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Innomed Medical

INNOMED Medical Developing and
Manufacturing Zrt.

B0 1146 Budapest, Szabo Jozsef utca 12. Hungary

&  (36-1) 460-9200

Fax (36-1) 460-9222

CERTIFICATE OF SOLE AND EXCLUSIVE
DISTRIBUTORSHIP & LETTER OF AUTHORIZATION

Valid for the Federal Republic of Germany, the Republic of Austria, the Czech Republic
and the Slovak Republic

INNOMED MEDICAL ZRT.
H-1146 Budapest, XIV. Szabd Jézsef utca 12, Hungary
Telephone: +36 1 460 9200
Fax: +36 1 460 9222
Tax No.: 12221275-2-42
EU VAT ID: HU12221275

PREAMBLE

Innomed Medical Zrt., an internationally recognized manufacturer of medical devices
with 35 years of experience in the development and production of medical technology,
holder of quality certification according to ISO 13485 and manufacturer in compliance
with the European Medical Device Regulation (EU MDR 2017/745), hereby solemnly declares

the following:



Innomed Medical

INNOMED Medical Developing and
Manufacturing Zrt.
B4 1146 Budapest, Szab6 Jozsef utca 12. Hungary
& (36-1) 460-9200
Fax (36-1) 460-9222

QUALITY AND SAFETY ASSURANCE

All CardioAid®-1 AED devices are manufactured in accordance with the highest international
quality standards and are intended for professional use as well as for use by laypersons.

To ensure full functionality, reliability, and patient safety, the manufacturer authorizes sales,
servicing, maintenance, and training exclusively through its authorized distributor.

EXCLUSIVE RIGHTS

This document certifies that:

Spencer Medical s.r.o.

Turbinova 13

831 04 Bratislava — Nové Mesto, Slovak Republic
Tax No. : 2120707743

EU VAT ID : SK2120707743

is the sole and exclusive entity authorized in the Federal Republic of Germany,
the Republic of Austria, the Czech Republic, and the Slovak Republic to perform
the following activities:

Sale of original CardioAid®-1 AED devices, including spare parts and accessories.
2. Right to Grant Sub-Distribution Authorizations to entities that meet all high standards
established by the manufacturer and the exclusive distributor.
3. Provision of warranty and post-warranty service in accordance with the manufacturer's
conditions.
Performing preventive safety technical checks (BTK) according to national regulations.
Operator training.
Maintenance training.
Service technician training.
Performing all service operations using only manufacturer-approved original spare parts.
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Innomed Medical

INNOMED Medical Developing and
Manufacturing Zrt.
> 1146 Budapest, Szab6 Jozsef utca 12. Hungary
@ (36-1) 460-9200
Fax (36-1) 460-9222

STATEMENT OF AUTHORIZATION AND COMPETENCE

The manufacturer confirms that Spencer Medical s.r.o. has successfully completed all required
training and possesses the necessary technical equipment, qualified personnel,

and infrastructure to provide full support for CardioAid®-1 AED devices in all countries listed

in this certificate.

VALIDITY OF AUTHORIZATION

This authorization is granted for an indefinite period and shall remain in force until revoked
in writing by Innomed Medical Zrt.

VERIFICATION AND LEGAL NOTICE

Upon request, Innomed Medical Zrt. may provide an official confirmation of the authenticity

of this authorization to any customer or institution.

Any sale, servicing, maintenance, or training conducted by an entity other than the authorized
distributor or its duly authorized sub-distributor shall be considered a breach

of the manufacturer’s policies and will result in the immediate voiding of the product warranty.

In Budapest, 23 March, 2023 RTOT———————

Chairman and CEQ
INNOMED MEDICAL ZRT.



v“

Innomed Medical /loga/
Medical Developing and Manufacturing Zrt.

1146 Budapest,, Szabd Jozsef utca 12. Mad’arsko

(36-1) 460-9200

(36-1) 460 9222

Osvedcenie o vyhradnom a exkluzivnom
distribiitorstve a opravnenie

Plati pre Spolkovu republiku Nemecko, Rakiisku republiku, Cesku republiku a Slovensk republiku

INNOMED MEDICAL ZRT.
H-1146 Budapest, XIV. Szabd Jozsef utca 12, Mad’arsko
Telefon: +36 1 460 9200
Fax: +36 1 460 9222
DIC: 12221275-2-42
IC DPH EU: HU12221275

Preambula

Spolo¢nost’ Innomed Medical Zrt., medzinarodne uznavany vyrobca zdravotnickych pomdcok s 35-
roénymi sklisenostami vo vyvoji a vyrobe zdravotnickej technoldgie, drzitel’ osvedgenia o kvalite podla
ISO 13485 a vyrobea, ktory je v sulade s eurépskym nariadenim o zdravotnickych poméckach (EU MDR
2017/745) tymto vyhlasuje nasledovné:



Innomed Medical /loga/
Medical Developing and Manufacturing Zrt.

1146 Budapest’, Szabo Jozsef utca 12. Mad’arsko

(36-1) 460-9200

(36-1) 460 9222

Zabezpecenie kvality a bezpecnosti

V3etky zariadenia CardioAid®-1 AED st vyrobené v silade s najvys$simi medzinadrodnymi normami
kvality a su uréené na profesionalne pouzitie ako aj na pouzitie amatérmi.

Na zabezpedenie ich funké&nosti, spol'ahlivosti a bezpe¢nosti pacientov vyrobca opraviiuje vydava
opravnenie na predaj, servis, idrzbu a $kolenie vyhradne autorizovanému distribatorovi.

Vyhradné prava
Tento dokument osvedcuje, Ze, spoloénost™

Spencer Medical s.r.o.

Turbinova 13

831 04 Bratislava — Nové Mesto, Slovenska republika
DIC: 2120707743

IC DPH EU: SK2120707743

je jedinym a vyhradnym autorizovanym subjektom v Spolkovej republike Nemecko, Rakuskej republike,
Ceskej republike a Slovenskej republike s opravnenim vykonavat’ nasledovné ¢innosti:

1. Predaj origindlnych zariadeni CardioAid®-1 AED, vratane nahradnych dielov a prislusenstva.

2. Pravo udelit’ opravnenie na subdistribiciu subjektom, ktoré spliiaju vietky vysoké §tandardy zavedené
vyrobcom a vyhradnym distribitorom.

. Poskytovanie zaruky a pozaruéného servisu v stlade s podmienkami vyrobcu.

. Vykonavanie preventivnej bezpe¢nostnej technickej kontroly (BTK) v stlade s narodnymi predpismi.
. Skolenie operatorov.

. Skolenie udrzby.

. Skolenie servisného technika.

. Vykonavanie vietkych servisnych operacii vyuzitim vyhradne vyrobcom schvalenych nahradnych
dielov.
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Innomed Medical /loga/
Medical Developing and Manufacturing Zrt.

1146 Budapest, Szabo Jozsef utca 12. Mad’arsko

(36-1) 460-9200

(36-1) 460 9222

Vyhlasenie o opravneni a kompetencii

Vyrobea potvrdzuje, Ze spoloénost’ Spencer Medical s.r.o. spesne splnila vietky pozadované Skolenia
a vlastni vetko potrebné technické vybavenie, kvalifikovany persondl a infrastruktiru tak, aby poskytla
podporu pre zariadenia CardioAid®-1 AED vo vsetkych krajindch uvedenych v osvedCeni.

Platnost’ opravnenia

Opravnenie sa udel'uje na dobu neuréitt a zostava v platnosti az do pisomného odvolania zo strany
Innomed Medical Zrt.

Overenie a pravne oznamenie

Spoloénost’ Innomed Medical Zrt. moZe na poziadanie poskytnut’ oficidlne potvrdenie pravosti tohto
opravnenia akémukol'vek zakaznikovi alebo intiticii.

Akykol'vek predaj, servis, drzba, alebo $kolenie vedené subjektom inym ako je autorizovany distributor
alebo jeho riadne opravneny subdistribitor sa bude povazovat’ za poruenie zasad vyrobcu a bude mat’ za
nasledok okamzité zrusenie platnosti zaruky na produkt.

V Budapesti, diia 23. marca 2023 /podpis/ /peciatka/
Endre Dévai
Predseda a CEO
INNOMED MEDICAL ZRT.



PREKLADATELSKA DOLOZKA

Preklad / prekladatel’sky ikon som vypracovala ako prekladatelka zapisand v zozname znalcov,
timoénikov a prekladatel'ov, ktory vedie Ministerstvo spravodlivosti Slovenskej republiky, v
odbore pre jazyk anglicky, pod evidenénym ¢islom 971393.

Preklad / prekladatel'sky: tkon je zapisany v denniku pod &islom ASH [2ers

Prekladané listiny suhlasia s prelozenymi listinami.

Zaroveit vyhlasujem, Ze soxh si vedoma nasledkov vedome nepravdivého prekladu /
prekladatel’ského ukonu. .

TRANSLATOR’'S STATEMENT

I hereby certify that I have translated the document attached hereto as a certified translator
registered in the List of Experts, Interpreters and Translators kept by the Ministry of Justice of the
Slovak Republic, English Language Section, under registration number 971393.

The translation / translation act is entered in the translator’s book under number AR 23S

The translation corresponds to the content of the translated document.

I hereby declare that T am aware of the consequences arising from the knowingly false translation.

Odtladok tiradnej peciatky / Translator’s seal

Podpis prekladatel’a / Translator’s signature






