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EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices (MDD), Annex |l excluding (4)
(Devices in Class lla, lIb or 1)

No. G1 095545 0023 Rev. 00

Product Service

Manufacturer: ESAOTE S.p.A.
Via Enrico Melen 77
16152 Genova
ITALY

NtvBiagi ESAOTE S.pA.
Facility(ies): Via degli Olmi 11, 50019 Sesto Fiorentino (FI), ITALY

ESAOTE S.pA.
Via di Caciolle 15, 50127 Firenze, ITALY

ESAQOTE S.p.A
Via Multedo di Pegli 2/E, 16155 Genova, ITALY

ESAOTE S.p.A.
Via Enrico Melen 77, 16152 Genova, ITALY

Product Category(ies): Ultrasonic medical diagnostic systems,
Probes for ultrasonic medical diagnostic systems,
Magnetic resonance imaging units for
medical diagnosis, Software for diagnostic imaging

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex Il. This quality
assurance system conforms to the requirements of this Directive and is subject to pericdical

surveillance. For marketing of class Ill devices an additional Annex Il (4) certificate is mandatory. See
also notes overleaf.

Report No.: ITA1290265
Valid from: 2019-06-14
Valid until: 2024-05-28
Date, 2019-06-14 / / iy,
Stefan Preil®
Head of Certification/Notified Body
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TUOV SUD Product Service GmbH is Notified Body with identification no. 0123

TOV SUD Product Service GmbH « Certification Body « Ridlerstrale 65 » 80339 Munich Germany
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EC sertlflkatas

Pilnos kokybés uztikrinimo sistema
Direktyva 93/42/EEC Medicininiams prietaisams (MDD), priedas Il iSskyrus (4)
(Prietaisai Klaséje lla, llb ar Ill)

Nr. G1 095545 0023 Rev. 00

Gamintojas: ESAOTE S.p.A.
Via Enrico Melen 77
16152 Genuja
ITALIJA
Infrastruktura: ESAOTE S.p.A.

Via Enrico Melen 77, 16152 Genuja, ITALIJA

ESAQTE S.p.A.
Via Multedo di Peglii 2/E, 16155 Genuja, ITALIJA

ESAOTE S.p.A.
Via di Caciolle 15, 50127 Florencija, ITALIJA

ESAOTE S.p.A.
Via degli Olmi 11, 50019 Sesto Fiorentino (FI), ITALIJA

Produkto Ultragarso medicininés diagnostinés

kategorija(jos): sistemos, davikliai ultragarso
medicininéms diagnostinéms sistemoms,
Magnetinio rezonanso prietaisai

Sertifikavimo jstaiga TUV SOD Product Service GmbH deklaruoja, kad minétas gamintojas jdiege kokybes
uztikrinimo sistema atitinkamy prietaisy / prietaiso kategorijy pagal MDD prieda Il dizainui, gamybai ir galutinei
apzitrai. Si kokybes uZtikrinimo sistema atitinka Sios direktyvos reikalavimus ir yra taikoma perioding priezidra.
Del Ill klases prietaisy marketingo yra privalomas priedo Il (4) sertifikatas. Taip pat zilrékite pastabas antroje lapo
puséje.

Raporto Nr.: ITA1290265
Galioja nuo: 2019-06-14
Galioja iki: 2024-05-26

Data, 2019-06-14 ’ "%

Stefan Preif,

TUV SOD Product
Service GmbH yra pranesta identifikacijos nr. 0123 Lapas 1 i§ 1

TUV SOD Product Service GmbH Zertifizierstelle Ridlerstrage 65 80339 Miunchenas Vokietija



