DECLARATION OF CONFORMITY

ZOLL Medical ZOLL International ZOLL Medical
Corporation Holding B.V. E Switzerland A.G.
H 269 Mill Road *Einsteinweg 8A Bahnhofstrasse 20
Chelmsford, MA 6662 PW ELST 6300, Zug
01824-4105 USA The Netherlands Switzerland

Product: ZOLL AED Plus®
ZOLL AED Plus® Fully Automatic
See Attached Catalog List

ZOLL declares that the above products conform to European Council Directive 93/42/EEC
(Medical Device Directive) Class Ilb per rule 9 of Annex IX, assessed per Annex Il, and
Switzerland’s Medical Device Ordinance (MedDO) of 1 July 2020.

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declaration and before it is either superseded by another declaration or withdrawn.

The quality system under which these products were designed and manufactured has been found
to be in compliance with the Medical Device Directive including European Standard EN ISO
13485:2016 certified by the Notified Body TUV SUD Product Service GmbH, Ridlerstr. 65, 80339
Minchen, Germany (Notified Body Number 0123).

The above products were in conformance with the provisions of Council Directive 2002/96/EC of
27 January 2003 on Waste Electrical and Electronic Equipment which was repealed by Directive
2012/19/EU of the European parliament and of the council of 4 July 2012 on waste electrical and
electronic equipment (WEEE). At this time the above products are in conformance with the
provisions of Directive 2012/19/EU of the European parliament and of the council of 4 July 2012
on waste electrical and electronic equipment (WEEE).

The above products are in conformance with the provisions of Council Directive 2011/65/EU as
amended by Council Directive (EU) 2017/2102 on the restriction of the use of certain hazardous
substances in electrical and electronic equipment which apply to them.

. Digitally signed by
Daniel  3idiconnel

Date: 2022.11.16
Connell (&5 5500 Nov. 16, 2022

Name: Dan Connell Date

Position: Manager, Regulatory Affairs

Location: Chelmsford, MA

Document Title: ZOLL Medical Corporation

DECLARATION OF CONFORMITY, MDD, ZOLL AED PLUS 269 & 271 Mill Road
Chelmsford, MA 01824-4105

Page: Document Number: Revision:

10f6 9652-0111 X




Catalog Number Description
20000000100011020 | MAIN ASSY, PS SERIES, LCD, NO VOICE RCDG, 50HZ, FRENCH
20000000100011100 | MAIN ASSY, PS SERIES, LCD, NO VOICE RCDG, 50HZ, SPANISH
20000000300011070 MAIN ASSY, PS SERIES, NO GRAPHICS, LCD, NO VOICE RCDG, 50HZ, UK (PROPER)
AED PLUS, PS SERIES, W/PA CVR, LCD, NO VOICE RCDG, 50HZ, FRENCH,
20100000101011020 AED PLUS, PS SERIES, W/PA CVR, LCD, NO VOICE RECORDING, 50HZ, FRENCH
20100000101011050 | AED PLUS, PS SERIES, W/PA CVR, LCD, NO VOICE RCDG, 50HZ, UK
AED PLUS, PS SERIES, W/PA CVR, LCD, NO VOICE RCDG, 50HZ, GERMAN,
20100000101011080 | AED PLUS, PS SERIES, W/PA CVR, LCD, NO VOICE RECORDING, 50HZ, GERMAN, ZOLL
AED Plus, "Public Safety" Serie, mit graphischem Cover
AED PLUS, PS SERIES, W/PA CVR, LCD, NO VOICE RCDG, ERC, SPANISH,
20100000101011100 AED PLUS, PS SERIES, W/PA CVR, LCD, NO VOICE RECORDING, 50HZ, SPANISH
AED PLUS, PS SERIES, W/PA CVR, LCD, NO VOICE RCDG, 50HZ, ITALIAN,
20100000101011110 AED PLUS, PS SERIES, W/PA CVR, LCD, NO VOICE RECORDING, 50HZ, ITALIAN
0100000101011160 AED PLUS, ?S SERII.ES, W/PA CVR, LCD, NO VOICE RECORI?ING, 50HZ, DUTCH, ZOLL AED
Plus, PS Serie, grafische deksel, zonder stemopname optie
20100000101011180 AED PLUS, PS SERIES, W/PA CVR, LCD, NO VOICE RCDG, 50HZ, PORTUGUESE
20100000101011210 | AED PLUS, PS SERIES, W/PA CVR, LCD, NO VOICE RCDG, 50HZ, FINNISH
20100000101011280 | AED PLUS, PS SERIES, W/PA CVR, LCD, NO VOICE RCDG, INTERNATIONAL AHA ENGLISH
20100000102011010 | AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, ENGLISH
AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, FRENCH, AED Plus, Semi-
Automatique, Interface avec pictogramme, FR, Défibrillateur ZOLL AED Plus semi-
20100000102011020
automatique - interface pictogrammes, ZOLL "Public Safety" Serie AED Plus,
franzosisch
AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, UK, ZOLL AED Plus, PS Serie,
20100000102011050 | zonder stemopname optie, Engels, ZOLL AED Plus, PS Series, English,
ZOLL AED PLUS, PS SERIES, LCD, NO VOICE RCDG, UK
20100000102011070 | AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, UK (PROPER)
AED Plus senza Registrazione Audio Ambientale e con coperchio AED in lingua
tedesca, AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, GERMAN,
20100000102011080 ZOLL "Public Safety" Serie AED Plus, ZOLL AED Plus, PS Serie, zonder stemopname
optie, Duits
AED PLUS, PS SERIES, W/AED CVR. LCD, NO VOICE RCDG, AHA,
20100000102011090 SWITZERLAND/GERMAN
AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, ERC, SPANISH,
20100000102011100 ZOLL AED PLUS, PS SERIES, LCD, NO VOICE RECORDING, SPANISH
AED Plus senza Registrazione Audio Ambientale e con coperchio AED, AED PLUS, PS
20100000102011110 | SERIES, W/AED CVR, LCD, NO VOICE RCDG, ITALIAN, ZOLL AED PLUS, PS SERIES, LCD,
NO VOICE RECORDING, ITALIAN
AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, DUTCH, ZOLL AED Plus, PS
20100000102011160 | Serie, zonder stemopname optie, Nederlands, ZOLL AED PLUS, PS SERIES, LCD, NO
VOICE RECORDING, NEDERLANDS
50100000102011180 AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, PORTUGUESE,

ZOLL AED PLUS, PS SERIES, LCD, NO VOICE RECORDING, PORTUGUESE
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20100000102011210 | AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, 50HZ, FINNISH

AED PLUS, PS SERIES, LCD, NO VOICE RCDG, INTERNATIONAL AHA ENGLISH, AED PLUS,
20100000102011280 PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, INTERNATIONAL AHA ENGLISH

AED Plus con coperchio AED, no reg. audio. Linee guida AHA,
20100000102011410 AED PLUS, PS SERIES, LCD, NO VOICE RCDG, AHA, SWITZERLAND/ITALIAN
20100000102011550 | AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, TURK

AED PLUS, PS SERIES NO GRAPHICS, W/AED CVR, LCD, NO VOICE RCDG, UK, AED PLUS,
20100000302011050 PS SERIES, NO GRAPHICS, W/AED CVR, LCD, NO VOICE RCDG, UK
20100000302011070 | AED PLUS, PS SERIES, NO GRAPHICS, W/AED CVR, LCD, NO VOICE RCDG, UK (PROPER)

AED PLUS, PS SERIES W/BASIC CVR, LCD, VOICE RCDG, 50 HZ SPANISH, AED PLUS, PS
20100001101011100 SERIES, W/BASIC CVR, LCD, VOICE RCDG, ERC, SPANISH
20100001102011020 | AED PLUS, PS SERIES, W/BASIC CVR, LCD, VOICE RCDG, FRENCH

AED PLUS, PS SERIES NO GRAPHICS, W/AED CVR, LCD, VOICE RCDG, AHA,
20100001302011410 SWITZERLAND/ITALIAN
20100010102011320 | ZOLL AED PLUS, PS SERIES, LCD, NO VOICE RCDG, W/BATTERIES, FED GOVT VALUE PKG
20100800101011050 AED PLUS, PS SERIES, W/PA CVR, ECG ON, LCD, NO VOICE RCDG, 50HZ, UK

AED PLUS, PS SERIES, ECG ON, LCD, NO VOICE RCDG, GERMAN, AED PLUS, PS SERIES,
20100800102011080 W/AED CVR, ECG ON, LCD, NO VOICE RCDG, GERMAN
20100800102011110 | AED PLUS, PS SERIES, W/AED CVR, ECG ON, LCD, NO VOICE RCDG, ITALIAN

AED PLUS, PS SERIES, W/AED CVR, ECG ON, LCD, NO VOICE RCDG, AHA,
20100800102011410 SWITZERLAND/ITALIAN
20100800302011070 AED PLUS, PS SERIES, NO GRAPHICS, W/AED CVR, ECG ON, LCD, NO VOICE RCDG, UK

(PROPER)
20200000101011040 | AED PLUS, PS SERIES, W/BASIC CVR, LCD, NO VOICE RCDG, 50HZ, POLISH
20200000101011170 AED PLUS, PS SERIES, W/BASIC CVR, LCD, NO VOICE RCDG, 50HZ, CZECH

AED PLUS, PS SERIES, W/BASIC CVR, LCD, NO VOICE RCDG, 50HZ, NORWEGIAN, AED
20200000101011200 PLUS, PS SERIES, W/BASIC CVR, LCD, NO VOICE RECORDING, 50HZ, NORWEGIAN
20200000101011220 | AED PLUS, PS SERIES, W/BASIC CVR, LCD, NO VOICE RCDG, 50HZ, SWEDISH
20200000101011270 AED PLUS, PS SERIES, W/BASIC CVR, LCD, NO VOICE RCDG, 50HZ, DANISH
20200000101011290 | AED PLUS, PS SERIES, W/BASIC CVR, LCD, NO VOICE RCDG, 50HZ,RUSSIAN
20200000101011340 | AED PLUS, PS SERIES, W/BASIC CVR, LCD, NO VOICE RCDG, ARABIC
20200000101011450 | AED PLUS, PS SERIES, W/BASIC CVR, LCD, NO VOICE RCDG, 50HZ, HUNGARIAN
20200000101011520 | AED PLUS, PS SERIES, BASIC CVR, LCD, NO VOICE RCDG, CROATIAN, 50HZ
20200000101011530 | AED PLUS, PS SERIES, BASIC CVR, LCD, NO VOICE RCDG, SLOVENIAN
20200000101011550 | AED PLUS, PS SERIES, W/BASIC CVR, LCD, NO VOICE RCDG, 50HZ, TURK
20200000102011040 | AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, 50HZ, POLISH
20200000102011130 | AED PLUS, PS SERIES, AED CVR, LCD, NO VOICE RCDG, AUS, 50HZ
20200000102011170 | AED PLUS, PS SERIES, AED CVR, LCD, NO VOICE RCDG, 50HG, CZECH
20200000102011190 | AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCRDG, GREEK
20200000102011200 AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, 50HZ, NORWEGIAN, ZOLL

AED PLUS, PS SERIES, AED CVR, LCD, NO VOICE RCDNG, 50HZ, NORWEGIAN
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AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, 50HZ, SWEDISH, AED PLUS,

20200000102011220 PS SERIES, W/BASIC CVR, LCD, NO VOICE RCDG, 50HZ, SWEDISH
20200000102011270 | AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, 50HZ, DANISH
20200000102011290 | AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, RUSSIAN
20200000102011330 | AED PLUS, PS SERIES, AED CVR, LCD, NO VOICE RCDG, THAI, 50HZ
20200000102011520 | AED PLUS, PS SERIES, AED CVR, LCD, NO VOICE RCDG, CROATIAN, 50HZ
20200000102019050 | AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, 50HZ, AIRLINE, UK
20200000102019080 | AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, 50HZ, AIRLINE, GERMAN

AED PLUS, PS SERIES NO GRAPHICS, W/AED CVR, LCD, NO VOICE RCDG, FRENCH, AED
20200000302011020 PLUS, PS SERIES, NO GRAPHICS, W/AEI; CVR, LCD, NO VOICE RCDG, FRENCH
20200000302011080 | AED PLUS, PS SERIES, NO GRAPHICS, W/AED CVR, LCD, NO VOICE RCDG, GERMAN

AED PLUS, PS SERIES NO GRAPHICS, W/AED CVR, LCD, NO VOICE RCDG, DUTCH, AED
20200000302011160 PLUS, PS SERIES, NO GRAPHICS, W/AEIg CVR, LCD, NO VOICE RCDG, DUTCH
20200000302011210 | AED PLUS, PS SERIES, NO GRAPHICS, W/AED CVR, LCD, NO VOICE RCDG, FINNISH
20200000303011050 | AED PLUS, PS SERIES, W/LOW PROFILE CVR, LCD, NO VOICE RCDG, 50HZ, UK

AED PLUS, PS SERIES, W/BASIC CVR, LCD, VOICE RCDG, FRENCH,
20200001101011020 ZOLL AED Plus Interface/Pictogramme/CouvercIe PS avec enregistrement vocal
20200001101011050 | AED PLUS, PS SERIES, W/BASIC CVR, LCD, VOICE RCDG, 50HZ, UK

AED PLUS, PS SERIES, W/BASIC CVR, LCD, VOICE RCDG, GERMAN,
20200001101011080 ZOLL AED Plus "Public Sa{fety", mit Sprachaufzeichnung
20200001101011100 | AED PLUS, PS SERIES, W/BASIC CVR, LCD, VOICE RCDG, ERC, SPANISH
20200001101011110 | AED PLUS, PS SERIES, W/BASIC CVR, LCD, VOICE RCDG, ITALIAN
20200001101011170 | AED PLUS, PS SERIES, W/BASIC CVR, LCD, VOICE RCDG, 50HZ, CZECH
20200001101011180 | AED PLUS, PS SERIES, W/BASIC CVR, LCD, VOICE RCDG, 50HZ, PORTUGUESE
20200001101011290 | AED PLUS, PS SERIES W/BASIC CVR, LCD, VOICE RCDG, 50HZ, RUSSIAN
20200001101011530 | AED PLUS, PS SERIES W/BASIC CVR, LCD, VOICE RCDG, 50HZ, SLOVENIAN

AED Plus con Registrazione Audio Ambientale e con coperchio AED, AED PLUS, PS
20200001102011110 SERIES, W/AED gVR, LCD, VOICE RCDG, ITALIAN °
20200001102011410 | AED PLUS, PS SERIES W/AED CVR, LCD, VOICE RCDG, AHA, SWITZERLAND/ITALIAN

AED PLUS, PS SERIES NO GRAPHICS, W/AED CVR, LCD, VOICE RCDG, FRENCH, AED

PLUS, PS SERIES, NO GRAPHICS, W/AED CVR, LCD, VOICE RCDG, FRENCH, Défibrillateur
20200001302011020 ZOLL AED Plus semi-automatique -/Interface Professionelle avec enregistrement de

I'ambiance sonore
20200001302011110 | AED PLUS, PS SERIES, NO GRAPHICS, W/AED CVR, LCD, VOICE RCDG, ITALIAN
20200800101011290 | AED PLUS, PS SERIES, AED CVR, ECG ON, LCD, NO VOICE RCDG, RUSSIAN
20200800102011040 | AED PLUS, PS SERIES, AED CVR, ECG ON, LCD, NO VOICE RCDG, 50HZ, POLISH
20200800102019080 QEI;'\:IAUNS, PS SERIES, W/AED CVR, ECG ON, LCD, NO VOICE RCDG, 50HZ, AIRLINE,
20200800302011080 | AED PLUS, PS SERIES, AED CVR, ECG ON, LCD, NO VOICE RCDG, 50HZ, GERMAN
20300000101011200 | AED PLUS, PS SERIES, W/BASIC CVR, LCD, NO VOICE RCDG, NORWEGIAN
20300000101011210 | AED PLUS, PS SERIES, W/BASIC CVR, LCD, NO VOICE RCDG, FINNISH
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20300000101011220 AED PLUS, PS SERIES, W/BASIC CVR, LCD, NO VOICE RCDG, 50HZ, SWEDISH
20300000101011270 | AED PLUS, PS SERIES, W/BASIC CVR, LCD, NO VOICE RCDG, 50HZ, DANISH
20300000102011050 | AED PLUS, PS SERIES, AED CVR, LCD, NO VOICE RCDG, 50HZ, DUTCH ARMY
20300000102011070 ,(’-\PERDOFF’)LELS, PS SERIES, W/AED CVR, NO CARRY CASE, LCD, NO VOICE RCDG, UK
AED PLUS, PS SERIES, AED CVR, LCD, NO VOICE RCDG, DUTCH ARMY,
20300000102011160 AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, DUTCH ARMY,
AED Plus, semi-automatische defibrillator, NL Leger, NL
20300000102011210 AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, FINNISH
20300000102011270 | AED PLUS, PS SERIES, W/AED CVR, LCD, NO VOICE RCDG, 50HZ, DANISH
20300000302011050 | AED PLUS, PS SERIES, NO GRAPHICS, W/AED CVR, LCD, NO VOICE RCDG, DUTCH ARMY
AED PLUS, PS SERIES, NO GRAPHICS, AED CVR, LCD, NO VOICE RCDG, DUTCH ARMY,
20300000302011160 AED PLUS, PS SERIES, NO GRAPHICS, W/AED CVR, LCD, NO VOICE RCDG, DUTCH ARMY
20300800102011080 | AED PLUS, PS SERIES, W/AED CVR, ECG ON, LCD, NO VOICE RCDG, GERMAN
20400000001000020 | AED PLUS, PA SERIES, W/BASIC CVR, NO LCD, NO VOICE RCDG, FRENCH
20400000001000160 | AED PLUS, PA SERIES, W/BASIC CVR, NO LCD, NO VOICE RCDG, DUTCH
20400000001000180 | AED PLUS, PA SERIES, W/BASIC CVR, NO LCD, NO VOICE RCDG, PORTUGUESE
21400710702011010 ,é\ll\illé PLUS, PS SERIES, FULLY AUTOMATIC, W/AED CVR, LCD, NO VOICE RCDG, 60HZ,
22300700502011050 | AED PLUS, PS SERIES, FULLY AUTOMATIC, W/AED CVR, LCD, NO VOICE RCDG, UK
22300700502011080 | AED PLUS, PS SERIES, FULLY AUTOMATIC, LCD, NO VOICE RCDG, GERMAN
22300700502011160 | AED PLUS, PS SERIES, FULLY AUTOMATIC, LCD, NO VOICE RCDG, DUTCH
AED PLUS, PS SERIES, FULLY AUTOMATIC, W/AED CVR, LCD, NO VOICE RCDG, AHA,
22300700702011280 | INTL ENGLISH, AED PLUS, PS SERIES, FULLY AUTOMATIC, W/AED CVR, LCD, NO VOICE
RCDG, INTL ENGLISH
AED Plus, Entierement Automatique, Interface avec pictogramme, FR, AED PLUS, PS
22300703502011020 | SERIES, FULLY AUTOMATIC, LCD, NO VOICE RCDG, FRENCH, Défibrillateur ZOLL AED
Plus entierement automatique - interface pictogrammes
23000010102011320 | AED PLUS, PS SERIES, LCD, NO VOICE RCDG, W/BATTERIES, MIL W/O WALL CAB
23100010102011320 | AED PLUS, PS SERIES, LCD NO VOICE RCDG, W/BATTERIES, MIL W/WALL CAB
25100060310011070 | AED PLUS, PS SERIES, LCD, NO VOICE RCDG, UK ENGLISH, AVIATION
20000000100011070 MAIN ASSY, PS SERIES, LCD, NO VOICE RCDG, 50HZ, UK (PROPER)
8000-004016-01 ZOLL AED PLUS SEMI AUTOMATIC LAW ENFORCEMENT PACKAGE
20000000100011010 | MAIN ASSY, PS SERIES, LCD, NO VOICE RCDG, ENGLISH
8000-004017-01 ZOLL AED PLUS FULLY AUTOMATIC LAW ENFORCEMENT PACKAGE
20000700700011010 MAIN ASSY, PS SERIES, FULLY AUTOMATIC, LCD, NO VOICE RCDG, DMST
20200001101011550 AED PLUS, PS SERIES, W/BASIC CVR, LCD, VOICE RCDG, 50HZ, TURKISH
20000001100011550 MAIN ASSY, PS SERIES W/BASIC CVR, LCD, VOICE RCDG, 50HZ, TURKISH

8000-003000-01

AED PLUS TSO, PRIMARY BATTERY
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*EU Representative Address Change
Please note a change to ZOLL’s EU Representative address:
Previous Address:
ZOLL International Holding B.V.
Newtonweg 18
6662 PV ELST
The Netherlands
New Address:
ZOLL International Holding B.V.
Einsteinweg 8A
6662 PW ELST
The Netherlands

As we implement this address change it will be reflected on all applicable product labelling.
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