DECLARATION OF o Date |06 12 9624
CONFORMITY raceNe 171

Company Name: Avrasyamed Medikal Tibbi Cihazlar Ve Urlnler Pazarlama Sanayi Ve

Dis Ticaret Limited Sirketi

Address : Cihangir Mh. Guvercin Cd. No ig Kapi No:144 Avcilar
City - istanbul
Country : TURKIYE
Tel : +90 212 590 4240
Product Name Model Brand GMDN Clasjlgnd
. TRQ-2020
TS o | TRO2022 | Medone | 1are | Gl
9 TRQ-2024

Conformity Assessment Procedure: Annex V

Applicaple Standarts: EN ISO 13485:2016, EN ISO 15223-1:2021, EN ISO 14971:2019,
EN ISO 20417:2021, EN 60601-1:2006/A2:2021, EN 60601-1-2:2015/A1:2021, EN 62366-
1:2015/A1:2020, EN 60601-1-6:2010/A2:2021, EN 62304:2006/A1:2015, EN 60601-1-

8:2007/A2:2021.

We herewith declare on our own responsibility that the above mentioned meet the
provisions of the Council Directive 93/42/EEC with amended directive 2007/47/EC for

Medical Device Directive.

Notified Body

NB Address

NB Identification Number 11984
EC Certificate Number : 1984-MDD-20-650

EC Certificate Expiry Date : 31 Dec 2028

City, Date . istanbul, 10.06.2024
Name : Deniz Birinci
Position : General Manager

: KIWA Belgelendirme Hizmetleri A.S.

: ITOSB 9. Cadde No:15 Tepeéren Tuzla istanbul Tirkiye

Signature

AVRASYAMED/MEDIKAL
bl Chhazior ve Cronler Foz 8ch. ve Dig Tia Lid B
Ghangk Man. Givercn Cod. Na: 4% ez Na: 144 Avear | letontad
Tk 022 590 42 404 fax 02z 50 00 W

Tie Bioll Na: 804766

AVCILAR YD: 1050577760




