Form QAT_10-M04, version 02, effective since October 07, 2022

CERTIFICATE

No. 3N230413.NMBUO61

Certificate’s NANJING MINDRAY BIO-MEDICAL ELECTRONICS

Holder: CO., LTD.

666# Middle Zhengfang Road, Jiangning, 211111 Nanjing,
Jiangsu, P.R. China.
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Q ECM Mark
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) Product: LED surgical light
U [\/\ode|(5); (see the following annex)
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Verification to:  Standard:
(see the following annex)
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related to CE Directive(s):
R 2017/745 Annex | (Medical Devices Regulation)

e
3

This document has been issued in accordance with the European Commission's note of
14 September 2022 ref. Ares (2022) 6342894 concerning voluntary certifications with a
non-notified procedure.

A

The manufacturer has voluntarily decided to submit its documents concerning the above-mentioned
product for verification. Ente Certificazione Macchine confirms that the documentation made available
and immediately returned fo it, as containing sensitive data, meets the essential requirements of the
above-mentioned directives. The verification activity carried out exclusively concerned the technical
documentation and no verification was carried out on the product. This document cannot replace the EC
Declaration of Conformity. The above conformity mark can be affixed to the technical documentation in
accordance with the ECM regulation on its issue and use, published on the website www.entecerma.it

Issuance date: 17 April 2023
Expiry date: 12 April 2028

For online check: Approver
Ente Certificazione Macchine
Legal Representative
Luca Bedonni

Ente Certificazione Macchine Srl
Via Ca’ Bella, 243 — Loc. Castello di Serravalle — 40053 Valsamoggia (BO) - ITALY
@ +39 051 6705141 +39 051 6705156 4 info@entecerma.it ® www.entecerma.it
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Annex |

No. 3N230413.NMBUO61

Model(s):

HyLED X9, HyLED X5, HyLED X9/X5, HyLED X5/X5, HyLED X9/X9,

HyLED X9/X9/X9, HyLED X9/X9/X5, HyLED X9/X5/X5, HyLED X9M,

HyLED 8600, HyLED 8600/8600, HyLED 8600/8600/8600, HyLED 8600M,
HyLED 760, HyLED 730, HyLED 740M, HyLED 730M, HyLED 760/760,

HyLED 760/730, HyLED 730/730, HyLED 760/760/760, HyLED 760/760/730,
HyLED 760/730/730, HyLED 730/730/730, HyLED 600/600, HyLED 600,
HyLED 600M, HyLED C8, HyLED C7, HyLED C5, HyLED C5/C5,

HyLED C7/C5, HyLED C8/C5, HyLED C7/C7, HyLED C8/C7, HyLED C8/C8,
HyLED C5/C5/C5, HyLED C7/C5/C5, HyLED C8/C5/C5, HyLED C7/C7/C5,
HyLED C8/C8/C5, HyLED C7/C7/C7, HyLED C8/C7/C7, HyLED C8/C8/C7,
HyLED C8/C8/C8, HyLED C8M, HyLED C7M, HyLED C5M

Standard:

EN ISO 13485:2016, ISO 14971:2019, EN ISO 20417:2021,

EN 60601-1:2006/A1:2013, EN 60601-1-2:2015,

EN 60601-2-41:2009+A11:2011+A1:2015, EN 60601-1-6:2010/A1:2015,
EN 62366-1:2015, EN 62304:2006/A1:2015
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Digitally signed by MAKINYAN
VAHRAM 2807630243
Date: 2023.06.29 17:55:02 AMT
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