EC Cerlificate Full Quality Assurance System FI17/07012

The manzgement system of

lcare Finland Oy
Ayritie 22

01510 Vantaa

Finland

has heen assessed and certified as meating the reguirements of

Directive 93/42/EEC

on Medical Devices, Annex Il {excluding section 4)

For the lellowing croducts
Tonometers and accessories for the area of ophthalmology
and lung function testing system for the area of pulmonology

Products eovered are iisted in Attachment £ of this certificate

This cerificate is valid from 24 November 2020 until 24 May 2024
and remains valid subject to satisfactory surveillance audits.
Issue 4. Cerfified since 3 October 2017

This certification is based on decision: FI20/07068F0

Authorised by
Sepr— Ve

Seppo Vahasalo
Notifiad Body Manager

SGE Fimie Lid,, Motified! Body 0898
Takomotla 8, FI-00380 Halsinki, Finland
143589696 361 1+358 692 5474 www ags.com
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Attachment 1 to SGS Fimko Ltd. EC certificate FI{7/07012 Issue 4

Manufacturer icare Finland Oy

Address Ayritie 22,
01510 Vantaa
Finland

Activity and Medical 93/42/EEC Annex Il {excluding Secticn 4)

Device Product Category Toncmeters and accessorias for the area of aphthalmology and lung
function testing system for the area of pulmonology

List of medical devices and the correspondirg type/model markings with product trademarks/marketing names

covered by this ceriificate:

Digitally signed by Pereteatco Alina
e s Medical Device @E%@O Trademark(s) and Model{s)itype(s)
Location: MoldavIOﬂQmEler : @(@ f TADI
MOLDOVA EURG#breer] EN TAD11
Tonomeler I3 TAD22
Tonomeler lla TADZ3
Tonomeler lla TADI
Bicimpedanca recorder | lla IPRECD1 / Vientica
for lung function
_diagnesis
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