®

2R X TR X SRR X T S 3 A S SRR R A KX St SR X KX 0 3 SR O3 Sp SR A

DECLARATION OF CONFORMITY c €

MANUFACTURER

NAME : AMEC ENDUSTRIYEL TIBBI CIHAZL. MAK. SAN. TIiC. LTD. $Ti.
ADDRESS : MALIKOY BASKENT OSB MAH. 12 CAD. NO: 9 SINCAN/ ANKARA

Teslim edilen versiyonumuzda asagida agiklanan @riintn, tarafimizdan dolasima sokuldugu sekliyle tasarim ve tipine iligkin
93/42 EEC TIBBI CIHAZLAR DIREKTIFI uygun temel giivenlik ve saghk gerekliliklerine uygundur. Uzerinde anlasmaya
varilan {iriiniin degistirilmesi halinde, bu beyan gegerliligini yitirecekdir.

The product described below in our delivered version complies with the basic safety and health requirements of the
MEDICAL DEVICE DIRECTIVE 93/42/EEC regarding the design and type as put into circulation by us. If the agreed-
upon product is changed, this declaration will no longer be valid.

PRODUCT NAME:

HAVA AYRISTIRMA SISTEMLERI — OKSIJEN VE AZOT JENERATORLERI, YUKSEK BASINCLI YAGSIZ
BOOSTER,

AIR SEPARATION SYSTEMS — OXYGEN AND NITROGEN GENERATORS, HIGH PRESSURE OIL-FREE GAS
BOOSTER

PRODUCT BRAND:
AMEC INDUSTRIES

MODEL:
OGS SERIES, MGS & S-MGS SERIES, CFS SERIES

RELATED DIRECTIVES: ,
93/42/EEC MEDICAL DEVICE DIRECTIVE - WU Y
Regulations Applied according to HARMONIZE STANDARD: ' K el
TS EN ISO 13485, TS EN ISO 7396-1 X/ Ml { W\
CLASS: - |
CLASS [I-B A\ £ 4 / €

- {\ ¢ V ok (.‘ ’
CLASSIFICATIONS : CLASS AT
CERTIFICATE NUMBER : 202018537
CERTIFICATE CODE : AMEC

ERTIFICATE ISSUE DATE : 15.12.2023
RTIFICATE VALIDITY DATE : 15.12.2024
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Pate: 2024.02. 02 EET Urkiye  Tel. +90212 909 12 07 www.ekolbelgelendirme.com
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