


















Macrogen
10F., World Merdiang 1 Cha
254, Beotkkot-ro
Geumcheon-gu
Seoul
08511
Republic of Korea

The design and manufacture of the DNA chip, and the oligo
synthesis, and the provision of the DNA sequencing service,
the next generation sequencing service and the DNA analysis
service.

Macrogen
GE mouse division
Uri Venture Town 3F
466, Gangseo-ro
Gangseo-gu
Seoul
07573
Republic of Korea

The design and manufacture of the transgenic and knockout
mouse.

Macrogen Inc.
65
Techno 3-ro
Yuseong-gu
Daejeon
34016
Republic of Korea

The provision of the DNA sequencing service.

Macrogen Europe
Meibergdreef 31
Amsterdam
1105 AZ
Netherlands

The provision of the DNA sequencing service.

Macrogen Corp.
1330 Piccard Drive Ste. 103
Rockville, MD
20850
USA

The provision of the DNA sequencing service, the next
generation sequencing service and the DNA analysis service.

Macrogen Japan Corp.
3F Kyoto
University International Science Innovation Bldg.
36-1 Yoshida-honmachi,Sakyo-ku
Kyoto
606-8501
Japan

The provision of the DNA sequencing service, the next
generation sequencing service and the DNA analysis service.
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European Regulatory S1l1v1ccs 

DECLARATION 

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

hereby declares that GenomeMe has signed the E C  Declaration of Conformity in agreement with the 
Annex Ill 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 to the competent Authorities of other European countries is available upon 
request. 

Joke Doutreloigne 

Qarad b.v.b.a. 
Authorized Representative 
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GeneAb™ Monoclonal Mouse Anti-
Human Her2/Neu Antibody (IHC002)
GeneAb™ Monoclonal Mouse Anti-
Human p16INK4A Antibody (IHC016)
GeneAb™ Monoclonal Mouse Anti-
Human Ki67- Antibody (IHC067)
GeneAb™ Monoclonal Mouse Anti-
Human PD1- Antibody (IHC001)
GeneAb™ Monoclonal Mouse Anti-
Human Cytokeratin 18 Antibody (IHC018)
GeneAb™ Monoclonal Mouse Anti-
Human Cytokeratin 19 Antibody (IHC019)

7.0 ml

IHC7-002

IHC7-016

IHC7-067

IHC7-001
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IHC1-002
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38442
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57154
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GeneAb™ Monoclonal Mouse Anti-
Human MUC2 Antibody (IHC624) IHC7-624IHC1-624IHC100-624 57231

 

GMDN 
1.0 ml 7.0 ml 25.0 ml
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