Uvaunluk beyani / Declaration of conformity /savia/page: 1 /1

CE

UYGUNLUK BEYANI/
DECLARATION OF CONFORMITY
IMALATCY MANUFACTURER ARTI MEDIKAL TIBBI MALZEME IHR. ITH. SAN. VE TIC. LTD. §Ti.
STREEE: AR RASIMPASA MAH. NAKIL SK. NO:21/1 KADIKOY /ISTANBUL /
TURKIYE
i + ORTOPEDIK BOTLAR/AYAKKABILAR

PRODUCTS
Modeller: bilek alti. bilek iicti, terlik tipi, sandalet 1ipi

- PANSUMAN TERLIGi

* ORTOPEDIK TABANLIKLAR
Modeller: Plustazor, Sert Mantar, Poli

« MEDIKAL CORAPLAR
Madeller: termal, diyaberik

Belirtilen @irtinlerin *“*Avrupa Uyumluluk Komisyonu” nun asagidaki direktif ve standartlarini
karsiladigini beyan ederiz.../ The specified products "Europe Companibility Commission” declarve the
Jjollowing directives and siandards that meet

i iy (93/42/EEC) Tibbi Cibaz Yoneuncligi / Council Directive 93 /42 )
EEC of 14 June 1993 concerning medical devices (MDD 93/43/EEC ]

UYGUNLUK DEGERTFNDIRME YONTEMI / PROCEDURE ; 7 T
EVALUATION OF CONFORMITY - 93/42 EC EK VII / 93/42/FEC ANNEX VII

SINTEIFLANDIRM A/ y &
bbb SINTF I DIGER/ CLASS ] OTHER
STANDARTLAR/ + 2 -

= : >TSE EN ISO 14971 TTIBBI CIHAZIAR — TIRRI CTHAZIARA RISK

YONETIMININ UYGUEANMAST / Medical devices — Application of risk
management 10 medical devices
>EN 980: 2003 Medikal cihuzlarm etiketlenmesi/ medical device labelling

requirements
Tarih.ad soyad.imza /
04.11.2015
BiLAL ciN
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