
F-10085-002 CE Declaration of Conformity

Declaration of Conformity (DoC)

Sync-Think Inc.
Address - 2172 Staunton Court, Palo Alto, CA 94306, United States
Phone - +1 (650) 727-1819
Website - www.syncthink.com

Sync-Think Inc. hereby declares under the sole authority of the manufacturer, that the product
Type of Product - Eye Tracking Equipment
Product Name - EYE-SYNC
Designation - EYE-SYNC-X03
Description - Eye tracking system

is in accordance with the following European Directives
2017/745/EU European Union Medical Devices and Clinical Investigations

2014/30/EU European Union EMC Directive

and complies with the following European standards and requirements
ISO 13485:2016 Medical Devices

ISO 14791:2019 Risk Management

ISO 10993:2009 Biological Evaluation of Medical Devices

ISO 15223:2016 Medical Device Labeling

IEC 60601-1:2005 (Third Edition) + CORR. 1:2006 + CORR.
2:2007 + A1:2012 (or IEC 60601-1: 2012 reprint)

Medical Electrical Equipment

IEC 60601- 2-57 (First Edition): 2011, EN 60601-2-57: 2011,
CAN/CSA 22.2 No. 60601-2-57:11

Medical Electrical Equipment

as a Class 1m Medical Device.

Signed for and on behalf of Sync-Think Inc. by:
Place of Issue Palo Alto, CA 94306, United States

Date of Issue June 24, 2022

Authorized Signature

Name Jan Henri van Merkensteijn IV

Position Quality Manager



F-10085-003 CE Declaration of Conformity

Declaration of Conformity (DoC)

Sync-Think Inc.
Address: 2172 Staunton Court, Palo Alto, CA 94306, United States
Phone: +1 (650) 727-1819 Website: www.syncthink.com

Sync-Think Inc., utilizing testing data and guidance obtained in conjunction with the accredited
third party of TUV Rheinland Inc., hereby declares under the rightful and sole authority of the
manufacturer, that the product

Type of Product - Eye Tracking Equipment
Product Name - EYE-SYNC
Designation - EYE-SYNC-X02
Description - Eye tracking system

is in accordance with the following European Directives
2017/745/EU European Union Medical Devices and Clinical Investigations

2014/30/EU European Union EMC Directive

and complies with the following European standards and requirements
ISO 13485:2016 Medical Devices

ISO 14791:2019 Risk Management

ISO 10993:2009 Biological Evaluation of Medical Devices

ISO 15223:2016 Medical Device Labeling

IEC 60601-1:2005 (Third Edition) + CORR. 1:2006 + CORR.
2:2007 + A1:2012 (or IEC 60601-1: 2012 reprint)

Medical Electrical Equipment

IEC 60601- 2-57 (First Edition): 2011, EN 60601-2-57: 2011,
CAN/CSA 22.2 No. 60601-2-57:11

Medical Electrical Equipment

as a Class 1 Medical Device.

Signed for and on behalf of Sync-Think Inc. by:
Place of Issue Palo Alto, CA 94306, United States

Date of Issue July 8, 2022

Authorized Signature

Name Jan Henri van Merkensteijn IV

Position Quality Manager


	F-10085-002 Declaration of Conformity (DoC) CE Certification EYE-SYNC-X03 (1)
	Declaration of Conformity (DoC) CE Certification EYE-SYNC-X02 F-10085-003 220708.docx

