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Michael Fernald 
Head of Central Certification Body 

CERTIFICATE 
Certificate Registration No: 951 21 5321 

 
The Certification Body of 
TÜV SÜD AMERICA INC. 
 
Certifies that the organization 

 

Agilent Technologies, Inc. 
5301 Stevens Creek Boulevard 
Santa Clara, CA 95051-7201 USA 
 

for the scope 

 
Design, Development, Marketing, Distribution, Service, Manufacture and Support of 
Analytical Instrumentation Systems, Scientific Software, Automation Systems, 
Vacuum Products and Polymer Systems for Forensic, Food, Chemical Analysis, 
Environmental Testing, Clinical, Diagnostic, and Pharmaceutical Applications 
including Related Software, Chromatography Columns, Accessories, Derived 
Assemblies, Reagent Formulations, and Consumables 

 
See attachment for complete listing of sites 
 
has established and applies a Quality Management System.  
An audit was performed and has furnished proof that the requirements according to 

 

ISO 9001:2015 
 
are fulfilled. 
 
The certificate is valid from January 1, 2024 until December 31, 2026 

With a re-issue date on September 2, 2025 
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  CERTIFICATE 
Certificate Registration No: 951 21 5321 

 
Certificate Holder: 
Agilent Technologies, Inc. 
5301 Stevens Creek Boulevard 
Santa Clara, CA 95051-7201 USA 

 
Facilities of Agilent Technologies, Inc. in the Region America (North) 

USA 

Santa Clara Corporate Headquarters 
5301 Stevens Creek Boulevard 
Santa Clara, CA 95051 

Central Function - Headquarters for Global Leadership and Coordination. 
Scope - Product Design and Development of Scientific Software, Marketing of 
Mass Spectrometers, Automated Systems, and related Software for LSAG, 
Order Fulfilment of related Software. Product Design and Development 
Quality Engineering Services/Hardware Test Center 

Santa Clara Corporate Headquarters 
5301 Stevens Creek Boulevard,  
Santa Clara, CA 95051  

Service Delivery Activities including Customer Onsite Compliance Services, 
Installation, Repair and Maintenance. Field Service Center   

2850 Centerville Road,  
Wilmington, DE 19808  

Order Management 

Service Delivery Activities including: Customer Onsite Compliance Services, 
Installation, Repair and Maintenance. Service Contact Center. Field Service 
Center 

Refurbishment of analytical instrumentation. 

Product Design and Development of Gas Chromatographs (and Related 
Software) and Consumables, Order Fulfillment of Gas Chromatographs, Gas 
Chromatograph Mass Spectrometers, Quality Engineering Services/Hardware 
Test Center, Procurement, Distribution Management and Marketing. 

2450 SE Oak Tree Court, Suite 101  
Ankeny, IA 50021  

Product Design, Development and Order Fulfillment Activities of 
Electrophoresis-Based Analytical Instrument Systems, including  
Related Software and Liquid Reagent Consumables 

121 Hartwell Avenue,  
Lexington, MA 02421  

Product Design and Development of Vacuum Pumps, Instruments and Leak 
Detectors, Product Design and Development of Cell Analysis Instruments, 
Kits, Consumables, Sensors that Measure Certain Metabolic Pathways in 
Cells for Research Use, and Marketing 

250 Smith Street  
North Kingstown, RI 02852  

The Formulation and Distribution of Organic and Inorganic Neat, Solution and 
Synthetic Reference Material Standards. These include Quality Control 
Standards, Calibration Standards, Chemical Reagents and Certified 
Reference Materials (CRM) Produced in Accordance with Agilent Internal and 
Custom Specifications 

300 Griffith Road, 
Chicopee, MA 01022  

Order Fulfillment of Analytical Instruments and Consumables for Biological 
Research and Drug Discovery, Design and Development and Order Fulfillment 
of Microplate Products 

91 Blue Ravine Road,  
Folsom, CA 95630 

Order Fulfillment of Gas Chromatography Columns and Supplies, Sample 
Preparation Products, and Procurement 

538 First State Boulevard,  
Newport, DE 19804  

Order Fulfillment of Liquid Chromatograph Columns and Microarray 
Substrates 

 

Michael Fernald 
Head of Central Certification Body 
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Michael Fernald 
Head of Central Certification Body 

CERTIFICATE 
Certificate Registration No: 951 21 5321 

 
Certificate Holder: 
Agilent Technologies, Inc. 
5301 Stevens Creek Boulevard 
Santa Clara, CA 95051-7201 USA 

 
Facilities of Agilent Technologies, Inc. in the Region America (North) 

USA 

5050 E. Holmes Road,  
Memphis, TN 38118  

Provisioning of Warehousing, Receiving, Storage and Shipping 

1170 Mark Avenue,  
Carpinteria, CA 93013  

Order Management 

1834 State Highway 71 West 
Cedar Creek, TX 78612  

Order Management 

101 Blue Ravine Road 
Folsom, CA 95630 

Order Fulfillment of Gas Chromatography Columns and Supplies, Metal, 
Microfluidics, and Procurement.  Design, Development, and Order Fulfilment 
of Bioconsumables, Glycoanalysis and Bioanalytical Protein Supplies 

100 Tigan St 
Winooski, VT 05404 

Order Management & Field Service Center 

Canada 
Agilent Technologies Canada Inc.  
6705 Millcreek Drive, unit #5 
Mississauga, Ontario, L5N 5M4 

Service Delivery Activities including Customer Onsite Compliance Services, 
Installation, Repair and Maintenance 

Mexico 

Agilent Technologies Mexico S. de R.L. de C.V. 
Avenida Insurgentes Sur número 1602, Piso 8, 
Benito Juárez, Crédito Constructor,  
Ciudad de México, 03940  

Order Management 

Agilent Technologies Mexico S. de R.L. de C.V. 
Avenida Insurgentes Sur número 1602, 
 Piso 8, Benito Juárez,  
Crédito Constructor, Ciudad de México, 03940 

Service Delivery Activities including Customer Onsite Compliance  
Services, Installation, Repair and Maintenance. Service Contact Center 

Facilities of Agilent Technologies, Inc. in the Region America (South) 

Brazil 

Agilent Technologies Brazil Ltda. 
Alameda Araguaia, 1142 - Bloco 1,  
Térreo – Conjunto 1 Alphaville – Barueri 
Sao Paulo, 06455-000  

Order Management  

Service Delivery Activities including: Customer Onsite Compliance Services, 
Installation, Repair and Maintenance, Service Contact Center, 
Field Service Center 

Facilities of Agilent Technologies, Inc. in the Region Europe, Middle East, Africa, and India 

Austria 
Agilent Technologies Osterreich GmbH 
Mooslackengasse 17 
1190 Vienna  

Service Delivery Activities including: Customer Onsite Compliance  
Services, Installation, Repair and Maintenance, Service Contact Center 

Belgium 

Agilent Technologies Belgium S.A./N.V. 
MC-SQUARE Airport Plaza Leonardo Da Vincilaan 
19 A, bus 6 
Diegem 1831 

Service Delivery Activities including: Customer Onsite Compliance  
Services, Installation, Repair and Maintenance, Service Contact Center 
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  CERTIFICATE 
Certificate Registration No: 951 21 5321 

 
Certificate Holder: 
Agilent Technologies, Inc. 
5301 Stevens Creek Boulevard 
Santa Clara, CA 95051-7201 USA 

 
Facilities of Agilent Technologies, Inc. in the Region Europe, Middle East, Africa, and India 

Belgium 

Agilent Technologies - Product Line Lab 

Management (PLLM) 
Ottergemsesteenweg Zuid 808 bus 317 
9000 Gent  

Design, Development, Support and Service of Laboratory Information Systems 
and Related Consulting and Training Activities 

Denmark 
Agilent Technologies Denmark ApS 
Building A, 1st Floor Produktionsvej 42 
2600 Glostrup 

Service Delivery Activities including Customer Onsite Compliance  
Services, Installation, Repair and Maintenance, Service Contact Center 

Finland 

Agilent Technologies Finland OY  
Alberga Business Park 6th Floor Bertel Jungin aukio 
5 P.O. Box PL 81 
02600 Espoo 

Service Delivery Activities including Customer Onsite Compliance  
Services, Installation, Repair and Maintenance, Service Contact Center 

France 

Agilent Technologies France 
Parc Technopolis - Bâtiment Olympe,  
3 avenue du Canada  
91940 Les Ulis,  

Service Delivery Activities including Customer Onsite Compliance Services, 
Installation, Repair and Maintenance, Service Contact Center 

Germany 

Agilent Technologies Deutschland GmbH 
Hewlett-Packard Strasse 8,  
76337, Waldbronn  

Product Design and Development, Order Fulfillment of  
Liquid Chromatographs, Capillary Electrophoresis Instruments, Microfluidics 
and Related Software, Consumables, Distribution Management and Marketing 

Service Delivery Activities including: Customer Onsite Compliance Services, 
Installation, Repair and Maintenance, Service Contact Center.Field Service 
Center. Customer Education 

Agilent Technologies Deutschland GmbH 
In der Dalheimer Wiese 5 
Mainz 55120 

Production and Development of Polymer Standards and Chromatography 
Columns. Development and Distribution of Scientific Hardware, Software and 
of Chromatograpic Instruments. Sample Testing Service and Consulting on 
Polymer Analysis and Characterization. Customer Training, Consulting and 
Support  

Ireland 

Agilent Technologies Ireland Ltd. 
Unit 3 Euro House,  
Euro Business Park Little Island, Cork  
T45 WK12 

Service Delivery Activities including Customer Onsite Compliance Services, 
Installation, Repair and Maintenance. 

Italy 

Agilent Technologies Italia S.p.A 
Centro Direzionale Villa Fiorita, Via P. Gobetti 2/C,  
20063 Cernusco sui Navigli 

Service Delivery Activities including Customer Onsite Compliance Services, 
Installation, Repair and Maintenance, Service Contact Center 

Agilent Technolgies Italia S.p.A. 
Via Fratelli Varian, 54, 
10040 Leini (Torino)  

Order Management. 

Product Design and Development, Order Fulfillment and In-House Servicing of 
Vacuum Pumps and Related Accessories and Derived Assemblies 

Spain 
Agilent Technologies Spain S.L. 
Building WTC, Moll de Barcelona s/n,  
08039 Barcelona 

Order Management 

Service Contact Center 

 
 

Michael Fernald 
Head of Central Certification Body 
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Michael Fernald 
Head of Central Certification Body 

CERTIFICATE 
Certificate Registration No: 951 21 5321 

 
Certificate Holder: 
Agilent Technologies, Inc. 
5301 Stevens Creek Boulevard 
Santa Clara, CA 95051-7201 USA 

 
Facilities of Agilent Technologies, Inc. in the Region Europe, Middle East, Africa and India 

Spain 

Agilent Technologies Spain S.L. 
Edificio: Parque empresarial Alvia,  
c/José Echegaray, 8. Edificio 3-1a Planta, Las Rozas, 
28232 Madrid 

Service Delivery Activities including: Customer Onsite Compliance 
Services, Installation, Repair and Maintenance. Service Contact 
Center. 

Sweden 
Agilent Technologies Sweden AB 

Solna Frosunda Port Gustav III:s Boulevard 34 

169 73 Solina 

Service Delivery Activities including:   Customer Onsite Compliance 
Services, Installation, Repair and Maintenance. 

Switzerland 

Agilent Technologies (Schweiz) AG 
Lautengartenstrasse, 6,  
4052 Basel 

Service Delivery Activities including: Customer Onsite Compliance 
Services, Installation, Repair and Maintenance.Service Contact Center. 

Agilent Technologies - Product Line Lab 
Management (PLLM) 
EPFL Innovation Park Building F 
1015 Lausanne  

Design, Development, Support and Service of Laboratory Information 
Systems and Related Consulting and Training Activities 

The 
Netherlands 

Agilent Technologies Netherlands B.V.  
Herculesweg 8, Middelburg,  
4338 PL  

Product Design and Development and Order Fulfillment of Gas and Liquid 
Chromatography Columns, and Supplies 

Service Delivery Activities including Customer Onsite Compliance Services, 
Installation, Repair and Maintenance, Service Contact Center 

United 
Kingdom 

Agilent Technologies LDA UK Limited 
Lakeside 5500, Cheadle Royal Business Park,  
Cheadle, Cheshire, SK8 3GR  

Service Delivery Activities including Customer Onsite Compliance Services, 
Installation, Repair and Maintenance, Service Contact Center 

Agilent Technologies LDA UK Limited 
Essex Road, Church Stretton,  
Shropshire, SY6 6AX  

Product Design and Development and Order Fulfillment of Chromatography 
Consumables and Polymer Systems for Clinical, Diagnostic and 
Pharmaceutical Applications 

Agilent Technologies LDA UK Limited 
Long Lane Industrial Estate, Craven Arms 
Shropshire SY7 8NR 

Product Design and Development, Manufacture, Support of Liquid 
Chromatography Instruments, and related software 

Agilent Technologies LDA UK Ltd. 
Spectrum Building, Becquerel Avenue,  
Harwell Campus, Oxford, OX11 0RA  

Hardware and Software Design, Support, Field Service Center of Non-
Invasive Spectroscopic Analysis Systems for use in Pharmaceutical, 
Security Screening 

India 
Agilent Technologies International Pvt. Ltd. 
Plot No CP-11, Sector-8; IMT Manesar, 
 Gurgaon, Haryana, 122 051  

Order Management 
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Michael Fernald 
Head of Central Certification Body 

CERTIFICATE 
Certificate Registration No: 951 21 5321 

 
Certificate Holder: 
Agilent Technologies, Inc. 
5301 Stevens Creek Boulevard 
Santa Clara, CA 95051-7201 USA 

 
Facilities of Agilent Technologies, Inc. in the Region Europe, Middle East, Africa and India 

India 
Agilent Technologies India Pvt. Ltd. 
Ground Floor, Elegance Tower, Plot no.8, Jasola 
District Centre, Jasola, New Delhi, 110025  

Service Delivery Activities including: Customer Onsite Compliance 
Services, Installation, Repair and Maintenance. Service Contact Center 

Facilities of Agilent Technologies, Inc. in the Region Asia 

China 

Agilent Technologies China Co. Ltd. 
No. 3, Wangjing North Road, Chaoyang District, 
 Beijing, Postal Code: 100102 

Service Delivery Activities including: Customer Onsite Compliance 
Services, Installation, Repair and Maintenance, Customer Laboratory 
and Equipment Management & Consulting Services including Relocation 
Services 

Agilent Technologies (China) Co. Ltd.  
Chengdu Branch  
No. 116 4th Tian Fu Street,  
Hi-Tech Development Zone (South),  
Chengdu, Sichuan Province, Postal Code: 610041 

Service Delivery Activities including Customer Onsite Compliance 
Services, Installation, Repair and Maintenance. Field Service Center, 
Center Service Contact Center. Customer Education. Customer  
Laboratory and Equipment Management & Consulting Services  
including Relocation Services 

Order Management. 

Agilent Technologies (China) Co. Ltd.  
Guanzhou Branch 
Unit 101, 102, 103, 105, 107, 112, 113 No. 38 
Huanyu 3 Road Huang Pu District 
Guangzhou, P.R. China 
Post Code: 510005 

Service Delivery Activities including: Customer Onsite Compliance 
Services, Installation, Repair and Maintenance, Customer Education 

Agilent Technologies (China) Co. Ltd.  

Shanghai No. 1 Branch 

5 – 6F\16 – 18F, Litong Plaza No. 1350 North 
Sichuan Road, Hongkou District, Shanghai  

Postal Code: 200080 

Service Delivery Activities including: Customer Onsite Compliance 
Services, Installation, Repair and Maintenance, Service Contact Center. 
Customer Education. Customer Laboratory and  Equipment Management 
& Consulting Services including Relocation Services, Field Service 
Center 
 

Agilent Technologies (China) Co. Ltd. 

6F Litong Plaza, No. 1350 North Sichuan Road, 
Hongkou District, Shanghai, P.R. China 

Post Code: 200080 

Order Management 

Agilent Technologies (Shanghai) Co. Ltd. and 
Agilent Technologies Trading (Shanghai) Co. Ltd. 
412 Ying Lun Road, 

Pu Dong, Shanghai, Postal Code: 2000131 

Product Design and Development of Gas Chromatographs (and Related 
Software); Order Fulfillment of Gas Chromatographs, Molecular and 
Atomic Spectroscopy Instruments, Liquid Chromatographs; Gas 
Chromatograph Mass Spectrometers, Liquid Chromatograph Mass 
Spectrometers; Quality; Engineering Services/Hardware Test Center, 
Distribution Management and Marketing 
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Michael Fernald 
Head of Central Certification Body 

CERTIFICATE 
Certificate Registration No: 951 21 5321 

 
Certificate Holder: 
Agilent Technologies, Inc. 
5301 Stevens Creek Boulevard 
Santa Clara, CA 95051-7201 USA 

 
Facilities of Agilent Technologies, Inc. in the Region Asia 

Hong Kong 
Agilent Technologies Hong Kong Ltd. 
No.200 Hennessy Road 
999077 Wanchai 

Service Delivery Activities including: Customer Onsite Compliance 
Services, Installation, Repair and Maintenance. 

Japan 

Agilent Technologies Japan, Ltd. 
9-1 Takakura-machi, Hachioji-shi,  
Tokyo, 192-8510  

Services Delivery Activities including: Customer Onsite Compliance 
Services, Installation, Repair and Maintenance, Service Contact 
Center. Customer Education 

Agilent Technologies International Japan Ltd. 
9-1 Takakura-machi Hachioji-shi Tokyo 192-0033 

Product Design and Development of Inductively Coupled Plasma 
Mass Spectrometers, Quality Engineering Services / Hardware Test 
Center, Distribution Management, and Marketing 

Korea 
Agilent Technologies Korea Ltd. 
A+ Asset Tower 9F, 369, Gangnam-daero, Seocho-gu, 
Seoul, 06621  

Service Delivery Activities including: Customer Onsite Compliance 
Services, Installation, Repair and Maintenance. Service Contact 
Center. Customer Education 

Malaysia 

Agilent Technologies LDA Sdn Bhd. 
Bayan Lepas Free Trade Zone - Phase 3,  
Penang, 11900  

Order Fulfillment of Dissolution and Disintegration Instruments and 
Related Accessories, Vacuum Products and Service Parts, PCR, 
Molecular and Atomic Spectroscopy Instruments, Electronic Gas 
Measurement Devices, and Electrophoresis-based Instruments 

Agilent Technologies Sales (Malaysia) Sdn Bhd.  
Unit 201 Level 2 Uptown 2, 2 Jalan SS21/37 
Damansara Uptown, Petaling Jaya, Selangor, 47400  

Service Delivery Activities including: Customer Onsite Compliance 
Services, Installation, Repair and Maintenance. Service Contact 
Center. Customer Education 

Singapore 

Agilent Technologies Singapore Pte. Ltd. 
No. 1 Yishun Avenue 7, 768923  

Order Fulfillment of Liquid Scope - Order Fulfillment of Liquid 
Chromatography/Mass Spectrometry LC/MS, Gas  
Chromatography/Mass Spectrometry GC/MS, Gas Chromatography 
GC, Inductively Coupled  Plasma Mass Spectrometers, Scanner, 
Automation Systems, Supercritical Fluid Chromatography,  Real Time 
Cell Analysis Systems RTCA, Flow Cytometry Products and Global 
Procurement 

Refurbishment of analytical instrumentation 

Agilent Technologies Singapore (Sales) Pte. Ltd. 
No. 1 Yishun Avenue 7, 768923  

Service Delivery Activities including: Customer Onsite Compliance 
Services, Installation, Repair and Maintenance. Field Service Center . 
Customer Education. 

Order Management 
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Michael Fernald 
Head of Central Certification Body 

CERTIFICATE 
Certificate Registration No: 951 21 5321 

 
Certificate Holder: 
Agilent Technologies, Inc. 
5301 Stevens Creek Boulevard 
Santa Clara, CA 95051-7201 USA 

 
Facilities of Agilent Technologies, Inc. in the Region Asia 

Taiwan 
Agilent Technologies Taiwan Ltd. 
2F No. 20, Gaoshuang Road, Pingzhen Dist.,  
Tao-Yuan City, Postal Code: 32450 

Order Management 

Service Delivery Activities including: Customer Onsite Compliance 
Services, Installation, Repair and Maintenance. Service Contact 
Center. Customer Education.   Customer Laboratory and Equipment 
Management & Consulting Services  Including Relocation Service 

Thailand 

Agilent Technologies (Thailand) Ltd. 
U Chu Liang Building 22/FL Unit A, D, 968 Rama IV 
Road, Silom, Bangrak 
Bangkok, 10500 

Service Delivery Activities including: Customer Onsite Compliance 
Services, Installation, Repair and Maintenance.Service Contact 
Center. Customer Education 

Facilities of Agilent Technologies, Inc. in the Region Oceania 

Australia 

Agilent Technologies Australia Pty Ltd. 
679 Springvale Road,  
Mulgrave, Victoria, 3170 

Service Delivery Activities including: Customer Onsite Compliance 
Services, Installation, Repair and Maintenance, Service Contract 
Center, Customer Education 

Agilent Technologies Australia (M) Pty Ltd. 
679 Springvale Road,  
Mulgrave, Victoria, 3170 

Product Design and Development and Marketing of Atomic and 
Molecular Spectroscopy Instruments and Related Software. Order 
Fulfillment of Components (Optics) 
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Michael Fernald 
Head of Central Certification Body 

CERTIFICATE 
Certificate Registration No: 951 21 5321 

 
The Certification Body of 
TÜV SÜD AMERICA INC. 
 
Certifies that the organization 

 

Agilent Technologies, Inc. 
5301 Stevens Creek Boulevard 
Santa Clara, CA 95051-7201 USA 
 

for the scope 

 
Design, Development, Marketing, Distribution, Service, Manufacture and Support of 
Analytical Instrumentation Systems, Scientific Software, Automation Systems, 
Vacuum Products and Polymer Systems for Forensic, Food, Chemical Analysis, 
Environmental Testing, Clinical, Diagnostic, and Pharmaceutical Applications 
including Related Software, Chromatography Columns, Accessories, Derived 
Assemblies, Reagent Formulations, and Consumables 

 
See attachment for complete listing of sites 
 
has established and applies a Quality Management System.  
An audit was performed and has furnished proof that the requirements according to 

 

ISO 9001:2015 
 
are fulfilled. 
 
The certificate is valid from January 1, 2024 until December 31, 2026 

With a re-issue date on September 2, 2025 
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  CERTIFICATE 
Certificate Registration No: 951 21 5321 

 
Certificate Holder: 
Agilent Technologies, Inc. 
5301 Stevens Creek Boulevard 
Santa Clara, CA 95051-7201 USA 

 
Facilities of Agilent Technologies, Inc. in the Region America (North) 

USA 

Santa Clara Corporate Headquarters 
5301 Stevens Creek Boulevard 
Santa Clara, CA 95051 

Central Function - Headquarters for Global Leadership and Coordination. 
Scope - Product Design and Development of Scientific Software, Marketing of 
Mass Spectrometers, Automated Systems, and related Software for LSAG, 
Order Fulfilment of related Software. Product Design and Development 
Quality Engineering Services/Hardware Test Center 

Santa Clara Corporate Headquarters 
5301 Stevens Creek Boulevard,  
Santa Clara, CA 95051  

Service Delivery Activities including Customer Onsite Compliance Services, 
Installation, Repair and Maintenance. Field Service Center   

2850 Centerville Road,  
Wilmington, DE 19808  

Order Management 

Service Delivery Activities including: Customer Onsite Compliance Services, 
Installation, Repair and Maintenance. Service Contact Center. Field Service 
Center 

Refurbishment of analytical instrumentation. 

Product Design and Development of Gas Chromatographs (and Related 
Software) and Consumables, Order Fulfillment of Gas Chromatographs, Gas 
Chromatograph Mass Spectrometers, Quality Engineering Services/Hardware 
Test Center, Procurement, Distribution Management and Marketing. 

2450 SE Oak Tree Court, Suite 101  
Ankeny, IA 50021  

Product Design, Development and Order Fulfillment Activities of 
Electrophoresis-Based Analytical Instrument Systems, including  
Related Software and Liquid Reagent Consumables 

121 Hartwell Avenue,  
Lexington, MA 02421  

Product Design and Development of Vacuum Pumps, Instruments and Leak 
Detectors, Product Design and Development of Cell Analysis Instruments, 
Kits, Consumables, Sensors that Measure Certain Metabolic Pathways in 
Cells for Research Use, and Marketing 

250 Smith Street  
North Kingstown, RI 02852  

The Formulation and Distribution of Organic and Inorganic Neat, Solution and 
Synthetic Reference Material Standards. These include Quality Control 
Standards, Calibration Standards, Chemical Reagents and Certified 
Reference Materials (CRM) Produced in Accordance with Agilent Internal and 
Custom Specifications 

300 Griffith Road, 
Chicopee, MA 01022  

Order Fulfillment of Analytical Instruments and Consumables for Biological 
Research and Drug Discovery, Design and Development and Order Fulfillment 
of Microplate Products 

91 Blue Ravine Road,  
Folsom, CA 95630 

Order Fulfillment of Gas Chromatography Columns and Supplies, Sample 
Preparation Products, and Procurement 

538 First State Boulevard,  
Newport, DE 19804  

Order Fulfillment of Liquid Chromatograph Columns and Microarray 
Substrates 

 

Michael Fernald 
Head of Central Certification Body 
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Michael Fernald 
Head of Central Certification Body 

CERTIFICATE 
Certificate Registration No: 951 21 5321 

 
Certificate Holder: 
Agilent Technologies, Inc. 
5301 Stevens Creek Boulevard 
Santa Clara, CA 95051-7201 USA 

 
Facilities of Agilent Technologies, Inc. in the Region America (North) 

USA 

5050 E. Holmes Road,  
Memphis, TN 38118  

Provisioning of Warehousing, Receiving, Storage and Shipping 

1170 Mark Avenue,  
Carpinteria, CA 93013  

Order Management 

1834 State Highway 71 West 
Cedar Creek, TX 78612  

Order Management 

101 Blue Ravine Road 
Folsom, CA 95630 

Order Fulfillment of Gas Chromatography Columns and Supplies, Metal, 
Microfluidics, and Procurement.  Design, Development, and Order Fulfilment 
of Bioconsumables, Glycoanalysis and Bioanalytical Protein Supplies 

100 Tigan St 
Winooski, VT 05404 

Order Management & Field Service Center 

Canada 
Agilent Technologies Canada Inc.  
6705 Millcreek Drive, unit #5 
Mississauga, Ontario, L5N 5M4 

Service Delivery Activities including Customer Onsite Compliance Services, 
Installation, Repair and Maintenance 

Mexico 

Agilent Technologies Mexico S. de R.L. de C.V. 
Avenida Insurgentes Sur número 1602, Piso 8, 
Benito Juárez, Crédito Constructor,  
Ciudad de México, 03940  

Order Management 

Agilent Technologies Mexico S. de R.L. de C.V. 
Avenida Insurgentes Sur número 1602, 
 Piso 8, Benito Juárez,  
Crédito Constructor, Ciudad de México, 03940 

Service Delivery Activities including Customer Onsite Compliance  
Services, Installation, Repair and Maintenance. Service Contact Center 

Facilities of Agilent Technologies, Inc. in the Region America (South) 

Brazil 

Agilent Technologies Brazil Ltda. 
Alameda Araguaia, 1142 - Bloco 1,  
Térreo – Conjunto 1 Alphaville – Barueri 
Sao Paulo, 06455-000  

Order Management  

Service Delivery Activities including: Customer Onsite Compliance Services, 
Installation, Repair and Maintenance, Service Contact Center, 
Field Service Center 

Facilities of Agilent Technologies, Inc. in the Region Europe, Middle East, Africa, and India 

Austria 
Agilent Technologies Osterreich GmbH 
Mooslackengasse 17 
1190 Vienna  

Service Delivery Activities including: Customer Onsite Compliance  
Services, Installation, Repair and Maintenance, Service Contact Center 

Belgium 

Agilent Technologies Belgium S.A./N.V. 
MC-SQUARE Airport Plaza Leonardo Da Vincilaan 
19 A, bus 6 
Diegem 1831 

Service Delivery Activities including: Customer Onsite Compliance  
Services, Installation, Repair and Maintenance, Service Contact Center 
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  CERTIFICATE 
Certificate Registration No: 951 21 5321 

 
Certificate Holder: 
Agilent Technologies, Inc. 
5301 Stevens Creek Boulevard 
Santa Clara, CA 95051-7201 USA 

 
Facilities of Agilent Technologies, Inc. in the Region Europe, Middle East, Africa, and India 

Belgium 

Agilent Technologies - Product Line Lab 

Management (PLLM) 
Ottergemsesteenweg Zuid 808 bus 317 
9000 Gent  

Design, Development, Support and Service of Laboratory Information Systems 
and Related Consulting and Training Activities 

Denmark 
Agilent Technologies Denmark ApS 
Building A, 1st Floor Produktionsvej 42 
2600 Glostrup 

Service Delivery Activities including Customer Onsite Compliance  
Services, Installation, Repair and Maintenance, Service Contact Center 

Finland 

Agilent Technologies Finland OY  
Alberga Business Park 6th Floor Bertel Jungin aukio 
5 P.O. Box PL 81 
02600 Espoo 

Service Delivery Activities including Customer Onsite Compliance  
Services, Installation, Repair and Maintenance, Service Contact Center 

France 

Agilent Technologies France 
Parc Technopolis - Bâtiment Olympe,  
3 avenue du Canada  
91940 Les Ulis,  

Service Delivery Activities including Customer Onsite Compliance Services, 
Installation, Repair and Maintenance, Service Contact Center 

Germany 

Agilent Technologies Deutschland GmbH 
Hewlett-Packard Strasse 8,  
76337, Waldbronn  

Product Design and Development, Order Fulfillment of  
Liquid Chromatographs, Capillary Electrophoresis Instruments, Microfluidics 
and Related Software, Consumables, Distribution Management and Marketing 

Service Delivery Activities including: Customer Onsite Compliance Services, 
Installation, Repair and Maintenance, Service Contact Center.Field Service 
Center. Customer Education 

Agilent Technologies Deutschland GmbH 
In der Dalheimer Wiese 5 
Mainz 55120 

Production and Development of Polymer Standards and Chromatography 
Columns. Development and Distribution of Scientific Hardware, Software and 
of Chromatograpic Instruments. Sample Testing Service and Consulting on 
Polymer Analysis and Characterization. Customer Training, Consulting and 
Support  

Ireland 

Agilent Technologies Ireland Ltd. 
Unit 3 Euro House,  
Euro Business Park Little Island, Cork  
T45 WK12 

Service Delivery Activities including Customer Onsite Compliance Services, 
Installation, Repair and Maintenance. 

Italy 

Agilent Technologies Italia S.p.A 
Centro Direzionale Villa Fiorita, Via P. Gobetti 2/C,  
20063 Cernusco sui Navigli 

Service Delivery Activities including Customer Onsite Compliance Services, 
Installation, Repair and Maintenance, Service Contact Center 

Agilent Technolgies Italia S.p.A. 
Via Fratelli Varian, 54, 
10040 Leini (Torino)  

Order Management. 

Product Design and Development, Order Fulfillment and In-House Servicing of 
Vacuum Pumps and Related Accessories and Derived Assemblies 

Spain 
Agilent Technologies Spain S.L. 
Building WTC, Moll de Barcelona s/n,  
08039 Barcelona 

Order Management 

Service Contact Center 

 
 

Michael Fernald 
Head of Central Certification Body 
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Michael Fernald 
Head of Central Certification Body 

CERTIFICATE 
Certificate Registration No: 951 21 5321 

 
Certificate Holder: 
Agilent Technologies, Inc. 
5301 Stevens Creek Boulevard 
Santa Clara, CA 95051-7201 USA 

 
Facilities of Agilent Technologies, Inc. in the Region Europe, Middle East, Africa and India 

Spain 

Agilent Technologies Spain S.L. 
Edificio: Parque empresarial Alvia,  
c/José Echegaray, 8. Edificio 3-1a Planta, Las Rozas, 
28232 Madrid 

Service Delivery Activities including: Customer Onsite Compliance 
Services, Installation, Repair and Maintenance. Service Contact 
Center. 

Sweden 
Agilent Technologies Sweden AB 

Solna Frosunda Port Gustav III:s Boulevard 34 

169 73 Solina 

Service Delivery Activities including:   Customer Onsite Compliance 
Services, Installation, Repair and Maintenance. 

Switzerland 

Agilent Technologies (Schweiz) AG 
Lautengartenstrasse, 6,  
4052 Basel 

Service Delivery Activities including: Customer Onsite Compliance 
Services, Installation, Repair and Maintenance.Service Contact Center. 

Agilent Technologies - Product Line Lab 
Management (PLLM) 
EPFL Innovation Park Building F 
1015 Lausanne  

Design, Development, Support and Service of Laboratory Information 
Systems and Related Consulting and Training Activities 

The 
Netherlands 

Agilent Technologies Netherlands B.V.  
Herculesweg 8, Middelburg,  
4338 PL  

Product Design and Development and Order Fulfillment of Gas and Liquid 
Chromatography Columns, and Supplies 

Service Delivery Activities including Customer Onsite Compliance Services, 
Installation, Repair and Maintenance, Service Contact Center 

United 
Kingdom 

Agilent Technologies LDA UK Limited 
Lakeside 5500, Cheadle Royal Business Park,  
Cheadle, Cheshire, SK8 3GR  

Service Delivery Activities including Customer Onsite Compliance Services, 
Installation, Repair and Maintenance, Service Contact Center 

Agilent Technologies LDA UK Limited 
Essex Road, Church Stretton,  
Shropshire, SY6 6AX  

Product Design and Development and Order Fulfillment of Chromatography 
Consumables and Polymer Systems for Clinical, Diagnostic and 
Pharmaceutical Applications 

Agilent Technologies LDA UK Limited 
Long Lane Industrial Estate, Craven Arms 
Shropshire SY7 8NR 

Product Design and Development, Manufacture, Support of Liquid 
Chromatography Instruments, and related software 

Agilent Technologies LDA UK Ltd. 
Spectrum Building, Becquerel Avenue,  
Harwell Campus, Oxford, OX11 0RA  

Hardware and Software Design, Support, Field Service Center of Non-
Invasive Spectroscopic Analysis Systems for use in Pharmaceutical, 
Security Screening 

India 
Agilent Technologies International Pvt. Ltd. 
Plot No CP-11, Sector-8; IMT Manesar, 
 Gurgaon, Haryana, 122 051  

Order Management 

 



 

  Page 6 of 8 
 

 

  

Michael Fernald 
Head of Central Certification Body 

CERTIFICATE 
Certificate Registration No: 951 21 5321 

 
Certificate Holder: 
Agilent Technologies, Inc. 
5301 Stevens Creek Boulevard 
Santa Clara, CA 95051-7201 USA 

 
Facilities of Agilent Technologies, Inc. in the Region Europe, Middle East, Africa and India 

India 
Agilent Technologies India Pvt. Ltd. 
Ground Floor, Elegance Tower, Plot no.8, Jasola 
District Centre, Jasola, New Delhi, 110025  

Service Delivery Activities including: Customer Onsite Compliance 
Services, Installation, Repair and Maintenance. Service Contact Center 

Facilities of Agilent Technologies, Inc. in the Region Asia 

China 

Agilent Technologies China Co. Ltd. 
No. 3, Wangjing North Road, Chaoyang District, 
 Beijing, Postal Code: 100102 

Service Delivery Activities including: Customer Onsite Compliance 
Services, Installation, Repair and Maintenance, Customer Laboratory 
and Equipment Management & Consulting Services including Relocation 
Services 

Agilent Technologies (China) Co. Ltd.  
Chengdu Branch  
No. 116 4th Tian Fu Street,  
Hi-Tech Development Zone (South),  
Chengdu, Sichuan Province, Postal Code: 610041 

Service Delivery Activities including Customer Onsite Compliance 
Services, Installation, Repair and Maintenance. Field Service Center, 
Center Service Contact Center. Customer Education. Customer  
Laboratory and Equipment Management & Consulting Services  
including Relocation Services 

Order Management. 

Agilent Technologies (China) Co. Ltd.  
Guanzhou Branch 
Unit 101, 102, 103, 105, 107, 112, 113 No. 38 
Huanyu 3 Road Huang Pu District 
Guangzhou, P.R. China 
Post Code: 510005 

Service Delivery Activities including: Customer Onsite Compliance 
Services, Installation, Repair and Maintenance, Customer Education 

Agilent Technologies (China) Co. Ltd.  

Shanghai No. 1 Branch 

5 – 6F\16 – 18F, Litong Plaza No. 1350 North 
Sichuan Road, Hongkou District, Shanghai  

Postal Code: 200080 

Service Delivery Activities including: Customer Onsite Compliance 
Services, Installation, Repair and Maintenance, Service Contact Center. 
Customer Education. Customer Laboratory and  Equipment Management 
& Consulting Services including Relocation Services, Field Service 
Center 
 

Agilent Technologies (China) Co. Ltd. 

6F Litong Plaza, No. 1350 North Sichuan Road, 
Hongkou District, Shanghai, P.R. China 

Post Code: 200080 

Order Management 

Agilent Technologies (Shanghai) Co. Ltd. and 
Agilent Technologies Trading (Shanghai) Co. Ltd. 
412 Ying Lun Road, 

Pu Dong, Shanghai, Postal Code: 2000131 

Product Design and Development of Gas Chromatographs (and Related 
Software); Order Fulfillment of Gas Chromatographs, Molecular and 
Atomic Spectroscopy Instruments, Liquid Chromatographs; Gas 
Chromatograph Mass Spectrometers, Liquid Chromatograph Mass 
Spectrometers; Quality; Engineering Services/Hardware Test Center, 
Distribution Management and Marketing 
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Michael Fernald 
Head of Central Certification Body 

CERTIFICATE 
Certificate Registration No: 951 21 5321 

 
Certificate Holder: 
Agilent Technologies, Inc. 
5301 Stevens Creek Boulevard 
Santa Clara, CA 95051-7201 USA 

 
Facilities of Agilent Technologies, Inc. in the Region Asia 

Hong Kong 
Agilent Technologies Hong Kong Ltd. 
No.200 Hennessy Road 
999077 Wanchai 

Service Delivery Activities including: Customer Onsite Compliance 
Services, Installation, Repair and Maintenance. 

Japan 

Agilent Technologies Japan, Ltd. 
9-1 Takakura-machi, Hachioji-shi,  
Tokyo, 192-8510  

Services Delivery Activities including: Customer Onsite Compliance 
Services, Installation, Repair and Maintenance, Service Contact 
Center. Customer Education 

Agilent Technologies International Japan Ltd. 
9-1 Takakura-machi Hachioji-shi Tokyo 192-0033 

Product Design and Development of Inductively Coupled Plasma 
Mass Spectrometers, Quality Engineering Services / Hardware Test 
Center, Distribution Management, and Marketing 

Korea 
Agilent Technologies Korea Ltd. 
A+ Asset Tower 9F, 369, Gangnam-daero, Seocho-gu, 
Seoul, 06621  

Service Delivery Activities including: Customer Onsite Compliance 
Services, Installation, Repair and Maintenance. Service Contact 
Center. Customer Education 

Malaysia 

Agilent Technologies LDA Sdn Bhd. 
Bayan Lepas Free Trade Zone - Phase 3,  
Penang, 11900  

Order Fulfillment of Dissolution and Disintegration Instruments and 
Related Accessories, Vacuum Products and Service Parts, PCR, 
Molecular and Atomic Spectroscopy Instruments, Electronic Gas 
Measurement Devices, and Electrophoresis-based Instruments 

Agilent Technologies Sales (Malaysia) Sdn Bhd.  
Unit 201 Level 2 Uptown 2, 2 Jalan SS21/37 
Damansara Uptown, Petaling Jaya, Selangor, 47400  

Service Delivery Activities including: Customer Onsite Compliance 
Services, Installation, Repair and Maintenance. Service Contact 
Center. Customer Education 

Singapore 

Agilent Technologies Singapore Pte. Ltd. 
No. 1 Yishun Avenue 7, 768923  

Order Fulfillment of Liquid Scope - Order Fulfillment of Liquid 
Chromatography/Mass Spectrometry LC/MS, Gas  
Chromatography/Mass Spectrometry GC/MS, Gas Chromatography 
GC, Inductively Coupled  Plasma Mass Spectrometers, Scanner, 
Automation Systems, Supercritical Fluid Chromatography,  Real Time 
Cell Analysis Systems RTCA, Flow Cytometry Products and Global 
Procurement 

Refurbishment of analytical instrumentation 

Agilent Technologies Singapore (Sales) Pte. Ltd. 
No. 1 Yishun Avenue 7, 768923  

Service Delivery Activities including: Customer Onsite Compliance 
Services, Installation, Repair and Maintenance. Field Service Center . 
Customer Education. 

Order Management 
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Michael Fernald 
Head of Central Certification Body 

CERTIFICATE 
Certificate Registration No: 951 21 5321 

 
Certificate Holder: 
Agilent Technologies, Inc. 
5301 Stevens Creek Boulevard 
Santa Clara, CA 95051-7201 USA 

 
Facilities of Agilent Technologies, Inc. in the Region Asia 

Taiwan 
Agilent Technologies Taiwan Ltd. 
2F No. 20, Gaoshuang Road, Pingzhen Dist.,  
Tao-Yuan City, Postal Code: 32450 

Order Management 

Service Delivery Activities including: Customer Onsite Compliance 
Services, Installation, Repair and Maintenance. Service Contact 
Center. Customer Education.   Customer Laboratory and Equipment 
Management & Consulting Services  Including Relocation Service 

Thailand 

Agilent Technologies (Thailand) Ltd. 
U Chu Liang Building 22/FL Unit A, D, 968 Rama IV 
Road, Silom, Bangrak 
Bangkok, 10500 

Service Delivery Activities including: Customer Onsite Compliance 
Services, Installation, Repair and Maintenance.Service Contact 
Center. Customer Education 

Facilities of Agilent Technologies, Inc. in the Region Oceania 

Australia 

Agilent Technologies Australia Pty Ltd. 
679 Springvale Road,  
Mulgrave, Victoria, 3170 

Service Delivery Activities including: Customer Onsite Compliance 
Services, Installation, Repair and Maintenance, Service Contract 
Center, Customer Education 

Agilent Technologies Australia (M) Pty Ltd. 
679 Springvale Road,  
Mulgrave, Victoria, 3170 

Product Design and Development and Marketing of Atomic and 
Molecular Spectroscopy Instruments and Related Software. Order 
Fulfillment of Components (Optics) 

 
 
 
 
 
 
 



 Certificate
 

 Standard
 ISO 9001:2015

 Certificate Registr. No.  01 100 84065

 Certificate Holder:  Agilent Technologies
Deutschland GmbH 
 In Der Dahlheimer Wiese 5
55120 Mainz
Germany 

 

 

 Scope:  Production and development of polymer standards and 
chromatography columns.
Development and distribution of scientific hardware, software and 
of chromatographic instruments.
Sample testing service and consulting on polymer analysis and 
characterization.
Customer training, consulting and support Proof has been furnished by means of an audit that the 
requirements of ISO 9001:2015 are met.

 Validity:  The certificate is valid from 2024-10-24 until 2026-04-30.
 First certification 1998
 

 2024-10-24  

  TÜV Rheinland Cert GmbH 

 Am Grauen Stein · 51105 Köln 

 

 www.tuv.com
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EU Quality Management System Certificate (IVDR)
Pursuant to Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices, 
Annex IX Chapters I and III (Class D Devices, Class C and B Devices for self-/near-patient testing, 
Class C Devices Companion Diagnostics) 
No. V10 113968 0004 Rev. 00

Page 1 of 2
TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123
TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Manufacturer: Agilent Technologies, Inc.
5301 Stevens Creek Boulevard
Santa Clara CA 95051
USA

SRN Manufacturer - US-MF-000009385

Authorized
Representative:

Agilent Technologies Denmark ApS
Produktionsvej 42, 2600 Glostrup, DENMARK

The Certification Body of TÜV SÜD Product Service GmbH certifies that the manufacturer has
established, documented and implemented a quality management system as described in Article
10 (8) of the Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices. Details on devices
covered by the quality management system are described on the following page(s). The Report
referenced below summarizes the result of the assessment and includes reference to relevant CS,
harmonized standards, audit and test reports. The conformity assessment has been carried out
according to Annex IX Chapter I and III of this regulation with a positive result. The certified quality
management system is subject to periodical surveillance by TÜV SÜD Product Service GmbH. In
order to place the devices on the market with CE-marking, an EU Technical Documentation
Assessment Certificate pursuant to the applicable Section(s) of Annex IX Chapter II is necessary in
addition to this EU Quality Management System Certificate.
For details and certificate validity see: www.tuvsud.com/ps-cert?q=cert:V10 113968 0004 Rev. 00

Report No.: 72185439

Valid from: 2023-08-16

Valid until: 2028-08-15

Marta Carnielli
Issue date: 2023-08-16 Head of Notified Body IVD

www.tuvsud.com/ps-cert?q=cert:V10%20113968%200004%20Rev.%2000


EU Quality Management System Certificate (IVDR)
Pursuant to Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices, 
Annex IX Chapters I and III (Class D Devices, Class C and B Devices for self-/near-patient testing, 
Class C Devices Companion Diagnostics) 
No. V10 113968 0004 Rev. 00

Page 2 of 2
TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123
TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Classification: Class C
Device Group: W010203 - TUMOUR MARKERS
Intended Purpose: IVR 0301 - Devices intended to be used in screening, diagnosis, 

staging or monitoring of cancer

The validity of this certificate 
depends on conditions and/or 
is limited to the following:

.

Revision History:

Rev. Dated Report Description        
 00 2023-08-16 72185439 Initial issuance







Agilent 

Dako 
ЄС ДЕКЛАРАЦІЯ ВІДПОВІДНОСТІ

Виробник: Agilent Technologies, lnc. 
5301 Stevens Сгееk Blvd. 
Santa Clara, СА 95051, 
USA 

Європейський представник: Agilent Т echnologies Denmark ApS 
Produktionsvej 42 
2600 Glostrup 
Denmark 

Продукт: 
Код: 

Будь ласка, дивіться доданий список від 26 листопада 2020 року     
Будь ласка, дивіться доданий список від 26 листопада 2020 року

Класифікація: □ Додаток ІІ, Список В

IZI Власна декларація

Маршрут оцінки відповідності: □ Додаток IV

IZ! Додаток ІІІ

GMDN Код: Будь ласка, дивіться доданий список від 26 листопада 2020 року 

Ця декларація про відповідність видана під виключну відповідальність виробника. Цим ми заявляємо, що 
вищезазначений продукт відповідає положенням Директиви 98/79/ЄС Європейського Парламенту та Ради від 27 жовтня 
1998 року про медичні вироби для діагностики in vitro. Вся супровідна документація зберігається у приміщенні виробника.

Ця декларація ґрунтується на огляді конкретних вимог щодо:

1. Підготовка необхідної технічної документації;
2. Впровадження визначених принципів забезпечення якості, та;
3. Впровадження систематичної процедури післяринкового нагляду та спостереження;

були задовільно виконані, і що продукт не призначений для самотестування. 
• ENISO 13485Перелік Гармонізованих Стандартів, що 

використовуються повністю або частково: • EN ISO 14971

• EN ISO 18113-1

• EN ISO 18113-2

• EN ISO 15223-1

• ENISO 23640

• EN ISO 62366-1

Уповноважений орган: (Застосовується лише для продуктів Додатку II, Списку В)

(ЕС) Сертифікат: (Застосовується лише для продуктів Додатку II, Списку В)

Місце: Глоструп, Данія 

Signed for and оп the behalf of Agilent Technologies Singapore 
(lnternational) Pte Ltd. 

Signature: 

�//j �
.,._, -, 

Ім'я: Lasse Post Moller       

Посада: Менеджер з питань регулювання 

Дата: 26 листопада 2020 року 

2020-11-26 1 





На бланку Agilent Dako 

Переклад 

ЕС ДЕКЛАРАЦIЯ ВIДПОВIДНОСТI 

Юридичний виробник: Agilent Technologies Сiнгаnур (мiжнародний) Pte Ltd. 
No.1 Yishun Avenue 7 
Сiнгаnур, 768923 

евроnейський nредставник: Agilent Technologies Denmark ApS 

]
Produktionsvej 42 
2600 Глоструn 
Данiя 

Продукт: Будь ласка, перегляньте доданий список вiд 26 листопада 2020 року. 

1Код: Будь ласка, перегляньте доданий список вiд 26 листопада 2020 року 

Класифiкацiя: □Додаток II, Список В

� Самодекларацiя 

-

Маршрут оцiнки вiдnовiдностi: 
□Додаток IV

�Додаток 111 

-

GMDN Код: Перегляньте доданий список вiд 26 листопада 2020 року 

Ця декпарацiя про вiдповiднiсть видана пiд викпючну вiдповiдальнiсть виробника. Цим ми заявляемо, що вищезазначений продукт 
вiдповiдае положенням Директиви 98/79/ЕС €вропейського Парламенту та Ради вiд 27 жовтня 1998 р. про медичнi пристроI для 
дiагностики iп vitro. Уся супровiдна документацiя зберiгаеться на територiI виробника. 

Ця декларацiя базуеться на аналiзi конкретних вимог щодо: 

1. Пiдготовка необхiдноI технiчноI документацiI;
2. Вnровадження зазначених nринциniв забезnечення якостi, а також;
3. Вnровадження систематично-� nроцедури nостринкового монiторингу та нагляду;

були задовiльно виконанi та що продукт не nризначений для самотестування. 

Перелiк Гармонiзованих Стандартiв, що 
використовуються повнiстю або частково: 

Уnовноважений орган: 

(ЕС) Сертифiкат: 

- - -

Пiдnисано вiд iменi Agilent Technologies Singapore 
(lnternational) Pte Ltd. 

Пiдпис: 

2020-11-26 

• ENISO 13485

• ENISO 14971

• ENISO 18113-1

• ENISO 18113-2

• ENISO 15223-1

• EN /SO 23640

• EN /SO 62366-1

(Застосовуеться лише для продуктiв Додатку 11, Списку В) 

(Застосовуеться лише для продуктiв Додатку 11, Списку В) 

Глоструn, Данiя 

lм'я: Lasse Post Moller 

Посада: Менеджер з питань регулювання 

Дата: 26 листопада 2020 року 

-
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EU Quality Management System Certificate (IVDR)
Pursuant to Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices, 
Annex IX Chapters I and III (Class C and B Devices excluding self-/near-patient-testing and 
Companion Diagnostics)
No. V12 109578 0003 Rev. 00

Page 1 of 2
TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123
TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Manufacturer: Agilent Technologies Singapore
(International) Pte. Ltd.
No. 1 Yishun Avenue 7
Singapore 768923
SINGAPORE

SRN Manufacturer - SG-MF-00001448

Authorized
Representative:

Agilent Technologies Denmark ApS
Produktionsvej 42, 2600 Glostrup, DENMARK

The Certification Body of TÜV SÜD Product Service GmbH certifies that the manufacturer has 
established, documented and implemented a quality management system as described in Article 10 
(8) of the Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices. Details on devices 
covered by the quality management system are described on the following page(s).
The Report referenced below summarizes the result of the assessment and includes reference to 
relevant CS, harmonized standards, audit and test reports. The conformity assessment has been 
carried out according to Annex IX Chapter I and III of this regulation with a positive result. 
The quality management system assessment was accompanied by the assessment of technical 
documentation for devices selected on a representative basis. 
The certified quality management system is subject to periodical surveillance by TÜV SÜD Product 
Service GmbH. The surveillance assessment includes an assessment of the technical documentation 
for the device or devices concerned on the basis of further representative samples. For details and 
certificate validity see: www.tuvsud.com/ps-cert?q=cert:V12 109578 0003 Rev. 00

Report No.: 72185314

Valid from: 2023-12-15

Valid until: 2028-12-14

Marta Carnielli
Issue date: 2023-12-15 Head of Certification IVD

www.tuvsud.com/ps-cert?q=cert:V12%20109578%200003%20Rev.%2000


EU Quality Management System Certificate (IVDR)
Pursuant to Regulation (EU) 2017/746 on in Vitro Diagnostic Medical Devices, 
Annex IX Chapters I and III (Class C and B Devices excluding self-/near-patient-testing and 
Companion Diagnostics)
No. V12 109578 0003 Rev. 00

Page 2 of 2
TÜV SÜD Product Service GmbH is Notified Body with identification no. 0123
TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Classification: Class C
Device Group: W0103 - HAEMATOLOGY / HAEMOSTASIS / 

IMMUNOHAEMATOLOGY / HISTOLOGY / CYTOLOGY
IVP Code: IVP 3006 - In vitro diagnostic devices which require knowledge 

regarding flow cytometry
Intended Purpose: IVR 0301 - Devices intended to be used in screening, diagnosis, 

staging or monitoring of cancer

Classification: Class C
Device Group: W0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)
IVP Code: IVP 3007 - In vitro diagnostic devices which require knowledge 

regarding immunoassays
Intended Purpose: IVR 0602 - Devices intended to be used for screening, 

determination or monitoring of physiological markers for a specific 
disease

Classification: Class C
Device Group: W0105 - INFECTIOUS DISEASES
IVP Code: IVP 3007 - In vitro diagnostic devices which require knowledge 

regarding immunoassays
Intended Purpose: IVR 0503 - Devices intended to be used to detect the presence of, 

or exposure to an infectious agent including sexually transmitted 
agents

Classification: Class C
Device Group: W0102 - IMMUNOCHEMISTRY (IMMUNOLOGY)
IVP Code: IVP 3007 - In vitro diagnostic devices which require knowledge 

regarding immunoassays
Intended Purpose: IVR 0301 - Devices intended to be used in screening, diagnosis, 

staging or monitoring of cancer

The validity of this certificate 
depends on conditions and/or 
is limited to the following:

.

Revision History:

Rev. Dated Report Description        
 00 2023-12-15 72185314 Initial issuance
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