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3. Label

¥ Sycail

medical

SYCAI Medical Liver es un dispositivo médico software, basado en inteligencia artificial, que
ayuda a los radidlogos en la deteccidn y caracterizacién de hallazgos radioldgicos en el
higado en imagenes de tomografias computarizadas (TC) de pacientes adultos.

Los usuarios previstos son radiélogos.

Por favor, lea las instrucciones del producto antes de su uso. La versidn electrénica la puede
encontrar en: https://www.sycaimedical.com/request-ifu

SYCAI TECHNOLOGIES S.L.

156-162 Carrer Llacuna, Modulo 203, 08018, Barcelona. Spain
(+34) 623 02 81 48

https://sycaimedical.com/

support@sycaitechnologies.com

Producto sanitario fabricado en Espafia.

Fecha de fabricacion: 2026-06

M D Producto sanitario software

(01)08437024228011 (20)010000(8012)POYYNNN

UDI is assigned for each production order when generating the installation package, YY corresponds
U D I to the year, NNN to the production order number.
. - - ege
l Consulte las instrucciones de uso antes de utilizar este producto. Estas
se proporcionan en formato electrdnico.
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REF

SYCAI Medical Liver®

SN

SYCAI Medical Liver SWR1.0.0

Precauciones y alertas

e Las decisiones sobre el tratamiento del paciente no deben
basarse Unicamente en los resultados de SYCAI Medical Liver®.

e Este producto deberd tener acceso al PACS donde se almacenan
los estudios.

e Tenga en cuenta que la lesién marcada con un circulo se
proporciona Unicamente a modo de referencia.

e Tenga en cuenta que SYCAI MEDICAL Liver® solo procesa
tomografias computarizadas de los estudios disponibles en el
PACS donde estd instalado actualmente y que solo esos estudios
se mostraran en el informe.

e Tengaen cuenta que el informe presenta un diagrama grafico del
drgano cuyo color cambia dependiendo de si el producto ha
detectado alguna lesion (naranja) o no (gris).

e Tenga en cuenta que la portada del informe muestra el nimero
total de lesiones detectadas por el producto en la tomografia
computarizada que se estd analizando.

e El producto y el PACS se comunican mediante el protocolo
DICOM. El producto procesa y genera archivos compatibles con
DICOM.

e Si ninguna de las series disponibles en el estudio cumple las
consideraciones de SYCAI MEDICAL Liver®, aparecera la siguiente
advertencia: «No hay ninguna serie disponible que cumpla las
consideraciones de SYCAI MEDICAL Liver® para su ejecucién. Se
impide la ejecucion».

Efectos secundarios indeseables.
No se conocen ni se prevén efectos secundarios indeseables
relacionados especificamente con el uso del software.

Pacientes objetivo

SYCAI Medical Liver® estad destinado a ser usado en pacientes adultos
(mayores de 18 afios). SYCAI Medical Liver® esta destinado a ser utilizado
con todos los pacientes sometidos a una prueba de TC abdominal.

Page 5 of 9




TECHNICAL DOCUMENTATION

w SyC a i Version: 001

medical PRODUCT LABELLING Date: 10/04/2026
TF_SYCAI
MEDICAL_Annex_20

Criterio de inclusidn de pacientes

e Pacientes de 18 afios o mas (mujeres y hombres) a los que se les
haya realizado una tomografia computarizada (TC) abdominal,
toracoabdominal o abdominopélvica.

Criterio de exclusion de pacientes

e Pacientes menores de 18 afios.

e Mujeres embarazadas.

e Tomografias computarizadas sin contraste.

e Estudios con mala calidad de imagen, imagenes borrosas o
defectuosas.

e Imagenes de TC abdominal con presencia de artefactos
metdlicos o radiopacos.

e Imagenes de TC abdominal con presencia de marcas de
movimiento.

e Imagenes de TC abdominal con una rotacidn del paciente
superior a 102 con respecto al eje longitudinal del equipo.

Producto sanitario software en cumplimiento con los requisitos
establecidos en la Regulacién Europea (EU) MDR 2017/745.

2862

Figure 1: Product label in Spanish.
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¥ Sycai

medical

SYCAI Medical Liver is a medical device software, based on artificial intelligence, that assists radiologists in
the detection and characterization of radiological findings in the liver on CT scans of adult patients.

The intended users are radiologists.

Please read the instructions for use (IFU) of this product. The electronic version of the IFU can be found
under: https://www.sycaimedical.com/request-ifu

SYCAI TECHNOLOGIES S.L.

156-162 Carrer Llacuna, Modulo 203, 08018, Barcelona. Spain
(+34) 623 02 81 48

https://sycaimedical.com/

support@sycaitechnologies.com

Medical device manufactured in Spain.

Manufacture date: 2026-06
ES

M D Medical device software

(01)08437024228011 (20)010000(8012)POYYNNN

U D I UDI is assigned for each production order when generating the installation package, YY corresponds to the year, NNN to
the production order number.

-—-’— -\...-
L Read the instructions for use before using this product. These are provided in
l electronic format.

™

H E F SYCAI Medical Liver®
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SN

SYCAI Medical Liver SWR1.0.0

Precautions and alerts

e Patient management decisions should not be based solely on test results of SYCAI
Medical Liver®.

e This product shall have access to the PACS where the studies are stored.

e Please note that the circled lesion is provided as a reference only.

e Please be aware that SYCAI MEDICAL Liver® only processes CT Scans of available
studies in the PACS where it is currently installed and only that studies will be
shown in the report.

e Please be aware that the report presents a graphic diagram of the organ that
changes in color depending if any lesion was found by the product (orange) or
not (grey).

e Please be aware that the cover page of the report shows the total number of
lesions detected by the product on the current CT scan being analyzed.

e The product and the PACS communicate using DICOM protocol. The product
processes and generates DICOM compliant files.

e Ifnone of the available Series in the Study match with the considerations of SYCAI
MEDICAL Liver® the following warning will appear: “No available Series match
the considerations of SYCAI MEDICAL Liver to be executed. Execution is
prevented.”

In case of observing an incorrect operation of the medical device, notify the
manufacturer as soon as possible: support@sycaitechnologies.com. The manufacturer
will proceed accordingly. Any serious incident must be reported to SYCAI TECHNOLOGIES
S.L. as well as the National Competent Authority of the country.

Undesirable side effects
No undesirable side effects specifically related to the use of the software are known or
anticipated.

Targeted patients
SYCAI Medical Liver® is intended to be used with adult patients (18 years old and above).

SYCAI Medical Liver® is intended to be used with all patients undergoing an abdominal
CT imaging test.

Inclusion criteria for patients
e Patients > 18 years old (women and men) with abdominal, thoraco-abdominal,
abdomino-pelvic computed tomography (CT) scans.

Exclusion criteria for patients
e Underage patients (<18 years).
e Pregnant women.
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e Non-contrast enhanced CT scans.

e Abdominal CT images with poor image quality, blurred or defective image.

e Abdominal CT images with presence of metal/radiopaque artifacts.

e Abdominal CT images with presence of movement stripes

e Abdominal CT images with rotation of the patient over 102 with respect to the
machine longitudinal axis

Software medical device in compliance with the requirements established by the
European Regulation (EU) MDR 2017/745.

2862

Figure 2: Product label in English.
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