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This  Declaration  of  Conformity  is issued  under  the  sole  responsibility  of  the  Legal Manufacturer.
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We  hereby  declare  that  the  above-mentioned  devices  comply  with  the  European  Medical  Devices  Directive

93/42/EEC as modified  by 2007/47/EC, RoHS 2 Directive  2011/65/EU.
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EN 60601-1:2006  + A12:2014

EN 60601-1-2:2015

IEC 60601-1-6:2010  + A1:2013

IEC 62304:2006  + A1:2015

EN 62366:2008

EN 15004-1:2009

EN 15223-1:2016,

EN 1040:2008  +A1:2013
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MJ1filÄ:I'il!B):åJillflWEC Quality  System  Certificate  No. F117/07012, issued  by

the  Notified  Body,  in accordance  with  Annex  Il (excluding

Section  4) of  this  Directive.
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Place  of  Issue:  Vantaa

Date:  02.03.2021

i .1 [: J l'

ralW!fåll'ffiffl)MJli!1

ICARE FINLAND  OY a Äyritie  22, F1-01510  Vantaa,  Finland  a tel.  +358  9 8775  1150  a info@icarefinIand.com
T=malate.  ICARE-i:)73



H

rcare
VISIONARY  IN VISION

DECLARATION  OF CONFORMITY

Sheet  2 of  2

Device:  TAO11

Document  revision:  7.0

REVISION  HISTORY

N'a!WI '! i # Å
m Imftffil,å1i'all'i nf J@I I illl m li i'å'å li Il f'l Il 'il Il i'il Th!l I :'i I iii« q il i1i1:( :JI

1.O 01.04.2015 DoC published  in a new  template. Template. Matti  Tulikoura

2.0 03.10.2017 New  Notified  Body  SGS Finland  Oy. NB, their  contact  information  and

number.

Matti  Tulikoura

3.0 01.01.2018 EN980:2008  superseded  with  EN

15223-1:2016  standard

GMDN  code  added

RoHS directive  added

EN980:2008  was  superseded  with  a

new  standard.

Matti  Tulikoura

4.0 17.01.2019 Formatting  changes,  header

update,  CE certificate  number

corrected,  added  trademark  to

device  identification,  updated  EMC

to  4'h edition  EN 60601-1-2:2015

Formatting  changes,  request  to add

trademark  information  for

registration  to Russia,  CB testing

Hannes

Hyvönen

5.0 12.5.2020 -NB address  removed

-removed  trademark  symbol

-removed  EN 14971:20212  as

process  standard

-added  amendments  to IEC 62304

and  IEC 60601-1-6

-NB address  not  mandatory

requirement

-trademark  symbol  not  required

-EN 14971  embedded  in lcare  risk

management  process

-include  amendment  A1:2015  to

IEC 62304  and  A1:2013  to IEC

60601-1-6

Hannes

Hyvönen

6.0 04.06.2020 -Updated  signee -CEO change Hannes

Hyvönen

7.0 02.03.2021 -redated -reissued  for  notarization Hannes

Hyvönen
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