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Vercise Gevia™ Deep Brain Stimulation System

How to Use this Manual

This manual provides information about the Vercise Gevia™ Deep Brain Stimulation (DBS) System. Read this manual carefully
before using the Vercise Gevia DBS System. If you have any questions or concerns about your DBS System, contact your
healthcare provider.

More Information
Refer to your Remote Control Handbook and/or Charging Handbook for:

+  More instructions
«  Compatibility among DBS System components
+ Maintenance and monitoring using external devices
+ More information
Refer to your Labeling Symbols document for an explanation of labeling symbols.
More information may be available online, visit www.bostonscientific.com/patientlabeling.

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

Drawings are for illustration purposes only.
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Trademarks

Vercise™, Vercise Gevia™, Cartesia™, SureTek™, ImageReady™, and Precision Spectra™ are trademarks of Boston Scientific
Corporation or its affiliates.

All other trademarks are the property of their respective owners.

Warranty
For device warranty information, visit www.bostonscientific.com/warranty.

Summary of Safety and Clinical Performance

For customers in the European Union, this information is available on the European database on medical devices (Eudamed)
website: https://ec.europa.eu/tools/eudamed. Use the manufacturer and device name found in the labeling to search for the
device’s Summary of Safety and Clinical Performance.

Technical Support

There are no user serviceable parts. If you have a specific question or issue, contact your healthcare provider. To contact

Boston Scientific for any other reason, use the contact information provided for your locality via www.bostonscientific.com.
Patient Implant Card

Your doctor should provide you with an Implant Card that identifies your particular implant. Carry your Implant Card with you at all
times. Present it to all your healthcare providers (doctors, dentists, technicians) so they know you have an implanted device.

If you have not received your Implant Card, contact your healthcare provider.
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Important Contact Information

For easy reference, note the contact information for your healthcare providers below:

Neurosurgeon

Neurologist

Caregiver

Information for Patients, Family Members, and Caregivers

+ Boston Scientific recommends that you read this entire patient manual. It is unsafe to start using the device before
reading the whole manual. If you have any questions about the information provided in this manual, contact your
healthcare provider.

+ Always inform your healthcare providers that you have been implanted with a brain stimulation device. If your
healthcare providers have questions about your DBS System, they should contact Boston Scientific Technical Support.
The contact list for your locality is provided via www.bostonscientific.com.

+ If you have any questions or concerns about your DBS therapy, contact your healthcare provider. If there is an
emergency, call 1-1-2 or local emergency services.
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Introduction

Introduction

The Vercise Gevia DBS System provides therapy by
stimulating structures in the brain with electrical pulses
(Figure 1). The Vercise Gevia DBS System includes a
rechargeable Implantable Pulse Generator (IPG).

Note: Some patients may have their IPG implanted in the
abdomen.

Figure 1. lllustration of the Implanted DBS System
(Pectoral Region)
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Description of the System

The Vercise Gevia DBS System includes both implantable and non-implantable components. There are three main implantable
components:

« DBS Leads: DBS Leads are thin, insulated wires that deliver electrical pulses to the brain. The body of the DBS Lead is
implanted under the scalp. The other end of the Lead is connected to the DBS Lead Extension, typically behind the ear.

« DBS Lead Extensions: Lead Extensions are thin, insulated wires that connect the Leads to the IPG. One end of the
Lead Extension is connected to the Lead, typically behind the ear. The other end of the Lead Extension is connected to
the IPG. The Lead Extension transfers electrical stimulation from the IPG to the Lead.

+ Implantable Pulse Generator (IPG): The IPG sends small electrical pulses to the end of the DBS Lead that is
implanted in the brain. This produces stimulation in the brain. The IPG may be placed under the skin in the chest area
or in the abdominal area. After your DBS surgery, your healthcare provider will adjust the stimulation settings for your
IPG.

The IPG contains a rechargeable battery. The battery supplies power to your DBS System. You can charge the battery
with the DBS Charging System.

Information for Patients
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Introduction

The Vercise Gevia DBS System has two main non-implantable components:

+ Remote Control: The Remote Control is a hand-held programmer that controls the IPG.
+ Charging System: The Charging System charges the battery of rechargeable DBS IPGs.

To make the most of your Vercise Gevia DBS System, it is important to learn the following:

+How to live safely with your Vercise Gevia DBS System.
* How to use the Remote Control.
+ How to use the Charging System to charge the IPG.

Note: The Vercise Gevia DBS System components were not made with natural latex.

Information for Patients
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Rechargeable IPG Battery Information

For information about charging your IPG, refer to the Charging Handbook. For information about checking the status of your IPG
battery and battery messages, refer to the Remote Control Handbook.

IPG Battery

The rechargeable IPG battery should provide at least 5 years of service. In many cases, the IPG battery should provide at least
25 years of service. Battery life is dependent on the stimulation settings and conditions.

Charging Estimate
Boston Scientific recommends any charging schedule that fits your schedule and lifestyle while maintaining sufficient charge
to maintain stimulation. Expect a daily charging time of 5 to 30 minutes, or a periodic charging time of 30 minutes to 4 hours
every 1 to 2 weeks. Your charging routine may vary depending on your stimulation settings. High power users will require more
frequent charging. Creating a charging routine involves finding the right balance among the following:

+  How much power is needed for effective therapy

+ How often you want to charge

+ How long you want to charge

+ How you would like to manage your personal schedule

Information for Patients
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Introduction

The Vercise Gevia DBS System programming software gives your healthcare provider a conservative estimate for how often to
charge. This estimate assumes stimulation is on the default stimulation level 24 hours per day, 7 days per week. While you may
want to follow these estimates, you and your healthcare provider can create a charging routine that best fits your schedule.

If you do not charge your IPG before it enters Hibernation Mode, stimulation will stop until you charge the IPG. Create a charging
routine to prevent loss of stimulation due to a low battery.

After years of service, the IPG may require shorter periods between charges. The IPG will need replacement when stimulation
cannot be maintained with routine charging.

Information for Patients
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Safety Information

Indications for Use
The Vercise Gevia DBS System is indicated for use in the following:

+  Unilateral or bilateral stimulation of the subthalamic nucleus (STN) or internal globus pallidus (GPi) for treatment of
levodopa-responsive Parkinson’s disease that is not adequately controlled with medication, for persons 18 years of age
and older.

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

«  Thalamic stimulation for the suppression of tremor that is not adequately controlled by medications in patients
diagnosed with Essential Tremor or Parkinson’s disease, for persons 18 years of age and older.

Patient Population
Target groups of patients for DBS therapy are those who have:

+ Parkinson’s disease (PD) — levodopa-responsive and not adequately controlled with medication in patients 18 years of
age and older
+  Dystonia - primary or secondary intractable dystonia in patients 7 years of age and older

« Tremor —in PD or essential tremor (ET) inadequately controlled by medication in patients 18 years of age and older

Information for Patients
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Safety Information

Intended Use

The intended use of the Boston Scientific DBS System is to treat movement disorders by stimulating a specific brain target.

Clinical Benefit

The clinical benefit of the Boston Scientific DBS System is reduction of motor symptoms of the disease state (Parkinson’s
disease, dystonia, tremor). Other benefits known to occur from motor symptom reductions are increased functionality and quality
of life. Patients often have decreased use of medications and therefore fewer side effects from medication.

Device Lifetime

The minimum lifetime of the implantable components is 5 years.
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Contraindications (When the Vercise Gevia DBS System Should Not Be Used)

The Vercise Gevia DBS System is not recommended for patients that have the following conditions or who will be exposed to the
following procedures:

+ Diathermy: You should not have any form of diathermy either as treatment for a medical condition or as part of a
surgical procedure. The energy generated by diathermy can be transferred to the Vercise Gevia DBS System, causing
tissue damage in the brain, which can result in severe injury or death. The use of shortwave, microwave, and/or
therapeutic ultrasound diathermy with the implanted Vercise Gevia DBS System may result in severe injury or death.

+ Patient Incapability: If you are unable to properly operate the Remote Control and Charging System, then you should
not be implanted with the Vercise Gevia DBS System.

+ Poor Surgical Candidates: The Vercise Gevia DBS System is not recommended for patients who are poor surgical
candidates.
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Safety Information

Warnings

Automobiles and Equipment

Operate the following with caution after receiving the Vercise Gevia DBS System:
+  Automobiles
+  Other motorized vehicles
+ Potentially dangerous machinery or equipment

Avoid activities that would be dangerous if treated symptoms were to return. Avoid actions that cause stimulation changes to
occur. Impaired driving and an increased accident risk have been previously reported for patients with Parkinson’s disease.

You are at an increased risk of causing injury or death to yourself and others if your DBS System stops treatment for any reason
during the following:

+  Driving a car.

+  Driving any other motorized vehicle.

+ Using potentially dangerous machinery or equipment.

Information for Patients
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Electromagnetic Interference
Strong electromagnetic fields can potentially:

+  Turn stimulation off.
+ Cause temporary unpredictable changes in stimulation.
¢ Interfere with the communication of the Remote Control.

Strong electromagnetic fields may turn stimulation off for a short period of time. Once the electromagnetic field is removed,
stimulation may return on its own.

You should avoid or exercise care around the following:

+ Theft detectors, tag deactivators, and Radio Frequency Identification (RFID) devices, such as those used at department
stores, libraries, and other public establishments.

- If you must proceed through the detector, proceed with caution and move through the center of the detector
as quickly as possible. Interference from these devices should not cause permanent damage to the implanted
device.

+  Security screeners, such as those used in Airport Security or at entrances to government buildings, including hand-held
scanners.

- Request assistance to bypass the security screener and advise the security staff that you have an implanted
medical device. If you must proceed through the security screener, move through the security screener quickly
and stay as far as allowed from the screener. Interference from these devices should not cause permanent
damage to the implanted device.

Information for Patients
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Safety Information

Note:

Power lines or power generators.
Electric steel furnaces and arc welders.
Large magnetized stereo speakers.
Strong magnets.

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 function of the Remote
Control and its ability to control stimulation.

Other sources of electromagnetic disturbance, such as RF transmitters at:
- Television broadcast stations
- Radio broadcast stations
- Amateur Radio radio transceivers
- Citizens Band radio transceivers
- Family Radio Service band transceivers

When in close proximity, equipment that generates strong electromagnetic fields might cause unintended stimulation
or interfere with wireless communication between the Remote Control and IPG. This may occur even if the equipment
complies with International Special Committee on Radlio Interference (CISPR) requirements.
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Heat Due to Charging
Handle the Charger with care. The Charger may become warm while charging your IPG.

+ Use the Charger with the Charging Collar, Charger Belt, or Adhesive Patch to avoid a burn.
+ Do not charge your device while sleeping. This may result in a burn.

«  Stop charging and contact your healthcare provider if you feel pain or discomfort.

High Stimulation Levels

High levels of stimulation may damage brain tissue. Your healthcare provider programs your Remote Control stimulation settings
to ensure that your stimulation levels remain safe.

Intracranial Hemorrhage
Placing the DBS Leads in the brain may increase the risk of bleeding in or around the brain. Notify your healthcare provider if:

+ You are more prone to bleeding.
* You have trouble forming blood clots.

* You take medication that thins the blood.
These factors may increase your risk of bleeding in or around the brain.

IPG Damage
Chemical burns may result if the IPG is ruptured or pierced and your tissue is exposed to battery chemicals.

Information for Patients
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Safety Information

Magnetic Resonance Imaging

As a patient implanted with the Vercise Gevia DBS System, you can have an MRI exam when specific conditions are met.
Conditions for an MR are specified in the physician manual ImageReady™ MRI Guidelines for Boston Scientific DBS Systems.
This manual is available at www.IFU-BSCI.com.

Your healthcare provider should read this information in its entirety and determine all conditions are met before conducting and
recommending an MRI exam.

External Devices: @ The external/non-implantable components of the Vercise Gevia DBS System (Charging System, Remote
Control, and accessories) are MR Unsafe. Do not take them into any MRI environment.

Other Implanted Stimulation Devices
Contact your healthcare provider if you must use other implantable stimulation devices at the same time as the DBS IPG. Using

other implantable stimulation devices at the same time as the DBS IPG may interfere with the function of the devices. Careful
programming of each system is needed. Examples of other implantable stimulation devices are:

+ Pacemakers

+  Cardioverter defibrillators

+ Medication delivery pumps

Pregnancy
It is unknown whether the DBS device may cause complications with pregnancy.

Information for Patients
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Status Dystonicus (Dystonia Patients)
If dystonia symptoms return or become more severe, contact your healthcare provider right away.

DBS patients with dystonia may rarely experience a life-threatening worsening of dystonia symptoms. These symptoms may

be referred to as “status dystonicus,” “dystonic storm,” or “dystonic crisis.” This condition may be triggered by several factors,
such as the loss of stimulation from your DBS device. This condition is characterized by severe dystonia associated with muscle
breakdown, organ failure, and possibly, death.

It is important that you monitor your symptoms and maintain DBS as prescribed. If you suspect that your DBS System is no
longer providing adequate stimulation for any reason, contact your healthcare provider right away. If your dystonia symptoms
worsen, contact your healthcare provider right away.

You should know how to use your Remote Control to ensure that your DBS System is on and providing stimulation. You should
know how to charge your IPG.

Information for Patients
92753242-20 14 of 195



Safety Information

Suicide
New onset or worsening depression which may be temporary or permanent is a risk that has been reported with DBS therapy.

Suicidal thoughts, suicide attempts, and suicide are events that have also been reported. Patients and caregivers should
consider the following:

+  Be sure you talk to your treating healthcare provider(s) if you have a history of depression, suicidal thoughts, or have
attempted suicide. Be sure you understand the possible risks of new onset or worsening depression (including suicidal
thoughts) as well as the potential clinical benefits of DBS therapy.

+  After the procedure, if you notice unusual changes in mood or behavior (such as increased anxiety, sleeping problems,
loss of interest in activities, feeling of hopelessness, mood swings, weight loss or weight gain), or impulse control,
contact your healthcare provider. If you are having thoughts of suicide, contact your healthcare provider or emergency
services immediately.

+ Itis important to attend on going follow-up visits with your healthcare provider to manage your therapy.

Therapeutic Ultrasound
Do not expose the implanted components of the DBS System to therapeutic ultrasound.

Unauthorized Modification

Unauthorized changes to the medical devices are not allowed. If unauthorized changes are made to the devices, the integrity of
the devices could be at risk and you may be harmed or injured.
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Precautions

Activities Requiring Coordination

Loss of coordination is a possible side effect of DBS therapy. You should use caution when doing activities that require
coordination, even if you were able to do them before receiving therapy (for example, swimming).

Bathing
Patients should exercise reasonable caution when bathing.

Cell Phones and Other Portable RF Communication Devices

Interference caused by cell phones is not expected. The full effects of interaction with cell phones are unknown at this time.

Portable RF communications equipment (for example, cell phones) should be kept at least 6 in (15 ¢cm) from the area of the

implanted device. If interference occurs, move the cell phone away from the implanted IPG or turn off the phone. If there is a
concern or problem, contact your healthcare provider.

Information for Patients
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Safety Information

Cleaning the Remote Control and Charging System

The Remote Control and Charging System components can be cleaned using alcohol or a mild detergent applied with a cloth or
tissue. Remove residue from soapy detergents with a damp cloth and then wipe dry. Do not use abrasive cleansers for cleaning.
Do not clean any of the devices while they are directly or indirectly connected to a power outlet.

Remove the Charger, Counterweight, and, if applicable, Charger Spacer from the Charging Collar before washing. Remove the
Charger and, if applicable, Charger Spacer from the Charger Belt before washing. Hand wash the Charging Collar or Charger
Belt with mild soap and cool water. Do not machine wash the Charging Collar or Charger Belt. Let the Charging Collar or Charger
Belt air dry. Do not use the Charging Collar or Charger Belt when it is damp or wet.

As an operator of these external devices, only perform the following service and maintenance tasks on the external devices:

+ Charging the battery
+ Cleaning

Ensure that the devices are not in use while performing service and maintenance tasks.

Information for Patients
92753242-20 17 of 195



Vercise Gevia™ Deep Brain Stimulation System

Component Disposal

DBS components removed from the body should be returned to Boston Scientific. The IPG should be removed from the body
prior to cremation and returned to Boston Scientific. Cremation may cause the IPG battery to explode.

The Remote Control and Charging System contain batteries which may explode when exposed to fire and cause injury. Do
not dispose of the Remote Control or Charging System by fire. Dispose of used batteries in accordance with local laws and
regulations.

Delayed Effectiveness

It may take some time before DBS therapy becomes effective. To achieve the best symptom control, you may need frequent
adjustment of stimulation settings over a period of several weeks to months.

Device Connections

Do not connect the Remote Control USB port to any other device except to the Remote Control charger provided with it. Do not
connect the Charger to any other device except to the Base Station provided with it.

Information for Patients
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Safety Information

Device Failure
Implants can fail at any time due to:

+ Random component failure
+  Loss of battery function
* Lead breakage
+ Lead migration
Stopping stimulation suddenly can cause serious reactions to develop. If the IPG stops working, even after complete charging,

turn off stimulation with your Remote Control and contact your healthcare provider right away. Your healthcare provider will
assess the DBS System and provide proper medical care to manage the return of symptoms.

IPG Orientation

Never attempt to change the orientation of the IPG or turn over the IPG. Avoid touching the incisions or IPG site. If the IPG flips
over in your body, it may be unable to communicate with the Remote Control or Clinician Programmer. If the IPG flips over in
your body, it cannot be charged. If stimulation cannot be turned on after charging, contact your healthcare provider to arrange an
exam of the System.

If you notice a change in appearance of the skin at the IPG location, such as the skin becoming thin over time, contact your
healthcare provider.

Information for Patients
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Massage Therapy

Avoid massage therapy near the implanted components of the DBS System. If you receive massage therapy, inform the
massage therapist that you have an implanted device. Show the massage therapist where the IPG, DBS Lead Extension, and
DBS Leads are located. Have the massage therapist 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 IPG.
- Cause you injury, especially if they are used near the IPG.

+ Diagnostic ultrasonic scanning is unlikely to damage the IPG if stimulation is turned off. Testing has been completed to
pertinent standards.

+ Electrocautery — The use of a heated electric probe to stop bleeding during surgery. This can potentially damage the
IPG or may cause injury. If you will have this procedure, your healthcare provider should review and follow the guidance
provided in the Information for Prescribers manual.

+ External Defibrillation — The use of electrically charged paddles to restart the heart in an emergency. Safe use has
not been established in DBS patients. Testing has been completed to pertinent standards. Defibrillation is unlikely to
permanently damage the implanted device if:

- Stimulation is turned off.
- The defibrillator electrode does not contact any component of the implanted device.

Information for Patients
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Safety Information

+ Lithotripsy — High-output sound or shock waves often used to treat gall stones and kidney stones. High frequency
signals directed near the IPG may damage circuitry.

+ Radiation Therapy - lonizing energy commonly used to treat cancer. Lead shielding should be used over the IPG to
prevent damage from high radiation. Any damage to the DBS IPG by radiation may not be known right away.

+ Transcranial Stimulation — The use of electric or magnetic fields to stimulate nerve cells in the brain. Safe use of these
therapies in DBS patients has not been established.

« X-ray and CT scans may damage the IPG if stimulation is on. X-ray and CT scans are unlikely to damage the DBS IPG
if stimulation is turned off.

If any of the above is needed, the procedure(s) should be performed as far from the implanted components as possible. The
DBS System may need to be removed as a result of severe injury or damage to the device.

Before having these procedures, medical therapies, or diagnostics, have your healthcare provider call the Boston Scientific
Technical Support department for proper instructions. Or have them refer to the guidance provided in the Information for
Prescribers manual.

Operating Temperature
The operating temperature of the Remote Control is 5 °C to 40 °C (41 °F to 104 °F). Do not use the Charging System if the
ambient temperature is above 35 °C (95 °F).
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Other Models of External Devices

Only use the Remote Control and Charger provided with the Vercise Gevia DBS System. Other similar models of the Remote
Control and Charger do not work with the Vercise Gevia DBS System.

Pediatric Patients

Caregivers should know how to use the Remote Control to ensure the system is on and providing stimulation. Caregivers must
know how to charge the IPG. If symptoms return, the caregiver should contact the healthcare provider right away.

Post-Operative
After your surgery, the medical staff provides standard medical care:

A CT scan may be taken to record the position of the DBS Leads and IPG.
You and a family member are educated on the DBS System, including:
- How to turn stimulation on and off.
- How to charge the IPG battery.
- Expectations of stimulation in the treatment of your disease.
Antibiotics may be prescribed to prevent infection.
Post-operative pain concerns are addressed by your healthcare provider before you are discharged from the hospital.

A responsible adult that can fully understand the post-operative care instructions must drive you home after the surgery.
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Safety Information

After surgery, use care so that healing secures the implanted components and closes the surgical incision:
+ Restrict head movements, as instructed by your healthcare provider, until healed. This may include turning or moving
your head up, down, and side to side.
+ Do not try to move heavy objects.

+ Do not shower until cleared by your healthcare provider. Surgical sutures and staples need to be removed by your
healthcare provider in a follow-up visit.

+ Follow the instructions provided by your healthcare provider on how to care for the dressing covering the area where
the IPG is implanted.

Stimulation therapy may be delayed up to 2 months until swelling resolves. Therapy timing depends on the judgment of your
healthcare provider. Expect post-surgical swelling to subside. If swelling is present at the IPG site once stimulation therapy has
begun, swelling may lead to longer charging times or prevent charging. If swelling lasts, contact your healthcare provider.

There may be some pain in the area of the IPG until healing is complete. If pain lasts beyond 2 weeks, contact your healthcare
provider.

If you notice excess redness or drainage around the wound areas, contact your healthcare provider. In rare cases, adverse
tissue reaction to implanted materials can occur.
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Storage, Handling, and Transport

Do not expose the Remote Control or Charging System to very hot or cold conditions. Do not leave these devices in your car or
outdoors for long periods of time. The sensitive electronics can be damaged by temperature extremes, especially high heat. If the
Remote Control or the Charging System are stored for a long period of time, ensure the storage temperature does not exceed
-20 °C t0 60 °C (-4 °F to 140 °F).

Handle the System components and accessories with care. Do not drop them or submerge them in water. Keep accessories,
including the Remote Control and Charger, dry and protected from moisture. Keep the Remote Control and Charger away
from pets, pests, and children to avoid damage to these devices. Reliability testing has been performed to ensure quality
manufacturing and performance. However, the devices can be permanently damaged by:

+ Dropping on hard surfaces

*  Dropping in water

*  Rough handling

Information for Patients
92753242-20 24 of 195



Safety Information

Adverse Events

Not all risks with the use of deep brain stimulation are known. The following is a list of known risks. If any of these events

occur, inform your healthcare provider as soon as possible. Report any serious incident that occurs in relation to this device to
Boston Scientific and to the relevant local regulatory authority for medical devices in your country. For customers in Australia,
report any serious incident that occurs in relation to this device to Boston Scientific and to the Therapeutic Goods Administration
(https://www.tga.gov.au).

Risks Associated with Surgical Procedure and Post-Operative Period

Blood clot forming, for example in the veins of the legs

Blood clot or air in the blood stream, which can block blood flow to parts of the lungs or other tissue
Cerebral spinal fluid (CSF) that normally surrounds the brain leaking outside the skull
Confusion or problems with attention, thinking, or memory

Death

Infection

Injury to areas next to the implant, such as blood vessels, nerves, the chest wall, and the brain
Neurosurgery and anesthesia risks, including unsuccessful implant and pneumonia

Pain, headache, or discomfort

Seizures

Status dystonicus

Stroke, resulting in temporary or permanent problems, such as paralysis or difficulty speaking
Swelling or bruising
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Possible Side-Effects
+  Confusion or problems with attention, thinking, or memory
+ Pain, headache, or discomfort
+ Psychiatric disturbances, such as:
- Anxiety
- Depression
- Lessened interest or emotion
- Mania
- Emotional sensitivity
- Sleep problems
- Suicide
- Suicidal thoughts or attempts
+  Seizures
+ Sensory changes
+  Speech or language problems, difficulty swallowing, as well as complications such as pneumonia from inhaling fluid
+  Systemic effects, such as:
- Rapid heart beat
- Sweating
- Fever
- Dizziness
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Safety Information

Changes in kidney function
Difficulty passing urine

Sexual effects

Nausea

Difficulty having bowel movements
Bloating

Weakness, muscle spasms, shaking, restlessness, or problems with movement, walking, coordination, or body
positioning, and falls or injuries resulting from these problems

Undesirable sensations, such as tingling
Visual problems, eyelid or eye movement difficulties, or other eye-related symptoms
Weight changes

Information for Patients
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Vercise Gevia™ Deep Brain Stimulation System

Device-Related Risks
*  Allergic or immune system response to implanted materials

+ Failure or malfunction of any part of the device. This may or may not require device removal and/or replacement. This
includes, but is not limited to:

- Battery leakage
- Battery failure
- Lead or Lead Extension breakage
- Hardware malfunctions
- Loose connections
- Electrical shorts or open circuits
- Lead insulation breaches
+ Implant site complications, such as:
- Pain
- Poor healing
- Redness
- Warmth
- Swelling
- Wound reopening

+ Implanted device components (IPG, Lead, or Lead Extension) may move from the original implanted location or wear
through the skin, which may require additional surgery

Information for Patients
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Safety Information

Infection
Interference from external electromagnetic sources
Loss of adequate stimulation

During an MRI exam, there are potential interactions with the implanted DBS Lead, Lead Extension, and IPG, and risk
of patient harm. It is important that your healthcare provider follow the information provided in the ImageReady™ MRI
Guidelines for Boston Scientific DBS Systems before giving an MRI exam. It is available at www.IFU-BSCl.com.

Pain, headache, or discomfort

Skin irritation or burns at the IPG site
Status dystonicus

Stiffness in muscles or with joint movement

Sudden return of symptoms, if the stimulation or medication is stopped abruptly. In patients with Parkinson’s disease,
there have been rare cases of rapid symptom return progressing to inability to move.

Swelling, including fluid collecting around the device
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Vercise Gevia™ Deep Brain Stimulation System

Electromagnetic Compatibility
EN 60601-1-2 Classification Information

* Internally Powered Equipment
+  Continuous Operation

+  Ordinary Equipment

+ Classll

Table 1: Guidance and Manufacturer’s Declaration
Electromagnetic Emissions

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

Emissions Test Compliance Electromagnetic Environment — Guidance

The Vercise Gevia DBS System uses RF energy only for its internal function.
RF emissions CISPR 11 Group 1 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 Class B The Vercise Gevia DBS System is suitable for use in all establishments. This
IEC 61000-3-2 includes domestic establishments and those directly connected to the public low

Voltage fluctuations/ flicker emissions voltage power supply network that supplies buildings used for domestic purposes.

IEC 61000-3-3 Complies

Information for Patients
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Electromagnetic Compatibility

Table 2: Guidance and Manufacturer’s Declaration
Electromagnetic Immunity

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

Immunity Test IEC 60601-1-2 Test Level Compliance Level Electromagnetic Environment - Guidance

Air: Air:
+2kV, £4kV, £8kV, £ 15kV | Remote Control and Charger:
+£2KkV, 4KV, 8KV, £ 15kv | Floors should be wood, concrete or ceramic tile.

Electrostatic discharge If floors are covered with synthetic material, the
(ESD) IEC 61000-4-2 | Contact: Contact: relative humidity should be at least 30%.
*8kV Remote Control and Charger: | Note: Applies to external electrical components.
+8kV

Power frequency magnetic fields should be at

(Ps%v/vg(; I_rlt;()}uency levels characteristic of a typical location in a typical
magnetic field 30 A/m 30 A/m commercial or hospital environment. Magnetic fields
IEC 61000-4-8 ILG:j geir:g\on appliances are not expected to affect
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Vercise Gevia™ Deep Brain Stimulation System

Table 3: Guidance and Manufacturer’s Declaration
Electromagnetic Immunity

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

Immunity Test

IEC 60601-1-2 Test Level

Compliance Level

Electromagnetic Environment - Guidance

Radiated RF
IEC 61000-4-3

10 V/im
80 MHz to 2,7 GHz

10 V/im
80 MHz to 2,7 GHz

Professional healthcare facility environment and home
healthcare environment.

Field strengths from fixed RF transmitters, as determined
by an electromagnetic site survey?, should be less than the
compliance level in each frequency range. Interference may
occur in the vicinity of equipment marked with the symbol

shown below:
(((i)))

propagation.

Note: These guidelines may not apply in all situations. Absorption and reflection from structures, objects, and people affects electromagnetic

a Field strengths from fixed transmitters cannot be predicted theoretically with accuracy. This includes base stations for radio (cellular/cordless)
telephones and land mobile radios, amateur radio, AM and FM radio broadcast, and TV broadcast. 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
Gevia DBS System is used exceeds the applicable RF compliance level above, the Vercise Gevia DBS System should be observed to verify normal
operation. If abnormal performance is observed, more measures may be needed, such as re-orienting or relocating the Vercise Gevia DBS System.
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Electromagnetic Compatibility

Table 4: Immunity Testing
RFID Readers

The external electrical components of the Vercise Gevia DBS System have been tested for immunity to interference from RFID readers per the

following specifications.

RFID Spec Per AIM 7351731 Frequency Test Level (RMS)
ISO 14223 134.2 kHz 65 A/m

ISO/IEC 14443-3 (Type A) 13.56 MHz 75A/m

ISO/IEC 14443-4 (Type B) 13.56 MHz 75A/m

ISOAEC 15693 (ISO 18000-3 Mode 1) 13.56 MHz 5A/m

ISO 18000-3 Mode 3 13.56 MHz 12 Alm

ISO/IEC 18000-7 433 MHz 3Vim

ISO/IEC 18000-63 Type C 860-960 MHz 54 Vim

ISO/IEC 18000-4 Mode 1 2.45GHz 54 Vim
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Vercise Gevia™ Deep Brain Stimulation System

Table 5: Manufacturer’s Declaration
Proximity Fields

of the communications equipment.

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

Proximity Test IEC 60601-1-2 Test Level

Compliance Level

Electromagnetic
Environment Guide

385 MHz: 27 Vim @ 18 Hz pulse modulation 27Vim
450 MHz: 28 V/im @ FM modulation 28 V/m Recommended
IEC 61000-4-3 separation distance
710 MHz, 745 MHz, 780 MHz: 9 V/m @ 217 Hz pulse modulation 9Vim d=30cm
1720 MHz, 1845 MHz, 1970 MHz: 28 Vim @ 217 Hz pulse modulation 28 Vim
1720 MHz, 1845 MHz, 1970 MHz: 28 V/m @ 217 Hz pulse modulation 28 Vim
Recommended
IEC 61000-4-3 2450 MHz: 28 VIm @ 217 Hz pulse modulation 28 Vim separation distance
d=30cm
5240 MHz, 5500 MHz, 5785 MHz: 9 V/m @ 217 Hz pulse modulation 9V/m

the stated ranges.

propagation.

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

Note: These guidelines may not apply in all situations. Absorption and reflection from structures, objects, and people affects electromagnetic
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Electromagnetic Compatibility

Notice to the User Per Industry Canada Radio Standards Specifications:

The Boston Scientific DBS devices comply with Industry Canada license-exempt RSS standard(s). Operation is subject to the
following two conditions:

1. The device may not cause interference.
2. The device must accept any interference, including interference that may cause undesired operation of the device.
Essential Performance

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

Telemetry Information
The following values describe the wireless communication link between the IPG and Remote Control:

* Frequency Band: 119 kHz to 131 kHz

+  Modulation Type: FSK

+ Effective Radiated Power: 0.05 mW (-13 dBm) maximum
+ Magnetic Field Strength (at 3 m distance): 46 pA/m
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Vercise Gevia™ Deep Brain Stimulation System

Quality of Wireless Service

The Vercise Gevia DBS System uses a Half-Duplex, direct point-to-point, primary-secondary communication system with the
characteristics listed in Table 6:

Table 6: Quality of Wireless Service of the Configure Tab

Typical Range Between the Remote Control and Implanted IPG

361n (91.4 cm)

Timing

Once a command is initiated by the user, the system responds in less than 1.5 seconds.
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Electromagnetic Compatibility

Troubleshooting Wireless Coexistence Issues

Other wireless and RF technology based equipment running close to a similar frequency band may degrade the range and
responsiveness of the Vercise Gevia DBS System. If you experience issues with the wireless communication behavior between
the Remote Control and IPG, try the following steps to correct the behavior:

+ Decrease the distance between the two devices if possible.

+ Change the orientation of the communicating device.

+ Move the communicating devices away from other equipment or devices that may cause interference, such as:

Television monitors

Computer monitors

Short range RFID electronic tracking systems, such as:
= Badge scanners

= Parking lot scanners

Power adapters

Wireless chargers
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Vercise Gevia™ Deep Brain Stimulation System

Wireless Security

The Vercise Gevia DBS System has a short range inductively coupled telemetry system. A Remote Control has to be linked with
an IPG to allow communication. The IPG will not respond to any unlinked device. There are additional mechanisms that ensure
the integrity of the communicated data.
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System Components and Materials

System Components and Materials

Implantable Components

Your Boston Scientific DBS System may include the following implantable components:

Table 7: Implantable Components

Device Type Model Number Description
PG
DB-1200 Vercise Gevia™ Implantable Pulse Generator Kit, 16 Contact
* Port Plug
DB-2201-30DC Lead Kit, 8 Contact, 30cm
* Lead DB-2201-45DC Lead Kit, 8 Contact, 45cm
+ Lead Boot DB-2202-30 Vercise™ Cartesia™ Directional Lead Kit, 8 Contact, 30cm
+ Suture Sleeve DB-2202-45 Vercise™ Cartesia™ Directional Lead Kit, 8 Contact, 45cm
DB-2500-C Vercise™ Physician’s Spare Kit, 8 Contact Lead
. NM-3138-55 Lead Extension Kit, 8 Contact, 55cm
+ Lead Extension —
Port Pl DB-3128-55 Lead Extension Kit, 2x8 Contact, 55cm
* Port Plu
g DB-3128-95 Lead Extension Kit, 2x8 Contact, 95cm
DB-4600-C SureTek™ Burr Hole Cover Kit
* Burr Hole Cover -
DB-4605-C SureTek™ Burr Hole Cover Spares Kit

Information for Patients
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Vercise Gevia™ Deep Brain Stimulation System

Table 7: Implantable Components

Device Type Model Number Description
DB-9208-15 Vercise™ Adapter S8, 8 Contact, 15cm
« Adapter DB-9208-55 Vercise™ Adapter S8, 8 Contact, 55cm
DB-9218-15 Vercise™ Adapter M8, 8 Contact, 15cm
DB-9218-55 Vercise™ Adapter M8, 8 Contact, 55cm
* Medical Adhesive SC-4320 Medical Adhesive
* Port Plug SC-4401 Precision Spectra™ IPG Port Plug
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System Components and Materials

Materials

The following materials and substances may contact the body during the DBS implant procedure.

Table 8: Materials

Device Type Materials Percent Weight
Titanium 18% to 57%
IPG Epoxy 42% to 82%
Silicone Up to 3%
IPG Template Stainless Steel 100%
Port Plug Thermoplastic 100%
Thermoplastic 69% to 76%
Lead Platinum - Iridium 7% to 23%
Epoxy 0% to 22%
Silicone 60% to 66%
8 Contact Extension Thermoplastic 34% to 40%
Epoxy <1%
Silicone 14% to 39%
2x8 Contact Extension Thermoplastic 61% to 85%
Gold <1%
Suture Sleeve Silicone 100%
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Vercise Gevia™ Deep Brain Stimulation System

Lead Boot Silicone 100%
Burr Hole Base, Cap, and Lead Clip Thermoplastic 100%
Burr Hole Cover Screw Titanium 100%
Tunneling Tool Shaft Stainless Steel 100%
Tunneling Tool Straw PTFE 100%
Medical Adhesive Medical Adhesive Silicone 100%
Silicone 37% to 74%
Adapter Thermoplastic 26% to 63%
Epoxy <1%
The IPG Template and Tunneling Tool may contain cobalt: CAS No. 7440-48-4; EC No. 231-158-0. Defined as a 1B carcinogen and reproductive
toxicant according to the European Commission in a concentration above 0.1% weight by weight.
Note: The IPG Template and Tunneling Tool are made with stainless steel which may contain cobalt. Current scientific evidence supports that metal
alloys containing cobalt used in medical devices do not cause an increased risk of cancer or adverse reproductive effects.
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Glossary

Glossary

Adhesive Patch. A non-reactive skin patch that temporarily
attaches the Charger to the skin over the IPG site.

Adverse Event. An undesirable effect.
Amplitude. The measure of strength of delivered stimulation.

Base Station. A power supply holder that charges the
Charger.

Battery. The power source for your IPG.

Cardiac Pacemaker. A small implantable device that controls
the rhythm of the heart.

Charger. A portable device that charges the battery of
implanted rechargeable IPGs.

Charger Belt. An accessory that holds the Charger over
rechargeable IPGs for proper charging.

Charger Spacer. A piece of material that may be placed, if
directed by your healthcare provider, behind the Charger
in the pocket of the Charging Collar or Charger Belt.

Charging Collar. An accessory that holds the Charger over
rechargeable IPGs for proper charging.

Charging System. The Charging System charges the battery
of rechargeable DBS IPGs.

Computerized Axial Tomography (CT or CAT) Scans. A
procedure that creates a 3-D image of your brain or
other parts of your body.

Contacts. Metal electrodes on the DBS Lead that deliver
electrical stimulation pulses to the brain.

Contraindication. A condition under which the Vercise Gevia
DBS System should not be used because the risks
outweigh any possible benefit.

Control Buttons. Buttons located on the Remote Control that
adjust stimulation settings.
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Vercise Gevia™ Deep Brain Stimulation System

Counterweight. A device placed in the Charging Collar on the
opposite side of the Charger to balance the Charging
Collar.

DBS Lead. An insulated wire that delivers electrical
stimulation pulses from the IPG to the brain.

Deep Brain Stimulation (DBS). A method of applying
electrical pulses to the brain to deliver therapy for
various disorders.

Diathermy. A therapeutic procedure that heats body tissue
with high-frequency electromagnetic currents or
ultrasound.

Electrical Stimulation. Electrical pulses created by the DBS
IPG.

Electromagnetic Disturbance. Any electromagnetic event
that can degrade the performance of a DBS device or
system.

Electromagnetic Interference. Reduced performance
of a transmission channel or system caused by an
electromagnetic disturbance.
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Fluoroscopy. An X-ray procedure used during surgery.

Hibernation Mode. A state that the rechargeable IPG reaches
when the battery level is too low to apply stimulation.

Idle Mode (Sleep Mode). A time-out period when the Remote
Control is not being used.

Implantable Cardioverter Defibrillator (ICD). A small
implantable device that treats sudden cardiac arrest and
restores a normal heartbeat.

Implantable Pulse Generator (IPG). A device that sends
electrical pulses to the brain. The IPG is also referred to
as the “Battery” or “Stimulator.”

Incision. A small surgical cut in the skin.

Indicator Light. A signal light on the Charger that shows the
status of the Charger.

Level. A term used on the Remote Control screen to identify
the amplitude or strength of stimulation.



System Components and Materials

Magnetic Resonance Imaging (MRI). A technique that uses
magnetic fields and radio waves to create pictures of
areas inside the body.

Paresthesia. A tingling sensation.

Patient Implant Card. A wallet-size card that lists the patient
name, physician names, and the model number and
serial number of the implanted medical devices.

Precaution. Generally, situations that you should be aware
of to avoid potentially undesirable stimulation effects
and/or damage to your Vercise Gevia DBS System.

Program. Settings that define the pattern of your stimulation.

Rechargeable IPG. An IPG with a battery that can be
charged. When the battery is depleted, it must be
charged for stimulation to continue.

Remote Control. A battery-powered hand-held programmer
that adjusts electrical stimulation.

Stimulation. Low level electrical pulses applied to the brain.

Stimulator. A device that sends electrical pulses to the
brain. The Stimulator is also referred to as the “Battery”
or “Implantable Pulse Generator” (IPG).

Ultrasound. A procedure that uses high frequency sound
waves to visualize structures inside the body.

Warning. A potential hazard that you must be aware of to
avoid serious situations that may cause injury or death.
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s PEAFAMNEE: TR ESFAEE, FEIUFMA Vercise Gevia DBS &% .

BEH
92753242-20 58 By 195



s

BRESSEW

Y2 Vercise Gevia DBS R4t f, 1HIEEIRIELL T HIN:
AE
H b H 5h ZE 4

BB B ERKRIIN RS

B HATRHEREAR ENATESERIKAER. BERIITSEMHLAETTURERE. MTHERER
BE ANREIERZEMUARFLRE LT,
WNR1ERI DBS AEAEU THR TREMERRFILATT, EXA S NERGERIETHRESIEN:
« EESR—ME.
SR EMEMI N ER.
ERAEFRERKE R[S

BHEH
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Vercise Gevia™ PR =B # M R 4

B T
SRR A RES:
X A F)
o SIERHMAE R AR AT AN L.
« OGBS RAER.
SREBIFA S EER BN XARY. —BRKR T BEE, M iESERE.
Bz R SGEE T EIN:
UM S . FRERRADSEFSTSRIRA (RFID) S54iBh R, HlNEREEE. BHEUREMALIZMER
eI

- WREWAEF IR, WEHEFR D, RIRFETMEFEH O XLEBHOTIMASHEN
Ry BRE A K A TR -

© REHL, GIANNIARGER RO SBUA XN AREH, EheEFHasis

- IEREHUSRE RGN, FERERARENECEENNETSRM. MRLMBREFITRE
Hl, FREBIREHN, FRESTEIMES. XLJ[WMATRAS BN IFMIE N K
PNEZE

AR A B,
o EENARFIRINER
© RBWEISLIAEER.

BEH
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SREL R .
+ {£H LoJack R HMb A &5 50 (RF) ES M S R RS ERHMH N ER. XERF=ENS
BEAF RE S THUEIR SR RITh BEU R B =5 RS A BE S .
HAith TR, GIan5T 504 525 -
- BYITBRE
- [TERE
- WRFtk Bk F
- RAKBRITLBIYA R

- RELLBIRS MR A R
FEFE: LR, FEAEE G09S AT BE-FH B I P FIESE S IPG Z [HR L2618 . ANE#H
& ElfFR 28 - FiL 4551 ZE R = (CISPR) BIERK, thAJGELEIXFHIEN .
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FREEHRE
RHBZERZRM. HIPGTRER, FERAEITH.

KBRS FAERE. FRERLEIRE—EERA LB RZ5 .
© B7EEERAERERNTE. XAESSBLMG.
WMRIEREBEBENAE, FELEBFRKREMET RERME.
= Rk

SRk ER RS RGIER . EHETREBEEE N IEINBIER R B HITHRIE, UHREA R Mk
TRERE.

LAt
1% DBS SL& B T AR AT RESEM AR A B S E B L meyREE. MREMUATER, HEMERETRE
RME:
« BEAZUHM.
o« IBIRIERS AR .
EIRARBBEMIKEZAY .

XL [ 37 7 BE S 18 0 K B P AR ) ] Hh i A JRUBE

IPG RIE
MR IPG AT R FHAEHANREARBMUFRZT, WATESBHIMILFERG.
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HORLRA g A

{EAEN Vercise Gevia DBS R4t EH, HALIERH B ESFMHMAITVRIEE. MRIBFHEEEFHF
5 7 Boston Scientific DBS Z 2% 9 ImageReady™ MRI #55. 7Z<3F A 7] ££ www.IFU-BSCl.com &% .
EHEFREBREENZTEAZLER, FEHITIEST VRIQEFHEREREREHERE.

SMEREE L : @Vercise Gevia DBS R LHYSMNERIAAIHENE Y (FRERLG. EIERMMG) W F&ILRAR
RE. B/ EANHTANEA MRIRE.
H AR B R 2
W SRIE A2 (E A DBS IPG R A& F H At B AU RIBZE M, IREX R BRI ETTRIZIRMMEE . £ DBSIPG
REIEHE A E AN R R ERM AT e S T EMATIE. FEXNENREHITHFARE. HtEAKXRH
BRMAYGIFH

- EER

© DR EIRER

IR

SR
BRI 5% DBS M2 B SBEIRIF L IE-

BHEH
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3K A BERFFERT (AKDERFEE)

MRAKNEFERRERERETE, NINKREHNETRZRHEE.

HHANGK A FEFFHY DBS BE RV SZ M RE ALK N BEREIRTN . XLAEIK T RERFR A ALK F1 P&
IR AR D RERRE SR NERER . XMFERAERSHERMA, FIWERY DBS BRHKER
o ZIFRMFIERTEMAKNRER, SIARE, RERBEEFREIETHX.

RIFME, BUERFLHESF DBS FEFEE. MRIEITEIER DBS Rt TEMRERE A B E % AR,
IR EMET RIEERME . MREMAKNEFERTL, BIKREMET RERME.

EROZFIEWMAEAIEITEE, LTHIR DBS RERE CITHFRMERIE. BEZFEMAA IPG FHE.

BEH
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A%
A RER SISk AR A ST MIMEE R S IREM—F DBSJATTRM . BRI%. BRAREMBARES
HthefikEe. BEMBHENEEUTEIR:
MREEMIE. BRSIIESINEARAE, BELENEETHETFRIBREERK. WBR
BT IR ANESRESHNARE T RBE AR (BEBRSK) , LUK DBS ATTHBEIR Rz Al .
FAE, MRELXMBCHEIBTE. 174 (PINEEIEM. BEREIE. XiEENAIEBIER. @I
B FEKE. AERBRSAELM SUMSEHAEHARETN, BFRAGHESREZRM
. MRBEBRAT,, BIKREBHETREBREHREIIHRS-

© FHEEMEFREERGEHRITREMIAUERERGT, X—RREE.
JATTEEBE
157115 DBS REMENAHRE FIATHBER.
ES 2B ES

FEREREFINELETT =M. MRMBRHETREFZNAESY, FIWMOTEERESZRE, ERES
ZEGESR G
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EREM

REMAERTERD

REMIAIEZE DBS AT —TN A sEBIMER . FEMEFEMEMEMEIR, HHvEE, BEEZZIRT
ZRTREMBHETIXLLTERD (g, ik tEznitt.

PR

BEAENFFNATERIZEE.

FHAE AR EEXG5E S 25

BHFNASELTH. B TSFIMENNEIMIME AR . EEXGaERmM (flamBshe

E) MEEASWMEERFED 6T (15EK) MIER. MREATH, BEFINTHENR PG X
FFH. MREmMESEE, FEEHETREREERKR.
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BEREERNTERRS
ALUERERSES PSR MEEERERMRRRGNANR. RIEHERIEE5TET LrY5%
By, ARET. B2ERMEBELEETRES. BOETARMERESEES BiIR R ER X e

fmE
1T/8iE.

AR RE LI TR, BEM (WRER) TRERF. FRMMAFRRBF[ET LT RERFFT
REEHR (MREM) . APEREMSKFRARBENFTRFRT. BANATREENFTRB[E S
BB EEREERT. R AR TRFRS-

fERIREE MRS MAIER . (ESMDR AL AT TSRS
Rt TR
. EE

EPITIEFIRFE S, BRKRTEE AR,
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HEFE

MK A B B9 DBS £H 4417 3% [8] Boston Scientific. KL BTRZ 4% IPG MFPA_EBXT, FFi%[El Boston Scientific.
KALATEES B IPG H IR YE.

EBIESERNTE RGN BB EEM AN RS BRIEFERGE. BB EERATERFERANF,
R ARE 4 SRR FNE AL TR FE (A B ith

HER¥R

DBS AT AIREEE—ERRT B A REAE . EREHERERISH, AaEEEEJLARILA A A8 A SR
RIS E .

BIERE

IXRIFIGIEIZ RS USB iy IR EEITSRME MR B IZ2R T R3S, NS ESEMEMBMEE. FIRKRR
RS E MR MARE, BERBMAIEIEIRIN.
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BRI
TENHIBEES AT BE & LT R E K3
BEH B & A P
.+ RBINRETEK
Elk 4
Elk= 2241

RAMFILRHATSBHIATERN . MR IPGIFIETE, RMEFHEEHRIFERAERRKARMF LRI R
BEFRERRE. BHEFREBRMHERITM DBS AEHEHELMETIFERITHIERNEL.

IPG 5]

PIMEIR T PG B9 5 [ E E04% IPG. B Gefii# ) 5K IPG ER4iz. SR IPG fEEANAREREE, NIATRE
FEH5EESSIEREERERHITERN. MR IPCEKRAELGE, NWEEZAHAEFTE. MRFAERBLEITHAR
M, BE5EMEFRBRERERRAURHIMRAZHRE,

WRIEEET IPG FRERMIR R ARINR A LT, Bl BRPERT B HERE TS, NI EX R G ETT RIER
HE.
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EETT L
B NR DBS ARG AR IRET . NMREBEEETIRERTT, BEHRERTIMNEEEAR
2. [MIREEETTIMRER IPG. DBS S|4k EAC{EFN DBS IR E . ERIREE ST IMEEFF X Lt X i HiE (B
T80,
E T 8smIT L
T ESTTA s 2 F Al fE:

- KIARE

- X IPG &Rk ATEIRIR

- BHEZ5, LHERE PG HHE{ERR.

WRRHME XA, NSEEREFRBA KA R IPG. ik 212 BBHEXIRET K-

R LR - AR HA B AR B RIRARIEM . XATRERIRIF PG BUEMAE . MREBESZ I
B, BHETREERENEEFERELS ELTATFHHRMRIIER.

© SMBILIERE-ZRUERT, ERARERRRRAMEREBI O, DBS BEEMNTLERABREE.
MX IR BARFETA . MREIMATIER, FREUA K AT REXTEN B9 22 40E ALk AR IR -
- RUB#KA
- PREGZR EBAR A IRARAEN SR A (E B 1

BEH
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Sy

REER
BAER—-—BERTATEARINBEANSHMEERSUATHRE. £ IPCHHIESISMEINESAIRES
?miI\EElﬂi

« MSHTE-REERERTIATEE. NEIPC EERASILRERUBRESIRE. 5% DBSIPG i&
B BT IR A AT BE Fo 3% SL RN FR AR
SRR - (£ P RIASEIARIM AR P R E M. & RIAHETE DBS BE PR EEMXLTE.
WMRFHFFE, W X GFLF0 CT AT RE SRR IPG.  ANSRFIHMKH, X G340 CT AMA K AT ge it
£ DBS IPG.

MRERFHA ARG, WEZERFTELTESENAHMAENTIZRE. BTmEZGHIMIRGT,
AT REFR E4FRR DBS R4t .

EFEITXEF R, FESEISERT, IFERYEFRHE A Boston Scientific K ARSCHFER, LWIIRIFIEMAYHE
. WEILMNSEL S EL AT R ARG

TIERE
ERSENITIEREAS°CE40°C@A1°FE104°F). FANEMRREST 35°C (95 °F) RH{ERAFT B RS,

BHEH
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SERSEHAEMmE S

D ge{E ARE Vercise Gevia DBS RFTIRIEHYEIESESMTTHSE. HMEUBSHEERMAERAERT
Vercise Gevia DBS &%t

LB BE

BB E N iZ FE A EIEERE, UERRAFITAFRERH. BHELAFENMRA IPGFTEBE. R
ERELR, BMENIBRAETRERMHEE.

FARE

FARE, ESARSIRMIREETRS:

AJ#F(T CT 134 LLIE 5% DBS 514:#0 IPG B9 & -
o BAEBREMREZ S DBS REHEAIEI, BE:
- BMATHT AR RO K B R
- BRI IPG BB FEER .
- RTTIEEREHIRIEEAE
© AL R ARTERUBG LS.
BBz, EBHEFFRERMHERRARKREER-.
BEERN—EBTETERARFERANE RT OHRAFEEEER.
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FARE, BFYIDL, UEASAEEEANNBEFASFATO:
RRBREMETRERMENET, REKIBED, BRER. XAEEELTERENTBINLR.

BEAZRABHEY.
AETRBIREEFRZAE, BARE. AREHETT, BHETREBREEFEBRINHEZAD
FARRLEST.

© IFRBEMEFRERAERMIEE, FNAMRAFEE PG ENXEMERIHITIAE.
RIMBTTAIRESIEIRES 2 M A, HEMHGER. JATRIBUR T EMETRIEERMAENFIE. FHITAR
MBKSIHIR. WRRHETT A PG AL ILMAK, FHAKRIRES SE TR EERSTTETRE. AR
MRS, B AR B ETRIERME.
HEXEMEH, EIPCEMIFIRESALKR. MRKBHFE2EAUL, FEEMETRERHEERAR.

MRITEB I ZHABLIMHE L P AR, FS5EMETRBRERERR. ERIHNFERT, A&
HIIHHEA RN RBLT .

BHEH
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iFE. AEFNEE

BNBERRRRERAREETRSOTANEET. BOEEWKMNBBAEERSK AN, RS
BEAHRTEBRMBEFTH (XAEESE) . NREZERYUFTERASEFEMAEEK, HBAFESRE B
i -20 °C & 60 °C (-4 °F & 140 °F) .

MO RGLAHFM . BFNETNKESRBEKD . M4 (BFEERMEER) LIARFTIE,
FERZE. EESFNTBRIEEN. EEEYURILE, URERMEZR. SHTAIEENXH
RRERIEMMEE. B2, FWAESEUTREEMRARIE:

© IEEEREMREL

=ik B
HRIRIE
BEH
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FREH

HARREERRERAEINECEHZEM. UTEREANETIFR. WRAEFMXLEEGE, R
RIBENIERYETTIREIR & . (o) Boston Scientific F11% B 7€ [ 5% /1 [X BY B= 77 82 #iFH 5 24 1t MA B # #03R
E5BEMBEXANEMEEEG. I FRAMITAZF, 156 Boston Scientific FlIRAFI T 4R EIRGF
(https:/www.tga.gov.au) 3R 5 5 Ltk B3t 4B R RO R = E B4

ﬁ%ﬂ?*ﬂ*Fﬁﬁ%WNP
MREELE, f5an7EBRAR ME
MEHEAMRK=S, XATHEERE A R LER S S H B AR MR
BE IR AR A B &R (CSF) Mt A

« EEEN. BEWCICAEFERRNE R
. BT
R

c EAYRIRERKE (FIANME. WE. MARERNER) 25
o HEHNRIANRREEXE, BIEEN KM
« KR, KEREARE
.«
o RIS MEBNK SRR
© R, SEERSCKAMER, flanRERsiniE EE
B B SRR A

BHEH
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Al RETEFERYBIME R
o EEFESN. BELIZH EFEELEXD IR
. KESRAE
FEfRrERS, flan:
- BB
- HpAB
- KB EERR
- BT
- BRI
- FEMR[O)ER
- BR
- BREESEE
T
o WHARE BRI, FREEYE, WIMNEHHEE, HlaIRNEKSEAHR
5N, .
- L EkANR
- WHiF
- BIR
e |
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- BIIEEMTNK
- HEPR
RESAL
Tl
- HH{ERME
- FERK
« ZH. MAEE. i3, SURAR, SFEZ. $I1T. HBNSEEMEE, PRIXLE S
EXEISZ 1R
© SATRBIRTE, FlanklfE
« AERE, BRESUARRE S BN E S E Bt 5 ARA K AVREK
- KRETK

BHEH
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BRAE S MBS
POL=DA Y E SPUR: W g A Y AV
© BRI HKESEEE. XA REEEN RN T ERMRSSWMIN SRS . XEFEERRT:
- HitiRR
- HthEgpE
- Sl RER AR
- TEHHE
- EEAE
- BSRERSFRE
5| 4k 48 LA A
. EA%M#&F f54n:
- BB
- BETR
- R4
- EEE
- BBk
- GOEFKFF

. EAM%W@#U% Sl 51 LIER M) ATARIGENE RS EF Rk, MMAgEEE#R
ITESNFE AR

BEH
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SNERERRLIE T

= BRI

EMRIGEHAE, EHEARIDBS 514k, SI&ERKHURK IPG Z BRI GEFEESNUR BHEZHIIN
. EEMRENETREBIRMEEEHIT MR #ZE Z 51E18 Boston Scientific DBS F 749 ImageReady™
MRI #53. &7l LAZE www.IFU-BSCl.com 315 .

EiE. KERAE

IPG P #E &R 1 BX R =k K 45

ARZSERLEK 11 FERS

LA ERES X T ENERE

t{ﬂ%ﬁ?ﬂ%iﬂiﬁﬁi%%iéﬁ, FERSRARE. AREHRFEED, ROEMERREREZET
BhRK, E1¥EFEASEMMT AT & imiA

BEH
92753242-20 79 &Y 195


http://www.IFU-BSCI.com

Vercise Gevia™ PR =B # M R 4

BIERAM

EN 60601-1-2 9K EE

© EBALFE IR
© FREURME

o —RREEM

o I
£ 1 5SS R RMIES
Vercise Gevia DBS A E L TR R A IAE R{ERH . Vercise GeviaDBS AR EZ P P BRIGEA L XIMETER.
EETR At ::R027 N =]

_ Vercise Gevia DBS A VG SNt E AT HAAMIIE. Eitk, HEHR
Hi34851 CISPR 11 41 SETARAE, 5 E AR BE A A0 T S R T I T4
St5h4E ST CISPR 11 B
1 48 51 IEC 61000-3-2 B Vercise GeviaDBS A& T A A&E. XEBEFRBIEHEUREES
[l {F B 4k B2 A 2 SRR T BRI I 48 4B RIS EE o
R e T e
IEC 61000-3-3 se
BEH
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RERA T

T 2: SRS A R R i

Vercise Gevia DBS R 7E LA A B BB ILIME P {E . Vercise Gevia DBS R4 HIE P s A P ARG H AL XIMNETER.

R IEC 60601-1-2 i 2% 51 EHAkE BAEIRE - 5
=, =,
+2kV. +4kV. B EEFNFE B
‘ 8KV, 215KV E2KV, 24KV, WER AL, BELNER. WREE
i LR (ESD) 8KV, £15KkV BESREME, MHEGRERRZDH 30 %.
IEC 61000-4-2
i 5 fah 5 B BRI TIEBRESAEN
+8kV IEEEEFNFE R
+ 8 kV
. BB HIR R RS B A S K ET
RIRIAZ (S0/60 H2) | o 30 Alm TR h BBV B RS E. A QAR
H7 IEC 6100048 BORA T R 2 B

BHEH
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R 3: ISR A B R

Vercise Gevia DBS R 7E LA A B BB ILIME P {E . Vercise Gevia DBS R4 HIE P s A P ARG H AL XIMNETER.

ki IEC 60601-1-2 iR H] | SHKF IR — 187

B ETREIMENREETINEG.

HRIE FL R SR RN 45 B Y (B 7E 51 570 & 51 2% RO R 3 58 [
LEEIETE T 10 V/m 10 Vim NFENMRIREERNEHKT. TRATRESEEE

IEC61000-43 | 80 MHz Z 2,7 GHz 80 MHz Z 2,7 GHz B LTS ORI

@T»

AR XLIEFARETERATHEIER. 514, WEURAZRKFRGI 2N EHERE.

a EEXRSBOHBEEBIC EREERBIN. XEFEXE (BE/ L) BIFMHEBHTERE. WRTLE. FHIRFIE
SR U R BB . BiTEE RS A S SR R IR, IR TRMIARNN . 0 RTE(E A Vercise
Gevia DBS 4t HY17 AT Hh iS5 RYRE A58 #B T WA EIE A RY RF S HIKTE, M RZ3 2R Vercise Gevia DBS RFATRIAEF1R1E. 4N
RUBAIM ST, WA LSRN ES R, HINEHEESERENA Vercise Gevia DBS F 4t .
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RERA T

R 4: HFHAR RFID HENE

IRIELUTHSE, Vercise Gevia DBS R LEHISMBRSAME LT MK, FTLUKIT RFID #iZ=589F .

RFID $14& %5 & AIM 7351731 ik MR 5 (RMS)
IS0 14223 134.2 kHz 65 Alm

ISO/IEC 14443-3 (A £1) 13.56 MHz 7.5A/m
ISO/IEC 14443-4 (B ) 13.56 MHz 7.5A/m
ISOAEC 15693 (ISO 18000-3 #&3 1) 13.56 MHz 5A/m

1SO 18000-3 #&3% 3 13.56 MHz 12A/m

ISO/IEC 18000-7 433 MHz 3Vim

ISO/IEC 18000-63 C %! 860-960 MHz 54 Vim

ISO/IEC 18000-4 #& 3t 1 2.45 GHz 54 Vim

BHEH
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E R 5: FIEREE R

Vercise Gevia DBS ARGt iE & IR ST H I SN SEIIEHI R B EIME R {EH . Vercise Gevia DBS R GERIF P o] LURIE B {5 85 4R 1Y
RAMHINE, BERFEERFBHEGINRERM (£5788) 5 Vercise Gevia DBS R Z BRI &/MNEE (A TERD X

FBRNRA L BB T3 .

EiisTinilhvy IEC 60601-1-2 ik 2% Al SMKTE ISR
385MHz: 27 Vim @ 18 Hz Bkit il 27 Vim
450 MHz: 28 Vim @ FM 81 28 V/m o o e

IEC 61000-4-3 z’ﬁ_z? éeﬂ,_ﬂw;EE%
710 MHz. 745MHz. 780 MHz: 9 V/m @ 217 Hz Bik:m il 9V/m =30 E

1720 MHz. 1845MHz. 1970 MHz: 28 Vim @ 217 Hz Bk:H i@l 28Vim

1720 MHz. 1845MHz. 1970 MHz: 28 Vim @ 217 Hz Bk:H i 28Vim

7 (6] R EE B

IEC 61000-4-3 2450 MHz: 28 Vim @ 217 Hz Bki% i@ 28Vim d=30 @k

5240 MHz. 5500 MHz. 5785 MHz: 9 Vim @ 217 Hz Bk ifE il 9Vim

AR XTFUFEFRIGE, EEFEFEGES. EEXAMBHGTEERM (X575 5 Vercise Gevia DBS FH.Z 54T
HHERNEFGIEE S 30 cm, X—EEEIEHTHEERIAIBIFTE R MITIFE.

AR XLIEFAETERTHEIER. 2514, YHEURAZRKFREGI SN EHEE.

BEH
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RERA T

RIFINZ R Tl o2k BERER G R A P & 8@ -
Boston Scientific DBS g8 & iE A T EB S I ATE RSS #rE. RIESZUTAAMERBIRMN:
1. iz AR S IE R T i
2. ARBWMLFEEBRZRBNETMTH, SFETESHEMEIMRENTI.
Attt ge
SRR SEMHERS A AP HRAAEZHXRE .
EMNEE
UITE#ER T IPC FE i eE 2 8 B o 4k 1@ 15§ %«
SRt : 119 kHz & 131 kHz
HIZER: FSK

. BYEEREFNE:. 0.05mW (-13 dBm) R A1E
o HiFTRE (FESmEEE) : 46 yA/m
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T&RFHRE

Vercise Gevia DBS ZAFEREN T . BiEn it a. EXBERS, HEIFMEFITE 6

R 6: BEEHFENEERERE
BEERMEAR IPG Z (8 8l E
36in (91.4 cm)

Alel Rz Bt 8]
ARBHGHESE, REE15WRNLL.

BEH
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RERA T

R T L7710
TES AR M IE 1T 0 BT FE42 0 RF H0K M0 S8 7T 8 S 14 Vercise Gevia DBS 2% 3 Bl RN 7 £t
5. WMBEBEIEREMN PG ZE AT LRIETHIEE, HERUTHBYUERTH:
SMRATRE. RN B 1 B
¢ RTEEEWATE.
- BBEEMIETAER TROERBHSBEM, Sl
- B

R TS
GEEESTMIAR (RFD) B FIRE RS, Hlan:
. BEEEE
- BTN
- BEERES
T

BHEH
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TERE

Vercise Gevia DBS Rt E G EIERNIBEIEN RS . BTNV ANE PG $EZEA GEHITEIE. PG BT
IR SEIEREEM .. T8 EMHLHI AT LUIRRE AR TR,

BEH
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R A MR

Rt AHFRr R 3

BAREH
Boston Scientific DBS &4t 7] gE B FIA TTHE AR H 4

R 7: EARAH

LR BE 1EER

°ﬁ;£ DB-1200 Vercise Gevia™ AT BRM & 4 SR EH, 16 S

‘i
DB-2201-30DC Sl&EMH, 8fhs, 30cm

< 5% DB-2201-45DC Sl%EH, 8fiS, 45em

‘Bl&PE DB-2202-30 Vercise™ Cartesia™ E B 5|24 E 4, 8filiss, 30cm

EREE DB-2202-45 Vercise™ Cartesia™ E 05| 4kE M, 8 fliL, 45cm
DB-2500-C Vercise™ EEEREM, 8fmsl4&k
NM-3138-55 SRR GEEY, 8fla, 55cm

o B4R E

f’m'j;*‘# DB-3126.55 SIGIKAER, 26MA, Som

= DB-3128-95 B KEEM, 28RS, 95cm

ETLE DB-4600-C SureTek™ B FLEEH
DB-4605-C SureTek™ FEfL=EAEN

BHEH
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F 7 EARBE
AEAER B L]
DB-9208-15 Vercise™ %k S8, 8 filis=, 15cm
e DB-9208-55 Vercise™ #sk S8, 8 fifi=, 55cm
HHE DB-9218-15 Vercise™ 3%k M8, 8 filiss, 15cm
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nfal{sE F A
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RARaR A
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R
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A fEfERZIEREZE L 6in (15cm) BEREE (BN, F#) . HFEBRETE, SFHEBEHEN PC HERAFH. &
BafsfEE, FEMAEMERRERME.

ASSS

BHEEW
92753242-20 116 / 195



REMEM

BREERNTEERG
EERMRERGAEGRIERS MR M ERERSURFIEREIETER. EREHEREBENIERE
BE, REER. FOERMEMEZREFE. S7ECMRMERSERERESRARMERL TIE
THER.
IFTRER. BE, IRFTEXREEBIIRTAERRE, BETER. IFTRER ERFERTERE
TIRTRERZRE, BETER. FEREANMBERLK, FAEREHEHAEET. RFOEAMSFILBE
EERESAEET. EREHERIRBEGER. FOEHKSHRBERATERARXERERFTEET.
BLRRINFMBVRIEA BERERINFVET TIREMELLIE:
HEHTE
-

EITREMERE TIER, RSBV ARERERP.

BHEEN
92753242-20 117 / 195



Vercise Gevia™ 7R J& B ERRI % R 45

MRS
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H{th BYSE A9 RE SN 3541
HBEHEEL Vercise Gevia DBS RARFEMIAIEIZZEFNFAERS. HMBRINBKIEITR IR EREEER
Vercise Gevia DBS R #RIiE1E .
RRlEaE
BEEEZNENAEREZS, UERAGCHMBEARERRN. RBEZLEMBENTNEIPCHRE.
WMRAEARTE S, BELE LRI AR R EBEIRME.
FH&
EFHMBE, BEASTRMUFERERE.
A BE S IE 1T CT &4 LUC 8% DBS B43 70 IPG BILE .
o BAMRAZZEFERN DBS RAHILAT FIGE:
- 40T A R AR A B e 3
- WA IPGEBHAE.
- TEERER IR EERRAGER
o AIREERLIERE S LATER R
FHEMNEMERERETHEMBRREIREE R, BRAZE, BATUHK.
FhizE, BOHEH—NAIUREETHRFNERERPITEEHARBEER.
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Fhz&ERIOEE, RESBAEEREEANEAY, EEHEFHYIO
- KBREEREREMENET, RYEREE, HETE2AS. EAUREHEEREMEL. @THE
A,
ANERMETENH-
A7, BRERRBEIEMAEME. FHEKINESITFTEAERE 2R Er B RRERMY
EBR.
- BEERREREMENET, B IPCREANIE LAEH.
RSaRAI e EEIERIZ 2 AR, BEEREMRZEABRGET. ARERSKEERRBERMEMNFER

ME. BHFHNEERTEHHER. MR IPC BMIAERBGEMBCEELEER, ERFVTETENRTE
FEERNAERE. WRERFELGE FRERRERAEHS.

IPG FBLIFTHEE HIRER A BESITEEES AL, MREFFBIFIFHERR 2 A2, FHRBEBER
HERAE.

EEEBHEOBLABNGBERMIEH, #FREEHBREREREE. EFRERT, AATEEY
BT E £ T R RE.
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fRE. BEREH

HMERRIAEAGRRIBE S BSURENGHET. BZEESLRVREEBEEENIFN. &
REF /M AT EiBimREMIEE, HRIESE. M%Lhﬁiﬁagﬁm REFBIFT, FHERRHE
B E A #BiE-20 °C Z 60 °C (-4 °F Z 140 °F).

vl BREE R AR AR AN RAMHEERSURAKP . REBEERINAERENEHREIRR
BhiE. %EE%%%%%E%%% ERWMRE, DBGEMEE. CETTEEIR, BREERR
BRUENYEE. ERFMARETIIERMAAMEZIE:
» IEEERERA
gk
SRR
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REMEM

FREH

WIEMEFERREKBRMFNREESREEM. UT2EMEAKHNEE. BEREHPEMEHE, FER
HMEeEEEEIRME. @ Boston Scientific FIEFTE B KA S th B R M ERF EEMEARSHARME
FABEMEEEM. WRIEMEMEFE, 5E Boston Scientific #1584 % H R EIRE (https:/www.tga.gov.au) £
HHRABMBERNEMNBRESHY.

FHTH2 FF 5L T 14712 11 ) Ay 481 ) L By
o MIBRERL, BIAn7ERRARAYERAR
MR MBS R, 7] RES FEERR o A ER o H b 48 48 49 i

BEAKIEERMKMEIER (CSF) RiREIEE
© EMRASRLHBRERSN. BESLIEHE
A
-2

© EAYEELZS, GIANME. S, MEEFIAKED

© MEFHMRERE, SIEARMIIENFHR

© KE. BERESANE

-

© BSRAREARE

o R, SERERMESCKARE, GlMmRESEES EE
RS S
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A gERI1ER
- BREBESAILRFESN. BEYRIEEE
&E. RIS
fRtRpERE, flan:
- BB
- BB EAIRES
- JEER
- BEERUR
- RER
- B
- BRSHEmBRARE
. BRENE
c BRENGESRE. FRELE, URRNREEMRIGEGE, IR
- 5MER, .
- D BRERIR
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- HEPR I EE
- HHFERE
- IEL
- HHEREEE
- RR
. Eﬁjrﬂmﬂ&sﬁ BERL. 2E), HEREE. PIT. BANSEEDME, UKIELEESEAEE
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« WRAHMERE, BRAGSARES T ENE Eok H th AREE B BAREAR
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gl
- HEAMMRIBHEEHRERERE
E . iﬁjTﬁqﬁﬂl&m%ﬁﬁﬁﬁﬁﬁﬁilﬂﬁﬁiﬁ ERA—EEBRMN/HERSEM. SEHERERRRT
1E
- BiiE&
- BlrE
- BRNSRIERFKE
- WEEENRE
- EERR
- BRERUERINE
- BRI
. ﬁﬁ)\*ﬂ“ﬁiLﬁ*é&fh f5an:
- K&
- BEERAE
- HIBE
- B
- BERR
- BOEHER
f;\iﬁﬁ?ﬂﬁ: (IPG. SR BFERE) FHBEBEAEANNUEREFTRE MERTER
MR
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REMEM

INEREHLRIFERITIE

Hreb B 2%

7E MRIAGEHARE, WIREEELMERY DBS 48, SR RMGMN IPCEEXREER, KMAgeEHEE
F5. BRI B IR (i WA JA % 1K BB Boston Scientific DBS Z 4% B9 ImageReady™ MR £ Il & 51
17, BFRBETMRIBE. HEMRATEUTAHEERSG: www.FU-BSCl.com.

K%, BEEBAE

IPG ER1SL Y [ /8 sk K0 15

AR AR EAkEE

AL s RAERENEERE

ERAFIER M EY, ERRABELHE. HAMERKEESE, SHEKBERERLHREL
EELBINEREN.

[EiR, SiESMERERERE
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Vercise Gevia™ R J& B SRRl 5 2 4%

B AR

EN 60601-1-2 9 4R &R

« MEMLE®E
- EEEE

— st

B

F1: EEANESRHEE - EHES

Vercise Gevia DBS A #rs% st IR TEIA EHEIBIE . Vercise GeviaDBS A#HIE P {E B ER U R E M EBEP FAL R4

SETRIR A EWERIE - 158
N Vercise Gevia DBS R4 1EAHNERTHAE[EBE RFAEE. Eitk, HRF
RF S35 CISPR 11 14 58 BT EL R A ) AL B S T TSR (B 0 TIE
RF 2% 5t CISPR 11 HB
SO 25 51 IEC 61000-3-2 #E B Vercise Gevia DBS A#4EiE BRI EHT. SFEBNME, UREIEZE
- _ EEHARAEMNAEZEYHEN A HRBHEREIEAEE.
EERENRIE 5 PION
IEC 61000-3-3 se
BHEEW
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TR

R 2. B RNEWEN - EHEY

Vercise Gevia DBS Z#ienst AR L TR EREIRIE. Vercise GeviaDBS A4 E P {E A& B LR RS ERENEFRAL RS

BRI, IEC 60601-1-2 FIst 4R ERMER EHBIE - 58
TR =R
+2KkV. £4kV. EEEMTES:

HEME ESD)
|IEC 61000-4-2

+8kV. £15kV

+2kV. £4kV,
+8kV. £15kV

WHEAKE., RELIREME. Hit
WEBHEAHME, HEREERZED 30%.

e, L, . BRI ERAY.
+8kV EITRMAEE:
+ 8 kV
N RS RIS B — R s B IR
BIRSAE (S060Hz) | o 00 30 Alm TR RS, RSk E—

415 IEC 61000-4-8

MR ERHMISE R B,
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£ 3 HIRNEHEN - EREY

Vercise Gevia DBS Z#r:% st ML TAMA ER;IRIE . Vercise Gevia DBS BRI B P {E AE R 2 EiEBREN FRIL R

FUB MR IEC 60601-1-2 Rl 4R | SRMEEMR ERIERIR - 15

BERRRERIE R ERRIRE .
RIBEHIRISAERSEERN RF R5 3=2E £ RIS

2551 10 Vim 10 Vim e, EZRRERRERENSRIEER. R
RF IEC 610004-3 | 80 MHz % 2.7 GHz 80 MHz Z 2.7 GHz OISR BRI B AT e S HIR T2

(@)

()
HiC: ELERFTETEARBRRL. @15, YIEFIABETIRZRICTIR 58 &2 BHFE.
a TREIEN R RRHAHIGEERLLOEMERTER. SOBEAE ((THER) SEMIRTHERSE. £8ER
. AV FM BAEREEMERENNEME. 57 HMEEEE RF EHBMEMNBHUIRE, BaE BETRISEHH

&, F Vercise Gevia DBS R #k{E A EL RIS AHLIG RSB Y ik E A RF SR M4, FEEE Vercise Gevia DBS H 4% LABGRE IE
FiEE. URBRIIMERE, B EERNESHERE, WEFHEMNEHHE Vercise Gevia DBS R 4% -
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EHEA

F* 4: EMAIR RFID FEEEE

TREBLLT#24%, Vercise Gevia DBS System R HISMAPERAM LB AR, AILI% S RFID AN TE.

RFID 3R #& & AIM 7351731 JEE BRI Z4R (RMS)
IS0 14223 134.2 kHz 65 Alm
ISO/IEC 14443-3 (A $55Y) 13.56 MHz 7.5A/m
ISO/IEC 14443-4 (B $8%Y) 13.56 MHz 7.5A/m
ISOAEC 15693 (ISO 18000-3 #&3 1) 13.56 MHz 5A/m
1SO 18000-3 #&3% 3 13.56 MHz 12A/m
ISO/IEC 18000-7 433 MHz 3Vim
ISO/IEC 18000-63 C $8%! 860-960 MHz 54 Vim
ISO/IEC 18000-4 #& 3t 1 2.45 GHz 54 Vim

92753242-20
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® 5 NUEREN - #hEGE

Vercise Gevia DBS R #%:% TR % 51 RF BENZITHIMBHIRIEP(ER . Vercise Gevia DBS R#E{ERE, WEBEMERXMNITE
RF @M% (3557 738) &2 Vercise Gevia DBS R&E ], A KIFEMRNGRABHEINFREZ THIREREIESE, HEFIESE
£ EHTIE.

FBIE A IEC 60601-1-2 B Z 4K EREZER ERRIERESI
385 MHz: 27 V/m @ 18 Hz AR{ET3A % 27 Vim
450 MHz: 28 V/m @ FM E@ﬁ 28 VIm EE##EFEﬁ BEJEE%E
IEC 61000-4-3 - 4230
710 MHz. 745MHz. 780 MHz: 9 Vim @ 217 Hz AR @RS 9Vim =oucem

1720 MHz. 1845 MHz. 1970 MHz: 28 Vim @ 217 Hz BR{ET:AE 28Vim

1720 MHz. 1845 MHz. 1970 MHz: 28 Vim @ 217 Hz BR{ET:AE 28Vim

ez olEtEt

IEC 61000-4-3 2450 MHz: 28 Vim @ 217 Hz ARf&rzR % 28Vim d=30cm

5240 MHz. 5500 MHz. 5785MHz: 9 Vim @ 217 Hz ARf&T:R % 9Vim

BrEC: HRMLRPAIIER, FIEFEERIEIREIERE. AR RITEIRF B F (535175 £ Vercise Gevia DBS R#xZ BRI
R/ EFEEERER 30 cm, AR ETIASEEINAI T H AR

FEEC: ELERIRERETBRARETAIER. 1. YEEFIA SR Z IR R 51 E & Z B 55,
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EHEA

HIEMEX TEBEAEREREZERETRS:

Boston Scientific DBS 88#4 ff & MNE X T £ &% -2 % 89 RSS 1228, E/ERW BN S T ZRE&4E:

1. BMREERTE. E
2. BMLARFEMTE QETHERSEMTREENTE.

DHEXRE

SMER RN SRR T EAE AR R NEAR.

ERER

LI &ERMA T IPG SLE 8 Z BRI AR B MIE AT
$AM: 119 kHz Z 131 kHz

AREIREL. FSK
o BWEERHIIER:. 0.05mW (-13dBm) &X
o FEI5EE 3mEEEREE): 46 uAm
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iR mE

Vercise Gevia DBS R4g{E M+ B T . BIEEHE. TE-XEBARMSL, HEFEIIRN: R 6

% 6. EESENEERFRE
EISSJFEN IPG Z MG HREEEE
36in (91.4 cm)

A7
EFREMENBSE, RETE1SHNEE.
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EHEA

R R IR AR LR

EBIET HHIEIER M B R AR AN RF 3ATRIERE, "I REE P& Vercise Gevia DBS Z 4%t HY &6 [E] FA ] FE 1R
. WMREBTIEIERMIPC 2 MMESENITAME, FERUTSBEEZITS: E
WRATRE, FAAEZEME RS Z BRI RERE .
EUB MR A [ .
G BB IR R rT s S | e FIE R e B8 41, fltn:
- BRE

- 22 RFID EFEH R4, fiwn:
AR RS
» [FEIGIEES
- BERMIES
- EBFRESS
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EaRRE

Vercise Gevia DBS R4 E G EEREMSE AR, EBITHRVIAHE IPGELEAREEITIEN. IPGAEAREIEF
AIRIEFERE . REBEEEMERBEMERSTEERIEE .
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RighapRite

E AR YRS

BEARAH
1% B9 Boston Scientific DBS R 4% Al fE B IE TSI N AR
F 1: EARAH
AR Rugs FREA
PG
. DB-1200 Vercise Gevia™ N IREE LR EH, 16 3E
Uity
DB-2201-30DC BREM, 83EEL, 30cm
BT DB-2201-45DC BREM, 8i%EL, 45c0m
o EgmsEL DB-2202-30 Vercise™ Cartesia™ 5 [@) H S 47 £, 83ZEy, 30cm
A DB-2202-45 Vercise™ Cartesia™ 45 [@) £ & 45 E14, 83EEY, 45cm
DB-2500-C Vercise™ BEEME I EME, 8 1FINE4R
NM-3138-55 BRERMGEMY, 83FL, 55cm
BRI R
i DB 312855 SARIERBER, 20128, S5om
= DB-3128-95 WS ESEM, 26128, 9%5om
L DB-4600-C SureTek™ $EF ZE 14
‘ DB-4605-C SureTek™ $EFL EHHAEM
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F* 1. EARAHG
AR BUSR #REA
DB-9208-15 Vercise™ ECi#88 S8, 83%EL, 15cm
e DB-9208-55 Vercise™ Ei#88 S8, 83%EL, 55cm
DB-9218-15 Vercise™ B 58 M8, 8 #EE, 15cm
DB-9218-55 Vercise™ B %28 M8, 8 #%Eh, 55cm
- BRAMEH SC-4320 HERAFSH
ciROE SC-4401 Precision Spectra™ & N3 PR 8T 22 4 88w O 2
BEAM
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RighapRite

L]

T H DBS N2 A AT A S BS AU AT R L B

= 8: 8l
=R Lk LLFIER
E7 18% Z 57%
IPG RERAE 42% & 82%
Wi SiE 3%
IPG £} e 100%
imO%E B YERE 100%
B ] )2 69% Z 76%
2R $A- 8K 7% = 23%
IREERE 0% & 22%
e 60% Z 66%
8 IEIIERAF BB YA 34% & 40%
IRERE <1%
Wi 14% Z 39%
28 BB RAR FAERG AR 61% = 85%
& <1%
WBEE W 100%

BHEEN
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Vercise Gevia™ R J& B SRRl 5 2 4%

BiREE WEE 100%
WMAEERE. FE. SH% IR ¥R 100%
SEFLE R4 E7 100%
FEITER W= 100%
FEITARTE PTFE 100%
BREEE BRAMEEIE 100%
Wi 37% Z 74%
iR e ) 2 26% Z 63%
IREBIE <1%
IPG #EARFNE AT BT e & A h: CASNo.7440-48-4; ECNo.231-158-0. iRIEEIBHITEE S EE, EERB 1% ESLL
B, &% 1B ABEMFEESY.
FtiC: PG HIRFIFE T EIRFATHMEIE, B AL H. BRIAFIZHEIERT, BESHPEANSHEESET
B NE B R EBEE T IR E.
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REJ B AR

DBS iR, —IREBZMIR, TI1E IPG A§E R HBUAK
AL B RSER .

TREH. THRENER.

KERERX. RERX PG EERERIBIRTALHEM
RMFHE B ARG

%R\, AWABH, THEANEER PG Wit
TR,

FERH. MRESHERTBEREUENESET,
AL E— MR E R ERE S T EES
MR FEEREE.

ZERXIPG. IPCEGAHTRENEH. EEit
EhERE, ESthwEETRE, FelER
BRI

ﬁzfﬁﬁf FERKFI HFER DBS IPG EithiE (T
E.

FREET. BAEREEEXER PG LLIETE
EFREMEH.

AEHE. SAEBEEEXER IPG LLIETE
EREREH.

IA. KRELKMEFHEVIED.
R HEANBIBEER AR A B SRR -

FMEE. FXERREGIEMOIM. RSt
Wh [Eit] 5 [EARIREELESR] (PG).

VERE. MELTRIMAYSEA BB,
[REE. FIHFEERTEMNERMERIEKE.

DEEFRENRE .  DEMEAREM, FESORAEE
.
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BEEANF. —RANMERK. JIHBEHR.
Baa, URENBRSBME SRR+

R
BRERE. KRR
HrE. FRESRLHRKE, BRRERBATRR
Do

#R5. DBS B/ LRSS MENE, A% E Rk AR
X B BEER-

=R, EIEE ERYIRE, WARERBEREME.

B RER (MRN). ER#EISEFREER, B
BRNEB LR 1B Y —FERAT

BEARXUEEREES (ICD). NEBEAXSEM,
ABLERIE, URIKEIES LB,
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BAXREES RS (PG). MXERIREEIIEEBARR
. IPGXHEA [Eit] s TR .

EEFRIE. BEREEBATERARENTRIBE
F B #n/3X Vercise Gevia DBS Z#igiE, T
EREZEER-

PREBEES R (DBS). S ERAREEMBIREES, WU
s ERBRAARN—ESE.

BEiE. AREMERERTERE, mAEER
Vercise Gevia DBS ZA#BITEN .

%“&m FRITREE L, FMREHARIR BRI
ECR

BARHRE. FHHRERN—EXERERF
atEl. EREHTARBIREARES.



RIE R

B, FIRERIERE, BOARHLIERAIRENME
BEETHEERR.

BEK. ERASEBERRLERNERNER.

EpgE. ERBZER, RASHEHERNE
HiRfES AR,

Eindg. BHBERFHARERSR, LR
ERRH.

EE. WEAEEEN. TERHEGES, AR

REESEN ERER) . EESAERRN—ER
RrEFE R -

ERFi%. DBSIPGELMERIKE-
Eith. IPGHIER.

zm;& BHENEREEIEER R FAI-E
IR .

EHIEE). W HESE DBS B RM AL AR
(T EHEY.

ESEIEETE (CTSX CAT) 134, ABKIHSE
HAibERAIEE S 3-D BIEIERF.

FiMAR R . AR ERATE IPG R LA RE
RIER MR B R .
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Vercise Gevia™ | &2 Xt= AlAE

2 =g ArESE

2 0%+ =2 Vercise Gevia™ ‘ol &1 £ XFE.‘(DBS) AMAE 2t Y2 E M S &L Ch Vercise Gevia DBS Al A RIS
MESH Aol 2 lH=gS =2 2 31| HAOMAIR.DBS AIAEN Uiol 22 = 2 ME0 Uz B2
g§g oAz dZIH0H 22t FHAIL.

TtHIEt E2
CtSO0l CHEr XtAlet 2= 222 SHAHA RIEE S8 HAAE ZERGHY AL,
+ XAtAlet XIS

+ DBSAIAE 23 24 S&d
A =

« AR J|JIE MESt= |X 2tel & 2LIHE
« XtAlst B8
cted DS €82 ct8E IS BHNE EXotNAIL.
AtAIst & 2 = www.bostonscientific.com/patientlabeling Ol 4 22t 2 & &Holgr 4= USLICH
23
Boston Scientific Corporation=2 24 L= &5 53 o= ?lofl AId SXI 8101 MS 23 2 =8
= e delE EFELICL
CHE 08 4ZetsS A8 ALt

BE Qs M
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>
s

Vercise™, Vercise Gevia™, Cartesia™, SureTek™, ImageReady™, Precision Spectra™ = Boston Scientific Corporation
=1 I|‘9_|/\|'O| A HLICH
CE 2= = oiled 272 A LICH
23
J101 EZ F20 23di M= www.bostonscientific.com/warrantyS 223t & Al 2.
ot & A 5
g o D20 A RY oz &Hd| UI0IE 0l A(Eudamed) ZIAIOIENA O EE2E =01E &=
U LICH. https:/lec.europa.eu/tools/eudamed. 2t 0l EAI= HZEZAF & J1J] OIE2 AFEot0d D019 otA
UM A5 RS ZAMOIYAL.
Jl= X
MEIIL s=elg = A= F230| SESLICH S3 22 AHE0ILE 2HDE /e &8 g4 =
=] e}

HZIHUHH S2I5HAID
www.bostonscientific.com I A
EHAL O1A & X JtE
S Y OAtE EHAte S& &S AMESGH=E 01 &X| IIEE MSoH0F §LICH &4k 0

IR HEANL. BE 2= EE—DF(OIM X DI AL JIZXHUAH &S J1D1JF ASS Leldl fdl oA
Xl ILE=E MAIGHAID| BHELICE

Ola X JIEE X et 2R SE 2= S IHUIH HECHYAIL.

| ?
FEHLICH 2 $$ol CHE 0| &S 2 Boston ScientificOll & &tat A OF o= &3 2,
HE Ko ety BEE 01510 AF=2ol& Al

to

SE flet 2
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Vercise Gevia™ | &2 Xt= AlAE

X, 0HE PaE

+ Boston Scientific2 = A &M MXE 20 24 A2 HAHELICLEATA &ME 1 27|
SOl J1J] AFE22 AMEGHH AEELICH 2 88MH0 =FD0 Aes WSO CHall 212 A0
Ol

A= d & OIE HEIHA S22l = A2,
o SANYE X2 J|JIE A HUASE SE o MEJNAH 2] TAUANL.EE 98 M=
DBS AIAELQ| 2|2 ALEH0| Q= &AL Boston Scientific I S XKRECZ 29|oi0F ELICH HE XIH 9
et =222 www.bostonscientific.comOl A Xl =€ LICF.

« DBSXIZ0l Uol 2& £= R A0l U= R BE 2A= H20H000 &
20| ZHE R 1125 = 1Y S2 MHIAZ HETIYAIL.

Slol FHAIL.

010

f §
=

BRE S8 HE
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Vercise Gevia™ | &2 Xt= AlAE

ANAE &9

Vercise Gevia DBS AIAE 0= &2 S X HIYYE 301 25 ZSEHO USLICH Al JHX J|2 & E
230l ASLICH

=

& LICHDBS M =42

DBS 8= 4:DBS M3 &2 Jt= 23 A0 Z, HI| BEAE L0l 8EE
X 2 det8o=z 2 FHoll

t= &
SHMIt S 1l OofcHol 2t& 3l &Kl

B

U= DBS =8 HEE 0

e

N
i
=

2= LT
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