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EC Duc'r-..rRATroN oF CoNroRlrrr)'

Product Code: 5..1 I 3 I 1001

Mcct thc proüsions of thc Council Dircctivc 93l4ZtEC and thc csscntial rcquircmcnts which

apply to thcm.

Thc abovcmcntioncd dcvices have bccn classified as class I <levices according to rulc I '

This declaration is supported by thc Qualiÿ Managcmcnt Systcm ccrtification:

No. Q2N l5 08 7l I 57 00-1. EN ISO 13485:2012 r' AC:2012 Medical dcüccs- Qualitl
mânâgcmùnt systcms issued by TÜv SÜD PRODUCT Scrvice GnrbH-Ze(ifizicrstcllc-
Ridicrstra8e' 65. 80339 Münchcn. Gcrmany

This dcclaration is based on thc conformity assessment ofproducts to thc rcquircmcnts of
Anncx VII

This Dcclaration is valid for all products conccrncd bearing the CE rnark and manufactured by

the above entitled "ManufactureC'

,.l lt nu lrtc ut rtt's.§r.gl,o//1,r',.

tlzoorg, Z]

< Position>

Europcan Authorizcd Representative Registered Addrcss:
Obclis s.a. '' 

',Bd. Général Wahis 5-1

B-l 030 Brussels. Belgium
Phonr.': 32.2. 732.59.54
Frx: i2.21.732.60.03 

'

E-mail: hâü(aobetis.net
Representativè! Mr. Gideon ELKAYAM (CEO)

Issuc placc and datc (14/12i2018)
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Wc. Ralon Medical Equipment Co., [.td. Xilian Development Zone, Jinsha Danzao. Nanhai

F'oshan. Guangdong, China. hcrcby dcclare undcr our own responsibility that thc lbllowing
product:
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