


























Certificate No: FM 89418

Location Registered Activities

Macrogen The design and manufacture of the DNA chip, and the oligo
10F., World Merdiang 1 Cha synthesis, and the provision of the DNA sequencing service,
254, Beotkkot-ro the next generation sequencing service and the DNA analysis
Geumcheon-gu service.

Seoul

08511

Republic of Korea

Macrogen The design and manufacture of the transgenic and knockout
GE mouse division mouse.

Uri Venture Town 3F
466, Gangseo-ro
Gangseo-gu

Seoul

07573

Republic of Korea

Macrogen Inc. The provision of the DNA sequencing service.
65

Techno 3-ro

Yuseong-gu

Daejeon

34016

Republic of Korea

Macrogen Europe The provision of the DNA sequencing service.
Meibergdreef 31

Amsterdam

1105 AZ

Netherlands

Macrogen Corp. The provision of the DNA sequencing service, the next
1330 Piccard Drive Ste. 103 generation sequencing service and the DNA analysis service.
Rockville, MD

20850

USA

Macrogen Japan Corp. The provision of the DNA sequencing service, the next

3F Kyoto generation sequencing service and the DNA analysis service.
University International Science Innovation Bldg.

36-1 Yoshida-honmachi,Sakyo-ku

Kyoto

606-8501

Japan

Original Registration Date: 26/10/2004 Effective Date: 24/10/2016
Latest Revision Date: 09/01/2017 Expiry Date: 23/10/2019
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This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory or telephone +82 2 777 4123.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.
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qarad

European Regulatory Silivices

DECLARATION
The undersigned, Mrs Joke Doutreloigne, Consultant at Qarad b.v.b.a,,

hereby declares that GenomeMe has signed the EC Declaration of Conformity in agreement with the
Annex lll of the European Directive 98/79/EC on In Vitro Diagnostic Medical Devices and has submitted
the required technical documentation, for the IVD products mentioned in the list on the following pages.

The notification to the Belgian Competent Authorities has been carried out on March 6, 2017 by Qarad
b.v.b.a., the appointed Authorized Representative of GenomeMe.

Information on the notification t the competent Authorities of other European countries is available upon

request.

- e

Joke Doutreloigne

Qarad b.v.b.a.
Authorized Representative
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garad

European Requiatory Services

List of notified products

IVD Name Catalogue numbers Registration number

1.0 ml 7.0 ml 25.0 ml
GeneAb™ Monoclonal Mouse Anti-Human | IHC517-100 | IHC517-1 | IHC517-7 | N/A BE-CA01/1-90012-00148- | 38442
Lewis Y Antibody (IHC517) IVD
GeneAb™ Monoclonal Mouse Anti-Human | IHC125-100 | IHC125-1 | IHC125-7 | N/A BE-CA01/1-90012-00249- | 56891
CA-125 Antibody (IHC125) IVD
GeneAb™ Monoclonal Mouse Anti-Human | IHC520-100 | IHC520-1 | IHC520-7 | N/A BE-CA01/1-90012-00023- | 38442
Cadherin 17 Antibody (IHC520) IVD
GeneAb™ Monoclonal Mouse Anti-Human | IHC138-100 | IHC138-1 | IHC138-7 |IHC138-25 | BE-CA01/1-90012-00030- | 57036
CD138 Antibody (IHC138) IVD
GeneAb™ Monoclonal Mouse Anti-Human | IHC527-100 | IHC527-1 | IHC527-7 | N/A BE-CA01/1-90012-00032- | 56948
CD15-Leu-M1 Antibody (IHC527) IVD
GeneAb™ Monoclonal Mouse Anti-Human | IHC056-100 | IHC056-1 | IHCO56-7 | N/A BE-CA01/1-90012-00057- | 56998
CD56 Antibody (IHC056) IVD
GeneAb™ Monoclonal Mouse Anti-Human | IHC690-100 | IHC690-1 | IHC690-7 | N/A TBA 38442
CMTM6 Antibody (IHC690)
GeneAb™ Monoclonal Mouse Anti-Human | IHC560-100 | IHC560-1 | IHC560-7 | N/A TBA 38442
Cytomegalovirus (CMV) Antibody (IHC560)
GeneAb™ Monoclonal Mouse Anti-Human | IHC403-100 | IHC403-1 | IHC403-7 | IHC403-25 | BE-CA01/1-90012-00100- | 57210
ER Antibody (IHC403) IVD
GeneAb™ Monoclonal Mouse Anti-Human | IHC574-100 | IHC574-1 | IHC574-7 | N/A BE-CA01/1-90012-00018- | 38442
b-FGF Antibody (IHC574) IVD
GeneAb™ Monoclonal Mouse Anti-Human | IHC575-100 | IHC575-1 | IHC575-7 | N/A BE-CA01/1-90012-00107- | 57222
Fibronectin Antibody (IHC575) IVD
GeneAb™ Monoclonal Mouse Anti-Human | IHC580-100 | IHC580-1 | IHC580-7 | N/A BE-CA01/1-90012-00113- | 57224
FSH Antibody (IHC580) IVD
GeneAb™ Monoclonal Mouse Anti-Human | IHC583-100 | IHC583-1 | IHC583-7 | IHC583-25 | BE-CA01/1-90012-00116- | 38442
GATA3 Antibody (IHC583) IVD
GeneAb™ Monoclonal Mouse Anti-Human | IHC693-100 | IHC693-1 | IHC693-7 | N/A TBA 38442
GITR Antibody (IHC693)
GeneAb™ Monoclonal Mouse Anti-Human | IHC587-100 | IHC587-1 | IHC587-7 | N/A BE-CA01/1-90012-00121- | 38442
Glycophorin A Antibody (IHC587) IVD
GeneAb™ Monoclonal Mouse Anti-Human | IHC689 -100 | IHC689-1 | IHC689-7 | N/A TBA 38442
Herpes Simplex Virus Il Antibody (IHC689)
GeneAb™ Monoclonal Mouse Anti-Human | IHC132-100 | IHC132-1 | IHC132-7 | N/A TBA 38442
IDH1 R132H Antibody (IHC132)
GeneAb™ Monoclonal Mouse Anti-Human | IHC692-100 | IHC692-1 | IHC692-7 | N/A TBA 38442
IgA Antibody (IHC692)
GeneAb™ Monoclonal Mouse Anti-Human | IHC621-100 | IHC621-1 | IHC621-7 | N/A BE-CA01/1-90012-00156- | 38442
MDR3 Antibody (IHC621) IVD
GeneAb™ Monoclonal Mouse Anti-Human | IHC623-100 | IHC623-1 | IHC623-7 | IHC623-25 | BE-CA01/1-90012-00167- | 57231
MUC-1 Antibody (IHC623) IVD
GeneAb™ Monoclonal Mouse Anti-Human | IHC698-100 | IHC698-1 | IHC698-7 | N/A TBA 38442

OX40 Antibody (IHC698)
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garad

European Requiatory Services

IVD Name Catalogue numbers Registration number

1.0 ml 7.0 ml
GeneAb™ Monoclonal Mouse Anti-Human | IHC699-100 | IHC699-1 | IHC699-7 | N/A TBA 38442
PCT Antibody (IHC699)
GeneAb™ Monoclonal Mouse Anti-Human | IHC654-100 | IHC654-1 | IHC654-7 | N/A TBA 38442
PSA Antibody (IHC654)
GeneAb™ Monoclonal Mouse Anti-Human | IHC694-100 | IHC694-1 | IHC694-7 | N/A TBA 38442
SPNS2 Antibody (IHC694)
GeneAb™ Monoclonal Mouse Anti-Human | IHC688-100 | IHC688-1 | IHC688-7 | N/A TBA 38442
SV40 Antibody (IHC688)
GeneAb™ Monoclonal Mouse Anti-Human | IHC696-100 | IHC696-1 | IHC696-7 | N/A TBA 38442
Tau Antibody (IHC696)
GeneAb™ Monoclonal Mouse Anti-Human | IHC691-100 | IHC691-1 | IHC691-7 | N/A TBA 38442

TIMP2 Antibody (IHC691)
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