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ZOLL AED 3

Technical Specifications

Enhanced Real CPR Help

The ZOLL AED 3" aufomated external defibrillator [AED) provides deailed CPR guidance with proprietary

Real CPR Help? techniology. More powerful fullcolour images and a CPR cycle timer, combined with voice and  m.&
fex! prompis, help guide responders through the rescue. The Real CPR Help infegrated, realime CPR feedback

tells and shows rescuers when they need to “Push Harder" or whether they are doing "Good Compressions,”

so they know when they are administering high-quality CPR. .

RapidShock Analysis

The ZOLL AED 3 with RapidShock™ analysis enables the shoriest thythm analysis for more continuous core and

more life-saving CPR. RapidShock analysis allows the ZOILL AED 3 fo deliver shock, if needed, in as litle os

5 seconds. Minimizing the pre-shock pause and providing more CPR can improve palient culcomes. "

Research shows thai minimizing fime fo shock after the CPR cycle ends may improve survival.! The 2015 AHA ;& /
Guidelines note, "'in adult cardiac arresl, total pre-sheck and postshock pauses in chest compressions should be

as short as possible (Class |, LOE C-LD) because shorler pouses can b associoled with greater shock success,

ROSC, and in some studies, higher survival to hospital discharge. The need fo reduce such pouses has received
greater emphasis in the 2015 Guidelines update.”

Integrated Paediatric Rescue

aedialfic rescue is made eosier with ZOLUs unique CPR Unispadz™ elecirades and a child-mode setling.

Universal pad desian provides rescuers a single, conliden! solution o lreal both adult ond poedialric victims
an k Y ¥

of SCA by using the same sel of elecirode pads and simply activating child mode,

Low Tolal Cost of Ownership a7 N,
sads redubel

~,

maintenance can improve device readiness and Iacm/s’ihé adicded Depeliiaf edug
|

P «evicd Htipiénanoe

longer-lasting S+year battery and e requirements. less

the total cost of ownership
over the life of You ZOLIL AED 3 L |
{ ]

Wi-Fi Connectivity 7 LT

\ .', AT JLij =i LY y
Easily manage your suite of devices via the cloud. EY&ry ZOWAED 3iseqlipped with Witi connectivity for

seamless communication with AED program manageMga? syl Jhmdgtt yout Wireless network. Once enabled,

i ardwill send email alerts

i

— AT 7 " o 3 n | L 8 g
the ZOLL AED 3 will automatically report its readiness sicSagghorta fcliledh &

so you can lake the appropriate corective oction and make suré youl AEDs are ready in an emergency.

i the ZOIL AED 3 Automaic, the pre-shock pavse lime is 5 seconds longer dve 1o wasming 1o srand clear of potient and shech coundown belore delivery

G
2 SomaX . BOLL.
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ZOLL AED 3 Specifications

Defibrillator

Pratocol: Semiautomatic and
Fully Automatic configuration

Waveform: ZOLL Rectilinear
Biphasic” .00 7

Defibriflater Charge Hold

Display Screen Srze 5.39 cm x
95cm; 212inx374in -1250 to 15,000 ft

Data Recording and Storage: * Particle and Water Ingress: m.&) ~
User-configurable for 1 or IP55

2 clinical events for total of ; :

120 minutes. Includes ECG, Drop Test: 1 meter; 3.28 feet m.%2 ~
impedance measurements,

Altitude; -381 m Lo 4573 m;

Real CPR Help® assists rescuers in
delivering high-quality CPR by providing

foe ::';,"Jﬁ:gf"k B RABRER Time: 30 seconds; ZOLL AED 3 device prompts and CPR data. eaitery
d.G Automatic model: 3 seconds prior Battery Capacity. Typical new

Data Recovery: Controlled by o
touchscreen, uploaded to USB
memory stick, or ZOLL Case

Review™ over a Wi-Fi network

1o automatic shock delivery

Energy Selection: Factory

preprogrammed selection €9

(Adult: 120 J, 150 J, 200 J; &.&
*%" Child: 50 J, 70 J, 85 J}

Patient Safety: All patient

battery running at an ambient
temperature of +20° C to +25°
C (68° F to 77° F) can provide:

140 defibrillator discharges at
Internal Clock Synchronisation: ¢ & magimum energy (200 joules), or
Coordinated Universal Time UTC] 6 hours of conlinuous monitoring

Activate child mode for psedistric rescue
with CPR Uni-padz™,

Wi-Fi connectivity makes it easy to
manage all your devices and recaive
immediate email updates on AED
readiness status.

Universal CPR Uni-padz can be used for
hoth adult and child rescues, They are
the only pads that |ast 5 years and also
include an integratad rescue kit

connections are electrically
isolated

Charge Time: Less than

-9 10 seconds with new battery

Pre-shock Pause: Less than

5 seconds (semi-autornatic) and
less than B seconds (automatic)
with new battery

Flectrodes: ZOLL CPR Uni-padz”

Self-test: Configurable automatic
self-test every day or every

7 days. Default: every 7 days.
Monthly full-energy test (200 J).

Automatic Self-test Checks:
Batlery capacity, status, and
expiry; electrode connection and
expiry; ECG and charge/discharge
circuits; microprocessor hardware
and software; CPR circuitry and
pads sensar; audio circuitry

Compression Depth: 1.9 cm lo
102 cm; 0.75in to 4 in

Defibriflation Advisory:
Evaluates defibrillation pad
cannection and patient ECG to
determine 1if defibrillation is
required.

Shackable Rhythms: Ventricular
fibrillation with average
amplitude >100 microvolts
and wide complex ventricular
tachycardia with rates greater
than 150 BPM for aduls,

200 BPM for paediatrics. For ECG
analysis algorithm sensitivity and
specificity, refer to ZOLL AED 3

-
G.Q

synchronisation occurs when
communicating with the ZOLL
Online server.

Device

Size:(H xW x D)
12.7 cm x 23.6 cm x 24.7 cm;
50inx93inx9%7in

Weight: 2.5 kg; 5.5 Ibs {with m.& /

battery)
Power: Battery
Wireless: 802.11 a/bfg/n

Security Protocols: WPA 1,
\WPA 2, WPA Personal,
WPA Enterprise

Pori:USB 20 &.@0

Rescue Accessory Pack
Contents: Non-latex gloves, a
CPR barrier mask, razor, paper
towel, and toweletie.

Device Classification: Class
Il and internally powered per
ENGOB01-1

Design Standards: Meets
applicable requirements
of EN 60601-1, 1EC 60601-
1-11, IEC 60601-2-4

Environmental

DOperating Temperature:
0° 10 5026,.32° 0 122°F

r,;éae dempera
+30° m?Q"L ~22°m158

f&?mrdrly 10% 1o 9.;% relative

(with 2-minute CPR periods)
Mote: CPR periods shorter
than 2 minutes can decrease
the operating time that can be
obtained from a new battery.

Type: Disposable, sealed lithium
manganese dioxide .l

Battery Standby Life (once <.

installed); 5 years with weekly
self-test. Fnd of life indicated
by blank status window (typical
remaining shocks: 9).

Battery Shelf Life: Store for up
to 2 years at 23°C (77°F) prior to
installing in AED 3 to maintain
above battery life.

Temperature :0°C to
50°C (32°F to 122°F)

Hurnidity: 10% to 95%
{non-condensing)

Weight: 317.5 grams; 0.7 1bs

Size:(Hx W x D)
27.75 mm x 133 mm x 88 mm;
1.0inx5.16inx 3.5in

Nominal Voltage: 12 volts

CPR Uni-padz
ShelfLife:5years .

Conductive Gel: Polymer
Hydrogel

Conductive Element: Tin

Packaging: Multilayer foil
laminate pouch

o whum;du\; rrcmcondenswu
s :’ i xmrm IEG hBUBBtZ 4,

Administrator’s Guide.

Impedance Class: Low

Patient Impedance andom, Spectrum Algr Tamg B, | Cablé Length: 182 111 L
o Measurement Aenge: ga‘gj}b HTDA_/DD,]S{)G le, y 1 {+/-3.8) cm; 56 {+/- 1.5)in
- 10 to 300 ohms

A%\ .Wmulwcréh 'Seclio'B 6, Ist
Defibrillator: Pratected ECG ,‘ . @GE . Aircraft Zdne | aﬂﬂ L EN
circuitry ' 1789, %weep phrﬁi\bﬁﬂ_

\l"e‘s.lFﬁ‘”fi.:L

P

Design Standards: Meels
requirements of IEC 60601-2-4,

SR |

Z0LL Medical Corporation Display Format: High-resolution

Worrlvc:\;;lige l:eadquartefs LCD with capacitive touch panel ShOCk TE(}SGBES 2-27, 100G kv
269 Mill foa 4&
Chelmsfard, MA 01824, USA S]VDE’ F‘X

§76-421-9655 ‘Snydes DE, et al (ot G 1 2004.3203) Supplersen SIR A e o | . ).,

800-804-4356 o oo T R Biemyic Co.

Y l ALY 8 an. . A
“3-m|ml|<m \J.i:lulhnn:_m\\ﬂmlnull.. Ufwn SUMMArS .9%:.0 7 A Vﬂ‘”""‘ 418
Al Shock, 2041 f‘-umuu Bmh siz, sl CPA Help.
¢ of 200L Wegieal Corpotation in

nIS OLL.-’U) ‘| not

For subsidiary addresses and fax numbers,
as well as ather global locations, please
00 to wenw.zoll.com/contacts
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DISPOSABLE RESCUE ACCESSORIES

Long-lasting Accessories for Every Rescue

CPR Uni-padz™

Truly universal pads. Use the same pads

in an adult or child rescue by simply &« , ®.@ ,m.m
reposilioning the pads and selecling adull J

or child rescue mode. Fiveyear installed life,

Piovides full CPR teedback for aduli patients.

Part # 8900-000260.

Every set of CPR Uni-padz comes with a Rescue
Accessary Kil allached. Includes scissors for culling

clothing 1o expose the victim's chesl, nonlatex

gloves and bieathing mask lor rescuer prolection
paper towel to assure dry conlac) with elecliodes,

razor for repevimgshoir, and a wipe for dlean-up.

Gyt LAl ARy

Batiery %.lo

In stand-by mode, the ZOLL AED 3 disposable
lithium manganese dioxide batlery hos an

installed life of up 1o five years. R}’
Part # 8000-000696

Qm:;ACSLN‘




CARRY CASES

Secure and Accessible

Choose lrom among three different carry case models lo conlain
and carry the ZOLL AED 3 defibrillator: the Standord Corry

Case (included with ZOLL AED 3 BLS), the slim Hard-shell
Carry Case, or the large Hardshell Carry Case. The hard-
shell coses are waterproof, with an IP68 raling for dust and

waler ingress.

Standard Carry Case ~ ®o /
In addilion 1o the ZOLL AED 3 with pre-
connected CPR Uni-padz, the Standard
Carry Case can also hold a backup set of
CPR Uni-padz

Part# 8000-001250

Replacement Shoulder Sirap
For ZOLL AED 3 Carry Case
Partit 8000-001252

Large Hard-shell Carry Case
Protect and carry everything
needed for a vigorous rescue
with the large Hord-shell Carry
Cuose, including a backup

sel of CPR Uni-padz and a
backup battery

Parti# 8000-001254

] ()
{+ &%

Slim Hard-sHell Cpqy Case
For |'tghl‘weig?‘1\':'” i

sroteclion, chodée
|

Hard-shell Colry\ﬁus

Able o c:cccr.'lmocEﬁé"-ihg UL

ZOIL AED 3 C||0|‘!g Wiih 0[1??“"_' -
a :’,q -] “} 7

spare bollery. e

Pari# 80000253

“0 i]\i(dronvenienl pelch

Joréghy identilication ond

sdecess when needed. Stores

easily in carry bag.

Wori# 8000-001251

‘: 'fsf w
S da “ = "
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269 Ml Foad
Chelmsford. Massachusets
- ’ Q78 4219655 jmawn)

Q78 2210025 flux}
veww zall com

o, ns,d.a
26 January 2021

To Whom It May Concern

The 2020 American Heart Association Emergency Cardiac Care Guideline has called for no
changes in the recommended protocols or procedures for ZOLL AEDs. The 2020 Guidelines
require no changes for ZOLL® AEDs inclusive of the ZOLL AED Plus®, ZOLL AED 3® ZOLL AED
3@ BLS and ZOLL AED Pro®.

018242105

The 2020 AHA Guidelines were developed in conjunction with the International Liaison

Committee on Resuscitation (ILCOR). ILCOR publishes guideline recommendations which are
then reviewed by local resuscitation councils globally. The member organizations use that
information to help formulate their individual guideline recommendations. The member
organizations of ILCOR are the; American Heart Association, European Resuscitation Council,
Resuscitation Council of Asia, Resuscitation Council of Southern Africa, Australian and New
Zealand Committee on Resuscitation, InterAmerican Heart Foundation, and Heart and Stroke
foundation of Canada.

Yours Sincerely,

/(i/ ESMV{. 2{(5/?’}%#11

Karen Jasmin
Senior Global Director, AED Marketing

ZOLL Medical Corporation j'l l m
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ADMINISTRATION

ﬁ/@ 2 U.S. FOOD & DRUG

December 5, 2019

Zoll Medical Corporation
Elizabeth McMeniman

Director, Regulatory Affairs

269 Mill Rd

Chelmsford, Massachusetts 01824

Re: P160022

14

m.c

Qs

AUTRYY)

Trade/Device Name: X Series®, R Series®, Propag® MD, AED Pro®, AED 3™ BLS Professional
Defibrillators, Pro-Padz Radiotransparent Electrode, SurePower™ Battery Pack,
SurePower II™ Battery Pack, AED Pro® Non-Rechargeable Lithium Battery
Pack, AED 3™ Battery Pack, SurePower™ Charger, and SurePower™ Single

Bay Charger

Dear Elizabeth McMeniman:

The Center for Devices and Radiological Health (CDRH) of the Food and Drug Administration (FDA)
completed its review of your premarket approval application (PMA) and issued an approval order on
December 27, 2017. We inadvertently made an error in omitting the Propag® MD Defibrillator from the

original approval order.

We hope that this omission has not inconvenienced you. If you have any questions about this corrective
action, please contact Jennifer Shih at 301-796-5813 or Jennifer.Shih@fda.hhs.gov.

I esvea g
- B

> _>
> _® e
NN

U.S, Food f Drug Administration
10903 New Hampshire Avenue

§ Ik
Silver Spring, MD 20093 ™ .
vrva.fela, ooy OM

fo

Sincerely,

Jessica E. Paulsen -S

.
Bram Zuckerman, M.D.

Director

Office of Cardiovascular Devices
Office of Product Evaluation and Quality
Center for Devices and Radiological Health

B |..r‘ :
A‘pf 2Elvice & Trading Co.,Ltd.
UFEN Faiy T :
T (Ml

SivrLeX - -

_Service & Trading Co.,Ltd.
UTEM SumAng (1d3n waud msaRe SANA

Ui

" J
Wetay C"f'\},\'t-l\ mN‘ﬂ\f




15 U
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ZOLIL Medical (Thailand) Ltd.

202 Le Concorde Tower, Room 1201, 12t
F1, Ratchadapisek Rd. Huaykwang,
Bangkok, 10310
Tax ID: 0 1055 5905 6391

www.zoll.com

wla [/

AUTHORIZED RESELLER

To Whom it May Concern,

This letter is to confirm that Simplex Service & Trading Co., LTD. A Thai company
based at 70/7 Senanicom 1 Road , Jarakaebua, Ladprao, Bangkok 10230 Thailand is authorized
to quote, sell and complete all process including after sales services.

ZOLL’s AED products for only public access market not include in hospital area.

« AED PLUS DEFIBRILLATOR
» AED3
« AED3BLS

This authorization is valid until 31 I\farCh 2023\ :

{

Yours sincerely /

Nakhorn Pornnattavuttikul
Country Manager of Thailand
ZOLL Medical (Thailand) Ltd.
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