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Bu AB uygunluk beyaninin tamamen kendi sorumlulugumuz altinda diizenlendigini ve asagida
belirtilen in vitro tani amagli tibbi cihazlarin (AB) 2017/746 sayili TGzigun ve ilgili mevzuatin tim
hikimlerini karsiladigini beyan ederiz.

Uriinler:

Kullanim Amaci:

Uyumluluk Degerlendirmesi:
Onaylanmis Kurulus:

Onaylanmis Kurulusg
Numarasi:

Onaylanmis Kurulusg

Tarafindan Verilen Sertifikalar:

Yirirlikteki Mevzuat:

Ek 1'e bakiniz

Ek 1'e bakiniz

Reg. (EU) 2017/746 Madde 48 (10) ve Ek lI+lIl uyarinca
N/A

N/A

N/A

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

Yonetmelik (AB) 2017/746
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Dr. Christian Harwanegg, “ www.lm.l)(.r‘n‘.a»u.);p;:‘romA
Chief Executive Officer,
MacroArray Diagnostics GmbH

Belge Degisiklik Ge¢misi:

1.0 Initial compilation of the document in Turkish language, -
according to the following version of the document in English: 11-
DOC-EN-05.
Uygunluk Beyani [ImageXplorer — 11-DOC-TR-01] Sayfa2/3

DoC Sablonu Tiirkge V1.0



0'LA 8dyin 1 nuojqes Dog
€/ € efleg [L0-¥1-D0a-L | — Jaioidxabew] uekeg ynunbAN

*9|qe)dadde ) Wasp am pue 18y UoISIaA ysijbug ay) Buisn aie am
‘@soding papusju| ysiun] ayj Jo uoision panoidde pue pamaiaal A|[eIoio ou S| 818y} Sy,

. A10je10qE| |EOIPBW B Ul S|euoissajoid [edlpaw pue jsuuosiad Alojeloqe| paulel AQ pesn
sI pue sAeue paseq-Abojouyoa) X3V auj Jo sainjaid sausnboe jonpoud [eaipaw QA| 8y L

‘sjonpoud
¥011262210Z16 Hrilzezelozie | peseq-Abojouyos) X3y 0} Alosseode se papudiul pue juswinysul ue s Jaiojdyabewi syl ag 8Ny ‘v ssed | 10-0000-LL | jeioidxebew




