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Fyrirsogn: lllumina DNA Prep with Enrichment Dx
IVDR ESB-samraemisyfirlysing
Numer skjals: Utgafa 200021206 02

Sida1afb

YFIRLYSING UM SAMR/ZEMI INNAN ESB

Voruheiti / Vidskiptaheiti

Basic UDI-DI (BUDI-DI)

lllumina DNA Prep with Enrichment Dx med UD-visum, sett A
(16 syni)

20051354

0081627002IDPENV

Voruheiti / Vidskiptaheiti

Basic UDI-DI (BUDI-DI)

lllumina DNA Prep with Enrichment Dx med UD-visum, sett B
(16 syni)

20051355

0081627002IDPENV

Voruheiti / Vidskiptaheiti

Basic UDI-DI (BUDI-DI)

lllumina DNA Prep with Enrichment Dx med UD-visum, sett A
(96 syni)

20051352

0081627002IDPENV

Voéruheiti / Vidskiptaheiti

Basic UDI-DI (BUDI-DI)

lllumina DNA Prep with Enrichment DNA Prep with Enrichment
Dx med UD-visum, sett B (96 syni)

20051353

0081627002IDPENV

Voruheiti / Vidskiptaheiti

Basic UDI-DI (BUDI-DI)

Local Run Manager DNA GenerateFASTQ Dx Module fyrir
MiSeqgDx

20063022

0081627002IDPESWRF

Voruheiti / Vidskiptaheiti

Basic UDI-DI (BUDI-DI)

Local Run Manager DNA GenerateFASTQ Dx Module fyrir
NextSeq 550Dx

20063024

0081627002IDPESWRF
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Voruheiti / Vidskiptaheiti DRAGEN fyrir lllumina Prep with Enrichment Dx fyrir NovaSeq
6000Dx
20074609
Basic UDI-DI (BUDI-DI) 0081627002IDPESWRF
Voéruheiti / Vidskiptaheiti DRAGEN fyrir lllumina Prep with Enrichment Dx fyrir NextSeq
550Dx
20074730
Basic UDI-DI (BUDI-DI) 0081627002IDPESWRF
Atladur tilgangur lllumina DNA Prep with Enrichment Dx settid er safn hvarfefna og

einnota bunadar sem notadur er til ad utbua synaséfn (library) ar
erfdaefni fengnu ur frumum og vefjum manna til ad préa
greiningarprofanir in vitro. Konnunarsyni ttvegud af notendum eru
naudsynlegar til ad undirbua safn sem mida a akvedin
erfdafreedileg svaedi. Myndud synishornaséfn eru aetlud il
notkunar i radgreiningarkerfum lllumina. lllumina DNA Prep with
Enrichment Dx inniheldur hugbunad fyrir uppsetningu, eftirlit og
greiningu a radgreiningu.
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EC REP

Vid, lllumina, sem framleidandi teekisins/taekjanna berum ein abyrgd a og lysum pvi hér med yfir ad
ofangreind vara/vorur uppfylla akvadi eftirfarandi reglugerdaltilskipana:

o Reglugerd (ESB) 2017/746 um in vitro greiningartaeki til leeknisfraedilegra nota
AHAETTUFLOKKUR:
A 0B oc oD
SAMRZAEMISLEID:
Vidauki | og I+l vid reglugerd ESB 2017/746; Yfirlysing um sjalfsakvéroun

Algengar skilgreiningar (CS): A ekki vio



I | e Fyrirsogn: lllumina DNA Prep with Enrichment Dx
LI m | ﬂ a IVDR ESB-samraemisyfirlysing
Numer skjals: Utgafa 200021206 02

Sida 3 af 5

Visadu til ensku utgafunnar 12. februar 2024
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Listi yfir ihluti vorunnar

Fyrirsogn: lllumina DNA Prep with Enrichment Dx
IVDR ESB-samraemisyfirlysing
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Sida 4 af 5

Véruheiti: lllumina DNA Prep with Enrichment Dx med UD-visum, sett A (16 syni), 20051354
ihlutir véru: Sja fyrir nedan

Nafn ihlutar Numer hlutar

lllumina Prep Dx Tagmentation Reagents 1 20050020

lllumina DNA Prep Dx Tagmentation Reagents 2 20050021

lllumina DNA Prep Dx Tagmentation Reagents 3 20050022

lllumina DNA Prep Dx Enrichment Reagents 1 20050023

lllumina DNA Prep Dx Enrichment Reagents 2 20050024

lllumina Unique Dual Index Dx Sett A (96 skraningar) 20050038

Voruheiti: lllumina DNA Prep with Enrichment Dx me® UD-visum, sett B (16 syni), 20051355
ihlutur véru:  Sja fyrir nedan

Nafn ihlutar Nuamer hlutar

lllumina Prep Dx Tagmentation Reagents 1 20050020

lllumina DNA Prep Dx Tagmentation Reagents 2 20050021

lllumina DNA Prep Dx Tagmentation Reagents 3 20050022

lllumina DNA Prep Dx Enrichment Reagents 1 20050023

lllumina DNA Prep Dx Enrichment Reagents 2 20050024

lllumina Unique Dual Index Dx Sett B (96 skraningar) 20050039

Voéruheiti: lllumina DNA Prep with Enrichment Dx med UD-visum, sett A (96 syni), 20051352
ihlutur véru:  Sja fyrir nedan

Nafn ihlutar Nuamer hlutar

lllumina Prep Dx Tagmentation Reagents 1 20050025

lllumina DNA Prep Dx Tagmentation Reagents 2 20050026

lllumina DNA Prep Dx Tagmentation Reagents 3 20050027

lllumina DNA Prep Dx Enrichment Reagents 1 20050028

lllumina DNA Prep Dx Enrichment Reagents 2 20050029

lllumina Prep Dx Cleanup Beads 20050030

lllumina Unique Dual Index Dx Sett A (96 skraningar) 20050038
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Véruheiti: lllumina DNA Prep with Enrichment Dx me® UD-visum, sett B (96 syni), 20051353

ihlutur véru:  Sja fyrir nedan

Nafn ihlutar Nuamer hlutar
lllumina Prep Dx Tagmentation Reagents 1 20050025
lllumina DNA Prep Dx Tagmentation Reagents 2 20050026
lllumina DNA Prep Dx Tagmentation Reagents 3 20050027
lllumina DNA Prep Dx Enrichment Reagents 1 20050028
lllumina DNA Prep Dx Enrichment Reagents 2 20050029
lllumina Prep Dx Cleanup Beads 20050030
lllumina Unique Dual Index Dx Sett B (96 skraningar) 20050039
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