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EC Declaration of Conformity

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

Device: samaritan PAD 350P
Model: SAM 350P
Description:  Automated external defibrillator.
Medical Device Classification:  Identified as Class lib under rule 9 of Annex IX of Council Directive
93/42/EEC as amended by 2007/47/EC

HeartSine Technologies declares that the HeartSine samaritan PAD 350P (SAM 350P), a therapeutic
medical device in the range of Automated External Defibrillators, and its associated accessories are
designed and manufactured in conformity with:

e a) 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 |l (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 CE0120, SGS United Kingdom Limited,
Worle Parkway, Weston Super Mare, United Kingdom, BS22 BWA.

* Article 4 of ROHS2 Directive (2011/65 EU), with exceptions Annex Ill (6c — lead in copper alloy)
and Annex IV (17 — lead in solder for portable emergency defibrillators).

Certification SGS Certificate Number
Council Directive 93/42/EEC GB02/54193
ISO 13485:2003 GB02/54195
EN ISO 13485:2012 GB02/54195
ISO 9001:2008 GB02/54194

Signature /(0 F"\.’H—'—\ Date |9 Jul 207

Rebecca Funston

Senior Manager, Regulatory Affairs & Quality Assurance
HeartSine Technologies Ltd.
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Appendix 1
Ref Description GMDN Code
350-STR-CA-10 1 SAM 350P with 1 Adult Pad-Pak 47910
350-STR-DA-10 1 SAM 350P with 1 Adult Pad-Pak 47910
350-STR-DE-10 1 SAM 350P with 1 Adult Pad-Pak 47910
350-STR-ES-10 1 SAM 350P with 1 Adult Pad-Pak 47910
350-STR-FI-10 1 SAM 350P with 1 Adult Pad-Pak 47910
350-STR-FR-10 1 SAM 350P with 1 Adult Pad-Pak 47910
350-STR-1S-10 1 SAM 350P with 1 Adult Pad-Pak 47910
350-STR-IT-10 1 SAM 350P with 1 Adult Pad-Pak 47910
350-STR-NL-10 1 SAM 350P with 1 Adult Pad-Pak 47910
350-STR-NO-10 1 SAM 350P with 1 Adult Pad-Pak 47910
350-STR-PO-10 1 SAM 350P with 1 Adult Pad-Pak 47910
350-STR-PT-10 1 SAM 350P with 1 Adult Pad-Pak 47910
350-STR-RK-10 1 SAM 350P with 1 Adult Pad-Pak 47910
350-STR-RS-10 1 SAM 350P with 1 Adult Pad-Pak 47910
350-STR-ST-10 1 SAM 350P with 1 Adult Pad-Pak 47910
350-STR-8V-10 1 SAM 350P with 1 Adult Pad-Pak 47910
350-STR-UK-10 1 SAM 350P with 1 Adult Pad-Pak 47910
350-STR-CA-AV 1 SAM 350P with 1 Aviation Pad-Pak 47910
350-STR-DA-AV 1 SAM 350P with 1 Aviation Pad-Pak 47910
350-STR-DE-AV 1 SAM 350P with 1 Aviation Pad-Pak 47910
350-STR-ES-AV 1 SAM 350P with 1 Aviation Pad-Pak 47910
350-STR-FI-AV 1 SAM 350P with 1 Aviation Pad-Pak 47910
350-STR-FR-AV 1 SAM 350P with 1 Aviation Pad-Pak 47910
350-STR-1S-AV 1 SAM 350P with 1 Aviation Pad-Pak 47910
350-STR-IT-AV 1 SAM 350P with 1 Aviation Pad-Pak 47910
350-STR-NL-AV 1 SAM 350P with 1 Aviation Pad-Pak 47910
350-STR-NO-AV 1 SAM 350P with 1 Aviation Pad-Pak 47910
350-STR-PO-AV 1 SAM 350P with 1 Aviation Pad-Pak 47910
350-STR-PT-AV 1 SAM 350P with 1 Aviation Pad-Pak 47910
350-STR-RK-AV 1 SAM 350P with 1 Aviation Pad-Pak 47910
350-STR-RS-AV 1 SAM 350P with 1 Aviation Pad-Pak 47910
350-STR-ST-AV 1 SAM 350P with 1 Aviation Pad-Pak 47910
350-STR-SV-AV 1 SAM 350P with 1 Aviation Pad-Pak 47910
350-STR-UK-AV 1 SAM 350P with 1 Aviation Pad-Pak 47910
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EC Prohlaseni o shodé

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

Prostfedek: samaritan PAD 350P

Model: SAM 350P

Nazev: Automaticky externi defibriltor.

Klasifikace zdravotniho prostfedku:  Identifikovan jako Tfida llb podle regule 9 Dodatku I1X Smérnice
Rady 93/42/EEC ve znéni podle 2007/47/EC

HeartSine Technologies prohlasuje, Ze HeartSine samaritan PAD 350P (SAM 350P), terapeuticky
zdravotnicky prostfedek v sortimentu Automatickych externich defibrilatorQ a jeho souvisejici pfislusenstvi
jsou navrzeny a vyrobeny v souladu se:

* a) zakladnimi pozadavky (Dodatek I) a ustanovenimi Ev ropské smérnice pro zdravotnické
prostfedky (MDD), Evropska smérnice Rady 93/42/EEC (ve zn&ni podle 2007/47/EC)

o0 Aje pfedmétem postupu stanoveného v Dodatku Il (vyjma oddilu 4), Uplny systém
zajistovani kvality, Smérnice 93/42/EEC, ve znéni podle Smérnice 2007/47/EC:

0 Pod dohledem notifikované osoby &islo CE0120, SGS United Kingdom Limited,
Worle Parkway, Weston Super Mare, Spojené kralovstvi, BS22 6WA.

+  Clankem 4 Smérnice ROHS2 (2011/65 EU), s vyjimkami Dodatku Il (6c - olovo ve slitiné mé&di)
a Dodatku IV (17 - olovo v pajce pro pfenosné pohotovostni defibrilatory).

Certifikace SGS cislo osvédéeni
Smérnice Rady 93/42/EEC GB02/54193
ISO 13485:2003 GB02/54195
EN ISO 13485:2012 GB02/54195
ISO 9001:2008 GB02/54194
Podpis (podpis) Datum 19. Cervenec 2018

Rebecca Funston

Star$i manazerka, Regulatorni zalezitosti a ové&fovani kvality
HeartSine Technologies Ltd.
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Priloha 1

Ref Nazev Kéd GMDN
350-STR-CA-10 1 SAM 350P s 1 podloZkou pro dospélé - Pak 47910
350-STR-DA-10 1 SAM 350P s 1 podlozkou pro dospélé - Pak 47910
350-STR-DE-10 1 SAM 350P s 1 podloZkou pro dospélé - Pak 47910
350-STR-ES-10 1 SAM 350P s 1 podlozkou pro dospélé - Pak 47910
350-STR-FI-10 1 SAM 350P s 1 podloZkou pro dospéle - Pak 47910
350-STR-FR-10 1 SAM 350P s 1 podlozkou pro dospélé - Pak 47910
350-STR-IS-10 1 SAM 350P s 1 podloZkou pro dospélé - Pak 47910
350-STR-IT-10 1 SAM 350P s 1 podlozkou pro dospélé - Pak 47910
350-STR-NL-10 1 SAM 350P s 1 podlozkou pro dospélé - Pak 47910
350-STR-NO-10 1 SAM 350P s 1 podloZkou pro dospélé - Pak 47910
350-STR-PO-10 1 SAM 350P s 1 podlozkou pro dospélé - Pak 47910
350-STR-PT-10 1 SAM 350P s 1 podloZkou pro dospélé - Pak 47910
350-STR-RK-10 1 SAM 350P s 1 podlozkou pro dospélé - Pak 47910
350-STR-RS-10 1 SAM 350P s 1 podlozkou pro dospélé - Pak 47910
350-STR-ST-10 1 SAM 350P s 1 podlozkou pro dospélé - Pak 47910
350-STR-SV-10 1 SAM 350P s 1 podloZkou pro dospélé - Pak 47910
350-STR-UK-10 1 SAM 350P s 1 podloZkou pro dospélé - Pak 47910
350-STR-CA-AV 1 SAM 350P s 1 leteckou podiozkou - Pak 47910
350-STR-DA-AV 1 SAM 350P s 1 leteckou podloZkou - Pak 47910
350-STR-DE-AV 1 SAM 350P s 1 leteckou podlozkou - Pak 47910
350-STR-ES-AV 1 SAM 350P s 1 leteckou podloZzkou - Pak 47910
350-STR-FI-AV 1 SAM 350P s 1 leteckou podlozkou - Pak 47910
350-STR-FR-AV 1 SAM 350P s 1 leteckou podlozkou - Pak 47910
350-STR-IS-AV 1 SAM 350P s 1 leteckou podloZkou - Pak 47910
350-STR-IT-AV 1 SAM 350P s 1 leteckou podlozkou - Pak 47910
350-STR-NL-AV 1 SAM 350P s 1 leteckou podlozkou - Pak 47910
350-STR-NO-AV 1 SAM 350P s 1 leteckou podlozkou - Pak 47910
350-STR-PO-AV 1 SAM 350P s 1 leteckou podloZkou - Pak 47910
350-STR-PT-AV 1 SAM 350P s 1 leteckou podlozkou - Pak 47910
350-STR-BRK-AV 1 SAM 350P s 1 leteckou podlozkou - Pak 47910
350-STR-RS-AV 1 SAM 350P s 1 leteckou podiozkou - Pak 47910
350-STR-ST-AV 1 SAM 350P s 1 leteckou podioZkou - Pak 47910
350-STR-SV-AV 1 SAM 350P s 1 leteckou podlozkou - Pak 47910
350-STR-UK-AV 1 SAM 350P s 1 leteckou podlozkou - Pak 47910
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TLUMOCNICKA DOLOZKA/TRANSLATOR'S CLAUSE

Jako flumoénik anglického jazyka jmenovany rozhodnutim Krajského soudu v
Usti nad Labem ze dne 22.1.1993 pod &islem jednacim 1492 podle § 3 zak.c.
36/1967 Sb. stvrzuji, e preklad souhlasi s textem pfipojené listiny.

As a translator of the English language assigned by the award of the Regional
Court of Law in Usti nad Labem dated 22th January 1993 under the file number
1492 issued in compliance with § 3 of the Law no.36/1967 of Digest, 1 hereby

certify that the translation of the document fully corresponds with the document
attached.

Tlumoénicky tkon je zapsan pod pofadovym ¢islem 775 75 deniku.
This translator’s act is recorded under the serial no. ...... 705 [0, of the
Translator’s diary.

Mgr. Karel Krej¢i
tlumotnik anglického jazyka/English Language Translator

.







