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EC Certificate - Full QuaITity Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

Supplementary Information to CE 00604

ued To: ilips Ultrasound, Inc.
. CE oggqg)o Bothell Everett Highway

Issued To: Philipsthlifrasound, Inc.
2210 BatisebEverett Highway
Botlo#1021-8431
Washhigton
98021-8431
USA

In respect of:

The design and manufacture of diagnostic ultrasound imaging systems, ultrasound
transducers and image guided intervention systems including associated sterile and non-
sterile instrumentation.

Those aspects of Annex II related to metrology in the design and manufacture of Ultrasound
image review and quantification software.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

Gary E Slack, Senior Vice President Medical Devices

First fsstied: 1393:84-24 Bate: 2813-11-33 EXBIFy Bate: 2822-83:28
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



EC Certificate - Full Quality Assurance System

Supplementary Information to CE 00604

Issued To: Philips Ultrasound, Inc.
22100 Bothell Everett Highway
Bothell
Washington
98021-8431
USA
NBOG code(s) Device description Intended purpose
Class Im
MD 1111 Q-station N/A
MD 1111 QLAB N/A
Class IIa
MD 1202 Ultrasound Systems. N/A
intended for diagnostic
Ultrasound imaging in B (2D),
Color Doppler, M-Mode, and Color
Power Angio (CPA) modes
MD 1202 Ultrasound Systems intended for | N/A
diagnostic imaging or fluid flow
analysis of the human body.
MD 1202 Stereotaxic accessory for N/A
computed tomography (CT),
magnetic resonance (MR),
ultrasound (US), and positron
emission tomography (PET).
MD 1202 Ultrasound transducers N/A

First Issued: 1995-04-24 Date: 2019-11-22 Expiry Date: 2024-05-26
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 00604
Date: 2019-11-22

Issued To: Philips Ultrasound, Inc.

22100 Bothell Everett Highway

Bothell
Washington
98021-8431
USA

Subcontractor:

Service(s) supplied

Centurion Medical Products Corporation
301 Catrell Drive

Howell

Michigan

48843

USA

ETO Sterilization

McFarlane Medical, Inc.
2571 Kaneville Court
Geneva

IL 60134

USA

Manufacture

Philips Healthcare (Suzhou) Co Ltd
No. 258, Zhong Yuan Road
Suzhou Industrial Park

215024, Suzhou, Jiangsu Province
China

Manufacture

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.

A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 00604
Date: 2019-11-22

Issued To: Philips Ultrasound, Inc.

22100 Bothell Everett Highway

Bothell
Washington
98021-8431
USA

Subcontractor:

Service(s) supplied

Philips India Limited

Plot No. B-79, MIDC, Phase-II, Chakan
Taluka: khed, Village: Savardari
District: Pune

Maharashtra

410 501

India

Manufacture

Philips Medical Systems Netherland B.V.
Quality and Regulatory Affairs
Veenpluis 6

5684 PC Best

Netherlands

EU Representative

Philips Ultrasound (Shanghai) Co., Ltd
3000 Longdong Boulevard

Building 5, Suite 203,

201203 Shanghai

China

Manufacture

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.

A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 00604
Date: 2019-11-22
Issued To: Philips Ultrasound, Inc.
22100 Bothell Everett Highway
Bothell
Washington
98021-8431
USA
Subcontractor: Service(s) supplied
Philips Ultrasound, Inc. Design
3000 Minuteman Road Manufacture
Andover
Massachusetts
01810
USA
Philips Ultrasound, Inc. Design
1 Echo Drive Manufacture
Reedsville
Pennsylvania
17084
USA

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780

BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System
Certificate History

Certificate No:
Date:
Issued To:

Date

24 April 1995

10 June 1997

07 December
1998

08 January
1999

11 September
2002

11 May 2004

01 April 2005

CE 00604

2019-11-22

Philips Ultrasound, Inc.
22100 Bothell Everett Highway

Bothell

Washington
98021-8431

USA

Reference
Number

Action
First issue to ATL Ultrasound Inc for the design, development and
manufacture (and service in Europe) of medical ultrasound systems

Re-issued with small change to address and the removal of “(and service in
Europe)” from scope

Re-issued for addition of subcontractor Echo Ultrasound Inc for the design,
development and manufacture of respiration monitor modules, probes,
accessories and supplies for medical ultrasound systems

Re-issued for change of name of manufacturer to Advanced Technology
Laboratories Inc

Re-issued due to change of name of manufacturer to Philips Ultrasound.
Also change of name of subcontractor to Philips Ultrasound. Certification
review also performed

Re-issued in the new certificate format

Certificate renewal and addition of Andover site to subcontractor list
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 00604
Date: 2019-11-22
Issued To: Philips Ultrasound, Inc.
22100 Bothell Everett Highway
Bothell
Washington
98021-8431
USA
Date Reference Action
Number
29 June 2006 Re-issued for addition of subcontractor Shanghai Apex Electronics
Technology Co. Ltd
06 February Re-issued for addition of subcontractor Philips and Neusoft Medical
2007 Systems Co., Ltd
12 April 2010 | 7505357 Addition of Philips Medical Systems Netherland B.V., 5684 PC Best, to the
list of significant subcontractors as EU Representative.
Certificate renewal.
20 December | 7780901 Reissue to add Philips Healthcare (Suzhou) Co., Ltd to list of significant
2011 subcontractors for manufacturing.
03 August 7867862 Reissue to change address and add an additional address for subcontractor
2012 *Philips Healthcare (Suzhou) Co., Ltd.
18 July 2013 | 8015435 Reissue due to extension to scope to include image guided intervention

systems and addition of Philips Healthcare, a division of Philips Electronics
Ltd, Toronto, to the list of significant subcontractors.
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.

A member of BSI Group of Companies.



EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 00604
Date: 2019-11-22

Issued To: Philips Ultrasound, Inc.
22100 Bothell Everett Highway
Bothell
Washington
98021-8431
USA

Date Reference Action
Number

27 March 2014 | 8093724 Reissue due to extension to scope to include associated sterile and non-
sterile instrumentation to the image guided intervention systems.
Addition of McFarlane Medical, Inc. and Centurion Medical Products
Corporation to the list of significant subcontractors.

08 April 2015 | 8287452 Certificate renewal. Removal of Philips Healthcare, Toronto and addition
of Philips Healthcare, Markham.

01 March 2019 | 7781638 Traceable to NB 0086.
Administrative Subcontractor Service wording update from Sterilization to
ETO Sterilization for Centurion Medical, Products Corporation, 310 Catrell
Drive, Howell, Michigan, 48843, USA.
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 00604
Date: 2019-11-22

Issued To: Philips Ultrasound, Inc.
22100 Bothell Everett Highway
Bothell
Washington
98021-8431
USA

Date | Reference Action
Number

Current | 9772173 Renewal of the certificate.
Addition of product table.
Scope extended to include Those aspects of Annex II related to metrology in the
design and manufacture of Ultrasound image review and quantification software.
Removal of subcontractors:
Philips and Neusoft Medical Systems Co., Ltd, Neusoft Park, Hun nan Industrial
Area Shenyang 110179 China.
Philips Healthcare (Suzhou) Co Ltd No. 128 XingPu Road, Block F & G, Suzhou
Industry Park, Suzhou Jiangsu 215126, China.
Philips Healthcare, a division of Philips Electronics Ltd. 281 Hillmount Road,
arkham Ontario L6C 253 Canada
Change of name of subcontractor:
From Shanghai Apex Electronics Technology Co. Ltd, 3000 Longdong Boulevard
Building 5, Suite 203, Pudong District Shanghai, China to Philips Ultrasound
(Shanghai) Co., Ltd 3000 Longdong Boulevard Building 5, Suite 203, 201203
Shanghai, China.
Change of address number for the EU Representative Philips Medical Systems
Netherland B.V. Quality and Regulatory Affairs from Veenpluis 4 -6, to Veenpluis
6, 5684 PC Best Netherlands.
Addition of subcontractor:
Philips India Limited, Plot No. B-79, MIDC, Phase-II, Chakan, Taluka: khed,
Village: Savardari, District: Pune, Maharashtra, 410 501, India.
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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