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Product Service

EC Certificate
Full Quality Assurance System
Directive 93/42lEEC on Medical D6vices (MDD), Annex ll excluding (4)
(Devlces ln Class lla, llb or lll)

No. G'l 17 0170231 011

Manufacturer:

Hffiffi

Product
Category(ies):

Valid from:
Valid until:

2017 -02-12

2022-02-11

ECG Recorders, ECG Analysers,
Ambulatory NIBP recorders,
Gardiac Information Management
Systems, ECG Receiving System,
EGG Stress Test Systems,
Anaesthetic Machines, Anaesthetic
Vaporisers and Circle Absorbers

The Certification Body of TUV SUD Product Service GmbH declares that the aforementioned
manufaclurer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MOD Annex ll.
This quality assurance system conforms to the requiremenls of this Directive and is subject to
periodical surveillance. For marketing of class lll devices an additional Annex ll (4) certificate
is mandatory. See also notes overleaf.

Report No.: 75937470

q
Date, 2017-02-03

Stefan PreiB

ToV SUD Product Service GmbH is Notified Body with identilication no.0123
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Spacelabs Healthcare Ltd.
Unit B, Foxholes Centre
John Tate Road

Hertford
Hertfordshire SG'13 7DT

UNITED KINGDOM
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Product Service

EG Certificate
Full Quality Assurance System
Directive 93/42IEEC on Medical Devlces (MDD), Annox ll excluding (4)
(Devices in Class t:a, llb or lll)

No. G117 0170231011

Facility(ies): Spacelabs Healthcare Ltd.
Unit B, Foxholes Centre, John Tate Road, Hertford, Hertfordshire
SG13 7DT, UNITED KINGDOM

Spacelabs Healthcare Ltd.
43 Moray Place, Edinburgh, Lothian EH3 68T, UNITED
KINGDOM

Spacelabs Healthcare, lnc.
2802 Coho Street, Suite 202, Madison Wl 53713, USA
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Vertimas iS anglu kalbos

EC- SERTI FIKATAS
Pilnos kokyb6s uZtikrinimo sistema
(Medicininiq prietaisq direktyvos 93142/EEC 3 skyrius, II priedas)

Nr. Gl l7 01702310ll

Gamintojas: Spacelabs Healthcare Ltd.
1 Harforde Court
John Tate Road, Hertford
Hertfordshire
SG13 7NW
JI]NGTINE KARALYSTE

Produkto kategorija (-os): EKG uZralymo itaisai, EKG analizatoriai, Ambulatoriniai
AKS uZra5ymo itaisai, Kardiologinds informacijos
sistemos, EKG pritmimo sistemos, EKG krtivio sistemos,
DPV aparatai, Anestezijos aparatai, Anestetikq garintuvai
ir ahsorberiai.

TUV SUD Product Service GmbH deklaruoja, kad aukSdiau pamin6tas gamintojas igyvendino
kokybds uZtikrinimo sistem4 atitinkamq produktq / produkto kategorijq pagal medicininiq prietaisq
direktyvE g3l4zlE,E;C II priedo 3 skyriq dizainui, gamybai ir galutinei apZiiirai. Si kokybas
uZtikrinimo sistema atitinka Direktyvos nuostatas ir reikalauja periodinds prieZitiros. III klasds
produkq marketingui yra privalomas papildomas II.4 sertifikato priedas. Taip pat Ziiirekite lapo
antroj e puseje.

Raporto Nr,l 75937670

Galioja nuo:
Galioja iki:

Data, 2017 -02-03
(para.ias)

Stefan Preib

TUV SUD Product Service GmbH yra Notifikuota institucija pagal Tarybos Direktyv4 93/42IEEC, liediandi4
medicininius prietaisus su identifikacijos nr. 0123.

20t7-02-12
2022-02-tl
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Nr. Gl 17 0170231011

Baz6:

sistema
direktyvos 93l42lEEC II priedas i5skyrus (4)

Spacelabs llealthcare Ltd.
I Harforde Court, John Tate Road, Hertford
Hertfordshire SGl3 7NW
JI]NGTINE KARALYSTE

Spacelabs Healthcare Ltd.
43 Moray Place, Edinburgh, Lothlan EH3 68T,
JI]NGTINE KARALYSTE

Spacelabs Healthcare Inc.
2802 Coho Street, Suite 202, Madison WI 53713, JAV


