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Manufacturer:

SRN:

MacroArray Diagnostics (MADx)
Lembdckgasse 59, Top 4
1230 Vienna, Austria

AT-MF-000030541

We declare that this EU declaration of conformity is issued under our sole responsibility and that the

below mentioned

in vitro diagnostic medical devices meet all the provisions of the Regulation (EU)

2017/746 and the applicable legislation which apply to it.

Products:

Intended Purpose

Risk Classification & Rule:

Conformity Assessment:

Applicable Legislation:

Vienna, 16.08.2023 '

MACRO ARRAY DISGHOSTICS ¥39

MAX 9k
(REF 17-0000-01, Basic UDI-DI: 91201229217K5, UDI-DI (GTIN):

9120122921708)

The MAX 9k is an instrument and intended as accessory to ALEX
technology-based products. The IVD medical product automatically
processes up to 10 ALEX technology-based arrays in one run and
acquires pictures of those. It is used by trained laboratory personnel
and medical professionals in a medical laboratory.

Class A, Rule 5b

In accordance with Reg. (EU) 2017/746 Article 48 (10) and Annex
I+l
The vitro diagnostic medical devices described above are in

conformity with the following legislations: Regulation (EU)
2017/746, Regulation (EC) 765/2008

f

Macea Atray Diagnastics Gmbk

Lembbckgasse 59/ Top 4 - 1230 Wien

Document Change History

@macroarraydx com ¢ P +43(0)1 8652573
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Dr. Christian Harwanegg, CEO of MADx

Version Description Replaces
01 Complete reworking for IVDR according to AA_24042020 Umstellung auf IVDR Former version
02 translation; SRN added 01

03 Applicable Legislation, CE marking added, translation moved to other document 02

QM-STD-116 Declaration of Conformity MAX 8k
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MADX

MACRO ARRAY DIAGNOSTICS
Gamintojas: ,MacroArray" diagnostika (MADx) Lembbckgasse 59, Top 41230
Viena, Austrija
SRN: AT-M F-000030541

Pareiskiame, kad &i ES atitikties deklaracija i¥duodama prisiimant vienintele atsakomybe ir kad toliau

(a4

nurodyti “in vitro
teisés akty nuostatas.

Produktai:

Numatytas tikslas

Rizikos klasifikacija ir
taisvkle:

Aditikties jvertinimas:

Taikomi teisés aktai:

” diagnostikos medicinos prietaisai atitinka visas Reglamento (ES) 2017/746 ir jam taikomy

MAX 9k (REF 17-0000-01, pagrindinis UDI-DI: 91201229217K5,
UDI-DI (GTIN): 9120122921708)

“MAX 9Kk’ yra prietaisas, skirtas ALEX technologija pagristiems
produktams. IVD medicinos produktas vienu paleidimu
automatigkai apdoroja iki 10 ALEX technologija pagristy masyvy ir
isgauna jy nuotraukas. Jj naudoja apmokyti laboratorijos
darbuotojai ir medicinos specialistai medicinos laboratorijoje.

A klase, 5b taisykle
Pagal Reg. (ES) 2017/746 48 straipsnio 10 dalis ir priedas I1+lll

Aukagiau apradyti medicinos diagnostikos “in vitro” prietaisai
neatitinka iy teisés akty: Reglamento (ES) 2017/746, Reglamento

(EB) 765/2008

MAD

MACRO ARRAY DIAGNOSTICS
Macro Array Diagnostics GmbHLembé&ckgasse 59/ Top A -1230 Wien

M: office@macroarray<jx com ¢ P: +-43 (0)1 865 2573

Viena, 2023.08.1 6 UID: ATUTD451053 « FN 448974 g
www.acfoarraydx.com o -
- to pakeitimy istori Dr. Christian Harwanegg, MADx generalinis
okumento pakeitimy Istorija direktorius
Versija Apibiidinimas Pakeicia

01 Visigkas IVDR pertvarkymas pagal AA_24042020 Buvusi versija

02 Vertimas; Pridéta SRN 01

03 Galiojantys telsés aktal, pridétas CE Yenklas, vertimas perkeltas | kita dokumentq 02
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Vertimas i$ angly kalbos j lietuviy kalbg yra teisingas ir atitinka pateikta dokumenta.
Verté Vilniaus vertimy biuro "Oltena" vertéjas Miroslav Rusakevic.
LBK 235 straipsnis man Zinomas. !

UAB “OLTENA” VERTIMU BIURAS

Vytenio g. 18-401, Vilnius, Lietuva ' }

TERTNG R

www.vertimai24.1t
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