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PHYSIO-CONTROL declares that the CE marked product

ITEM
LIFEPAK® 20e Defibrillator/Monitor

EC Declaration Of Conformity

Medtronic B.V.

EC |REP

6422 PJ Heerlen
The Netherlands

PART NUMBER(S)

3202487, 3202488 (New)
U3202487, U3202488 (Remanufactured)

Conforms to European Community Council Directive 93/42/EEC (Medical Device Directive) per Annex Il and is a
Class IlIb device in accordance with Annex IX of that Directive.

The product described above is in conformity with the requirements of the following standards:

Safety:
EN 60601-1:1990 + Al and A2
Medical Electrical Equipment- Part 1: General Requirements for
Safety
IEC 60601-2-4:1983
Medical Electrical Equipment — Part 2-4: Particular
Requirements for the Safety of Cardiac Defibrillators
EN 60601-2-25:1995
Medical Electrical Equipment — Part 2-25: Particular
Requirements for the Safety of Electrocardiographs

Included are the following accessories:

Medical
QUIK-COMBO"® pacing/ defibrillation/ECG electrodes
QUIK-COMBO PEDIATRIC pacing/defibrillation/ECG electrodes
QUIK-COMBO RTS pacin%/defibrilIation/ECG electrodes
QUIK-COMBO REDI-PAK " pacing/defibrillation/ECG electrodes
QUIK-COMBO defibrillation cable
FAST-PATCH® PLUS defibrillation/ECG electrodes
FAST-PATCH adapter cable
Standard paddles with built in pediatric paddles
External sterilizable paddles
Internal handles with discharge controls
Internal paddles (used with internal handles above)
3 wire ECG cable
5 wire ECG cable
QUIK-COMBO Test Plug
OEM Accessories - Masimo® SpO2 Monitoring
Patient cables: LNOP (4, 8, and 12 ft)
Patient cables: LNCS (4, 10, and 14 ft)
Extension cable, LNCS (4 ft)
Reusable LNOP and LNCS sensors
Disposable LNOP and LNCS sensors
Disposable LNOP and LNCS sensor sample kits
MNC-1 adapter cable (4 and 10 ft) for use with Nellcor® sensors

Signed October 10th, 2008
d Redmond, WA

This declaration applies to CE marked devices produced after the date of issuance of this declaration and before it is either superseded

by another declaration or withdrawn.

EMC:
EN 60601-1-2:2001 + Al (2004)
Medical Electrical Equipment- Part 1-2:
General Requirements for Safety- Collateral
Standard: Electromagnetic compatibility-
Requirements and Tests

OEM Accessories - Nellcor®
Nellcor Reusable Oximax® DS-100A Adult sensor
Disposable Oxisensor® Il sensors:

D-25 Adult

D-20 Pediatric

1-20 Infant

N-25 Neonatal/Adult

Disposable Oximax® sensors:

Max-A Adult

Max-R Adult Nasal

Max-P Pediatric

Max-I Infant

Max-N Neonatal/Adult
Non-Medical Accessories

Docking Station

Serial cable (system connector)

42%“?& (ant
Paula Lank
Vice President, Regulatory Affairs
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Table 1

such an environment.

Declaration of Conformity/Electromagnetic Compatibility Guidance

Guidance and Manufacturer’s Declaration - Electromagnetic Emissions

The LIFEPAK 20e defibrillator /monitor is intended for use in the electromagnetic environment specified below. The
customer or the user of the LIFEPAK 20e defibrillator /monitor should ensure that the defibrillator /monitor is used in

flicker emissions

IEC 61000-3-3

Emissions Test Compliance Electromagnetic Environment - Guidance

RF emissions Group 1 The LIFEPAK 20e defibrillator /monitor uses RF energy only for its

CISPR 11 internal function. Therefore, its RF emissions are very low and are
not likely to cause any interference in nearby electronic equipment.

RF emissions Class B The LIFEPAK 20e defibrillator /monitor is suitable for use in all

CISPR 1 establishments, including domestic establishments and those directly
connected to the public low-voltage power supply network that

Harmonic emissions Class A supplies buildings used for domestic purposes.

IEC 61000-3-2

Voltage fluctuations/ | Complies

Essential Performance

The LIFEPAK 20e defibrillator /monitor maintains safe and effective performance of the defibrillation therapy and
patient monitoring functions when operated in the electromagnetic environment specified in Tables 2 through 4.

LIFEPAK 20e Defibrillator/Monitor Operating Instructions

©2006-2008 Physio-Control, Inc.
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Declaration of Conformity/Electromag

Table 2

Guidance and Manufacturer’s Declaration - Electromagnetic Immunity

The LIFEPAK 20e defibrillator /monitor is intended for use in the electromagnetic environment specified below. The
customer or the user of the LIFEPAK 20e defibrillator /monitor should ensure that the defibrillator /monitor is used in
such an environment.

Immunity Test

IEC 60601
Test Level

Compliance Level

Electromagnetic Environment -
Guidance

Electrostatic

+6 kV contact

+6 kV contact

Floors should be wood, concrete or

discharge (ESD) +8 kV air +8 KV air ceramic tile. If floors are covered with

IEC 61000-4-2 B h synthetic material, the relative humidity
should be at least 30%.

Electrical fast +2 kV for power supply | +2kV for power supply Mains power quality should be that of a

transient/burst lines lines typical commercial or hospital

environment.

IEC 61000-4-4 +1kV for input/output +1kV for input/output

lines lines
Surge +1kV differentialmode | +1kV differential mode Mains power quality should be that of a
IEC 61000-4-5 +2 kV common mode +2 kV common mode typical commercial or hospital

environment.

Voltage dips, short
interruptions and
voltage variations
on power supply
input lines

IEC 61000-4-11

<5% U,

(>95% dip in U;)
for 0.5 cycle
40% U,

(60% dip in U,)
for 5 cycles
70% U,

(30% dip in U,)
for 25 cycles

<5% U,

(>95% dip in U;)
for 0.5 cycle
40% U,

(60% dip in U,)
for 5 cycles
70% U,

(30% dip in U,)
for 25 cycles

Mains power quality should be that of a
typical commercial or hospital
environment. If the user of the LIFEPAK
20e defibrillator /monitor requires
continued operation during power mains
interruptions, it is recommended that the
LIFEPAK 20e defibrillator /monitor be
powered from an uninterruptible power
supply or a battery.

(50/60 Hz)
magnetic field

IEC 61000-4-8

<5% U; <5% U,
(>95% dip in U;) (>95% dip in U,)
for5s for5s
Power frequency 3A/m 3A/m Power frequency magnetic fields should

be at levels characteristic of a typical
location in a typical commercial or
hospital environment.

Note: U, is the AC Mains voltage prior to application of the test level.
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Table 3

Declaration of Conformity/Electromagnetic Compatibility Guidance

Guidance and Manufacturer’s Declaration - Electromagnetic Immunity

The LIFEPAK 20e defibrillator /monitor is intended for use in the electromagnetic environment specified below. The
customer or the user of the LIFEPAK 20e defibrillator /monitor should ensure that the defibrillator /monitor is used in
such an electromagnetic environment.

Immunity Test IEC 60601 Test Level COT:\I/IZFCG Electromagnetic Environment - Guidance
Portable and mobile RF communications equipment
should be used no closer to any part of the LIFEPAK
20e defibrillator /monitor, including cables, than the
recommended separation distance calculated from
the equation applicable to the frequency of the
transmitter.

Recommended separation distance

Conducted RF 3Vrms 3 Vrms d=12V P
IEC 61000-4-6 150 kHz to 80 MHz

outside ISM bands'

10 Vrms 10 Vrms d=12VP

150 kHz to 80 MHz

in ISM bands?
Radiated RF 10V/m 10V/m d=12V P 80 MHz to 800 MHz
IEC 61000-4-3 80 MHz to 2.5 GHz

d=23V P 800 MHzto 2.5 GHz

Where Pis the maximum output power rating of the
transmitter in watts (w) according to the transmitter
manufacturer and dis the recommended separation
distance in meters (m).2

Field strengths from fixed RF transmitters, as
determined by an electromagnetic site survey,® should
be less than the compliance levelin each frequency
range.*

Interference may occur in the vicinity of equipment
marked with the following symbol:

(@)

Note 1: At 80 MHz and 800 MHz, the higher frequency range applies.

Note 2: These guidelines may not apply in all situations. Electromagnetic propagation is affected by
absorption and reflection from structures, objects and people.

1.The ISM (industrial, scientific and medical) bands between 150 kHz and 80 MHz are 6,765 MHz to 6,795 MHz; 13,553 MHz to
13,567 MHz; 26,957 MHz to 27,283 MHz; and 40,66 MHz to 40,70 MHz.

2.The compliance levels in the ISM frequency bands between 150 kHz and 80 MHz and in the frequency range 80 MHz to 2.5 GHz are
intended to decrease the likelihood that mobile/portable communications equipment could cause interference if it is inadvertently
brought into patient areas. For this reason, an additional factor of 10/3 is used in calculating the recommended separation distance
for transmitters in these frequency ranges.

3.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 transmitter, an electromagnetic site survey should be considered. If the measured field strength in the
location in which the LIFEPAK 20e defibrillator/monitor is used exceeds the applicable RF compliance level above, the LIFEPAK 20e
defibrillator/monitor should be observed to verify normal operation. If abnormal performance is observed, additional measures may
be necessary, such as re-orienting or relocating the LIFEPAK 20e defibrillator/monitor.

4.0ver the frequency range 150 kHz to 80 MHz, field strengths should be less than 3V/m.

LIFEPAK 20e Defibrillator/Monitor Operating Instructions
©2006-2008 Physio-Control, Inc.
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Declaration of Conformity/Electromag

Table 4

Recommended Separation Distances between Portable and Mobile RF Communications Equipment and the

LIFEPAK 20e Defibrillator/Monitor Series

The LIFEPAK 20e defibrillator /monitor is intended for use in an electromagnetic environment in which radiated RF
disturbances are controlled. The customer or the user of the LIFEPAK 20e defibrillator /monitor can help prevent
electromagnetic interference by maintaining a minimum distance between portable and mobile RF communications
equipment (transmitters) and the LIFEPAK 20e defibrillator /monitor as recommended below, according to the
maximum output power of the communications equipment.

Separation distance according to frequency of transmitter
m
Rated maximum
output power of 150 kHz to 80 MHz | 150 kHz to 80 MHz | 80 MHz to 800 MHz | 800 MHz to 2.5 GHz
transmitter outside ISM bands in ISM bands
w
d=12VP d=12VP d=12VP d=23VP

0.01 0.12 0.12 0.12 0.23
0.1 0.38 0.38 0.38 0.73
1 12 1.2 1.2 23
10 3.8 3.8 3.8 73
100 12 12 12 23

For transmitters rated at a maximum output power not listed above, the recommended separation distance d in meters
(m) can be determined using the equation applicable to the frequency of the transmitter, where Pis the maximum
output power rating of the transmitter in watts (W) according to the transmitter manufacturer.

Note 1:

At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies.

Note 2: The ISM (industrial, scientific and medical) bands between 150 kHz and 80 MHz are 6,765 MHz to
6,795 MHz; 13,553 MHz to 13,567 MHz; 26,957 MHz to 27,283 MHz; and 40,66 MHz to 40,70 MHz.

Note 3: An additional factor of 10/3 is used in calculating the recommended separation distance for

transmitters in the ISM frequency bands between 150 kHz and 80 MHz and in the frequency range 80 MHz to
2.5 GHz to decrease the likelihood that mobile/portable communications equipment could cause interference if
it is inadvertently brought into patient areas.

Note 4: These guidelines may not apply in all situations. Electromagnetic propagation is affected by
absorption and reflection from structures, objects and people.
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INDEX

Numerics

3-lead cable 3-5

5-wire cable 3-5

5-wire control, location of 2-8

A
AC Mains indicator 2-8
Accessories 7-13
ADVISORY Control, location of
2-3
Advisory Mode (refer to AED)
AED
About viii
Contraindications viii
Indications for viii
Motion detected message 4-9
Operator considerations vii
Procedure 4-6
Setup menu 8-7
Therapy 4-4
Troubleshooting tips 4-13

Shock advised 4-7

Alarms

Adjusting volume in OPTIONS
2-6

Limits 2-14

Managing 2-15

Quick Set 2-14

Setting 2-14

Setup menu 8-10

Silence 2-14

Suspending, preemptively 2-15

VF/VT Alarm 2-14

Wide or narrow limits 2-14

ALARMS Control, location of 2-5
American Heart Association

Surviving cardiac arrest viii

ANALYZE Control, location of 2-4
Anterior-lateral placement 3-4,

4-3,4-19

Anterior-posterior placement

4-3,4-19

B
battery
check 2-17,7-7,7-8
description 2-16
status indicator 1-5, 2-9, 2-17
status monitoring area 2-9
Bradycardia ix

C
Cable connectors 2-7
Cardiopulmonary Resuscitation
(see CPR)
CHARGE Control, location of 2-4
Checklist, Operator’s D-1
Checks, function
Patient ECG cable 7-5
QUIK-COMBO cable pacing 7-9
Standard paddles defibrillation
7-7
Standard paddles monitoring
7-6

xopul|

AED Configuration 4-5
AED Mode (see AED)
AED Mode indicator 2-4

Applying ECG electrodes 3-5
Auto test 7-3
Automated External Defibrillation

Therapy cable defibrillation 7-8
Therapy cable monitoring 7-8
Therapy cable synchronized

AED procedure (see AED) cardioversion 7-8
Electrodes off 4-9 Cleaning 7-5
Motion detected 4-9 Clock Setup menu 8-12
No shock advised 4-8, 4-11

LIFEPAK 20e Defibrillator/Monitor Operating Instructions Index-1
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CODE SUMMARY 2-6
Critical event record 6-2
Event/vital signs log 6-3
Preamble 6-3
Printing 6-3
Report 6-2
Report Formats 6-5
CODE-STAT Suite 6-10
Color coding for ECG leads 3-6
Connecting the patient ECG
cables 3-5
CONTRAST
Control, location of 2-5
How to use 2-6
Controls, indicators, and
connectors 2-3
CPR
Defibrillation therapy and viii
Relation to CPSS E-1
CPSS
Activate with ADVISORY
control 2-4
Event 6-5
Overview E-1
Critical Event Record 6-2
CURRENT Control, location of 2-5

D
Data Management 6-2
Data storage 6-2
Memory capacity 6-2
Report Types 6-2
Defibrillation Shock Overlays 4-15
Defibrillation Therapy
About viii
Contraindications ix
Internal 5-10
InternalHandles with Discharge
Control 5-9
Procedure for pediatric patients
4-19
With external sterilizable
paddles 5-9
Deleting archived patient reports
6-9
Device tracking ii
Display (see Screen)

E

ECG
3-lead cable 3-5
5-wire cable 3-5
Adjusting systole volume 3-3
Channels on screen 2-10
Connecting the ECG cable 3-5

Index-2

Electrode requirements 3-6
Monitoring 3-2
Procedure 3-5
Troubleshooting 3-7
With external sterilizable
paddles 5-8
With paddles and paddles
accessories 3-4
Selecting lead and size 3-2
Size and QRS complexes 2-10
ECG CONNECTOR, location of
2-7
ECG size (screen) 2-9
Editing archived patient reports
6-8
Electrodes
Placement 3-4, 4-3, 4-4
Placement, special situations
4-4
Replacing and removing 5-5
ENERGY SELECT Control, location
of 2-4
EtCO2
Cable connector 2-7
Monitoring area on screen 2-9
EVENT
Control, location of 2-5
Screen overlay 2-5
Event Log 2-6
Event marker 1-6
Event/vital signs log 6-3
Events
Monitoring 6-4
Operator initiated 6-4
Setup menu 8-10
Therapy 6-4
Defibrillation 6-4
Pacing 6-4
External sterilizable paddles
About 5-8
Cleaning 5-8

F
FAST-PATCH
Disconnecting defibrillation
cable 5-5
Electrode placement 3-4, 4-3,
4-4

H
Heart rate monitor 2-9
Heart rate/pulse rate indicator 1-5
HOME SCREEN
Control, location of 2-5
How to use 2-6

Hypothermia ix
Hypoxemia ix

|
Implanted Defibrillators 4-4
Implanted Defibrillators, patients
with 3-4
Implanted Pacemakers 4-4
Implanted Pacemakers, patients
with 3-4
Internal handles
Cleaning 5-11
Defibrillation 5-10
Inserting the paddles 5-10
Removing 5-10
Testing 5-11
With discharge control 5-9
Internal pacemakers 3-6, 4-4
Internal paddles
Handling and transporting 5-11
International Transmit
connections F-1, G-1
IrDA adapter 6-10
IrDA Port
Location of 2-7
Positioning 6-11
Transmitting reports 6-11

L
LEAD button 3-2
LEAD Control, location of 2-5
Leads off messages 3-6
Limb leads 3-6

electrode placement 3-5
Loading 50mm paper 2-10
Long format, CODE SUMMARY

6-5

M
Maintaining the equipment 7-1
Maintenance and testing
schedule 7-2
Managing archived patient
reports 6-6
Manual defibrillation procedure
4-16
Manual Mode
Defibrillation procedure 4-16
Entering passcode 4-14
Setup menu 8-5
Switching from AED 4-13
Troubleshooting tips 4-20
Medium format, CODE SUMMARY
6-5
Memory capacity 6-2

LIFEPAK 20e Defibrillator/Monitor Operating Instructions



Modes of Operation
Manual Mode 4-14
Service Mode 8-13
Setup Mode 8-3
Monitoring 3-1
Events 6-4
Patients with internal
pacemakers 3-6
Procedure 3-4
Special placement situations
3-4
The ECG 3-2
Monitoring area
Heart rate 2-9
Pulse rate 2-10
Screen 2-9
SpO2 (pulse oximeter) 2-10
Monitoring SpO2
Considerations 3-10
How a pulse oximeter works
3-10
Procedure 3-12
SpO2 volume 3-12
Monitoring the ECG
Adjusting the systole volume
3-3
Motion Detection E-3

N
NIBP
Cable connector 2-7
Indications ix
Monitoring ix, x
Monitoring area on screen 2-9
Noninvasive Pacing 4-3
Therapy 4-22
Troubleshooting tips 4-24
Noninvasive Pacing (see Pacing)

(o]
ON Control, location of 2-4
Operator’s Checklist D-1
OPTIONS
Control, location of 2-5
How to use 2-12, 8-3
Screen overlay 2-6
Overlay
Alarms 2-14
Channel 13-2, 3-3
Manual Mode 4-14
Options 2-6, 2-12
Options/Patient 2-12
Setup passcode 8-3
Sp023-12

P
Pace arrow
Internal pacing 1-6
Noninvasive pacing 1-6
PACER Control, location of 2-5
Pacing
About ix
Adjust current using CURRENT
Control 2-5
Demand and nondemand 4-22
Noninvasive 4-3
Noninvasive pacing procedure
4-23
Setup menu 8-8
Slow rate using PAUSE control
2-5
Troubleshooting tips 4-24
Paddle accessory options 5-1
Paper, loading 50mm 2-10
Passcode
Manual Mode 4-14
Set for Setup Mode 8-13
Setup mode 8-2
Patient data, entering
Using OPTIONS 2-6
Patient Reports 6-2
Accessing previous 2-6
Deleting archived patient
reports 6-9
Editing archived patient reports
6-8
Managing archived patient
reports 6-6
Transmitting 6-10
PAUSE Control, location of 2-5
Pediatric paddles 5-1, 5-6
Defibrillation procedure 4-20
Placement 4-19
Removing 5-7
Preamble, CODE SUMMARY 6-3
Print configurations before
service or repair 8-2
PRINT Control, location of 2-8
Print Defaults 8-12
Printer
Controls, location of 2-8
Loading 50mm paper 2-10
Setup menu 8-11
Printing
Archived patient reports 6-7
Auto Print Setup menu 8-11
CODE SUMMARY 6-3
Starting 2-8
Stopping 2-8
Pulse Oximeter Sensors 3-13

LIFEPAK 20e Defibrillator/Monitor Operating Instructions
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QRS complex 3-6, 4-23

ORS detection 2-9

Quick Set alarms, setting 2-14

QUIK-COMBO Electrodes 5-3
Connecting to therapy cable

5-4

Electrode placement 3-4, 4-4
Removing electrodes 5-5
Replacing electrodes 5-5
Using when pacing 4-22

R

RATE Control, location of 2-5
Recycling 7-12

Report Types 6-2

Reset Defaults Setup menu 8-12
Resuscitation (see CPR)

R-wave sense marker 1-6

S
Safety
Symbols 1-3
Terms 1-2
SAS
Activate with ANALYZE
control 2-4
Electrode contact impedance
E-1
Event 6-6
How SAS operates E-1
Overview E-1
When shock recommended E-1
Screen
Alarms 2-9
Battery charge 2-9
ECG size display 2-9
Messages C-1
Monitoring alarms 2-9
Monitoring parameters 2-9
Selected energy 2-9
Selecting waveform channels
2-10
Status message area 2-9
Time display 2-9
VE/VT Alarm display
Warning messages 2-9
Waveform channel areas 2-9,
2-10
Screen Overlay (see Overlay)
Selected energy (screen) 2-9
Send Configuration Setup menu
8-12
Service and Repair 7-12
SERVICE Indicator, location of 2-8

Index-3
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Setup Configuration
Printing before service or repair
8-2
Setup Menus
Advisory Mode 8-7
Alarms 8-10
Auto Print 8-11
Clock 8-12
General 8-4
Manual Mode 8-5
Pacing 8-8
Printer 8-11
Reset Defaults 8-12
Send Config 8-12
Set Passcode (Setup) 8-13
Setup mode passcode 8-13
Setup Options 8-2
SHOCK
Control and Indicator, location
of 2-4
Indicator, using the E-2
Shock report 6-6
Short format, CODE SUMMARY
6-5
SIZE
Button 3-3
Control, location of 2-5
Speaker, location of 2-7
SPEED DIAL
Control, location of 2-7
Using the 2-7, 3-2, 3-3, 3-12,
4-16, 4-23, 5-10
SpO2
(also see Monitoring SpO2)
Adjusting pulse tone volume
3-12
Cable connector 2-7
Contraindications ix
How a pulse oximeter works
3-10
Indications ix
Monitoring ix, x, 3-9
Monitoring area on screen 2-10
Monitoring considerations 3-11
Monitoring procedure 3-12
Pulse Oximeter sensors 3-13
SpO2 Connector
Connecting a cable 3-12
Location of 2-7
Standard Paddles
Features 5-6
Placement 3-4, 4-3
User Test 7-4
Status messages (screen) 2-9
Sterilizable paddles 2-2

Index-4

Sternum paddle 3-4
Supplies, accessories, and training
tools 7-13
Switching from AED to Manual
mode 4-13
SYNC Control, location of 2-4
Synchronized Cardioversion 4-3
Procedure 4-16
Troubleshooting tips 4-20
With external sterilizable

paddles 5-8

T
Testing 5-6

Auto 7-3

Checklist D-1

Schedule 7-2

User 7-4
Therapy

Defibrillation 4-3
Electrode and standard paddle
placement 4-3
Noninvasive pacing 4-3
Synchronized cardioversion 4-3
Therapy cable
Connecting 2-7
Disconnecting 2-8
Therapy Connector
Connecting electrodes to 4-16,
4-17
Location of 2-7
Message if no connection 4-9
Time (screen) 2-9
Training Tools 7-13
Transmit connections,
International F-1, G-1
Transmitting reports 6-10
Troubleshooting tips
Defibrillation and synchronized
cardioversion 4-20
ECG monitoring 3-7
General 7-10
Noninvasive pacing 4-24
SpO2 3-14

U

Unpacking and inspecting 2-2
User Controls 2-5

User testing 2-6, 7-4

\'
VE/VT Alarm
On screen 2-9
Turning on and off 2-14

LIFEPAK 20e Defibrillator/Monitor Operating Instructions
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Warranty 7-12

Waveform
Channel (screen) 2-9
Channel areas 2-10
CPSS event 6-5
Events 6-4
Events, examples of 6-6
SAS event 6-6
Selecting channels 2-10
Shock report 6-6
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