Ozellikleri

Stimiilasyon parametreleri, iki DBS Lead'inin iki farkli beyin hedefinin farkl
amplitiidleri, puls genislikleri, stimiilasyon hizlar1 ve kontak yapilandirmalar1 oldugu
icin bagimsizdir. Iki DBS Lead'inin farkli monopolar ve multipolar konfigiirasyonlar
olabilir; bununla birlikte belli bir DBS Lead kontagi monopolar ve multipolar

olarak programlanamaz.

Stimiilatoriin programlanabilir parametre araliklar1 Tablo 2 bdliimiinde gosterilmistir.

Not: Bazi frekans kombinasyonlart kullanilamayabilir. Belli frekans kombinasyonlari
icin DBS Programlama Kilavuzuna bakin.

Tablo 2: Stimiilator Fonksiyonu

Parametre Aralk
Amplitid* 0,1 mA -20 mA
Hiz> © 2 Hz - 255 Hz
Puls Genisligi’ 10 ps ila 450 ps
Dongii (Agik/Kapali) I sn. ila 90 dak.
Stim Rampas1 Agik 1 sn. ila 10 sn.
Kontak Baglantilar1 16
Bagimsiz Stim Alanlar1 (4 Program 16
her Program i¢in 4 Alan)

Not: Stimiilasyon hizlarimi 255 Hz 'den yiiksek programlamak miimkiin olsa
bile, bu kiimiilatif hizlarin klinik etkisi ve giivenligi denenmemistir ve
tavsiye edilmemektedir.

UYARI: Her ne kadar CP uyarilarla giivenli sarj yogunluk diizeylerine karar
vermelerinde klinik tedavi uzmanlarina yardim etse de giivenli akim
diizeylerini saglamak klinik tedavi uzmaninin isidir. Buna ek olarak, Uzaktan
Kumandanin izin verecegi maksimum ve minimum amplitiid diizeyleri, bu
diizeylerin giivenli olduguna emin olmak i¢in hekim tarafindan ayarlanmali ve
onaylanmalidir.

4 Her bir kontak i¢in programlanabilir kapsam 12,7 mA ile sinirlandirilmistir. Bir programlama kilidi,
her bir kapsama alani igin toplam akim ¢ikisinin 20 mA veya daha az olmasini saglamalidir. Ornegin,
bir kontaktaki 12,7 mA'lik maksimum akim ¢ikisi, bir kapsama bolgesinde kalan kontaklar i¢in toplam
akim ¢ikisini 7,3 mA ile sinirlayacaktir.

5  Belirli bir Bélge i¢in Hiz 255 Hz ile sinirlandirilmstir.

Belirtilenden (250 Hz) daha yiiksek frekanslarin kullanilmasi kullanicinin sorumlulugundadir.

7  Belirtilenden (60 ps - 450 ps) daha diisiik puls genisliklerinin kullanilmas1 kullanicinin

sorumlulugundadir.
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Detayli Cihaz Tanim1

DBS Lead'i

DBS Lead, 8 silindirik kontaktan olugsmaktadir. DBS Lead ve kontaklarinin dis ¢ap1

1,3 mm'dir ve piyasada satilan DBS implantasyon araclari ile uyumludur. DBS Lead,

Stimiilatdre hem unilateral stimiilasyon (sag ve sol taraflarin her ikisinde) hem de H
bilateral stimiilasyon i¢in implante edilir ve baglanir.

Tablo 3: DBS Lead'i

Ozellik Aciklama
Kontaklarin Sayisi 8
Kontak Uzunlugu 1,5 mm
Kontak Araligi
(Ortadan-Ortiya) 2,0 mm
Kontak Genisligi 15,5 mm
Distal Kontak <13 mm
Ug Uzunlugu ’
Cap 1,3 mm
Toplam Uzunluk 30 cm, 45 cm
g;z Elg Tipu Poliiiretan
Kontak Malzemesi Platin/Iridyum
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DBS Uzatma

DBS Uzatmas1 distal ucta bir konektor ve proksimal ugta 8 silindirik kontaktan
olusmaktadir. DBS Lead'i konektore sokulup sabitlenebilir, ayn1 zamanda 8 kontagi olan
DBS Lead'i de elektrik baglantis1 olusturmak i¢in kontaklarla hizalanir. DBS Uzatmasi
implante edilebilir ve Stimiilatore tutturulabilir. DBS Lead'i hem unilateral stimiilasyon
(sag ve sol taraflarin her ikisinde) hem de bilateral stimiilasyon i¢in implante edilir

ve baglanir.

Tablo 4: DBS Uzatmasi

Ozellik Ac¢iklama
Toplam Uzunluk 55 cm
D1s Capt 1,35 mm
Kontaklarin Sayisi 8
Kontak Malzemesi Platin/Iridyum
Yalitim Malzemesi Poliiiretan, Silikon
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DBS Lead Pabucu

DBS Lead Pabucu Stimiilator implant ameliyati dncesinde DBS Lead'in proksimal

ucunu korur. Sabitleyici Vida sabitlendiginde, Lead Pabucu i¢gindeki DBS Lead'inin
giivenligini saglar.
=

Tablo 5: DBS Lead Pabucu

Ozellik Aciklama
Toplam Uzunluk 3,3cm
Ayar vidasi Titanyum
Konektor Blogu Paslanmaz Celik
Sonlandirici Paslanmaz Celik
Yalitim Malzemesi Silikon
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Sutur Kilifi

Siitiir Kilifi, DBS Lead'ini korumak i¢in DBS Lead'i ve mini plak arasina
yerlestirilir. Stitlir Kilif, ayn1 zamanda DBS Lead ve DBS Uzatmasinin fasyaya

sabitlenmesinde kullanilabilir.

Tablo 6: Siutiur Kilifi

Ozellik Aciklama
Toplam Uzunluk lcm,2,3cm,4cm
Malzeme Silikon
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Detayli Cihaz Tanim1

Tiunelleme Araci

Tiinelleme Araci, DBS Lead'i ve DBS Uzatmasi i¢in subkutan dokuda bir yol
olusturulmasi i¢in kullanilir. H

Tablo 7: Tiinelleme Araci

Ozellik Aciklama
Uzunluk 28 cm (Cubuk) ve 35 cm (Uzun)
Saft Materyali Paslanmaz Celik
Cubuk Materyali PTFE
Kol Materyali Paslanmaz Celik, Ultem
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Programlayici iletisimi

Klinisyen Programlayict (CP) Stimiilatorle iletisim kurar. Bir programlama oturumu
baslatmak i¢in CP ve Uzaktan Kumanda Kizil6tesi (IR) pencereleri hizalanmalidir.

1. CP'yi agin. Bionic Navigator™ Yazilimi yiiklenir.

2. Uzaktan Kumandanin f ve P diigmelerine ayn1 anda basarak Clinician Options
(Klinisyen Secenekleri) meniisiine girin.

3. CP Modunu seg¢in.

4. Uzaktan Kumanda "CP Ready" (CP Hazir) mesajini
verince, IR penceresini hizada tutmak icin IR Araytiizii
ve Uzaktan Kumanday1 IR Arayiiz Pensine koyun.

Not: Iletisimi maksimize etmek icin IR arayiiziinii sari
daire asagi bakacak sekilde yerlestirin.

5. USB nin seri ucunu IR araytiziiniin Seri
Adaptoriine takin.

6. USB - Seri adaptoriinii CP nin USB
portuna takin.

7. Programlayicidan Stimiilatore tam iletigim
saglandigindan emin olmak i¢in Hastay1 Uzaktan
Kumandanin 60 cm (2 ft) ¢evresi i¢ine konumlandirin
(bkz. “Uzaktan Kumanda Pozisyonu sayfa 132).

Not: lletisim araligi tatmin edici degil ise Klinisyen
Programlay:ct iizerinde bir mesaj goriintiilenir.

Klinisyen Programlayici ve Bionic Navigator Yaziliminin
Vercise™ DBS Sistemi ile nasil kullanilacagi ile ilgili
detayli talimatlar i¢in DBS Programlama Kilavuzuna bakin.
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Vercise™ DBS Sistem Kaydi

Bazi iilkelerdeki uluslararasi uygulamalar ve diizenleyici mevzuat geregince, her
Boston Scientific Stimiilator, DBS Lead ve DBS Uzatmasina bir form eklenir. H

Bu formun amaci tiim iirtinleri izlenebilir kilmak ve garanti haklarini glivence altina
almaktir. Ayn1 zamanda belirli bir implante edilmis DBS Lead'i, aksesuar veya aygitin
degerlendirme ya da yerlestirilmesi siirecinde yer alan kuruluslarin iireticiden uygun
veriye hizli erisimine olanak verir.

Paket iceriginde yer alan kayit formunu doldurun. Bir kopyasini Boston Scientific
Miisteri Hizmetleri Boliimiine yollayin, bir kopyay1 hasta kayitlar1 i¢in saklayn, bir
kopya hastaya verin ve bir kopya da hekim i¢in saklayn.

Boston Scientific
Neuromodulation Corporation
Attention: Miisteri Hizmetleri Departmani
25155 Rye Canyon Loop
Valencia, CA 91355, ABD
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Teknik Destek

Boston Scientific Corporation biinyesinde sizlere yardimci olmak iizere iist diizey egitimli
hizmet profesyonelleri bulunmaktadir. Teknik Destek Boliimii glinde 24 saat teknik
danigsmanlik hizmeti vermektedir. Bir temsilciyle goriismek icin liitfen asagidaki listeden

kendi bolgenizi segin:
Arjantin
T: +5411 4896 8556 F: +5411 4896 8550

Avustralya / Yeni Zelanda
T: 1800 676 133 F: 1800 836 666

Avusturya

T:+43 160 810 F: +43 1 60 810 60
Balkanlar

T: 0030 210 95 37 890 F: 0030 210 95 79 836
Belgika

T: 080094 494 F: 080093 343

Brezilya

T: +55 11 5853 2244 F: +55 11 5853 2663
Bulgaristan

T: +359 2 986 50 48 F: +359 2 986 57 09
Kanada

T: +1 888 359 9691 F: +1 888 575 7396
Sili

T: +562 445 4904 F: +562 445 4915

Cin — Pekin

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

Cin — Guangzhou
T: +86 20 8767 9791 F: +86 20 8767 9789

Cin — 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: 8030 80 02 F: 80 30 80 05

Finlandiya

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

T:+33(0) 139309700 F: +33 (0) 1 393097 99
Almanya

T: 0800 072 3301 F: 0800 072 3319
Yunanistan

T: +30 210 95 42401 F: +30 210 95 42420
Hong Kong

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

Vercise™ DBS Hekim Kilavuzu
91098825-10 154 /341

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:+91 11 2618 0445/6 F: +91 11 2618 1024

Hindistan — Mumbai

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

T: +39 010 60 60 1 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 5555 F: +31 30 602 5560
Norvec

T: 800 104 04 F: 800 101 90

Filipinler

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

T: +48 22 435 1414 F: +48 22 435 1410
Portekiz

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

T: +65 6418 8888 F: +65 6418 8899
Giiney Afrika

T: +27 11 840 8600 F: +27 11 463 6077
ispanya

T: 434901 11 12 15 F: +34 902 26 78 66
isvec

T: 020 65 25 30 F: 020 55 25 35

Isvicre

T: 0800 826 786 F: 0800 826 787



Teknik Destek

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

Tayland

T: +66 2 2654 3810 F: +66 2 2654 3818
Tiirkiye - Istanbul

T: +90 216 464 3666 F: +90 216 464 3677

Uruguay
T: +59 82 900 6212 F: +59 82 900 6212

ingiltere ve irlanda
T: +44 844 800 4512 F: +44 844 800 4513

Venezuela
T: +58 212 959 8106 F: +58 212 959 5328

Not: Telefon ve faks numaralar1 degisebilir. En giincel iletisim bilgileri i¢in liitfen

http://www.bostonscientific-international.com/ adresinde bulunan web sitemize bakin

veya asagidaki adrese yazin:

Boston Scientific Neuromodulation Corporation

25155 Rye Canyon Loop
Valencia, CA 91355 ABD
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Elektromanyetik Uyumluluk

EN 60601-1-2 Siniflandirma Bilgileri

* Dabhili gii¢ kaynagi

» Siirekli ¢aligtirma
* Normal ekipman
 Smufll

Yénlendirme ve Ureticinin beyani - Elektromanyetik Emisyonlar

Bu Vercise DBS Sistemi asagida belirtilen elektromanyetik ortamda kullanim igin tasarlanmigtir. Vercise DBS
Sisteminin miisterisi veya kullanicisi, cihazin bdyle bir ortamda kullanildigindan emin olmalidur.

Emisyon Testi

Uyumluluk

Elektromanyetik Ortam — Kilavuz

RF emisyonlar1 CISPR 11

Vercise DBS Sistemi, RF enerjisini sadece kendi i¢
fonksiyonlarinda kullanir. Bu nedenle RF emisyonlari
cok diistiktiir ve yakindaki elektronik ekipmanlarda
interferans olusturma olasilig1 azdir.

RF emisyonlar1 CISPR 11

Harmonik emisyonlar
IEC 61000-3-2

Gegerli Degil

Voltaj dalgalanmalar1 / titresim
emisyonlar1 IEC 61000-3-3

Gegerli Degil

Vercise DBS Sistemi, evlere hizmet veren kuruluslar1 ve
dogrudan evler i¢in kullanilan binalar1 besleyen diisiik
gerilimli elektrik besleme sebekesine baglananlar dahil
olmak {izere, biitiin kuruluslarda kullanim i¢in uygundur.

Kilavuz ve Ureticinin Beyani - Elektromanyetik Bagisiklik

Vercise DBS System asagida belirtilen elektromanyetik ortamda kullanim i¢in tasarlanmistir. Vercise DBS Sisteminin
miisterisi veya kullanicisi, cihazin boyle bir ortamda kullanildigindan emin olmalidir.

desarj (ESD)
(IEC 61000-4-2) | Kontak:

Kontak:

Bagisikhk IEC 60601 Uvumluluk Sevivesi Elektromanyetik
Testi Test Diizeyi y y Ortam — Kilavuz

Hava: Hava:

+2kV,+4kV, Uzaktan Kumanda ve Sarj Cihazi:

+8kV,+15kV +2kV,+4kV,+8kV,+15kV .

Zemin ahsap, beton veya
. ETS: seramik kapli olmalidir. Yerler

Elektrostatik +2kV,+4kV,£8kV

sentetik materyalle kapliysa
bagil nem en az %30 olmalidir.

manyetik alani
IEC 61000-4-8

+8kV Uzaktan Kumanda ve Sarj Cihazi: Not: Harici cihazlar i¢in
+8kV gecerlidir.
ETS:
+6kV
Giig frekanst manyetik
alanlari tipik bir ticari veya
Giig frekanst hastane .ortamlnda t1p11.< bir
(50/60 Hz) konum i¢in karakteristik
30 A/m 30 A/m diizeylerde olmalidir. Yaygin

olarak kullanilan cihazlardan
kaynaklanan manyetik
alanlarin aygit1 etkilemesi
beklenmemektedir.
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Kilavuz ve Ureticinin Beyani — Elektromanyetik Bagisiklik

Vercise DBS System asagida belirtilen elektromanyetik ortamda kullanim i¢in tasarlanmistir. Vercise DBS Sisteminin
miisterisi veya kullanicisi, cihazin boyle bir ortamda kullanildigindan emin olmalidir.

- . | IEC 60601 N .
Bagisikhk Testi Test Diizeyi Uyumluluk Seviyesi | Elektromanyetik Ortam — Kilavuz
Iletilen RF 3 Vrms 3 Vrms Profesyonel bakim tesisi ortami ve evde
IEC 61000-4-6 150 kHz ila 80 MHz | 150 kHz ila 80 MHz | bakim ortam.
(sadece ETS)
ISM'de 6 Vrms ile
150 kHz ve 80 MHz
arasindaki amator
radyo bantlar1
Profesyonel bakim tesisi ortami ve evde
bakim ortami.
Elektromanyetik alan tetkiki ile belirlenen
sabit RF vericilerinin alan siddetleri®,
her bir frekans araligindaki uyumluluk
Yayilan RF 10 V/m . 10'V/m ‘ seviyesinden diisiik olmalidir. Asagida
IEC 61000-4-3 80 MHz ila 2,7 GHz 80 MHz ila 2,7 GHz gosterilen sembolle isaretlenmis
ekipmanin yakininda interferans
meydana gelebilir:
(@)
()

Not: Bu talimatlar tiim kosullar i¢in gegerli olmayabilir. Elektromanyetik propagasyon; yapilar, nesneler ve
kisilerden emilim ve yansimadan etkilenir.

a Telsiz telefonlar (cep telefonlari/kablosuz telefonlar) ve kara mobil radyolar, amatér radyolar, AM ve FM radyo
yaymlar1 ve TV yayinlar1 igin baz istasyonlar1 gibi sabit vericilerden kaynaklanan alan siddetleri teorik olarak
kesin sekilde tahmin edilemez. Sabit RF vericiler nedeniyle elektromanyetik ortami degerlendirmek tizere bir
elektromanyetik saha taramasi yapilmasi degerlendirilmelidir. Vercise DBS Sisteminin kullanildigi konumdaki
Olgiilen alan giicii yukarida belirtilen ilgili RF uyumluluk seviyesini gegiyorsa, Vercise DBS Sisteminin normal
calistigini dogrulamak {izere izlenmesi gerekir. Normal olmayan performans gézlemlenirse Vercise DBS Sistem

yOniinii veya yerini degistirmek gibi ek 6nlemler gerekebilir.
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Ureticinin Beyani — Yakinlik Alanlari

Vercise DBS System'in, yayilan RF interferansinin kontrol edildigi bir elektromanyetik ortamda kullanilmasi
amaclanmustir. Vercise DBS Sisteminin kullanicilari, iletisim aygitinin maksimum ¢ikis gilicline gore, portatif ve
mobil RF iletisim aygitlar1 (vericiler) ile Vercise DBS Sistemi arasinda asagida 6nerildigi gibi minimum mesafe
birakarak elektromanyetik interferansi 6nleyebilir.

Yakinlik Testi | IEC 60601-1-2 Test Diizeyi Uyumiuluk Elektromanyetik
Seviyesi Ortam Kilavuzu
385 MHz: 27 V/m @ 18 Hz puls modiilasyonu 27 V/m
450 MHz: 28 V/m @ FM modiilasyonu 28 V/m
IEC 61000-4-3 | 710 MHz, 745 MHz, 780 MHz: 9 V/m @ 217 Hz puls Onerilen ayirma
. 9V/m mesafesi d =30 cm
modiilasyonu
1720 MHz, 1845 MHz, 1970 MHz: 28 V/m @ 217 Hz
.. 28 V/m
puls modiilasyonu
1720 MHz, 1845 MHz, 1970 MHz: 28 V/m @ 217 Hz 28 V/m

puls modiilasyonu
IEC 61000-4-3 | 2450 MHz: 28 V/m @ 217 Hz puls modiilasyonu 28 V/m

5240 MHz, 5500 MHz, 5785 MHz: 9 V/im @ 217 Hz
puls modiilasyonu

Onerilen ayirma
mesafesi d =30 cm

9V/m

Not: Bu tablodaki frekans bantlar1 i¢in belirtilmis tavsiye edilen ayirma mesafesini kullanin. Taginabilir ve mobil
RF iletisim ekipmani (vericiler) ile Vercise DBS Sistemi arasinda tavsiye edilen 30 cm minimum ayirma mesafesi
belirtilen araliklar dahilindeki diger tiim frekanslari i¢in gegerlidir.

Not: Bu talimatlar tiim kosullar i¢in gegerli olmayabilir. Elektromanyetik propagasyon; yapilar, nesneler ve
kisilerden emilim ve yansimadan etkilenir.

Temel Performans

Harici elektrikli bilesenlerin arizalanmasi, kullanici agisindan kabul edilemez bir riske
neden olmaz.

Telemetri Bilgileri

Stimiilator ile Uzaktan Kumanda arasindaki kablosuz iletisim baglantisini agsagidaki
parametreler agiklamaktadir.

* Frekans Bandi: 119 kHz — 131 MHz

* Modiilasyon tipi: FSK

* Etkin Sagilan Giig: maksimum 0,4 mW (-4 dBm)

* Manyetik Alan Giicli (3 m mesafede): 94 pA/m

Kablosuz Glivenligi

Vercise DBS Sisteminin kisa menzilli bir endiiktif bagl telemetri sistemi bulunur.
[letisimi saglamak icin Uzaktan Kumandanin Stimiilatdre baglanmas1 gerekir. Stimiilator,
bagl olmadig1 herhangi bir aygita yanit vermez. iletilen verilerin biitiinliigiinii saglayan
ek mekanizmalar mevcuttur.
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Sinirl Garanti
IPG

Boston Scientific Corporation (Boston Scientific olarak anilacaktir) Vercise™ Implant
Edilebilir Puls Jeneratorii (IPG olarak anilacaktir) alan hastalara IPG nin cerrahi
implantindan itibaren bes (5) yil siire ile is¢ilik ve malzeme kusurlarindan muaf oldugunu
garanti eder. Bu garanti sadece IPG implante edilmis olan hastalar i¢in gegerli olup baska
higbir kisi ve kurum i¢in gecerli degildir. Bu garanti, IPG ile kullanilan lead'ler, uzatmalar
veya ameliyat aksesuarlari i¢in gecerli degildir.

IPG, implant tarihinden itibaren bes (5) yil i¢erisinde normal sinirlar igerisinde
calismazsa, Boston Scientific IPG'y1 Boston Scientific tarafindan yapilmis fonksiyonel
olarak esdeger bir IPG ile degistirir. Bu sinirli garanti kapsaminda baska hicbir

tazmin mevcut degildir. IPG'nin degistirilmesini kapsayan bu sinirli garanti, orijinal
[PG'nin cerrahi implant tarihinden itibaren sadece bes y1l gecerlidir. Bu sinirlt garanti
kapsamindaki tiim talepler, asagidaki kosul ve sinirlamalara tabidir:

1. Uriin kay1t kart1 ameliyattan sonraki 30 giin icerisinde doldurulmali ve Boston
Scientific'e gonderilmelidir.

2. IPG, 1 Ocak 2005'ten sonra satin alinmis ve “son kullanma” tarihinden dnce implante
edilmis olmalidir.

3. IPG'nin arizas1 Boston Scientific tarafindan dogrulanmalidir.

4. IPG normal sinirlarin dahilinde ¢caligmamaya basladiktan sonra 30 giin i¢erisinde
Boston Scientific'e (ya da Boston Scientific yetkili temsilcisine) iade edilmelidir. Bu
IPG, Boston Scientific'in mali olur.

5. Bu sinirli garanti, agagidaki nedenlere bagli olan normal araliklar dahilinde
calismama arizalarin1 kapsamaz:

(a) Yangin, sel, yildirim, dogal afetler, su hasar1 ve genellikle "Dogal afet" olarak
tanimlanan diger felaketler;

(b) Kaza, hatali kullanim, ihmal veya kullanicinin aygit veya bileseni {ireticinin
talimatlar1 dogrultusunda kullanmadaki kusuru;

(c) Hasta ya da li¢iincii sahislar tarafindan yapilan yetkisiz onarim, bakim ya da
degisiklik girisimi; veya
(d) Donanimi1 Boston Scientific tarafindan saglanmamis ya da acik¢a

yetkilendirilmemis bir IPG ye baglamak.

Bu simirh garanti sadece IPG icin gecerli olup Boston Scientific acik ya da zimni,
ticari garanti elverislilik ve bir amaca uygunluk dahil olmak iizere acik olarak
baska hicbir garanti vermez.
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Bu sinirlt garanti kapsaminda Boston Scientific IPG nin fonksiyonel olarak denk bir IPG
ile degistirilmesinden sorumludur ve iddia; garanti, s6zlesme, haksiz fiil veya baska bir
teoriye dayansa bile IPG den kaynaklanan baska hic¢bir hasardan (dogrudan, dolayli,
vasitali ya da arizi) sorumlu degildir.

Boston Scientific tekrar kullanilan, tekrar islemden gecirilen veya tekrar sterilize
edilen iiriinler i¢in, ticari elverislilik veya 6zel bir amaca uygunluk dahil fakat
bununla sinirh olmayacak sekilde acik ya da zimni hicbir sorumluluk kabul etmez.

Lead'ler

Boston Scientific Corporation (Boston Scientific olarak anilacaktir) hastaya, DBS
Lead'lerinin, Lead Uzatmalarinin ve Lead Pabuglarinin is¢ilik ve malzeme kusuru
olmayacagini implantasyondan itibaren bir (1) y1l boyunca garanti eder.

Bir Lead, Uzatma veya Pabug, ameliyattan itibaren bir (1) yil i¢erisinde normal
toleranslar cergevesinde ¢alismazsa bu Sinirli Garanti kapsamina girer. Bu garanti
kapsaminda Boston Scientific'in sorumlulugu sunlarla sinirlidir: (a) islevsel olarak es
deger bir Lead, Uzatma, Pabug ile degistirme veya (b) yeni bir Lead, Uzatma, Pabug
alinmasinda kullanilacak orijinal satin alma fiyatina esit tam kredi. Boston Scientific
Siirl Garantisi kapsamindaki {iriin talepler agsagidaki kosullar ve sinirlamaya tabidir:

1. Garanti haklarini1 kazanmak i¢in iiriin kayit kart1 ameliyattan sonraki 30 giin i¢erisinde
doldurulmali ve Boston Scientific'e gonderilmelidir.

2. Lead, Uzatma ya da Pabucun, kusurlu ¢aligmaya basladiktan veya kusurun
anlasilmasindan itibaren 30 giin i¢erisinde Boston Scientific'e (veya yetkili kurulusa)
geri gonderilmesi gerekmekte olup bundan sonra Boston Scientific'in mali olur.

3. Lead, Uzatma ya da Pabug “son kullanma” tarihinden 6nce implante
edilmis olmalidir.

4. Lead, Uzatma ya da Pabug arizas1 Boston Scientific tarafindan dogrulanmalidir. Bu
garanti asagida yazilanlardan kaynaklanan ariza veya kusurlar 6zellikle kapsamaz:
(a) yangin, sel, yi1ldirim, dogal afetler, su hasar1 ve “Miicbir Sebepler” denilen diger
felaketler; (b) kaza, hatali kullanim, kdtiiye kullanma, ihmal, kullanicinin Lead,
Uzatma, Pabuglari iiretici talimatlariin disinda hatali ¢calistirmasi; (¢) miisteri ya da
herhangi bir yetkisiz ii¢lincii parti tarafindan yetkisiz onarim, bakim veya ekipman
degisikligi yapilmasi; (d) Boston Scientific tarafindan saglanmayan herhangi bir
ekipmanin énceden onay alinmadan baglanmasi.

a. Bu garanti Lead, Uzatma veya Pabug ile birlikte kullanilan ameliyat
aksesuarlarii kapsamaz.

5. Uriin degisimi ya da kredi karar1 tamamen Boston Scientific'in takdirine bagldir.
Degistirilmis bir Lead, Uzatma ya da Pabug icin garanti, degistirilen orijinal Elektrot,
Uzatma ya da Pabucun garanti siiresi sonuna kadardir.
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Bu garanti acik ya da zimni, ticari elverisliligi veya 6zel bir amaca uygunlugu da
kapsayan baska herhangi bir garantinin yerine gecer. Bu Simirh Garanti tarafindan
acikca belirtilmesi durumu haric olmak iizere Boston Scientific, talep; garanti,
sozlesme, haksiz fiil veya baska bir nedene dayansa bile aygit arizasi, yanhs
calismasi veya kusurundan kaynaklanan hi¢bir dogrudan, dolayh, vasital ya da
arizi zarardan sorumlu veya yiikiimlii degildir.

Boston Scientific tekrar kullanilan, tekrar islemden gecirilen veya tekrar sterilize
edilen iiriinler icin, ticari elverislilik veya 6zel bir amaca uygunluk dahil fakat
bununla sinirh olmayacak sekilde a¢ik ya da zimni hicbir sorumluluk kabul etmez.

Harici Bilesenler

Boston Scientific Corporation (Boston Scientific olarak anilacaktir) hastaya, Uzaktan
Kumanda cihaz1 ve Sarj Cihazi Sisteminin (Sarj Cihaz1 ve/veya Sarj Cihazi Ana
Istasyonu) iscilik ve malzeme kusuru olmayacagini satin alma tarihinden itibaren

bir (1) y1l boyunca garanti eder.

Uzaktan Kumanda Cihazi veya Sarj Cihazi Sisteminin satin alinma tarihinden itibaren

bir yil i¢erisinde normal araliklar dahilinde ¢alismasinda ariza olursa Boston Scientific
aygit veya bileseni, Boston Scientific tarafindan iiretilen ve islevsel olarak es deger bir
aygit veya bilesen ile degistirir. Bu sinirli garanti kapsaminda bagka hi¢bir tazmin mevcut
degildir. Yedek aygit veya bilesen sinirli garantisi satin alma tarihinden itibaren sadece bir
y1l boyunca gecerlidir. Bu sinirli garanti kapsamindaki tiim talepler, asagidaki kosul ve
siirlamalara tabidir:

1. Uriin kayit kart:1 satin alindiktan sonraki 30 giin icerisinde doldurulmali ve Boston
Scientific'e gonderilmelidir.

2. Boston Scientific, aygit veya bilesen kusurunu onaylamalidir.

3. Aygit veya bilesen normal araliklar dahilinde ¢caligsmamaya basladiktan sonraki
30 giin igerisinde Boston Scientific'e (veya Boston Scientific yetkili temsilcisine)
1ade edilmelidir. Bu aygit veya bilesen, Boston Scientific'in mali olur.

4. Bu smirh garanti, asagidaki nedenlere bagli olan normal araliklar dahilinde
calismama arizalarin1 kapsamaz:

(a) yangin, sel, yildirim, dogal afetler, su hasar1 ve genellikle "Dogal afet" olarak
tanimlanan diger felaketler;

(b) kaza, hatal1 kullanim, ihmal veya kullanicinin aygit veya bileseni iireticinin
talimatlar1 dogrultusunda kullanmadaki kusuru;

(c) hasta ya da iiciincii sahislar tarafindan yapilan yetkisiz aygit veya parca onarimu,
bakimi ya da degisiklik girisimi; veya

(d) donanim1 Boston Scientific tarafindan saglanmamis veya agikca yetkilendirilmemis
bir aygit veya bilesene baglamak.
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Bu simirh garanti aygit veya bilesen icin gecerli tek garanti olup Boston Scientific
acik ya da zimni, ticari elverislilik ve bir amaca uygunluk dahil olmak iizere a¢ik
olarak baska hicbir garanti vermez.

Bu sinirh garanti kapsaminda, Boston Scientific yalnizca, cihazin veya parganin

Boston Scientific tarafindan iiretilen ve islevsel olarak esdeger bir cihaz veya parga ile
degistirilmesinden sorumludur ancak talep; garanti, sozlesme, haksiz fiil veya bagka bir
teoriye dayansa bile cihaz veya par¢adan kaynaklanan bagka higbir hasardan (dogrudan,
dolayli, vasitali ya da arizi) sorumlu degildir.
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Sarj edilebilir Stimiilator Pil Omrii

Sarj edilebilir Stimiilator pilinin en az bes y1l hizmet vermesi gerekir. Bir¢ok durumda
Stimiilator pilinin en az 25 y1l hizmet vermesi gerekir. Pilin dmrii stimiilasyon ayarlaria
ve sartlara baghdir. Asagidaki tablodaki pil 6mrii tahminleri bir alan ve bir program

i¢in siirekli stimiilasyona gore verilmistir. Omiir tahminleri Boston Scientific dahili

test verilerinden tipik sonug projeksiyonlari kullanilarak yapilmistir. Gergek sonuglar
farkli olabilir. Coklu alan stimiilasyon programlarinin pil dmriinii incelemek i¢in

asagida verilen Coklu-Alan Omrii Calisma Tablosunu kullanm. Coklu stimiilasyon
programlarinin pil dmriinii incelemek icin asagida verilen Coklu-Program Omrii Calisma
Tablosunu kullanin. Eger stimiilasyon siirekli olarak kullanilmazsa, ongoriilen pil siireleri
gosterilen degeri gecmelidir.

Pil Omrii Sonunun Tanimlanmasi
Beklenen pil 6mrii asagidakilerden daha uzun olarak tanimlanmaktadir:

a) Tipik durum: Tedavinin baglama zamanindan, tedavinin giinliik sarjla
tamamlanamadig1 zamana kadar

VEYA

b) Yiiksek enerjili durum: Sarj etme zamanlar1 arasindaki maksimum zaman,
baslangigtaki sarj zamanlar1 arasindaki siireden %50 den daha fazla azalmasi.

Pil-omur Tahminlerinde Empedansin Etkisi

Bu ¢izelge kullanilan 2 kontak arasinda maksimum empedansin 1500 Ohm oldugunu
varsaymaktadir. Daha diisiik empedans degerleri i¢in, dngdriilen pil Omiir siiresi
gosterilen degeri biraz gegecektir. Daha yiiksek empedans degerleri i¢in, ngdriilen pil
Omiir siiresi gosterilen degerden biraz az olacaktir.

Omriin Saptanmasi

1. Vercise™ DBS Sistemini hastaya gore uyarlayin, her alan i¢in amplitiid, h1z ve puls
genisligini kaydedin. Coklu-alan stimiilasyon igin, liitfen Coklu-Alan Pil Omrii
Calisma Sayfasini kullanin.

2. Asagidaki cizelgede, 1. adimdan itibaren yapilan ayarlara en yakin olan, amplitiid, hiz
ve puls genisligi degerlerine gore pil dmiirlerine bakin. (Daha yiiksek dogruluk i¢in
interpolasyon kullanilabilir.) Pil émrii tahminleri yillara gore verilmistir ve stirekli
kullanilan tipik Vercise™ Stimiilator pilinin dmriinii gosterir. Eger sarj edilebilir
Stimiilator pili siirekli kullanilmayacaksa, pil 6mrii verilenden fazla olmalidir.

Not: Tabloda "*" ile isaretli hiicreler Vercise DBS sistemi tarafindan alinamayan
stimiilasyon ayarlarim gostermektedir. "*" olan bir hiicre ile diger hiicre arasinda
interpolasyon miimkiin degildir.
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Not: Omiir tahminleri ve tekrar sarj etme araliklar tahminleri Boston Scientific dahili

test verilerinden tipik sonug projeksiyonlart kullamlarak yapimistir. Gercek
sonuglar farkl olabilir.

Goklu-Alan Pil Omrii Galisma Sayfasi

Birden fazla alan oldugunda bu metodu kullanin.

1.

Stimiilasyon frekanslarinin TOPLAM HIZ'imi her alanda kullanilan hizlar
toplayarak hesaplayin:

TOPLAM HIZ=Hiz 1 + Hiz 2
+Hiz3 +Hiz 4

TOPLAM HIZ = Hz

Hiz-Agirlikli Puls Genisligini (RWPW), kullanilan her alan i¢in Puls Genisligi
degerini, kullanilan her alanin Hiz1 ile carpip sonra adim 1'de hesaplanmis olan
TOPLAM HIZ’a bolerek hesaplayin.

RWPW1 =PWI x Hiz 1/ TOPLAM HIZ =
RWPW2 =PW2 x Hiz 2/ TOPLAM HIZ =

RWPW3 =PW3 x Hiz 3/ TOPLAM HIZ =

RWPW4 = PW4 x Hiz 4/ TOPLAM HIZ =

Toplam-Agirlikli Puls genisligini (TWPW) adim 2'de hesaplanmis olan Hiz-Agirlikli
Puls Genisliklerini toplayarak hesaplayin.

TWPW = RWPW1 + RWPW2
+ RWPW3 + RWPW4

TWPW = us
En genis amplitiid degerini belirleyin
En genis amplitiid = mA

Toplam Hiz, TWPW ve en genis amplitiid degerlerini kullanarak pil-6miir tahmin
tablosuna bakin (Hassasiyeti artirmak i¢in interpolasyon yapilabilir.) Pil dmrii tahmini
yillara gore verilmistir ve tipik sarj edilebilen pil siirekli kullanildiginda dmriinii
gosterir. Eger sarj edilebilir Stimiilator pili siirekli kullanilmayacaksa, pil 6mrii
verilenden fazla olmalidir.
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Goklu-Alan Pil Omrii Calisma Sayfasi Ornek 1
Bu 6rnekte asagidaki degerlerde iki stimiilasyon alani kullanilmustir:

Bolge 1:
Amplitiid = 3.0 mA, Hiz =130 Hz, PW = 60 ps

Bolge 2:
Amplitiid = 3.0 mA, Hiz = 185 Hz, PW =90 ps

1. Stimiilasyon frekanslarinin TOPLAM HIZ'imi (TR) her alanda kullanilan hizlari
toplayarak hesaplayin:

TOPLAM HIZ =Hiz 1 130 Hz + H1z 2 185 Hz
TOPLAM HIZ =315 Hz

2. Hiz Agirlikli Puls Genisligini (RWPW), kullanilan her alan i¢in Puls Genisligi
degerini, kullanilan her alanin Hiz1 ile ¢arpip sonra daha dnce hesaplanmis olan
TOPLAM HIZ’a bolerek hesaplayin.

RWPWI1 =PWI1 x Hiz 1/ TOPLAM HIZ
=(60x 130)/315 =24.76

RWPW?2 =PW2 x Hiz 2/ TOPLAM HIZ
=(90x 185)/315 =52.85

3. Hiz agirlikli puls genisliklerini toplayarak Toplam-Agirlikli Puls Genisligini (TWPW)
hesaplayin.

TWPW = RWPW 24.76 + RWPW2 52.85
TWPW =77.61 us

4. En genis amplitiid degerini belirleyin

En genis amplitiid = 3.0 mA

5. Pil 6mrii tahmini icin TOPLAM HIZ TWPW ve en genis amplitiid degerlerini
kullanarak ¢izelgeye bakiniz.

315 Hz, 77,61 ps ve 3,0 mA degerlerine tablodaki en yakin degerler 510 Hz, 100 ps ve
3,0 mA degerleri olan kutudur. Pil 6mrii i¢in tahmin edilen sonug 25 yilin iizerindedir.
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Goklu-Program Omrii Calisma Kagidi

Hizh Yontem:

Eger iki program rutin olarak kullaniliyorsa, her iki program i¢in de pil dmiir tahminini
bulmak i¢in yukarida agiklanan ydntemleri kullanin (gerekiyorsa "Coklu-Alan Pil Omrii
Calisma kagidini da kullanin). Coklu programlar i¢in pil dmrii tahmini en uzun ve en kisa
tahminlerin arasinda olmalidir.

Detayh Yontem:

Daha kesin bir tahmin i¢in zaman agirlikli ortalama pil dmrii tahmini hesab1 asagidaki

gibi yapilabilir:

1. Her program i¢in pil dmrii tahminini bulun ve her program i¢in giinliik ka¢ saat
kullanildigini tahmin edin.

2. Her program i¢in beklenen pil dmriinii, giinliik kullanim saatiyle ¢arpin sonra

sonucu 24'e bolin.

Pil émrii programi 1

Pil 6mrii programi 2

Pil émrii programi 3

Pil émrii programi 4

3. Sonuglarin toplama:

—X—

—X—

—X—

—X—

saat/giin
/2=
saat/giin
/24=__
saat/giin
/24=__
saat/giin
/24=__

Bu toplam ¢oklu program i¢in pilin dmrii tahminidir.
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Ek

Pil Omriui Tahmini (Yil)
Amplitid Hiz | Puls genisligi (us)
mA Hz 40 60 100 150 200 250 300 350 400 450
95 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
130 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
185 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
1 255 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
397 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
510 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
1020 | >25 >25 >25 * * * * * * *
95 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
130 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
185 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
2 255 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
397 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
510 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
1020 | >25 >25 >25 * * * * * * *
95 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
130 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
185 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
3 255 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
397 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
510 >25 >25 >25 >25 >25 >25 >25 >25 | 226 | 204
1020 | >25 >25 >25 4 Y i 0 4 . o
95 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
130 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
185 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
4 255 >25 >25 >25 >25 >25 >25 >25 >25 >25 | 226
307 >25 >25 >25 >25 >25 >25 | 234 | 191 | 167 | 146
510 >25 >25 >25 >25 >25 | 218 | 173 | 146 | 123 | 109
1020 | >25 >25 >25 * * * * * * *
95 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
130 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
185 >25 >25 >25 >25 >25 >25 >25 >25 | 244 | 222
5 255 >25 >25 >25 >25 >25 >25 | 238 | 209 | 185 | 154
397 >25 >25 >25 >25 | 231 | 190 | 157 | 121 | 108 | 103
510 >25 >25 >25 | 248 | 185 [ 136 | 110 | 103 & o
1020 >25 >25 | 185 0 Q o o o 0 o
95 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
130 >25 >25 >25 >25 >25 >25 >25 >25 | 234 | 234
185 >25 >25 >25 >25 >25 >25 | 244 | 215 | 194 | 170
6 255 >25 >25 >25 >25 >25 | 218 | 185 | 157 | 134 | 113
397 >25 >25 >25 | 231 | 178 | 139 | 114 10.4 9.8 *
510 >25 >25 >25 | 185 | 134 | 108 | 100 * * *
1020 | >25 | 226 | 134 * * * * * * *
95 >25 >25 >25 >25 >25 >25 >25 >25 >25 | 239
130 >25 >25 >25 >25 >25 >25 >25 | 227 | 203 | 18.1
185 >25 >25 >25 >25 >25 | 224 | 191 | 163 | 140 | 119
8 255 >25 >25 >25 | >25 | 206 | 166 | 134 | 111 10.5 | 10.0
397 >25 >25 >25 | 178 | 127 | 106 9.8 o 0 Q
510 >25 >25 | 206 | 134 | 105 C U ' 0 U
1020 | 247 | 173 | 105 0 Q 2 o ¢ 0 o
95 >25 >25 >25 >25 >25 >25 >25 | 244 | 219 [ 198
130 >25 >25 >25 >25 >25 | 248 | 215 | 187 | 163 | 142
185 >25 >25 >25 >25 | 224 | 184 | 151 | 124 | 109 | 104
10 255 >25 >25 >25 | 218 | 166 | 127 | 108 | 101 * .
397 >25 >25 | 214 | 139 | 106 96 * * * *
510 >25 >25 | 166 | 108 * * * * * *
1020 | 206 | 134 . * . * . . * *
95 >25 >25 >25 >25 >25 >25 | 224 | 196 [ 172 [ 1541
130 >25 >25 >25 >25 | 244 | 200 | 167 | 140 | 1.7 | 108
185 >25 >25 >25 | 229 | 177 | 137 | 110 | 103 9.8 @
13 255 >25 >25 | 245 [ 174 | 120 | 104 9.6 o 2 o
397 >25 >25 | 164 | 107 o @ 0 o 2 o
510 >25 | 214 | 120 9.6 Q @ Q o @ o
1020 | 159 | 106 o 2 o 2 o @ 2 o
95 >25 >25 >25 >25 >25 | 219 [ 186 [ 159 [ 135 [ 115
130 >25 >25 >25 >25 | 203 | 163 | 130 | 110 | 104 9.9
185 >25 >25 >25 | 191 | 140 | 109 | 101 * * *
16 255 >25 >25 | 206 | 134 | 105 * * * * *
397 >25 | 219 | 127 9.8 * * * * * *
510 247 | 173 | 105 * * * * * * *
1020 | 123 9.7 * * * * * . * *
95 >25 [ >25 >25 >25 | 219 | 179 | 146 | 119 | 108 | 103
130 >25 >25 >25 | 215 | 163 | 123 | 107 | 100 9.4 8.9
185 >25 >25 | 224 [ 1514 | 109 9.9 U G U t
20 255 >25 >25 | 166 | 108 o 2 o 2 @ o
397 >25 | 178 | 106 o @ @ o 2 o @
510 206 | 134 0 a c a o 0 Q @
1020 | 105 o . . . o o . o .

Hizlar biitiin aktif alanlarin toplamidir.
*Klinisyen Programlayici parametre kombinasyonuna izin vermez.
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Asagidaki federal hiikiimet iletisim diizenlemelerinin Vercise™ DBS Sistemi
hakkinda bilgileridir.

Bu aygit FCC Kurallarinin 15. boliimii ile uyumludur. Kullanim asagidaki iki kosulu
kapsar: (1) Bu aygit zararl interferansa neden olmaz ve (2) Bu aygit istenmeyen
calismaya neden olabilecekler de dahil olmak iizere alinan her interferansi kabul
etmelidir.

Vercise DBS Sistem pargalarina sadece Boston Scientific tarafindan servis verilebilir.
Bilesenlerin hi¢birini agmay1 ya da tamir etmeyi denemeyin.

Bu iiriinde Boston Scientific Corporation tarafindan yetkilendirilmeden yapilan
degisiklikler ya da modifikasyonlar, FCC Sertifikasyonunu iptal edebilir ve sizin bu {iriinii
kullanma yetkinizi ortadan kaldirabilir.

Vercise™ DBS Hekim Kilavuzu
91098825-10 168 /341



Bu sayfa ozellikle bos birakilmugstir.
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PyxoBonctBo miis Bpada: cucrema 'CM Vercise™

Kak nonb3oBaTbCcA AaHHbIM PpyKoBOACTBOM

B nHacTtositiem pykoBOICTBE U3JIOKEHA HHPOPMAITUS O CUCTEME TITYOOKOH CTUMYJISIINN
mosra (I'CM) Vercise™ ot Boston Scientific.

[epen ncnonp3oBanuem cuctembl 'CM Vercise™ BHHUMAaTETbHO IPOYUTANTE

BCE MHCTPYKUUU. YTOOBI MOMYUUTH APYTYIO HHPOPMALIUIO 00 YCTPONCTBE,
KOTOpasi HE COACPKUTCS B 9TOM PYKOBOACTBE, CM. COOTBETCTBYIOIINE YKa3aHUS

no ucnois3oBanuio cucteMbl ' CM Boston Scientific, u3noxennsie B Cnpasoutulx
yKasauusx no cucmeme I'CM.

MapaHTun

Komnanus Boston Scientific Corporation octasinsieT 3a co0oii mpaBo 0e3
MpEABAPUTCIBHOIO YBECAOMIICHUA U3MCHATDH I/IH(l)OpMaIII/IIO, OTHOCAINYIOCA K
U3ACIINAM KOMIIAaHWH, C LHEJIBIO MMOBBIIICHUSA UX HAACKHOCTH WJIN SKCILTyaTallMOHHBIX
BO3MOYKHOCTEH.

ToBapHble 3HaKu
BCG TOBapHLIe 3HAKHU SABIIAOTCA CO6CTBCHHOCTBIO COOTBCTCTBYI-OIJ_II/IX BJIaACIIBIICB.
Kak cBsazaTbcsa ¢ Boston Scientific

KonrakTHyto nnpopmanuio kommanuu Boston Scientific cm. B pasnene “Texuuueckas
nooodepoicka” HACTOSIIETO PYKOBOJICTBA.

UpoeHTucpmkaumoHHan kapTa nauueHTa

Ka)KI[OMy ManKUeHTY IMOCJIE ONCpaluy BbIAACTCA 3all0OJTHCHHAsA BPEMCHHAA
H,HeHTH(bHKaHHOHHaH KapTa. ITocTostnHBIC I/IIICHTI/I(I)I/IKaHI/IOHHBIC KapThbI 6y,ZLYT BBIJAHBI
nanueHTaM MECTHBIM TOPTOBBIM ITPEACTABUTECIICM ITOCJIC PETUCTPALIUN ITaAIUCHTA.

Homepa mopenen npoaykumm

Mopeanb Onucanune

DB-1110-C Kommtekr UT'U Vercise

DB-2201-30AC Kommnexrt orBenennii I'CM, 30 cm
DB-2201-45BC Kommnexr orBenenuii I'CM, 45 cm
DB-2201-30DC Kommnnexr orBenenuii I'CM, 30 cm
DB-2201-45DC Kommexr orBenennii 'CM, 45 cm
DB-2201-30EC Kommexrt orBenennit 'CM, 30 cm
DB-2201-45EC Kommext orBenennit 'CM, 45 cm

NM-3138-55 KommuiekT ynnuHuTEeNs Ha 8 KOHTAKTOB, 55 cM
DB-2500-C KomrutekT 3amacHbIX yacTel a1 Bpada Vercise
SC-4252 WHCcTpyMeHT A TYHHENU3aluHu ¢ TPyOOoUuKoid, 28 cMm
SC-4254 WHcTpyMeHT ans TyHHEeNU3aluu, JUIMHHBIH, 35 cM
SC-4100A KabGenb ayist onepaliioOHHON U yIJTHHUTEIh
DB-5110-C BIIC Vercise
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Beenenue

BBeageHue

O6G30p pykoBoacTBa

B HacTosiiemM pykoBOICTBE ONMCAHO BXHUBICHHE U HCTIOIB30BAHUE CHCTEMBI TITyOOKOM
ctumyssiiinn Mo3ra ('CM) Vercise™. Cucrema I'CM Vercise BKiTroUaeT B ceOs
CTUMYJISITOP, K KOTOPOMY MOAKIIOUEHBI OTBeAeHUs U yaymmauTenu 11t ['CM. Kpome toro,
B 9TOM PYKOBOJICTBE BbI HalIeTe MOIPOOHBIE OMMCAHUS KaXKIOTO KOMIIOHEHTA CUCTEMBI.
JlononHuTeNnbHYI0 HH(OpMAIHIO 0 TporpamMmmupoBannu cucteMsl I'CM Vercise MOKHO
HalTh B Pykogoocmee no npoepammuposanuro I'CM.

HasHa4yeHue U nokasaHuUA K UCMNONIb30BaHUKO

Cucrema Vercise 11 IITyOOKOH CTUMYJISIIIAM MO3Ta MpeIHa3HauYeHa ISl UCTIOIb30BaHHS
B CJIEIYIOIIUX CIyyasx:

*  OJIHOCTOPOHHSS WIH JBYCTOPOHHSISI CTUMYJISILUS cyOTanamuueckoro siapa (CTA)
WIN BHYTPEHHEro cerMeHTa Osennoro mapa (BBIL) nis neuenus 4yBCTBUTEIBHOM
K JIEBOJIONIE M HE MOAJIAIOIIEHCS METUKAaMEHTO3HOMY JICUEHUI0 O0JIe3HU
[TapkuHCOHA.

*  OnHocTOpOHHSA WK ABYCcTOpoHHSsI ctuMyissius CTA wnum BBIL s nedenus
HEKyIIUPYEeMOM IEPBUYHON WJIM BTOPUYHOM TUCTOHUY Yy ITALIMEHTOB B BO3PACTE
7 IeT U cTapiie.

* Tanamuueckas CTUMYISILMS IS IOAABIEHUS TPEMOPA, PE3UCTEHTHOTO
K JICKapCTBEHHBIM IIpenaparaM, y NalleHTOB, KOTOPbIM AMarHOCTUPOBAH
3CCEHLUANIBHBINA TpeMop 1 Oone3ns [lapkuHcoHa.

OnuncaHue cuctemMbl

Cuctema 'CM Vercise BkitodaeT B ce0st cTuMynATop ¢ orBeaeHusMu st ' CM

JUUIs1 OMHOCTOPOHHEW WIIM JIBYCTOPOHHEHN CTUMYIsinuu. KpoMe Toro, B Hel UMEIOTCA
yanuautenu i 'CM, koTtopbie MO3BONISIOT YIIMHATE oTBeAeHusA 11si [[CM,
MPUKPETITICHHBIE K Yepey, YTOObI JOCTUYD CTUMYISTOPA, BAKUBICHHOTO BO3JIE KITIOUHUIIBI.

B nmepezapsixaemoii cucteme I'CM Vercise ncnonb3yeTcs yrpaBieHHUE TOKOM 10 BOCBbMHU
KOHTaKTaM Ha KaxaoM oTBeaeHuu i ['CM, 9To o0ecrieurnBaeT TOUHOE PaCONOKEHHE
ctuMyssiuu. CTUMYISITOP KOHTPOJIUPYETCSI PyUYHBIM MYJABTOM AUCTAHIIMOHHOTO
YIIPaBIICHHUS], C KOTOPHIM MOKHO B3aMMOJIEMCTBOBAThH C MOMOIIBIO KIIMHUYECKOTO
MIPOrPaMMUPYIOLIETO YCTPONUCTBA, B KOTOPOM HCIONb3YETCsl IPOrpaMMHOE 0OecTieyeHe
Bionic Navigator™. Barapeio cTumynsaTopa Heo0X0UMO MEPUOAUYECKH Mepe3apsiKaTh
¢ momouibro PY 3apsaHoro ycTpoicTBa, KOTOPOE MOCTABISAETCS B KOMIUIEKTE MMALMEHTA
nutst 3apsiaku ['CM.

Ilpumeyanue: Omo uzdenue He cOOEPAHCUM ONPeOensemo2o 1ameKcd.
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PyxoBozacTBo i Bpaya: cuctema 'CM Vercise™

UHdopmauma no 6e3onacHOCTHU

MpoTuBonoka3saHuaA

Cucrema 'CM Vercise™ ot Boston Scientific u j1ir00ble €€ KOMIIOHEHTHI
MIPOTHUBOIIOKA3aHbI B CICAYIONUX CITydasX.

OnaTtepmus. KopoTKoBOITHOBAsI, MUKPOBOJIHOBASI M/MJIH TepareBTUYCCKast
yABTPa3ByKOBas AUaTepMUsl. DHEPTUs, TeHEpUpYEMas IIPU TUAaTEPMUU, MOXKET
nepenaBarbest cucteme I'CM Vercise, 4To MPUBEIET K MOBPEKICHUIO TKaHEH TOJIOBHOTO
MO3ra U MOXET CTaTh MPUYNHON TSHKEIBIX TPABM WIIH JIETAIbHOTO UCXO/A.

MarHuTHo-pe3oHaHcHasa Tomorpadusa (MPT). [TanueHTs! ¢ BYKUBICHHOMN MOJTHOM
cuctemoit 'CM Vercise (¢ 0TBeCHUSIMU, YUIMHUTEISIMU U CTUMYJISITOPOM) HE JOTKHBI
npoxoauts npouenypy MPT. IIposenenne MPT MOXKET IPUBECTH K CIEAYIOLIAM
MOCJIECTBUSIM:

® CMGH_ICHI/IG BXHMBJICHHBIX KOMIIOHCHTOB.

* HarpeBaHue KOHTaKTOB MJIM JAPYTUX KOMIIOHEHTOB CHCTEMBI, YTO IPUBOIUT
K 00pa30BaHUIO CTOMKHX O4aroB MOPaKeHUsI TKAHEH.

° HOBpe)K[IeHI/IG SJICKTPOHHBIX KOMIIOHCHTOB CTUMYJIATOPA.

*  UMunyxuus Toka yepes orBenenus ans ['CM u cuctemy I'CM Vercise,
YTO MPUBOAMT K HENPEICKa3yeMOMY YPOBHIO CTHUMYIISIIIH.

* HckaxxeHue NMarHoCTUYECKOTO N300pakeHNUs.
* TpaBma unu Jaxe CMepThb.

Ilpumeuanue: Cucmema I'CM Vercise, cooepoicawas moabko omeedeHus
(0o excusnenus cmumynamopa) aeisemcs MP-coemecmumou.
IIpoyeodypa MPT mooicem 6e30nacto nposooumscs npu yciosuu
CoONI00eHUs 8CeX UHCIMPYKYULL, U3TOHCEHHBIX 8 OONOTHUMENbHOM
pykosoocmeae k cucmemam I'CM Boston Scientific ¢ ykazanuamu 06 MPT.

Tlocneonsis sepcusi 2moeo pykoeoocmsea 00OCmynHa Ha eed-caiime
www.bostonscientific.com/manuals.

HepeecnocobHoCTb naumneHTa. IlaiueHram, KOTOPbIe HE MOTYT OJKHBIM 00pa3oM
YIPABIATH MYJIBTOM JIACTAHIIMOHHOIO YIPABIECHUS U CUCTEMOM 3apsAJIKH, HE CIEAyeT
BXKUBJIATH cuctemy I'CM Vercise.

Bbicoknun xupypruyeckuim puck. Crucrema I'CM Vercise He peKOMEHIYETCS IS
MAlUEHTOB C BBICOKUM XUPYPTUYECKUM PUCKOM.
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Wndopmarms no 6e30macHOCTH

MpeaynpexaeHus

ABTOMOOUNU N o6opyaoBaHue. ITocie pxuBieHus cucrembl [ CM Vercise
MaIUeHTaM CIeIyeT C OCTOPOKHOCTHIO BOIUTH aBTOMOOWIIH U APYTHUE MEXaHUYECKUE
TPAHCIIOPTHBIE CPE/ICTBA, YIIPABIATH MOTCHIIMATHLHO OTTACHBIMU MeXaHU3MaMu/
obopynoBanueM. Ciemyer n3berars AeITeIbHOCTH, KoTopasi ObLTa ObI OTTACHOH TIpH
BO3BPAIIEHUN CUMIITOMOB, JICYCHUE KOTOPBIX MPOU3BOAUTCS, HIIA CITy4aeB, B KOTOPBIX
MOTYT MPOU30UTH U3MEHEHHS B CTUMYJISLIUU.

BepeMeHHOCTb. CBeieHUs O TOM, MOXKET JIM JJAHHOE YCTPOWCTBO BBI3BATh OCIOKHECHUS
npy OepeMEHHOCTH /T HaBPEIUTh IJIOAY, OTCYTCTBYIOT.

BHyTpuyepenHoe KpoBousnusHue. Heo6xonumo npuHATh 0COObIC MEPHI
MPEI0CTOPOKHOCTH B OTHOIIEHUH MAI[UEHTOB, CKIIOHHBIX K KPOBOTEUEHUSIM, BKIIFOUAs
MAIMEHTOB C KOAryJIoMaTuel, ¢ BRICOKUM apTepUaIbHBIM JaBICHUEM, a TAKXKE
MPUHUMAIOIIUX TPOIMKMCAHHBIC UM aHTUKOATYJISTHTHI. BBeIeHre MUKPOIIEKTPOIOB

u otBenenus st ['CM mMoskeT ObITh OMaCHO JIJISt TAITMEHTOB C TIOBBIIIEHHBIM PHCKOM
BHYTPHUYEPEITHOTO KPOBOU3TUSHUS.

OnaTtepmus. KopoTKoBOIHOBYHO, MUKPOBOJIHOBYIO H/HJIH TEPAIEBTUYCCKYTO
YABTPA3BYKOBYIO JUATEPMHUIO HE CIIEYET UCIIONIb30BaTh IS TALIUEHTOB C BXKUBJICHHOU
cucremoit 'CM Vercise™ win m100bIMU U3 KOMIIOHEHTOB cUCTeMbl. CTUMYIIATOD,
HE3aBHCHMO OT TOTO, BKJIFOUEH OH WJIH BBIKIIOYEH, MOXKET OBITh KPUTUUECKHU TTOBPEXKICH
IIPY UCIIOJIb30BAaHUU IUATEPMUU. DHEPrus, TeHEpUpyeMas Ipu AMATEPMUN, MOXKET
nepenasatrbes cucreMe I'CM Vercise™, uTo BBI30BET MOBPEXICHUS TKaHEH B MecTe
KOHTAaKTa U IPUBEJET K TSHKEION TpaBME WM CMEPTH MAllUEHTa.

OuncToHn4vecknm ctatyc (NokasaHMA Ansi NauMeHTOB C AUCTOHUEN).
HaI_II/IeHTBI C ,Z[I/ICTOHI/Ief/'I HYXJAOTCA BO BHUMATCIbHOM Ha6JIIOI[eHI/II/I Ha OpCaMET
YCUJICHUA TAKECTU CUMIITOMOB. HpI/I JAUCTOHHUH BO3MOKHO TaKOC PECAKOC

OCJIOKHEHHEC, KaK )II/ICTOHI/ILIGCKI/Iﬁ CTaryc (TaK)Ke HN3BCCTHOC KAaK JUCTOHHNYCCKAasA

Oyps WM TUCTOHWYECKU Kpu3). Bo3mMokHa MpoBOKalus AUCTOHUYECKOTO cTaTyca
orcyTcTBueM Tepanuu ['CM, a taxke npyrumu Gaxtopamu. OH MOXKET MPUBECTH K
Pa3BUTHUIO PECITUPATOPHOTO AUCTPECC-CHHIPOMA HIIH ABIXaTEIbHON HEIOCTATOUHOCTH,
pabaoMuonu3a, TOJMOPTaHHON HEJOCTATOYHOCTH U, KaK CIEJCTBUE, — K JIETATHHOMY
Hucxony. HaL[I/ICHTBI " UX ONCKYHBI JOJDKHBI TIOHUMATh BaXXHOCTH HCHpCpLIBHOfI TCparunu
I'CM, a Takke TO, 94TO €€ OTCYTCTBHE I10 JIF00O0H MpUYHHE (CITydaiiHOE OTKITIOUCHUE,
paspsinka Oatapeu, OOl CHCTEMBI) MOXKET MPUBECTH K BO3OOHOBJIICHHIO CUMITTOMOB

¥ BO3MOXXHOMY (DOPMHPOBAHHIO CUHpPOMA PUKOILETA, B TOM YHUCIIE C Pa3BUTHEM
JTUCTOHUYECKOTO CTaTryca.

[TanieHTHI ¥ ONEKYHBI JOJKHBI 3HATh, KAK UCIIOJIB30BATh MYJIBT JUCTAHIIMOHHOTO
yrpaBieHHs 1715 obecrieyeHus: paboThl CUCTEMBI U o0ecriedeHus cTumyisuuu. Kpome
TOTO, MAI[UEHTHI U CIIEHUATUCTHI M0 YXOAY AOJKHBI 03HAKOMUTBHCSA € HaAJeKaIei
METOAMKOM 3apsiiku cTuMyssTopa. [Ipy BO30OHOBIEHUH CUMIITOMOB HallHeHTaM/
CIIELUAIIMCTAM I10 YXOAY CIeAYET HEMEUIEHHO CBA3aThCS C JISHAIIUM BPayOM.

Opyrve akTMBHbIe UMMNMIAHTUPYEMbIe YCTPOMUCTBA. Takue CTUMYIISITOPEI,

Kak Vercise™, MOT'YyT BbI3bIBaTh IOMEXU B pabOTE TAaKUX BXKMBJICHHBIX
qyBCTBUTEJIbHBIX CTUMYJIUPYIOLINX YCTPOUCTB, KAK PUTMOBOIUTEIH UITU
KapauoBepTepbl-aepuOpmIIsITOphl. Bo3nelcTBIE BKUBICHHBIX CTUMYIHPYIOLIIX
YCTPOWCTB HAa HEHPOCTUMYIIATOPHI, HarpuMep, Ha cuctemy I'CM Vercise, HEHM3BECTHO.
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PyxoBonctBo miis Bpada: cucrema 'CM Vercise™

MarHuTHo-pe3oHaHcHasa Tomorpadus. [TanueHTsl ¢ BXUBICHHOMN MOJTHON
cucremoii 'CM Vercise (¢ OTBeIeHUSMH, YIUTMHATEIISIMU U CTUMYJISTOPOM) HE JTOJKHBI
MIPOXOJUTH MPOIIEYPY MarHUTHO-pe3oHaHCHOU ToMorpaduu (MPT). IIposenenne MPT
MOYKET NMPUBECTH K CIETYIOIINUM MOCIEACTBUIM:

® CMGIJ_IGHI/IG BXHMBJICHHBIX KOMIIOHCHTOB.

* HarpeBaHue KOHTaKTOB MJIM JIPYTUX KOMIIOHEHTOB CHCTEMBI, YTO IPUBOIUT
K 00pa30BaHHIO CTOWKHUX OYaroB IMOPaKEHUS TKaHEH.

i OBPCKIACHUC JICKTPOHHBIX KOMIIOHCHTOB CTUMYJISITOPA.
I y.

*  Uuaykuus toka yepes orBeaeHus st 'CM u komnoneHTs! cucremsl I'CM
Vercise, 4TO MPUBOAMT K HEMIPEICKa3yeMOMY YPOBHIO CTUMYJISIIUH.

* HckaxeHne TUarHoCTHYECKOro I/I306pa)KCHI/IH.
® TpaBMa HJIN [aXKC CMCPTh.

Ilpumeuanue: Cucmema I'CM Vercise, cooepoicawas moabko omeeoeHus
(0o éxcusnenus cmumyniamopa) aeisemcs MP-cosmecmumou.
IIpoyeoypa MPT mooicem 6e3onacto nposooumscs npu yciosuu
coONI00eHUs 8CeX UHCMPYKYULL, U3TOHCEHHBIX 8 OONOTHUMENbHOM
pykogoocmee k cucmemam I'CM Boston Scientific ¢ ykazanuamu 06 MPT.

Tlocneonssn eepcus 5moeo pyKosoocmea 0OCMynHa Ha 8ed-caiime
www.bostonscientific.com/manuals.

HarpeB npwu 3apsaake. Bo Bpems 3apsaKu CTUMYISATOpA 3apsIHOE YCTPOHCTBO MOKET
HarpeBatbcesl. C 3apsiiHBIM yCTPONCTBOM cllelyeT oOpararhbes akkyparHo. OTka3 oT
MCIIOJIb30BaHMs BOPOTHUKA JJIS 3apSAKU WIN JIMIIKOM HAKJIaJKU IIPU 3apsIKE COITIACHO
MHCTPYKLUSAM MOXKET IIPUBECTH K Oxory. [lanienTy He cieyeT IpOu3BOAUTH 3apsAaKy
BO BpeMsI CHa. DTO MOXKET MIPUBECTHU K OKOTY. ECIIM ManueHT ucbIThIBaeT O0MIb WK
TCKOM(DOPT, eMy clieryeT MPEeKpPaTUTh 3apsAKy M CBA3aThCSI CO CBOMM BPayoM.

HecaHKUMOHUPOBaHHbIE U3MEHEHMA. 3arperieHo BHOCUTh HECAHKIIMOHUPOBAaHHbIE
U3MEHEHHUs B MEJUIIMHCKHE ycTpolicTBa. HecaHkuMoHupoBaHHast MOIU(pUKALHS
MEIULMHCKUX YCTPOUCTB MOYKET HAPYILIUTH LIEIOCTHOCTD CUCTEMBI, @ TAK)KE CTaTh
IPUYMHON HAaHECEHUs NALUEHTY BpPEJa WM TPABMBI.

MnoTHoOCTbL 3apsapa. Bricokue YPOBHU CTUMVIIANIMYU MOT'YT IMTPUBCCTU K MMOBPCIKACHUIO
TKaHEW TOJIOBHOI'O MO3ra. KOFI[a 9TO BO3MOXKHO, aMIUIMUTyy TOKa U JUINTCIIBHOCTb

UMITYJTbca HEOOXOMMO MPOTPAMMHPOBATH TaK, YTOOBI INIOTHOCTH 3apsiia COCTABIISLIA
menee 30 MxKi/cm? Ha onny a3y crumyisiun. i coOMOaeH s OrpaHnYeHNI
0€30MacHOCTH MporpaMMHOe obecrieueHrne OyJeT MOKa3bIBaTh MpeIynpexaeHue, Koraa
ypoBeHb cTuMYJIsiIK ipeBbicuT 30 MkKI/cM? Ha oty (ha3y CTUMYIISIIUH; TEM HE
MeHee, MPOrpaMMHOE 00eCIIeYeHre TIO3BOJISIET Bpady peryIMpOBaTh CTUMYIISIIHIO BBIIIIE
ATOTO YPOBHS.

[TaurieHTH! MOTYT UMETh BO3MOKHOCTh U3MEHSTh AMIUIUTY/LY C IIOMOIIbIO MYyJIbTa
JUCTAHIIMOHHOTO YIPABJIEHUS. YCTAaHOBUTE U MPOBEPHTE JOMYCTUMYIO MAaKCUMAIbHYIO
Y MUHUMAJIBHYIO aMIUTATY/Yy Ha MyJAbTe TUCTAHIIMOHHOTO yIPABICHUS, YTOOBI
yOeauThCs, YTO YPOBEHb TOKa OCTAHETCs B 0€30IaCHBIX Mpeeriax.

NMoBpexaeHue ctumynatopa. [Ipu pa3pbiBe WK MPOKOJIE KOKyXa CTUMYIISATOPA
MOTYT BOBHUKHYTh XMMHUYECKHE O’KOTH M3-3a BO3/IEUCTBUS HA TKAHU MallEHTa
XUMHUYECKUX BellecTB U3 6arapeu. He ummuianTupyiite cTuMymsiTop, eciiu

KOKYX ITOBPEXKCH.
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PasmelleHne yanuHutenbHoro pasbema ansa N'CM n ctumynsaTtopa.
Boxusnenue ynmuHuTenbHOro pazbema st ['CM B MSITKHE TKaHM 11I€U MOXKET MTOBBICUTh
BEPOSATHOCTH MOIOMKH oTBeAcHwMs st [ CM. Boston Scientific pekoMeHayeT pa3memarh
YIUIMHUTENbHBIN pazbeM At ['CM 3a yxoMm, 4TOObI OUYKHM HJIM TOJIOBHOU yOOp HE Mellaan
pabote cuctembl. Boston Scientific pekoMeHIyeT pa3MeIarb CTUMYIISTOP MO KITFOUHUTIEH.

CamoybuincTBo. Jlenpeccusi, CyHIUIAIbHbIC HACTPOCHHS M CYHIIU — H3BECTHBIC
pucku npu ucnonszoBanuu I'CM. PaccmoTpuTe BO3MOKHOCTD PEryIUPOBKU
CTUMYJIALIMH, €€ MPEKPAIICHHUs, @ TAKXKE UCIIOJIb30BaHUS MEIUKAMEHTO3HOTO JICYCHUS
U/WIIN TIOCEIIEHUS IICUXHUATPA.

SneKTPOMarHMTH ble nomMmexun. CuibHble SJICKTPOMAIrHUTHEIC ITOJIAA TCOPECTUUCCKHU
MOT'YT OTKJIIOYAaTb CTUMYJISATOP, BBI3bIBATH BPECMEHHBIC HEMIPEICKA3yEMbIC U3MCHCHUA
CTHMYJISIIIAH, & TAK)KE HAPYIIATh CBA3b C IJBTOM JHCTAHIIMOHHOTO YIIPABJICHUSI.
[MTarmenTam HE0OXOAMMO U30ETaTh CICAYIOMIMX OOBEKTOB WIIH MIPOSIBIISITH BO3JIE HUX
0C00YI0 OCTOPO’KHOCTb.

*  JleTeKTOpbl KpaKH, IEAKTUBATOPHI SIPJIBIKOB U YCTPOMCTBA paIuOYaCTOTHOM
uneatudukamuu (RFID), mogoOHbIE TEM, UTO yCTaHABIMBAIOTCS HA BXOAax/
BBIXOJ[aX B MarasuHax, OMOIMOTeKax U IPYruX OOIIECTBEHHBIX YUPEKIACHUSIX.
[TauueHTs! JOIKHBI JEHCTBOBAThL OCTOPOXKHO, CTAPAACh IIPOUTHU Yepe3 LICHTP
JETCKTOpa KaK MOXXHO OBICTpEE.

+ Ckanepbl 0€30MaCHOCTH, MTOI0O0OHBIE TEM, YTO UCTIONB3YIOTCS B CIIyK0ax
0€30MMacHOCTH a3pONOPTOB WM IPU BXOJIE€ B TOCYAAPCTBEHHBIE YUPEKIACHUS
(B TOM yucIe py4yHble cKaHepbl). [anueHT 1omkeH MpoCcUTh MOMOIIM U 00XOIUTh
9TH ycTpoicTBa. Ecnu manueHTy HeoOX0aMMO IMTPONTH Yepe3 YCTaHOBKY
JIOCMOTpa, OH JIOJKEH JBUTaThCsl OBICTPO U HAXOAUTHCS KaK MOXKHO JaJlblle
OT (PM3UYECKOTO YCTPOICTBA.

* JluHuwm sneKTporepead ¥ TeHePaTOPhl JECKTPOIHEPTUH.

* CraneniaBWIbHBIC SJIEKTPOIIEUHU U aIlaparhl sl AYTOBOM CBApKH.
* bonbiine crepeocucTeMsl, B KOTOPBIX UCIIOIB3YIOTCS MAarHUTHI.

¢ MoiHbIe MAaTrHATEL.

*  ABTOMOOWJIN WJIH JPyTHE MOTOPHBIE CPEICTBA EPEIBUKEHUS, B KOTOPBIX
ucnonb3yercs cucrema LoJack winm npyras mpoTuBOyroHHasi CuCTeMa, KOTOpast
MOJKET M3/1aBaTh pagnovdacToTHeIM (PY) curnan. 3TH cucTeMbl CO31at0T
BBICOKOPHEPIeTUYECKUE TI0JIs, KOTOPhIE MOTYT IPENATCTBOBATh paboTe MyabTa
JUCTAHLMOHHOTO YIPABJIEHUS U €r0 BO3MOXKHOCTH YIIPABJICHUS CTUMYISIUEH.

* Jlpyrue UCTOYHUKH SJICKTPOMArHUTHBIX MOMEX, TAKHE KaK MepeAaTINnKu
pPaaMOCUTHANIOB Ha Telle- U PaJiOBEIIATEIbHBIX CTAHIUX, TFOOUTEIhCKHIE
paIuoCTaHIIUK U TIPHEMOTIEPEIaTYMKH IPasKIaHCKOTO JUAIa30Ha, a TAKKe
npreMoIiepeaTIuKe paguocTaniyii crannapra Family Radio Service.

Ilpumeuanue. Pacnonooicennoe nobauzocmu 06opyoosarue, eceHepupyroujee CUlbhble
ALEKMPOMACHUMHDBLE NOSL, MONCEM Bbl3bl8ANMb HENPEOHAMEPEHHYIO
CIUMYIAYUIO UTU 8IUAMb HA 6eCNPOB0OHOe coeduHeHue, 0adxce ecu
amo obopyoosanue coomeemcmayem cmanoapmam CneyuaibHo2o
MedHcOyHapooHo2o komumema no paouonomexam (CISPR).
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PyxoBonctBo miis Bpada: cucrema 'CM Vercise™

MpeanocrtepexeHun

s ucnonszoBanus cucrembl 'CM Vercise™ Heo0X0uMO MTPOBOAUTE 00yUYEHHE
Bpava. Bpau, BBINOJHAKOIINNA UMIUIAHTALMIO, JOJKEH UMETh OIBIT B CIIEUAIU3alUU
«Crepeorakcuueckas U (yHKIIMOHATbHAS HEUpOXUpyprusi». Huke npuBeneH nepeycHb
Mep MPETOCTOPOKHOCTH, KOTOPBIE HEOOXOIUMO MPEANPHHUMATE TIPY UMIUTAHTAIIUN WIIH
UCIOJIb30BaHUM cTuMyssiTopa uist ['CM.

AKTUBHOCTb nauneHToB nocrne onepauun. B teueHue ABYX HEICIIb

HOCJIe OTepaIiy MAIIMEHTY BaKHO OBITh UPE3BBIYAITHO OCTOPOXKHBIM, YTOOBI
UMIUTAaHTHPOBAHHBIE KOMITOHEHTHI 3aKPETIIIUCH BO BPEMS HAICKAIIETO 3a)KUBIICHUSL.
B Teuenue Tor0 NMepro/ia ManueHTy He CIEAYeT MBITAThCs IepeMeIaTh TSHKEbIe
npenmetsl. [IponHCTpyKTHPYIiTE TallMeHTa 0 HEOOXOIUMOCTH OTPAaHUYCHUS IBIKCHUN
TOJIOBBI, BKJIFOYAsl PAaCTsHKEHUE WM CTHOaHKE IIeH, a TAK)Ke BPAIllCHHE TOJIOBBI, ITOKA
3a)KUBJIEHUE HE Oy/IeT 3aBepIIEHO.

[dencTBusa naumeHToB, TpebyloLlme KoopaAMHaUMKU. B pesynsrare Tepanuu

¢ momonisio ycrporctB I'CM Bo3mokHa noteps koopauHanuu. [Ipu BeImogTHEeHT
neicTBui, TpeOyIoUIMX KOOPAUHAIMHY, TallMeHTaM He00X0IMMO COOJII0IaTh
OCTOPOXHOCTB, JTAXKE €CJIM OHU OBLTU CIIOCOOHBI BHIIIOJIHATH UX JI0 IPOXOXKICHUS Kypca
Tepanuu ¢ nomouisto ycrpoiicts I'CM (Hanpumep, 1uiaBaHue).

Opyrme moaenu BHewWHUX ycTponcTB. C cucremoii 'CM Vercise cienyer
UCIIOJIB30BaTh TOJIBKO MYJIBT TMCTAHIIMOHHOTO YIIPAaBICHHS, KITMHUYECKOE
POTrpaMMHUPYIOIIEe YCTPOHCTBO U 3apsAHOE YCTPOMCTBO, OCTABISIEMbIE BMECTE C
cucremoii 'CM Vercise™ ot Boston Scientific. [[pyrue Monenu 3Tux yCTpoicTB He
OynyT ¢yHkIroHupoBaTh ¢ cuctemoit 'CM Vercise.

UanuwHun yanunutenb FCM. Ckpyrute usnumauii yamuautens s [ CM Bokpyr
WU TI0]] CTUMYJISITOPOM. M3IHMIIHUI POBOJT CBEPXY CTUMYJISITOPA MOXKET ITOBBICHTh
BEPOSTHOCTH IPO3MH WU MOBPESIKIACHUS TKAaHEW BO BPEMsl OTIEPAIIUH 10 3aMECHE
CTUMYJISITOPA, 8 TAKXKE IIOMEIIATh ero 3apsike.

KoMnoHeHTbI. Vcrionk30Banue Apyrux KOMIOHEHTOB, KPOME MTOCTABIISIEMbIX

Boston Scientific u npennasHaueHHBIX T HcTIoab30BaHus ¢ cuctemoii ['CM Vercise,
MOJKCECT: HpI/IBeCTI/I K HOBpe)KJIGHI/HO CHCTEMBbI, CHU3UTH Bq)(l)eKTI/IBHOCTB TepaHI/II/I I/I/I/I.]'H/I
MIOJIBEPTHYTH MaIMCHTa HEU3BECTHOMY PHCKY.

KynaHue. Bo Bpemsi kynanusi nanueHTaM HeoOX0IUMO COOIIONATh Pa3yMHYIO
OCTOPOJKHOCT.

INeyebHbIN Maccax. [Tanuentam crieayer u3berarh Je4eOHOro Maccaxa B 30HaXx,
MPHJICTAIONINX K BXXHBICHHBIM KOMIIOHEHTaM CHCTEMBbI. ECITH MalueHT Bee-Taku
IPOXOJIMT JIeYeOHBIN Maccax, eMy CleIyeT COOOIIUTh MACCAKUCTY, YTO y HETO eCTh
BKHBJICHHOE YCTPOICTBO, H IPOJEMOHCTPUPOBATH EMY, 1€ PACIIOIOKEHBI CTUMYIISTOP,
yIUTMHUTEIND U oTBeAeHus it 'CM. MaccaXucThl JODKHBI H30eraTh 3THX 30H U
paboTarh OCTOPOKHO.

MeauuuHckue ycTpoucTsa u npoueaypbl. Cieayroiye METOAUKY JICUCHUS HITH
MEIMIMHCKHE MPOLEAYPBl MOTYT OTKIIOUYUTH CTUMYJISILIMIO, BBI3BATh HEOOpAaTHUMOE
MOBPEXKACHUE CTUMYISITOPA WM TPAaBMUPOBAThH MAlMEHTA.

*  DeKkTpokayTepu3alus — MOXET CII0COOCTBOBATh Nepeiaue U3IHUILHEro
ToKa Ha orBeneHus st ['CM u (Min) CTUMYIISTOP € TIOCHIETYOITUM
MOBPEXKJACHUEM CUCTEMBI.

*  BremHsas nepuOpusuisiius — 0€301acHOCTh UCITOJIb30BAaHUS BHEIITHEH
neuOpUILIALIMY HE YCTaHOBIICHA, U 1ocie 1eUOpUIUISIIIMY HE00X0TUMO
MPOBEPSATH MALMEHTA HA HATUYHME MTOBPEIKICHHIA.

PyxoBoactBo s Bpaya: cuctema 'CM Vercise™
91098825-10 178 u3 341



Wndopmarms no 6e30macHOCTH

® .HI/ITOTpI/IHCI/ISI — INPHUMCHCHUC BBICOKOYACTOTHLIX CUTHAJIOB B obnactu
CTUMYJIATOPA MOXKET ITOBPCAUTH LCIIb.

» JlyueBas Tepanus — BO n30€KaHHUE NOBPEXKACHUN OT BHICOKOH paguanuu
HEOOXOAMMO 3aLIUTUTh CTUMYJISITOP CBUHILIOBBIM 3KpaHoM. [ToBpexaenus
YCTpPOWCTBA, BEI3BAaHHbIE pajilalilield, MOryT ObITh OOHApPYKEHBI HE Cpa3y.

* TpaHckpaHuanbHasi CTUMYJISIMS — 0€30MaCHOCTb UCIOIB30BaHUS
IEKTPOMArHUTHOTI'O JICYEHHUs], HAIIpPUMEP TPAHCKPAaHUAJIBHOM MarHUTHON
CTUMYJISLIUY, HE TIOATBEPKACHA UCCIICAOBAHUAMU.

e  MPT — manumenTaM ¢ BXUBJIEHHON 1ojHON cucteMoii ['CM Vercise
(c oTBeIeHUSIMU, YIUTHHUTEISIMU B CTUMYJISITOPOM) HETb3s MpoBoaAuTs MPT
BO M30eKaHUe MOBPEKICHUS YCTPOUCTBA U MPUYMHEHUS BPE/Ia MAIlUCHTY.

Ilpumeuanue: Cucmema I'CM Vercise, coOeporcawyas monvko omseedeHusi (00
eorcusnenus cmumynamopa) aensemcs MP-coemecmumoii. Ilpoyedypa
MPT modcem 6e30nacrHo nposooOumsbCs npu YCi08uu cooOn00eHUs:
6cex UHCMPYKYULL, USTOHCEHHBIX 8 OONOIHUMETLHOM PYKOBOOCMEe
k cucmemam I'CM Boston Scientific ¢ yxazanusimu o6 MPT.

Ilocneounss eepcusi 3mo2o pyko8oocmea 00CMynHa Ha 8ed-catime Www.
bostonscientific.com/manuals.

» Jluatepmusi — 3HEprus, reHepupyeMas pu TUaTepMUH, MOXKET MepeaaBaThCs
cucreme ['CM Vercise™, 4To MOKET IPUBECTH K MOBPEKICHUIO YCTPONCTBA WIIN
IPUYMHEHUIO BpEla MallUEHTYy.

Ecnu ecth MenuimHcKas HEOOXOIUMOCTh B KaKOH-TMO0 U3 yKa3aHHBIX BbILIE MPOLEAYD,
€€ CJIEYET BBIIOIHATh KaK MOXKHO JaJblIe OT UMIIJIAHTUPOBAHHBIX KOMIIOHEHTOB.
OnHako B pe3ysbraTe MOXeT NOTpe0oBaThCs N3BJICUCHUE CTUMYJISITOPA B CBSI3H C
MIOBPEXKICHUEM YCTPOMCTBA WIM IPUYNHEHUEM Bpeia MAl[UCHTY.

Mo6unbHble TenedoHbl U Apyrve NopTaTUBHbIE YCTPOMUCTBA
pPaAMoyYacTOoTHOM CBA3N. X0Ts MOOMIIbHBIE Tele(OHBI HE CO3MA0T MOTEHIIHATBHBIX
nomMex, Bce 3 (HeKThl B3aUMOJICHCTBUS CHCTEMbI ¢ MOOMIILHBIMH TeIe(pOHAMHU Ha
JAaHHBIA MOMEHT HeM3BeCTHHI. [1allueHTOB CieyeT MPONHCTPYKTUPOBATH O TOM,

YTO OPTATUBHBIC YCTPONUCTBA PATMOYACTOTHOM CBSI3U (HAIPUMED, MOOMITHHBIE
TenedOHBI) TOJKHBI HAXOJUTHCS Ha PACCTOSHUM HE MeHee 15 cM (6 aroiiMoB) OT
00JIaCTH BXKHMBJICHHOTO YCTPOUCTBA. B cilydae BOSHUKHOBCHHS TTOMEX TIEPEIOKUTE
MOOWJIBHBIN TeNe(OoH AanbIlie OT BKUBICHHOTO CTUMYMSTOPA WU OTKITIOYUTE €T0.

B cnyuae BO3HUKHOBEHWSI OMTACEHUI WITH MPOOJIeM MalUeHTaM ClIeyeT 00pamarbCst

K CBOEMY Bpauy.

OTcpoyeHHas adppeKTUBHOCTL. DddekruBHocTs Tepanuu ['CM B OTHOLICHHH
KOHTPOJIS CAMIITOMOB Y TTALIMEHTOB MOXKET OBITh OTCpOoueHHOM. [larmenTs! u
CHEIUAJIMCTHI 10 YXOy OJIKHBI 3HaTh, YTO JJI1 ONTUMAJILHOTO KOHTPOJISl CUMIITOMOB
MOXET TOTPeOOBaThCS YacTasi peryJupoBKa MapaMeTpoB MPOTPAMMUPOBAHHS B TEUCHHE
HepUOJA OT HECKOJIBKUX HEJEIb 10 HECKOJIBKUX MECSIIEB.

OuunctKa BOpOTHUKA ANA 3apsaaKU. MoiiTe BOPOTHHUK IS 3apsIKU BPYyUHYIO,
HCIIOJIB3YsS MATKOC MbBIJIIO U TCILTYIO BOAY. 3anpeu1aeTc;[ CTUpaTh BOPOTHUK JJIA
3apsAaKU B cTUpaibHOM MamuHe. CyluTe BOPOTHUK JUIS 3apsiiKi Ha Bo3ayxe. [lepen
MBITBEM BOPOTHHUKA JIJIS 3aPSIKA 00s13aTEIPHO BHIHBTE U3 HETO 3apsIHOE YCTPOHCTBO
H IIPOTHUBOBECC.

OuncTka nynsTa AUCTAaHLMOHHOIO ynpaBrieHUs, 3apsiAHOro yCTpOMCTBa,
0a3o0BOM cTaHUMM U Bnoka NUTaHUA. KoMIIOHEHTHI MOXKHO OYHUIIATE ¢ IIOMOLIBIO
CIIUpTa UK MATKOTO MOKOLICTO CPEACTBA, HAHCCCHHOI'O Ha TPAIIKY HJIM TKAHb. OCTaTI(I/I
MBUJIBHBIX MOKIITUX CpeI[CTB HCO6XO,I[I/IMO yI[aJ'I}ITB BJIIQKHOU TKAHBIO. 3anpemaeTc51
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UCTIOJIb30BaTh JJIsl OYUCTKU abpa3uBHBIE cpeacTBa. He ounimaiite 3apsiiHoe yCTPOWCTBO,
0a30BYIO CTAHIIUIO WK OJIOK MUTAHUS, €CIIM OHU HANPSAMYIO HJIM KOCBEHHO HOJKIIOUEHBI
K JIEKTPUYECKOM PO3ETKE.

MoBTOpHasa ctepunu3aums. Toabko It ogHOTO manuenTa. He momiexur
MIOBTOPHOMY HCIIOJIb30BaHHIO, 00padoTKe U cTeprin3annu. [IoBTopHOE UCTIONB30BaHIE,
00paboTKa WK CTepUIIM3AIMS MOTYT OJBEPTHYTh PUCKY CTPYKTYPHYIO II€JIOCTHOCTD
YCTPOWCTBA U (MJIM) MPUBECTH K OTKA3y YCTPOMCTBA, YTO B CBOIO OUEPEIb MOXKET
IMPHUBCCTU K TpaBMC, 0oe3HH Ui CMCPTHU ITalUCHTA. HOBTOpHOC HCIIOJIB30BAaHUC,
O6pa60TKa WU CTCPpUIIN3ald MOTYT TAKKC CO31aTh YIpO3y 3arpA3HCHUA yCTpof/'ICTBa
U (WIM) BBI3BAaTh MH(MEKLHUIO y MAIIMEHTA WU MEPEKPECTHYI0 NH(PEKIUIO, B TOM YHCIIE
nepenavy HHQEKIMOHHOro 3a00JI€BaHUS OT OJJHOTO MAIMEHTAa K IpyroMy. 3arpsa3HeHHe
YCTpOICTBA MOXKET IPUBECTU K TpaBMe, 3a00JIEBaHUIO WM CMEPTH MallUEHTA.

Ecnu Hy)XHa MOBTOpHAs CTEpUIIM3AIUs, TOJTYYUTE HOBOE CTEPUIILHOE YCTPOMUCTBO

JJIs1 BXKUBJICHUS.

[Tocne ncnonb30BaHUsl BEPHUTE CTUMYIIATOP, oTBeAeHUs st ['CM u ynmuHuTen

st 'CM B Boston Scientific, a Takke yTUIH3UPYHTe Ipyrue KOMIIOHEHTHI U
YIaKOBKY B COOTBETCTBHUH C IOJIUTUKON OOJIBHUIIBI, aIMUHUCTPALUU U (M) MECTHBIX
OpraHOB BJIACTH.

[TpoBepbTe CPOK FOAHOCTH Ha YIAKOBKE, IPEXKIE YEM OTKPBIBATH CTEPUIIbHBINA AKET

1 MCIIOJIB30BATh €T0 cofepkuMoe. He nenonp3yiTe conepskuMoe, €CIIA UCTEK CPOK,
YKa3aHHBIM Ha yIIaKOBKE, €CJIA MAKET OTKPBIT WIK MOBPEKICH UIIU €CIIN CYLIECTBYET
[IOJIO3PEHUE, YTO COAEPIKUMOE 3arPsA3HEHO U3-3a TOBPEXKIACHHON CTEPUIBHON YIIAKOBKH.

° HpOBepBTe OEJIOCTHOCTD IME€YAaTH BHCIIHETO MOAA0HA IIEPEA NCIIOJIb30BAHUEM.

+ IIpoBepbTe 1EIOCTHOCTD MEYATH U UHIAUKATOP CTEPHUIILHOCTH BHYTPCHHETO
notoHa. [Ipu CTepuaIbHOCTH MHIUKATOP CTEPUIBHOCTH OYICT 3€JCHBIM C
KPaCHBIMH OJI0CKaMu. JKenThie MOTIOCKH YKA3hIBAIOT Ha TO, YTO MOJIOH HE
crepwiieH. Eciii oiI0H HEe cTepUiIeH, HE UCTIONIB3YHTEe KOMIIOHEHTHI M BEPHUTE
ux B Boston Scientific.

® OTKpOﬁTe BHYTpeHHI/Iﬁ MMOAAOH B CTCPUJIbHBIX YCIIOBUAX.

* Eciu cTUMynATOp YPOHUIIM, HE UMIUIAHTUPYHTE €ro nanueHTy. CTuMynarop,
KOTOPBIN YPOHHIIH, MOT TIOTEPATH CTEPUIIBHOCTD, TEPMETUYHOCTD WUJIN MOIYYUTh
Ipyroe nospexaecHue. [lepen umnnanTanuein 3aMEHATE CTUMYJISATOP, KOTOPBIi
YPOHWJIN, HOBBIM CTEPUIIbHBIM CTUMYJISATOPOM. BepHUTE MOBPEKICHHBII
ctumynsaTop B Boston Scientific.

* He ucnonp3yliTe KOMIOHEHTHI C IPU3HAKAMM ITOBPEKICHUN.
* He ucnonb3yitte nocne natel «Mcnonb3o0BaTh 10».

MonoxeHue ctumynsaTopa. Jlis odecrieueHus HaICKAIICH 3apsi KK

pa3MecTUTE CTUMYJIISTOP NapalIeIbHO MOBEPXHOCTH KOXKHU Ha TIIyOMHE MEHee 2 CM
1oJT Koykel. BeIrpaBupoBaHHAast HAMUCH « DTON CTOPOHOU BBEPX» JOKHA OBITh
HallpaBJIeHa U3 KapMaHa B CTOPOHY KOKM NanueHTa. HeontumanbsHoe pa3MelieHue
CTUMYJIITOPA MOXKET NMPUBECTH K HEBO3MOXKHOCTH TI€pE3apsIIUTh €r0 W/ WA MTPOBECTH
PEBU3HOHHYIO OIEPALUIO.

He nbITaliTech N3MEHUTH NMOJNOKEHUE CTUMYJIATOPA WK IEPEBEPHYTH €ro. [lanueHTs
JIOJKHBI N30€raTh IPUKOCHOBEHUH K MECTY pa3MeIleHHs CTUMYIIATOPA WIH Pa3pe3oB.
Ecnu ctumynarop nepeBepHeTcs BHYTPH Tela, ero Helb3s OyaeT 3apsauTh. Eciu nmoce
3apsAIKUA CTUMYJIATOP HE BKIIIOUUTCS, BO3MOXHO, CTUMYJIATOP CMEHWII OPUEHTALUIO WIH
NePEBEPHYJICS; MAIIMEHTY CIEAYET CBA3ATHCS CO CBOMM BPadoM, YTOOBI JOTOBOPUTHCS 00
OLICHKE CHUCTEMBI.
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Ecnu ManyreHT 3aMCTUJI UBMCHCHH A BHCIIHCTO BU A KOKH B MECTC pa3MCUICHU A
CTUMYJIATOPA, HAIIPUMEP CO BPEMCHEM KOXKa UCTOHUMUIJIACh, EMY CICAYCT CBA3ATHCA
CO CBOMM BpavdoM.

I'Ipe,qOCTepe)Keva B OTHOLUEHUU OKpY)KaIOLLI,eVI cpeasl. ITanuentam ClIICayeT
n30erarb ACATCIIBHOCTH, KOTOPAA MOAPA3yMEBACT 3HAYUTCIIbHBIC 3JICKTPOMAarHuTHLIC
IIOMEXH. yCTpOﬁCTBa, coacpKaure MOCTOAHHBIC MAarHUThbl, HAIPUMEP KOJIOHKH, HE
CICOYCT pasMellaTh BO3JIC CTUMYJIIATOPA, IIOCKOJIBKY OHH MOT'YT BBI3BATh BKJIFOUYCHHUEC
HJIN BBIKIIFOYCHHUEC CUCTCMBEI.

Pabouasa Temnepartypa. Pabouast Temmeparypa BHEITHETO IPOOHOTO CTUMYJISITOPA
Y TyJIbTa TUCTAHIIMOHHOTO yrpasieHus coctasiset 5—40 °C (41-104 °F). ns
obecrieyeHus HajuIeKalel paboThl 3apsJHOTO YCTPOMCTBA €T0 3alperaeTcs
UCIIOJIb30BaTh, €CIIM TEMIIEpaTypa OKpy»Katole cpeabl npesbiiaet 35 °C (95 °F).

Peakuus TkaHeWn. B niporiecce 3aKHBICHUS pa3pe30B BO3ZMOXKHBI BPEMEHHBIC

00111 B 00671aCTH pacloNOKeHUs CTUMYIsITopa. Eciiu o0nacTe BOKPYT paHbl U3JIHUIIIHE
MOKpacHesa, ee HeoOXOANMO IPOBEPHUTH Ha HAMMYue HHPEKIuU. B peakux coyyasx
HaOIroaeTcsl HebIaronpusTHas peakius TKaHel Ha UMIUTAaHTHPYEeMbIE MaTepHAIIbI.

C6ou yctponcTBa. lMmiantarsl MOI'yT OTKa3arh B JIF00OOH MOMEHT H3-3a CIIy4ailHOTO
c00s1 KOMITOHEHTA, HapylIeH!s (PYHKIIMOHATFHOCTH OaTapeu WK MOJIOMKH OTBEICHUS
st 'CM. HeoxuaanHasi OCTaHOBKA CTUMYJIALIMM MO3Ta MOXKET MIPUBECTH K PA3BUTHIO
cepbe3HbIX peakuuil. Ecnu cTuMyssitop ocranaBiuBaeT paboTy Jake Mocie MOTHOM
3apsIIKU (J10 YETHIPEX YacoB MPU HY>KHOM PaCIONIOKEHUH ), TAIUEHTY HEOOXOAMMO
PEKOMEH/I0BaTh OTKJIIOYUTh CTUMYJIITOP M HEMEIIJIEHHO CBSI3aThCS CO CBOMM BPauoM,
YTOOBI CUCTEMY MOKHO OBLIIO OLIEHUTh M 00CCIIEYUTh HEOOXOIUMOE JICUCHUE
BO3BPATUBILIUXCSA CUMIITOMOB.

CoepuHeHus. [epen BBeaeHHEM JTF000TO OTBeACHUS WK yamuauTes it [[CM B
M000# pa3beM WM MOPT B OCHOBAHUH, BKJTFOUAsi OCHOBAHHUE CTUMYJIATOPA, PAa3bEeMbI
ymuHUTENs 1711 ['CM 1 kaOesTbHBIN Y371 OlepaliOHHOM, BCETaa MPOTUPANTE OTBEACHUE
st 'CM cyxuM BaTHBIM TUCKOM. YCTpaHEHUE 3arpsi3HEHMS] BHYTPU MOPTOB MOXKET
OBITh 3aTPYIHUTENBHBIM. 3arpsI3HEHUS] CIOCOOHBI IPUBECTH K MOBBIIICHUIO TTOTHOTO
CONPOTHUBJICHUS U HAPYUIECHUIO AIEKTPUUECKON COBMECTUMOCTH, YTO, B CBOIO OUEPE/Ib,
MOJKET HapPYIIUTh HEJIOCTHOCTH €U CTUMYJISIUH.

Crepunusaums. CoaepxumMoe XUPypru4ecKux HaOOpPOB MOCTABISETCS B CTEPUIIBHOM
BUJC. CTepI/IHI/ISaLII/IH BBIINNOJHACTCA C IIOMOIIBIO OKCHU A DTUJICHA. He HCHOHB3yﬁTe, €CJIn
MOBPEXK/ICH CTEPUIIBbHBIN Oaprep. [Ipu 0OHapyKeHUH MOBPEKICHUS TO3BOHUTE CBOEMY
npeactasutento Boston Scientific u BepHuTe noBpexxaeHHyo aetanb B Boston Scientific.

CtonopHble BUHTI. [lepen 3atsruBaHueM CTOMIOPHBIX BUHTOB BCETIa TECTUPYHTE
MOJTHOE COMPOTHUBIICHUE, YTOOBI YOSAUTHCS B HATTMYUU DIIEKTPUIECKOH COBMECTUMOCTH.
3araruBanue CTONOPHOIO BUHTA Ha KOHTAKTE MOXKET MPUBECTU K MOBPEKICHUIO 3TOTO
KOHTaKTa U HeOOXOIMMOCTH 3aMEHbI OTBeJICHUs WK yanunutens aisa [CM.

YpaneHue v ytunmsaumusi KOMNOHEHTOB. Bce 13BlIcueHHBIE KOMITOHEHTEI
HEeoOxoIuMo BepHyTh komnanuu Boston Scientific. B cirydae kpemaruu cTuMynsTop
CJIeAyeT U3BJeyb U BepHYTh koMnaHuu Boston Scientific. [Ipu kpemanuu 6atapes
CTHMYJISITOPA MOKET B30PBaThCA.

3ampentaercs 6pocarh MyJabT AUCTAHIIMOHHOTO YIPABICHUS WU CUCTEMY 3apsIKu

B OTOHb, ITOCKOJIBKY 3TH KOMIIOHEHTBI COZIepKaT OaTaper, KOTOPbIE MOTYT B30PBAThCs
IpY KOHTAKTE C OTHEM U CTaTh MPUYMHOHN TpaBM. Vcrionb30BaHHBIE OaTapen
HEOOXOAMMO YTUIIU3UPOBATh B COOTBETCTBUH C MECTHBIM 3aKOHOJATEIbCTBOM

Y HOPMAaTUBHBIMU aKTaMH.
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Xupypruyeckas neHta. Eciu Bo BpeMst onepanuu JUisi BpeMEHHOTO 3aKpeIUICHHS
orBezenus st 'CM ncnonb3yeTcs JeHTa, He0OX0AMMO COOTIOaTh OCTOPOKHOCTD,
9TOOBI HE nope3arb Wi HE MMOBPEANUTb OTBCACHUC ITPU YAAJICHHUU JICHTHI.

XpaHeHue, obpalleHne U TPaHCNOPTUPOBKA. XpaHHUTE TAKHE BKHUBIISICMbIC
KOMIIOHEHTHI, KaK CTUMYJISITOPBI, OTBEJCHUS U YUIMHUTENH, Tpu Temreparype ot 0 °C
10 45 °C (ot 32 °F no 113 °F) B mecTe, B KOTOPOM OHU HE MOABEPTHYTCS BO3AEUCTBUIO
KHUJIKOCTEH MITM M3JTUIIHEH BIQXKHOCTH. TemMmeparypsbl, BBIXOISIINE 32 TIPEICITbI
YKa3aHHOTO JHana3oHa, MOTYT IIPUBECTH K OBPEXICHNIO. B ciydae xpaHeHus npu
TeMIIepaType, He COOTBETCTBYIONIEH TPEOOBaHUIM, HE UCIIOIb3YHTE KOMITOHEHTEHI

u BepHHTE UX B Boston Scientific.

He noz[BepraﬁTe IMMyJbT AMCTAHIMOHHOI'O YITPABJICHUSA U KOMIIOHCHTBI CUCTEMBI 3apsAIKN
BO3JICVCTBUIO YPE3MEPHO BHICOKUX WJIM HU3KUX TeMmneparyp. He octasisiiTe ycTpoiicTBa
B aBTOMOOWJIE U HAa OTKPBITOM BO3/1yX€ Ha IJIUTENbHOE BpeMs. DKCTpeMallbHbIE
TEeMIEPaTypsl (B YACTHOCTH, CUIIbHAS JKapa) MOTYT MOBPEIUTh YYBCTBUTEIBHYIO
SJICKTPOHUKY. Ecnm B TeueHue OMPCACIICHHOIO IMEPpHOJa BpECMCHU HUCITIOJIb30BAHUC ITYJIbTA
JTUCTAHIIMOHHOTO YIPABIEHUS UM CUCTEMBI 3apsiIKU HE TIPE/IOJIaraeTcs, CISIUTe

3a TeM, 4TOOBI TeMIIEpaTypa XpaHEHHUs HE BBIXOMIIA 32 TIPeesbl quana3ona ot —20 10
60 °C (ot —4 no 140 °F).

AKKypaTHO o0OpalaiTech C KOMIOHEHTaMU CUCTEMBI U NIpUHaAIeKHOCTAMU. He ponsiite
UX U He norpysxaire B Boay. [IpuHapexxHoCcTH, BKIItOYast MyJIbT JUCTAHIIMOHHOTO
YIPaBICHUS U 3apsTHOE YCTPOHCTBO, CIEYeT XPaHUTh B CyXOM MECTE U HE MOJIBEPTaTh
BO3JICMCTBUIO Bllaru. HecMOTpsi Ha pe3ysibTaThl UCTIBITAHUI HA HAJIE)KHOCTD,
HOATBEPKJAIOIME Ka9YeCTBO MMPOU3BOICTBA U ()YHKLIMOHAIBHOCTH, [1a/ICHUE YCTPOMCTB
Ha TBEP/YIO MOBEPXHOCTh WM B BOJY U HEOpEKHOE 0OpallieHrue ¢ HUIMU MOXET
NPUYMHUATH KOMIIOHEHTaM HeoOpaTtuMblil yiiep6. Bo n30exxanue nmoBpexaeHus: XpaHuTe
MyJbT AUCTAaHLMOHHOIO YIIPaBJICHUS U 3apsiIHOE YCTPOUCTBO BJIaJH OT JIOMAILLIHUX
YKUBOTHBIX, HACEKOMBIX-BpEIUTENEH U 1eTeH.

Bo Bpems onepanun HeoOX0AUMO COONIOAATH OCTOPOKHOCTD, YTOOBI HE TTIOBPEAUTH
orBezenue Uit 'CM oCcTphIMU HHCTPYMEHTAMU HITU TIPHIIOKESHUEM H3JIUIIHEN CHIIBL.
Crenyromue yka3aHus IOMOTYT 00€CHEYHUTh 10JITOBEYHOCTh KOMIIOHEHTOB.

* He crubaiite pe3ko u He IepeKpyYUBaiiTe OTBEACHNUE WM YUTMHUTEND 1711 [ CM.

* He HaknaapIBaiiTe MIBBI HEMIOCPEICTBEHHO HA KOPIYC OTBEAEHUS WU
ymuHuTens st 'CM.

* He Hararupaiite HMIUIAHTUPOBAHHOC OTBCACHUC IJISA I'CMm TYTO; IICTIIN IJIs

CHSITHS HAMPSOKCHHUSI MOTYT TIOMOYb MUHIUMH3UPOBATh HATSHKCHNUE OTBEICHUS
g [CM.

* U3Geraiite pabotsl ¢ oTBeneHreM st 'CM ocTpbIMU HHCTPYMEHTaMH;
UCIOJIb3yUTE TOJIBKO IIMIILIBI C PE3UHOBBIMH HAKOHEUHUKAMHU.

*  ColmogaiiTe 0CTOPOKHOCTD MIPH UCITOIB30BAHUHU OCTPBIX HHCTPYMEHTOB,
HarpuMep KPOBOOCTAHABIMBAIOIINX 38KMMOB HJIM CKaJIbIIENICH, YTOOBI M30€KaTh
noBpexaeHust orBeaeHus st [CM.

LLBbI. He crienyeT mioTHO HaKIIaAbIBaTh BBl BOKPYT oTBeAeHui 1 'CM, Tak kak
3TO MOXKET MPUBECTH K MOBPEKICHUIO U30JAMu oTBeAeHU 1711 ['CM 1 K ux oTKasy.
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HexenatenbHble ABNeHUNA

Huxe npencrapneH ciucok BO3MOXKHBIX PUCKOB, CBI3aHHBIX C ITTYOOKO# cTUMYymSIUeit
Mmo3ra. [lonHblil nepedeHs puckoB Hen3BecTeH. ONpeAeIeHHbIE HEXKENATEIbHBIC SIBICHUS
MOTYT B OOJBIIICH CTENIEHH 3aBUCETh OT MOKa3aHU U MecTa cTuMyIsinuu. Obparure
BHUMaHHE, YTO HEKOTOPBIE U3 3THX CUMITOMOB MOKHO YCTPAHUTh UJIU CMATYUTH MIyTEM
YIIPABIICHHS TOKOM, U3MEHEHHS TApaMETPOB CTUMYJIALIMU UM CMEHBI MOJI0KEHUS
OTBEIEHHUs BO BPEMs OIIEpaLiHU.

[Tpu BO3HUKHOBEHUH JFOOOTO U3 ITHX COOBITHIA MAIIMEHTaM CJIeIYeT CBSI3aThCsl CO CBOUM
BpPavoOM U COOOIUTH €My 00 3TOM KaK MOYXHO CKOpee.

® AJ'IJ'ICpl" HNYCCKasa pCakus Uik OTBCT HMMYHHOﬁ CHUCTCMBEI.

* bonb, ronoBHas 601b UK AUCKOMQOPT, MPEXOASIINE WIH CTOUKHE, BKIIIOYas
CHMIITOMBI, CBSI3aHHBIE C HEUPOCTUMYJISILIUCH.

* BosgeiicTBue paauanuy u3-3a IMarHoCTUYECKON BU3YyalIU3aluu
(KT, pentrenockormnusi).

* JIuCTOHHUYECKHI CTaTyC.
* N3meHeHue Macchl Tena.
* l3MmeHeHue OUlylIEHUM.
*  Uudekmus.

* KpoBousnusHIE B MO3T WIIN HIIEMUYECKUN HHCYIIBT, HEMEUICHHBIH WIIN
3aJiep>KaHHbIH, KOTOPBII MOXET MPUBECTH K TAKUM BPEMEHHBIM WU
MOCTOSIHHBIM HEBPOJIOTUYECKUM PACCTPOICTBAaM, KaK MbIIIEUHas c1aboCTh,
napanuy uiam adazusi.

* MortopHble HapylIeHHs, HATPUMEp Hape3, c1ab0oCTh, OTCYTCTBUE KOOPIUHAIIIH,
HCYCHUIYNBOCTH, MBIIICYHBIC CITa3Mbl, HAPYIICHUSA OCAHKHU U IMTOXOOAKH, TPEMOD,
JAUCTOHUSA WJIN OAUCKUHE3US, a TAKKC MaACHUSA WJIN TPAaBMbl, BOSHUKAIOIHC B
pe3ysbTaTe 3THX MpooIeMm.

° HapymCHI/ISI 3pCHUA WA HepI/IOp6I/ITaJII)HI>IC CHUMIITOMBI, HAIIPUMCEP JUILIOIIHNA,
po0OeMBbI ¢ ABMYKEHUEM BEK, OKYJIOMOTOPHBIE TPOOJIEMBI U JIpyTHe
3¢ eKThI Mo 3peHusl.

® HeBepHoe HU3Ha4YaJIbHOC pa3sMCUICHUEC OTBEACHM.

*  OcnoxHEeHHs B MECTE UMIUIAHTALIUU, HarpuMep O0JIH, III0X0€ 3aXKHUBJICHNUE,
IIOBTOPHOE OTKPBITHE PAHBI.

*  OTka3 Wi HEUCIPABHOCTH JIF0OOOTO U3 KOMIIOHEHTOB YCTPOWCTBA UK Oarapeu,
BKJTIOYAs CPEJIH TTPOYETO TTOJIOMKY OTBEICHHS HITU YIJTHHUTEIIS, HCHCIIPABHOCTh
anmapaTHOro o0ecIeueHus, 0CIa0JeHHBIC COCTUHEHUS, SICKTPUICCKUE
3aMbIKaHUs WK OOPBIBBI B IIEMH, a TAK)KE HAPYIIECHUS U3OJSIIUN OTBEACHHUS,
HE3aBHCHMO OT TOTO, TPEOYEeT JIM COOBITUE M3BICUCHHSI U/HITU TIOBTOPHOTO
B)KMBJICHHS.

*  QueHp PECAKO BO3BMOKHO BOSHUKHOBCHHUEC 3JIOKAUCCTBCHHOT'O HGﬁpOHCHTH‘-IGCKOFO
CUHAPOMA UM aKMHCTHUYCCKOT'O KpH3a.

* lloBpexaeHue TKaHeH, IPUIIETAIOINX K UMIUIAHTATy WIH B
peaenax Xupypruieckoro noJsi, HapuMep KPOBEHOCHBIX COCYJIOB,
nepudepuIecKrX HEPBOB, MO3Ta (BKJIIOYAs THEBMOIIE(AITHIO) UITH TUICBPHI
(BKITFOYAst THEBMOTOPAKC).

° ITomexn OT BHENITHUX SJICKTPOMAriuTHBIX UCTOYHUKOB.

* lloreps nOCTAaTOYHON CTUMYJIALIMH.
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* IIpobaemsl ¢ pedpto WK ITI0TaHUEM, HallpuMep auc(asus, Ju3apTpus
win aucarus, a TakKe TaKue OCIOKHEHUs AUCharuu, KaK
acTIMpaIioOHHAs ITHEBMOHMS.

*  PazmpakeHre KOKHM WIN OTEKH B MECTE PACIIOJIOKECHUSI HEUPOCTUMYIIATOPA.

*  Puckwu, cBsIi3aHHBIC C aHECTE3UCH/HEHPOXUPYPrueH, BKITIOUast HEYIauHy 0
VMMIUTAHTAIAI0, KOHTAKT C MEPEHOCUMBIMHU KPOBBIO MTAaTOT€HAMM.

* (Cepoma, OTEK UM TE€MATOMA.

* CucTeMHbIE CUMIITOMbl — aBTOHOMHBIE (TaXUKapAusl, IOTIUBOCTbD,
’ap, TOJIOBOKPY>KEHHUE), N3MEHEHHUS B TOYEUHOUN (PyHKLNH, 3a7epiKKa
MOYH, CEKCyaJIbHbIE U KeITyJOYHO-KUIIIeYHbIe HApyIIeHUs (TOIIHOTA,
3aropbl, METEOPU3M).

*  CKkeJleTHO-MbIIIeYHas! PUTHIHOCTb.
*  CwMmepTh, BKIIIOYAsi CAMOYOUICTBO.
*  Cynoporu.

* Takue MEHTaJIbHBIE HAPYILICHUS, KAK PACCTPONCTBA BHUMAHUS UM KOTHUTUBHbBIC
paccTpoiCcTBa, HAPYIICHUS MTaMSITH WX CIIyTAHHOCTh CO3HAHUA.

e Takue MCUXUATPHUICCKUC HAPYUICHUS, KaK TPECBOXKXHOCTDL, ACTIPECCUA, allaThd,
MaHWuA, 6eCCOHHI/IHa, Cyuya Uin CyniyaaJlIbHbIC HACTPOCHUS U ITOIIBITKH.

*  Tpombos.
¢ VTeuka CIMHHOMO3TOBOM KUIKOCTH.

*  UYpesMmepHas CTUMYJIALMS U TAKAE HEXEJATEIbHbIE OLYIIEHHs], KaK ITapecTe3us,
IIPOXO/SINAsT MIIA CTOMKASL.

*  DMOO0nHs, BKIIOYAsk BO3AYUIHYIO SMOOJIHIO U JISTOUYHYIO SMOOITHIO.

*  Dpo3us WK NepeEMEILEHNE OTBEACHUS], YIJIMHUTENS (BKIIIOYasi OCHOBaHUE
YIUIMHUTEIST) WK HEHPOCTUMYJISTOPA.
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CozepKMMOe TaKeTa

Copaepxxnmoe nakera

Copepxumoe KoMmnekTa UMNNaHTUPYeMoro
reHeparopa UMnNynbCcoOB

*  Crumynarop

* [laGmoH cTumynsiTopa

*  3amIymiku A8 OCHOBaHUS CTUMYJsATOpa (2)
* JIMHAMOMETPUYECKUM KITHOY

Ilpumeuanue: Bce cooepicumoe enympenne2o nakema (Ui n00OOHA) CMepPUbHo.

Copepxumoe KomMrmnrekra oTBeaeHUun
(30 cm 1 45 cm)

*  OtBenenue aiia 'CM c npenBapuTenbHO HATAHYTHIM IPSIMBIM TOHKHM 30HI0M
* JIMHaMOMETPUYECKUH KIIFOY

¢ MamxeTa OTBEICHHS

*  OrpaHuYHUTE]Ib OTBEICHUSI — BUHT U KOJIBIO

* PykaB 15 miBoB 1iMHOM 1 M

* PyxkaB Ju1s IBOB € pa3pe3oM JUIMHOU | cm

* PyxkaB s mBOB 7uHOM 2,3 cM

* PyxkaB Jy1s MBOB JJIUHOM 4 cM

Ilpumeuanue: Bce cooepicumoe enympenne2o nakema (Ui no0OOHA) CMepPUIbHO
U anupocenHo.

CopaepxnMmoe KoMnseKkTa yanmHuTens
(55 cm)

e VYanunutens qia 'CM
* JIMHAMOMETPUYECKUM KITHOY

*  CrepxeHb HHCTPYMEHTA JUUIs TYHHEJIN3ALMHU (C IPEABAPUTEIIBHO
BCTaBJIEHHOMN TPyOKOil)

* Pyuka MHCTpyMeHTAa Ul TYHHEIU3aluu

Ilpumeuanue: Bce cooepoicumoe 6nympenHe2o nakema (Uau no00OHA) CMepuibHo.

Co.qepxm MOe€e KOMMJieKTa MHCTPYMeHTa AnA
TYHHenun3aumnum
(28 cm Tpy6Ka n 35 cm B ANUHYy)
*  CrepkeHb MHCTPYMEHTA JIJIsl TYHHEIH3auH (C MPpeaBapUTEIbHO
BCTaBJICHHOW TPYOKOH)
* Pyuka mHCTpyMeHTa ISl TYHHEIH3AIUN

Ilpumeuanue: Bce cooepoicumoe enympenne2o nakema (Ui n00OOOHA) CMePUbHO.
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Conoepxumoe KOMMMeKTa 3anacHbIX YacTeun

e ManxeTa OTBEIEHUS

*  OrpaHuyuTeIh OTBEJICHUS — BUHT U KOJBIIO
* JluHaMOMETPUYECKUHN KITFOU

* PyxkaB Jy1s BOB IUHOM 1 cM

* PykaB 1 IBOB € pazpe3om JUIMHOU 1 cM

* PyxkaB jy1s mBOB AUHOM 2,3 cM

* PykaB 15 BOB TMHOM 4 cM

Ilpumeuanue: Bce cooepoicumoe nympenne2o nakema (U no00OHA) CMepuibHo.

Opyrme KOMNOHEHTLI

e IlynbT IUCTAaHIIMOHHOTO yIpaBieHUs ¢ OaTapesMu
*  Yexous 11 MynbTa JUCTAHIMOHHOTO YIIPaBICHUS

* 3apsHOE yCTPOHCTBO

* basoBas cranuus

* biiok nutanus

* BopoTHuk ajs 3apsaku (MaJeHbKUN U CPEeTHUN )

* Jlunkue HaKJIaIKU

*  KounbLo ans 3apsiiku 1 IPOTUBOBEC

* Kumnunyeckoe mporpaMMupyomiee ycTpoucTBo

*  BHemHuii mpoOHBIN CTUMYJISTOP

* barapes BHemHero npoOHOTo CTUMYJIATOpPA

+ Kabenb 1 ynnmuHUTEND AJIs1 ONIEPalluOHHON

* IR-unTepdeiic

» Jlepxarens IR-uaTepdeiica

+ Kabens ¢ USB-nopra Ha nocienoBarenbHbIi MOPT
*  JlopoxHBIN (Y TIISIp MalMeHTa

*  MexayHapoaHbIi Mpeodpa3oBareab MTUTAHUS

*  KoMmrutekT mysnpTa JUCTaHIMOHHOTO YIPaBIeHUS (ITyJIbT JUCTAaHIIMOHHOTO
ynpaBiieHus, baTapeu, 4exom)

»  Komrmiekt 1 3apsiaku (3apsiHOe yCTPONCTBO, 6a30Basi CTaHIMs, OJIOK TUTaHUS,
BOPOTHHK JIJIS 3aPSIIKH )
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Boxusnenue orsenenus s 'CM

BxusneHue orBegeHus gona N'CMm

B 3TOM pa3nene OIINCAaHbI peKOMeHI[OBaHHBIe Hpoue,uypm BXKUBJICHUSI CUCTEMBI
I'CM Vercise™. IIpuBenens! mporeaypsbl BBeaeHus oreeacHus aisa [[CM u
TGCTHpOBaHI/ISI BO BpeMH onepaum/l, a TaK¥XeE TYHHGJII/IS.aLII/II/I JUIA YI[JII/IHI/ITGJISI JUIA
I'CM u pa3melieHus: CTUMYIISITOpa.

Ilpumeuanue: Bo epems excusnenus cucmemvt ' CM Vercise cobntodaiime ocobyio
OCMOPONICHOCMb, UMOObL He 0ONYCMUums UHOUYUPOBanus.’

1 IIpumeuanme: J[i1g nonyueHus AOMOTHUTEIBHON HH(POPMAIIMK B OTHOILICHUH PEKOMEHyeMON MPaKTUKHU IS
npoueaypsl 'CM cM. crenyromue CCbUIKU:

Seijo F, Alvarez-Vega M, Lozano B, et al. (2009). «Common Questions and Answers to Deep Brain Stimulation
Surgery» In Rogers & Anderson (eds.), Deep Brain Stimulation. (pp. 1-29). New York, NY: Nova Science
Publishers, Inc.

Starr PA & Sillay K (2008). «Complication Avoidance and Management in Deep Brain Stimulation Surgery»
In Tarsy, Vitek, Starr & Okun (eds.), Deep Brain Stimulation in Neurological and Psychiatric Disorders.
(pp. 135-150). Totowa, NJ: Humana Press.

Umemura A (2007). «Complications and Avoidance» In Baltuch & Stern (eds.), Deep Brain Stimulation for
Parkinson’s Disease. (pp. 103-112). New York, NY: Informa Healthcare
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n peaBapuTeribHble yCiioBUs

OrnucanHble MPOLETypbl UMIIAHTALMKA HAUUHAIOTCS C BXKUBJICHUS oTBeneHus 1t ['CM.
[Ipeanonaraercsi, 4To ObUTH BBIMOTHEHBI CIAEAYIOIINUE MPOIIETYPHI.

* CrepeorakcuuecKkas pamKa /Wi IPOBEPOYHBIE TOUKH ISl CHCTEMBI 0€3 paMKU
HpI/IerH.]'IeHBI K HaI_[I/IeHTy.

* OmnpeneneHa xxenaemasi TpaeKTopus BBeaeHUs orBeaeHus st [[CM.

*  BrImosHeH pa3pe3 KOKH ToJIOBBI M POCBEPIICHO TPEMaHAIIMOHHOE OTBEPCTHE.

* B ciyyae ucnonp3oBaHMs KPBIIIKY 1711 TPENAHAMOHHOTO OTBEPCTHUS
SureTek™ ocHOBaHME KPBILIKH MPUKPEIUICHO K TPETIAHAIIMOHHOMY OTBEPCTHUIO
(CM. HHCTPYKILIMU N0 IPUMEHEHUIO B PYKOBOJICTBE, IOCTABIsIEMOM BMECTE
C KOMITJIEKTOM KPBILIKH JIJIs1 TPETaHAIMIOHHOTO OTBEPCTHS).

*  HyxHyto TpaekTopHio U IyOuHy pasmenienus oreaenus st [CM
MOYKHO ITPOBEPUTH C MIOMOLIBIO 3aIIMCU C MUKPOAJIEKTPOJOB UITH IPYTUM
HOAXOAALIMM CIIOCOOOM.

MmnnaHTauua orBegeHus ansa NICM

\

OtBenenus s 'CM OynyT BKUBJICHBI, a UX TepaneBTUYECKUii 3 (HEeKT mpoBEpeH.

1. Tloaroroswre orBeaeHue st 'CM k BxuBienuto. Ocmorpure orseaeHue s ['CM
Y OMPENEINTE, MOAXOAUT JIX OHO TSl BXKUBIICHHUSL.

2. Tpomycrute orBeaenue aiast 'CM yepes kaHION0, 4TOOBI 00ECIEYUTh HYKHOE
pasMelleHHe.

3. BcraBbre KaHIOMIO (C TOHKMM 30HJIOM) B MO3T Ha JKEJIaeMyI0 IITyOHHY.
Ilpumeuanue: [nybuna eedenus KanOIU ONPEOENIeMcsl 6PAUOM.

4. Cobepute orpaHUUUTENH OTBEICHUS, YACTUYHO BKPYTHB
4acTh BUHTA C pe3b00ii B OTBEPCTHE KOJIbIIA C PE3bOOI.

5. H3mepbTe HEOOXOAUMYIO IITyOMHY OTBEACHUS VIS

I'CM c nomouibio AaTyvKa Uiy JIMHEHKU U YCTaHOBUTE
orpannuuTenb orBeAeHus s 'CM Ha 3Ty 1yiuny. /‘
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Boxusnenue orsenenus s 'CM

Jlng ycranoBku orpannuurtens orseaeHus uist 'CM npoTonkHUTE OTBEEHUE s
I'CM B 11eHTp OTrpaHUYHTEIS OTBEACHUS, 3aTEM 3aTTHUTE BUHT. DTO 00€CTICUUT BBOJ
otBezieHus st 'CM Ha HEoOXoaMMYI0 TITyOUHY.

Ilpumeuanue: Yboeoumecs, umo ocpanuyumens omeedeHUs He COCKOIb3Hem
no omeedenuio ona I CM npu 3ayennenuu.

6. Bcrassre orBenenue a1 'CM ¢ TOHKMM 30HA0M Ha MECTO, B KaHIOIIO.

7. Bcrasbre orBenenue 11t 'CM 1 KaHIOMI0 B HAITPABIISIONLYO KaHIOIU
Ha MUKPOIIPUBO/IE.

8. Ilpukpenure orBenenue ains I'CM k MUKponpuBony.

9. VYb6enuteck, uTo GUKCUPYIOINTUI phIYar Ha pazbeMe Kales i OnepariMoOHHON
HAXOIUTCS B OTKPHITOM () TTOJOKESHUH.

10. IIponycTuTe npokcuManbHblii koHel oTBeneHus A I'CM ¢ TOHKMM 30HI0M
B OTKPBITHIN MOPT pazbeMa Kabessl B ONepariiOHHON.

Ilpumeuanue: J{na onpedenenusi mepmuHo8 «NPOKCUMANbHBIUY U « OUCTIATbHBIUY
8 91MOM PYKOBOOCMEE UCNOTIb3YENCsl NOJONHCEHUE CIMUMYTISIMOPA.

11. Ilporankusaiite koHeln orBeneHus A ['CM B mopt 10 OCTaHOBKH. Yiep:KuBaiTe
orBenenue 1 'CM Ha mecTe, 3amienkuBas PUKCHPYIOIIMA phluar B MOJIOKECHHUE
¢bukcarum (1).

12. Tlpukpenute pazbem Kadels OneparioOHHON K MUKPOTIPUBO/LY.

Ilpumeuanue: Ilpescoe uem nepemewjamo omseedenue 05 I CM k HyscHomy mecmy,
ybeoumecs, Umo MOHKUL 30HO HAXOOUMCSL 6HYMPU He20.

13. Memsienno nepemectute orsesnenue aias ['CM k Hy:)KHOMY MeCTY, UCTIOIb3Ys
MHUKPOIPUBO/I.
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TeCTMpOBaHVIe cTumMmynauun BoO BpemMmsA onepauuvm

Jlnst TpoBeIeHNsT HHTPAOTIEPAIIOHHOTO TECTUPOBAHUS CTUMYJISALIUHI BO BPEMs
IpOLIETyPHI UCIIOIB3YETCSl BHELIHUI MTPOOHBIN CTUMYJISTOP, KaOeb AJIs ONepalioHHOM,
YAJTHHUTEIb KaOems AJ1s ONepallMOHHON U KIIMHUYECKOE TPOrPaMMHUPYIOIIee YCTPOWCTBO
(KITY). Yanuaurens kabems Uit OnepalMoHHOM NpeiHa3HayeH /Uil BpeMEHHOTO
COEIIMHEHUS C KabeneM Ui ONepalvoHHOM, YTo0bI 00IerYuTh TECTUPOBAHHE
CTUMYJISILIMM 32 TIPeieTIaMU CTEPHIIbHBIX YCIOBH.

Ilpumeuanue: Credyrowue wiacu npusedeHvl MOIbKoO 071k KOHMPOIS 80 8PEMsL
npoyedypul. [na nonyuenus noopobHou uHgopmayuu no npoyedypam u
PEKOMEHOAYUAM NO MECTUPOBAHUIO CIMUMYTIAIYUU CM. PYKOBOOCHBO NO
npoepammuposarnuio I CM.

OCTOPOXHO! He norpyxaiite pa3beM WIH IITETICENb KaOes s OrepalioOHHON
B BONy U Japyrue xuakoctu. Kabdenb 11 onepannoHHON
MpeHa3Ha4YeH I OJHOPA30BOTO UCIIOIB30BAHUS; OH HE TIOJICHKHUT
[IOBTOPHOM CTEpUIIN3AIIH.

1. Tlpukpenure yaJIMHUTENTb KaOess I ONEPAMOHHON K KaOeIto JIJIsl OTIepaliMuOHHOM.
2. Y0enutech, YTO BHEUIHHUIA TPOOHBIH CTUMYISTOP OTKITIOUEH.

MNPEAYIIPEXIEHHUE. Bo n3bexaHne HEOXUIAHHOW CTUMYJISIIIMHM BCETa
OTKJIIOYAiTe BHEUTHUI MPOOHBIN CTUMYISTOD Mepen
MPUCOEANHEHUEM WM OTCOSAMHEHHUEM y3JI0B KaOeleu.

3. TlonkirounTe Kabenb ONeparmoOHHON K pa3beMy BHEIIHETO MPOOHOTO CTUMYJISATOPA,
MapkupoBaHHOTO «1-Ly». Ecnu ucnons3yrorcs nsa orsenenus aisi ['CM,
noacoenuHute jgeBoe oreenaeHue i 'CM k pazbemy «1-Ly, a mpaBoe oTBeaeHUE
1151 'CM — k pazbemy «2-R».
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Boxusnenue orsenenus s 'CM

4. C nomompto KITY wnm nynbra AMCTaHIMOHHOTO YIIPAaBJICHUS JI U3MEPEHUS
MOHOIIOJISIPHOTO TIOJTHOTO COIIPOTUBIIEHUS YOSAUTECH, YTO YPOBEHD ITOJIHOTO
COIPOTHUBIICHUS IPUEMIIEM.

IIpu ncnonb3oBanuu KITY KOHTaKTHI C BBICOKUM YPOBHEM ITOJIHOTO COIIPOTUBIICHUS
OyayT comepxarb KpacHyro OykBy X. [Ipu HCIIOIB30BaHUY ITyJIbTA AUCTAHIIMOHHOTO
YIPaBJICHUS KOHTAKTBI C BEICOKHM YPOBHEM IOJHOTO COITPOTHUBIICHHUS IPEACTABIECHBI
IIyCTBIMH NPSIMOYTOJIBHUKAMH.

Ilpumeuanue: Ilpu ucnonvzoeanuu nyroma OUCMAHYUOHHO20 YNPAGIeHUsl Ol
npocmMompa 3HaveHul noiHo2o conpomusnerus Haxcmume 'V .

5. Ouenurte pazmenienue orsenenus s 'CM.
a. OueHwure, TOCTATOYCH JIM YPOBEHb CTUMYJISIIIUM JIISI YMCHBIIICHHUS] CAMITTOMOB.

b. IIpu HEOOXOMMMOCTH OTpETYIUpYUTE pacnosiokenue oreeacHus a1 ['CM unm
napamMeTpbl CTUMYJISIIHH.

Ilpumeuanue: ToHKUll 30HO 00NHCEH OCMABAMBCI HA MECTE HA NPOMANCEHUU BCell
npoyedypsl 6sedenus omseedenus ons I CM u pecynuposku.

NPEAYIIPEXJIEHHUE. Bricokas IIIOTHOCTH 3apsiia MOXKET NPUBECTHU K
HeoOpaTUMBIM MOBPEXKIECHUAM TKaHel. Eciiu B cooTBETCTBUI
C IapameTpamu CTUMYJISLUHU IUIOTHOCTD 3aps/ia PEBBICUT
30 MxKir/cM?, Ha 9KpaHe KIMHHYECKOTO IPOrPaMMHPYOLIETO
YCTPOUCTBA MOSABUTCS MPELYIPEKICHUE.

HNPEAYNPEXIEHHUE. VYsenuueHnue unciia npOHUKHOBEHUH oTBeAeHus i ['CM
MOBBIIIAET BEPOATHOCTH KpOoBOM3IUsHUA. HeoOxonumocTh
HEOTII0)KHOM peBu3nun oTBeAeHus 1t ['CM cnenyer
MHUHUMHU3UPOBATH, UCIIONB3YS ISl BEPHOTO Pa3MEIICHUS
otBeneHuil 11 'CM ¢ nepBoil MONBITKY TEXHUKU
JOKAJIU3ALUHN L€, HATPUMED 3aIUCU MUKPOIJIEKTPOI0OB
Y BU3yaJIU3aIHIO.

6. OTKJIIOYUTE BHEIIHUI NPOOHBIN CTUMYIIATOP.

MNPEAYIIPEXXIEHHUE. Ecnu B MOMEHT OTCOSAMHEHUS KaOesei orneparmoHHOMI
BHEITHHUI MPOOHBIN CTUMYIISITOP BKJIFOYEH, MOXKET MPOU30UTH
HEOXKUJIAHHOE YCUJICHUE CTUMYJISILIIU.

7. OTtkirounTe Kabeb s OTEepalliOHHON M YITTHHUTEb KAOeIIs JJIs OTepaliiOHHOM
OT MPOKCHUMAaJIbHOTO KoHIa oTBeAeHus s ['CM.

8. VYbenurech, uto otBeAcHUE M1t [ CM HE CMECTUIIOCH C HY>KHOTO MECTa.
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3akpenneHue orBeaeHusa ansa 'CM

[Tocne pa3memmenus orBeaenus st ['CM ero He0OX0UMO 3aKPEIUT.

OCTOPOXHO! 3akpemsiite orBenenue st 'CM ¢ 0cTOpOoKHOCTBIO, UTOOBI €70
HE CMECTHUTb.

1. VYnanute orpaHUYMUTENb OTBEACHUS, OTKPYTHUB BUHT U OTCOECIMHUB OIPAHUYUTEIh
orBeneuuns ot orBeaeHus s [ CM.

2. MensieHHO BTSHUTE KaHIOIIO JI0 MOJO0XKEHUSI HEMTOCPEACTBEHHO HAJl TpeNaHAMOHHBIM
OTBEPCTHUEM, MPOJIBUHYB €€ HaJl TPOKCUMAaIbHOU YacThto oTBeaeHus st [ CM.
ByabTe ocTOpOXkHBL, 4TOOBI HE CMECTUTH oTBeZieHne st [ CM.

Ilpumeyanue: J[ns onpedenenus mepmMuHo8 «NPOKCUMAILHBIILY U « OUCTATbHBIILY
8 2MOM PYKOBOOCBE UCNONb3YEMC Sl NOTONCEHUE CIMUMYIAMOPA.

3. 3akpenuTte oTBeneHUE HA cBoeM MecTe. C cuctemoit Vercise™ pekoMeHIyeTcst
MCIIOJIb30BaTh KOMILJIEKT KPBIIIKH JJIsl TpernaHaluoHHOro otBepetus SureTek™
(Tax>ke MOYKHO HCIONIb30BaTh COOTBETCTBYIOIINN JOCTYTHBIN B TIPO/IaXKe
HAIOJIHUTEIb?). 3aMOJHUTE TPEMaHAIIMOHHOE OTBEPCTHE COOTBETCTBYIOIIUM
AOCTYIIHBIM B IIPOAAXXC HAIIOJITHUTCIIEM, HAITPUMCP TUAPOKCHUATIATUTOM (He BXOOUT
B KOMIUIEKT ITOCTABKH), COITTACHO MHCTPYKIIUSAM ITPOU3BOAUTENS.?

Ilpumeuanue: Ilpesicoe uem nanocums Kiet, yoaiume 8eCb KOCMHbIU B0CK
C HYmMpeHHel NOBEPXHOCMU KOCU.

Ilpumeuanue: Yoeoumecs, umo Kietl 1exHCUM 6POBEHb C 6ePXHEll NOBEPXHOCIbIO Yepend.
4. JlaiiTe KJI€I0 3aCTHITh COTJIACHO UHCTPYKIMSIM MTPOU3BOIUTEIIS.

5. VYmanuTe KOMIIOHEHTHI UMIUTaHTaTa oTBeAeHus 11 ['CM, ynepkuBasi OTBECHUE IS
I'CM ¢ noMoIIbI0 NIUIIOB C PE3MHOBBIMU KOHUMKAMH.

a. Ymaaure KaHIOJIO.
b. VYmanurte cucteMmy MUKPOIIPUBOJA.
C. VYmamuTe CTEpPEOTAKCHUECKYIO PAMKY.

d. VYpanure TOHKHUN 30H.

2 Orsenenue i 'CM, 3aKpeIuieHHOE U IPOTECTUPOBAHHOE C HCIIOIB30BAHMEM MaTepyaa JUlsl 3aIl0JHeHHs
MycCTOT B KocTsix Biomet Mimix QS, TuTaHoBol MUHU-TUTACTUHEI HA 12 MM Stryker, THTaHOBBIX BUHTOB Stryker
1 pyKaBa JyIsl IIIBOB C pa3pe3oM JUIHHOI 1 cM npomssoacTBa Boston Scientific. HeormyOnukoBaHHEIE TaHHBIE.

3 Ortsenenne gt 'CM, 3akpeIuieHHOE W IPOTECTHPOBAHHOE C HCIIONB30BaHNEM MaTeprana AJIsl 3aIl0THEHNS
MYCTOT B KOCTAX Biomet Mimix QS, TuTaHoBOit MUHH-IIIACTUHBI Ha 12 MM Stryker, THTaHOBBIX BUHTOB Stryker
U pyKaBa JUlsl LIBOB C pa3pe3oM JuinHoi 1 cM npousBozcTBa Boston Scientific. HeomyOnukoBaHHbIe TaHHBIE.
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NPEAYIIPEXKJIEHUE. He BcrapisiiTe ToHKHI 30H B oTBeaeHME 111 [ CM
MOBTOPHO, 1oka orBeaeHue it ['CM HaxoauTcs B Mo3re,
MOCKOJIBKY 3TO MOXKET MOBpeAuTh orBeaeHue st ['CM u/unn
MPUYMHUTH BPEJl MALUEHTY.

6. Ybenutecsh, uto orBeneHue st ' CM He cMeCTUIIOCh C HYKHOTO MECTa.

7. TlomecTtuTe pykaB sl IBOB ¢ pa3pe3oM Ha oTBeaenue At [[CM. Cobmromaiite
OCTOPOXXKHOCTB BO BpeMs pa3MeNICHUs pyKaBa ISl IIBOB, YTOOBI HE CMECTHTH
orBenenue 1 I'CM.

8. TloBopaumBaiiTe pykaB /sl IBOB, [TOKa pa3pe3 He OyJeT HanpaBiieH
B CTOPOHY Yepera.

Ilpumeuanue: Ecnu paspes pacnonoosicen nenpasunvto, omgederue o1a I CM moocem
ObIMb He 3auULeHO PYKABOM OIS UBOS U MOJCEM OKA3AMbCA 8 NPAMOM
KOHmMakme ¢ MUHU-NIACMUHOU.

9. Pa3mecTuTe MHUHH-TUIACTUHY (HE BXOAUT B KOMIUIEKT IMOCTABKH) HaJ PyKaBOM JJIst
mBOB U oTBeaeHueM 11 [ CM.

OCTOPOXHO! He pa3memniaiite MUHU-IUIACTUHY B IPSIMOM KOHTAKTE€ C OTBEICHUEM
st 'CM. Yoeautecsh, 4TO pyKaB JJisl IIBOB PACHOI0KEH MEXKIY
MHUHH-IUIACTUHOHN U oTBenenueM mist [ CM.

10. Ilpukpenure MUHHU-TJIACTUHY K YEPEMy COMIACHO MHCTPYKLUMSIM IIPOU3BOIUTEIIS.
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11. Ecniu ctumynisitop OyAeT BKHUBIATHCS BO BPeMsI OT/ISITBHON OIepaIli, MOrOTOBETE
orBenenue st ['CM mnist mpouenypsl “Bowcusnenue cmumynamopa’”.

a.

Jlist pa3nuueHust OTBECHUM MOMECTUTE PYKaB VISl IBOB Ha JIEBOE OTBE/ICHUE
it 'CM.

Beeaute HpOKCI/IMaJ'ILHHﬁ KOHCIL] OTBCACHUSA OJIA I'CM B MaHXCETY OTBCACHUA
J0 OCTaHOBKH.

Hpumeuauue: Obs3amenvbHo NOIHOCMbIO 6CIMABbIME npOKCuMaJZbeZZZ KOHeYy omeeoeHus

ons I'CM 6 manocemy omeedenus (cm. Hudice), 4modwvl pukcupyrouuii
PYKag vl pacnonodicer noo CMoNnOPHbIM 6UHIMOM.

:.I—I-I-I-I—I-I-l-.é— MNpaBunbHoO
:_-,u_u_-,-.-.-.-'__ HenpaBunbHo

Ilpumeuanue: Dukcupyrowuil pykas i1eeko OmIudUms 0nm KOHMAKmMos no OuHe

(cm. Hudice).

MpokcumanbHbIN KOHel oTBeaeHus ana NCM

KoHTakTbl  dukcupyrowmn
pykaB

[IpoBenute nTMHAMOMETPUYECKUN KITHOY Yepe3 1IEb B IEPETOPOAKE,
PAaCIIOJIOKEHHYIO CBEPXY MAaHKEThl OTBEICHUS.

3aTsaHuTe CTOHOpHBIﬁ BHUHT OO0 HICJIYKAa AMHAMOMCTPUYCCKOI'O KJIIr04a; 3TO YKaXXCT
Ha TO, 4TO CTOHOpHI)If/'I BHUHT ITOJTHOCTBIO 3aKPCIIJICH.

Ilpumeuanue: Ymobuvl 3amanyms CMonopHulil UHM, 0OHOU PYKOU 603bMUMECD

3G OCHOBAHUE MAHIICeMbl OMBedeHUsl, a Opy2oll epawjaiime
OUHAMOMEMPUYECKUL KN4 NO YACOBOU cmpelike 00 WeluKd,
o3Hauawe2o, Ymo CMoONOPHbIL GUHM NOJIHOCMbIO 3aKpenjieH. Ymoodvl
0C1abUmMb CMONOPHLBI BUHM, 8paAwalime OUHAMOMEMPULECKULL KI0Y
NpOMuUE YACOBOU CMPETKU.
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OCTOPOXHO! Kirou umeer orpaHU4€HUE IO KPYTALLIEMY MOMEHTY, 103TOMY
CTOTIOPHBIN BUHT HEJIB3S 3aTSAHYThH CIUIIKOM CHIIbHO. Mcronb3yiite
TOJIKO MOCTaBJICHHBIN K104, TOCKOJIBKY JPyTrue HHCTPYMEHTBI
MOTYT IIPUBECTH K YPE3MEPHOMY 3aTATMBAHUIO CTOIIOPHOI'O BUHTA
U OBpex1eHHto oTBeneHus st ['CM.

e. Cosgaiite TyYHHEIb JIJIs1 MPOKCUMAaIbHOTO KOHIA oTBeaeHus mid ['CM 1o mecra,
OJIM3KOTO K HY’KHOMY PaCIOJIOKEHUIO pasbeMa yumuHUTeNs 111 ['CM.

Ilpumeuanue: Boston Scientific pexomeHdyem pacnoniazamos pazvem YOrunumers s
I'CM 3a yxom.

OCTOPOXHO! Pa3memienue pazbema yummHutens uist 'CM B oGnacTu 1men MoxeT
MOBBICUTBH PUCK COOS1 YCTPONCTBA U3-3a MIEHHBIX JBUKEHUH.

f. Co3pmaiiTe kKapMaH MoJ KOXKeH 11 U3MUIIKOB oTBeaeHus st ['CM
1 MaHXKETBI OTBEJICHUS.

g. CkpyTute U3IUIIHUNA Matepuan otBeenus st ['CM noa Koxel rojgoBbl
B KapMaH, IIoka He OyJIeT TOTOBO MOACOeANHEeHNE K yumuHuTeno 11 ['CM.

Ilpumeuanue: Omeedenue O [ CM moocrno nooxkarouums K yonunumento oas I CM u
CIUMYIAMOPY 80 8pemMsi OmOenbHoU onepayuu nosoice. Cm. “Bowcusnenue
cmumynsmopa’ na cmp. 196.

12. TToBTOpUuTE MIpouienypy “‘Umnaranmayus omeedenus ons I'CM™ niis BToporo
otBeneHus 1 ['CM. HCcTpyMEHTOM 1Sl TYHHEJIU3AIWU CO3JJaliTe TYHHEIb
1u1st BTOporo otBeAeHus st ' CM Ha Toil jke CTOpOHE, U4TO M IIEPBOE OTBEACHHE.

13. 3akpoiite pa3pessl.
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B>XxuBneHue ctumynsaTtopa

CTI/IMYHHTOP MOKHO BXXHMBUTDH CPaly IMMOCJIC BX)KUBJICHUA OTBCACHUA OJIA I'CM
" TCCTUPOBAHU BO BpEMs OIICpallu UJIKU BO BpEMs OTJEIIbHOMU Oorcpanuru.

ObHaxeHue oTrBegeHua gna ICM

1. Tlponanbnupyiite MmanxeTy orBenenus s ['CM u otBenenue nisa 'CM non
KOKell T'OJIOBBI.

2. OTMeTbTE U clieNaiiTe pa3pes Ha KOXKE TOJIOBBI, YTOOBI OOHAXKUTHh MAHXKETY
oTBeneHus. bypre 0cTOpOXKHBI, 4TOOBI HE MOBPEIUTH U HE TOPE3aTh OTBEACHHE
mist 'CM.

3. Oo6naxwute orBenenue aisa ['CM 1 MaHXKeTy OTBEACHUS Yepe3 pa3pes.

4. C noMomp0 JUHAMOMETPHUYECKOTO KIII0YA YIAJIUTE U BHIOPOCHTE MAHKETY
OTBEJICHMUSL.

Ilpumeyanue. Ymobwvl ocrabume cmonopHulll 6uHmM, 8paujatime OUHAMOMEMPULECKULL
KJIH0Y NPOMUS 4aco8ol cmpenku. Ymobuvl 3amsanyms CmonopHulil GUHM,
spawavime OUHAMOMEMPULECKUL KII0Y NO YACOBOU CMpeJIKe.

5. IIpocyumTe npokcuMaibHbIN KOHEel oTBeaeHus st [ CM.
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NoacoeanHeHue otBegeHus gna N'CM K yanuHuTtenio
ana 'CM

CTONOpHbLIN BUHT

/

wwwrxww—m

¢ . _

YanuHutensb gna ICM OtBepeHue ona ICM

1. OO6s3arenbHO yOeAUTECH, YTO CTOTIOPHBIN BUHT HE OIPaHUYMBACT BXOIHOE OTBEPCTUE
pazbema yauautens a1 I'CM, oTKpyTHUB CTOTIOPHBIN BUHT HAa OJIMH WU ABa
IIOBOPOTA C IOMOIIBIO JUHAMOMETPHUYECKOIO KiIto4a. Bo3bMHUTECH 32 OTBEACHUE IS
['CM psiioMm ¢ GUKCUPYIOITUM PYKaBOM OJTHOM PYKOM.

NMpokcMmanbHbIN KOHel oTBeaeHusa ana NCM

e
' i | OTtBepeHue ana ICM
KoHTaKTbI dukcupyrowmumn
pykaB

Ilpumeyanue: DuKkcupyrowuti pykaes 1e2Kko Omaudums onm KOHMAaKmos no oonvuiell Onune.

2. Ilporonkuure orBenenue 1 I'CM B pazbem yminnutens 1uist 'CM, noka anexTpoasl
otBeneHus 1 I'CM He coBMecTsATes ¢ KoHTakTaMu yanunutens s ['CM. [lpu
BXOJI€ KXKJIOTO 3JIEKTpoAa B pazbeM ymIuHUTeNs 11t ['CM MOXKeT 4yBCTBOBATHCS
HEKOTOpOE CONPOTHBIIEHUE. BaM 10KHO OBITH BUTHO JIEKTPO/IBI OTBEICHUS IS
I'CM 1nipu ux npoxoxaeHuu uyepes pazbeM yamuHuTens s ['CM. Ilpu yctanoBke
Ha MECTO IOCJIEHErO NIEKTPOAA MOXKET YyBCTBOBATHCS JOIOIHUTEIBHOE
COIIPOTUBJICHUE.

»—.;—.‘r.;.'r;m;.r\.{;'."mm !-JJ_U—J.'~J<;!I—-—
MpaBunbHO HenpaBunbHo

3. OcwmoTtpute Bce U yOenuTech, 9To MEKTpo bl oTBeneHus it [ CM coBMenIeHbI
¢ koHTakTaMu yanuautens it ['CM. Eciu oHM He COBMEIIEHBI, TPOI0HKanTe
yaepxkuBarh oTBeaeHue 11 ['CM psaoM ¢ GUKCHPYIONTUM PYKaBOM U TOJIKAUTE
ANIEKTPOJIbI, YTOOBI MPOJBUHYTH UX 10 COBMELICHHS C KOHTAKTaMH YIIMHUTENS
st 'CM. TIpu HeoOXOAMMOCTH ClieTKa MPOTATUBANTE OTBEICHUE 00paTHO, a 3aTeM
CHOBA IPOABUTANTE 3JEKTPO/IBI 10 COBMEIIECHHUS, [IOKA KOMIIOHEHTHI HE 3alMyT
HE00XO0IUMOE TOJIOKEHHE.

Ilpumeuanue: Heobxooumo nonnocmuio ecmagums omeedenue 011 1 CM 6
pasvem, umobvl QuKrcupyowull pykas Ol pacnonodtcer noo
CMONOPHLIM BUHMOM.

4. B 3TOT pa3 He 3aTAruBaiiTe CTONOPHBIN BUHT.

5. TloBtopute maru ¢ 1 o 3, 9T00BI MOACOCTUHUTD BTOpoe oTBenenue s [ CM
KO BTOpoMY ymiinHuUTEN0 1711 ['CM.
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6.

[IpoBepbTe MOTHOE COMPOTHBIICHUE COSAMHEHUS U yOeTUTECh, YTO BBl HAJUICKAIIM
oOpa3om coBmecTmiid orBefeHus st I'CM ¢ pazbemom yumunutens st ['CM.
Hcrnonp3yiiTe BHEIIHUN MPOOHBINA CTUMYIIATOD, Kabeb ONepallMOHHOM, YIJTHHUTETh
Ka0eJIs onepaloOHHON M KITMHUYECKOe mporpaMmmupyroree yerpoitctro (KITY) ms
TE€CTUPOBAHUS MTOJTHOTO COMPOTUBIICHUS. YATUHUTENb KaOes A ONepaliOHHON
npeaHa3HaueH AJIi BpEMEHHOTO COSMHEHMsI ¢ KabeleM JJisl OTIepalliOHHOMN, YTOOBI
00JIErYUTh TECTUPOBAHUE CTUMYJISLIMY 32 IIPEJEIIaMU CTEPUIIbHBIX YCIOBUH.

Ilpumeuanue: Credyowue wiazu npusedensbl MoIbKo 0l KOHMPOJISL 80 8PEMsL

npoyeoypul. [nsa nonyyenus noOpooHou ungopmayuu no npoyeoypam
U PEKOMEeHOayUsAM No MecCmupO8aHUIO NOTHO20 CONPOMUBTEHUSL CM.
PYK0BoOCcm80 no npoepammuposaruio I CM.

OCTOPOXXHO! He norpyxaiiTe pa3beM WM IITENceIb Kades A OnepauoHHON

7.
8.

B BOJY U Jipyrue xuakoct. Kabenb 11 onepannoHHOM
IIPEIHA3HAYEH U1 OJHOPA30BOI0 UCIIOIb30BaHUs; OH HE IIOJIEKUT
IIOBTOPHOM CTEPUIIN3ALUH.

HpI/IerHI/ITe YAJIUHUTCIIb Ka0ens JJI OHCpaHHOHHOﬁ K Ka0eIro JJIA OHCpaHHOHHOﬁ.

Y6enutech, 94T0 BHEITHUN TPOOHBIN CTUMYIISITOP OTKIJIFOUYEH.

NPEAYIIPEXJIEHHUE. Bo u3bexaHne HEOXHIaHHON CTUMYJISIIUN BCETIa

10.

OTKJTFOYAalTE BHEIITHUM MPOOHBIA CTUMYJIATOP TIEepe
MPUCOEAMHEHNEM WIIM OTCOECAMHEHUEM y3JI0B KaOeeH.

[MoaxnrounTte kabeap OMEePalMOHHON K pa3beMy BHEITHETO MPOOHOTO CTUMYJIATOPA,
MapkupoBaHHOTO «1-Ly. Eciin ucnions3yrorest 18a orBenenus st ['CM,
noacoenuHute jgesoe oteaeHue i 'CM k pazbemy «1-Ly, a npaBoe oTBeaeHUE
1151 'CM — k pazbemy «2-R».

C nomomnipto KITY nnu nmysnbsra AUCTAaHIIMOHHOTO YNPABICHUS ISl U3MEPEHUS
MOHOIIOJIIPHOTO TIOJTHOTO COMPOTUBIIEHUS YOESAUTECH, YTO YPOBEHD ITOJIHOTO
COIPOTHUBIICHUS IPUEMIIEM.

IIpu ucnonb3oBanuu KIIY KOHTaKTHI C BEICOKUM YPOBHEM ITOJIHOIO COIIPOTUBIICHUS
OynyT comepxarb KpacHyto OykBy X. IIpu ucnonbp3oBaHUM MyIbTa JUCTAHIIMOHHOTO
YIPAaBIEHHUS KOHTAKThI C BBICOKMM YPOBHEM IIOJHOTO CONPOTUBIICHHUS ITPENCTABICHBI
IIyCTBIMH NPSIMOYTOJIBHUKAMH.

Ilpumeyanue: Ilpu ucnonvzoeanuu nyroma OUCMAHYUOHHO20 YNPABIeHUsl Ol

npocmompa 3HAYEHUL NOTHO20 conpomueleHus Hasikemume V.
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COopka MHCTpYMeHTa AnA TYHHenusauum

WNHcTpyMeHT U1l TYHHENU3aluy U TpyOKa MOCTABIAIOTCS IS 00JerYeH s TyHHeIn3aluu
yumuauTens s CM.

<— Pyuka
VHCTPYMEHTa

CrepxeHb

1. Tpuxpenure pydky HHCTpYMEHTA JJIs TYHHEIM3ALHUU K CTEP>KHIO, IOBEPHYB
(UKCUPYIOLIHI MEXaHU3M I10 YaCOBOM CTpEJIKE.

a. Ilporonkaurte GuUKCUpYIOMINIE MEXaHU3M Y OCHOBAHUS PYUYKU UHCTPYMEHTA
Ha CTEP>KEHb.

b. VYnepkuBas pyuKy HHCTPYMEHTA U KOHYUK HHCTPYMEHTA JUIsl TYHHEJIU3alluy,
BpalllaiiTe CTepKEeHb BIIEPE U Ha3ajl, MOKa pyyKa HE «CAJIET» Ha CTEPKEHb.

c. Kpenko ynepxuBasi KOHEIl HHCTpPYMEHTA /ISl TYHHEIH3AIUU, YTOOBI COXPAHATh
HETOJABUKHOCTb CTEPXKHS, IOBEPHUTE (DUKCHUPYIOLINN MEXaHU3M TI0 YacOBOI
CTpEJIKe, I0Ka OH He OyJeT 3aKperuicH.
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TyHHenusauua orBeaeHUAa n yanuHutensa ana NCM

1. CoznaiiTe kapMaH AJi1 CTUMYJIATOPA MO KOXKEH B MECTE HUKE KITFOUMIIBI HA TOU Ke
CTOPOHE, Iie 0TBeAeHue U yiuHuTenu uist ['CM.

Ilpumeuanue: Boston Scientific pekomenoyem pasmewjames CMUMYISMOP NOO KAIOYUYell.
a. OTMeTbTe pacnooXKeHHE Ha KapMaHe.

b. Hcnonb3yiiTe mabdiaoH, YTOObI OUEPTUTH MPEAIIONaraeMblii KapMaH 1 00eCeUuTh
€ro ONTUMAJIbHBIN pa3Mep.

c. Kapman nomken ObITh He TIIyOXKe 2 cM; Ha OoJbIIel TTyOrHe 3apsiKa
CTUMYJIATOPA MOXKET ObITh HeA((HEKTUBHOM.

Ilpumeuanue: Pasvep kapmana 0ondicer ObIMb HACMOILKO MAJ, YMOObI CIUMYIAMOD
He nepesepHy’icsl.

2. OtMeTbTe MapuIpyT TyYHHEIHU3ALUN OT MECTA PACTIOIOKEHUS TTOIKIFOUNIHOTO
KapMaHa 0 pa3pe3a HaJl yXOM.

3. BBeauTte COOTBETCTBYIOLIUI MECTHBIN aHECTETUK BJIOJIb MaplLIpyTa TyHHEIN3ALNH.

OCTOPOXHO! Cruenure 3a Tem, 4TOOBI IIPX BBEIEHUHA MECTHOTO aHECTETHUKA
b
HE MTPOKOJIOTh U He NoBpeauTh oTBeaeHue s ['CM u npyrue
KOMIIOHEHTEL.

4. Cospgaiite MOIKOXKHBIA TYHHENb OT pa3pe3a HaJl yXOM BIOJIb MapIHIpyTa
TYHHETIU3aIlUH 10 KapMaHa CTUMYJISTOPA.

NPEAYIPEXIAEHHUE. ]leiicTByiiTe OCTOPOKHO, YTOOBI HE 33/I€Th Ba)KHbIE
CTPYKTYPBI BIOJIb MapuIpyTa TYHHEIU3ALNH, HAIPUMEP
IJIEUEBOE HEPBHOE CIUIETEHUE U SIPEMHYIO BEHY, [TIOCKOJIbKY
ATO MOKET NPUYMHUTH BPEJ NALUCHTY.

5. Tlpu HEOOXOAMMOCTH COTHHTE MHCTPYMEHT ISl TYHHEIU3AINH JI0 HYKHOU (OPMBI.
OCTOPOXHO! He crubaiite pukcupyromnme coeTnHeHHUS.

6. Korna kKoHUMK MHCTpYMEHTA /IS TYHHEIU3aluU Oy/IeT MOJIHOCTBIO PACKPBIT,
OTKPYTHUTE U YAAIUTE PYYKY HUHCTPYMEHTA JUUIsl TYHHEIIU3ALUH.
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7. 1lpouHO BO3bMMTE KOHUMK OJHOM PYKOM U, yep>kuBasi TpyOKy Ha MecTe Ipyroi
PYKOH1, BBITSSHUTE CTEPKEHBb U3 TPYOOUKH.

8. IIpoTonkHuTe NpokcuMalibHble KOHIB! yrmuHuTenei st 'CM gepes TpyOKy, 3aTem
ybepure ee.

9. OnuuoHanbHO 3aKpenuTe pazbeM ymHuTens 1 'CM Ha dacuuu, UCIob3ys BB
W/WIIN pyKaBa ISl IIBOB.

OCTOPOXHO! He ucnonb3yiiTe NOJIUIPONUICHOBBIE IIBbI, TOCKOJIBKY OHU MOTYT
MOBPEANTH pyKaB Juis 1BOB. He 3ammBaiiTe HENOCPEICTBEHHO Ha
yumauTene st 'CM 1 He ucnonb3yiTe KpoBOOCTaHABIMBAIOIINI
3aKUM Ha kopnyce yunuHutens aist ['[CM. 31o MoxeT NoBpeauTh
n3osAnuio yamauarens s 'CM.
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NMoacoeanHeHne ctumynaTopa

JBoitHoe moacoequnenue orpeaenus 1 'CM

[Toncoeauuute NEBBIN YIIIUHUTED [TogcoenuuuTe NMpaBblil YIJIMHUTED
g I'CM k nopty 1-L i 'CM k nopry 2-R

NeBbint  MMpaBbIn

1-L 2-R

1. IlonHOCThIO BCTaBbTE BXOAALMI KOHEL yuyiMHUATENS 1151 'CM B cTumyIsaTop
JI0 OCTaHOBKHU.

a. BcraBpTe 3amIymiKy A1t OCHOBAaHUS, YTOOBI YOIUTHCS, YTO CTOTIOPHBIC BUHTHI
He OJIOKHPYIOT pa3beM.

b. Ilepen BcTaBKoil MpOTpUTE KOHTAKTHI yanuHuTens it ['CM.

c. Bcraswre ynmunutenu ans 'CM B ocnoBanue. [locie moiaHOM BCTaBKH KOHYUK
yamHUTENs 1711 ['CM npoCKob3HET B 3a/IHIOI0 YacTh TOPTa, a GUKCUPYIOIITUI
pykaB ymuautens I'CM OyneT pacnoiokeH MoJi CTOMOPHBIM BUHTOM.

OCTOPOXHO! [Ilpexnae yem 3aTaruBarh CTOINIOPHBIN BUHT, yOEAUTECH B
HaJylexalel BecraBke yaymaurens 1uist ['CM, npoBepuB noinHoe
CONPOTHUBJIECHHUE. 3aTATUBAHUE CTOIIOPHOTO BUHTA HA KOHTAKTE
MOJKET MOBPEANUTD yanuHuTeNb A1 ['CM.

2. HpOKOHTpOHHPYﬁTC IIOJTHOE€ COIIPOTHUBJIICHUC, YTOOBI IIPOBEPUTH COCANHEHU S, ITPEKIEC
4CM 3aTATruBaTb CTOHOpHLIﬁ BHUHT.

a. YacTHYHO MOMECTUTE CTUMYJISTOP B MOAKOKHBIN KapMaH.

b. TlpoBepsre 3HAYEHUSI IOJIHOTO COMPOTHBIEHHS C TIOMOIIBIO MYJIBTA JUCTAHITHOHHOTO
YIPABJICHUS WIN KIMHAYECKOTO TPOrPaMMUPYIOIIETO YCTPOMCTBA.
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BoxuBieHue ctumynstopa

3. VYbenutech, uTo puKcUpyrommil pykas yuauauTeNs s ['CM pacrionoxkeH
HEMOCPEICTBEHHO 0] CTOITOPHBIM BUHTOM Ha OCHOBAHUH CTHMYJISATOPA.

MpaBunbHO

HenpaBunbHO

Ilpumeuanue: Duxcupyrowuil pyKas 1e2ko OMIUYUmMs Om KOHMAKMmMos no OJuHe
(cm. Hudice).

MpokcumanbHbIN KOHel oTBeaeHus ana NCM

KoHTakTbl  dukcupyrowmit
pykaB

4. IlpoBeauTte TMHAMOMETPUUYECKHI KITIOY Yepes3 IIejb B EPErOpoIKe, PacloloKEHHYIO
CBEpXY OCHOBAHHUS CTUMYJISATOPA.

5. 3arsgHHTE CTONOPHBIN BUHT B CTUMYJISITOPE JI0 LIETYKA JUHAMOMETPUYECKOTO KITH0Ua;
3TO YKaKET Ha TO, YTO CTOIOPHBIA BUHT MOJTHOCTBIO 3aKPEIUICH.

Ilpumeuanue: Ymobuvl 3amanyms CMonopHulil UHM, 8pAWALime OUHAMOMEMPULECKULL
KJI0Y nO 4acosou cmpenxe. Ymobwi ociabums cmonopHulii 6UHM,
spawavime OUHAMOMEMPULECKUL KII0Y NPOMUB 4ACOBOU CIMPEIIKU.

OCTOPOXHO! Kirou umeeT orpaHU4eHUE 110 KPYTALEMY MOMEHTY, 1I03TOMY
CTOIIOPHBIN BUHT HENb3$ 3aTSHYTh CIIMIIKOM CHIIbHO. Mcnionb3yiiTe
TOJILKO ITOCTABJICHHBIH KIII0Y, IOCKOJIBKY JIpYTHe€ HHCTPYMEHTBI
MOTYT NPUBECTU K YPE3MEPHOMY 3aTSATMBAHUIO CTOIIOPHOTO BUHTA
Y TIOBpEeXIeHHIO oTBeneHus st ['CM.
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PyxoBonctBo mis Bpada: cucrema 'CM Vercise™

6. OcMoTpuTe BCE U YOSTUTECH, UTO AIEKTPOILI OTBeeHU st ' CM coBMeTIeHbI
¢ koHTakTaMu yuymHUTeNs 111 ['CM. Ecnii oHM HE COBMEIIEHBI, TPOIOIKANTE
yaepxkuBarh oTBeAeHue it ['CM psaoM ¢ GUKCHPYIONTUM PYKaBOM U TOJKAUTE
ANIEKTPOJIBI, YTOOBI MPOJBUHYTH UX 10 COBMELICHHS C KOHTAKTaMH YITMHUTENS
st 'CM. TIpu HeoOX0AMMOCTH ClieTKa MPOTATUBANTE OTBEICHUE 00paTHO, a 3aTeM
CHOBA IPOABUTANTE 3JEKTPO/IbI 10 COBMEIIEHHUS, [TOKA KOMIIOHEHTBI HE 3alMyT
HEOO0XOMMOE TTOJIOKEHHE.

MpaBunbHO HenpaBunbHo

7. TIpOKOHTPOIUPYHTE MOTHOE COMPOTUBICHUE, YTOOBI TPOBEPUTH COSAMHEHUS, TIPEIKIC
YeM 3aTATUBATh CTOTIOPHBIN BUHT.

OCTOPOXHO! [Ilpexnae yem 3aTaruBaTh CTOINIOPHBII BUHT, yOEAUTECH B
HaJJIexkale BctaBke yummHutens s ['CM, npoBepuB MOJIHOE
COTIPOTHUBJICHHUE. 3aTATHBAHUE CTOIMIOPHOTO BUHTA HA KOHTAKTE
MOXET MOBPEANUTH yanuHuTenb A ['CM.

8. IlpoBenuTe nMHaMOMETPUYECKUH KIIIOU Yepes3 LIENb B IEPETOPOJKE, PACIIOIOKEHHYIO
cBepxy pazbema ymuHuTens s [CM.

9. 3argaHuTE CTONMOPHBIN BUHT B pazbeMe ymmmHauTens 11 ['CM 1o menyuka
JTUHAMOMETPHUYECKOTO KIIF0Ua; 3TO YKaKET Ha TO, YTO CTOIIOPHBIA BUHT
MOJIHOCTBHIO 3aKPETLICH.

OCTOPOXHO! Kirou umeeT orpaHu4eHUE 110 KPYTALEMY MOMEHTY, I03TOMY
CTONIOPHBIM BUHT HEJIb3S 3aTSIHYTh CIMIIKOM CWIBHO. Mcrionb3yiiTe
TOJIBKO TTOCTABJICHHBIN KJIIOY, TOCKOJIbKY JPYTHe HHCTPYMEHTHI
MOTYT MIPUBECTH K UPE3MEPHOMY 3aTATUBAHHUIO CTOTIOPHOTO BUHTA
Y MOBPEKICHUIO oTBeieHus 1t ['CM.

Ilpumeuanue: Umodvl 3amanymv CMONOPHBLI BUHM, OOHOU PYKOU 803bMUMECH 3d
OCHOB8aHUe YOIUHUMENs, a Opy20ll epawjatime OUHAMOMEMPUYECKULL
KJH0Y NO 4acosou cmpenke. Ymobwi ociabums cmonopHulil 6UHM,
spawaiime OUHAMOMEMPULECKUL K04 NPOMUE YACOBOU CMPEIKU.
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BoxkuBneHue cTuMynaTopa

10. IToBropuTe mwaru 1-9, yToOBI 3aTAHYTH BTOPOH CTONOPHBIN BUHT CTUMYJISTOPA
Y CTOIOPHBINA BUHT Ha BTOpoM yuyuHurene st ['CM.

11. [TomMecTuTe CTUMYIATOP B MOAKOXKHBIA KapMaH TaK, 4TOOBI TPaBUPOBKA « ITOU
CTOPOHOH BBEpX» ObliIa HAIpaBJIeHA K KOXKE MapajlIeIbHO TOBEPXHOCTH KOXKHU.

MNPEAYIIPEXXKJIEHHUE. Hanpasnenue HenpaBUIbHON CTOPOHBI CTUMYJISATOPA K KOXKE
MOXET MPUBECTH K HEBO3MOXKHOCTH 3apsIIUTh €T0 H/HITH
IIPOBECTU PEBU3UOHHYIO OIEPALUIO.

a. Ckpyrture m3numHuil ynauautens ['CM BOKpyr nepumMeTpa CTUMYISITOpA.

HNPEAYIIPEXJAEHHUE. W36eraiite pazMenieHus W3numHero ymuauTes 1 ['CM
Ha BHEIIHEH MOBEPXHOCTU CTUMYIIATOPA, TOCKOJIBKY 3TO
MOJKET MOBBICUTH BEPOATHOCTh 3PO3UH WU TIOBPEKICHUS
TKaHE# BO BpeMsl Ollepalyu 10 3aMEHE CTUMYJIATOPA, & TAKKE
MOMEIIIATh €ro 3apsIKe.

b. OnimoHaIbHO MPHUKPENHUTE CTUMYIATOP K (haclnu, HAJIOKUB HIBBI Yepes
OTBEPCTHS B OCHOBAaHUH CTUMYJSATOPA.

12. 3akpoiite pa3pessbl.

OCTOPOXHO! Caenute 3a TeM, 4T00BI, 3aKpbIBasi pa3pe3bl, HE MOBPEAUTH
oteezenue it ['CM, cTUMYISITOp WK IpYTHE BXKUBJICHHBIC
KOMITOHEHTBHI.

Ilpumeuanue: 3axpuvisas paspes HAO PA3ZLEMOM YOIUHUMENS, OPUEHMUPYLmMe pazbem
VOIUHUMENSE MaKum 00pazom, 4modbl MUHUMUZUPOBAb €20 BUOUMOCHb
100 Kodcel.
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PyxoBonctBo miis Bpada: cucrema 'CM Vercise™

PeBu3nu n nasnevyeHme CUCTemMbl
F'CM Vercise™

Ecnmu Heobxomumo ynanmuts Beto cuctemy ['CM Vercise (CTUMYISTOD, YIJIMHUATEH JUIS
I'CM u otBenenus myist 'CM), B mepByto ouepenb HEOOXOAUMO U3BJICUb OTBEACHUS IS
I'CM (xak omucaHo HUXeE), 3aTeM yutuHUTEH 1 ['CM, 1 B KOHIIE — CTUMYJIATOP.
Taxoit mopsiI0K JOKEH YMEHBIIUTH BEPOSITHOCTh PACTIPOCTPaHEHUS! MHPEKIUU

B HaIpPaBICHUH OTBEPCTHUS B Yepere.

N3BneuyeHue orBeaeHusa ana NICM

MNPEAYIIPEXIEHUE. W3snekas cucremy I'CM Vercise, BBITATUBaTE
orBeaenue s 'CM u3 Mecrta 3a yxoM, a HE U3 MecTa
BO3JI€ TPEMAHAIIMOHHOTO OTBEPCTHS, YUTOOBI U30€XkKaTh
MOTEHIIUATBHOTO PACIPOCTPAHEHUS HHPEKITUN
B HaIlpaBJICHUU OTBEPCTHUS B Uepere.

1. OTxiIrOYUTE CTUMYIATOP.
2. ITlpomanbnupyiTe KOXKY TOJI0BBI, YTOOBI OOHAPYKUTh MUHU-TUIACTHHY.

3. BrinonHuTe paspes BO3J€ MUHU-IIJIACTUHBI, YTOOBI OTKPHITh MUHU-IUIACTUHY U
otBenenue st 'CM. BynbTe 0cTOpOKHBI, YTOOBI HE MOBPEIUTh U HE MOPE3aTh
otBeaenue s ['CM wnm pykas 181 IIBOB.

4. Ilepepexsre orBeaenue g ['CM Ha paccTOsIHUM IPUMEPHO B 2—3 CM OT MUHHU-
IUIACTHHBI, OCTABUB JOCTATOYHO JJIMHBI, YTOOBI 3aXBaTUTh OTBEJCHHUE.

5. OTKpyTHUTE BUHTBI, yAECPKHUBAIOIINE MUHU-TUIACTUHY, U MSTKO €€ yAaJIuTE.

6. Hcnonp3yiiTe COOTBETCTBYIOIIME METOIBI JJIsl yaanieHus otBeaeHus 1t ['CM
C KJIEEBOU OCHOBBEI.

7. MenneHHo U MATKO BBITSHUTE oTBeieHne Juist 'CM U3 HepBHOM TKaHU, IPU STOM
TAHUTE KaK MOXKHO NEPIEHIUKYISPHEE K yepely. [Ipy BeITArMBaHUM OTBEICHUE [
I'CM nomxHO noaBeprarbCsi MUHUMAaJIbHOMY COIIPOTHBIICHHUIO.

8. IlpomanmpnupyiiTe 30HY MO KOXKEM roia0Bbl, YTOOBI OOHAPYXKUTH PA3bEM YIITUHUTEIS
g 'CM.

9. Beinonnaute paspes, 4ToObl OTKPHITH oTBeieHue st ['CM 1 pazbeM yUTHHUTEIS
115t 'CM. Bynbre oCTOpOXKHBI, 4TOOBI HE TIOBPEIUTH BXKUBJICHHBIC KOMITOHEHTHI
1 00ecneunTh BO3MOXKHOCTD HaJJIEXKAIIIETO aHAIN3a 110CIe U3BICUCHHUS.

10. OcnabbTe CTONMOPHBIN BUHT pazbeMa Ha ynnuHuTene s ['CM ¢ moMoIbo
MIOCTaBJICHHOTO JMHAMOMETPUYECKOTO KITI0Ua.

Ilpumeyanue: Ilepeo ocrabnenuem cmonopHo2o uUHmMa HeobX0OUMO NOTHOCMBIO
6CMAUMb OUHAMOMEMPULECKULL KITIOY.

Ilpumeuanue: Ymobuvl 3amsnyms CMONOPHLLIL UHM, 8PAYATIME OUHAMOMEMPULECKULL
KJIH0Y N0 4acosou cmpenxe. Ymobvi ociabums cmonopHwlil 6UHm,
sépawavime OUHAMOMEMPULECKUL KI0Y NPOMUSE 4ACOBOU CIMPEIKU.

11. Orcoequnute otBeaenue ais 'CM ot ynmunurens aius 'CM.

12. OCTOpOXXHO MOTSHHUTE 32 OCTAIBHYIO YacTh oTBeAeHus st [ CM uepes paspes
3a yXOM.

PyxoBoactBo s Bpaya: cuctema 'CM Vercise™
91098825-10 206 u3 341



Pesusuu u usBneuenue cucrembl 'CM Vercise™

HNPEAYIIPEXIEHHUE. Orteenenue nist ['CM crenyer BHITATMBATh U3 MECTa 3a
YXOM, a HE BO3JIE TPEMAHAI[MOHHOTO OTBEPCTHS, YTOOBI
n30exaTh MOTEHIIMAIBHOTO PACTIPOCTpaHEeHU HHPEKIIUN
B HaIpaBJICHUH OTBEPCTHUS B Yepere.

13. Ecnu BBI 3amensiete orBenenue st ['CM, crnenyiiTe HHCTPYKIUAM pasena
“Umnnanmayusi omeedenus ons I’ CM”.

Ecnu B m3Biekaere Beto cuctemy ['CM Vercise™, nepeiinre k mpoueaype
“Uszeneuenue yorunumeneti onsi ' CM™.

B npotuBHOM cily4ae 3aKkponTe pa3pessbl.

14. OtnpasbTe u3BneueHnble orBenenus s ['CM B Boston Scientific.

U3BneuyeHne yanuHutenen ana FrCM
1. OTkIr0YUTE CTUMYISATOP.

2. Tlponanbnupyiite 30Hy MO KOXKEH TOJI0BbI, YTOOBI 0OHAPYKUTH Pa3beM YIITHHUTEIS
st CM.

3. BrmonnuTte paspes, 4To0bl OTKpBITh oTBeAeHuE Uit ' CM u pazbeM yaIuHUTENS
it 'CM. Byasre 0cTOpOXKHBI, YTOOBI HE TIOBPEIUTH BKUBICHHBIE KOMITOHEHTHI
1 00€CIIeuYnTh BO3MOKHOCTD HAJUIEXKAILETO aHAJIN3a [IOCIIE U3BJICUEHHMS.

4. TlepepexbTe yIITUHUTENb (YUTHHUTEIN) y 320CTPEHHOTO (IPOKCUMATBHOTO)
KOHIIa pa3beMa.

5. OcnaOpre CTOHOpHBIﬁ BHHT pa3bCeMa C IIOMOIIBIO ITIOCTABJICHHOI'O
AUHAMOMCTPHUYCCKOTO KJIKO4a.

! J1a0bTE CTOMIOPHBINA BUHT POBHO HACTOILKO, CKOIBKO HYKH

OCTOPOKHO! Ocnabsre cTono OBHO HACTOJILKO, CKOJILKO o
st ynanenus otBeaeHus 1 ['CM. UpesmepHoe ocinabieHue
CTOIIOPHOTO BUHTA MPUBEET K €T0 BBINAICHUIO.

Ilpumeuanue. YmooOwvl 3amsanyms CmonopHwill BUHM, 8pawatime OUHAMOMEMPUYECKUL
K04 NO 4acosou cmpenke. Ymobdvl ociabumes cmonopHuill 6UHM,
spawjatime OUHAMOMeMpPU4eCcKUll K04 NPOmue 4acosoli CmpeiKu.

6. Orcoeaunure pazbeM yaunutens st 'CM. Bepaure pa3beM yanuHUTENS IS
I'CM B Boston Scientific.

7. O6naxute yumuaurenau 1uist 'CM 1 0TCoeIuHUTE UX OT CTUMYJIATOpA, CIeays
npouenype ‘“‘Uszeneuenue unu 3amena cmumynamopa’”.

8. Misrko BeITAHUTE yaauHUTeNb A1 ['CM uepes TyHHENb OT MecTa PacloyIoKEHUs
CTUMYJIATOPA.

NPEAYHNPEXJAEHHUE. Crapaiitech He TAHYTb B HallpaBJIEHUH yXa, YTOObI
YMEHBIINTH BEPOSITHOCTh WH(HUIIMPOBAHUS OTBEICHHM
st 'CM.

9. Ornpasbte u3BnedeHnole yuuautenu s ['CM B Boston Scientific.

Ilpumeuanue: Ecnu yorunumens ons I CM ciomancs, 603moicHo, NOHA00Oumcs
coenamsv OONONHUMENbHbIE PA3Pe3bl UL 8bIMSHYMb 00UH KOHeY
yvonunumens ona I CM 6 mecme pacnonodxcenus cmumynamopa,

a opyzoii — 6 mecme pasvema yorunumeins oas I'CM.
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PyxoBonctBo miis Bpada: cucrema 'CM Vercise™

MU3Bne4yeHune nnu sameHa CTUMYNATOPA

1. OTxiIrOYuTE CTUMYIISATOD.
2. llponanbnupyiTe HOAKIIOUMYHYIO 001aCTh, YTOOBI OOHAPYKUTH CTUMYIIATOP.

3. Xupypruuecku OTKpOHTE KapMaH, B KOTOPOM PacCIOIOKEH CTUMYJIATOpP. bynbre
OCTOPOYXKHBI, YTOOBI HE IOBPEIUTH BKUBIICHHBIE KOMITOHEHTHI M 00€CTICUNUTh
BO3MOYKHOCTb HaJUIEKALIETO aHAIW3a IOCIIE U3BICYCHUS.

OCTOPOXHO! He ucnonp3yiTe 31€KTpOaKyCTUKY, [IOCKOJIBKY 3TO IPUBEACT
K MOBPEXJICHUIO CTUMYIIATOPA.

Ilpumeyanue: Paspes dondxcen 6bims 00CMamoyHo OOnbUWUM OJis1 YOAIeHUS
CMUMYIAMOPA U3 KAPMAHA.

4. HW3Brnekure CTUMYJIATOP U3 KapMaHa.

5. C nomo1b0 JUHAMOMETPUUECKOTO KII04a OTKPYTUTE CTONIOPHBIE BUHTHI OCHOBAHUS,
YTOOBI BEICBOOOIUTH YmuHUTENH 17151 I'CM.

OCTOPOXHO! Crenyer ociaOUTh CTONOPHBIN BUHT JIUIIb HACTOJIBKO, HACKOJIBKO
TpeOyercs, 9To0b! ynanuth yiumHuTenb st [ CM. UpesmepHoe
ocnabIeHne CTOIOPHOTO BUHTA MPHUBEIET K €T0 BHIMAICHHIO.

Ilpumeyanue. Ymodvl 3amanymv CONOPHBLU BUHM, 8pAWYALime OUHAMOMEMPUYECKUL
KJII0Y NO 4acogou cmpenxe. Ymobwi ociabums cmonopHulii 6UHM,
spawaiime OUHAMOMEMPULECKUL K04 NPOMUE YACOBOU CMPEIKU.

6. VYmanute ynmmautenu i I'CM u3 ctumynaropa.

7. Ecmu ctuMynsaTop HEOOXOIMMO 3aMEHHUTH, MTOJICOSAMHNUTE HOBBIA CTUMYIISITOP, CIICITYs
npoueaype u3 pasaena Iloocoedunenue cmumynamopa.

8. Ecmu ymmnutenu mist 'CM octaHyTCs BKUBIEHHBIMH, BBl MOKETE OMIIMOHAIBHO
OYHUCTUTH MTPOKCUMAJIbHBIE KOHI[BI yaluHuTeneit 1t ['CM, mpukpenuTh MaHKeThl
OTBEJICHMH (KaK omucaHo B paznene ‘3axpennenue omeedenus ons I CM™)

Y CKPYTHUTb M3JIUIIKK MaTepuana yaumuanrens s ['CM B kapmane.

9. 3akpoiite paszpes.
10. OtnpaBbTe U3BJICYCHHBIN CTUMYIATOP B Boston Scientific.

OCTOPOXHO! Caenure 3a TeM, 4T0oOBbI, 3aKpbIBasi pa3pe3, He MOBPEIUTh OCTAIbHbIE
BXKHMBJICHHBIE KOMIIOHEHTBHI.
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Crumymstop Vercise™

Ctumynsartop Vercise™

Crumynsatop Vercise siBisercs nepesapsbkaembiM. [lanenram cinenyer 3apsbkarhb
YCTPOUCTBO €XKEAHEBHO B TeueHHe 15—-30 MUHYT MM IEPUOINYECKH B TEUCHHE

3—4 vacoB kaxaple 1-2 Hexenu, OqHAKO HEOOXOAUMOCTD B 3apsiIKe MOXKET 3aBUCETH OT
napameTpoB ctumyIsinun. [lomp3oBatensim ¢ 6onee BEICOKOH MOIIHOCTBIO CTUMYJISIIIH
norpedyercs Oomee gacTas 3apsjaka. Boston Scientific pekoMeHIyeT HCITOIE30BaTh
mt000# rpaduK 3apsaIKy, KOTOPBIA COOTBETCTBYET pacoOpsKy U 00pa3y KU3HU
NalMEHTa U B TO )K€ BPeMs M03BOJIAET MOAJEPKUBATH 3apsij] Ha HEOOXOJUMOM s
CTUMYJISILIUM YPOBHE.

Ilpumeyanue: Yacmas 3apsoka He oxazvleéaem GIUAHUS HA CPOK CYH#Obl bamapeu
CMUMYIAMOpPA U He yMeHbuaem e2o.

[Tpu co3nanmnu rpaduka 3apsaKd HEOOXOAMMO HAWTH MPABHIFHOE COOTHOIIEHHE MEXTY
CJIEYIOIIUMHU YEThIPbMsI (paKTOpamu:

*  MOIIHOCTBIO, HEOOXOAMMOH [T 3 PEKTUBHOTO JICUCHHS MAIIEHTA;
*  YacTOTOM, C KOTOPOU MALIMEHT YKEJAeT BhINOJIHATh epe3apsIKy;
*  JKeJIaeMOM JUISl MaleHTa JUIMTEIbHOCTBIO TIepe3apsiiKy;

¢ JKCJIACMbIM JIA ITAIIUCHTA PACIIOPAIAKOM IHS.

Knuanueckoe nporpammupyemoe ycrpoiictso (KITY) onieHUT Bpems 3apsaku U3 pacyeTa
KPYIIIOCYTOYHOM CTUMYJIILIMY IIPU 3allpOrpaMMUPOBAHHBIX NapaMmerpax. [lanuentam
HEOOXOIMMO PEKOMEH/10BaTh 3apsJIKy MOHEMHOTY Kax /bl AeHb (15-30 MunyT) miun
NOJIHOCTHIO pa3 B 1-2 Henenu (3—4 yaca). [Ipu nonHo# 3apsiike CTUMYISITOPA NALUEHTY
HE0OXOMMO PEKOMEH10BaTh IIPOU3BOAUTD 3apsAJIKy /10 TE€X MOP, [TOKa 3apsiiHOE
YCTPOMCTBO HE M3J1aCT JBOMHON 3BYKOBOM CUTHAJI OKOHUYaHHUs 3apsaku. IIponecc 3apsaakn
IIPOCT, HO BaXCH.

[Tepe3apskaemast 6arapesi CTUMYIISTOpA JIOJDKHA 00SCTICUUTh HE MEHEE TISITH JIET
ciy0b1. B OonbimHCTBE citydaeB Oarapesi CTUMYJISATOpa JOJKHA 00ECTIEYUTh HE MEHEee
25 net ciryx0b1. Cpok ciry:kObl 6aTapen 3aBUCUT OT HACTPOCK U YCIIOBUM CTUMYJISIIHH.
Jlns onpesienieHust 0’KUAaeMOro CpoKa ciy>KObl 6aTapeu MpH KOHKPETHBIX HACTPOHKax
U yCIIOBUAX cM. “Ilpunoowcenue” Ha cTp. 249 B HaCTOSIIIEM PYKOBOJICTBE.

C TedeHneM BpeMEHHU U MOCII€ TOBTOPHBIX 3apsI0K Oarapesi CTUMYNIATOpA yTPaTUT
CIIOCOOHOCTh BOCCTAHABJIMBATH CBOIO TMOJIHYIO0 EMKOCTh. B pesynbrare co BpeMeHeM
CTUMYJISTOP MOXKET MOTPeOOBaTh 00Iee KOPOTKUX MHTEPBAIOB MEXKY 3apsIKaMu.
Hanpumep, eciiu B TeueHUe MEpBOTO rofia 3apsaKka CTUMYIATOpa TpeOyeTcs KaxIble
22 nHsl, TO CIIyCTS IIATH JIET HENPEPHIBHOIO UCIOIb30BAHMS TP 3TUX K€ HACTPOMKaX
3apsiaka Oynet TpeboBarbes kKaxkasie 20 gHel (amrumuTyna = 3 MA, JUIUTETHHOCTD
uMmIynbca = 60 mkcek, yactora = 185 I'i, momHoe conporusiienne = 1500 Om).
Korma crumysisitivst ipu 0OBIYHOM 3apsiKke CTaHET HEBO3MOXKHOM, TOTpeOyeTcs
3aMEHa CTUMYIISTOPA.
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PyxoBonctBo miis Bpada: cucrema 'CM Vercise™

BaTtapesa ctumynsatopa

KOI",Z[& MYyJbT AUCTAHIUOHHOT'O YIIPABJIICHUSA BBaHMOﬂeﬁCTByeT CO CTUMYJISITOPOM,
COCTOsAHHUC 6aTapeH OTIIPABJIAACTCA HA ITYJIBT.

Ha mynbTe nucTaHIIMOHHOTO yIpaBieHus, ONMKe K BEpXHEH [IeHTpalbHON 4acTH IKpaHa,
oTtoOpakaeTcs MKOHKa OaTapeu; 3Ta MKOHKA MOKa3bIBaeT YPOBEHb 3apsaa bartapeu
CTUMYJIATOpPA. DTy KApTUHKY JIETKO MOHATH. TpHU 3all0JHEHHBIE TIOJIOCKU O3HAYALOT,

410 Oarapest CTUMYJSATOPA 3apsiKeHa MOTHOCTHIO.

Ilpumeyanue: Hronka bamapeu ykaszvlgaem Ha ypo8eHs 3apsoKu bamapeu
CMUMYAmMopa, a He nyibma OUCMAHYUOHHO20 YHPAGIeHUs.

ITo mMepe pacxona 3apsaa 6arapen, B 3aBUCUMOCTH OT IIApaMETPOB CTUMYJISLUY U
YCIIOBHMH SKCILITyaTalluy, MOJOCKH OyyT YMEHbIIAThCSA, KaK MOKAa3aHO Ha rpa)uke HUXKeE.
Jlnis ony4eHus moJIHOM MHGOPMAaLMK O OAJepKAHUU 3apsa OaTaper CTUMYIATOPA CM.
paznen “3apaoka cmumynamopa” Ha cTp. 212.

Hxonka 0arapen Onucanue

VYpoBeHb 3apsifia 0aTapeu CTUMYISATOPA NOIHbII.

VYpoBeHb 3apsijia 6aTapen CTUMYIIITOpa
00CmMamoyHvlil.

188

VYpoBeHsb 3apsifa 0arapeu CTUMYISATOpA Claobli.

CoobLweHuns o 6atapee ctumynaTtopa

Korna ypoBens 3apsiia 6arapen CTUMYIIATOpa HU3KHUMA, Ha MyJI6TE TUCTAHIMOHHOTO
yrpasieHus OynaeT otoOpaxkarbesi cooomenne «Recharge Stimulator Soon»
(3apsauTe cTUMynsATOp B Orpkaiiiiee BpeMs). CTUMYNIATOp HEOOXOAUMO 3apsSAUTh
KaK MOXHO CKOpee.

Rechorge
Stimulator Soon E1S

M1 Sy D

Ecnu ctumynarop He nepesapsikeH, a ypoBEHb 3apsaaa 0araper CTUMYIATOPA CTAHOBUTCS
OY€Hb HU3KUM, Ha MyJbTE IUCTAHIIMOHHOTO yIpaBlieHUs OylIeT 0TOOpaKkaTbes
coobOmenue «Recharge Stimulator Now» (HeMeIJIEHHO 3apsIUTe CTUMYJIISTOP).
CTumynsITop clieyeT 3apsauTh HemenaeHHo. Eciu ctumynstop He OyaeT 3apsiKeH,

3TO MPUBEJET K MOTEPE CTUMYJISALIMKM MEHbIIIEe yeM uepe3 24 vaca. Eciu ctumynsarop
OTKJIFOUMTCSI U3-32 OYEHb HU3KOTO 3apsaa 6arapeu, nepes] MOBTOPHBIM BKIIFOUYEHHEM €r0
HY)KHO OyJIeT 3apspKaTh Ha MPOTSHKEHUH MTPUMEPHO BYX YacoB (C HaAJIexKaIuM o0pa3oM
YCTaHOBJIEHHBIM 3apsIAHBIM YCTPOWCTBOM).

Rechoarge
Stimulator Mow O
T F

Ecnu nanueHT cooOmmui, 4To CTUMYIISIIMS PEKpallleHa, peKOMEHyHTe eMy IIPOBEPUTh
cTaryc 0aTaper CTUMYJIATOPA C TIOMOIIBIO MyJIbTa JUCTAHIIMOHHOTO yIPaBICHHUS.
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Cucrema 3apsKku

Cucrtema 3apaaku

NPEAYIPEXIEHUA:

* He npousBoaure 3apsaKy BO BpeMs CHa. ITO MOXKET IPUBECTU K OKOTY.

* Bo Bpems 3apsaaku 3apsIHOE YCTPOHCTBO MOXKET HarpeBarbes. OOpamaiirech
C HUM aKKypaTHO.

° OTKa3 OT UCIIOJIB30BaAHUSI BOPOTHHUKA IJIA 3apAOKHA NI JINIIKOU HaKJIaJIKU ITpU
3apsiziKe, KaK yKa3aHo B pasfene “‘3apsaoxa cmumynsimopa’’, MOXKET IPUBECTH
K oxory. Eciii manueHT ucnsIThiBaeT 00JIbh MITH JUCKOMDOPT, eMy clenyer
NPEKPaTUTh 3aPSIKY U CBSI3aThCSl CO CBOUM BPauOM.

OCTOPOXHO!

*  XpaHuTe 3apsAIHOE YCTPONUCTBO U €TI0 KOMIIOHEHTHI B CyXoM MecTe. OHU He
JIOJIKHBI IIOABEPraThCsl BO3ICHCTBHIO BIIArH.

* He nonkmtouaiite 3apsiiHOE yCTPOUCTBO K JIFOOOMY JIpyrOMY YCTPOWMCTBY, KpOMeE
0a30BOM CTaHLIMU, KOTOPAs MOCTABIIAETCS B KOMILJIEKTE.

*  XpaHuTe 3apsAAHOE YCTPOUCTBO U €r0 KOMIIOHEHTHI BAAIX OT JOMAIIHUX
YKUBOTHBIX, HACEKOMBIX-BpEIUTENEH U 1eTel BO N30eKaHUE UX MTOBPEKICHUS.

Cucrema 3apsiIKu CTUMYJISITOPAa COCTOUT U3 3apsJHOTO YCTpOicTBa, 0230BOM CTaHIIUH U
61o0ka utanus. ba3zoBas cTaHIMs pacCUUTaHa Ha MMOCTOSIHHOE MOJKIIIOUEHHE K CETEBOM
po3etke. Eciu 3apsgHOE YCTPONCTBO HE MCTIONB3YETCs, XPAaHUTE €ro Ha 0a30BOM
CTaHIMH, YTOOBI OHO BCeraa ObLIO TOTOBO K 3apsAAKE CTUMYJISTOPA.

A. baok nmuranus D. Knonka nmuranus
B. 3apsannoe E. ba3oBasg crannusa
YCTPOUCTBO
C. CseroBoii
WHJIUKATOP
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PyxoBonctBo miis Bpada: cucrema 'CM Vercise™

3apsaaka 3apsAaHoOro ycTpoucTsea

1. HaﬁZ[I/ITC y,Z[O6HYIO SJICKTPUUICCKYIO PO3CTKY, BO3JIC KOTOpOﬁ KOMITIOHCHTBI CUCTCMBbI
3apsA K HE 6YILYT MOoABCPraTbCa BO3JIEHCTBHIO BOJBI MIIU IpsAMOIo Harpesa.

[MoaximrounTte OJIOK NUTAHUSA.
TTonkmrounTe OJIOK TUTAHUA K 0A30BOM CTAHIIMH.

YcraHoBute 63.30By10 CTAHIHWIO Ha INIOCKYTO TOBEPXHOCTD.

Haxkonern, nomectuTe 3apsiiHOE YCTPOHCTBO Ha 0a30BYIO CTAHIIUIO TaK, YTOObI KHOIKA
nuTaHus OblIa HampaBjeHa BBEPX, IOKA CBETOBOM MHIMKATOP HE 3arOPUTCS 3€JICHBIM.

CocTosIHHE CBETOBOI0
HHAUKATOPA

Onucanue

3apsgHOE YCTPOMCTBO MOJIHOCTHIO 3aPSKEHO U TOTOBO
K 3apsijIke CTUMYJISITOpA.

3eseHnli

3apsiHOE yCTPOMCTBO YACTUYHO 3apsKEHO. 3apsAHOe
YCTPOMCTBO MOXKHO HCIIOJIb30BaTh, HO €0 3apsJa MOXKET
Kenterit HE XBaTUTh IS TIOJTHOM 3apsIIKH CTUMYIISTOpa. YToObI
MIOJIHOCTBIO 3aPSIIUTh 3apsiAHOE YCTPOUCTBO, IOMECTHUTE
ero Ha 0a30BYIO CTAHIIHIO.

3apsimHOe YCTPOKCTBO BHIKIIIOUEHO, WJTH Oarapes He
3apsKCHA. Ecan IMIPU HAXKATHU KHOIIKW ITUTAHHWA 3apsAJHOC
YCTPOMCTBO HE BKJIKOUAETCS, [IOMECTUTE 3apsAIHOE
YCTPOMCTBO Ha 0A30BYIO CTAHIIMIO JIJIS 3aPSIAKH.

Brikin.

Cpok cnyxbbl 6aTapeu 3apsigHOro yctpouncrea

Barapes 3apsiHOrO YCTpOiicTBa, Kak npaBuiio, BelepxkuBaeT S00 UKIOB 3apsIKu.

3apsgka ctumynsaTtopa

[Ipu 3apsake cTumyasATOpa NAUEHTY CIEAYET UCIIOIB30BATh 3apPSAAHOE YCTPOMUCTBO
C BOPOTHUKOM JUJISI 3aPSIIKU WIIH C JIMTTKON HAKIIAKOW, 9TOOBI YIePKUBATh 3apsTHOE
YCTPOMCTBO HAJl CTUMYJISATOPOM. JIMINKME HAKIAAKH U3TOTOBJIEHBI U3 UHEPTHOTO

1 0€371aTEeKCHOTO MaTepuasa, MOAXOISIIETO Jisi OOJIBITUHCTBA YYBCTBUTEIHHBIX
TUIIOB KOXH.
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Cucrema 3apsKku

MUcnonb3oBaHue BOPOTHUKaA AJNA 3apAOKU

1. Kornma HauHET CBETUTHCS 3€JICHBII HHAMKATOP, yOSpUTE 3apsIHOE YCTPOMCTBO
¢ 6a30Boii cTaHIIUN.
(Ceemosoti uHOUKamop no2acHem He3asucUmMo om cOCMOSHUSA 20MOBHOCMU
3apsa0H020 ycmpolicmaa.)

2. Ecnu cTUMYJIATOp MAalMEHTa PACIIONIOKEH
HErTyOOKO IM0J] MOBEPXHOCTHIO WU Y
NalyeHTa TOHKas KO)Ka, IOPEKOMEHAYHTE
eMy pa3MeIaTh KOJibIo AJIs 3apsSaKu
C3a/li KapMaHa BOPOTHHKA IS 3aPSIIKH.
[TaneHTH! ¢ HENTYOOKO pacoNOKEHHBIMU
CTUMYJISITOPaMHU MJIM TOHKOM KOXel CMOryT
3apspKaTh UX OBICTPEE C MOMOIIBIO KOJIbLIA
JUISL 3apSIKH.

Ilpumeuanue: Illayuenmam c 2nyo60KO
PACNONONHCEHHBIMU
CMUMYNIAMOPAMU He cledyem UCNONb308amb KoIbYo OJis 3apsaoKu,
NOCKONILKY IMO MONCEN 3aMe0NUMb 3aAPAOKY.

3. TlomecTute 3apsgHOE yCTPONCTBO B COOTBETCTBYIOIMI KapMaH BOPOTHHKA IS
3apsIIKU KHOIIKOM NMUTaHUsA HapyXKy. ECiy cTUMYNISATOp HAXOAUTCS ¢ ITpaBOi
CTOPOHBI I'PYJIH, IOMECTUTE 3apsHOE YCTPOUCTBO B IpaBblii kKapMaH. Ecin
CTUMYJIATOP HAXOIUTCS C JIEBOM CTOPOHBI TEJIA, IOMECTUTE 3aPAIHOE YCTPOUCTBO
B JIEBBIM KapMaH.

4. Tlpu ucmonb30BaHUU KOJIBIIA JUIS 3aPSIKUA yOSIUTECh, YTO OHO HAXOAUTCS MEXKIY
3apsAHBIM YCTPOMCTBOM U 3aJHEN MTOBEPXHOCTHIO KapMaHa.

5. BcraBpre MpoTUBOBEC B KapMaH, IPOTUBOIOJIOXKHBIA KapPMaHy C 3apsIHBIM
YCTPOUCTBOM.

6. IlomecTture BOPOTHHK JIA 3apsA KU Ha IICIHO KapMaHAMH HAPYXKY, KaK ITOKa3aHO.

7. JIyis TOCTHKEHUS JIYUYLIUX PE3yJIbTAaTOB 3apsIKU pa3MenianTe 3apsaHoe YCTPOMCTBO
TOYHO HAJl LIEHTPOM CTUMYJIATOpa. ECiu 3apsa1HOE yCTPOKWCTBO pacloOIOKEHO HE
0 TICHTPY, BPEMS 3apSIKA MOKET yBeTuIuThCs. CM. “Haonexcawee pazmewerue
3apsonozo ycmpoticmea’ Ha cTp. 215, 4T00bI 00eCIeUnTh PACIONOKEHHE 3apTHOTO
YCTPOUCTBA HAJl LEHTPOM CTUMYJISITOPA.

8. Ecnu 3apsigHOE yCTPOMCTBO HE PACIIONIOAKEHO HAJl IEHTPOM CTUMYJISATOPA, BaM
MOYKET MOHA00UThCS OTPETYIUPOBATH AJIMHY BOPOTHUKA JJISl 3aPSAKU C IIOMOIIBIO
peMenikoB. Bo Bpems ceaHca 3apsiKu peKOMEHAYeTCs IEPUOINUECKU TPOBEPATH
PacIoJIOKEHUE 3apsIIHOTO YCTPOUCTBA HAJl CTUMYJISITOPOM.
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PyxoBonctBo mis Bpada: cucrema 'CM Vercise™

Ilpumeyanue: Bopommuuk 015 3apsaoKu MOJICHO NOMewams n00 00eHCcOOl Ul Ha
Hee. Bo epemsa 3apsaoxu He criedyem Haoesamsv NOGepX 3apsaoHO20
yempoticmaa 0011e2aiowyio Uil maxceiyto 00excoy, umoovl obecneyunms
BOKpY2 3aPAOH020 YCMPOUCMBA 08UNCEHUE B030YXA.

Ucnonb3oBaHue NUNKOW HaKNagku

1. Korna Ha9HET CBETUTHCS 3€JICHBIN HHIIUKATOP, YOSPHUTE 3apsTHOE YCTPOHCTBO
¢ 0a30BOI CTaHIIMU.
(Ceemogotl uHouxamop no2acHem He3asuUcuMo Om COCMOSHUS 20MOBHOCMU
3apsoHozo ycmpoticmaa.)

2. Ilpukpenure ITUNKYHO HAKJIAJIKy Ha 33 JHIOO
CTOpPOHY 3apsIIHOTO YCTPOKCTBA, CHAB
MIPO3PAYHBINA CIIOM C HAKIAIKU U IPUIIOKUB
ee 0esoi CTOPOHOM ¢ CHHEH MONI0Coil K
3a/lHEl CTOPOHE 3apsIIHOTO YCTPOMCTBA, KaK
MOKa3aHo CIIpaBa.

3. CHuMUTe GeKEBYIO 3aIIUTHYIO MOJIOKKY C
KJICHIKOW CTOPOHBI HAKJIaJIKH, KOTOpasi KPEUTCS
K KOK€ (HaKJIaJKa IPUT0/IHA TOJIbKO AJIs
OJJTHOPA30BOT0 UCIOIb30BaHMUS).

4. Jlns AOCTHXKEHHS TYUIINX Pe3yJIbTaToOB 3apsiAKU pa3MellaiTe 3apsqHoe yCTPOMCTBO
TOYHO HaJ IIEHTPOM CTUMYIIATOpa. Eciu 3apsiiHOE YCTPOKUCTBO PACHIONIOKEHO HE
0 LICHTPY, BpeMsl 3apsIKd MOXKET yBennuuThes. CMm. “Haonexcaujee pazmewjenue
3apsaonozo ycmpoticmea” Ha ¢Tp. 215, uToOb1 00€CTIeYnTh PACTIONOKEHUE 3aPSTHOTO
YCTPOWCTBA HaJl IEHTPOM CTUMYJISITOPA.

NPEAYIIPEKJIEHHUE. He npuxnangsiBaiiTe 3apsaHOE yCTPOMCTBO HEMOCPEICTBEHHO
K KOKe (HarpuMmep, 06e3 JUIKON HaKIaIKh). DTO MOXKET
MIPUBECTH K TUCKOM(OPTY NpU HArpeBaHUH KOKU
WJIU K OXKOTY.
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Cucrema 3apsKku

Hapgnexawee pa3MmelleHune 3apagHoro YCTpOVICTBa

1. Haxwmure KHOIIKY ITUTAHUA. CsetoBoit WHAWKATOP CHOBA 3aropuTcCs, U 3apsaaHoeC
YCTpOﬁCTBO HAYHET M3/1aBaTh IIOCTOSHHBIN 3By1(0BOﬁ CHUIr'HaJ1, O3H3.‘-IB.IOIJ.IPII>1, 4qTo
OH UIICT CTUMYIIATOP.

2. TlomectuTte 3apsiAHOE YCTPOMCTBO HA IPy/b B 00IACTH CTUMYIIATOPA.

Janet Oreds’

3. Pa3mecrute 3apsiHOE YCTPONUCTBO HAJl CTUMYJIITOPOM.

3BYKOBOM CUTHAJ MPEKPATUTCA, KOT/a 3apsiIHOE YCTPOUCTBO Oy/ieT 4aCTUYHO
PacIoJIOKEHO HAPOTUB CTUMYJISATOPA, HO JIs1 ONTUMAIBHOM 3apsiAKU 3apsiIHOE
YCTPOICTBO HEOOXOAMMO MOTHOCTHIO PACIONOKUTH HAIPOTUB CTUMYIISITOPA.

Ecnu 3apsaHOe ycTpoicTBO OyeT COBMENIEHO CO CTUMYJISITOPOM HE TOJIHOCTBIO,
BpeMs 3apsIIKHM MOXKET YBETMUUTHCS. YTOOBI MOTHOCTBIO PACTIONOXKUTD 3apsSaHOE
YCTPOMCTBO HAJ[ CTUMYJISITOPOM, PACIIOJIOKHUTE HIDKHUMA U3THO 3apsTHOTO yCTPOHCTBA
IpUMEpPHO Ha | cM HMKE HUKHETO M3ruda CTUMYISATOPA, KaK MOKa3aHO HILKE.

Onpenenutpb NOJ0KEHUE CTUMYIISITOPA O] KOXKEH MOKHO KOHUMKAMH YKa3aTEeJIbHOTO
U CpEeIHEro najblieB. AKKypaTHO MOJIOKHUTE NaJIbLbl HA KOXKY, HE HAJaBIMBasl U

HE CXKHMMas ee. DTUM METOZ0M MOKHO MOJIb30BaThCS Ul ONPEICJICHUS LIEHTpa
CTUMYJIATOPA.
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4. 3akpenure 3apsIHOE YCTPONUCTBO HAJ CTUMYJISITOPOM, MIPUKAB JIUIKYIO HAKIIAJKY
K KOX€E HaJl CTUMYJISITOPOM WJIM OTITYCTUB BOPOTHUK JJISI 3aPSJIKH.

Ilpumeuanue:

Ilpumeuanue:

Ecnu nunkas naxnaoka 6yoem ciyuauno pasmeueHa 6 HenpaguibHOM
Mecme Uu 60pOMHUK 05 3aPSAOKU CMECMUMCS, 3APAOHOe YCMPOUCMBEO
CHOBA HAYHem U30a8amsv 38yK060U cueHai. Mcnonv3yiime HOBYIO TUNKYIO
HAKIAOKY UIU 8epHUME BOPOMHUK OISl 3APAOKU OOPAMHO 8 NOJIOHCEHUE
NONHO20 COBMEUyeHUS.

llepedsucamucs 60 8pems 3apsaoOKU MONCHO, OOHAKO OJisi HaOexcaujell
3apsa0KU He0OX0OUMO Cledumvb, Ymobwbl 3apsa0HOe YCMPOUCmeEo
0CMasanocs Hao YeHmpom cmumynsamopa. Mznuwmnee 0sudicenue
MOJHCEM NPUBECMU K CMEWEHUTO 3APSIOHO20 YCMPOUCMEA OMHOCUMENbHO
CMUMYNIAMopa.

5. Korna 3apsigHoe yCTpOMCTBO U31aCT YETKUM TBOMHOW 3ByKOBOM CUTHAJ, HAKMUTE
KHOIIKY TTUTaHMsI, YTOOBI BBIKIIOYHTH 3apsSAHOE YCTPOMCTBO, U IPOBEPETE Oarapero
CTUMYJISITOPA C TIOMOIIBIO MyJAbTa TUCTAHIIHOHHOTO YIPaBICHHUS.

6. Ecau cTUMynsSTOp MONHOCTHIO 3apSKEH, CHUMUTE C TeJla BOPOTHUK JJIS 3apSAKU WU
JIMIIKYIO HaKJIAJKY.

7. Otpenure 3apsiiHOE YCTPOUCTBO OT BOPOTHUKA JIJISl 3aPSAIKH WIIHA JIUITKOM HAKITAIKH.
OT1oxure BOPOTHHUK IJIA 3apAAKHA UIA BI)I6pOCI/ITe JIMIIKYIO HAKJIaAKYy.

8. BepHure 3apsaHOE YCTPOICTBO Ha 0A30BYIO CTAHIIHIO.

He nmepenyraiiTe curaan okoHYaHUS 3apsIKH (YUETKHH TBOWHON CUTHAI) C TIOCTOSTHHBIM
HEIPEPHIBHBIM CUTHATIOM CMELIEHUSI.

Ilpumeuanue:

Ilpumeuanue:

Tlayuenmam cnedyem 3apsdicamos YCmMpoUucmeo exiceOHesHo 8
meuenue 15—30 munym uiu nepuoouyecku ¢ meuenue 3—4 uacos
Kaodicovle 1—2 Hedenu, 00HAKO He0OX00UMOCMb 8 3apsoKe MOdiCem
3a8ucems om NAPAMempoO8 CIUMYIAYUU.

Ilocne okonuanus 3apsaoxku nooaemcs 4emxutl O80OUHOLU 36YKOBOU CUSHA,
a npu cosmeujeHuU — HenpepvléHblLl 36YKOBOL CUSHAL.
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ITynsT AUCTAHIIMOHHOIO YIPaBICHHs

I'Iyn bT ANCTAHUUWOHHOIO yhnpaBJlieHus

OCTOPOXHO!

*  XpaHuTe NMyJapT JUCTAaHIIMOHHOTO yIpaBieHUs B cyxoM Mecte. OH HE JOIKEH
IIOJBEPraThCs BO3IEHCTBUIO BIIArU.

° XpaHI/ITe IMyJbT AMCTAHIIMOHHOI'O YIIPABJICHUSA BAAJIN OT JOMAIIHUX KHUBOTHBIX,
HAaCEKOMBIX-BpPEAUTENCH U ACTeH BO M30€KaHNE MTOBPEKIACHHUS YCTPONCTRA.

OCHOBHbIe BO3MOXHOCTHU

[IynbT TUCTAaHIIMOHHOTO YIIPABJICHUS B3aUMOIEHCTBYET CO CTUMYIISITOPOM YEPE3
pamuouactoTHbii (PY) TenemeTprueckuii KaHall Ha paccTossHUU 18 mroiMoB (45 cMm).
Korna myapT IUCTaHIIMOHHOTO YIIPABJICHUS HE UCIIONIb3YETCsl, OH HAXOIUTCS B PEIKUME
OXKUJAHUS, U3 KOTOPOTO €r0 MOYKHO aKTHBUPOBATH, HAXKAB JTIO0YI0 KHOMKY. [Tpu
HOPMAJIbHOM HCITIOJIb30BAHUH MAITUCHTOM ITYJIBT JUCTAHIIUOHHOI'O YITPABJIICHUSA Hepei/'meT
B PCXKUM OXKUIAAHUA aBTOMATHYCCKU YCPE3 60 CCKYHJ OTCYTCTBUA aKTUBHOCTH.

1. Knomka obnactu 4. Knonka Program

2. Beepx/ (mporpamma)
aKTUBUPOBAThb 5. BKJ1./BBIKIL.

3. BHu3/coxpaHuTh CTUMYJISILIUK

Jloctyn K HEKOTOPBIM (DYHKIUSIM MMyJIbTa TMCTAaHIIMOHHOTO YIIpaBlIeHus (Harpumep,
K (DyHKIIUM BOCCTAHOBJICHUS U KIIMHUYECKOMY PEKUMY) MOXKHO MOJIYyYUTh, HAXKaB
U yIepXKHBas KHONKY (MPUOIU3UTENBHO B TeUeHHE TpeX ceKyHa). OHU ONUCaHbI

B COOTBETCTBYIOLUX pa3zeiax HUXKE.
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PacnonoxeHue nynbra AUCTAHUMOHHOIO ynpaBJieHUA

Br1 o6ecnieunte MOIJ.[HBII71 KaHaJ CBA3U MCXKAY IIYJIBTOM JUCTAHIITUOHHOI'O YIIPABJICHUA
" BXKUBJICHHBIM CTUMYJIATOPOM, €CJIU ITYJIBT AUCTAHIUOHHOI'O YIIPABJICHUSA PACIIOJIOXKCH
TaK, KaK IIOKa3aHO Ha PUCYHKC HUIKC.

[ &

B HekoTOpbIX cUTyalusAX BaM MOKET OHAJ00UTHCS MPUOIU3UTD YT AUCTAHLIHOHHOIO
yHOpaBiIeHUs K CTUMYIIATOpY. PaccTosiHue, Ha kKoTopoM OyzieT BO3MOXKHA YCTaHOBKA CBSI3H,
3aBUCHUT OT OKPY’KAOIINX YCIOBUN U MOJIOKEHHUS ITYJIbTAa JUCTAHLIMOHHOTO YIIPaBICHUS
OTHOCHUTEJIBHO CTUMYJISTOPA.

ConpsikeHne Co CTUMYNATOPOM

[TyabT AMCTAHIIMOHHOTO YNIPaBJICHUS OTPaHIUYEH OJJHOBPEMEHHBIM B3aUMOACHCTBHEM
C OZJHUM CTUMYJISITOPOM, YTOOBI MIPEIOTBPATUTh HEHAMEPEHHOE YIPABICHUE C

€ro NOMOLIBIO IpYyTuM ycTpoicTBOM. [lo3TOMY nepesn ucnoab30BaHUEM ITYJIBT
JTUCTAHIIMOHHOTO YIPABICHHUS TOJKECH OBITh COTPSIKEH CO CTUMYJISITOPOM.

Ecnu mynbT IUCTaHIIMOHHOTO YIIPABJICHUS CONPSKEH C IPYTUM CTUMYJISITOPOM, BaM
HY>KHO OyJIeT YIaJUTh CONMPSHKEHUE, MPEXK]IE YEM COTPATATh €r0 C HOBBIM CTUMYISITOPOM.
CMm. “Boibop Ne 3 — Voanume conpsiocenue” B pasaene “Hacmpoiiku 018 KIUHUYECKUX
cneyuanucmos”.

[lepBbIii mar npouecca CONMPsHKECHUS 3aKIII0YACTCs B UICHTU(UKAIIMY HEOOX0IMMOT0
CTUMYJIATOPA IS CBSA3H IIYJBTOM JIUCTAHIIMOHHOTO YIPABJIEHUS C IIOMOIIBIO
TeneMeTpuu. BTopoii mar ycTaHOBIIEHUS CONPSIKEHUSI 3aBUCUT OT CIIEAYIOLIETO:

¢ ABJICTCA JIX CTUMYJIATOP BHCIIHUM HpO6HBIM WJIM UMIINIAHTUPYCMBIM

¢ XpaHATCA JIM IpOorpaMmsbl B ITYJIBTE JUCTAHIIMOHHOI'O YIIPAaBJICHUA UIIN
B CTUMYJIATOPCE,

*  CONEpXHT JIU IyJIBT JUCTAaHIIMOHHOTO YIPABICHUS U CTUMYIISATODP PAa3IHYHbIE
Ha0OpBI POrpamMm (B TAKOM CIIydae OAMH U3 HAOOPOB HY>KHO Oy/I€T OUHUCTHUTB).
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ITynsT AUCTAHIIMOHHOIO YIPaBICHHs

ITocne HepBOﬁ AKTHUBallUW HA IIYJILTC JTUCTAHIIMOHHOI'O YIIPABJIICHUA MMOABUTCA
cienyroiee cooOmieHue (Mpu HaXKaTUH JIF0OOW KHOTIKH):

00 000 o0 000

To U ik
Hanheroty B—d g

1. Y6emutech, 4TO MyJIBT TUCTAHIIMOHHOTO YIIPABICHUS HAXOIUTCS B PAIIIyCe
TeJIEMETPUH OT cTuMyJsaTopa (60 cm umu 2 dyTta).

2. Haxmure KHOTKY P, YTOOBI AKTUBUPOBATH CBSI3h MEXKY MYJIFTOM JTUCTAHIIMOHHOTO
YOpaBICHUS U CTUMYASTOPOM. [IylbT TMCTAaHIIMOHHOTO YIIPABIEHUS ONPENETUT
CTUMYJIATOP MO UACHTU(PUKAITMOHHOMY HOMEDY.

LInk TO ety ()
9999999 ? 99999997
L AE3 M1 ek

3. Haxwmwure KHOIIKY P JJI TIOATBCPIKACHUA U ITPOAOJIZKUTE.

M1

[TynbT AMCTAaHLIMOHHOTO YNIPaBICHUS aBTOMAaTHUECKH ONPEIEIUT AOCTYIHbIE HA0OPbI
porpaMM B MyJbTE AUCTAHIIMOHHOTO YIIPaBIIEHUS WIH B cTUMYIsiTope. Eciin goctymHbIx
pOrpaMM HET, CBsI3b Oy/eT 3aBepllieHa HEMEIJIEHHO, U Bbl YBUIUTE SKPaH HIDKE:

LeveL EED Tl EEE Tull
—_— | & —_— | %

OnHaxko, eciiu BO BpeMs CONPSKEHHSI B OJTHOM U3 YCTPOUCTB (IyJIbTe TUCTAHIIMOHHOTO
yIpaBJICHUs] UM CTUMYJIATOPE) IPUCYTCTBYIOT IIPOrpaMMBbl, BaM HYKHO OyzieT
OTpearupoBarh Ha OJUH WM HECKOJIBKO SKPaHOB C BEIOOpOM. Barm pemenus npoBenyT
MyJbT AUCTAHLMOHHOIO YIIPABJICHUS Ul 3aBEPLICHUS CONPSKEHUS ¢ HEOOXOAUMBIM
HabOpOM IpOrpamMM, COXpaHEHHbIX Ha HY’KHOM yCTpOMCTBE (IIy/bT AUCTAaHLIMOHHOTO
yHOpaBiIeHUs uiu cTuMyisaTop). Kpome Toro, BaM MoXeT oHa100UThCS BBECTH MapoOilb
KJIMHUYECKOT'O CIIEIUAINCTA.

Ecnu B mporiecce mpou3oiaeT ommoka uiik naposib OyaeT HEBEPHBIM, COTIPsKEHUE OyieT
npekparieHo. st moixydeHus JOTOTHUTEIFHON HH(POPMAIIUU, B TOM YKCTIE O Mapojie
KJIIMHUYECKOTO CIEIUaINCTa, cM. “Boibop Ne 3 — Voanums conpsoicenue” B paznene
“Hacmpotuixu 015 KIUHUYECKUX Cneyuaiucmos” .
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PyxoBonctBo miis Bpada: cucrema 'CM Vercise™

Bkn./BbIKN. CTUMYNSALUN

CTI/IMYJ'ISILII/IH BKIIFOYACTCA M BBIKIIHOYACTCS 4CPE3 CHCI_II/IaJ'IBH]iJﬁ BBIKJIIOYATCJIb ITMTAaHUA
Ha KJIaBUATypPE NIyJibTa AUCTAHIIUMOHHOI'O YIIPABJICHUS. YToOBI NU3MEHHUTH CTarycC
CTUMYJSIIHUU CTUMYIIATOPA, B JIF000M MOMEHT HAKMUTE KHOIIKY BKJIFOYCHHMS/BBIKITIOUCHUS

MIUTAHUS ») (maxke eciiy MyJIBT TUCTAHIMOHHOTO YIIPABICHUS HAXOAUTCS B PEXKHME
OKUJIAHUSA).

MowHocTb curHana

B IMIpaBOM BCPXHECM YIIIY JUCIUICA I1YJIbTa AUCTAHIUMOHHOI'O YIIPABJICHUS 0T06pa>KaeTc;1
MOINHOCTL CUT'HaJIa MEKAY IMYJIBTOM U CTUMYJIAATOPOM:

Lever GEEC Tail Tull
—_— | & —_— | %

MoiHocTh

Onucanue
CHUIHAJIA

T II Hy.]'IBT JAUCTAaHIIUOHHOI'O YIIPABJIICHUA obecrnieynBaeT
L onmumaibryro CBA3b C BalllUM CTUMYJIATOPOM.

T I [TyapT AMCTAHIMOHHOTO YNIpaBJIEHUs 00eCTIeYrBacT
L KayecmeeHHy10 CBA3b C BalllUM CTUMYJISATOPOM.

T [TyapT AMCTAaHIIMOHHOTO YTIpaBIeHUs 00eCTIeYrBaeT
L V0081emeopumenbHyio CBA3b € BalllUM CTUMYJISITOPOM.

T [TynbT TUCTAaHIIMOHHOTO YIIpaBIeHHUS 00€CTIeYNBACT C1a0YI0 CBSI3b
. C BaIllUM CTUMYJISITOPOM.

HyJ'IBT JAUCTAaHIUOHHOI'O YIIPABJICHU o0ecreynBaeT overs CJZa6yIO
CBA3b C BallUM CTUMYJIATOPOM WUJIN He oOecreunBaeT ee BOBCE.

CBs13b MEXy MYABTOM TUCTAHIIMOHHOTO YIPABICHUS U

T CTHEMYJISITOPOM MOYKET IPUCYTCTBOBATh UJIH OTCYTCTBOBATh.
J1J1s1 IOBBIIIEHHS] CKOPOCTH TIepeiauul JaHHBIX MIPH CBS3U
pPacmoiIoKHUTE MyJIbT AUCTAHIIMOHHOTO YIIpaBIeHUs ONnxKe

K CTUMYJIITOPY B ITOJIOKEHUH, YKa3aHHOM B “‘Pacnonooicenue
ny1bma OUCMAanyuoHHo20 ynpaesienus” Ha cTp. 218.

[Tocne currana o moTepe TeIeMETPUU Ha MyJIBTE TUCTAHIIMOHHOTO YIIPaBICHHS OyeT
oTtoOpaxkarscs coobmenue «Searchingy (mouck). [locne 3Toro mynsT TUCTaHIIMOHHOTO
yIpaBIeHUS HAYHET €KECEKYH IHBIM MOMCK MOIITHOCTH curHaina. [lepemectute ero B
Ooree ynoOHOE MECTO | MOIOKIANTE, TTOKa He 0TOOPA3UTCsI MOIIHOCTH curHama. J{iis

OTMCHBI ITIOMCKAa HA’KMUTC *

Ilpumeyanue: Ilpu ucnonvzosanuu nyavma OUCMAHYUOHHO20 YNpAGIieHus uzbezaime
PACNPOCMPAHEHHbIX UCTNOYHUKO8 NOMEX, Hanpumep menesu3opos u
MOHUMOPO8 KOMNbIOMEPOS.
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ITynsT AUCTAHIIMOHHOIO YIPaBICHHs

AmMnnuTyaa ctTumMynsiumm

Kasxplii pa3 mpu BKIFOYCHUH CTUMYJISLUH HJIH TIOCIIe aKTHBALIUK MTyJIbTa
JMCTAaHIIMOHHOTO YIPABJICHUS U3 PEKUMA OKUIAHHS Ha JIUCIUIEE MyJIbTa M0 YMOTYaHUIO
OyzeT oToOpaxaThCsi SKpaH ypOBHSL.

Ilpumeuanue: Ecnu na npomscenuu 6onee 60 cexyHo HU 00HA KHONKA He Hadcama,
nYIbm OUCMAHYUOHHO20 YAPABIeHUs. Nepetioent 8 PeXCUuM OHCUOAHUS,
a e2o IKpau no2acHem.

LeveL EED Tl Tull
—_— | & — | %

OOBIYHO IPH UCTIOIB30BAHUU MYJBTA JUCTAHIIMOHHOTO YIIPABICHUS H3MEHEHUS
aMILTUTY/IBl CTUMYJISIIIAN HE JOMYCKAIOTCA. B Takux cirydasix ONTUMaIbHYIO aMIUTUTYIY
JUTSL CTUMYJISIITMOHHOTO JISYCHHS IOJDKEH onpeneauTh Bpad. OaHaKo sl HEKOTOPBIX
MaIMEeHTOB BPad MOXKET MO3BOJIUTh CAMOCTOATEIILHOE U3MEHEHUE YPOBHS CTUMYJISIIUH.

Ecnu Bpay pazpennn n3MEeHeHHE aMIUTUTY/Ibl CTUMYJISIINY, HAKMUTE KHOTIKY A win V¥
Ha DKpaHe YPOBHS, YTOOBI YBEJIMYUTH WM YMEHBUIUTh aMILTUTYy. TpeyroibHas pamka
B LIEHTPE dKpaHa Oy/IeT 3alOIHATHCS 10 MEPE YBEIUYCHUS AMILTUTY (bl CTUMYJISIIIH.

BaTtapesa ctumynsatopa

Ha skpane ypoBHs Onrke K BEpXHEH IEHTPaIbHOM YacTH dKpaHa TakKe 0TOOpakaeTcs
MKOHKa 0arapeu; 3Ta MKOHKA YKa3bIBaeT YPOBEHbD 3apsja OaTapen CTUMYIATOpA.

DTy KapTUHKY JIETKO MOHATh. TpH 3aMoIHEHHBIE MOJIOCKK 03HAYAIOT, UTo Oarapes
CTUMYJISITOPA 3apsHKEHA MOJIHOCTHIO.

Lever EED Tl Tull

Ilpumeyanue: Hronka bamapeu ykazvléaem Ha ypoeeHs 3apsoKku bamapeu
CMUMYIAmopa, a He nyioma OUCMAaHYUOHHO20 YNPAGIeHUsL.

[To mepe pacxona 3apsia 6arapeu, B 3aBUCUMOCTH OT MAPaMETPOB CTUMYJISIIUN U
YCIIOBUH IKCILTyaTaIluH, MMOJIOCKH OyyT YMEHBIIATHCS, KaK MIOKAa3aHO Ha rpaduKe HIDKE.
J1st monmydeHust moTHOW UH(OPMAITUHU O TIOAICPKAHUY 3apsiia Oaraper CTUMYIISATOPA CM.
pasznen “3apsoka cmumynsamopa” Ha cTp. 212.

Hxonka darapen Onucanue

YpoBeHb 3apsia 6araper CTUMYIISATOPA NOHbLI.

YpoBeHb 3apsiaa 6arapenu CTUMYISATOPA 00CMAmMOUHbIIL.

18 8

YpoBeHb 3apsifa 6araper CTUMYISATOPA C1adblil.

PyxoBozcTBo juist Bpaya: cucrema 'CM Vercise™
91098825-10 221 u3 341




PyxoBonctBo miis Bpada: cucrema 'CM Vercise™

BbiGop nporpamMmbl

[IporpamMma CTUMYISIIIMK MIPEICTABISET cOO0H HAOOP MapaMeTpoB, OMPEISIISIFOIINX
nedeHue nanuenrta. [IporpaMma MOXXET MIPUMEHATh CTUMYJISILIUIO B HECKOIBKUX
HE3aBHCHUMBIX 30HaX CTUMYJISLMH, OT OIHOM 10 YETBHIPEX, B 3aBUCUMOCTH OT HACTPOEK
nporpammbl. Hampumep, onHa 0671acTh MOXKET COOTBETCTBOBATh IPABOMY LIEJICBOMY
y4acTKy MO3ra, a ipyrasi — jgeBoMy. [1yabT qTUCTaHIIMOHHOTO yNPaBICHUSI MOXKET

XPaHUTh 0 YEThIpeX MporpaMm (IpOHYMEPOBAHHBIX OT 1 110 4), TOCTYIHBIX AJ1s BRIOOpa

N aKTHBalluM ITIalIMCHTOM B JII000€ BpcMms.

I'padpuka Onucanue

[lycras ssueiika mporpaMMsl.

3arnosHeHHas siYeika MporpaMmsl

HOCJ’IC,}IHS[S[ AKTUBUPOBAHHAA UM COXpaHCHHAs MporpaMmma.

BriOpanHasi B HACTOSAIIMI MOMEHT sSTYeHKa MPOTPaMMBbI

HanomuHaHue 0 TOM, 4TO KHOTKa P ismvenser BEIOpaHHYIO
IIpOrpamMmMy.

0 M — HESESN

Ilpumeuanue: Eciu nayuenm nonvimaemcsi akmuupo8ams nycnmyrm npocpammy,
HU4e20 He npou3otioemn.

Jlnst BBIOOpA MpOTpaMMBbI:

1. Haxwmwure Ha skpane Level (ypoBeHb) KHOIIKY P, YTOOBI IEPEUTH K IKPAHY
Program (mporpamma).
[Ipu akTHBHOM 3KpaHe Program (mporpamma) KaskJo€ JOIOJIHUTENbHOE Ha)XKaThue

KHOIIKHX P IIO3BOJIACT BBI6paTB CJIC,Z[YIOH_II/Iﬁ HOMCD IIPpOrpaMMBlI. Haxxmure * JUIs
BLI60pa NpeaAbIAYHICTO HOMEPA IIPOrpaMMBbI. Brigenennoe YCPHBIM II0JIC YKA3bIBACT

Ha Ballle MMoJoXKeHUE B IMKiIe. Haxarue KHONKU P IIpu aKTHUBHOM Imporpamme

4 BepHer Bac Ha ’kpaH Level (ypoBens). Haxxatne kHOIIKH * B nporpaMme 1 Taxxe
BEepHET Bac Ha 3kpaH Level (ypoBeHs).

BEED o EEEED

anEnFtl T"’iﬁnue III‘“ TE'

2. Haxumaiire P wm | BT nepeMeleHus, oka He Oy/ieT BblAeIeHa HyKHas
BaM IIporpamma.

3. JIns akTMBanMu MPOrPaMMbI HAKMUTE A .

[Tocne BbIOOpa U aKTUBALMU POTPAMMBI ITYJIbT AUCTAHLIIMOHHOTO YIIPABICHUS BEPHETCS
K 9kpany Level (ypoBeHb).
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ITynsT AUCTAHIIMOHHOIO YIPaBICHHs

U3meHeHne n COoXpaHeHue nporpamMmm

1. YToOBI mepeiTu K HyXKHOI IporpaMmme, HAKMHUTE KHOTIKY P 9KpaHe
Level (ypoBeHs).

Ilpumeuanue: byoem noouepxnyma () nocieomsis 8bl36aHHASL UNU COXPAHEHHAS
npoepamma. Ilycmoie ssuetiku npoepamm omoopaicaromcs 8 suoe
NYCMBIX NPAMOY20NbHUKOS Oe3 Homepa npozpammsl []. Eciu
nayueHm nonvlmaemcs aKmusupo8ams NyCmyio npozpammy,
HUYe20 He npou3oudem.

2. Jlnd aKTUBaLMU BBIOpaHHON MPOrpaMMBbl HAKMUTE A .

fotrvarmng™ () Tul
ProcramM 1

3. Korzma nocne ncreueHuss BpeMEHH OKUIAHMS ITyJbT JUCTAHIIMOHHOTO YIPaBICHUS
BepHETCs B K 9kpaHy Level (ypoBeHB), BBl CMOXETE M3MEHUTh aMILIUTYY BO BCEX
30HaxX IPOrPAMMBI.

4. ]Jlng coxpaHeHHUs U3MEHEHUH BBIOEpUTE PpOrpaMMy CHOBa U Hakmute V.
CHauana Bam notpe0yeTcs oATBEPANTh U3MEHEHHE.

5. Haxmwute P AJI TIOATBECPIKACHUA NI KHOIIKY * AJIs1 OTMCHBI OlICpalvu.

OvenuRIiTE 17 [ 1]
ax B ar E? B

Ilpumeuanue: J{na coxpanenus moouguxayuii 8 HOBOU NPOSPAMME BMECMO 3aNUCU
nosepx cyujecmayloujeli npoepammsl npocmo gvloepume nycmyio [|
Auetiky npoepammol u Haxcmume V.
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PyxoBozacTBo i Bpaya: cuctema 'CM Vercise™

AmMnnutyaa Anst KOHKPeTHOM obnacTu

[Tporpamma MOXXET IPUMEHATh CTUMYJISILIMIO B OJJHOM 00JaCTH WIIM B HECKOJIBKUX
(1o 4eThIpex), B 3aBUCUMOCTHU OT HACTPOEK MPOrpaMMel. J{Jist OT/IeIbHOM HACTPOUKH
aMIUTUTY/IbI B KOKJOU U3 00NacTei:

1. HaxxmuTe KHOMKY f Ha 2kpane Level (ypoBeHb), 4T0ObI MepelTH K KOHKPETHON
001acTH CTUMYIISALIUY.

2. Haxwmure kHOTIKy A niau V¥, 9TOOBI OTPEryIHMPOBaTh aMIUTUTYLY
B BBIOpaHHOM 00JIaCTH.

Onuusa BoccTaHOBNEHUSA

B cucreme I'CM Vercise™ (yHKIMS BOCCTAaHOBICHHUS AOCTYITHA BceM marueHTam. OHa
MO3BOJISIET MAIUEHTAM BEPHYTh OPUTHHAIBHBIC HACTPONKH MPOTPAMMBI, KOTOPBIC BBI JIJIS
HUX YCTAaHOBWJIY ITPU HAYaJbHOM YCTAaHOBKE WJIM BO BPEMs MOCIEAYIOIIETO BU3UTA.

,Z[J'ISI A0CTYyIIa K OIIIINKU BOCCTAHOBJICHHA

1. Jns goctyna K pyHKIIMH BOCCTAHOBIICHHS IPOrpaMMBbl | HAXKMUTE U yIep>KUBaiTe P
npUOIHU3UTENBHO B TEUEHUE 3 CEKyH.

2. Tlpu HEoOXOAUMOCTH HAKMUTE KHOIKY P e1e pas (0OBIYHOE HaXaTue), 4TOOBI
NEPEXOIUTh MEX]y POrpaMMaMHM U BbIOpaTh IPOrpaMMy, KOTOPYIO HY>KHO
BOCCTaHOBUTb.

3. Haxwmure A AJI1 BOCCTAaHOBJICHUS MOCJIICAHNX KIMHUYCCKU HACTPOCK,
3alporpaMMUpOBaHHBIX B KIIMHUKE.

HECH 3 hF]
ProcraM 1 B
Restore 4 El.n

Mouck

B ciiyyae nomex cBsi3M MyJIBT AUCTAHIIMOHHOTO YIIPABJICHHS aBTOMAaTUYE€CKU HAYHET
nouck crumyisatopa. [locrapaiitech nepeBUHYTh MyIbT JUCTAHIIMOHHOTO YIIPABICHUS
OJIMKE K CTUMYJIATOPY, YTOOBI O0JIETYUTH €ro MOUCK.

Seancmvg (U
X [x] X [xl
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ITynsT AUCTAHIIMOHHOIO YIPaBICHHs

HaCTpOﬁKM Ansa KnNmHn4YeCcKux cneunanuncrtoB

Bpauu MoryT noiayuuTh JOCTYII K IONOJHUTEIBHBIM OINLMAM MYJIbTa JUCTAHIIMOHHOTO
ynpaBieHus a7 HacTpouiku cucteMbl [ CM Vercise™. DTu onuuu HEAOCTYIHBI [
ManuEHTOB.

OKpaHbl 15 Bpaueld, HeIOCTYITHbIE MalMeHTaM, 00eCIIeYNBaIOT TOCTYIL:

* K OYMCTKE M IOBTOPHOMY YCTAHOBJICHHIO CBA3HM MEX]y ITyJIBTOM JUCTAaHLIMOHHOTO E
yIpaBJICHUS U CTUMYJISTOPOM;

¢ CBi3U C KIIMHUYCCKUM IIPOrpaMMHUPYIOIIUM YCTpOﬁCTBOM;

¢ KOHTPOJIIO ITOJHOI'O COIMPOTUBJICHUA KOHTAKTOB.
I[J'ISI A0CTyIIa K MCHIO KIIMHUYCCKOT'O CIICHMUaInCTa:

1. OnHOBpPEMEHHO HAXKMHTE KHOITKU Y. Pu YAEPKUBAMTE UX OKOJIO TPEX CEKYH]I.
[osiBurcst mento «Enter Clinician Options» (BOMTH B ONIIMH Bpaya), KaK MOKa3aHO HIDKE.

2. Jlns nepeMenieHus o MEHIO KIIMHUYECKOTO CIeMaIicTa HaxuManTe KHOKY A v V.

CP Mode Tage "
Impedances @ 0 %
X I & M1

Kaxnas onust onricana HUXe.
Bbi6op Ne1 — Pexxum knuHu4veckoro nporpammupytowero ycrpouctsa (KI1Y)

1. B mento «Enter Clinician Mode» (BoiTH B peKuM Bpada) HaKMHUTE KHOIKY P,
YTOOBI MOJTOTOBUTH MYJIBT IUCTAHIIMOHHOTO YIIPABIEHUS K CBSA3H C KIMHUYECKUM
nporpammupyomumM ycrpoictoM (KITV).

CP Rennv E

Ilpumeyanue: Ilynom oucmaHyuoHHO20 YNPAGIEHUs OCIAHEMCs 20MOBbIM O/ CEA3U
c KI1Y na npomsoicenuu 15 munym.

2. IlomecTuTe MyJabT JUCTAaHIIMOHHOTO YIIPABICHUS U
IR-unTepdeiic B nepxarens IR-untepdeiica nopramu
CBA3U APYT K JIPYTY.

3. TloakirouuTe MOCIIENOBATEIbHBIN KOHEIL a/larTepa C

USB-nopra Ha mocien0BaTeIbHbIN MOPT K ACPKATEITIO
uHTepdeiica.

4. Tlonkmrounte agantep ¢ USB-nopra Ha
nocyenosarenbHbiil nopt k USB-nopry KITV.

Bxurounte KITV.

6. 3amycrtute nporpammy Bionic Navigator™ u nmomoxxaure
nosiBienus skpana «IR Communication Established»
(IR-coenuHeHne yCTaHOBIICHO).

Tl
C cATION 3 L
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PyxoBozacTBo i Bpaya: cuctema 'CM Vercise™

Bbi6op Ne2 — lNonHoe conpoTuBneHue

Ecnu B mento «Enter Clinician Options» (BOWTH B ONIMK Bpava) BHIOpaH BapHaHT
«Impedancesy (1oIHOE COMPOTHBIICHHE), MYJIBT TUCTAHIIMOHHOTO YIPABICHHS TPOBEICT
U3MEPEHHsI Yepe3 TeIEMETPHIO; 3TO 3aiiMET HECKOJIBKO CEKYHI.

R Qo
1 I

Ilpumeuanue: Bo eépems 3mozo usmepenus Ha IKpare Oyoem omoopatcamvcs
CepuutblLlL HoMep CIUMYIAmopa.

HaKOHeI_I, Ha MYJIBTC JUCTAHIIUOHHOI'O YIIPABJICHUS MOABUTCA 3KpaH COCTOAHHA IIOJTHOTO
COIIPOTUBJICHUS KOHTAKTA.

KonTtaktel 1-8 (mmonokenne oteneHus 1-L) mpencraBieHbl TpsMOyTOJIbHUKAMU
B BEPXHEM psily; KOHTaKThl 9—16 (TonoxkeHue oTBeaeHus 2-R) npeacraBieHsl
MNPSIMOYTOJIbHUKAMU B HHJKHEM PSTY.

0 HGood OOpen 0 H Ox
BEO0000ONENE ROO0OOOCONENEAN
OEERONENEEN OERECONENENER

KonTakTsl B penenax npueMaeMoro A1ana3oHa moJHOro COMPOTUBIICHUSI OTOOPaXKaAIOTCs
KaK 3aKpalleHHbIE TPSIMOYTOJIbHUKH; KOHTAKThI C BBICOKMM YPOBHEM TTOJTHOTO
conpotusieHus (coimre 4500 OM) npeacTaBaeHbl MyCTHIMU TPSIMOYTOJIBHUKAMU.

Haxarue 110001 KHONKH, KPOME KHOTIKH ») Bir/BbIk. CTHMYIIATOPA, OTOOPa3UT
3HayeHus1 KoHTakToB 1-8. [locnenyromnee HaxkaTue 000 KHOTIKU, KPOME KHOTIKH »)
Bx1./BeIkil. cTUMYNIATOpa, OTOOPA3UT 3HAYCHHS 111 KOHTAKTOB 9—16.

1 ﬁﬁﬁﬁ D ARXR 1 EREE D KHEX

2 A B ARKA 2 ARl B BaKAe
3 HEBR T HEMH 3 HEmE T RAKK
H KHEER B Kird B HErE 8 KeER
9 1& Bass 9 IE B
10 14 Rxss 10 b
11 15 Kx®x 11 15 KX
12 16 KxRR 12 16 KX

Haxxatue 1100601 KHOIIKH, KPOME KHOTIKH ») Bx1./Bbiki. CTUMYJIATOPA, IIOKAXET IKPaH
MOBTOPHOTO U3MEPEHUSI, KOTOPBIN O3BOJIUT MOBTOPUTH U3MEPEHUE WIIM BBIMTH U3 STOU
(byHKIUH.

Ilpumeuanue: Ilynom OucmanyuoHHO20 YRPAGIEHUs NPUOCMAHOSUN COCMOAHUE
eomosHocmu k pabome c KI1Y u nepetioem 6 pexcum odxcudanus npu
omcymemeuu IR-cuenana 6 mevenue 15 munym.

Ilpu comosnocmu k pabome ¢ KI1Y éce knonku akmusHwvl u Haxcamue
10001 KHONKU 8038pawaem 3xpawn «Levely (yposenv) nyioma
OUCAHYUOHHO20 YNPABILEHUS.

Ilpu comosrnocmu k pabome ¢ KI1Y cmumynayuro moxcno exiovamso
UIU OMKIIOYAMb.

PyxoBoactBo s Bpaya: cuctema 'CM Vercise™
91098825-10 226 u3 341



ITynsT AUCTAHIIMOHHOIO YIPaBICHHs

Ilocne ycmanosku IR-coedunenus nynvm oucmaHyuoHHO20 ynpasieHus
NPUOCIAHOBUM CBA3b U NEPetioen 8 PeXHCUM OHCUOAHUS NPU
omcymemesuu IR-cuenana 6 meuenue 15 munym.

Bo spems IR-c6s3u 6ce KHONKU aKMUBHbI U Hadcamue 1000t KHONKU
6038pawjaem sxkpan «Levely (yposenv) nynoma oucmaHyuoHHO20
VIPAaeieHusl.

Kastcowuii pas nocie 8vi600a nynvma OUCMaHYUOHHO20 YAPAGIEHUS U3
DPeAHCUMA 0XHCUOAHUS HA OUCHIee N0 YMOTYAHUIO 0OMOOPANCAeMCs IKPAH
«Level» (ypoeenn).

Bbi6op Ne 3 — YganuTb conpsikeHue

Ecnu B mento «Enter Clinician Options» (BoiTH B oniiuu Bpaua) BeiOpaH BapuaHT «Clear
Link» (ymanuTs comnpsibkeHue), sl MPOJOKeHUs BaM TOHAI00UTCsI HEMEITICHHO BBECTH
napoJib Bpaya.

Enter Password
tARE _l4AEME
1 +D

[Tapons mst onumu «Clear Link» (ynanuts conpsixenue) — A-B-C.
Jlns BBOza mapos:

[Tpu OTKpBITHH 5KpaHa BBOJIA ApPOJIs BbIAEsETCS NepBbiii cuMmBoi. s BeIOOpa/
MOATBEPKACHHSI TI000TO CUMBOJIA W/WIIK TIEpeXo/ia K CIeAYIOIIeH MO3UIUN CUMBOJIA

nasmure P J171st IpOKPYTKH BO3MOXKHBIX CUMBOJIOB HCTIONB3yiiTe A nin V.

Ilpumeuanue: He coobwaiime smom naponv NAYueHmam, HOCKOIbKY OHU MO2YM
CYYAUHO YOanUmMb CONPAACEHUE MEHCOY NYIbIMOM OUCMAHYUOHHO20
VIPABNeHUsi U CIUMYIAMOPOM.

[Ipu ynanenuu conpsiKeHus:

Ecnu maponb BBeZIcH BEPHO, CONPSHKEHUE MEXKTY MyJIBTOM JIUCTAHIIMOHHOTO
YOPaBIEHUS U «IPEIBITYIIAMY) CTUMYISITOPOM Pa30pPBETCS HEMEJICHHO, a Ha MYJIBTE
JTUCTAHIIMOHHOTO yIpaBIeHUs 0TOOpa3uTcs skpaH «Het conpsixerus». [Iporpammer
MyJbTa JUCTAHITUOHHOI'O YIPABJICHUA OCTAHYTCSA HCTPOHYTBIMHU. Ecmu apoJib BBEACH
HenpaguibHo, IPOIIeCcC MPUOCTAHABIMBACTCS U MYJBT TUCTAHIIMOHHOTO YIIPABICHHS
Bo3Bpamaercs Ha skpaH «Enter Clinician Options» (BOWTH B ONIIMK Bpaya).

Ilpumeuanue: Ecnu 6o pemsa nonvblmKu CONPANCEHUS ¢ NYTbIMOM OUCMAHYUOHHO20
VIpaeneHusi napoib 66e0eH HenpasUiIbHO, NPOYecc
NPUOCMAHABIUBAEMCSL U NYTIbIM OUCTNAHYUOHHO20 YNPAaBIeHUs
80368pawyaemcs Ha IKPaH CRAue20 pexrcuma.
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PyxoBozacTBo i Bpaya: cuctema 'CM Vercise™

Bbi6op Ne 4 — A3bIk

[Ipu BrIGOpE BapuanTa «Language» (3bIK) B MEHIO
«Enter Clinician Options» (BOWTH B ONIIUK Bpava) BbI
MOXeTe MPOKPYUYUBATH IIECTh SKPAHOB SA3bIKOB, HAKHMAas
KHOTIKU A win V.

Haxxmurte kHONIKY P JUIs BBIOOpa aHIIIMKCKOTO,
UCIIAHCKOT0, (PpaHIly3CKOr0, UTAIbSIHCKOTO, HEMEIKOTO
WJIN TOJUIAH/ICKOTO S3bIKa, KOTIa HYXKHBIH SI3bIK OyJeT
IIOJICBEYEH.

3atem naxmute P na CJIEIYIOLLEM DKpaHe Ul
NOATBEPKAEHUSI BbIOOpa. Ternepp sA3bIK MysbTa
JUCTAHIIMOHHOTO yIPABJICHUs CMEHUTCS Ha
BBIOpPAHHBIN BaMH.

Cpok cnyx6bl 6aTapeu nynbTa AUCTAaHLUOHHOIO
ynpaBrneHus

[Ipu coGmroneHu HOPM SKCIUTyaTalu Oarapes MmyibTa
JVCTaHIIMOHHOTO YIIPABJICHUS POCITYKUT JI0 3aMEHBI
He MeHee 15 quen.
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VYkazanus 1o CTUMYIIALANA

YKa3zaHusi N0 CTUMynALUU

MnoTHOCTbL 3apsapa

[IporpammHoe obecrieueHue KIMHUYECKOro mporpaMmmupyoiero ycrpoicrsa (KITY)
BBIJIACT MPEAYIPEkKACHUE MIPH MOTMBITKE 3alIPOrpaMMHUPOBATh KOHTAKT TAKUM 00pa3oM,
9T0OBI TNIOTHOCTb 3apsijia Ha Kaxayro (haszy ctumyisiin npessimaia 30 MxKi/cm?,
MOCKOJIBKY UMEIOTCSI CBUJIETENILCTBA MOBPEXKICHUS TKAHEH MPU IUNIOTHOCTHU CBBIILIE 3TOTO
ypoBHa. OnnHako KITY nomyckaeT npogo/iKeHHe CTUMYJIALIMU CBBIIIE 3TOTO YPOBHS.
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Ha sToMm rpadguke oroOpakeHa peKOMEHI0BaHHAs MaKCUMaJIbHAS TUIOTHOCTH 3apsiaa

B 30 MxKi/cM? [t pa3sIuYHBIX KOMOMHAIIMN aMILTUTYABI TOKa (MA) U JIUTEIBHOCTH
uMIynbca (MKC). DTH OIIEHKHU TUIOTHOCTH 3apsiia MPUBEACHBI TOJIBKO ISl OTBEICHUMN

mtst 'CM ot Boston Scientific.

HNPEAYNPEXIEHHUE. I[lanueHThl MOTYT UMETh BO3MOKHOCTh UBMEHATh aMILIUTYLY
C TIOMOIIIBIO MYJbTa JUCTAHIIMOHHOTO yrpaBieHus. Bpauy
CJeyeT YCTAHOBUTH U MPOBEPUTH MAKCUMAJIIbHYIO U
MUHHUMAJIBHYIO aMIUIATYY, pPa3pelieHHbIe ISl MyJbTa
JTUCTAHIIMOHHOTO YIPABJICHHUSI, YTOOBI TAPAHTHUPOBATH,
YTO YPOBEHb TOKA OCTAaHETCs B Oe30macHbIX mpenenax. He
yCTaHaBIMBaNUTE aMIUTUTYy 110 YMOJIYaHHIO 32 IpeesiaMu
JUarna3oHa MUHUMAIbHON 1 MaKCUMaJIbHOW aMIUTUTY/bI.

Ilpumeyanue: Ecnu é coomeemcmeuu ¢ napamempamuy CmMuMyIsayuu niomHoCmy
3apsioa npesvicum 30 mxKn/cm?, na sxpane knunuuecko2o
npocpamMmupyouje2o yCmpoucmea nosasumcs npedynpexicoenue.
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PyxoBozacTBo i Bpaya: cuctema 'CM Vercise™

NMNoaopobHoe onucaHne yctpoucTBa

OOLee onucaHne KOMNOHEHTOB

BixuBnsemas uactb cuctembl 'CM Vercise™ Bkiiroyaer B ce0s1 CTUMYJIATOP U /1Ba
orBenenns 1A I'CM. [Ipyrue BxuBiIsieMble KOMIOHEHTHI: yAauHuTe U A1 I'CM,
yuaHsomue orseaeHus st 'CM K CTUMYIATOpY, MaHKeTa OTBeleHusl IS

I'CM, 3amumiaroniasi IpOKCUMaJIbHBINA KOHEI] oTBeaeHus Juisi ['CM B mepuoa Mexry
OTIepaIMsIMU, a TAKXKE PyKaBa JJisl IBOB, 3amuiiatonye oreaeans aist [ CM w/umm
3aKpeIvIaonre OTBeIcHUs U yiyuHuTenu juist [CM.

HNHCTpYMEHT I TYHHEJIU3AUMU [IPEACTABISIET COO0M XUPYPrUIeCKU HHCTPYMEHT,
WCITOJIB3YEeMBIH IS CO3/IaHUS TTOAKOKHOTO TYHHEJISI i1l OTBEICHUM U YITHHUTEIICH
g 'CM.

[ManmenTy OyayT IPEIOCTABIICHBI BHEITHUE YCTPOUCTBA, BKITIOUAIONINE B CEOS MYJAbT
JMCTAHIMOHHOIO YIPABJIEHMS JJIS CBSI3U CO CTUMYJISITOPOM U 3apsiiHO€ YCTPOCTBO
JUISL Tiepe3apsiiku OaTaper CTUMYIATOPA.
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TlonpoOHOe onucanue ycTpoicTBa

Pusnyeckue XapaKTepnuCctukm CTumMmynsAaTopa

dusnueckre XapakTepUCTUKU CTUMYIIATOpa npeacTasieHsl B Taom. 1. [l
CTUMYJISITOPA IPEAyCMOTPEHA paJMOHETIPOHUIIaeMasi MIEHTHU(PHUKALIMOHHAS METKA.
Ota uneHTH(UKaMOHHAs METKa BUIHA IIPU MCIIONB30BAHUN CTAHJAPTHBIX MPOLETYP

PECHTI'CHOCKOIINH.

Ta6u. 1: dusnveckue cBOWCTBA CTUMYJISATOpPA

DyHKUMSA Onucanue
Kopmyc Turan
OcHoBanune OnokcuaHasg cMoJia
["aGapuThr S55Mmx 45 mmx 11 Mm
O0beM 20,7 cm?
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PyxoBonctBo miis Bpada: cucrema 'CM Vercise™

n porpamMmmMmumpyemMbie XapakKTePUCTUKN CTUMYIIATOPA

[TapameTpbl cTUMYISALUMY HE3aBUCUMBI JUIs ABYX oTBeAcHuN i1 ['CM, nostomy
CTUMYJIALIMIO JIBYX Pa3JINYHBIX YYaCTKOB MO3Ta MOYKHO ITPOBOJIUTH C pa3HOM
aAMIUTUTYJOH, JUTUTEIBHOCTBIO UMITYNIbCA, YACTOTON CTUMYIISLIUN U KOH(PUTYPALTUIMH
KOHTaKTOB. /[Ba orBeneHus 1t 'CM Takke MOTYT UMETh pa3IM4YHbIE MOHOMOJISIPHBIE
U MYJIBTUIOJISIPHBIE KOHQUTYpalluK; OTHAKO KOHKpeTHOe oTBeAeHue 1isd ['CM Henb3d
3aIporpaMMHpOBAaTh OJHOBPEMEHHO KaK MOHOIOJISIPHOE M MYJIBTUIIOJISIPHOE.

B Tabn. 2 nmoka3aHbl Juana3oHbl 3HAUYCHUI TPOTPAaMMHUPYEMBIX MTAPAMETPOB CTUMYJISITOPA.

Ilpumeuanue: Hexomopovle KomMOUHAYUYU YACMOM HENb3S UCNONb308AMb.
Cm. KoHKkpemHbvle KOMOUHAYUU YACTNOM 8 PYKOBOOCMBE NO
npoepammuposarnuto I CM.

Ta6u. 2: OyHKUHMA CTUMYJISATOPA

ITapamerp JAunana3on
Ammuatyma’ ot 0,1 MA mo 20 MA
Yacrora> ° or 2 T'm no 255 Ty
JITUTEIbHOCTD UMITYJIbCa’ ot 10 mMxc 1o 450 mkc
wmxn (BKI./BBIKIL.) ot 1 ¢ 1o 90 Mmun
Pamka ctumynstopa BKIIL. orlcmol0c
CoenuHeHns KOHTAKTOB 16
HesaBucumbie o0nactu CTUMYIALAN
(4 mporpaMMeI ¢ 4 0OIACTSIMU IS KaXKTOM 16
IIPOrPaMMBbl)

Ilpumeuanue: Xoms uacmomy CMUMYIAYUU MOHCHO 3ANPOCPAMMUPOBAMY Bblilie
255 'y, knunuyeckas s¢hgpexmusHocms u Oe30nACHOCMb MAKOU
KYMYIAMUBHOL YACMOMbl He NPOBEPSIUCD, U UCNOIb308AMb €€ He
DPEeKOMeHOYemcs.

NPEAYHPEXAEHHUE. Hecmorps Ha o uto KIIY ncnons3yer npegynpexacHus,
4yTOOBI O0JIETYUTH BpayaM oIpeieiieHre 6e30MacHOro
YPOBHS IUIOTHOCTH 3apsiia, OCHOBHASI OTBETCTBEHHOCTh
3a obecriedeHne 0e30MacHOro YpOBHs TOKA JIEXKUT Ha Bpaye.
Kpome Toro, Bpady ciieyeT yCTaHOBUTb U IIPOBEPUTH
MaKCUMaJIbHYIO0 U MUHUMAJIBHYIO aMIUIUTYAY, Pa3pEIICHHYIO
JUISL TTyJbTa JUCTAHIIMOHHOTO YIIPaBIEHUS, YTOOBI
rapaHTHPOBATh, YTO OHA OCTAHETCS B OE30MACHBIX MTPEAETIaX.

4 IIporpaMMupyeMbli AHana3oH A KaKIOTO OTAEIFHOTO KOHTaKTa orpanmyeH 12,7 MA. s
OTpaHUYEHUS 0OIIETO BEIXOIHOTO TOKa 3Ha4eHHEeM B 20 MA 1y MeHbIIIE Ha KXy 00JIacTh
OXBaTa MPUHYAUTEIHHO BKIIOYAETCS MporpaMMHas 6JokupoBka. Harmpumep, Ipu MakCHMalIbHOM
BBIXOIHOM TOKe 12,7 MA Ha OJJHOM KOHTaKT€ CyMMapHBIH BBIXOIXHOW TOK JJISl OCTABIINXCS KOHTAKTOB
orpaHWYMBaeTCs A0 7,3 MA B mpeienax OIHOW 00JacTH oxBaTta.

5 Yacrora misa onpeaeneHHON 001acTH He TOJDKHA TpeBbImath 255 ',

6  OTBETCTBEHHOCTH 32 UCIIOJIF30BAHNE HACTPOEK YaCTOTHI, TPEBBIIAONINX YCTAHOBICHHBIC 3HAYCHUS
(250 I'x), IeTMKOM JIOXKHTCSI Ha TTOJTb30BATEIIS.

7  OTBETCTBEHHOCTH 32 UCIIOJIb30BAHNE JITUTEIHHOCTH UMITYJIECOB HIDKE YCTAHOBICHHBIX 3HAUCHUH
(ot 60 10 450 MKC) TIETMKOM JIOXKHUTCSI Ha TIOJTb30BaTEIIs.
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TlonpoOHOe onucanue ycTpoicTBa

OtBegeHue gna I'CM

OtBeaenue st ['CM cocTout U3 8 MUIMHAPUYECKUX KOHTAKTOB. BHeIIHUI 1ruamerp

orBenenus aisi 'CM u KOHTakTOB cocTaBisieT 1,3 MM M COBMECTHUM C CYILIECTBYIOIIUMHU
MMEIOIIMMHUCS B TIpofaxke uHCTpymeHTaMu Juist BxkuBiienust [ CM. Oteenenue mist 'CM

MOKHO BXKUBHUTD U MIPUKPEMUTH K CTUMYJISITOPY KaK JJIs OTHOCTOPOHHEH (C JICBOM UK

MpaBOil CTOPOHBI), TAK U JJIA IBYyCTOPOHHEH CTUMYIISIITIH. E

Taoua. 3: OrBeaenne gasa 'CM

DOyHKUMSA Onucanue

KonnyecTBo KOHTAKTOB 8
JlmHa KOHTAKTOB 1,5 mm
Paccrosinue mexnay
KOHTaKTaMH (OT LIEHTpa 2,0 mm
710 LIEHTPA)
IIpoMexyTKH MEX

P Y y 15,5 mMm
KOHTaKTaMH

JIUHA OT JUCTAJIBLHOTO
A A <1,3 Mmm
KOHTAaKTa JI0 KOHYUKa
Huametp 1,3 MM
OOmas ganHa 30 cMm, 45 cm
Buennue 3anutHbie

[Tomuyperan

TpyOKH (U301
Marepurali KOHTaKTOB [Mnaruna/vpunuii
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PyxoBonctBo mis Bpada: cucrema 'CM Vercise™

YanuHutenb gna ICM

Vnnunurens aiig 'CM cocTout U3 pazbema Ha IUCTAIBHOM KOHIIE U § IIMJIMHAPUYECKUX
KOHTAKTOB Ha MPOKCUMaJIbHOM KoHIle. OTBenenue 11t 'CM MOXHO BCTaBUTH U
3aKpEenuTh B pa3beMe, KOTOPhIN TAKKe COJIEPKUT & KOHTAKTOB, COBMEILIAIOIINXCS C
KOoHTakTamu Ha orBefeHnH st [ CM 1 00ecTiednBarouX MEKTPUIECKOE COSAMHECHHE.
VYrnuaurens s 'CM MOXKHO BKUBUTH U PUKPENUTH K CTUMYJISITOPY U OTBEACHHIO
11t 'CM kak 11st OMHOCTOPOHHEH (C JIEBOM WJIM MPABOM CTOPOHBI), TaK U JIsI
JIBYCTOPOHHEU CTUMYIISILIMH.

e

Taoua. 4: Yaaunauteap aiaga ['CM

DOyHKUMSA Onucanue
OO0mas prHa 55 cMm
Bremnwii tnamerp 1,35 mm
KonnuecTBo KOHTaKTOB 8
Marepuas KOHTaKTOB [Tnaruna/upunuit
Marepuan u30msuu [TommyperaH, CUIMKOH
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TlonpoOHOe onucanue ycTpoicTBa

ManxeTa orBegeHua gna CM

Mamnsxeta orBefenus g ['CM 3aiuinaer npokcuMaabHbld KoHell oTBenenus st ['CM
JI0 Ollepaluy MO BKUBJICHUIO CTUMYIsITOpa. CTOMOPHBIN BUHT, KOTJIa OH 33J€HCTBOBAH,
npukpernseT orBeaeHue A ['CM k MaHkeTe OTBEIEHUS.

=

3

Tab6a. 5: Man:kera orBegenus xjasg I'CM

DyHkuus Onucanne
OOmias aauHa 3,3cm
CronopHbIil BUHT Turan

bnox pazsema

HepmaBeIoma;[ CTaJlb

KoHneuHbI orpaHu4MUTENb

Hepxageromas craib

Marepuai u30Jsuu

CUJIIMKOH
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PyxoBonctBo mis Bpada: cucrema 'CM Vercise™

PykaB ons wBoB

PykaB ju1g mBoB pacnonaraercs Mexnay orseaeHueM g 'CM 1 MuHU-TUIacTUHON
JUts 3a1uTel oTBeneHus A I'CM. PykaB a1 IBOB MOXKET TaKkKe UCIIOJIb30BaThCs
Ui pukperieHus orseaeHus At I'CM unu yanmuaurens s 'CM k ¢acuun.

'Y

Ta0a. 6: Pykas st IBOB

DyHkuus Onucanne
OO0mas pnHa 1cMm, 2,3 ¢cMm, 4 cm
Marepuain Cunukon
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TlonpoOHOe onucanue ycTpoicTBa

MHCprMeHT AnAa TyHHenni3auum

WNHcTpyMeHT 1S TYHHENU3aluy UCTIOb3YeTCs JUIsS CO3AaHUS Iy TH JIsl OTBEICHUS
u ynnuauTens A ['CM B MOIKOKHBIX TKaHSIX.

Ta6u. 7: UHCTPYMEHT I TYHHEIU3AUUHU

DyHKUMSA Onucanue

Jmaaa 28 cM (TpyOKa), 35 cM (anmuHa)

Marepuai cTep>KHs Hepkageromas cranb

Marepuan TpyOoku [IT®D

Marepuain pydku Hepxageromas crans, ULTEM
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PyxoBonctBo miis Bpada: cucrema 'CM Vercise™

B3aumogencTBme ¢ NporpaMmMupyoLmMmMm yCTPOMCTBOM

Knununyeckoe nporpammupytoiee ycrpoictBo (KITY) moxer B3anmozaeiicTBOBaTh
co cTuMyasTopoM. [l Havasa ceaHca NporpaMMHUPOBAHUSL HEOOXOIUMO COBMECTHUTD
undpakpacusie (IR) oxna KITY u nynsra 1MCTaHIMOHHOTO yIPaBICHUS.

1. Bxmrouute KITY, u 3arpysurcs nporpamma Bionic Navigator™,

2. BoiinuTe B MeHIO ONUUHN Bpadya Ha nﬁnme JUCTAaHIMOHHOIO YIIPaBIICHHUS,

OJHOBPEMCHHO HaXaB KHOIIKA § U
. \(\

3. Bwibepure CP Mode (pexxum KITY).

4. Korna Ha myapTe AUCTAHIIMOHHOTO YIPABICHUS
nosiuTcs Haanmuch «CP Ready» (roroB k pabore
¢ KITY), nomectute IR-untepdeiic u myasr
JTUCTAHIIMOHHOTO YIPABICHUS B IepP>KaTeNb
IR-unTepdeiica, 4TOOBI COXpPaHUTD
COBMECTUMOCTH IR-0KOH.

Ilpumeuanue: /[n1s onmumusayuu ceszu Hanpagome IR-unmepdeiic scenmuvim
KpY2OM 6HU3.

5. loakirouuTe mocCiIe0BaTEIbHBINA KOHEL] aanTepa ¢
USB-nopra Ha nocnenoBareibHbli nopT k IR-untepdeiicy.

6. Ilogkmrounte anantep ¢ USB-nopra Ha nmocienoBareabHbIi
nopt k USB-nopry KIIV.

7. Pacnonoxute nanureHTa B npenenax 60 cm
(2 pyTOB) OT MyNbTA TUCTAHIIMOHHOTO YIIPABICHUS,
9TOOBI 00ECIIEUNTH TOTHOLEHHYIO CBSI3b MEXIY
MPOrPaMMHUPYIOLIUM YCTPOUCTBOM U CTUMYIISITOPOM
(cM. “Pacnonooicenue nynvma OUCMAHYUOHHOO
ynpaenenus”’ Ha cTp. 218).

Ilpumeuanue: Ilpu svixooe 3a npedenvl
YO081emEOPUMENbHO20 OUANA3OHA CE5I3U
HA KIUHUYECKOM NPO2PAMMUPYIOUjeM
yempoticmee omoopasumcst
coomeemcemeyroujee coobujerue.

Bornee monpoOHbIe HHCTPYKIMH MO UCTIOIB30BAHUIO KIIMHUYECKOTO POTrPAMMHUPYIOIIETO
yCTpoiicTBa U mporpaMMHoro obecnedenust Bionic Navigator ¢ cucremoit 'CM Vercise™
cM. B Pykosoocmee no npoepammuposanuro ' CM.
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Perucrparms cucremsl 'CM Vercise™

Pernctpauusa cuctembl 'CM Vercise™

B cootBercTBHE ¢ MEXIyHAPOJHON ITPAKTUKON M 3aKOHOJATEIBCTBOM HEKOTOPBIX
CTpPaH, K KaXA0MY CTUMYIATOPY, oTBeneHuto g ['CM u yummauTtento ains I'CM
ot Boston Scientific mpunaraercs opma perucTpanuu.

Haznauenwue 3Toit popMbl — noaaepx anue BO3SMOKHOCTH OTCIICKUBAHUS BCEX
IPOAYKTOB U 3alllMTa rapaHTUHHBIX IpaB. Kpome Toro, oHa no3BosiseT yupeKIeHHIO,
3aHUMAIOILEMYCsl OLIEHKON MJIM 3aMEHOM KOHKPETHOTO UMIUIAHTUPOBAHHOTO OTBEICHUS
i 'CM, akceccyapa WM ycTpOHCTBA, HOIXY4YUTh ObICTPBIN TOCTYH K TpeOyeMbIM
JAHHBIM OT IIPOU3BOAMTEIIS.

3anoyHUTE PEeruCTPAMOHHYIO (HOPMY, BKIIOUEHHYIO B MakeT. BepHUTE OIMH 3K3eMIUISp
B OoT1e) 00CTyKUBaHUS KIHEHTOB Boston Scientific, onuH coxpaHuTe ISl 3aITUCH
MAIUEeHTA U JAiTEe 10 OTHOMY SK3EMILISPY TAIMCHTY | Bpady.

Boston Scientific
Neuromodulation Corporation
[Tommygarens: Customer Service Department
25155 Rye Canyon Loop
Valencia, CA 91355, CIIIA
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PyxoBonctBo miis Bpada: cucrema 'CM Vercise™

TexHU4Yeckas nogaepKka

B xomnanuun Boston Scientific Corporation ecTh BBICOKOKBaTH(DHITMPOBAHHbBIE
CHEIMAIUCTHI, KOTOPBIE MOMOTYT BaM. OTJeN TEXHUYECKOU MOJACPKKHU MPEOCTaBISET
TEXHUYECKHUE KOHCYAbTaluu 24 yaca B CyTKH. /1)1t CBS3M ¢ MPeICTaBUTEIEM KOMITAHUN
BBIOEpUTE CBOE MECTOIOJIOKEHHUE B CICTYIONIEM CITHUCKE.

ApreHTuna
Ten.: +5411 4896 8556 daxkc: +5411 4896 8550

ABcrpanusi/HoBas 3eaanaus
Temn.: 1800 676 133 daxc: 1800 836 666

AscTpus

Tem.: +43 1 60 810 daxkc: +43 1 60 810 60
banxanbl

Ten.: 0030 210 95 37 890 dakc: 0030 210 95 79 836
beabrus

Ten.: 080094 494 dakc: 080093 343

bpazuaus

Tem.: +55 11 5853 2244 @axc: +55 11 5853 2663
Bboarapus

Tem.: +359 2 986 50 48 daxc: +359 2 986 57 09
Kanapa

Tem.: +1 888 359 9691 daxkc: +1 888 575 7396
Yuau

Ten.: +562 445 4904 @axc: +562 445 4915

Kurait — Ilekun
Ten.: +86 10 8525 1588 dakc: +86 10 8525 1566

Kuraii — I'yan4skoy
Ten.: +86 20 8767 9791 daxc: +86 20 8767 9789

Kuraii — Ilanxait
Ten.: +86 21 6391 5600 dakc: +86 21 6391 5100

Koaymous
Ten.: +57 1 629 5045 Pakc: +57 1 629 5082

Yemckasa Pecmybanka
Ten.: +420 2 3536 2911 dakc: +420 2 3536 4334

Janust
Ten.: 80 30 80 02 daxkc: 80 30 80 05

Ounagauausa
Ten.: 020 762 88 82 daxc: 020 762 88 83

®panuus
Tein.: +33(0) 1 39 30 97 00 daxkc: +33 (0) 1 39 30
9799

I'epmanus
Ten.: 0800 072 3301 daxc: 0800 072 3319

I'penus
Ten.: +30 210 95 42401 ®axkc: +30 210 95 42420

TonkoHr
Ten.: +852 2960 7100 daxc: +852 2563 5276
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Benrpus
Ten.: +36 1456 30 40 Paxc: +36 1456 30 41

Wnpus — banranaop
Tem.: +91 80 5112 1104/5 ®axc: +91 80 5112 1106

Nnpusg — Yennaun
Ten.: +91 44 2648 0318 Daxc: +91 44 2641 4695

Wunnsa — [enn
Ten.: +91 11 2618 0445/6 daxc: +91 11 2618 1024

Nupus — Mymoban
Ten.: +91 22 5677 8844 dakc: +91 22 2617 2783

Hranus
Ten.: +39 010 60 60 1 daxc: +39 010 60 60 200

Kopes
Ten.: +82 2 3476 2121 ®axc: +82 2 3476 1776

Mauaiizus
Ten.: +60 3 7957 4266 ®axc: +60 3 7957 4866

Mexkcuka
Ten.: +52 55 5687 63 90 dakc: +52 55 5687 62 28

banxnnii Boctok / crpanb! Ilepeuackoro 3anusa

/ CeBepnas Agpuka

Ten.: 1961 1 805 282 dakc: +961 1 805 445
Hupepianast

Ten.:+31 30 602 5555 ®axc: +31 30 602 5560
Hopserus

Ten.: 800 104 04 daxc: 800 101 90
OUIMNIHHBI

Ten.: +63 2 687 3239 dakc: +63 2 687 3047
Ioabma

Ten.: +48 22 435 1414 daxc: +48 22 435 1410
Hopryraaus

Ten.: +351 21 380 1243 dakc: +351 21 3801240
CuHramyp

Ten.: +65 6418 8888 daxc: +65 6418 8899
O:xnas Appuxa

Ten.: +27 11 840 8600 daxc: +27 11 463 6077
HUcnanus

Ten.: +34 901 11 12 15 daxc: +34 902 26 78 66
HIBenus

Ten.: 020 65 25 30 Pakc: 020 5525 35
HIBeiinapus

Ten.: 0800 826 786 daxkc: 0800 826 787



TexHuueckas noaaepx Ka

TaiiBanb
Ten.: +886 2 2747 7278 daxc: +886 2 2747 7270

Taunang
Ten.: +66 2 2654 3810 dakc: +66 2 2654 3818

Typuusa — Cramoya
Ten.: +90 216 464 3666 ®axc: +90 216 464 3677

Ypyraaii
Ten.: +59 82 900 6212 ®axc: +59 82 900 6212

Beaukoopuranust u Upnanaus
Ten.: +44 844 800 4512 daxc: +44 844 800 4513

Benecyaua
Ten.: +58 212 959 8106 ®axc: +58 212 959 5328

IIpumeuanne. Homepa Tene@oHoB 1 pakcoB MOTYT U3MEHUTHCS. UTOOBI MOITYYHUTh
HaunOoJiee akTyalbHYI0 KOHTaKTHYIO MH(OpMAaIHIO, TOCETUTE Halll BeO-CalT 10 CChUIKE
http://www.bostonscientific-international.com/ iy TUIIUTE Ha CICAYIONINI aapec:

Boston Scientific Neuromodulation Corporation
25155 Rye Canyon Loop
Valencia, CA 91355, CIITIA
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SneKTpomarH NTHasdA COBMeCTUMOCTDb

CBepneHus o knaccudukauum EN 60601-1-2

® C BHYTPCHHUM UCTOYHUKOM IMUTAHUA

* HenpepsiBHas pabora

* CrangapTHOE 000pYy/IOBaHKE

e KiaccII

Yka3aHus un 3asaBneHve npou3soguTens 06 ANeKTpOMarHUTHOM U3ny4eHnUn

Cucrema 'CM Vercise mpeHa3HadeHa AJIs MCIOJIB30BaHMUS B 3IEKTPOMarHUTHOMH cpelie, yKa3aHHOH HIKe.
[Noxynarens wim none3oBatens cucteMsl ' CM Vercise nomkeH 00ecnednTs ee NCIoIb30BaHuE B TAKOH cpeze.

MpoBepka nanyveHus CootBeTcTBME OneKkTpoMarHuTHas cpega — yKasaHusl
Cucrema ['CM Vercise ucnons3yetr PU-sHepruto
TOJIBKO JUIsl CBOMX BHYTpeHHUX (yHkimid. [ToaTomy
PagmouactoTHOE M3IyUeHHE €e PaAnovacTOTHOE H3Iy4YeHHE OYeHb HI3KOE
I'pymma 1
CISPR 11 MaJIOBEpOSITHO, YTO BO3HUKHYT OMEXH JUIsl pabOThI
PacHoI0KEHHOTO NOOIN30CTH MEKTPOHHOTO
000pyI0BaHHS.
PagnoyacroTHOE H3MydeHHE
CISPR 11 Y Knace B -
Cucrema I'CM Vercise moaAXOANT AT NCTIONB30BaHUS
DMHCCHS TapMOHHHMECKHX BO BCEX YUPEKACHUIX, BKIIFOUAsl KUJIbIE IOMA
Henpumenunmo 1 YYpeXICHHS, HAPSAMYIO TOAKIIOYEHHBIE K
cocrasitromux IEC 61000-3-2 >
KOMMYHAaJIbHOW CETH 3HEpProcHa0XeHHs1 HU3KOro
Kone6anus nanpsokeHus / HaNpsDKEHHs, KOTOpasi CHaOKaeT 3JIeKTPOIHEeprue
MEPHAOIINE U3ITYUCHHUS Henpumennmo JKUJIBIC 1I0MA.
(IEC 61000-3-3)

3NEeKTPOMarHUTHOM yCTOMYNBOCTU

YKa3zaHusa u 3aABneHne U3rotoBuTens oTHOCUTeNbHO

Cucrema ['CM Vercise npenHa3HaueHa s HCTIOJIB30BAHUS B DJICKTPOMAarHUTHOM Ccpefie, OMICaHHON HIKE.
IMokymnarens uiu nons3oBarens cucteMsl I CM Vercise nomkeH o0ecriednTh ee HCIO0Ib30BaHNE B TaKO# cpefe.

UcnbiTaTenbHbIn
UcnbiTaHue tla ypPOBEHb YPOBeHb COOTBETCTBUS SHEKTPOMarHMTHaﬂ
NOMeXoyCTOU4YNBOCTb iEC 60601 cpepa — ykKa3aHusa
Boznyx: Boznyx:
+2 kB, £ 4 kB, IIyner qUCTaHIMOHHOTO
+8 kB, £ 15 kB YIpaBIeHUS U 3apsIHOE
YCTPOHCTBO: ITon B momerieHuu U3 nepesa,
+2 kB, £4 B, £ 8 kB, + 15 kB | Gerona nm kepamuueckoit
. BIIC: TUTMTKH. ECIH TI0JTBI TOKPBITHI
YCTOATHBOCTE K +2 kB, +4 kB, + 8 kB CUHTETUYECKUM MaTepUasoMm,
SJIEKTPOCTATHHICCKOMY KOHTaKT: ’ ’ OTHOCHTENbHAS BIaXKHOCTh
paspany (3CP) +8 kB Konrakr: JIOJ>KHA COCTABIISITH HE MEHEE
IEC 61000-4-2 II . 30 %
YABT TUCTAHIIMOHHOTO 0.
YHPABICHUS U 3apSIAHOC IIpumeuanmue: [Ipumenumo
YCTPOUCTBO: K BHELTHUM yCTpPOMCTBaM.
+ 8 kB
BIIC:
+ 6 kB
YpoBHH MarHUTHOTO ITOJIS
YaCTOThI MMUTAIOIIEH CEeTH
JIOJDKHBI COOTBETCTBOBATh
MaFHI/ITHOe 1oJ1e ypOBHS[M, TUITUYHBIM
YaCTOTHI MMUTAIOIICH CETH 30 A/m 30 A/m JUTSE KOMMCH‘ICCKOﬁ WA
(50/60 T'mr) OOILHIYHOI 0OCTaHOBKH.
1IEC 61000-4-8 MarauTtHbIe T0JIs1 OBITOBOM
TCXHUKU HE JOJIKHBI
OKa3bIBaTh BIUSHUE HA
YCTPOMCTBO.
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SHCKTPOMaFHI/ITHaﬂ COBMECCTUMOCTH

YKa3aHusA 1 3asBrneHne U3rotoBUTENsi OTHOCUTENbHO
3NEeKTPOMarHUTHOM YyCTOMYNBOCTU

Cucrema I'CM Vercise nmpenHa3HadeHa A7 UCIOIB30BaHUS B 3IIEKTPOMArHUTHOH Cpejie, ONMCaHHOMN HIDKE.
[oxynarens wim nomp3oBarens cucteMsl ' CM Vercise qomkeH o0ecnednTs ee UCIoIb30BaHuE B TAKOH cpeze.

UcnbiTaHue Ha UcnbiTatenbHbIN YpoBeHb AneKkTpoMarHuTHas
NOMexXoycTONM4YMBOCTb | ypoBeHb IEC 60601 | cooTBeTCTBUA cpeaa — yKasaHus
Konnykrusubie nomexu, |3 B 3 B (cpenHekBagpaTuuHOe | YCJIOBHSA DKCILUTyaTallud B
HaBeJeHHble PU (cpenHexBagpaTH4YHOE | 3HAYCHUE) CIEHaTN3UPOBAHHOM JIeueOHOM
NIEKTPOMarHATHBIMH 3HAYCHUE) B osoce ot 150 k't 10 YUPEKIAECHUN U B yCIOBHIX
HOJSMH B ronoce ot 150 kI'm | 80 MI'ng JICMCHI Ha JIOMY.
1IEC 61000-4-6 (TOJIBKO 10 80 MI'i
s BIIC)
6 B (cpenHexBagparinyHoe
3HaUYEHHE) B IUaNa30HaxX
ISM u nrobutenbpekux
paauOCTaHLIMHA MEXTY
150 xI'y 1 80 MI'ig
YcaoBus SKCIITyaTally B
CIEIHaTN3UPOBAHHOM JIeUeOHOM
YUpPECKAECHUU U B YCIIOBUAX
JIeYCHUs Ha JIOMY.
HanpsbxkennocTs nons
IPH PacrpoCTpaHEHHH
PaIHOBOJIH OT CTaLMOHAPHBIX
paaHonepeaTINKoOB, 110
VeroitunsocTs ¥ PU 10 B/m 10 B/m pe3ynbTaTaM HaONMIOICHUI 3a
SNICKTPOMarHUTHOMY B niostoce ot 80 MI'n | B mosoce ot 80 MI'1y no SIICKTPOMArHATHO# 06CTaHOBKOH
nomo (IEC 61000-4-3) 20 2,7 Tt 2.7TTn Ha MecTe paboThI, IOKHA OBITH

HIDKE, YeM YPOBEHb COOTBETCTBHS
B Ka)XJIOM JIHalla30HE 4acToT.
BnusiHue nomex MoxeT UMETh
MecTo BOIM3H 000pYI0BaHUS,
MapKHPOBAHHOTO MTOKA3aHHBIM
HIDKE 3HAKOM.

@)

IMpumeuanune: DTu yka3aHHUs MOTYT OBITH IPUMEHHMBI HE BO BCEX CiTydasix. Ha pacnpocTpanenne
9MEKTPOMAarHUTHBIX BOJIH BIIHSCT MOIIOIICHNE UX KOHCTPYKIUSMHU, OOBEKTaMH H JIIOBMH WIIH OTPAKCHNE OT HUX.

a HanpsbkeHHOCTB 1OJIA P PaCIPOCTPAHEHUU PaJUOBOIH OT CTALMOHAPHBIX PaAUONEPEAATUNKOB, TAKUX KaK
0a30BbIe CTAHIHN PaIHOTENICPOHHBIX CeTel (COTOBBIX/OECIIPOBOHBIX) M HA3EMHBIX IOJ[BIDKHBIX PaIHOCTAHIINH,
TMOOUTENBCKUX paanocTanuii, AM u FM pannoBenaTensHbIX epeJaTINKOB, TEICBU3NOHHBIX EPEIATINKOB, HE
MOKET OBITh OIIPEe/IeNICHa PACUETHBIM IIYTEM C JOCTATOUYHOH TOYHOCTHIO. JIJIst 3TOTO JOMKHBI OBITH OCYIIECTBIECHBI
MpaKTHYECKHE U3MEPEHNUS HAPSHKEHHOCTH Touisl. Eciin u3MepeHHas Hanps)KeHHOCTh 0TSl B MECTE HCIIOIb30BaHUs
cucrembl 'CM Vercise npeBblIlIaeT BhllIeyKa3aHHBIN IPUMEHUMBIH ypoBeHb cooTBeTcTBUsI PY, TO ciienyer
TIOHA0JIIoNAaTh, HEeT JIN OTKJIOHeHuit B paboTe cuctemsl 'CM Vercise. [Ipu HapymieHnn paboThl MOTYT ITOHA{OOUTHCS
JIOTIONTHHUTEIBbHBIE MEPBI, TAKHE KaK NepeoprueHTalus 1 nepemenienue cucremsl 'CM Vercise.
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PyxoBonctBo miis Bpada: cucrema 'CM Vercise™

Hdeknapauus npousBoauTens o nose B 6NIMKHen 30He

Cucrema 'CM Vercise nmpenHa3HadeHa A1 HCIONB30BaHUS B JIEKTPOMATHUTHOH Cpeie ¢ KOHTPOIUPYEMbIM
ypoBHeM PU-nomex. [Tonb3oBatenu cuctembl 'CM Vercise MOTyT NpeAoTBPaTUTh BIMSHHUE JIEKTPOMATrHUTHBIX
ToMeX, COOJTIoNasi MUHUMAIBHYIO JUCTAHIMIO MEXTy MOPTaTHBHON M MOOMIIBHON PagloIacTOTHOM
KOMMYHHKAIIMOHHOM annapatypoii (nepenarunkamu) u cuctemMoit 'CM Vercise, kak peKOMEHIYETCsl HIXKE, C YIETOM
MaKCHMAJIbHOH BBIXOIHOM MOIIHOCTH KOMMYHUKAIIMOHHOH amIaparypel.

UcnbiTaHue YpoBeHb Yka3aHusa no
B GnvxxHem UcnbiTatenbHbin ypoBeHb IEC 60601-1-2 CgOTBeTCTBVIH ANeKTPpOMarHuTHom
none cpepe
385 MI'u: 27 B/M ipu UMITYJIBCHOM MOIYJISILIAN 27 B/m
18 'y
450 MI'u: 28 B/M npu 4acTOTHOH MORYIALUH 28 B/m PeKOMEH Ly eMbIif
IEC 61000-4-3 710 MI'tw. 745 MTiw. 780 MLt 9 B/M mom MPOCTPAHCTBEHHBIN
I, 7 % L p 9 B/m passoc d =30 cm
UMIyNnbCcHOM Moaynsuuu 217 '
1720 MI'ny, 1845 MTI'n, 1970 MI'u: 28 B/m nipu
. 28 B/m
UMITyAbCHON Monyssiiuu 217 'y
1720 MTI'n, 1845 MTI't, 1970 MTI'u: 28 B/m nipu
. 28 B/m
HMIYITBCHON Momyssiiuu 217 '
. . PexomeH1yeMmblii
IEC 61000-4-3 fdtsoxr;ﬁ 2281 ;3 1/~M TpH IMITYITECHOM 28 B/m MIPOCTPAHCTBEHHBIN
AYIATL 1 paznoc d =30 cm
5240 MTI'n, 5500 MTI'n, 5785 MI'u: 9 B/m mpu
> 9 B/m
UMITyabcHON Momymsauuu 217 I'g

IIpumeuanue: J{j1s1 9aCTOTHBIX IUANa30HOB, IPUBECHHBIX B JAHHOW TabIuUIle, HCTIONB3yHTe YKa3aHHOE 3HAYCHHE
PEKOMEH1yeMOT0 NMPOCTPaHCTBEHHOIO pa3Hoca. PekoMeHyeMblil MpocTpaHCTBEHHBIH pa3Hoc B 30 cM Mexay
MOPTaTUBHBIMH ¥ MOOMIIBHBIMHU PaJHOYaCTOTHBIMHU CPEICTBAMH CBsI3M (TIepenarankamu) u cuctemoit 'CM Vercise
MIPUMEHUM KO BCEM JPYTHM 4acTOTaM B yKa3aHHBIX JHAala30Hax.

HpnMeanHe: Ot YKa3aHus MOIr'yT OBITh NPUMEHUMBI HE BO BCEX ClIy4dasXx. Ha pacnpoCTpaHCHUE
OJICKTPOMATrHUTHBIX BOJIH BJIHACT IOTTIOIICHUE UX KOHCTPYKIIUAMU, 00BeKTaMH 1 JIFOABMU HUJIA OTPAXKCHUE OT HUX.

OcHoBHble PYHKLUUOHANbHbIE XapaKTepPUCTUKHU

HeI/ICHpaBHOCTB BHCIIHUX SJICKTPUUCCKHUX KOMIIOHCHTOB HC IMMPHUBCACT K HCIPUEMIICMOMY
PHUCKY [JIA ITIOJIB30BATECIIA.

daHHble TenemeTpumn

Crnenyrouiye napameTpbl OMUCHIBAIOT OECIIPOBOTHOE COEIUHEHUE MEX]TY CTUMYIISITOPOM
Y IIyJIbTOM JMCTaHIIMOHHOTO YIIPABIICHHUS.

e UYacroraei quama3zod: oT 119 kI'q o 131 xI'1g

e Tun mopynauuu: YMH (4acTOTHAs MaHUITYJISALINS )

*  DddekTuBHAsS MOIIHOCTE U3ny4deHus: He 6onee 0,4 MBTt (—4 nbm)

* HanpskeHHOCTh MarHUTHOTO MMOJIS (HA paccTOsiHUU 3 M): 94 MKA/M

Be3onacHocTb 6ecnpoBOAHON CBA3MU

Cucrema 'CM Vercise 06m1agaet HeOOMBIION TaTbHOCTHIO CBSI3U C UHIYKTHBHO
CBSI3aHHOUM CHCTEMO TenemMeTpuu. J{st OCyIecTBICHUS CBSI3U MYIbT JUCTAHIIMOHHOTO
YIPaBIEHUS TOJDKCH OBITH COTPSDKEH CO CTUMYIIATOpOM. CTUMYISTOP HE OyIeT
pearupoBarh Ha YCTPOUCTBO, C KOTOPHIM OH HE comnpsbkeH. [IpemycmoTpeHsl

JOIIOJITHUTCIIbHBIC MCXaHU3MBI, O6CCHC‘{I/IBaIOII_[I/IC HCJIIOCTHOCTD MNIEPCAaABACMBIX JJAHHBIX.
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OrpaHuYeHHasi rapaHTHs

OrpaHuyeHHas rapaHTus
Uru

Kommanus Boston Scientific Corporation (nanee — Boston Scientific) rapantupyer
HAIMEHTY, KOTOPOMY BXXHBIISIOT UMIUIAHTUPYEMBI FeHepaTop UMIYbCcoB Vercise™
(manee — UI'N), uto y UT'U oTCyTCTBYIOT Ie(EKTH MPOU3BOACTBA K MAaTEPHAJIOB,

Ha nepuof mATh (5) Jet ¢ garel xupyprudeckoro sxupiaeHus UT'N. Hacrosimas
rapaHTHs PacpPOCTPaHAETCS TOJBKO Ha MaIueHTa, koropomy Obut BxkuBieH TN,

1 HE pacIpOoCTpaHseTCs Ha ApyTUe JIMLIA U oprann3anuy. Hacrtosmas rapantus He
pacnpoCTpaHseTCs Ha OTBEACHMS, YIUIMHUTEIN WU XUPYPru4eCKUe IPUHAIEKHOCTH,
ucnoas3yemsie Bmecrte ¢ M.

Ecnmu IT'U BeIfineT 3 cTpos B TeUeHUE TATH (5) JIET mociie JaThl BXKUBICHHUS,

Boston Scientific 3aMeHUT ero ¢pyHKIMOHAIBHO 3KBUBaeHTHBIM UM, N3roToBneHHbIM
Boston Scientific. ITo 3Toii orpaHu4eHHON TrapaHTUH HE NPEIOCTABIIACTCS HUKAKOH
npyroit komnencauuu. OrpanndenHas rapantus Ha UM, npenocraBieHHbI Ha
3aMeHy, OyZeT IeHCTBOBaTh TOJIBKO HA MPOTSHKEHUH IIATH JIET C AaThl XUPYPTrHUECKOTO
BKUBJIeHUS opuruHanbHoro MI'N. IIperensnn o HacTosAmel OrpaHnYeHHON rapaHTUu
PErYIHMPYIOTCA CAEAYIOIHUMH YCIOBUSAMH U OTPAHUYEHUSIMH.

1. PeructpannoHHy0 KapTOUKY IIPOAYKTa HEOOXOAMMO 3aIIOJIHUTh U BEPHYTh
B Boston Scientific B Teuenue 30 nHel mocie oneparym.

2. WUI'U pomxen Ob1Th mpuobpeten mocine 1 suBaps 2005 rona v BKUBJICH 10 IATHI,
yKa3aHHOM B noze «lcrnons3oBars 10».

3. Hewucnpasuocts UT'U nomxnHa ObITh IOATBEpKAeHA Boston Scientific.

4. WI'N neoOxomumo BepHYTh B Boston Scientific (1n ynoiHoMoO4eHHOMY
are"ty Boston Scientific) B reuenue 30 gueit mocie c6os. tor UT'U cTaner
coOcTBeHHOCTHIO Boston Scientific.

5. Hacrosas orpaHiyeHHasi rapaHTHs HE PacIpOCTPAHAETCS Ha OTKa3bl,
MIPOU3OIIE/IINE BCIEICTBUE CIEAYIOMUX COOBITHI:

(a) moxap, HaBOJHEHUSI, MOJIHUU, CTUXUITHBIE OCACTBUS, YIIEPO OT MaBOIKOBBIX
BOJI U IpyTrue OCCTBHUA, KOTOPHIE OOBIYHO HA3BIBAIOT «OOCTOATEIHLCTBAMHU
HEMPEOI0TUMOM CHIIBI»;

(b) HEecuacTHBIN cyyaid, UCMIOJIb30BAaHUE HE MO HA3HAYEHUIO, 3JI0YTIOTpeOIeHHE,
HEOpEeKHOCTh WM HECOONIOIeHNE TTOKyTaTeseM mpaBui skcrutyaranuu UI'N
B COOTBETCTBUU C UHCTPYKLMSIMHU [IPOU3BOAUTEIS;

(c) HECaHKIIMOHUPOBAHHBIE MONBITKH PEMOHTA, TEXHUUYECKOTO 00CITY>)KMUBAHUS WIH
moaudukanuu UI'N nanueHToM 1 J1100bIM HEYTIOJTHOMOYEHHBIM TPETHUM
JULOM; WIIN

(d) monkmouenne k UT'U o6opymoBaHusi, KOTOPOE HE BXOJUT B KOMIUIEKT TOCTaBKU
U B sIBHOM (popme He yTBep:kieHo komnanuel Boston Scientific.

Hacrosilasi orpaHu4eHHasi FTapaHTHA ABJIseTCHd eAMHCTBEHHOM rapaHTHei,
otHocsueiicst k UT'U, u Boston Scientific B ABHOI (popMe o0TKa3bIBaeTCsl OT KAKUX-
JIM0O0 APYruxX rapaHTHii, BbIPA’KeHHbIX MJIU NOPa3yMeBaeMbIX, B TOM YHCJIe OT
rapaHTHM KOMMep4YeCKO MPUTroAHOCTH MM MPUTOAHOCTH /ISl ONpe/ieIeHHOM 1eJu.
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B cooTBeTcTBUY ¢ HACTOSIIEH OrpaHUYCHHON rapaHThei, komnanus Boston Scientific
OyIeT HeCTH OTBETCTBEHHOCTh TOJIbKO 3a 3aMeHy VI'M pyHKIMOHAIBHO 3KBUBAJIEHTHOMN
monensto MI'N, nzrorosnenHoit komnanueir Boston Scientific, u He Oyzer HecTn
OTBETCTBEHHOCTb 32 KaKOH-JIM00 yiiepO (mpsMOi, KOCBEHHBIH, MOCIEAYOINN TN
CIIy4aifHbIN ), MPUUMHEHHBIN B pe3ynbTare ucnons3oBanus UI'U, HezaBucumMo ot ToTO,
OCHOBAaHa JIM Takas MIPETEH3Ms Ha FapaHTUH, IOTOBOPE, IPaKAAHCKOM IIPaBOHAPYILIEHUU
WM KaKOM-JTH00 pyroM MpUHIIKIIE.

Boston Scientific He npuHEMaeT Ha ce0si HHKAKOH OTBETCTBEHHOCTH B OTHOLLICHHH
HHCTPYMEHTOB, HCIIOJIb30BAHHBIX, 00Pa00TAHHBIX HJIH CTEPHIU30BAHHBIX
NMOBTOPHO, U He 1aeT B OTHOLLIEHUHM TAKMX HHCTPYMEHTOB HUKAKUX rapaHTHi,
SIBHBIX MJIM MOJAPa3yMeBaeMbIX, BKJII0OYas, Cped NPoYero, rapaHTHU KOMMepYecKoi
NMPUTOAHOCTH UJIM MPHUTOAHOCTH /sl ONIpeeSIeHHOM eI,

OTBeaeHusd

Kommanust Boston Scientific Corporation (mamee — Boston Scientific) rapantupyet
MalMeHTy, 4To B oTBeAeHUAX 11l ['[CM, yIIMHUATENSIX OTBEICHUI M MaHKETaX OTBEICHUS
OTCYTCTBYIOT Ae()eKThl TPOU3BOJICTBA U MAaTEPHAIIOB Ha Tepuo] B ofuH (1) rox ¢ maTel
BJKUBIIEHUS.

OTtBeneHre, yIJIMHATEb WK MaHXeTa, He (PYyHKIIMOHUPYIOIINE B TIPEIejiaX HOPMAITbHBIX
JIOIYCKOB B TeueHue oHoro (1) roga ¢ natel onepayu, MoanaaaoT Mo AeicTBre

9TOU orpaHnueHHOM rapanTuu. OTBeTCTBEeHHOCTH Boston Scientific o »Toit rapanTuu
orpaHnyeHa: (a) 3aMeHON (PyHKIIMOHAILHO SKBUBAICHTHBIM OTBEICHUEM, YITHHUTEIEM
WM MaHXeTol wiu (0) MOoTHON KOMIIEHCAIe B CyMMe, PaBHOW W3HAYAIILHOW CyMMe
MOKYIKH, KOTOPYIO MOKHO MOTPATUTh HA MOKYIKY HOBOTO OTBEACHHUS, YITUHUTEIS

WM MaHXeThl. [IpeTeH3nn B OTHOIIEHNHY WU3/IETTUI COTJIACHO OTPaAaHUYCHHOU rapaHTHH
Boston Scientific perynupyiorcs cleayrmMH YCIOBUSIMHA U OTPAaHUYEHUSIMH.

1. Jlns momydeHus paBa Ha rapaHTUIO PETUCTPALMOHHYIO KApTOUKY MU3AEIINS
HeoOXOAMMO 3aIl0JIHUTh U BepHYTh B Boston Scientific B Teuenune 30 nueli nocie
OTICpAIHH.

2. OrtBeneHue, yAITUHATENb WIK MaHXKeTy Heo0XoauMo BepHyTh B Boston Scientific
(WM YITOJTHOMOYEHHOMY areHTy) B TeueHue 30 mHel mocie coos win oOHapyKeHUs
nedexTa; OHM TOJDKHBI OCTaThesl B coOcTBeHHOCTH Boston Scientific.

3. OtBeneHue, yIIMHATENb WIK MaHXETy HEOOXOAUMO BXHUBHTD J0 JaThl, yKa3aHHOK
B ItyHKTe «lcnonb30Bare 10».

4. HeucnpaBHOCTb OTBEACHUS, YUIMHUTENS UM MaHXKEThI JOJKHA OBbITh MOATBEPKACHA
Boston Scientific. /lannas rapantus uckiodaeT 1e(eKThl WM OTKA3bI,
IPOU3OIIEIINE BCIEACTBUE CIEAYIOIUX COOBITHI: (a) HOXKapa, HABOAHEHHUS,
MOJIHUH, CTUXUIHBIX OeICTBUH, yiiepOa OT MaBOJAKOBBIX BOJ U APYTUX Oe/ICTBUH,
KOTOPBbIE OOBIYHO HA3bIBAIOT «OOCTOATEIBCTBAMH HEIPEOJOIUMOM CUIIBIY;

(6) HecyacTHBIX CiIy4aeB, HENIPABUIBHOMN 3KCILTyaTalluy, 3J10yloTpeOiIeHus,
HEOPEKHOCTHU WM TOTO0, YTO MOKyIaTeNlb HE UCIOIb30BaJl OTBEICHHE,

YIUIMHUTEND U MAaHXXETY B COOTBETCTBUU C MHCTPYKLUAMU IPOU3BOIUTEIIS;

(B) HECAaHKIIMOHMPOBAHHBIX MONBITOK PEMOHTA, OOCITY>KUBaHHS WX MOAU(PUKALIUU
000py0BaHUs OKYIIATeJIEM WM JH000H HEYITOJHOMOUEHHOM TPEThEe CTOPOHOM WIIH
(r) nmpucoenuHeHus J1r000ro 060pyI0BaHMsL, HE TocTaBileHHOro Boston Scientific, 6e3
IPEABAPUTEIBHOIO 0100pPEHNUS.

a. JTa rapaHTHs HE PaclpOCTPAHSAETCs HAa XUPYPrUudecKue NpUHAJIEKHOCTH,
UCIIOJIb3yE€MbIE BMECTE C OTBEJICHUEM, YIUIMHUTEIEM WIH MaHKETOMH.
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OrpaHuYeHHasi rapaHTHs

5. PemieHue B OTHOIIEHUH 3aMEHBI U3IEIHS WIM KOMIIEHCAIIUUA TPUHUMACTCS
HCKIIIOYUTENRHO Ha ycMoTpenne Boston Scientific. J{is oTBenenus, yaumHUTES
WJIM MaHXKEThI, BHICJTAHHBIX HA 3aMEHY, 3Ta rapaHTus JeHCTBYET TOJIBKO O KOHIIA
rapaHTUHHOTO NEPHUOo/ia MEPBOHAYATIBLHOTO OTBEACHHUS, YUTMHUATESI UJTU MaHXKEThI,
KOTOpBIE€ OBLITU 3aMEHEHHBI.

JTa rapaHTHus 3aMeHsieT 10010 rapaHTHIO, IBHYI0 MJIU NOApPa3syMeBaemMylo,
BKJII0Yast JIIOOYI0 TrapaHTHIO KOMMEP4eCKOi NPUIOAHOCTH WM IIPUTOAHOCTH

JJISl IPEAI0/IaraeMoro HCnoJIb30BaHusA. 32 HCKJII0YeHHEM CJIy4aeB, PsIMO
NPONKMCAHHBIX B JaHHOI OrpaHNYeHHOI rapanTuu, Boston Scientific He Hecer
OTBETCTBEHHOCTH WJIM 00513aTeJILCTB 32 JII000H NPSIMOii, KOCBEHHbIH HJIH
cJIy4aiiHbIi yiiep0, Npou3o1eAInii 10 IPUYMHE 0TKA3a, IIOBPeKACHUS MU
nedexTa ycTpoicTBa, HE3aBUCUMO OT TOT0, OCHOBAHO JIM TPeOGOBaHUE HA TAPAHTHH,
JA0T0BOpeE, TPAKIAHCKOM NPAaBOHAPYIIEHUH WM KaKOM-JI100 APyroM NpHHIHUIIe.

Boston Scientific He npuHUMaeT Ha ce0si HUKAKOH OTBETCTBEHHOCTH B OTHOLLIEHUH
HHCTPYMEHTOB, HCIIOJIb30BAHHBIX, 00PA00TAHHBIX U CTEPUIU30OBAHHBIX
MOBTOPHO, ¥ HE 1a€T B OTHOIIEHHH TAKUX HHCTPYMEHTOB HUKAKHMX IapaHTHIii,
SIBHBIX MJIH NOAPa3yMeBaeMbIX, BKJIOUYAs, CpeJAu NPoYero, rapaHTUM KOMMep4ecKoi
NPHUTOHOCTH WJIU NPUTOIHOCTH /ISl ONpPe/ieSIeHHOI 1eJin.

BHewHe KOMMNOHEHTbI

Boston Scientific Corporation (nanee — Boston Scientific) rapantupyer nanueHTam
OTCYTCTBUE JIe()EKTOB B KAUECTBE U3TOTOBJICHHUS M B MaTepHalax myJibTa
JTMCTaHIIMOHHOTO YIIPABJICHUS U CUCTEMBI 3apSAIKHU (3apsSAHOTO YCTPOUCTBA U (HJITH)
0a30BOI CTaHIMK 3apsAIHOTO YCTPOICTBa) Ha nepuo/ oAuH (1) rox ¢ 1aThl MOKYTIKH.

Ecnu nynasT AUCTaHIIMOHHOTO YIPaBJIEHUS UM KOMIIOHEHT CUCTEMBbI 3apsJIKU BBIXOJAT
U3 CTPOS B TEYCHHE OJHOTO rojia mocie nokynku, Boston Scientific BeimomHUT

3aMeHy yCTPOWCTBA WM KOMIOHEHTa (PyHKIIMOHAIEHBIM aHAJIOTOM MPHOOpa M
KOMITOHEHTa, u3rotoieHHbIM Boston Scientific. [1o 3Toit orpannueHHON rapaHTH HE
NPEAO0CTABIAETCS HUKAKOW Apyroi komneHcanuyu. OrpaHUYeHHas TapaHTUs Ha 3aMEHY
YCTPONCTBA UM KOMIIOHEHTA JIEHCTBYET TOJIBKO OJIMH I'0Jl C MOMEHTA NPHUOOPETEHHUS.
[Iperen3uu no HacTosIIEeH OrpaHUUYEHHON TaPAHTUH PETYIUPYIOTCS CIEAYIOIIUMU
YCIOBUSMHU U OTPaHUYCHHUSMHU.

1. PerucrpanroHHYIO KapTOYKY MPOAYKTa HEOOXOAMMO 3aITOJIHUTh U BEPHYTh
B Boston Scientific B Teuenue 30 nHel mocie NOKYIKH.

2. HewucnpaBHOCTb YCTPOHCTBA WJIM KOMIIOHEHTA JJOJKHA OBITh MOATBEPKICHA
Boston Scientific.

3. YcTpoHCTBO MIIM KOMIIOHEHT JOJDKHBI OBITH BO3BpamieHbl B Boston Scientific
(unmu ynonHomoueHHoOMY areHTy Boston Scientific) B Teuenue 30 nueit mocne coos.
Takoe yCcTpoMCTBO MM KOMITOHEHT CTAHOBUTCS COOCTBEHHOCTHIO Boston Scientific.

4. HacTosmas orpaHU4Y€HHas TapaHTHUs HE pacpOCTPAHIETCS HA OTKa3bl,
IIPOU3OIIE/IINE BCIIEICTBUE CIEAYIOMNX COOBITHI:

(a) moxxap, HABOJHEHUs, MOJTHUH, CTUXUIHBIE OeICTBUS, yIIepO OT MAaBOIKOBBIX
BOJI ¥ IpyTHe OeICTBUS, KOTOPhIE OOBIYHO HA3bIBAIOT «OOCTOSATEIHCTBAMHI
HEIPEOJOJIMMON CHUIIBI»;

(b) HecuacTHBIH ciydail, HEIPaBUILHOE UCIIOJIb30BAaHHE, SKCILTyaTaIus ¢
HapyIICHUEM YCTAaHOBJICHHBIX HOPM WJI PEKHMOB, HEOPEKHOCTh UITH
HECTIOCOOHOCTH MOKYMNATeNsI UCIIOI30BaTh YCTPOUCTBO MIIA KOMITOHEHT
B COOTBETCTBUU C UHCTPYKLMSIMHU [IPOU3BOAUTENS;
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PyxoBonctBo miis Bpada: cucrema 'CM Vercise™

(C) HECaHKIIMOHUPOBAHHBIE TOMBITKH PEMOHTA, TEXHUUECKOTO 00CTY>KUBAHUS
WM MOIU(UKAIIMN YCTPOMCTBA WIIM KOMITIOHEHTA TAIMEHTOM WUJITH JTFOOBIM
HEYTOJTHOMOYECHHBIM TPETHUM JIUIIOM;

(d) moaxMIOYeHNE K YCTPOMCTBY MIIM KOMIOHEHTY 000pyIOBaHHsI, KOTOPOE HE
BXOJIUT B KOMIUIEKT ITOCTAaBKU U B IBHOM (popMe HE YTBEPKIAECHO KOMIIaHUEH
Boston Scientific.

JlaHHas orpaHUYeHHAs1 TAPAHTHUS ABJIsIETCS] IMHCTBEHHOM rapaHTHei,
pacnpocTpaHsolleiicss HA yCTPOHCcTBO WJjiu KoMnoHeHT; Boston Scientific B sBHOI
(¢opme oTka3pIBaeTCsi 0T KAKHUX-JIU00 IPYTUX rapaHTHil, BHIPAKEHHBIX WIN
NnoJpa3zymMeBaeMbIX, B TOM YUCJIe OT TAPAHTHH KOMMeP4YeCKOoil MPUTOAHOCTH HJIH
MPUTOHOCTH /ISl oNpe/ie/IeHHOM LeJin.

B pamkax Hacrosieit orpanndeHHoN rapantun Boston Scientific Oyner Hectu
OTBETCTBEHHOCTb TOJIBKO 3a 3aMEHY YCTPONUCTBA MM KOMIIOHEHTA (DyHKIIMOHAJIBHO
9KBHBAJIEHTHBIM YCTPONCTBOM MJIM KOMIIOHEHTOM, U3roTOBIEHHBIM Boston Scientific,
U He Oy/IeT HECTH OTBETCTBEHHOCTD 32 KaKOH-n00 yiiepo (mpsiMoii, KOCBEHHBIH,
NOCIIeTYIOIIUI UITH CIyYaiHbli), TIPUYUHEHHBIH YCTPOUCTBOM HIIM KOMIIOHEHTOM,
HE3aBUCHUMO OT TOT'0, OCHOBAHA JIM TaKas MPETEH3Msl Ha rapaHTHH, 10I0BOPE,
IpaKAaHCKOM NPaBOHAPYILEHUH UM KAaKOM-JIMOO IPYyroM MPUHIIMIIE.

PyxoBoactBo s Bpaya: cuctema 'CM Vercise™
91098825-10 248 u3 341



IIpunoxenune

NMpunoxeHue

Cpok cnyx0bl 6aTapeun nepesapskaemMoro CTumMynaTopa

[lepesapsixaemas Oatapest cTUMYNIATOpA TOJDKHA 00ECIIEUUTh HE MEHEE IISATH JIeT
ciyx0bl1. B GobIIMHCTBE CitydaeB OaTapesi CTUMYIATOpA JI0JDKHA 00ECIIeUUTh He MeHee
25 net ciyx0b1. Cpok CITy>KOBI OaTapey 3aBUCUT OT HACTPOCK U YCIOBUN CTUMYIISIIHH.
[IporHo3sl cpoka ciryk0bI OaTapeu, MPUBEIACHHBIC B TAOIHIIE HUXKE, OCHOBAHBI HA
HEIPEPHIBHOW CTUMYJISIIMHA OHOW 00JIACTH C TIOMOIIBIO OTHOM TTporpaMmbl. OIIEHKH
CpOKa CITyO0Bbl IIOJTYYEHbI C IOMOLIbIO IPOTHO30B CTAHJAPTHBIX PE3YJIbTaTOB HA OCHOBE
JTAaHHBIX BHYTpPEHHEro TecTupoBaHus Boston Scientific. @akTuyeckue pe3ynbTarsl
MOTYT OTiIM4aThes. st onpeneneHus cpoka ciykObl 6aTapeu Ipu CTUMYJISLUN
HECKOJIbKHX 00J1acTeil HCIIONb3yHTe MPUBEIECHHYIO HIDKE TaOIUILy CpOKa CIyKObI IpH
CTHMYJISIIIAM HECKOJBKHX oOnactei. /Ly onpenenenus cpoka ciry:x0bl 6aTapeu mnpu
UCTIOJIb30BaHUH HECKOJIIBKHX IPOTPaMM CTUMYIISIIIAN HCIIONB3YHTE TIPUBEICHHYIO HIDKE
Ta0JIMIly CPOKa CIIyKOBI IPU UCIIOIb30BAHUHU HECKOJIBKUX IporpamMm. Eciu ctumynsanus
HE UCIOJIb3YETCsl HEPEPBIBHO, IPOTHO3UPYEMBIH CPOK CITyKOblI OaTapen JOJIKEeH
NPEBBICUTH IIPUBEIEHHOE 3HAUEHHE.

OnpepneneHne KoHUa cpoKa crnyXbbl 6aTapeu

OskuaeMblil CpoK CITy:kObI OaTapen onpeaessieTcs Kak Oonbliee u3
CIEAYIOUIMX 3HAYECHUM:

a) CranmapTHBIN Cilydaii: BpeMs OT Hayaia Teparnuu 0 MOMEHTA, KOTJia Teparuio
HEBO3MOXHO OyJIeT MOAIEPIKUBATH C TOMOIIIBIO €KEAHEBHON 3aps KU

NJIN

b) Ciy4aii ¢ HICTIOJIB30BaHUEM BBICOKOM MOIITHOCTH: KOT/Ia MAKCUMAJIHbHOE
BpeMs MKy 3apsaaKkaMu cokpaTmiiochk 6onee yem Ha 50 % oT nucxoaHoro
MaKCUMAaJIbHOTO BPEMEHU MEXKTY 3apsiIKaMH.

BnusiHne nonHoro conpoTuBrieHUs1 Ha NPOrHO3bl CPOKa CrNyX06bl 6aTapeun

B a70i1 Tabnuie nmpeanonaraeTcs, 4T0 MaKCUMaIbHOE MOJIHOE COTPOTHBICHUE MEXTY
JBYMs1 JTFOOBIMU MCHOJIB3YIOIKUMUCS KOHTakTaMu cocTasisieT 1500 Om. s 6onee
HU3KUX 3HAYEHUH MMOJTHOTO CONMPOTUBIICHHUS IPOTHO3UPYEMBIN CPOK CITyKObI Oarapen
JIOJDKEH HEMHOTO TPEBBINIATH PUBEIEHHOE 3HaYeHHE. J[i1st 60s1ee BEICOKMX 3HAUCHHIH
MTOJIHOTO COTPOTHBIICHUS TIPOTHO3UPYEMBI CPOK CITY>KOBI OaTapeu TOJDKEH OBITh
HEMHOTO HW)KE TIPUBE/ICHHOTO 3HAYCHUSI.

OnpepeneHue cpoka crnyX6bl

1. Ycranosure cucremy I'CM Vercise™ naiuenty, OTMETbTE aMIUIUTYLY, YaCTOTY
U JUTUTEIBHOCTh UMITYINIbCA IS KOKIO0N 00macTu. Jiist CTUMYISIINH HECKOIBKUX
oOnacrell uCHoONb3yHTE TAOIHUILy CPOKa CIIy>KObl OaTapeu npu CTUMYJISALNUN
HECKOJIbKUX o0acTeil.

2. C noMoIb0 CcIeayIonei TabIuIlbl HAWIUTE CPOK CITY>KOBI OaTaper Ha OCHOBE
3HAYEHUN AMIUIMTYAbI, YaCTOTHI X JJIMTCJIbHOCTU UMITYJIbCA, MAKCUMAJIbBHO
npUOIMKEHHBIX K HACTpoMKaM u3 mara 1 (1 MOBBIILIEHUS TOYHOCTH MOXKHO
MCITOJIB30BaTh MHTEPIIONAIHIO). [IpOorHO3BI CpoKa CirykO0bl OaTapen MpUBEACHBI B
roJlaX W MPEJICTABIISIOT COO0N CPOK CITYKOBI JJIsi CTAHIAPTHOM OaTapen CTUMYJISTOPA
Vercise™ nipu HeNpepbIBHOM UCTIONb30BaHuK. Ecin nepe3apsikaeMas 0atapest
CTUMYJISITOpA HE UCIOIb3YETCS HEMPEPHIBHO, IPOTHO3UPYEMBIN CPOK CITYKOBI
6aTap€I/I AOJIKCH MMPCBBICUTH NPUBCACHHOC 3HAYCHUC.
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PyxoBonctBo miis Bpada: cucrema 'CM Vercise™

Ilpumeuanue: Auetiku mabauysl, ommeueHHble 3HAUKOM « *», coOeporcam HacmpouKu

CMUMYTAYUU, KOMOPBIX HENb351 00CmUdb ¢ nomowwto cucmemvl I CM
Vercise. Unmepnonsyus mexicoy auelkol co 3Haukom « *» u opyeoi
AYEUKOU HeBO3MOINCHA.

Ilpumeuanue: QOyenku cpoka cuysxcobbl u UHmMepsaa 3apaoKu 6 SMom OOKYMeHme

NOYYEHbL C NOMOWbIO NPOSHO308 CMAHOAPMHBIX Pe3yIbInamos Ha
OCHOBe OaHHbIX 6HYympenHe20 mecmuposanusi Boston Scientific.
Daxmuyeckue pe3yIbmamsl MO2Ym OmaU4amsCs.

Tabnuua cpoka cnyx6bl 6aTapeun Npu CTUMYNSALMM HECKONMbKUX obnacTen

[TpumensiiTe STOT METOA PU UCTIOJIL30BAaHUU O0JIee OTHOM 00IacTH.

1.

Paccunraiite OBILIIYIO HACTOTY ctumynsauuu nmyTeM CyMMUPOBaHHUS 4YacTOTbI
Ka)XJI0M UCTIONIb3yeMoil obnacTu:

OBIIAA YACTOTA = Yacrora 1 + Yacrora 2
+ Yacrora 3 + Yacrora 4 .

OBLIASA YACTOTA = I'u.

Paccuuraiite ynenpHy10 10 4acTtoTe AIUTENbHOCTh UMIyinbca (RWPW) ms xaxnoit
UCIIOJIb3yEMO 001aCTH, yMHOKUB 3HAUCHHUE AJIUTEIbHOCTH UMITYJIbCA IS KaXKI0H
UCIIOJIb3yEeMOI 001acTH Ha 4acTOTY 3TOM 001acTH, a 3aTeM pa3JesiuB pe3ysbraT Ha
OBIIYIO YACTOTY, paccunrannyto B mare 1.

RWPWI1 =PW1 x Yactora 1/ OBIIIAS YACTOTA = ;
RWPW2 = PW2 x Yactora 2/ OBILIIAS HACTOTA = ;
RWPW3 = PW3 x Yacrora 3/ OBIIIAS YACTOTA = ;
RWPW4 = PW4 x Yactora 4/ OBIIIAS YACTOTA =

PaccuuraiiTe o011yto yaenpHy0 AauTeabHoCTh ummyiabca (TWPW), mpocymmupoBas
3HAYEHUS YJCIbHOW M0 YaCTOTE UTUTEIBHOCTH UMITYJIbCA, PACCYMTAHHOM B mIare 2.

TWPW = RWPW1 + RWPW2
+ RWPW3 + RWPW4 .

TWPW = MKC.
Omnpenenure 001aCTh ¢ HAMOOJBIIEH AMIUTUTYIOM.
Haun6oabmas ammiuryna = MA.

Ornpenenure OpUEHTHPOBOUHBIN CPOK CITY>KOBbI OaTapeu Mo TaOJIHIIe, UCTIONb3YS
o6mryto yactory, TWPW 1 HanGosb1yro aMIIuTyay (715 MOBBIIMICHHUS] TOYHOCTH
MOYKHO HCIONIb30BaTh MHTEPHOAIHIO). [IporHo3 cpoka cimy»k0bl 6atapeu MpuBeaeH

B TOJIaX U MPEJCTaBIsIeT cO00# CPOK CITy>KOBI AJIsi CTAHAAPTHON O6aTapeu CTUMYISITOpa
MIPU HEMIPEePHLIBHOM UCTIONB30BaHMH. Eciin epe3apspkaemast 6artapesi CTUMYIsSTopa

HE UCIOJIb3YETCS HETPEPBIBHO, TPOTHO3UPYEMBIN CPOK CITYKObI OaTapen JOKEeH
MIPEBBICUTH PUBEICHHOE 3HAUYCHUE.
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IIpunoxenune

Tabnuua cpoka cny>6bl 6aTapen NnpyM CTUMYNALUN HECKOSNbKUX
obnacrten, npumep 1

B 3TOM nprmMepe ncnonb3yroTcs 1Be 00JaCTH CTUMYJISLMU CO CIEAYIOUIUMHU
HACTPOMKaMU:

O6mnacTs 1:
Ammmutyna = 3,0 MA, gactora = 130 I'u, PW = 60 mkc

O06macTs 2:
Ammmutyna = 3,0 MA, yactora = 185 ', PW = 90 mkc

1. Paccumraiite OBLIYIO HACTOTY (TR) ctumynsuuu, mnpoCyMMUPOBaB YacCTOTbI
KaXKJI0M MCTIOIB3yeMO 001acTu:

OBIIASA YACTOTA =Yacrtora 1 130 't + Yactora 2 185 I'n1.
OBILIAS YACTOTA =315Tu

2. PaccuuraiiTe yaenbHYyIO 110 4acTOTE JIUTEIbHOCTh uMitysibca (RWPW) mist kaxmoit
WCITOJIb3yeMOM 00J1aCTH, YMHOXKHUB 3HAYCHHE IIUPUHBI UMITYJIbCA IS KaXK10H
00J1aCTH Ha €€ JacToTy, a 3areM pasnenus pesyasrar Ha OBIYIO HACTOTY,
paccuyuTaHHYIO paHee.

RWPWI1 =PWI1 x Yactora 1/ OBILIAA HACTOTA
= (60 x 130)/315 =24.76

RWPW?2 =PW2 x Yacrora 2/ OBILIASI HACTOTA
=(90x 185)/315 =52.85

3. Paccuuraiite 0011y10 B3BEUICHHYIO JUTUTETHHOCTH UMITyabca (TWPW),
MPOCYMMHUPOBAB 3HAYEHUSI B3BELICHHOM /JIs1 YaCTOThI IIUPUHBI UMITYJIbCA.

TWPW = RWPW 24.76 + RWPW2 52.85
TWPW =77,61 mxc.

4. Omnpenenurte 006JacTh C HAMOOJBIIICH aMIUTUTYIOM.

Haun6oasmas ammiuryna = 3.0 MA

5. HUcnomnp3yiite 3HaYEHUS OB].HEI71 YACTOTBI, TWPW u HaubosbIiel aMIuUTyIbI
U3 TaOIMUIBI [T OTIPEIeNICHHUs] IPOTHO3a CPOKa CIIykObI OaTapeu.

bnnxaiimue 3naueHus B Tabauie mpu ucenoiab3oBanuu 315 ', 77,61 mxc u 3,0 MA
HaXoJATCs B sSTUekke, oTHOCsmeHcs K 3HadeHusaM B 510 ', 100 mxc 1 3,0 MA.
Pesynbrar — nporHo3 cpoka ciryk0bl Oarapeu 6onee 25 nerT.
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Tabnuua cpoka cny>6bl 6aTapeu nNpu MCNONbL30BaHUU
HEeCKONbKUX Nporpamm

BoicTphIil MeTO

Ecnu mocTOsSHHO HCTIONB3YIOTCST HECKOJIBKO MTPOTPaMM, OIIPEEIIUTE MPOrHO3 CPOKa
CITy>KOBI OaTapen I KaXK 10 MPOTPaMMBbI, UCTIONB3Ys ONMCAHHBIC BBIIIE METOIBI
(BKITFOUAsT TIPH HEOOXOUMOCTH TAOJHUITy CpOKa CITY>KOBI OaTapew Mpy CTUMYJISIIUA
HECKONBKUX 30H). [IporHo3 cpoka ciryk0bl OaTapeu Al HECKOJIBKUX MPOTPaMM JIONIKEH
HAXOJUTHCS MEXKy HauOOIBIIIUM U HAMMEHBIIIUM 3HAYCHUEM.

IHoapoOubIi MeTO

Jlyist morydeHust 0osee TOYHOW OIIEHKH MOYKHO PacCUMTATh OPUCHTHPOBOYHBIN CPOK
CITyOBI OaTapen Ha eUHUILY BPEMEHH CIICTYIOITUM 00pazoMm:

1. Omnpenenute OpUESHTUPOBOYHBIN CPOK CIYKOBI OaTapen IJIsl KaKI0H MporpaMMbl
Y OLIEHUTE KOJIMYECTBO YACOB UCIIOJIb30BAaHUS KaX/10M NPOrpaMMbl B CYyTKH.

2. Jlnd kaxJI0i mporpaMMbl YMHOXKBTE 0XKHIa€MbIi CPOK CITyObl Oatapen Ha
KOJIMYECTBO YaCOB UCIOJIb30BaHMSI B CyTKU U Pa3JeJIUTEe PE3YJIbTaT Ha 24.

Cpox cimy0bl Oarapen Uit mporpaMMbl 1|~ X 9acoB B CYTKH
/24=__

Cpok ciryx0bl 6aTapeu JUIst IporpaMMbl 2 X 4acoB B CYTKH
/24=

Cpoxk ciry>xObI Oarapeu I mporpaMMbl 3 X 9acoB B CYTKH
/24=

Cpox cimyx0bI Oarapen Uit nporpaMMbl 4~ X 9acoOB B CYTKH
/24=

3. CymMa pe3ysbTaroB: =

DTa cymMMa IpeCcTaBIsIeT COO0M OPUEHTUPOBOYHBIN CPOK CITYKOBI Oarapen mpu
UCTIOJIb30BaHUH HECKOJIIBKHX TPOTPaAMM.
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IIpunoxenune

MporHo3 cpoka cnyx6bl 6aTapeu (B rogax)
Avnnutyga Yactota | AnutenbHOCTb uMMynbca (MKC)
MA ry 40 60 100 150 200 250 300 350 400 450
95 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
130 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
185 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
1 255 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
397 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
510 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
1020 >25 >25 >25 * * * * * * *
95 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
130 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
185 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
2 255 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
397 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
510 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
1020 >25 >25 >25 * * * * * * *
95 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
130 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
185 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
3 255 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
397 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
510 >25 >25 >25 >25 >25 >25 >25 >25 | 226 | 204
1020 >25 >25 >25 @ o @ o o @ o
95 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
130 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
185 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
4 255 >25 >25 >25 >25 >25 >25 >25 >25 >25 226
397 >25 >25 >25 >25 >25 >25 | 234 19.1 167 | 146
510 >25 >25 >25 >25 >25 | 218 | 173 | 146 | 123 | 109
1020 >25 >25 >25 * * * * * * *
95 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
130 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
185 >25 >25 >25 >25 >25 >25 >25 >25 | 244 | 222
5 255 >25 >25 >25 >25 >25 >25 | 238 | 209 | 185 | 154
397 >25 >25 >25 >25 | 231 190 | 157 | 121 108 | 103
510 >25 >25 >25 | 248 | 185 | 136 | 110 | 103 * *
1020 >25 >25 18.5 * * * * * * *
95 >25 >25 >25 >25 >25 >25 >25 >25 >25 >25
130 >25 >25 >25 >25 >25 >25 >25 >25 | 234 | 234
185 >25 >25 >25 >25 >25 >25 | 244 | 215 | 1941 17.0
6 255 >25 >25 >25 >25 >25 | 218 | 185 | 157 | 134 | 113
397 >25 >25 >25 | 231 178 | 139 | 114 10.4 98 *
510 >25 >25 >25 185 | 134 | 108 | 100 * * *
1020 >25 | 226 | 134 * - * - * - *
95 >25 >25 >25 >25 >25 >25 >25 >25 >25 | 239
130 >25 >25 >25 >25 >25 >25 >25 | 227 | 203 | 1841
185 >25 >25 >25 >25 >25 | 224 | 191 163 | 140 | 119
8 255 >25 >25 >25 >25 | 206 | 166 | 134 | 111 105 | 100
397 >25 >25 >25 17,8 | 127 | 106 9.8 * * *
510 >25 >25 | 206 | 134 | 105 * * * * *
1020 247 | 173 | 105 * * * * * * *
95 >25 >25 >25 >25 >25 >25 >25 | 244 | 219 | 198
130 >25 >25 >25 >25 >25 | 248 | 215 | 187 | 163 | 142
185 >25 >25 >25 >25 224 | 184 | 151 124 | 109 | 104
10 255 >25 >25 >25 | 218 | 166 | 127 | 108 | 101 * .
397 >25 >25 | 211 139 | 106 96 - * * -
510 >25 >25 166 | 10.8 * * * * * *
1020 206 | 134 * - - * - * - *
95 >25 >25 >25 >25 >25 >25 | 224 | 196 | 172 | 151
130 >25 >25 >25 >25 | 24. 200 | 167 | 140 | 117 | 108
185 >25 >25 >25 | 229 | 177 | 137 | 110 | 103 9.8 o
13 255 >25 >25 | 245 | 1741 120 | 104 9.6 * * *
397 >25 >25 164 | 107 * * * * * *
510 >25 | 214 12.0 9.6 * * * * * *
1020 159 | 106 * * * * * * * *
95 >25 >25 >25 >25 >25 | 219 | 186 | 159 | 135 | 115
130 >25 >25 >25 >25 | 203 | 163 | 130 | 11.0 | 104 9.9
185 >25 >25 >25 19.1 140 | 109 | 101 * * *
16 255 >25 >25 | 206 | 134 | 105 . * . * *
397 >25 | 219 | 127 9.8 * * * . * .
510 247 | 173 | 105 * * * * * * -
1020 12.3 9.7 - * - * - * - -
95 >25 >25 >25 >25 | 219 | 179 | 146 | 119 | 108 | 103
130 >25 >25 >25 | 215 | 163 | 123 | 107 | 100 9.4 8.9
185 >25 >25 | 224 | 151 10.9 9.9 o @ 0 ©
20 255 >25 >25 166 | 10.8 * * * * * *
307 >25 17.8 | 106 * * * * * * *
510 206 | 134 * * * * * * * *
1020 105 . . . . . . . . .

Yacrora npenactasisieT co00i cyMMy BCeX aKTHBHBIX 00NacTei.
*KoMmOuHaIMs mapaMeTpoB He J0MyCcKaeTcs KIMHUISCKAM IPOTPaMMHUPYIOLTUM
YCTPONCTBOM.
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PyxoBonctBo miis Bpada: cucrema 'CM Vercise™

Hwxe npuBenena nHdopManys o mocTaHOBIEHUSIX (e1epaTbHOrO MPaBUTEIHCTBA
0 cB3M, Kacaronasgcs cucteMbl I'CM Vercise™,

OTO yCTpONCTBO COOTBETCTBYET yacTu 15 npaBun denepanbHO KOMUCCUU TIO CBA3H.
Ero ¢yHKIMOHMPOBAaHHUE 3aBUCUT OT JBYX CIECAYIONIUX yCIOBUM: 1) DTO yCTpOICTBO
HE MOXKET BbI3bIBaTh BPEIHbIE IOMEXU; U 2) 3TO YCTPOUCTBO JOJIKHO IPUHUMATh BCE
MOJTy4Y€HHbIE TOMEXH, B TOM YHCJI€ CHOCOOHBIE BbI3BAaTh HEXKEJIATENIbHbIE SIBICHUS IPU
JKCIUTYaTallHH.

KomnonenTs! cuctemsl 'CM Vercise n1omkHa 00CTYKHBATh TOIBKO KOMITAHUS
Boston Scientific. He nbiTaliTech OTKphIBaTh WJIM PEMOHTUPOBATH KaKue-Inoo
KOMITOHEHTBI.

N3menenus uimm MO,Z[I/I(i)I/IKaIII/II/I 9TOT'0 U3ACINA, HC YTBCPIKICHHBIC
Boston Scientific Corporation, MOT'YT cienaTh HEAEMCTBUTEIBLHON CePTUPUKAIIIIO
®OKC u aHHynMpoBaTh Balle MPaBO HA UCTIOJIb30BAHUE U3IECITHSI.
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Oma CMpAHuUUya HaAMEePEeHHo ocmaeiena nycmoﬁ.
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Manufacturer
Boston Scientific Neuromodulation
Corporation
25155 Rye Canyon Loop
Valencia, CA 91355 USA
(866) 789-5899 in US and Canada
(661) 949-4000, (661) 949-4022 Fax
(866) 789-6364 TTY
www.bostonscientific.com
Email: neuro.info@bsci.com

Argentina Local

Contact

Para obtener informacion de
contacto de Boston Scientific
Argentina SA, por favor, acceda al
link www.bostonscientific.com/arg

Australian Sponsor
Address

Boston Scientific (Australia) Pty Ltd

PO Box 332

BOTANY

NSW 1455

Australia

Free Phone 1800 676 133

Free Fax 1800 836 666

Brazil Local

Contact

Para informagdes de contato da
Boston Scientific do Brasil Ltda,
por favor, acesse o link
www.bostonscientific.com/bra

E EU Authorized

Representative

Boston Scientific Limited
Ballybrit Business Park
Galway, Ireland

T: +33(0) 1393097 00
F: +33 (0) 139 30 97 99

(€0123 Authorized to affix
in

© 2021 Boston Scientific
Corporation or its affiliates.
All rights reserved.

91098825-10 2021-12



