R

ES atbilstibas deklaracija BURMEIER

Més,
Burmeier GmbH & Co. KG
IndustriestraBe 53

D — 32120 Hiddenhausen, ar So uz pilnu atbildibu ka raZotajs deklaré, ka turpmak minétais raZzojuma
modelis:

SRN: DE-MF-000010563

Aprupes gulta:

Dali
4047037221234SE

Modelis:
Basic-UDI-DI:

iesniegtaja versij= atbilst droSuma un veiktspéjas pamatprasibam, kas izklastitas | pielikuma EIROPAS
PARLAMENTA UN PADOMES REGULAI (ES) 2017/745 (2017. gada 5. aprilis) par mediciniskam iericém
(MIR).

Ta ir klasificéta ka | klases aktiva mediciniska ierice saskana ar VIl pielikuma noteiktajiem klasifikacijas
kritérijiem. Attiecigo tehnisko dokumentaciju glaba raZotaja parstavis drosibas jautajumos.

Lai novertétu atbilstibu IX pielikuma izklastitajam direktivam, atsaucas uz visam turpmak minéto standartu

piemérojamajam dalam:

Saskanotie standarti:
EN 1041:2008+A1:2013
EN ISO 14971: 2019
EN ISO 15223-1:2016

EN 60601-1: 2006+Kor.:2010
+A1:2013

EN 60601-1-2: 2015

EN 60601-1-6: 2010+ A1:2015
EN 62366: 2010 +A1:2015

EN 60601-1-11: 2016

EN 60601-2-52:2010 + AC:2011 +
A1:2015

Starptautiskie standarti:

IEC 60601-1:2005 + Cor. 2006 +
RK. 2007 + A1:2012

IEC 60601-1-2:2014

IEC 60601-2-52: 2009-12
+AMD 1: 2015-03

Hiddenhausen,
2021-08-05

GEorglos Kampisiulis Kemmler

(vadiba)

Medicinisko ieri€u razotaja sniegta informacija

Medicinisko ieri€u riska analize

Simboli, kas izmantojami kopa ar medicinisko ieri€u etiketem,
mark&jumu un sniedzamo informaciju

Medicinas elektroiekartas. 1. dala: Visparigas prasibas attieciba uz
pamatdroSumu un batisko veiktspéju

Medicinas elektroiekartas:

Elektromagnétiskie trauc&jumi. Prasibas un testi

Medicinas elektroiekartas: lzmantojamiba

Medicinas elektroiekartas.. Prasibas medicinas elektroiekartam..., ko
izmanto majas veselibas apripes vidé:

Medicinas elektroiekartas:

Ipasas prasibas attieciba uz medicinisko gultu pamatdroSumu un
batisko veiktspéju

Medicinas elektroiekartas:

Visparigas prasibas attieciba uz pamatdroSumu un batisko veiktspéju
Medicinas elektroiekartas:

Elektromagnétiskie trauc&jumi. Prasibas un testi

Medicinas elektroiekartas:

Tpasas prasibas attieciba uz medicinisko gultu pamatdroSumu un
batisko veiktspéju
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R’/ ner' ekeme|er
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Teksts partulkots automatiski 28.12.2023, lietojot Eiropas Komisijas riku eTranslate.

Par autentisku uzskatit tikai originalo dokumentu, kas pievienots péc tulkojuma.






(Original)
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* 5 * BURMEIER

We,

Burmeier GmbH & Co. KG SRN: DE-MF-000010563
Industriestrale 53
D - 32120 Hiddenhausen,

hereby declare under sole responsibility as the manufacturer that the product model named below:

Care bed:
Model: Dali
Basic-UDI-DI: 4047037221234SE

in the version submitted complies with the essential safety and performance requirements set out in Annex
| to REGULATION (EU) 2017/745 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 5 April
2017 concerning medical devices (MDR).

It is classified as a Class | active medical device in accordance with the classification criteria set out in
Annex VIII. The relevant technical documentation is kept by the manufacturer’s safety representative.

To evaluate the conformity to the Directives set out in Annex IX, all applicable parts of the following
standards were referred to:

Harmonised standards:
EN 1041:2008+A1:2013 Information supplied by the manufacturer of medical devices

EN ISO 14971: 2019 Risk analysis for medical devices
. Symbols to be used with medical device labels, labelling and

ENISO 15223-1:2016 information to be supplied
EN 60601-1: 2006+Cor.:2010 Medical electrical equipment - Part 1: General requirements for basic
+A1:2013 safety and essential performance

. Medical electrical equipment:
EN 60601-1-2: 2015 Electromagnetic disturbances - Requirements and tests
EN 60601-1-6: 2010+ A1:2015

EN 62366: 2010 +A1:2015 Medical electrical equipment: Usability

EN 60601-1-11: 2016 Medical electrical equipment.. Requirements for medical electrical
equipment ... used in the home healthcare environment:

EN 60601-2-52:2010 + AC:2011 + Medical electrical equipment:

A1:2015 Particular requirements for the basic safety and essential performance
of medical beds

International standards:
IEC 60601-1:2005 + Cor. :2006 + Medical electrical equipment:
Cor. :2007 + A1:2012 General requirements for basic safety and essential performance

. Medical electrical equipment:
IEC 60601-1-2:2014 Electromagnetic disturbances - Requirements and tests

IEC 60601-2-52: 2009-12 Medical electrical equipment:
+AMD 1: 2015-03 Particular requirements for the basic safety and essential performance
of medical beds
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