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02. OPHTASCAN™ Technical File

Declaration of Conformity - Ophtascan (Class 1)

EU DECLARATION OF CONFORMITY
Regulation (EU) 2017/745

This declaration of conformity is issued under the sole responsibility of the manufacturer.

Manufacturer:

Single Registration Number (SRN):

Product (Trade Name):
Basic UDI-DI:
Product Code:

Catalogue Number:
Intended purpose:

Medical Device Risk Class (Annex VIII):
Software Classification:
EMDN Code:

Oncotech Nordic AB
Vastra Ljungbyvagen 275,
26651 Vejbystrand
Sweden

SE-MF-000026046

The Ophtascan TM Software
730000908108556989001CZ

The Ophtascan™ software is intended to screen the eye of the
subject (person) to inform the person of deviations in eye patterns
and colors compared to average (healthy) eye structure - deviations
that could indicate abnormal cell structures.

Class | (Rule 11)
Class A
V92 - Medical Device Software not included in other classes

Common Standards and Harmonized Standards to which conformity is declared:

No o h,wDdhR

Notified Body:

Notified Body ldentification Number:
Certificate Number:

EU Authorized Representative:

Place of issue:
Date of issue:
Name and Role of Authorized Signatory:

Authorized Signature:

CONFIDENTIALITY: PAGE:

Business Use Only

ISO 13485:2016 - Quality Management System (Medical Devices)

1SO 14971:2019 - Application of risk management to medical devices

1SO 15223-1:2021 - Symbols to be used with information to be supplied by the manufacturer
1SO 20417:2021 - Information to be supplied by the manufacturer

IEC 62366-1:2015 /AMD1:2020 - Application of usability engineering to medical devices

IEC 62304:2006/AMD1:2015 - Software life cycle processes (Medical Device)

IEC 82304-1:2016 - General requirements for product safety (Health Software)

Vejbystrand, Sweden
30-Jun-2022
Andre Rafnsson (Chief Executive Officer)

Digitally signed by André Rafnsson

DN: ARa (USR-00000050) OU: oncotech,
DC: mybluelabel, DC: com
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Location: Sweden
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