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CERTIFICATE OF
IVDR NOTIFICATION

Reference No.: FRA 0631-2022 Date: 21/06/2022
Order No.: EU DF 0272-2022

This is to certify that, according to the Regulation (EU) 2017/746, we, here at Obelis s.a. performed all notification

duties and responsibilities as the European Authorized Representative (EC REP) of:

Name: RBC BIOSCIENCE CORP. Address: RBC BIOSCIENCE CORP.
15F., No.15, Qiaohe Rd., Zhonghe Dist., 15F., No.15, Qiaohe Rd., Zhonghe Dist.,
New Taipei City 235029, Taiwan New Taipei City 235029, Taiwan

AS STIPULATED AND DEMANDED BY THE AFOREMENTIONED REGULATION.

The manufacturer declares that the Class (A/B/C/D) device(s) comply(ies) with the Regulation including all
general safety and performance requirements.

The Manufacturer has provided Obelis s.a. (EC REP) with all the appropriate declarations as per the Regulation
(EU) 2017/746 article 48 requirements, including the EC Declaration of Conformity (according to annex V)
confirming that their Class (A/B/C/D) in vitro diagnostic medical device(s), as stipulated here below, is/are fulfiling
the applicable requirements of the Regulation (EU) 2017/746.

The notification of the following in vitro diagnostic medical device(s) has been completed by Obelis s.a. (EC REP)
in compliance with the Regulation (EU) 2017/746 on the 13/06/2022

CLASS OF IVD DEVICES:

As of the 14/06/2022 and provided that the Manufacturer will continue complying with the
hereabove mentioned requirements*, he therefore:
- Is required to affix the CE marking on this(ese) device(s);

- May place this(ese) device(s) in the European Union and EEA territory.
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Obelis s.a.- O.EARG"
Registered Address:
Bld GénéralWahis 53 e
,-_-:;-'3-_9’35?%?:&5 e
Té\, #872737 59 S4~Fax+32 273260 03

= M. G. Elkayam CEO
Obelis sa

European Association of Authorized Representatives (E.A.A.R.).
Obelis s.a. is ISO 9001 : 2015 and 1SO 13485 : 2016 certified.

EA/} Obelis European Authorized Representative Center is a member of the

*This certificate will become void automatically upon termination of the EAR agreement or removal
of the products from EAR Mandate

V1 -ID 00193622 - Date 01/05/2022



Order No.: EU DF 0272-2022
Ref No.: FRA 0631-2022

Annex A - List of Devices

Regulation (EU) 2017/746 on in vitro diagnostic medical devices
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Catalogue
# reference
number

Commercial
Name

Short description and
intended use

Device
already on the
EU market?

(y/n)

Legacy
Device

(y/m)

EMDN/
GMDN/G
IVD
Code

BASIC UDI - DI

Risk class
&
Classificati
on Rule
IVDD

Risk class &
Classification
Rule IVDR

1 MCA1601

MagCore®
HF16
Automated
Nucleic Acid
Extractor_

Automatic Nucleic Acid
Purification System

60736

471989067M0000A9

General

A5(b)

2 MCA0801

MagCore®
Compact
Automated
Nucleic Acid
Extractor

Automatic Nucleic Acid
Purification System

60736

471989067M0000A9

General

A5()

3 MCA1602

MagCore®
Super
Automated
Nucleic Acid
Extractor

Automatic Nucleic Acid
Purification System

60736

471989067M0000A9

General

A5(b)

4 MCA1603

MagCore®
HF16 Plus

Automated

Nucleic Acid
Extractor_

Automatic Nucleic Acid
Purification System

60736

471989067M0000A9

General

A5(b)

5 MCA4801

MagCore®
HF48
Automated
Nucleic Acid
Extractor

Automatic Nucleic Acid
Purification System

60736

471989067M0000A9

General

A,5(b)
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MagCore® Plus
Il Automatic Nucleic Acid
6 MEATBMS Automated Purification System B <5U5/NMO00AS | Qenes] Aald]
Nucleic Acid
MGB400-01 MagCore®
Genomic DNA
Whole Blood | For extraction of genomic
7 Kit (Speedy | DNA from human whole 52521 471989067MO000A9 General A,5()
installation) blood sample
Cartridge Code
MGB400-02 101
MGB400-03
MagCore®
Genomic DNA | For extraction of genomic
8 Whole Blood | DNA from human whole 52521 471989067M0000A9 General A,5(2)
Kit Cartridge blood sample
Code 102
MGB400-04
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MagCore®
Genomic DNA
Large Volume | For extraction of genomic
9 MGB1200 | Whole Blood | DNA from human whole 52521 471989067M0000A9 General A,5(2)
Kit blood sample
Cartridge Code
104
MagCore®
Plasma DNA For extraction of free
10 | MPD1200 [ Extraction Kit | circulating DNA from 52521 471989067M0000A9 General A5(@)
Cartridge Code| human plasma or serum
105
MGB400-07
MagCore®
Genomic DNA i '
Wroe Boog | Forexractonury
11 Kit (qu Aerrsradivala Bl 52521 471989067M0000A9 General A,5(a)
Genotyping) genotyping
Cartridge Code
106
MGB400-08
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pathological state.

MCC-01
MagCore®
Cultured Cells i i
DNA Kit For extraction of genomic
12 . DNA from cultured cells 52521 471989067M0000A9 General A5(a)
Cartridge Code and amniotic fluid
110
MCC-02
MPD4000-01
For extraction of free
MagCore® circulating DNA from
Circulating human plasma or serum.
DNA large | This DNA is used for IVD
13 volume kit (3-4 assay such as the 52521 471989067M0000A9 General A5(a)
ml) diagnostics of human
MPD4000-03( Cartridge physiological or
Code: 115
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MVN400-01
MagCore® 9 el g
; - or extraction of vira
14 A\éiléalEStlrJ:ﬁilgn DINA/R A Trom samm, 52521 General
Kit Cartrid plasma and cell-free body 471989067MO000A9 enera A5(@)
AUIGIEHE fluids
Code 201
MVN400-02
MVN400-03 MagCore@
Viral Nucleic . i st
, ; or extraction of vira
15 Alfiltd(fgxa;goRn CUINAIEhUA, frairi S, 52521 | 471989067M0000A9 | General A5
Inhibiti plasma and cell-free body ()
nhibition) fluids
Cartridge Code
202
MVN400-04
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For extraction of viral
MVN400-05 MaaCore® DNA/RNA from serum,
Vira? —— plasma and cell-free body
el SEBlAR |y, DNA/fIIQuIiI(i'is used for
16 kit (high VD L0 5757 471989067M0000A9 General A,5(a)
sensitivity ) i it
MVN400-06 Cartridge diagnostics of human
Code: 203 physiological or
pathological state.
MagCore®
Viral Nucleic
Acid Large For extraction of viral
\iokimd DNA/RNA from large
17 | MVN2400 Extraction Kit volume (2.4ml) serum, 52521 471989067MO0000A9 | General A5(a)
(2.4 mL) plasma and cell-free body
i fluids.
Cartridge Code
210
MagCore®
Viral Nucleic _ _
Acid Large For extraction of viral
Yehima DNA/RNA from large
18 MVN1200 Extraction Kit volume (1.2ml) serum, 52521 471989067M0000A9 General A5()
(1.2 mL) plasma and cell-free body
: fluids
Cartridge Code
211
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MagCore® Viral
Nucleic Acid
Large Volume
Extraction Kit

For extraction of viral
DNA/RNA from large

7 of 13

19 | MVN2401 : volume (2.4ml) serum, 52521 | 471989067MO0000A9 | General A5()
(2.4 mL) ngh plasma and cell-free body
Sensitivity fluids
Cartridge Code
220
MGP-01
MagCore®
Genomic DN& For extraction of plant
20 P!ant Kit DNA from plant tissues 52521 471989067M0000A9 General A,5(2)
Cartridge Code
301
MGP-02

Attachments - Annex A - ID# 00418921 - V2 - 16/03/2022
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21

22

MGT-01

MGT-02

MGF-01

MGF-03

MagCore®
Genomic DNA
Tissue Kit
Cartridge Code
401

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

For extraction of genomic
DNA from a variety to
animal tissues, paraffin-
embedded tissue, swab,
blood stain, forensic
specimens and cultured
yeast.

For extraction of total
DNA from formalin-fixed
paraffin-embedded
(FFPE), tissue and
forensic samples

Attachments - Annex A - ID# 00418921 - V2 - 16/03/2022

52521

52521

471989067M0000A9

471989067M0000A9

General

General

A5()

A,5(a)
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MagCore®
Forensic DNA | For extracting genomic
23 MFC-03 Direct Kit DNA from forensic 52521 471989067M0000A9 General A,5()
Cartridge Code samples
406
MBB-01
MagCore®
saomiz Digy For extraction of genomic
24 Bagterlal Kit DNA from bacteria 52521 471989067M0000A9 General A,5(2)
Cartridge Code
502
MBB-02
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pathological state.

MRN-01
MagCore®
Total RNA
For total RNA extraction
25 Whole B.Iood fromdimEntcls bsd 52521 471989067M0000A9 General A,5(a)
Kit Cartridge
Code 601
MRN-02
MRF-01
For extraction of Total
RNA from formalin-fixed
MagCore® | paraffin-embedded (FFPE)
Total RNA tissue.
FFPE -ste i ' -1V
26 one-SEEl e or [VD 52521 | 471989067MO000A9 | General A5G
kit assay such as the
Cartridge diagnostics of human
MRF-03 Code: 605 physiological or
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MRC-01
MagCore®
Total RNA
Cultured Cells | For total RNA extraction
27 Kit fiam oL tuted colls 52521 471989067M0000A9 General A,5(a)
Cartridge Code
610
MRC-02
MMR-01
Magcore Plasma
microRNA For extraction of free
28 Extraction Kit circulating miRNA from 52521 471989067M0000A9 General A5(2)
Cartridge Code: | human plsma or serum
MMR-03 620
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MRX-01
For extraction of total RNA
from cultured cells, human
whole blood and animal
tissues.
tri;\(":g%",\:i@m .| This RNA is used for IVD
29 Cartridge assay such as the 52521 471989067M0000A9 General A,5(a)
Code: 631 dlagnos'tlcs gf human
MRX-03 phys1olqglcal or
pathological state.
24 tests/kit
MNC-01 For purification of PCR
MagCore® | products for downstream
NGS Auto  |NGS application.This DNA
Size-Select |is used for IVD assay such
30 purification Kit |as the diagnostics of human - VAl 471989067M0000A9 General A,5(a)
MNC-02 Cartridge physiological or
Code: 701 pathological state.
MagCore®
Genomic DNA
large volume |For purification of eenomic
31 | MGB3000 |whole blood kit| DNA from human whole .91 471989067M0000A9 General A,5(a)
(3ml) blood.
Cartridge
Code: 114
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Ll MagCore® Gut
Microbiome For the purification of
32 DNA kit Microbial genomic DNA 52921 471989067M0000A9 General A,5(a)
Cartridge from fecal samples.
MGM-02 Code: 504
MagCore® EDA
Automated Automatic Nucleic Acid
33 | MDA480Z |\ ieic Acid Purification System 60736 | 471989067MO000A9 | General A3(b)
Extractor

* Annex A is part of the Agreement.

* The here above product list classification is based on the classification claim of the manufacturer and under its sole responsibility

** This document and its content is copyright of Obelis SA- © Obelis SA 2022. All rights reserved.
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OBELIS S.A.
Date: _21/06/2022_

Stamp:

Obelis s.a.- O.EAR.C.

Registered Address :
Bld Général Wahis 53
1030 Bruxelles

Tél. +32273259 54 - Fax +32 273260 03
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