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llumina’

AB UYGUNLUK BEYANI

Uriin Ad/Ticari Adi

Temel UDI-DI (BUDI-DI)

lllumina DNA Prep with Enrichment Dx with UD Indexes
Set A (16 samples)

20051354

0081627002IDPENV

Uriin Adi/Ticari Adi

Temel UDI-DI (BUDI-DI)

Illumina DNA Prep with Enrichment Dx with UD Indexes
Set B (16 samples)

20051355

0081627002IDPENV

Uriin Ad/Ticari Adi

Temel UDI-DI (BUDI-DI)

lllumina DNA Prep with Enrichment Dx with UD Indexes
Set A (96 samples)

20051352

0081627002IDPENV

Uriin Adi/Ticari Adi

Temel UDI-DI (BUDI-DI)

Illumina DNA Prep with Enrichment Dx with UD Indexes
Set B (96 samples)

20051353

0081627002IDPENV

Uriin Adi/Ticari Adi

Temel UDI-DI (BUDI-DI)

Local Run Manager DNA GenerateFASTQ Dx Module
for MiSeqDx

20063022

0081627002IDPESWRF

Uriin Ad/Ticari Adi

Temel UDI-DI (BUDI-DI)

Local Run Manager DNA GenerateFASTQ Dx Module
for NextSeq 550Dx

20063024

0081627002IDPESWRF

Uriin Adi/Ticari Adi

Temel UDI-DI (BUDI-DI)

DRAGEN for lllumina Prep with Enrichment Dx
for NovaSeq 6000Dx

20074609

0081627002IDPESWRF
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Uriin Ad/Ticari Adi

Temel UDI-DI (BUDI-DI)

DRAGEN for Illlumina Prep with Enrichment Dx
for NextSeq 550Dx

20074730

0081627002IDPESWRF

Amacglanan Kullanim

Illumina DNA Prep with Enrichment Dx Kit, in vitro tani testleri
gelistirmek igin insan hicrelerinden ve dokusundan turetilen
genomik DNA’dan numune kitapliklari hazirlamak Uzere
kullanilan bir reaktif ve sarf malzemeleri setidir. Spesifik
genomik ilgi bolgelerini hedefleyen kitapliklarin hazirlanmasi
icin kullanici tarafindan saglanan prob panelleri gereklidir.
Olusturulan numune kitapliklarinin lllumina sekanslama
sistemlerinde kullanilmasi amaclanmistir. lllumina DNA Prep
with Enrichment Dx Grind sekanslama galistirmasi kurulum,
izleme ve analiz yazilimini igerir.
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Cihazin/cihazlarin iireticisi lllumina olarak isbu belgede, yukarida adi gegen iiriiniin/
diriinlerin yegédne sorumlulugunu alir ve s6z konusu uriiniin/iiriinlerin agagidaki
Yonetmeliklerin/Direktiflerin hiikiimlerini kargiladigini beyan ederiz:

e AB 2017/746 Sayil in vitro Tani Amagli Tibbi Cihaz Yénetmeligi

RiSK SINIFI:
A OB ocC oD
UYGUNLUK YONTEMi:

AB 2017/746 Yénetmeligi Ek | ve [1+11l; Oz Beyan

Ortak Spesifikasyon (CS): Gegerli Degil
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Uriin Bileseni Listesi
Uriin Adr: lllumina DNA Prep with Enrichment Dx with UD Indexes Set A (16 samples), 20051354
Uriin Bilesenleri: Asagiya bakin

Bilesen Adi Pargca Numarasi

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 Set A (96 Indexes) 20050038
Uriin Ad: lllumina DNA Prep with Enrichment Dx with UD Indexes Set B (16 samples), 20051355
Uriin Bilesenleri: Asagiya bakin

Bilesen Adi Pargca Numarasi

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 Set B (96 Indexes) 20050039
Uriin Adi: lllumina DNA Prep with Enrichment Dx with UD Indexes Set A (96 samples), 20051352
Uriin Bilesenleri: Asagiya bakin

Bilegsen Adi Parca Numarasi

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 Set A (96 Indexes) 20050038
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Uriin Ad: lllumina DNA Prep with Enrichment Dx with UD Indexes Set B (96 samples), 20051353
Uriin Bilesenleri: Asagiya bakin

Bilesen Adi Parca Numarasi

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 Set B (96 Indexes) 20050039




