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SCC Accredited

CB-MS

©

ocsm
Accrédité CCN o

America

No. QS2 083983 0010 Rev. 04
Certificate Holder: BiolLegend, Inc.

8999 Biolegend Way

San Diego CA 92121

USA
Certification Mark:

1SO 13485

Scope of Certificate: Design, Development, Manufacture and Distribution

of Antibodies, Proteins, Biomarker Inmunoassays,

Cells and Cellular Extracts and Chemical Reagents

for use in Medical Device Industry
Standard: 1ISO 13485:2016
The Certification Body of TUV SUD America Inc. certifies that the company mentioned above has established and is
maintaining a quality management system that meets the requirements of the listed standards.
Report No.: 72183859
Effective Date: 2023-06-15
Expiry Date: 2026-06-14
Page 1 of 2
Date of Issue: 2023-06-06 _W

( Renee Walker )

Director, US Certification Body, MHS
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© No. QS2 083983 0010 Rev. 04
4
o N .
=) Facility(ies): BioLegend, Inc.
< 8999 Biolegend Way, San Diego CA 92121, USA
(&)
o Facility Scopes: Design, Development, Manufacture and Distribution
— of Antibodies, Proteins, Biomarker Immunoassays,
- Cells and Cellular Extracts and Chemical Reagents
5 for use in Medical Device Industry
(&)
2 Facility(ies): Biolegend, Inc.
—_ 8988 Biolegend Way, San Diego CA 92121, USA
<C
N Facility Scopes: Executive Management, Human Resources, Planning
< and Procurement, Customer and Technical Services
©
E Facility(ies): Biolegend, Inc.
o 8989 Biolegend Way, San Diego CA 92121, USA
LLl
[} Facility Scopes: Design, Development, Manufacture and Distribution
P of Antibodies, Proteins, Biomarker Immunoassays,
Cells and Cellular Extracts and Chemical Reagents
mﬂm for use in In-Vitro Diagnostic Reagents and Test Kits
Ao
El]]=+4
ﬁﬁ Facility(ies): BiolLegend, Inc.
=2 8991 BioLegend Way, San Diego CA 92121, USA
L 4 Facility Scopes: Quality and Regulatory Affairs
Ll
—
<
E Facility(ies): BIOLEGEND TAIWAN INC.
(T8 6F, No. 66, Shengyi 5th Rd., 302041 Zhubei City, Hsinchu
I: County, TAIWAN
oc
LLJ Facility Scopes: Design, Development, and Manufacture of Purified
(& Antibodies, Hybridoma Tissue Culture, Conjugated
PS Antibodies, and Recombinant Proteins
[
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=
oc ( Renee Walker )
LLl Director, US Certification Body, MHS
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 TÜV SÜD Product Service GmbH 
 Certification Body 
 Ridlerstraße 65 
 80339 Munich 
 Germany 
 
 TÜV SÜD America Inc. 
 401 Edgewater Place Suite #500 
 Wakefield, MA 01880 USA 
 
 TÜV SÜD PSB Pte Ltd 
 15 International Business Park 
 TÜV SÜD @ IBP 
 Singapore 609937 
 
 TUV SUD BABT 
 Octagon House 
 Concorde Way 
 Fareham 
 Hampshire 
 PO15 5RL 
 United Kingdom 
 
 TÜV SÜD Certification and Testing (China) Co. Ltd. 
 No. 10 Huaxia Rd.(m) 
 Xishan District 
 Wuxi 
 Jiangsu 
 P.R.China 
 
 TÜV SÜD DO BRASIL SFDK 
 Rua do Tesouro, 23 - 17° andar 
 São Paulo - SP 
 01013-020 
 Brasil
	
This certificate has been digitally signed by TÜV SÜD Product Service GmbH on behalf of the certificate issuing certification body as named in the pdf document's footer.
 
The sole responsiblity for the content of the certificate is with the certificate issuing certification body.




