AT UYGUNLUK BEYANI

EC DECLARATION OF CONFORMITY

hcare

IMALATG! / MANUFACTURER ASEL TIP MEDIKAL VE TEKSTIL SAN. VE TIC. LTD.STI.
ADRES / ADDRESS | Ferhatpaga Mahallesi 9. Sokak Huzur No: 48-A
| Atasehir Istanbul Tiirkiye

SINIFLANDIRMA / CLASSIFICATION Ek IX, Kural 1’e gére Sinif | / Class |, acc. to Rule 1 of Annex IX
UYGUNLUK DEGERLENDIRME YONTEMI / | 93/42/AT Tibbi Cihazlar Y6netmeligi, Ek VII /
CONFORMITY ASSESSMENT ROUTE Annex VI of 93/42/EEC Medical Device Directive

| MARKA / BRAND NAME HCARE

' URUN ADI / PRODUCT NAME Tibbi maske / Medical mask

' GMDN KODU / GMDN CODE 35177

| Agiklama / Explanation Maske, cerrahi, tek kullanimhik

1 Mask, surgical, disposable

Yukarida belirtilmig triinlerin 93/42/AT sayili Tibbi Cihazlar Yonetmeligi gereksinimlerini kargiladigini beyan
ederiz. Uriiniin ilgili mevzuata uygunlugunu gdsteren dokiimanlar, imalatci tesislerinde saklanmaktadir.

We hereby declare that the devices abovementioned fulfil the requirements of the council directive 93/42/EEC for
medical devices. The documents demonstrating conformity are kept in the premises of the manufacturer.

UYGULANAN STANDARTLAR / APPLICABLE STANDARDS

EN 1S0 13485:2016
EN 1S0 15223-1:2016
EN 1SO 14971:2012
EN 1041:2014

EN 1SO 14683: 2017

SEHIR, DUZENLEME TARIHIi  : Istanbul / 06.03.2020
PLACE/DATE OF ISSUE

ONAYLAYAN : SELAHATTIN YILMAZ
APPROVED BY GENEL MUDUR / MANAGING DIRECTOR
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