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Manufacturer:

SRN:

MacroArray Diagnostics (MADXx)
Lembd&ckgasse 59, Top 4
1230 Vienna, Austria

AT-MF-000030541

We declare that this 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 Directive 98/79/EC and the applicable legislation

which apply to it.

Products:

Intended Purpose

RAPTOR SERVER Analysis Software (Software Version 01)

{REF 22-0000-01, Basic UDI-DI: 91201229222JW, UDI-DI (GTIN):
9120122922200}

The RAPTOR SERVER Analysis Software is an accessory to ALEX technology-
based products. The IVD medical product analyses pictures of ALEX
technology-based arrays and is used by trained laboratory personnel and
medical professionals in a medical laboratory.

Classification: Other Device

The vitro diagnostic medical devices described above are in conformity with
the following legislations: Directive 98/79/EC, Regulation (EC) 765/2008

Applicable Legislation:

=

MACRQ ARRAY DIAGHOSTICS DOE A

Macra Artay Diagnastics GmbH
Lembéckgasse 59 / Top 4 - 1230 Wien

- M: office@macioartaydx com ® P +43{0)1 885 2573
Vienna, 16.08.2023 UID: ATUTO4SI058  FN 448574

www.macrnauagdx.com

Document Change History
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Dr. Christian i-[é’t"'vaaegg, CEQ of MADx

Declaration of Conformity RAPTOR SERVER Analysis Software

Version Description Replaces
01 First compilation Former version
02 Neues 150 Zertifikat hinzugefiigt, Ablaufdatum verldngert 01
03 Reworking of the layout and adding CE marking, SRN, Intended purpose 02
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“MACRO ARRAY DIAGNOSTICS”

ockgasse 59/ Top 4 1230

Magcro Array Diagnostics GmbHLemb
WienM: umce@macrodrraydx com
« p: +43 (0)1 865 25 73UID. ATUT(MS‘!DSB «FN4489T4Q

Viena, 2023.08.16
www.maoarfaydx.com Dr. Christian  Harwanegg, MADXx generalinis
direktorius

,,MacroArray“ diagnostika (MADX) Lembdckgasse 59, Top 41230 Viena,

Gamintojas:
Austrija

SRN: AT-MF-000030 541

pareitkiame, kad ¥j atitikties deklaracija yra i%duota prisiimant vieni
diagnostikos medicinos prietaisai atitinka visas Direktyvos 98/79/EB

ntelg atsakomybg i kad toliau nurodyti tin vitro”
ir galiojantiu teisés akty nuostatas.

Taikoma:
RAPTOR GERVER analiz€s programiné jranga (programinés jrangos versija 01)
Produktai: (REF 22-0000-01, pagrindinis yDI-DIL: 91201229222]W, uDI-DI
(GTIN)'.9120122922200)

nalizuoja ALEX technologija pagristy masyvy

1vD medicinos gaminys @
sonalas ir medicinos

Numatytas tikslas
B8 nuotraukas ir ji naudoja apmokytas |aboratorijos per
laboratorijos specialistai.

Kitas jrenginys

Klasifikacija:
. _ © pukdtiau apradyti medicininés diagnostikos “in vitro” prietaisal atitinka
Taikorni teisés aktal: %juos teisés aktus: Direktyva 98/79/EB, Reglamenta (EB) 765/2008

Dokumento pakeitimy istorija

Apibudinimas

Pirmoji kompiliacija
Naujas pridétas 150 sertifikatas,
1&destymo pertvarkymas ir CE zenklinimas, SRN,

mo laikas
Numatyta paskirtis

pratestas galioj




Vertimas i¥ angly kalbos i lietuviy kalbg yra teisingas ir atitinka pateiktg dokuments.
Verté Vilniaus vertimy biuro "Oltena" vertéjas Miroslav Rusakevic.

LBK 235 straipsnis man Zinomas.
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Vytenio g. 18-401, Vilnius, Lietuva d ‘ W ertiniopastaugos i

UAB “OLTENA” VERTIMU BIURAS

www.vertimai24.lt
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