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ANNEX to IVDR EAR Certificate

Manufacturer: RBC BIOSCIENCE CORP.
Country: TAIWAN

Order No.: EU DF 0272-2022

Reference No.: FRA 0630-2022

GIVD/
EMDN

Generic device name
(including BASIC
uDI)

Commercial
Name of device

Intended use

Class

Rule

Legacy
(Y/N)

Mandated
(Y/N)

Mandated
Vigilance

(Y/N)

Mandate
starting date

60736

471989067M0000A9

MagCore® HF16
Automated Nucleic
Acid Extractor

The MagCore®
Nucleic Acid
Extraction System is
an automated
nucleic acid
purification system
consisting of the
MagCore®
instrument,
software, Kit
(consumables and
reagents). The
MagCore® Nucleic
Acid Extraction
System is intended
for use by
professional users for
the purification of
nucleic acids from
biological samples
for in vitro diagnostic

5(b)

Yes

01/06/2022 Yes
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purposes. The
MagCore® Nucleic
Acid Extraction Kit is
for use with the
MagCore® Nucleic
Acid Extraction

System.
60736 MagCore® Compact | The MagCore® 5(b) Yes 01/06/2022 Yes
Automated Nucleic | Nucleic Acid

471989067M0000A9

Acid Extractor

Extraction System is
an automated
nucleic acid
purification system
consisting of the
MagCore®
instrument,
software, Kit
(consumables and
reagents). The
MagCore® Nucleic
Acid Extraction
System is intended
for use by
professional users for
the purification of
nucleic acids from
biological samples
for in vitro diagnostic
purposes. The
MagCore® Nucleic
Acid Extraction Kit is
for use with the
MagCore® Nucleic
Acid Extraction
System.

A

Page 2 of 27
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60736

471989067M0000A9

MagCore® Super
Automated Nucleic
Acid Extractor

The MagCore®
Nucleic Acid
Extraction System is
an automated
nucleic acid
purification system
consisting of the
MagCore®
instrument,
software, Kit
(consumables and
reagents). The
MagCore® Nucleic
Acid Extraction
System is intended
for use by
professional users for
the purification of
nucleic acids from
biological samples
for in vitro diagnostic
purposes. The
MagCore® Nucleic
Acid Extraction Kit is
for use with the
MagCore® Nucleic
Acid Extraction
System.

5(b)

Yes

01/06/2022

Yes

60736

471989067M0000A9

MagCore® HF16
Plus Automated
Nucleic Acid
Extractor

The MagCore®
Nucleic Acid
Extraction System is
anautomated
nucleic acid
purification system
consisting of the

A

5(b)

Yes

01/06/2022

Yes
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MagCore®
instrument,
software, Kit
(consumables and
reagents). The
MagCore® Nucleic
Acid Extraction
System is intended
for use by
professional users for
the purification of
nucleic acids from
biological samples
forin vitro diagnostic
purposes. The
MagCore® Nucleic
Acid Extraction Kit is
for use with the
MagCore® Nucleic
Acid Extraction

System.
60736 MagCore® HF48 The MagCore® 5(b) N Yes 01/06/2022 Yes
Automated Nucleic | Nucleic Acid
Acid Extractor Extraction System is
an automated
nucleic acid

purification system
consisting of the
MagCore®
instrument,
software, Kit
(consumables and
reagents). The
MagCore® Nucleic
Acid Extraction A

471989067MO0000A9

Page 4 of 27
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System is intended
for use by
professional users for
the purification of
nucleic acids from
biological samples
for in vitro diagnostic
purposes. The
MagCore® Nucleic
Acid Extraction Kit is
for use with the
MagCore® Nucleic
Acid Extraction

471989067M0000A9

Acid Extractor

Extraction System is
an automated
nucleic acid
purification system
consisting of the
MagCore®
instrument,
software, Kit
(consumables and
reagents). The
MagCore® Nucleic
Acid Extraction
System is intended
for use by
professional users for
the purification of
nucleic acids from
biological samples
for in vitro diagnostic

A

System.
60736 MagCore® Plus Il The MagCore® 5(b) Yes 01/06/2022 Yes
Automated Nucleic | Nucleic Acid
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purposes. The
MagCore® Nucleic
Acid Extraction Kit is
for use with the
MagCore® Nucleic
Acid Extraction

System.
60736 MagCore® EDA The MagCore® 5(b) Yes 01/06/2022 Yes
Automated Nucleic | Nucleic Acid

471989067M0000A9

Acid Extractor

Extraction System is
an automated
nucleic acid
purification system
consisting of the
MagCore®
instrument,
software, Kit
(consumables and
reagents). The
MagCore® Nucleic
Acid Extraction
System is intended
for use by
professional users for
the purification of
nucleic acids from
biological samples
forin vitro diagnostic
purposes. The
MagCore® Nucleic
Acid Extraction Kit is
for use with the
MagCore® Nucleic
Acid Extraction
System.

A

Page 6 of 27
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52521

471989067M0000A9

MagCore® Genomic
DNA Whole Blood
Kit (Speedy
installation)
Cartridge code 101

The MagCore®
Nucleic Acid
Extraction System is
an automated
nucleic acid
purification system
consisting of the
MagCore®
instrument,
software, Kit
(consumables and
reagents). The
MagCore® Nucleic
Acid Extraction
System is intended
for use by
professional users for
the purification of
nucleic acids from
biological samples
for in vitro diagnostic
purposes. The
MagCore® Nucleic
Acid Extraction Kit is
for use with the
MagCore® Nucleic
Acid Extraction
System.

5(a)

Yes

01/06/2022

Yes

52521

471989067M0000A9

MagCore® Genomic
DNA Whole Blood
Kit Cartridge code
102

The MagCore®
Nucleic Acid
Extraction System is
anautomated
nucleic acid
purification system
consisting of the

A

5(a)

Yes

01/06/2022

Yes
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MagCore®
instrument,
software, Kit
(consumables and
reagents). The
MagCore® Nucleic
Acid Extraction
System is intended
for use by
professional users for
the purification of
nucleic acids from
biological samples
forin vitro diagnostic
purposes. The
MagCore® Nucleic
Acid Extraction Kit is
for use with the
MagCore® Nucleic
Acid Extraction

System.
10 52521 MagCore® Genomic | The MagCore® 5(a) Yes 01/06/2022 Yes
DNA Large Volume | Nucleic Acid

471989067MO0000A9

Whole Blood Kit
Cartridge Code 104

Extraction System is
an automated
nucleic acid
purification system
consisting of the
MagCore®
instrument,
software, Kit
(consumables and
reagents). The
MagCore® Nucleic
Acid Extraction

A
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System is intended
for use by
professional users for
the purification of
nucleic acids from
biological samples
for in vitro diagnostic
purposes. The
MagCore® Nucleic
Acid Extraction Kit is
for use with the
MagCore® Nucleic
Acid Extraction

System.
11 52521 MagCore® Plasma | The MagCore® 5(a) Yes 01/06/2022 Yes
DNA Extraction Kit Nucleic Acid

471989067M0000A9

Cartridge Code 105

Extraction System is
an automated
nucleic acid
purification system
consisting of the
MagCore®
instrument,
software, Kit
(consumables and
reagents). The
MagCore® Nucleic
Acid Extraction
System is intended
for use by
professional users for
the purification of
nucleic acids from
biological samples
for in vitro diagnostic

A
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purposes. The
MagCore® Nucleic
Acid Extraction Kit is
for use with the
MagCore® Nucleic
Acid Extraction

System.
12 52521 MagCore® Genomic | The MagCore® 5(a) Yes 01/06/2022 Yes
DNA Whole Blood Nucleic Acid

471989067M0000A9

Kit (For
Genotyping)
Cartridge Code 106

Extraction System is
an automated
nucleic acid
purification system
consisting of the
MagCore®
instrument,
software, Kit
(consumables and
reagents). The
MagCore® Nucleic
Acid Extraction
System is intended
for use by
professional users for
the purification of
nucleic acids from
biological samples
for in vitro diagnostic
purposes. The
MagCore® Nucleic
Acid Extraction Kit is
for use with the
MagCore® Nucleic
Acid Extraction
System.

A

Page 10 of 27
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13

52521

471989067M0000A9

MagCore® Cultured
Cells DNA Kit
Cartridge Code 110

The MagCore®
Nucleic Acid
Extraction System is
an automated
nucleic acid
purification system
consisting of the
MagCore®
instrument,
software, Kit
(consumables and
reagents). The
MagCore® Nucleic
Acid Extraction
System is intended
for use by
professional users for
the purification of
nucleic acids from
biological samples
for in vitro diagnostic
purposes. The
MagCore® Nucleic
Acid Extraction Kit is
for use with the
MagCore® Nucleic
Acid Extraction
System.

5(a)

Yes

01/06/2022

Yes

14

52521

471989067M0000A9

MagCore® Genomic
DNA large volume
whole blood kit
(3ml) Cartridge
Code: 114

The MagCore®
Nucleic Acid
Extraction System is
anautomated
nucleic acid
purification system
consisting of the

A

5(a)

Yes

01/06/2022

Yes
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MagCore®
instrument,
software, Kit
(consumables and
reagents). The
MagCore® Nucleic
Acid Extraction
System is intended
for use by
professional users for
the purification of
nucleic acids from
biological samples
forin vitro diagnostic
purposes. The
MagCore® Nucleic
Acid Extraction Kit is
for use with the
MagCore® Nucleic
Acid Extraction

System.
15 52521 MagCore® The MagCore® 5(a) Yes 01/06/2022 Yes
Circulating DNA Nucleic Acid

471989067MO0000A9

large volume kit (3-
4 ml) Cartridge
Code: 115

Extraction System is
an automated
nucleic acid
purification system
consisting of the
MagCore®
instrument,
software, Kit
(consumables and
reagents). The
MagCore® Nucleic
Acid Extraction

A

Page 12 of 27
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System is intended
for use by
professional users for
the purification of
nucleic acids from
biological samples
for in vitro diagnostic
purposes. The
MagCore® Nucleic
Acid Extraction Kit is
for use with the
MagCore® Nucleic
Acid Extraction

System.
16 52521 MagCore® Viral The MagCore® 5(a) Yes 01/06/2022 Yes
Nucleic Acid Nucleic Acid
Extraction Kit Extraction System is
Cartridge Code 201 | an automated

471989067M0000A9

nucleic acid
purification system
consisting of the
MagCore®
instrument,
software, Kit
(consumables and
reagents). The
MagCore® Nucleic
Acid Extraction
System is intended
for use by
professional users for
the purification of
nucleic acids from
biological samples
for in vitro diagnostic

A
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purposes. The
MagCore® Nucleic
Acid Extraction Kit is
for use with the
MagCore® Nucleic
Acid Extraction

System.
17 52521 MagCore® Viral The MagCore® 5(a) Yes 01/06/2022 Yes
Nucleic Acid Nucleic Acid

471989067M0000A9

Extraction Kit (Low
PCR Inhibition)
Cartridge Code 202

Extraction System is
an automated
nucleic acid
purification system
consisting of the
MagCore®
instrument,
software, Kit
(consumables and
reagents). The
MagCore® Nucleic
Acid Extraction
System is intended
for use by
professional users for
the purification of
nucleic acids from
biological samples
for in vitro diagnostic
purposes. The
MagCore® Nucleic
Acid Extraction Kit is
for use with the
MagCore® Nucleic
Acid Extraction
System.

A

Page 14 of 27
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18

52521

471989067M0000A9

MagCore® Viral
nucleic acid
extraction kit (high
sensitivity )
Cartridge Code: 203

The MagCore®
Nucleic Acid
Extraction System is
an automated
nucleic acid
purification system
consisting of the
MagCore®
instrument,
software, Kit
(consumables and
reagents). The
MagCore® Nucleic
Acid Extraction
System is intended
for use by
professional users for
the purification of
nucleic acids from
biological samples
for in vitro diagnostic
purposes. The
MagCore® Nucleic
Acid Extraction Kit is
for use with the
MagCore® Nucleic
Acid Extraction
System.

5(a)

Yes

01/06/2022

Yes

19

52521

471989067M0000A9

MagCore® Viral
Nucleic Acid Large
Volume Extraction
Kit (2.4 mL)
Cartridge Code 210

The MagCore®
Nucleic Acid
Extraction System is
anautomated
nucleic acid
purification system
consisting of the

A

5(a)

Yes

01/06/2022

Yes
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MagCore®
instrument,
software, Kit
(consumables and
reagents). The
MagCore® Nucleic
Acid Extraction
System is intended
for use by
professional users for
the purification of
nucleic acids from
biological samples
forin vitro diagnostic
purposes. The
MagCore® Nucleic
Acid Extraction Kit is
for use with the
MagCore® Nucleic
Acid Extraction

System.
20 52521 MagCore® Viral The MagCore® 5(a) Yes 01/06/2022 Yes
Nucleic Acid Large Nucleic Acid

471989067MO0000A9

Volume Extraction
Kit (1.2 mL)
Cartridge Code 211

Extraction System is
an automated
nucleic acid
purification system
consisting of the
MagCore®
instrument,
software, Kit
(consumables and
reagents). The
MagCore® Nucleic
Acid Extraction

A

Page 16 of 27
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System is intended
for use by
professional users for
the purification of
nucleic acids from
biological samples
for in vitro diagnostic
purposes. The
MagCore® Nucleic
Acid Extraction Kit is
for use with the
MagCore® Nucleic
Acid Extraction

System.
21 52521 MagCore® Viral The MagCore® 5(a) Yes 01/06/2022 Yes
Nucleic Acid Large Nucleic Acid

471989067M0000A9

Volume Extraction
Kit (2.4 mL) High
Sensitivity Cartridge
Code 220

Extraction System is
an automated
nucleic acid
purification system
consisting of the
MagCore®
instrument,
software, Kit
(consumables and
reagents). The
MagCore® Nucleic
Acid Extraction
System is intended
for use by
professional users for
the purification of
nucleic acids from
biological samples
for in vitro diagnostic

A
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purposes. The
MagCore® Nucleic
Acid Extraction Kit is
for use with the
MagCore® Nucleic
Acid Extraction

System.
22 52521 MagCore® Genomic | The MagCore® 5(a) Yes 01/06/2022 Yes
DNA Plant Kit Nucleic Acid
Cartridge Code 301 | Extraction System is

471989067M0000A9

an automated
nucleic acid
purification system
consisting of the
MagCore®
instrument,
software, Kit
(consumables and
reagents). The
MagCore® Nucleic
Acid Extraction
System is intended
for use by
professional users for
the purification of
nucleic acids from
biological samples
forin vitro diagnostic
purposes. The
MagCore® Nucleic
Acid Extraction Kit is
for use with the
MagCore® Nucleic
Acid Extraction
System.

A

Page 18 of 27

Attachments - ANNEX to IVDR EAR Certificate -V2 16/03/2022 - ID: 00331821




23

52521

471989067M0000A9

MagCore® Genomic
DNA Tissue Kit
Cartridge Code 401

The MagCore®
Nucleic Acid
Extraction System is
an automated
nucleic acid
purification system
consisting of the
MagCore®
instrument,
software, Kit
(consumables and
reagents). The
MagCore® Nucleic
Acid Extraction
System is intended
for use by
professional users for
the purification of
nucleic acids from
biological samples
for in vitro diagnostic
purposes. The
MagCore® Nucleic
Acid Extraction Kit is
for use with the
MagCore® Nucleic
Acid Extraction
System.

5(a)

Yes

01/06/2022

Yes

24

52521

471989067M0000A9

MagCore® Genomic
DNA FFPE One-Step
Kit Cartridge Code
405

The MagCore®
Nucleic Acid
Extraction System is
anautomated
nucleic acid
purification system
consisting of the

A

5(a)

Yes

01/06/2022

Yes
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MagCore®
instrument,
software, Kit
(consumables and
reagents). The
MagCore® Nucleic
Acid Extraction
System is intended
for use by
professional users for
the purification of
nucleic acids from
biological samples
forin vitro diagnostic
purposes. The
MagCore® Nucleic
Acid Extraction Kit is
for use with the
MagCore® Nucleic
Acid Extraction

System.
25 52521 MagCore® Forensic | The MagCore® 5(a) Yes 01/06/2022 Yes
DNA Direct Kit Nucleic Acid

471989067MO0000A9

Cartridge Code 406

Extraction System is
an automated
nucleic acid
purification system
consisting of the
MagCore®
instrument,
software, Kit
(consumables and
reagents). The
MagCore® Nucleic
Acid Extraction

A

Page 20 of 27
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System is intended
for use by
professional users for
the purification of
nucleic acids from
biological samples
for in vitro diagnostic
purposes. The
MagCore® Nucleic
Acid Extraction Kit is
for use with the
MagCore® Nucleic
Acid Extraction

System.
26 52521 MagCore® Genomic | The MagCore® 5(a) Yes 01/06/2022 Yes
DNA Bacterial Kit Nucleic Acid

471989067M0000A9

Cartridge Code 502

Extraction System is
an automated
nucleic acid
purification system
consisting of the
MagCore®
instrument,
software, Kit
(consumables and
reagents). The
MagCore® Nucleic
Acid Extraction
System is intended
for use by
professional users for
the purification of
nucleic acids from
biological samples
for in vitro diagnostic

A
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purposes. The
MagCore® Nucleic
Acid Extraction Kit is
for use with the
MagCore® Nucleic
Acid Extraction

System.
27 52521 MagCore® Gut The MagCore® 5(a) Yes 01/06/2022 Yes
Microbiome DNA Nucleic Acid
kit Cartridge Code: Extraction System is
504 an automated

471989067M0000A9

nucleic acid
purification system
consisting of the
MagCore®
instrument,
software, Kit
(consumables and
reagents). The
MagCore® Nucleic
Acid Extraction
System is intended
for use by
professional users for
the purification of
nucleic acids from
biological samples
for in vitro diagnostic
purposes. The
MagCore® Nucleic
Acid Extraction Kit is
for use with the
MagCore® Nucleic
Acid Extraction
System.

A

Page 22 of 27
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28

52521

471989067M0000A9

MagCore® Total
RNA Whole Blood
Kit Cartridge Code
601

The MagCore®
Nucleic Acid
Extraction System is
an automated
nucleic acid
purification system
consisting of the
MagCore®
instrument,
software, Kit
(consumables and
reagents). The
MagCore® Nucleic
Acid Extraction
System is intended
for use by
professional users for
the purification of
nucleic acids from
biological samples
for in vitro diagnostic
purposes. The
MagCore® Nucleic
Acid Extraction Kit is
for use with the
MagCore® Nucleic
Acid Extraction
System.

5(a)

Yes

01/06/2022

Yes

29

52521

471989067M0000A9

MagCore® Total
RNA FFPE one-step
kit Cartridge Code:
605

The MagCore®
Nucleic Acid
Extraction System is
anautomated
nucleic acid
purification system
consisting of the

A

5(a)

Yes

01/06/2022

Yes
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MagCore®
instrument,
software, Kit
(consumables and
reagents). The
MagCore® Nucleic
Acid Extraction
System is intended
for use by
professional users for
the purification of
nucleic acids from
biological samples
forin vitro diagnostic
purposes. The
MagCore® Nucleic
Acid Extraction Kit is
for use with the
MagCore® Nucleic
Acid Extraction

System.
30 52521 MagCore® Total The MagCore® 5(a) Yes 01/06/2022 Yes
RNA Cultured Cells | Nucleic Acid
Kit Cartridge Code Extraction System is
610 an automated

471989067MO0000A9

nucleic acid
purification system
consisting of the
MagCore®
instrument,
software, Kit
(consumables and
reagents). The
MagCore® Nucleic
Acid Extraction

A
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System is intended
for use by
professional users for
the purification of
nucleic acids from
biological samples
for in vitro diagnostic
purposes. The
MagCore® Nucleic
Acid Extraction Kit is
for use with the
MagCore® Nucleic
Acid Extraction

System.
31 52521 Magcore Plasma The MagCore® 5(a) Yes 01/06/2022 Yes
microRNA Nucleic Acid
Extraction Kit Extraction System is
Cartridge Code 620 | an automated

471989067M0000A9

nucleic acid
purification system
consisting of the
MagCore®
instrument,
software, Kit
(consumables and
reagents). The
MagCore® Nucleic
Acid Extraction
System is intended
for use by
professional users for
the purification of
nucleic acids from
biological samples
for in vitro diagnostic

A
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purposes. The
MagCore® Nucleic
Acid Extraction Kit is
for use with the
MagCore® Nucleic
Acid Extraction

System.
32 52521 MagCore®triXact The MagCore® 5(a) Yes 01/06/2022 Yes
RNA Kit Cartridge Nucleic Acid
Code: 631 Extraction System is

471989067M0000A9

an automated
nucleic acid
purification system
consisting of the
MagCore®
instrument,
software, Kit
(consumables and
reagents). The
MagCore® Nucleic
Acid Extraction
System is intended
for use by
professional users for
the purification of
nucleic acids from
biological samples
for in vitro diagnostic
purposes. The
MagCore® Nucleic
Acid Extraction Kit is
for use with the
MagCore® Nucleic
Acid Extraction
System.

A
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52521 MagCore® NGS The MagCore® 5(a) N Yes 01/06/2022 Yes

Auto Size-Select Nucleic Acid

purification Kit Extraction System is

Cartridge Code: 701 | an automated
nucleic acid

purification system
consisting of the
MagCore®
instrument,
software, Kit
(consumables and
reagents). The
MagCore® Nucleic
Acid Extraction
System is intended
for use by
professional users for
the purification of
nucleic acids from
biological samples
for in vitro diagnostic
purposes. The
MagCore® Nucleic
Acid Extraction Kit is
for use with the
MagCore® Nucleic
Acid Extraction
System. A

471989067M0000A9

OBELIS S.A.
Date: _21/06/2022_

Roge 2700127 S Obelis s.a.- OEARC.
Registered Address :
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