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1. Purpose

1.1. The purpose of this document is to provide all critical details of the Trainer
Declaration of Conformity Summary, H001-011-032 supplied by any approved printed
material supplier. This document will include Details of Trainer Declaration of
Conformity Summary, H001-011-032, Bill of Materials, Drawings of components,
Specifications, Shipping & Handling Requirements, Goods in Acceptance Criteria,
Certificate of Conformance, where applicable.

Scope

2.1. This document applies to component H001-011-032 supplied by any approved printed
material supplier.

. Roles and responsibilities

3.1. HeartSine shall populate this template to ensure all critical information is documented.

3.2. The approved printed material supplier shall review the Trainer Declaration of
Conformity Summary, to ensure content is correct.

Bill of Materials

4.1. This section shall provide a list of raw materials or each individual component and the
quantities of each needed to manufacture the final product.

N/A as applicable

Drawing of components

5.1. This section shall provide design specifications and a schematic drawing and/or
product images that visually illustrate the product and its individual components. This
drawing should include clear labels, noting distinguishing characteristics.

Refer to Appendix A

Specifications

6.1. This section shall provide Stryker specifications detailing critical defining information
about the product and components. Design specifications should be included where
appropriate. This section shall define temperature and environmental conditions for

manufacture.
Z Finished Size 140mm x 140mm (+/-2mm)
9 Flat Size 420mm x 140mm (+/-2mm)
e Page Count 2 Pages (Front and Back) including 6 Panels
5 Print Method Offset Lithograph or Digital Print.
= Colour Ref Black
G Stock 80gsm Bond
A& [ Binding N/A
wn Work Flow Prepress, Print, Trim, Roll Fold, Pack, Label
Printed copies for reference only HeartSine Technologies Ltd. Confidential - This document contains information that is
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0 Print Ref on Refer to Artwork
& Artwork
o Artwork Approved PDF supplied by E-malil
& | Submission
g Proofing Pre-flight Artwork. Issue Ripped Printers Proof

Requirement

Packing Standard CoC

Non-Kits Pack in Corrugated boxes.

Labelling to include Part No/ Description/ QTY in box/ Batch (HeartSine Label)
Weight restriction: <10kgs

Standard or Euro pallet acceptable.

Height restriction on Pallet: <200cms

Mixed product ok on Pallet. But ensure each box is labelled

PACKING

File Naming When artwork is updated the ending sequence of the filename will be updated
Sampling Production Sampling:

Print Production: First and Last of batch of print run.

Finished Product: First and Last of batch run.

NOTES

7. Shipping, Handling and Packaging Requirements

7.1. This section shall detail shipping and handling requirements of the Trainer Declaration
of Conformity Summary, H001-011-032, to ensure safety and quality of product.
Shipping of dangerous goods require appropriate documentation, labels and must
include MSDS information. This section shall also include packaging information, box
type, box weight, quantity of units per box.

Requirements
A . . Quantity units Reusable
Part No. Shipping Handling Packaging per box Container
H001-011- Supplier Less than Packed in As agreed with N/A
032 Courier 10kgs per labelled supplier
shipper box corrugated
boxes

8. Test Plan

8.1. This section shall state whether test plans or test specifications are required for the
Trainer Declaration of Conformity Summary, H001-011-032. These may be provided to
the supplier by HeartSine or may be developed between HeartSine and any approved
printed material supplier. This section shall detail agreed test plans or test
specifications.

N/A as applicable

9. Certificate of Conformance

A certificate of conformance certifies the Trainer Declaration of Conformity Summary,
H001-011-032 received from any approved printed material supplier are tested to

Printed copies for reference only HeartSine Technologies Ltd. Confidential - This document contains information that is
confidential and proprietary. Neither this document nor the information herein may be
reproduced, used, or disclosed to or for the benefit of any third party without the prior
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specifications defined by HeartSine. HeartSine requires a certificate of conformance
from all critical component suppliers.

N/A as applicable

10. Goods In Inspection and Acceptance Criteria

This section shall detail the level of inspection required by HeartSine Goods in team
and the acceptance criteria for incoming product(s).

Part Number Part Description
HO001-003-075 Appendix 1 to the Goods Inwards and Stores Procedure
H006-004-271 Manual Goods In Work Instruction

11. Appendices
11.1. Appendix A, Trainer Declaration of Conformity Summary, H001-011-032

Printed copies for reference only HeartSine Technologies Ltd. Confidential - This document contains information that is
confidential and proprietary. Neither this document nor the information herein may be
reproduced, used, or disclosed to or for the benefit of any third party without the prior

written consent of HeartSine Technologies Ltd.
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Appendix A
Trainer Declaration of Conformity Summary, H001-011-032
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HeartSine® samaritan® PAD Trainer
Compliance with Directive 2014/53/EU

EN: Hereby, HeartSine Technologies, Ltd. declares that the HeartSine samaritan PAD Trainer* is in
compliance with Directive 2014/53/EU.

* Frequency bands: 2412-2472 megahertz (MHz)

* Radio frequency power: No greater than 20 dbm

4351 e 38l 5 *HeartSine samaritan PAD Trainer ¢ .HeartSine Technologies, Ltd 484 ol clall 138 s sai :AB
.2014/53/EU 505"

i Lo YEVYZY£1Y raa il clilai o

Dy e duand Yo e 2 5 Y 1 Sl 23 jill 348 e

ES-LA: Por este medio, HeartSine Technologies, Ltd. declara que el dispositivo HeartSine samaritan PAD
Trainer* cumple satisfactoriamente con la directiva 2014/53/UE de la Union Europea.

* Bandas de frecuencia: 2412-2472 megahercios (MHz)

* Potencia de radiofrecuencia: Inferior a los 20 decibelios-milivatios

PT-BZ: A HeartSine Technologies, Ltd. declara por meio deste que o HeartSine samaritan PAD Trainer*
estd em conformidade com a Diretiva 2014/53/UE.

* Faixas de frequéncia: 2412-2472 mega-hertz (MHz)

* Poténcia de radiofrequéncia: nao superior a 20 dbm

CA: Per la present, HeartSine Technologies, Ltd. declara que el HeartSine samaritan PAD Trainer* compleix
la Directiva 2014/53/UE.

* Bandes de freqiiencia: 2412-2472 megahertz (MHz)

 Potencia de radiofreqiiencia: 20 dbm maxim

CS: Spole¢nost HeartSine Technologies, Ltd. timto prohlasuje, Ze HeartSine samaritan PAD Trainer* je v souladu se
smérnici 2014/53/EU.

* Kmito¢tova pasma 2412-2472 megahertz (MHz)

 Vysokofrekvencni vykon: ne vyssi nez 20 dbm



DA: HeartSine Technologies, Ltd. erkleerer hermed, at HeartSine samaritan PAD Trainer* overholder
Direktive 2014/53/EU.

* Frekvensband: 2412-2472 megahertz (MHz

* Radiofrekvensstyrke: Ikke storre end 20 dbm

DE: HHiermit erklart HeartSine Technologies, Ltd., dass das HeartSine samaritan PAD Trainer* die
Richtlinie 2014/53/EU erfiillt.

* Frequenzbander: 2412-2472 Megahertz (MHz)

* Hochfrequenzleistung: Max. 20 dbm

ET: Kédesolevaga deklareerib ettevote HeartSine Technologies, Ltd., et treeningseade HeartSine samaritan
PAD Trainer* on vastavuses direktiiviga 2014/53/EL.

* Sagedusalad: 2412-2472 megahertsi (MHz)

¢ Raadiosagedusvoimsus: mitte suurem kui 20 dBm

EL: Me mv mapotoa, n HeartSine Technologies, Ltd. SnA®vet 6Tt o HeartSine samaritan PAD Trainer*
ouppop@®vetal pe v 08nyia 2014/53/EE.

o Zwveg ouxvotitwv: 2412-2472 megahertz (MHz)

* loxvg padioouyvotitwy: ‘OxL ueyaAvtepn amrd 20 dbm

ES-ES: Por la presente, HeartSine Technologies, Ltd. declara que HeartSine samaritan PAD Trainer*
cumple la Directiva 2014/53/EU.

* Bandas de frecuencia: 2412-2472 megahercios (MHz)

* Potencia de radiofrecuencia: No superior a 20 dbm

FI: HeartSine Technologies, Ltd. ilmoittaa téaten, ettd HeartSine samaritan PAD Trainer* on direktiivin
2014/53/EU vaatimusten mukainen.

» Taajuuskaistat: 2 412-2 472 megahertsia (MHz)

* Radiotaajuusteho: enintdéan 20 dbm

FR: HeartSine Technologies, Ltd. déclare par la présente que le HeartSine samaritan PAD Trainer* est
conforme a la directive 2014/53/UE.

* Bandes de fréquence : 2412-2472 mégahertz (MHz)

 Puissance de radiofréquence: Inférieure ou égale a 20 dBm



.2014/53/EU nupna nmiy *HeartSine samaritan PAD Trainer > Nk n'nxn .HeartSine Technologies Ltd :HE
(MHz) yan-nan 2472 Ty 2412 :00T Nipgn? »
20 dbm-n NI K7 :I'TY VTN NN ¢

HI: TdgedRT, HeartSine Technologies, Ltd. I% SINUT &l & & HeartSine samaritan PAD Trainer* 3
ARGATHT 2014/53/EU T UTelet AT I3 &

o TGN 8 2412-2472 FIMEICS (MHz)

o R wliedel giaR: 20 o & SraeT A

ZH-TW: HeartSine Technologies, Ltd. {£l##H HeartSine samaritan PAD Trainer* #{f§#5< 2014/53 / EU -
- BHEE  2412-2472 JKjf (MHz)
* SR | FfEE 20 dbm

HR: Tvrtka HeartSine Technologies, Ltd. ovime izjavljuje da je uredaj HeartSine samaritan PAD Trainer*
sukladan s Direktivom 2014/53/EU.

 Frekvencijski pojasi: 2412-2472 megaherca (MHz)

* Radiofrekvencijska snaga: ne veca od 20 dBm

HU: A HeartSine Technologies, Ltd. ezennel kijelenti, hogy a HeartSine samaritan PAD Trainer* megfelel a
2014/53/EU iranyelv rendelkezéseinek.

* Frekvenciasédvok: 2412-2472 megahertz (MHz)

* Radiéfrekvencias teljesitmény: Nem nagyobb, mint 20 dbm

ID: Dengan ini, HeartSine Technologies, Ltd. menyatakan bahwa HeartSine samaritan PAD Trainer* telah
sesuai dengan Direktif 2014/53/EU.

* Pita frekuensi: 2412-2472 megahertz (MHz)

* Daya frekuensi radio: Tidak lebih dari 20 dbm

IS: HeartSine Technologies, Ltd. 1ysir bvi hér med yfir ad HeartSine samaritan PAD Trainer* samraemist
tilskipun 2014/53/ESB.

* Tidnisvid: 2412-2472 megarid (MHz)

* Fjarskiptationi: Ekki yfir 20 dbm

IT: Con il presente documento, HeartSine Technologies, Ltd. dichiara che HeartSine samaritan PAD Trainer*
& conforme alla Direttiva 2014/53/UE.

* Bande di frequenza: 2412-2472 megahertz (MHz)

* Potenza di radiofrequenza: Non superiore a 20 dbm



JA: HeartSine Technologies, Ltd./%, HeartSine samaritan PAD Trainer*7\Directive 2014/53/EUZHELL T
WHZEHEZZICES LET,

o JEW R - 2412~2472 A AT~V (MHz)

o &JEIES : 20 dbmbL T

KO: 2 2ME £35}, 5 SLEAIQ B|2522| A (HeartSine Technologies)= ZAA|E HeartSine samaritan PAD
Trainer* 7} Of2f AYS E51 EU 2417|7|2| 2l 2014/53/EUS 43122 31015},

o RO OfQ: 2412-2472 MHz

* 20 247044 22 20 dBm 0[2F

LT: ,HeartSine Technologies, Ltd.“ pareiskia, kad ,HeartSine samaritan PAD Trainer“* atitinka Direktyvos
2014/53/ES nuostatas.

* Dazniy juostos: nuo 2412 iki 2472 megahercy (MHz)

» Radijo dazniy galia: ne daugiau nei 20 dbm

LV: Ar $o uznémums HeartSine Technologies, Ltd. apliecina, ka HeartSine samaritan PAD Trainer* atbilst direktivas
2014/53/ES prasibam.

* Frekvences joslas: 2412-2472 megaherci (MHz)

» Radiofrekvences jauda: ne vairak par 20 dBm

ZH-CN: HeartSine Technologies, Ltd. 4t j%#, HeartSine samaritan PAD Trainer* {-7{; 2014/53/EU $i%
4
A,

o B 2412 & 2472 JKHF (MHz)
o FHRTIE: AT 20 dbm

MS: Dengan ini, HeartSine Technologies, Ltd. menyatakan bahawa HeartSine samaritan PAD Trainer*
mematuhi Arahan 2014/53/EU.

¢ Jalur frekuensi: 2412-2472 megahertz (MHz)

¢ Kuasa frekuensi radio: Tidak melebihi 20 dbm

NL: HeartSine Technologies, Ltd. verklaart hierbij dat de HeartSine samaritan PAD Trainer* voldoet aan
Richtlijn 2014/53/EU.

* Frequentiebanden: 2412-2472 megahertz (MHz)

* Radiofrequentievermogen: Niet groter dan 20 dbm



NO: HeartSine Technologies, Ltd. erkleerer herved at HeartSine samaritan PAD Trainer* samsvarer med
direktivet 2014/53/EU.

* Frekvenshand: 2412-2472 megahertz (MHz)

* Radiofrekvenseffekt: Ikke hoyere enn 20 dbm

PL: Firma HeartSine Technologies, Ltd. niniejszym deklaruje, ze modut HeartSine samaritan PAD Trainer* jest
zgodny z Dyrektywa 2014 /53 /UE.

* Pasma czestotliwosci: 2412-2472 megahercéw (MHz)

* Moc czestotliwosci radiowej: Nie wigcej niz 20 dbm

PT-PT: A HeartSine Technologies, Ltd. declara por este meio que o HeartSine samaritan PAD Trainer* esta
em conformidade com a Diretiva 2014/53/UE.

* Bandas de frequéncia: 2412-2472 mega-hertz (MHz)

* Poténcia de radiofrequéncia: nao superior a 20 dbm

RO: Prin prezenta, HeartSine Technologies, Ltd. declara ca HeartSine samaritan PAD Trainer* este in conformitate
cu Directiva 2014 /53 /UE.

¢ Benzi de frecventd: 2412-2472 megahertzi (MHz)

« Putere frecventd radio: Nu mai mult de 20 dbm

RU: Hacrosimum komnanusi HeartSine Technologies, Ltd. 3asiBasier, uto npoaykt HeartSine samaritan PAD
Trainer* cooTBeTcTByeT TpeGoBaHuAM JlupekTuBbl 2014/53/EC.

e YacToTHble Juana3onbl: 2412-2472 MI'y,

e PapnoyactoTHas MouiHocTh: He 6osiee 20 n1bm

SL: Podjetje HeartSine Technologies, Ltd. s tem izjavlja, da je izdelek HeartSine samaritan PAD Trainer*
skladen z Direktivo 2014/53/EU.

* Frekvencni pasovi: 2412-2472 megahertz (MHz)

* Energija za radijsko frekvenco: ne presega 20 dbm

SV: HeartSine Technologies, Ltd. deklarerar harmed att HeartSine samaritan PAD Trainer* foljer direktivet
2014/53/EU.

* Frekvensband: 2412-2472 megahertz (MHz)

* Radiofrekvensstyrka: Inte hogre dn 20 dbm



TH: U3%n HeartSine Technologies, Ltd. veuszmel3 o i HeartSine samaritan PAD Trainer* tallgifulunny
1nsg1u Directive 2014/53/EU

« uauANE: 2412-2472 winsidsad (MHz)

. idsdsnuivg: Ay 20 dbm

TR: HeartSine Technologies, Ltd., HeartSine samaritan PAD Trainer* in 2014/53/AB sayil1 Direktife uygun
oldugunu beyan eder.

* Frekans bantlar1: 2412-2472 megahertz (MHz)

* Radyo frekans giicii: 20 dbm’'den biyiik degil

VI: Qua day, cong ty TNHH Cong nghé HeartSine xin théng bao ring san phdm HeartSine samaritan PAD Trainer*
tudn thu ding theo chi thi 2014 /53/EU

* Cac dai tan s6: 2412-2472 Meé ga héc (MHz)

¢ Cong suit tin s6 cta radio: Khong dwoc 16m hon 20 dbm

*TRN-350-XX (TRN-ACC-16), TRN-360-XX (TRN-ACC-18), TRN-450-XX (TRN-ACC-19), TRN-500-XX (TRN-ACC-17)

For further information contact us at heartsinesupport@stryker.com
or visit our website at heartsine.com

Stryker or its affiliated entities own, use, or have applied for the following I c E
trademarks or service marks: HeartSine, samaritan, Stryker. All other trademarks

are trademarks of their respective owners or holders. . .
HeartSine Technologies, Ltd.

The absence of a product, feature, or service name, or logo from this list does not 207 Airport Road West
constitute a waiver of Stryker's trademark or other intellectual property rights Belfast
concerning that name or logo. Northern Ireland

BT3 9ED

Date of Issue: 08/2022

Made in U.K.

HO001-011-032-AC

© 2022 HeartSine Technologies. All rights reserved.

United Kingdom

Tel +44 28 9093 9400

Fax +44 28 9093 9401
heartsinesupport@stryker.com
heartsine.com
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12. Revision history

Rev Description

AA Originate Document

In main body of text all mention of ‘HeartSine Gateway’ has been updated
to ‘HeartSine Trainer’

AB Date of Issue changed from ‘2020/06’ to ‘04/2021’
Copyright of 2020’ updated to ‘2021’
Rev of ‘0’ updated to ‘AB’

Throughout the insert ‘HeartSine® Trainer’ has been updated to
‘HeartSine® samaritan® PAD Trainer’

Country Codes updated throughout - AS updated to ES-LA; BZ updated to
PT-BZ; CZ updated to CS; EE updated to ET; ES updated to ES-ES; HK
updated to ZH-TW; MD updated to ZH-CN; PO updated to PL and PT

updated to PT-PT

Addition of ‘Stryker or its affiliated entities own, use, or have applied for
the following trademarks or service marks: HeartSine, samaritan, Stryker.
All other trademarks are trademarks of their respective owners or
holders. The absence of a product, feature, or service name, or logo from
AC this list does not constitute a waiver of Stryker’s trademark or other
intellectual property rights concerning that name or logo.” On page 6

Footer updated to include updated date of issue and updated rev AC

Address updated throughout to
‘HeartSine Technologies, Ltd.
207 Airport Road West
Belfast
Northern Ireland
BT3 9ED

United Kingdom’

Note: If this section is used, list no more than five (5) previous revisions.

Printed copies for reference only HeartSine Technologies Ltd. Confidential - This document contains information that is
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