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QUALITY SYSTEM

EC-CERTIFICATE

Directive 93/42/EEC

Manufacturer: GE Healthcare Finland Oy
Kuortaneenkatu 2
FI-00510 Helsinki
FINLAND

Coverage of Certificate: Design, manufacture and final inspection

Product category: Patient monitoring systems and
related accessories, anaesthesia
software

Valid until: 27" May 2024

The manufacturer’s quality system for the design, manufacture and final inspection of
the aforesaid product category has been evaluated and meets the provisions of Council
Directive 93/42/EEC as set out in Annex Il Section 3. This approval is valid until the
expiry date provided that the manufacturer fulfils the obligations imposed by Annex II
in Directive 93/42/EEC. Products covered by the certificate are specified in the

attachment(s).
Valid from: 6™ September 2019
Tuomas Torvonen| « | I Annuna Makeld
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Systém kvality

EC — CERTIFIKAT

Smernica Rady ¢. 93/42/EHS

Vyrobca: GE Healthcare Finland Oy
Kuortaneenkatu 2
FI-00510 Helsinki

Finsko
Krytie certifikatu: Navrh, vyroba a vystupnd kontrola
Skupina produktu: Monitorovacie systémy pacienta a pribuzné

prislusenstvo, anestéziologicky softvér

Platné do: 27.maja 2024

Vyrobcov systém kvality pre: Navrh, vyrobu a vystupnu kontrolu hore spomenutej skupiny produktov,
bol vyhodnoteny a spifia ustanovenia Smernice Rady €.93/42/EHS, ako su stanovené v Prilohe ||
Oddiele 3. Tento certifikat je platny aZ do jeho datumu expiracie, za predpokladu, Ze vyrobca plni
zavazky vyplyvajlce z Prilohy 1l Smernice Rady 93/42/EEC. Produkty spadajuce pod tento certifikat su
Specifikované v prilohe.

Platny od: 6.septembra 2019

Tuomas Toivonent! . V Anniina Mékel4d
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