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@ HeartSine

EC Declaration of Conformity

Manufacturer:  HeartSine Technologies Limited
Canberra House
203 Airport Road West
Belfast, BT3 9ED
UK

Device: samaritan® PAD 360P
Model: SAM 360P
Description:  Automated external defibrillator.

Medical Device Classification:  Identified as Class IIb under rule 9 of Annex IX of Council Directive

93/42/EEC as amended by 2007/47/EC

Scope of Declaration for Australia: Refer to Appendix 2.

HeartSine Technologies declares that the HeartSine samaritan PAD 360P (SAM 360P), a therapeutic
medical device in the range of Automated External Defibrillators, and its associated accessories are
designed and manufactured in conformity with:

The essential requirements (Annex |) and provisions of the European Medical Device Directive
(MDD) European Council Directive 93/42/EEC (as amended by 2007/47/EC)
o And is subject to the procedure set out in Annex Ii (excluding section 4), Full Quality
Assurance System, of Directive 93/42/EEC, as amended by Directive 2007/47/EC;
o Under the supervision of notified body number CE0123, TUV SUD Product Service
GmbH, Certification Body, Ridlerstrape 65, 80339 Munich, Germany.

Clause 1.8 of Schedule 3 of the Australian Therapeutic Goods (Medical Devices) Regulations
2002.

o Each kind of medical device to which the system has been applied complies with the
applicable provisions of the essential principles, classification rules, and the full quality
assurance procedures, at each stage, from the design of the device until its final
inspection before being supplied.

o Itis subject to the Australian Standards Applied referred within Appendix 3.

ROHS Directive (2011/65/EU), amended by RoHS3 Directive (EU 201 5/863), with exemptions
Annex IV number 17 lead solder in portable defibrillators, Annex Il exemption 6c — copper alloy
containing up to 4% lead by weight, exemption 7(a) — lead in high melting solders, exemption 7
(c)-1 - Electrical and electronic components containing lead in glass or ceramics.

HeartSine Technologies European Authorised Representative address is as follows; Stryker
European Operations Limited, Anngrove, IDA Business & Technology Park, Carrigtwohill, Co
Cork, T45HX08, Ireland.

HeartSine Technologies is exclusively responsible for this declaration of conformity.
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Certification
Council Directive 93/42/EEC
EN ISO 13485:2016

Efectronically signed by: Rebecca
Funston

,’. Cf.-u Reason: | approve this document
Date: Jun 25, 2020 12:12 GMT+1

Signature

Rebecca Funston

TUV Certificate Number
No. G1 067590 0006 Rev. 00
No. Q5 067590 0003 Rev. 00

Date 25-Jun-2020

Senior Manager, Regulatory Affairs & Quality Assurance

HeartSine Technologies Ltd.
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Appendix 1
Ref Description GMDN Code

360-STR-CA-10 1 SAM 360P with 1 Adult Pad-Pak 48047
360-STR-CZ-10 1 SAM 360P with 1 Adult Pad-Pak 48047
360-STR-DA-10 1 SAM 360P with 1 Adult Pad-Pak 48047
360-STR-DE-10 1 SAM 360P with 1 Adult Pad-Pak 48047
360-STR-EE-10 1 SAM 360P with 1 Adult Pad-Pak 48047
360-STR-EL-10 1 SAM 360P with 1 Adult Pad-Pak 48047
360-STR-ES-10 1 SAM 360P with 1 Adult Pad-Pak 48047
360-STR-FI-10 1 SAM 360P with 1 Adult Pad-Pak 48047
360-STR-FR-10 1 SAM 360P with 1 Adult Pad-Pak 48047
360-STR-HR-10 1 SAM 360P with 1 Adult Pad-Pak 48047
360-STR-HU-10 1 SAM 360P with 1 Adult Pad-Pak 48047
360-STR-IS-10 1 SAM 360P with 1 Adult Pad-Pak 48047
360-STR-IT-10 1 SAM 360P with 1 Adult Pad-Pak 48047
360-STR-LT-10 1 SAM 360P with 1 Adult Pad-Pak 48047
360-STR-LV-10 1 SAM 360P with 1 Adult Pad-Pak 48047
360-STR-NL-10 1 SAM 360P with 1 Adult Pad-Pak 48047
360-STR-NO-10 1 SAM 360P with 1 Adult Pad-Pak 48047
360-STR-PO-10 1 SAM 360P with 1 Adult Pad-Pak 48047
360-STR-PT-10 1 SAM 360P with 1 Adult Pad-Pak 48047
360-STR-RK-10 1 SAM 360P with 1 Adult Pad-Pak 48047
360-STR-RO-10 1 SAM 360P with 1 Adult Pad-Pak 48047
360-STR-SL-10 1 SAM 360P with 1 Adult Pad-Pak 48047
360-STR-ST-10 1 SAM 360P with 1 Adult Pad-Pak 48047
360-STR-SV-10 1 SAM 360P with 1 Adult Pad-Pak 48047
360-STR-TR-10 1 SAM 360P with 1 Adult Pad-Pak 48047
360-STR-UK-10 1 SAM 360P with 1 Adult Pad-Pak 48047
360-STR-CA-AV 1 SAM 360P with 1 Aviation Pad-Pak 48047
360-STR-CZ-AV 1 SAM 360P with 1 Aviation Pad-Pak 48047
360-STR-DA-AV 1 SAM 360P with 1 Aviation Pad-Pak 48047
360-STR-DE-AV 1 SAM 360P with 1 Aviation Pad-Pak 48047
360-STR-EE-AV 1 SAM 360P with 1 Aviation Pad-Pak 48047
360-STR-EL-AV 1 SAM 360P with 1 Aviation Pad-Pak 48047
360-STR-ES-AV 1 SAM 360P with 1 Aviation Pad-Pak 48047
360-STR-FI-AV 1 SAM 360P with 1 Aviation Pad-Pak 48047
360-STR-FR-AV 1 SAM 360P with 1 Aviation Pad-Pak 48047
360-STR-HR-AV 1 SAM 360P with 1 Aviation Pad-Pak 48047
360-STR-HU-AV 1 SAM 360P with 1 Aviation Pad-Pak 48047
360-STR-IS-AV 1 SAM 360P with 1 Aviation Pad-Pak 48047
360-STR-IT-AV 1 SAM 360P with 1 Aviation Pad-Pak 48047
360-STR-LT-AV 1 SAM 360P with 1 Aviation Pad-Pak 48047
360-STR-LV-AV 1 SAM 360P with 1 Aviation Pad-Pak 48047
360-STR-NL-AV 1 SAM 360P with 1 Aviation Pad-Pak 48047
360-STR-NO-AV 1 SAM 360P with 1 Aviation Pad-Pak 48047
360-STR-PO-AV 1 SAM 360P with 1 Aviation Pad-Pak 48047
360-STR-PT-AV 1 SAM 360P with 1 Aviation Pad-Pak 48047
360-STR-RK-AV 1 SAM 360P with 1 Aviation Pad-Pak 48047
360-STR-RO-AV 1 SAM 360P with 1 Aviation Pad-Pak 48047
360-STR-SL-AV 1 SAM 360P with 1 Aviation Pad-Pak 48047
360-STR-SV-AV 1 SAM 360P with 1 Aviation Pad-Pak 48047
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360-STR-TR-AV
360-STR-UK-AV

1 SAM 380P with 1 Aviation Pad-Pak 48047
1 SAM 360P with 1 Aviation Pad-Pak 48047

Appendix 2

Model
ltem Number Description AU GMDN Code

360-BAS-UK-10 SAM 360P 1 Pad-Pak-03 UK English m
360-TSO-UK-10 SAM 360P 1 Pad-Pak-07 Uk English “
360-BAS-USROW-1g SAM 360P 1 Pad-Pak-03 US Engiish m
360-TSO-USROW-19 SAM 360P 1 Pad-Pak.07 US English m
360-BAS-SJ-10 SAM 360P 1 Pad-Pak-03 Ug English m
360-BAS-UK-GW PACKAGE, 360P, GATEWAY ‘HE.-
360-BAS-UR-GW PACKAGE, 360P, GATEWAY -EE_
360-STR-UK-10 SAM 360P, Pad-Pak-03, UK English m_
360-STR-UK-AV SAM 360P, Pad-Pak-07, UK Ene lish m_

Appendix 3

ISO 13485
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ES Prohiagenj O shodé

Vyrobce: HeartSine Technologies Limited
Canberra House
203 Airport Road West
Belfast, BT3 9gp
Velkd Britanie

Prostfedek: Samaritan ® papp 360pP
Model: SAM 360p
Popis : Automata‘ckv externi defibrilstor
Klasifikace zdravotnického Prostredky: Identifikov4n Jako T¥ida 11p podle Pravidla 9 Piilohy I1x
Smérnice Rady 93/42/FHs ve znénj 2007/47/€s
Rozsah Prohlageni Pro Austrilii: vi; Pfiloha 2.

®  zdkladnimi PoZadavky (Pfiloha l)a ustanovenimi évropské Smérnice o zdravotnicchh
Prostiedcich 93/42/eHs (ve zn&nj 2007/47/ES)
®* 3 podiéhaji Postupu stanovenémy Priloze 11 (s
komplexniho zabezpegovini jakosti, ke Smérnic
2007/47/ES;
® pod dohledem 0zndmeného subjektu &slo CE0123, TUV sip Product Service
GmbH, certifikacni orgén, RidlerstraBe 65, 80339 Mnichoy, Némecko,

wijimkou oddily 4), Systém
i 93/42/EHS, Ve znéni Smérnice

odem t4nj, Wijimka 7 (c)-1- Elektrické 3 elektronické komponenty obsahujicy olovo
ve skle 3 keramice.
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Certifikace Cislo certifikatu TUV
Smérnice Rady 93/42/EHS €. G1 067590 0006 Rev. 00
EN ISO 13485:2016 €. Q5 067590 0003 Rev. 00

Elektronicky podepsal/a: Rebecca Funston
Divod. Tento dokument schvaluji

Datum: 25. €ervna 2020 12:12 GMT +1

Podpis podpis necitelny Datum: 25. &ervna 2020
Rebecca Funston

Senior Manager, ZileZitosti regulace & Zajisténi kvality
HeartSine Technologies Ltd.
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Priloha 1
Ref Popis Kéd GMDN
360-STR-CA-10 1 5AM 360P s 1 elektrodovym balickem pro dospélé Pad-Pak 48047
360-STR-CZ-10 1S5AM 360P s 1 elektrodovym bali¢kem pro dospélé Pad-Pak 48047
360-STR-DA-10 1SAM 360Ps 1 elektrodovym balickem pro dospélé Pad-Pak 48047
360-STR-DE-10 15AM 360P s 1 elektrodovym balitkem pro ospélé Pad-Pak 48047
360-STR-EE-10 1SAM 360P s 1 elektrodovym balickem pro dospélé Pad-Pak 48047
360-STR-EL-10 1SAM 360P s 1 elektrodovym balickem pro dospélé Pad-Pak 48047
360-STR-ES-10 1SAM 360P s 1 elektrodovym baligkem pro dospélé Pad-Pak 48047
360-STR-FI-10 1SAM 360P s 1 elektrodovym baligkem pro dospélé Pad-Pak 48047
360-STR-FR-10 15AM 360P s 1 elektrodovym balickem pro dospélé Pad-Pak 48047
360-STR-HR-10 15AM 360P s 1 elektrodovym balitkem pro dospélé Pad-Pak 48047
360-STR-HU-10 15AM 360Ps 1 elektrodovym balitkem pro dospélé Pad-Pak 48047
360-STR-IS-10 1SAM 360P s 1 elektrodovym bali¢kem pro dospélé Pad-Pak 48047
360-STR-IT-10 15AM 360P s 1 elektrodovym baligkem pro dospélé Pad-Pak 48047
360-STR-LT-10 15AM 360P s 1 elektrodovym bali¢kem pro dospélé Pad-Pak 48047
360-STR-LV-10 1SAM 360P s 1 elektrodovym baligkem pro dospélé Pad-Pak 48047
360-STR-NL-10 1SAM 360P s 1 elektrodovym balickem pro dospélé Pad-Pak 48047
360-STR-NO-10 1SAM 360Ps 1 elektrodovym balitkem pro dospélé Pad-Pak 48047
360-STR-PO-10 1SAM 360P s 1 elektrodovym balitkem pro dospélé Pad-Pak 48047
360-STR-PT-10 15AM 360P s 1 elektrodovym bali¢kem pro dospélé Pad-Pak 48047
360-STR-RK-10 15AM 360Ps 1 elektrodovym balickem pro dospélé Pad-Pak 48047
360-STR-RO-10 1SAM 360P s 1 elektrodovym balitkem pro dospélé Pad-Pak 48047
360-STR-SL-10 15AM 360P s 1 elektrodovym balickem pro dospélé Pad-Pak 48047
360-STR-ST-10 15AM 360P s 1 elektrodovym balitkem pro dospélé Pad-Pak 48047
360-STR-SV-10 15AM 360Ps 1 elektrodovym balickem pro dospélé Pad-Pak 48047
360-STR-TR-10 1SAM 360P s 1 elektrodovym balitkem pro dospélé Pad-Pak 48047
360-STR-UK-10 1SAM 360P s 1 elektrodovym balickem pro dospélé Pad-Pak 48047
360-STR-CA-AV 1SAM 360P s 1 elektrodovym balitkemn Pad-Pak pro pousiti v letadle 48047
360-STR-CZ-AV 1SAM 360Ps1 elektrodovym balickemn Pad-Pak pro poutiti v letadle 48047
360-STR-DA-AV 15AM 360P s 1 elektrodovym balitkem Pad-Pak Pro pouZiti v letadle 48047
360-STR-DE-AV 15AM 360P s 1 elektrodovym balitkem Pad-Pak pro pouiiti v letadle 48047
360-STR-EE-AV 15AM 360P s 1 elektrodovym balitkem Pad-Pak pro poufiti v letadle 48047
360-STR-EL-AV 1SAM 360Ps1 elektrodovym bali¢kemn Pad-Pak pro pousiti v letadle 48047
360-STR-ES-AV 1SAM 360P s 1 elektrodovym balitkem Pad-Pak pro pousiti v letadle 48047
@-STR-FJ—AV 15AM 360Ps 1 elektrodovym balitkem Pad-Pak pro pouZiti v letadle 48047
1360-STR-FR-AV 15AM 360Ps 1 elektrodovym balitkem Pad-Pak pro pouZiti v letadle 48047
360-STR-HR-AV 1SAM 360P s 1 elektrodovym balitkem Pad-Pak pro poutiti v letadle 48047
360-STR-HU-AV 1SAM 360P s 1 elektrodovym balitkem Pad-Pak pro pouiiti v letadle 48047
360-STR-IS-AV 1SAM 360P s 1 elektrodovym balitkem Pad-Pak pro pouZiti v letadle 48047
360-STR-IT-AV 15AM 360P s 1 elektrodovym balitkem Pad-Pak pro poufiti v letadle 48047
360-STR-LT-AV 1S5AM 360P s 1 elektrodovym balickem Pad-Pak pro poufiti v letadle 48047
360-STR-LV-AV 1SAM 360P s 1 elektrodovym balitkem Pad-Pak pro pousitf v letadle 48047
360-STR-NL-AV 1SAM 360P s 1 elektrodovym balickem Pad-Pak pro poutiti v letadle 48047
360-STR-NO-AV 15AM 360Ps 1 elektrodovym balitkemn Pad-Pak pro poutziti v letadle 48047
360-STR-PO-AV 1SAM 360P s 1 elektrodovym baligkem Pad-Pak pro pouiti v letadle 48047
360-STR-PT-AV 1SAM 360P s 1 elektrodovym balitkem Pad-Pak pro poufiti v letadle 48047
350-STR-RK-AV 1SAM 360P s 1 elektrodovym balitkem Pad-Pak pro pouZiti v letadle 48047
360-STR-RO-AV 1SAM 360P s 1 elektrodovym balitkem Pad-Pak pro pouiti v letadle 48047
350-STR-SL-AV 1SAM 360P s 1 elektrodovym baligkem Pad-Pak pro pousitf v letadle 48047
250-STR-SV-AV 1SAM 360P s 1 elektrodovym bali¢kem Pad-Pak pro pouZiti v letadle 48047
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360-STR-TR-AV 1SAM 360Ps 1 elektrodovym balitkem Pad-Pak pro pouZitiv 148047
360-5TR-UK-AV 1SAM 360P s 1 elektrodovym balickern Pad-Pak pro pouZitiv 148047
Pt¥iloha 2

Model
= g

Cislo polozky Popis Kéd AUGMDN
360-BAS-UK-10 SAM 360P 1 Pad-Pak-03 Velka Britanie angli¢tina 37805
360-TSO-UK-10 SAM 360P 1 Pad-Pak-07 Velk3 Britanie anglittina 37805
360-BAS-USROW-10 SAM 360P 1 Pad-Pak-03 USA anglittina 37805
360-TSO-USROW-10 SAM 360P 1 Pad-Pak-07 USA anglittina 37805
360-BAS-SJ-10 SAM 360P 1 Pad-Pak-03 USA anglittina 37805
360-BAS-UK-GW PACKAGE, 360P, GATEWAY 37805
360-BAS-UR-GW PACKAGE, 360P, GATEWAY 37805
1360-STR-UK-10 SAM 360P, Pad-Pak-03, Velkd Britdnie angli¢tina 137805
1360-STR-UK-AV SAM 360P, Pad-Pak-07, Velkd Britdnie angli¢tina 137805

Pfiloha 3
Normy Ndzey
ISO 13485 Zdravotnické prostiedky —Systémy fizeni kvality — PoZadavky pro uéely regulace
AAMI MDS Vyvoi bezpeéného, tiinného a spolehlivého zdravotnického software

ANSI/AAMI EC57

Testovéni a vykazovéni vysledk algoritm® méfeni srde&niho rytmu a ST segmentu

EN 1041 PoZadavky na informace poskytované vyrobci zdravotnickych prostiedki
ISO 60529 Stupné ochrany krytem (IP kéd)
ISO 15223 Zdravotnické prostfedky - Znatky pro $titky, oznatovani a informace poskytované se
zdravotnickymi prostiedky
50 14971 Zdravotnické prostiedky — Aplikace fizeni rizika na zdravotnické prostiedky
>0 10993 Biologické hodnoceni zdravotnickych prostiedkd - Cast 1: Hodnoceni a zkougeni v
ramci procesu Fizeni rizika
-C 60878 Grafické zna¢ky pro elektrickd zafizeni v lékafské praxi
~1CFR 820 Regulace systému kvality _
=N 60601-1 Zdravotnické elektrické pfistroje - Cést 1: Véeobecné poZadavky na zakladni
bezpecnost a nezbytnou funkénost
~ N 60601-1-2 EMC poZadavky na zdravotnické elektrické ptistroje
~ N 60601-1-6 PoZadavky na bezpe&nost: Pousitelnost
~ N 50601-2-4 PoZadavky na bezpeZnost srdeénich defibrildtord
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CERTIFICATE OF TRANSLATION

| hereby certify that | have translated the attached document from Czech to English
to the best of my knowledge and ability.

Barbora Tognerovéa, English language certified translator-interpreter, authorized by

the Regional Court (Krajsky soud) in Ceské Budé&jovice 25 November, 1992 under
the Ref. No. Spr. 2061/92, T-186.

The translation is recorded in the Book of Translations under the No.

Date:

Jako soudni tlumoénik z jazyka anglickeho, jmenovany Krajskym soudem v Ceskych
Budgjovicich dne 25. listopadu 1992 pod ¢. jedn. Spr. 2061/92, T-186, osvédduiji, Zze
tento dokument je doslovnym piekladem anglického textu v pfipojeném
dokumentu.

Pteklad je zaznamenan v tlumoé&nickém deniku pod pof. ¢islem J0 /ﬁé‘}
one: LA L0/

Barbora To$nerova
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