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2962

MacroArray Diagnostics GmbH (MADX)
Lembdckgasse 59, Top 4
1230 Viyana, Avusturya

AT-MF-000030541

Bu AB uygunluk beyaninin tamamen kendi sorumlulugumuz altinda dizenlendigini ve asagida
belirtilen in vitro tani amach tibbi cihazlarin (AB) 2017/746 sayih Tizigun ve ilgili mevzuatin tim
hikdmlerini karsiladigini beyan ederiz.

Uriinler:

Kullanim Amacu:

Uyumluluk Degerlendirmesi:
Onaylanmis Kurulus:

Onaylanmig Kurulus
Numarasi:

Onaylanmis Kurulusg

Tarafindan Verilen Sertifikalar:

Yiirirlukteki Mevzuat:

Ek 1'e bakiniz

Ek 1'e bakiniz

Ek IX, bolim | + II
QMD Services GmbH

2962

EU QMS certificate: IQMS/00003/0 v002

Yukarida acgiklanan in vitro tani amach tibbi cihazlar
asagidaki mevzuatlara uygundur:

Ydnetmelik (AB) 2017/746
Asagidaki standartlar uygulanmistir:

EN ISO 9001:2015, EN I1SO 13485:2016 + AC:2018 +
A11:2021, EN 13612:2002, EN 13641:2002, EN I1SO
14971:2019, EN ISO 15223-1:2022-02, EN I1SO 17511:2020,
EN ISO 18113-1:2022, EN ISO 18113-2:2022, EN I1SO
18113-3:2022, EN 1SO 20417:2021, EN 1SO 20916:2021, EN
ISO 23640:2015, EN 61010-2-101:2017, EN 61326-2-6:2013,
EN 62304:2006, IEC 62304:2006 + A1:2015, IEC 62366-
1:2015 + COR1:2016 + A1:2020
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MACRO ARRAY DIAGNOSTICS c € 2962

Viyana, Avusturya
20.05.2026

Dr. Christian Harwanegg, www.macroarraydx.com )
Chief Executive Officer,
MacroArray Diagnostics GmbH

Belge Degisiklik Gegmisi:

1.0 Initial compilation. -

2.0 Update of the document based on changes reflected in the 1.0
following English version of the document: 07-DOC-EN-02.

Uygunluk Beyani [ALEX Food — 07-DOC-TR-02] Sayfa2/3
DoC Sablonu Tiirkge V1.0



€/ € ejheg

0'LA 8duny nuojqes HDoQg

[20-4.1-000-20 — pood X3v] lueksg dnjunbAn

9620¢6¢¢l0cl6

2X.0262¢210216

‘o|qeideooe

} Wasp @M pue Xauuy ay} Ul Ji Jo UOISIBA ysi|bug

sy} buind ale eam ‘yspyny ul asoding papusiu| 8y} jo
uolje|suel) panoidde pue pamalnal Ajjeiolo ou S| 818y} Sy,

«Kjuo e XvIN

pue G XVIA 10} papualul si }sa} 8y "synsal }sa} onsoubelp
Jo sBuipuy [eo1ulo JaYjo Ym uonounfuod Ui ‘sssessip
pajeipaw 36| Jo sisoubeip |eajuio ayy buipoddns jo ssodind
ay} Joj sjeuoissajoid [ealpaw pue jpuuosiad Alojeloqe)
paulel) ‘salojeloge| Aisiwayd [eajuld Aq pasn aqg 0} si }
‘(ewse|d-y] 3 uondaoxa) ewse|d Jo wnIas uewny

ul (3613) 36| |ej0) JO JUsWaINSEAW By} 10} 1S3} onsoubelp
OJ}IA Ul sAneuenb-iwas e pue suabis|e pooy (361s) 36|
oyioads uabisjje gG Jo JuswaInseaw ay} Jo} }s8} onsoubelp
OJ)IA Ul 8AljE}IUEND B S| Wa)SAS 188} poo4 XV 8yl

a¢ 9|y ‘D sse|n

10-100G-20

uopnjos dojs W 01 X |

uoln|os 8jelisqns pood X3V W 0E X L
Apoquy uoyosjeqg poo4 X3V W 0€ X |
juen|ig a|dwes poo4 X3V W 0 X |
2U02 X uolNjos Bulysep) Jw 0GZ X |
sabpuyed pood X317V X05

:Jo bunsisuod pooH X3V




