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Més apliecinam, ka ST ES atbilstibas deklaracija ir izdota uz masu atbildibu un ka turpmak
minétas in vitro diagnostikas mediciniskas ierices atbilst visiem Regulas (ES) 2017/746 un tai
piemérojamo tiesibu aktu noteikumiem.

Produkti:

Paredzéetais noliiks:
Atbilstibas novértésana:
Pazinota iestade:

Pazinotas iestades numurs:

Sertifikati, ko izdevusi
pazinota iestade:

Piemeérojamie tiesibu akti:

Skattt pielikumu 1

SkatTt pielikumu 1

IX pielikuma | + Il nodala
QMD Services GmbH
2962

EU QMS certificate: IQMS/00003/0 v002

lepriek$ aprakstitas in vitro diagnostikas mediciniskas ierices
atbilst Sadiem tiesibu aktiem:

Regula (ES) 2017/746
Pieméroti $adi standarti:

EN ISO 9001:2015, EN I1SO 13485:2016 + AC:2018 +
A11:2021, EN 13612:2002, EN 13641:2002, EN ISO
14971:2019, EN 1SO 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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Chief Executive Officer,
MacroArray Diagnostics GmbH

Dokumentu izmainu vésture:

1.0 Initial compilation in Latvian language, based on the following
document in English: 07-DOC-EN-02.

Atbilstibas deklaracija [ALEX Food — 07-DOC-LV-01]
DoC veidne latviesu valoda V1.0

Lapa2/3



€/ ¢ edeq

0°LA BPojeA ngainje| suplan 9og

[10-A1-00a-20 — poo4 X37v] elioelepiep sequs|iqly

96026221026

2).026¢C102l6

*a|qejdaode |l Wasp oM PUB Xauuy ay} Ul Ji JO UOISIBA
ysijbug ayj bupind aie am ‘ueinje Ul esoding papusiuj sy}
Jo uone|sues) paroidde pue pamajaal A||eIOIYO Ou S| 3idY) S,

«Aluo 6 XvIN

pue 3G XVIN 10} papualul si }sa} al | “s)nsal }sa} ohsoubelp
10 sBuipuyy [eo1Ul9 JBYJ0 Ym uonounfuod Ul ‘sasessip
pajeipaw 36| Jo sisoubelp [eajuld ayy buipoddns jo asodind
8y} Joy sjeuoissajoid [eaipaw pue |jsuuosiad Alojeloqge)
pauiel} ‘sauojeloqe] Ausiwayd [eould Ag pasn aq o} si }|
‘(ewse|d-y ] Q3 uondaoxa) ewseld

Jo wnuas uewny ul (3613) 36] [ejo) Jo JuswaINsEaW 8y} JO}
1s8) onsoubelp o)A ul sAieuenb-jwas e pue suabisjie pooy
(361s) 36| oyroads uabis|je G Jo Juswainseaw sy} Joj S8}
onsoubelp o)A ul sAneuenb e s walsAs Jsa) pood4 X3V 2yl

ag a|ny ‘D sse|n

10-100S-20

uonnjos dojs W QL X |

uofn|og sjensqns poo4 X3V W 0E X |
Apognuy uonosje@ pood X3V W 0¢ X |
juen|ig sjdwes poo4 XFV W 0¢ X |
2U09 X§ uoinjos Bulysep Jw 06z X |
sobpupe) poo4 X3V X0

o Bbunsisuod poo- X3V




