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DECLARATION OF CONFORMITY

EMS MOBiL SiSTEMLER A.$..
1. Organize Sanayi Bdlgesi Ktrtm Hanhlr
Sincan-Ankara /TURKEY
Tel : +90 312267 18 67 - Faks : +90

s

Caddesi No: 9

3r2267 18 66

We herewith declare with this document that compliance evaluation was applied upon the above mentioned
products as per the Council Directive 93l42lEEC Medical Devices Regulation Annex 7 for Medical Device
Directive

General Applicable Directives

Medical Device Directive council directive 93l42lEEC of June 1993 conceming medical devices.
(MDD g3l42lEEC) Compliance Declaration evaluation was applied as per Annex 7.

Standarts

Product

Product Code

Classification

TS EN 980:2011

TS EN 1041+41:2015

TS EN ISO 14971:2013

Signature

: Head Immobilization
: ET 133

: Class I- Rule I

Symbols for use in the labeling of medical devices

Information supplied by the manufacturer of medical devices

Medical devices - Application of risk management to medical devices

Name
Position

Date

: Mevltit $ahin
: General Manager

,la.oF,lotu

Tel: O:ll2
Mersis

6 9 sincan/ANKARA
Far:0.i12 251 l8 66
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