EC Certificate Full Quality Assurance System: Certificate HU19/8463

The management system of

Innomed Medical Zrt.

1146 Budapest, Szab6 J. u. 12.
Hungary

has been assessed and certified as meeting the requirements of

Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)

For the following products
The scope of registration appears on page 2 of this certificate.

This certificate is valid from 16 December 2019 until 24 May 2024
and remains valid subject to satisfactory surveillance audits.
Issue 1. Certified since 28 July 2004

and first certified by SGS Belgium NV since 16 December 2019

This is a multi-site certification.
Additional site details are listed on subsequent pages

Certification is based on reports numbered HU/BUD HUQO75MYH

SGS Belgium NV, Notified Body 1639

SGS House Noorderiaan 87 2030 Antwerp Belgium
t+32 (0)3 545-48-48 f +32 (0)3 545-48-49 www.sgs.com
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Digitally signed by Botnaru Andrei” 9%

This issued by the Co S e Date: 2022.10.23 15:45:42 EEST
iabbzs sy agelel Con oma Reason: MoldSign Signature
Cerfification Services, unless otherwise agreed, accessile at .
ww.sgs.comitenms_and_conditions htm. Attention is drawn to the limitatians of Location: Moldova
: iability, indemnification and jurisdictional issues established therein. The
authenticity of this document may be verified 2t hitps.iwww.sgs comien/certfisd-
clients-and-productsicarified-client-directory, Any unauthorized alteration, forgry
o falifafon of the confent ar sppearance of this document s unlawtu and
offenders may be proseculed to the fullest extent of the faw.
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Certificate HU19/8463 continued ..\

Innomed Medical Zrt.
Directive 93/42/EEC

on medical devices, Annex Il (excluding Section 4)

Issue 1
Detailed scope

TOP-X range of high frequency X-ray generators and equipments.
HEART-series electrocardiographs.

ARGUSYS 24-hour ECG monitors.

Cardio PC cardiological measuring system.

Cardio Aid cardiac defibrillators (CA360B, CA-1 AED, CA-1 AED PLUS).
Innobase cardiological software systems.

MRX TEL Il Remote Controlled X-ray Diagnostic Table.

MRX TEL NG I X-ray system with tomosynthesis function.

TOP-X nagyfrekvencias rontgengenerator csalad és rendszerek.
HEART sorozatu elektrokardiografok.
ARGUSYS 24-6ras EKG monitorok.
Cardio PC kardiologiai mérdrendszer.
Cardio Aid kardiologiai defibrillatorok. (CA360B, CA-1 AED, CA-1 AED PLUS)
o Innobase kardiolégiai szoftver rendszerek.
~- - MRXTEL Il Tavvezérelt rontgendiagnosztikai vizsgalo szerkezet
- MRXTEL NG Il Tavvezérelt atvilagit6-, és felvételi rontgen rendszer,
digitalis tomoszintézis opciéval.

PeHTreHoBCKMe 060pyA0OBaHNA U PEHTreHOBCKUE FreHepaTopb!

BbICOKOM YacToTkl « TOP-X»,

3nexrpokapaunorpad cepuncHEART».

CyTtouHbie MoHuTOpbl IKI «cARGUSYS».

Kapavonoruueckas usmepurensHas cuctema «Cardio PC».
Hedumbpunnaropei«CardioAid (CA360B, CA-1 AED, CA-1 AED PLUS)»,
Kapauonorndeckue nporpamMmmHele cucteMel «innobasen.

AnCTaHUMOHHO ynpaBnsemblil peHTreHo-auarHocTu4eckui komnnekc« MRXTEL l».
PenTreHoBcKan cucrema ¢ dyHkunent TomocuHTea«MRXTEL NG li».

Where the above scope includes class Il medical device(s), a valid EC Design Examination
Certificate according to Annex Il (Section 4) is a mandatory requirement for each device
in addition to this certificate to place that device on the market,

Additional facilities
2500 Esztergom, Schweide! u. 50. Hungary
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