bsi.

Certificate of Registration

QUALITY MANAGEMENIT SYSTEM - ISO 13485:2016

By Royal Charter

This is to certify that: Siemens Medical Solutions USA, Inc.
Molecular Imaging
2501 N. Barrington Road
Hoffman Estates
Illinois
60192
USA

Holds Certificate No: FM 91063

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 for the
following scope:

Design, Developmerit, Manufacture, Service and Distribution of Molecular Imaging Systems
including Clinical PEJ, PET/CT, SPECT, and SPECT/CT Systems; Preclinical PET, Preclinical CT
and Preclinical MultijModality Systems; Cyclotrons; Radioactiie Sources,; Chemistry Modules;
Associated Software} Computer Workstations and related Accessories.
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For and on behalf of BSI:
Gary E Slack, Senior Vice President - Medical Devices
Original Registration Date: 2004-12-03 Effective Date: 2021-06-06
Latest Revision Date: 2021-06-(1 - Expiry Date: 2024-06-05
S0 pecrooc Page: 1 of 2

S ' ~..making excellence a habit’

This certificate remains the property of BSIjnd shall be returned immediately upon request.
An glectronic |ﬁE‘?‘éf! can be authenticatdd online. Printed copies can be validated at www.bsigrioup.com/ClientDirectory
- igitally signed by 'ez'ln_rlna :.{? oy ‘ L - |

DR Leatifston] ,K‘IJ with the scope alfove or the attached appendix.
Location: Moldova YT

Americas Headquarters: BSI Group Americg Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies.




Certificate No: FM 91063

Location

Siemens Medical Solutions USA, [Inc.

Molecular Imaging

2501 N. Barrington Road
Hoffman Estates

Illinois

60192
USA

Siemens Medical Solutions USA, [Inc.

Molecular Imaging
810 Innovation Drive
Knoxville

Tennessee

37932

USA

Siemens Medical Solutions USA, [Inc.

Molecular Imaging
203 Dunavant Drive
Rockford
Tennessee
37853-3065

USA

Siemens Medical Solutions USA, [Inc.

Molecular Imaging
207 Dunavant Drive
Rockford
Tennessee

37853-3065
USA

giémens Medical Solutions USA, [Inc.

Molecular Imaging
3100 Stockcreek Bivd.
Rockford

Tennessee
37853-3052

USA

Original Registration Date: 2004-12-03

Latest Revision Date: 2021-06-(1

Registered Activities

Design, Development, Manufacture, Service and Distribution

of Molecular Imaging Systems including Clinical PET, PET/CT,
SPECT, and SPECT/CT Systems; Preclinical PET, Preclinical CT
and Preclinical Multi-Modality Systems; Cyclotrons;
Radioactive Sources; Chemistry Modules; Associated
Software, Computer Workstations and related Accessories.

Design and Development of Clinical PET, PET/CT, Cyclotrons,
Radioactive Sources, Chemistry Modules; Associated
Software, Computer Workstations and related Accessories.
Manufacture and Distribution of Radioactive Sources and
Chemistry Modules Service of Clinical PET, PET/CT, Preclinical
PET, Preclinical CT and Preclinical Multi-Modality Systems;
Cyclotrons, Radioactive Sources, Chemistry Modules;
Associated Software, Computer Workstations and related
Accessories.

Design and Development of Components for Clinical PET,
PET/CT.

Manufacture of Components for Clinical PET, PET/CT.

Manufacture of Components for Clinical PET, PET/CT.

Effective Date: 2021-06-06
Expiry Date: 2024-06-05

Page: 2 of 2

This certificate remains the property of BSIknd shall be returned immediately upon request.
An electronic certificate can be authenticatdd online. Printed copies can be validated at www.DSH,;;v‘uup.u:m"-,-"f;ilientDweﬂtmry

To be read in conjunction with the scope aljove or the attached appendix.

Americas Headquarters: BSI Group Americd Inc., 12950 Worldgate Drive, Suite 800, Herndon, vAEZDl?D-EOD? USA

A Member of the BSI Group of Companies.




bsi.

Certificate of Registration

QUALITY MANAGEMEN|T SYSTEM - ISO 9001:2015

By Rovyal Charter

This is to certify that: Siemens Medical Solutions USA, Inc.
Molecular Imaging
2501 N. Barrington Road

Hoffman Estates
Illinois

60192
USA

Holds Certificate No:

FM 509812

and operates a Quality Managenpent System which complies with the requirements of ISO 9001:2015 for the
following scope:

Design, Developmert, Manufacture, Service and Distribution of Molecular Imaging Systems
including Clinical PE], PET/CT, SPECT, and SPECT/CT Systems; Preclinical PET, Preclinical CT
and Preclinical MultijModality Systems; Cyclotrons; Radioactive Sources; Chemistry Modules;
Associated Software} Computer Workstations and related Accessories.

For and on behalf of BSI: , é ”

Carlos Pitangé, Chief Operating

Assurance — Americas

Original Registration Date: 200§4-07-15 ive Date: 2021-06-06

Latest Revision Date: 2021-06-(1 -~ Expiry Date: 2024-06-05
. . Page: 1 of 2
= ..making excellence a habit’

This certificate remains the property of BSIpnd shall be returned immediately upon request.
An electronic certificate can be authenticatgd online. Printed copies can be validated at www.bsignoup.com/ClientDirectory
To be read in conjunction with the scope alfove or the attached appendix.
Information and Contact: BSI, Kitemark Cogrt, Davy Avenue, Knowlhili, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
851 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.




Certificate No: FM 509812

Location

Siemens Medical Solutions USA, [Inc.
Molecular Imaging

2501 N. Barrington Road

Hoffman Estates

Illinois

60192

USA

Siemens Medical Solutions USA, [Inc.
Molecular Imaging

810 Innovation Drive

Knoxville

Tennessee

37932

USA

Siemens Medical Solutions USA, [Inc.
Molecular Imaging

203 Dunavant Drive

Rockford

Tennessee

37853-3065

USA

Siemens Medical Solutions USA, [Inc.
Molecular Imaging

207 Dunavant Drive

Rockford

Tennessee

37853-3065

USA

Siemens Medical Solutions USA, JInc.
Molecular Imaging

3100 Stockcreek Blvd.

Rockford

Tennessee
37853-3052

USA

Original Registration Date: 2006-07-15
Latest Revision Date: 2021-06-(1

This certificate remains the property of BSI pnd shall be returned immediately upon reqguest.

Registered Activities

Design, Development, Manufacture, Service and Distribution
of Molecular Imaging Systems including Clinical PET, PET/CT,
SPECT, and SPECT/CT Systems; Preclinical PET, Predclinical CT
and Preclinical Multi-Modality Systems; Cyclotrons;
Radioactive Sources; Chemistry Modules; Associated
Software, Computer Workstations and related Accessories.

Design, development, manufacture, service and distribution
of molecular imaging systems including clinical PET, PET/CT,
preclinical PET, preclinical CT and preclinical multi-modality
systems; cyclotrons, radioactive sources, chemistry modules;
associated software, computer workstations and related
accessories.

Design, Development of Molecular Imaging Systems including
Clinical PET, PET/CT.

Manufacture of molecular imaging systems including clinical
PET, PET/CT.

Manufacture of molecular imaging systems including clinical

PET, PET/CT.

Effective Date: 2021-06-06
Expiry Date: 2024-06-05

Page: 2 of 2

An electronic certificate can be authenticatgd online. Printed copies can be validated at www.bsigroup.com/ClientDirectory

To be read in conjunction with the scope aljpve or the attached appendix.

Information and Contact: BSI, Kitemark Cogrt, Davy Avenue, Knowlhili, Milton Keynes MKS 8PP. Tél: + 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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