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Medtronic

Radio Regulatory Compliance Information

For devices supporting wireless telemetry

Caution: Federal law (USA) restricts this device to sale by or on the order of a physician.

FCC Compliance Information (FCC ID: LFSMICSIMPLANT4):

The following provision applies to the low frequency communications system in the device: 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 user is cautioned that changes or modifications not expressly approved by the
party responsible for compliance could void the user’s authority to operate the equipment.

The following provision applies to the UHF communications system in the device: This transmitter is authorized by
rule under the Medical Device Radiocommunication Service (in part 95 of the FCC Rules) and must not cause
harmful interference to stations operating in the 400.150-406.000 MHz band in the Meteorological Aids (i.e.,
transmitters and receivers used to communicate weather data), the Meteorological Satellite, or the Earth
Exploration Satellite Services and must accept interference that may be caused by such stations, including
interference that may cause undesired operation. This transmitter shall be used only in accordance with the FCC
Rules governing the Medical Device Radiocommunication Service. Analog and digital voice communications are
prohibited. Although this transmitter has been approved by the Federal Communications Commission, there is no
guarantee thatit will not receive interference or that any particular transmission from this transmitter will be free from
interference.
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Medtronic

NOTE TO IMPLANTING FACILITY:

PLEASE PROVIDE A COPY OF THIS WARRANTY TO THE PATIENT
AND PLACE A COPY IN THE PATIENT'S CHART

Limited warranty and general warning

Implantable Cardioverter Defibrillator limited warranty

A. This Limited Warranty' provides, for a period of six (6) years
commencing with the date of the implant (the “Implantation
Date”), the following assurances to and for the benefit of the
patient (“Patient”) who is implanted with a Medtronic Implantable
Cardioverter Defibrillator (hereafter referred to as “Device”) packaged
with this Warranty:

(1) Should the Device function in a manner inconsistent with its
intended operation and performance due to the quality of
materials or workmanship, and should such event occur within
the three (3) year period commencing on the Implantation Date,
Medtronic will, at its option, either:

a) Issue a credit to the purchaser of a Medtronic device to be
used as a replacement of the Device (the “Replacement”),
equal to the lesser of the net price paid by: (i) the original
implanting facility, for the original Device (the “Original
Purchase Price”), or (ii) the purchaser of the Replacement
(the “Purchaser”), for the Replacement (the “Actual
Purchase Price”); or

b) Without charge, provide to the Purchaser a Replacement
for use in the Patient that is functionally comparable to the
Device.

(2) Should the Device function in a manner inconsistent with its
intended operation and performance due to the quality of
materials or workmanship, and should such event occur after

1 This Limited Warranty is provided by Medstronic, Inc., 710 Medtronic Parkway,
Minneapolis, MN 55432-5604. It applies only to the United States. Areas outside
the United States should contact their Medtronic representative for exact terms of
the Limited Warranty.



three (3) years but prior to six (6) years from the Implantation
Date, Medtronic will provide the Purchaser with a credit against
the purchase of the Replacement, in an amount equal to one-half
(1/2) of the lesser of the Original Purchase Price or the Actual
Purchase Price, reduced on a pro rata basis (at the rate of 1/24th
per month) over this three (3) year period.

In addition, Medtronic may, for the benefit of the Patient and at its option,
pay up to Two Thousand Five Hundred Dollars ($2,500) of reasonable
uninsured medical expenses associated with the replacement of the
Device with the Replacement.

)

THIS LIMITED WARRANTY IS NOT A REPRESENTATION
THAT THE BATTERY OF THIS DEVICE WILL LAST THE
ENTIRE SIX (6) YEAR WARRANTY PERIOD. Although battery
cell depletion will occur with time and is not considered to be
caused by the quality of materials or workmanship, the remedies
set forth in Subsections A(1) and A(2) will apply to a Device

that must be replaced during the warranty period due to battery
depletion on account of its failure to perform as warranted. The
Device batteries have a specified capacity that may deplete at
different rates depending on Device settings and requirements
for pacing, cardioversion, defibrillation or other Device functions.

B. To qualify for this Limited Warranty, all of these conditions must be

met:

(1) The Device must be implanted on or before its “Use By” or “Use

(2)

3)
(4)

(5)

Before” date in conjunction with Medtronic leads or leads of
equal quality and comparable electrical characteristics.

The Device must be used in accordance with the labeling and
not altered or subjected to misuse, reuse, abuse, accident, or
improper handling.

All Device registration materials must be completed and returned
to Medtronic within thirty (30) days of the Implantation Date.

Replaced Devices must be returned to Medtronic at the address
listed below within thirty (30) days of explantation. By returning
the Device and seeking a remedy under this warranty, the
Patient agrees that the Device shall be the property of Medtronic.
Replaced Devices must be accompanied by a written statement
from the Purchaser indicating that the Device is being returned



to Medtronic to determine whether a warranty credit is due under
the warranty, and that the Purchaser will credit the Patient’s
account in the full amount of any credit received pursuant to this
warranty and will adjust the Patient’s bill to account for the full
value of any free product or uninsured medical expenses paid
under this warranty. Additional warranty information is available
at www.medtronic.com/manuals.
The remedies provided hereunder are offered for the benefit of the
Patient when conditions specified in this Limited Warranty are met. The
determination that a component of the Device is not as warranted shall
be made by Medtronic after its tests and inspections.

PATIENTS SHOULD ENSURE THAT THEIR HEALTH CARE
PROVIDERS HAVE COMPLIED WITH THESE CONDITIONS
IN ORDER TO ENSURE THE AVAILABILITY OF THIS LIMITED
WARRANTY.

C. This Limited Warranty is limited to its express terms. In particular:

(1) THIS LIMITED WARRANTY IS IN LIEU OF ALL OTHER
WARRANTIES, EXPRESS OR IMPLIED, STATUTORY
OR OTHERWISE, INCLUDING, WITHOUT LIMITATION,
WARRANTIES OF MERCHANTABILITY, NON-INFRINGEMENT,
AND FITNESS FOR A PARTICULAR USE. THE REMEDIES
PROVIDED UNDER THIS LIMITED WARRANTY ARE THE
PATIENT'S EXCLUSIVE REMEDIES. AS TO ALL OTHERS,
MEDTRONIC MAKES NO WARRANTY, EXPRESS OR
IMPLIED, INCLUDING BUT NOT LIMITED TO, ANY IMPLIED
WARRANTY OF MERCHANTABILITY OR FITNESS FOR
A PARTICULAR PURPOSE, WHETHER ARISING FROM
STATUTE, COMMON LAW, CUSTOM, OR OTHERWISE.
NO SUCH EXPRESS OR IMPLIED WARRANTY TO THE
PATIENT SHALL EXTEND BEYOND THE PERIOD SPECIFIED
IN SUBSECTIONS A(1), A(2), AND A(3). THIS LIMITED
WARRANTY SHALL BE THE EXCLUSIVE REMEDY AVAILABLE
TO ANY PERSON. Except as expressly provided by this Limited
Warranty, MEDTRONIC IS NOT RESPONSIBLE FOR ANY
DIRECT, INCIDENTAL, OR CONSEQUENTIAL DAMAGES
BASED ON ANY DEFECT, MALFUNCTION, OR FAILURE OF
THE DEVICE TO FUNCTION IN A MANNER CONSISTENT
WITH ITS INTENDED OPERATION AND PERFORMANCE




(2)
3)

(4)

()

DUE TO THE QUALITY OF MATERIALS AND WORKMANSHIP,
WHETHER THE CLAIM IS BASED ON WARRANTY,
CONTRACT, TORT, OR OTHERWISE. These remedies will not
be deemed to have failed of their essential purpose so long as
Medtronic is willing and able to provide them to the Patient.

This Limited Warranty is made only to the Patient in whom the
Device was originally implanted.

The exclusions and limitations set out above are not intended
to, and should not be construed so as to, contravene mandatory
provisions of applicable law. If any part or term of this Limited
Warranty is held to be illegal, unenforceable, or in conflict with
applicable law by a court of competent jurisdiction, the validity
of the remaining portions of the Limited Warranty shall not be
affected, and all rights and obligations shall be construed and
enforced as if this Limited Warranty did not contain the particular
part or term held to be invalid. This Limited Warranty gives the
Patient specific legal rights. The Patient may also have other
rights, which vary from state to state.

No person has any authority to bind Medtronic to any
representation, condition, or warranty with respect to the Device
that deviates in any respect from this Limited Warranty.

THIS LIMITED WARRANTY IS NOT APPLICABLE TO LEADS
OR ACCESSORIES USED WITH THE DEVICE.

General Warning

Medtronic devices are implanted in the extremely hostile environment
of the human body. This environment places severe limitations on

the design and function of the device and lead. These limitations
unavoidably reduce the potential performance and longevity of the
device and the lead despite the exercise of due care in design,
component selection, manufacture, and testing prior to sale. Reference
is hereby made to published data on predictable failure rates of the
device and the lead and their implantation, which have either been
furnished by Medtronic to physicians or are otherwise available to
physicians.
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