2026 - ANO DE LA GRANDEZA ARGENTINA

Ministerio de Salud
Secretaria de Calidad en Salud
ANMA.T.

ANEXO Il
DECLARACION DE CONFORMIDAD DE MODIFICACION — PM CLASE I-lI

NuUmero de revision: 1311-53#0002

Fecha de Emision de la Declaracion revision 00-Disposicion Autorizante o su revalida:
19/09/2024

Numero de PM:

1311-53

Nombre Descriptivo del producto:

Sistemas oftalmoldgicos de tomografia de coherencia 6ptica

Caddigo de identificacion y nombre técnico UMDNS:

18-191 Sistemas de Exploracién, por Laser, Tomografia Optica Coherente, Oftalmicos

Clase de Riesgo:
Clase Il

Marca de (los) producto(s) médico(s):

TowardPi

Modelos (en caso de clase Il y equipos):

BM-400K Ultra, BM-400K MAX, BM-400K NF, BM-400K, BM Lite, YG-250K Ultra, YG-250K NF,
YG-100K Ultra, YG-100K NF, YG-100K MAX, YG-100K PRO, YG Lite

Composicion cuali-cuanti porcentual exacta (si corresponde):

Indicacién/es autorizada/s:
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El sistema es un sistema de tomografia de coherencia optica oftalmica, destinado a la obtencion
de imagenes transversales y tridimensionales in vivo y a la medicion del tejido ocular, asi como a
la visualizacion no invasiva de la vasculatura ocular basada en angiografia por OCT (OCTA).

Periodo de vida util (si corresponde):

8 anos

Método de Esterilizacion (si corresponde):

Forma de presentacion:

Envase conteniendo una (1) unidad

Condicién de uso:

Uso exclusivo a profesionales e instituciones sanitarias

Nombre del fabricante:

Toward Pi (Shanghai) Medical Technology Ltd.

Lugar/es de elaboracién:
Room 261, Building 147, No. 500, Zhennan Road, Putuo District, 200331, Shanghai, China

En nombre y representacion de la firma Omni S.R.L. , el responsable legal y el responsable
técnico declaran bajo juramento que los productos médicos enumerados en el presente Anexo,
satisfacen los Requisitos Esenciales de Seguridad y Desempefio de Productos Médicos por la
Disposicion ANMAT N° 11467/24, que cumplen y se encuentra a disposicion de la Autoridad
Sanitaria la documentacion técnica que contenga los requerimientos solicitados en el Apéndice IV
y V del Anexo del Reglamento Técnico aprobado por Disposicion ANMAT N° 64/25 y Disposicion
ANMAT N° 9688/19.

CUMPLIMIENTO DE REQUISITOS ESENCIALES DE SEGURIDAD Y DESEMPENO.
DISPOSICION ANMAT N° 11467/24 Y GESTION DE RIESGO

FECHA
EPE%%YC?N ALIDACION/GESTION DE |, \BoRATORIO/N® DE PROTOCOLO |pg

PM Namero: 1311-53 Pagina 2 de 13 Pagi na 2 de 13

?& El presente documento electrénico ha sido firmado digitalmente en los términos de la Ley N° 25.506, el Decreto N° 2628/2002 y el Decreto N° 283/2003.-



EMISI
ON

+ SO 14971:2019

* ISO/TR 24971:2020

*+ MDCG 2020-5

* MEDDEV 2.7/1 rev.4

*+ MDCG 2020-7

* EN 60601-
1:2006+A1:2013+A2:2021+A13:2024/
IEC 60601-
1:2005+AMD1:2012+AMD2:2020

* EN 60601-1-2:2015+A1:2021/ IEC
60601-1-2:2014+AMD1:2020

+ [EC 60825-1: 2014

» TOPI-21002-YF06-005 Risk
Management Report A/2 « TOPI-
21002-YF06-009 Clinical Evaluation
Report B/0 « E551795-D6001-IT-1 »
4792043841.2.1-1 EMC Test Report «
2026-JK-0020 IEC 60825 test report

6.1.1.
+1SO 14971:2019
*1SO /TR 24971:2020

» TOPI-21002-YF01-004 Risk
Management Plan A/1 « TOPI-21002-
YF06-005 Risk Management Report
A/2 « TOPI-21002-YF06-011 Risk
Management Matrix of Ophthalmic
Optical Coherence Tomography
Systems A/2

6.1.2.

+ ISO 14971:2019

* ISO/TR 24971:2020
*+ MDCG 2020-8

+ MDCG 2019-9

* TOPI-21002-YF01-004 Risk
Management Plan A/1 « TOPI-21002-
YF06-005 Risk Management Report
A/2 « TOPI-21002-YF06-011 Risk
Management Matrix of Ophthalmic
Optical Coherence Tomography
System A/2 « TOP

6.1.3./6.1.4.

+1SO 14971:2019

* ISO/TR 24971:2020

* EN ISO 20417:2021/ I1SO 20417:2021

*« TOPI-21002-YF06-005 Risk
Management Report A/2 « TOPI-
21002-YF03-079 Instruction For Use of
Ophthalmic Optical Coherence
Tomography Systems A/0 « TOPI-
21002-YF03-078 Instruction For Use of
Ophthalmi

6.1.5.

+ ISO 14971:2019

* ISO/TR 24971:2020

* EN I1SO 20417:2021/ ISO 20417:2021

* EN 62366-1:2015 / A1: 2020 / A1: 2020
* EN 60601-1-6 :2010 / A1:2015

» TOPI-21002-YF06-005 Risk
Management Report A/2 « TOPI-
21002-YF03-079 Instruction For Use of
Ophthalmic Optical Coherence
Tomography Systems A/0 « TOPI-
21002-YF03-078 Instruction For Use of
Ophthalmi

6.1.6.

+1SO 14971:2019

* ISO/TR 24971:2020

* EN ISO 20417:2021/ ISO 20417:2021

« TOPI-21002-YF06-005 Risk
Management Report A/2 « TOPI-
21002-YF03-079 Instruction For Use of
Ophthalmic Optical Coherence
Tomography Systems A/0 « TOPI-
21002-YF03-078 Instruction For Use of
Ophthalmi

6.1.7.
* EN ISO 20417:2021/ ISO 20417:2021

* TOPI-21002-YF03-034 Lifetime
Evaluation Report A/1 « TOPI-21002-
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* EN ISO 15223-1:2016
* EN ISO 780:2015
* ASTM D 4169-2016

YF03-032 Packaging verification
Report A/1 « TOPI-21002-YF03-079
Instruction For Use of Ophthalmic
Optical Coherence Tomography
System

6.1.9.

+ ISO 14971:2019

* ISO/TR 24971:2020
* MEDDEV 2.7/1 rev.4
*+ MDCG 2020-5

* MDCG 2020-7

» TOPI-21002-YF06-005 Risk
Management Report A/2 « TOPI-
21002-YF06-011 Risk Management
Matrix of Ophthalmic Optical
Coherence Tomography System A/2 «
TOPI-21002-YF06-009 Clinical
evaluation report B/0

6.3.1.

* ISO 10993-1:2018

* ISO 10993-5: 2009

* ISO 10993-10:2021

* ISO 10993-23:2021

* ISO 15004-2:2007

* Regulation (EC) No 1907/2006

* TOPI-21002-YF03-029 Product
System Verification Plan A/1 « TOPI-
21002-YF05-002 Product System
Verification Report A/1 « TOPI-21002-
YF05-005 Biocompatibility Evaluation
Report B/0 « TOPI-21002-YF06-0

6.3.2.

+ ISO 14971:2019

* ISO/TR 24971:2020
+ ASTM D 4169-2016

* TOPI-21002-YF03-032 Packaging
verification Report A/1 « TOPI-21002-
YF06-011 Risk Management Matrix of
Ophthalmic Optical Coherence
Tomography System A/2 « TOPI-
21002-YF06-005 Risk Management
Report

6.3.4.
+1SO 14971:2019
* ISO/TR 24971:2020

*« TOPI-21002-YF06-005 Risk
Management Report A/2 « TOPI-
21002-YF05-003 Transport testing
Protocol A/1 « TOPI-21002-YF05-004
Transport testing Report A/1 »« TOPI-
21002-YF03-032 Packaging
verification Re

6.3.5.

+ ISO 14971:2019

* ISO/TR 24971:2020

* EN I1SO 20417:2021/ ISO 20417:2021
* EN 62366-1:2015 / A1: 2020

* EN 60601-1-6:2010/A1:2015

» TOPI-21002-YF06-005 Risk
Management Report A/2 « TOPI-
21002-YF03-079 Instruction For Use of
Ophthalmic Optical Coherence
Tomography Systems A/0 « TOPI-
21002-YF03-078 Instruction For Use of
Ophthalmi

6.4.1.

* EN ISO 20417:2021/ ISO 20417:2021
+1SO 14971:2019

* ISO/TR 24971:2020

« TOPI-21002-YF03-079 Instruction
For Use of Ophthalmic Optical
Coherence Tomography Systems A/Q «
TOPI-21002-YF03-078 Instruction For
Use of Ophthalmic Optical Coherence
Tomography Systems A/0 « TOPI

6.4.6.
* ASTM D 4169-2016

* TOPI-21002-YF03-032 Packaging
verification Report A/1 « TOPI-21002-
YF03-031 Packaging verification
Protocol A/1

6.4.7.

» TOPI-21002-L1-010, TOPI-21002-LI-
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* EN I1SO 15223-1:2021

017 label of Ophthalmic Optical
Coherence Tomography Systems.
TOPI-21002-L1-010, TOPI-21002-LI-
017 label of Ophthalmic Optical
Coherence Tomography Systems
TOPI-

6.5.2.

* EN 60601-
1:2006+A1:2013+A2:2021+A13:2024/
IEC 60601-
1:2005+AMD1:2012+AMD2:2020

+ [EC 60825-1: 2014

* EN 60601-1-2:2015+A1:2021/ IEC
60601-1-2:2014+AMD1:2020

* EN 62366-1:2015/A1:2020

* EN 60601-1-6:2010/ A1:2015

+ MDCG 2019-16

* TOPI-21002-YF06-005 Risk
Management Report A/2 « E551795-
D6001-IT-1 « 4792043841.2.1-1-1
EMC Test Report « 2026-JK-0020 IEC
60825 test report - TOPI-21002-YF02-
007 Usability Design Specifications A/

6.5.3.

« EN 60601-
1:2006+A1:2013+A2:2021+A13:2024/
IEC 60601-
1:2005+AMD1:2012+AMD2:2020

« [IEC 60825-1: 2014

* E551795-D6001-IT-1 » 2026-JK-0020
IEC 60825 test report

6.5.4.
* EN I1SO 20417: 2021/ 1SO 20417:2021

* TOPI-21002-YF03-079 Instruction
For Use of Ophthalmic Optical
Coherence Tomography Systems A/Q ¢
TOPI-21002-YF03-078 Instruction For
Use of Ophthalmic Optical Coherence
Tomography Systems A/0 « TOPI

6.5.5.

* EN ISO 20417: 2021/ 1SO 20417:2021
* EN 60601-1-2: 2015 / A1:2021/ IEC
60601-1-2:2014/ AMD1:2020

« TOPI-21002-YF03-079 Instruction
For Use of Ophthalmic Optical
Coherence Tomography Systems A/Q ¢
TOPI-21002-YF03-078 Instruction For
Use of Ophthalmic Optical Coherence
Tomography Systems A/0 « TOPI

6.5.7.
* EN 62366-1:2015/ A1:2020:2015
* EN 60601-1-6: 2010/ A2:2021

» TOPI-21002-YF02-007 Usability
Design Specifications A/1

6.5.8.
* EN ISO 20417:2021/ ISO 20417:2021

« TOPI-21002-YF03-079 Instruction
For Use of Ophthalmic Optical
Coherence Tomography Systems A/Q ¢
TOPI-21002-YF03-078 Instruction For
Use of Ophthalmic Optical Coherence
Tomography Systems A/0 « TOPI

6.9.1.
+ ISO 16971:2015

* TOPI-21002-YF03-044 Product
Performance Verification protocol A/1 «
TOPI-21002-YF03-045 Product
Performance Verification Report A/1 »
TOPI-21002-YF06-016 Ophthalmic
instruments — Optical coherence t

6.9.1.

* TOPI-21002-YF03-044 Product
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+ ISO 16971:2015
+ ISO 15004-1:2020
+ ISO 15004-2:2007

Performance Verification protocol A/1
TOPI-21002-YF03-045 Product
Performance Verification Report A/1 «
TOPI-21002-YF06-020 The Checklist
of ISO15004-2 « TOPI-21002-YFO

6.8.1.

* EN 62304:2006 /A1:2015
+ ISO 14971:2019

* ISO/TR 24971:2020

» TOPI-21002-YF06-005 Risk
Management Report A/2 « TOPI-
21002-YF01-003 Software
Development Plan A/1

6.8.2.

+1SO 14971:2019

* ISO/TR 24971-2020

* EN 62304:2006/A1:2015
* MDCG 2019-16

« TOPI-21002-YF06-005 Risk
Management Report A/2 « TOPI-
21002-YF01-003 Software
Development Plan A/1 « TOPI-21002-
YF03-003 Risk analysis, control
measures, and benefit/risk analysis A/2
* TOPI-21002-Y

6.8.4.

* EN 62304:2006/A1:2015

* EN I1SO 20417:2021/ ISO 20417:2021
*+ MDCG 2019-16

* TOPI-21002-YF03-023 Summary of
Cybersecurity Conformity A/1 « TOPI-
21002-YF03-003 Risk analysis, control
measures, and benefit/risk analysis A/2
* TOPI-21002-YF02-008 Software
Requirements Specifica

6.7.1.
« 1SO 14971:2019
« ISO/TR 24971:2020

» TOPI-21002-YF06-005 Risk
Management Report A/2

6.7.5.
* EN 60601-1-2: 2015/ A1:2021/ IEC
60601-1-2:2014/ AMD1:2020

* 4792043841.2.1-1 EMC Test Report

6.7.6.
« EN 60601-1-2: 2015 / A1:2021/ IEC
60601-1-2:2014/ AMD1:2020

* 4792043841.2.1-1 EMC Test Report

6.7.7.

* EN 60601-
1:2006+A1:2013+A2:2021+A13:2024/
IEC 60601-
1:2005+AMD1:2012+AMD2:2020

* [EC 60825-1: 2014

* EN ISO 20417:2021/ ISO 20417:2021

* E551795-D6001-1T-1 » 2026-JK-0020
IEC 60825 test report « TOPI-21002-
YF03-079 Instruction For Use of
Ophthalmic Optical Coherence
Tomography Systems A/0 « TOPI-
21002-YF03-078 Instruction For Use of

6.5.6.
+ MDCG 2019-16
* EN I1SO 20417:2021/ ISO 20417:2021

* TOPI-21002-YF03-003 Risk analysis,
control measures, and benefit/risk
analysis A/2 « TOPI-21002-YF02-008
Software Requirements Specification
A/1 « TOPI-21002-YF01-003 Software
Development Plan A/1 -

6.6.1

* EN 60601-
1:2006+A1:2013+A2:2021+A13:2024/
IEC 60601-
1:2005+AMD1:2012+AMD2:2020

+ |EC 60825-1: 2014

* E551795-D6001-IT-1 » 2026-JK-0020
IEC 60825 test report

6.6.2.

+ E551795-D6001-IT-1 » 2026-JK-0020 |_
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* EN 60601-
1:2006+A1:2013+A2:2021+A13:2024/
IEC 60601-
1:2005+AMD1:2012+AMD2:2020
 [EC 60825-1: 2014

IEC 60825 test report

6.6.3.

* EN 60601-
1:2006+A1:2013+A2:2021+A13:2024/
IEC 60601-
1:2005+AMD1:2012+AMD2:2020

+ [EC 60825-1: 2014

* E551795-D6001-1T-1 » 2026-JK-0020
IEC 60825 test report

6.6.4.

* EN 60601-
1:2006+A1:2013+A2:2021+A13:2024/
IEC 60601-
1:2005+AMD1:2012+AMD2:2020

+ +|ISO 14971:2019

* ISO/TR 24971:2020

* E551795-D6001-IT-1 « TOPI-21002-
YF06-011 Risk Management Matrix of
Ophthalmic Optical Coherence
Tomography System A/2

6.6.4.

+ ISO 14971:2019

* ISO/TR 24971:2020

* EN I1SO 20417: 2021/ 1SO 20417:2021
* EN ISO 15223-1:2016

» TOPI-21002-YF06-005 Risk
Management Report A/2 « TOPI-
21002-YF03-079 Instruction For Use of
Ophthalmic Optical Coherence
Tomography Systems A/0 « TOPI-
21002-YF03-078 Instruction For Use of
Ophthalmi

6.6.5.

*+1SO 14971:2019

* ISO/TR 24971:2020

* EN ISO 20417:2021/ I1SO 20417:2021
* EN ISO 15223-1:2016

*« TOPI-21002-YF06-005 Risk
Management Report A/2 « TOPI-
21002-YF03-079 Instruction For Use of
Ophthalmic Optical Coherence
Tomography Systems A/0 « TOPI-
21002-YF03-078 Instruction For Use of
Ophthalmi

7.4.1.

* EN 60601-
1:2006+A1:2013+A2:2021+A13:2024/
IEC 60601-
1:2005+AMD1:2012+AMD2:2020

+ [EC 60825-1:2014/ EN 60825-
1:2014+A11:2021

+ ISO 15004-1:2020

+ ISO 15004-2:2007

* E551795-D6001-IT-1 » 2026-JK-0020
IEC 60825 test report « TOPI-21002-
YF03-045 Product Performance
Verification Report A/1 A/0 « TOPI-
21002-YF06-020 The Checklist of
ISO15004-2

7.4.2.

« EN 60601-
1:2006+A1:2013+A2:2021+A13:2024/
IEC 60601-
1:2005+AMD1:2012+AMD2:2020

« IEC 60825-1:2014/ EN 60825-
1:2014+A11:2021

« ISO 14971:2019

« ISO 15004-1:2020

+ 1SO 15004-2:2007

* E551795-D6001-1T-1 » 2026-JK-0020
IEC 60825 test report « TOPI-21002-
YF06-005 Risk Management Report
A/2 « TOPI-21002-YF06-020 The
Checklist of ISO15004-2
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6.9.1.0)
- EN ISO 15223-1:2016

- EN ISO 20417:2021/ ISO 20417:2021
- EN 60601-
1:2006+A1:2013+A2:2021+A13:2024/
IEC 60601-
1:2005+AMD1:2012+AMD2:2020

- [EC 60825-1:2014/ EN 60825-
1:2014+A11:2021

» TOPI-21002-LI-010, TOPI-21002-LI-
017 label of Ophthalmic Optical
Coherence Tomography Systems
TOPI-21002-L1-011, TOPI-21002-LI-
018 label of Ophthalmic Optical
Coherence Tomography Systems-
Scanner

6.10.1.
* EN I1SO 20417:2021/ ISO 20417:2021
* EN ISO 15223-1:2016

» TOPI-21002-YF03-054 Verification
Protocol for Instructions for Use,
Labels and Drawings *« TOPI-21002-
YF03-055 Verification Report for
Instructions for Use, Labels and
Drawings « TOPI-21002-YF03-079

6.10.1.
* EN ISO 20417:2021/ I1SO 20417:2021
« EN ISO 15223-1:2016

« TOPI-21002-YF03-079 Instruction
For Use of Ophthalmic Optical
Coherence Tomography Systems A/Q ¢
TOPI-21002-YF03-078 Instruction For
Use of Ophthalmic Optical Coherence
Tomography Systems A/0 « TOPI

6.10.1.

* Regulation (EU) 2017/745 Article 27(4)
* Regulation (EU) 2017/745 Part C of
Annex VI

» TOPI-CX9112 Control Procedure for
uUDI « TOPI-21002-YF03-079
Instruction For Use of Ophthalmic
Optical Coherence Tomography
Systems A/0 » TOPI-21002-YF03-078
Instruction For Use of Ophthalmic
Optical

6.10.1.
* EN ISO 20417:2021/ I1ISO 20417:2021

« TOPI-21002-YF03-079 Instruction
For Use of Ophthalmic Optical
Coherence Tomography Systems A/Q ¢
TOPI-21002-YF03-078 Instruction For
Use of Ophthalmic Optical Coherence
Tomography Systems A/0

6.10.1.
* EN I1SO 20417:2021/ ISO 20417:2021

» TOPI-21002-YF03-079 Instruction
For Use of Ophthalmic Optical
Coherence Tomography Systems A/O ¢
TOPI-21002-YF03-078 Instruction For
Use of Ophthalmic Optical Coherence
Tomography Systems A/0

6.10.1.
* EN ISO 20417:2021/ ISO 20417:2021
15223

« TOPI-21002-YF03-079 Instruction
For Use of Ophthalmic Optical
Coherence Tomography Systems A/Q «
TOPI-21002-YF03-078 Instruction For
Use of Ophthalmic Optical Coherence
Tomography Systems A/0

6.10.1.
* EN I1SO 20417:2021/ ISO 20417:2021
14971

* TOPI-21002-YF03-079 Instruction
For Use of Ophthalmic Optical

TOPI-21002-YF03-078 Instruction For
Use of Ophthalmic Optical Coherence

Coherence Tomography Systems A/O |_
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Tomography Systems A/0 « TOPI

6.10.1.
* EN I1SO 20417:2021/ 1SO 20417:2021
* EN ISO 15223-1:2016

* TOPI-21002-YF03-079 Instruction
For Use of Ophthalmic Optical
Coherence Tomography Systems A/Q ¢
TOPI-21002-YF03-078 Instruction For
Use of Ophthalmic Optical Coherence
Tomography Systems A/0 « TOPI

6.10.1.
* EN ISO 15223-1:2016

» TOPI-21002-LI1-010, TOPI-21002-LI-
017 label of Ophthalmic Optical
Coherence Tomography Systems
TOPI-21002-L1-011, TOPI-21002-LI-
018 label of Ophthalmic Optical
Coherence Tomography Systems-
Scanner

6.10.1.
* EN ISO 15223-1:2016

» TOPI-21002-LI-010, TOPI-21002-LI-
017 label of Ophthalmic Optical
Coherence Tomography Systems
TOPI-21002-L1-011, TOPI-21002-LI-
018 label of Ophthalmic Optical
Coherence Tomography Systems-
Scanner

6.10.1.
* EN ISO 15223-1:2016

* TOPI-21002-LI1-010, TOPI-21002-LI-
017 label of Ophthalmic Optical
Coherence Tomography Systems
TOPI-21002-L1-011, TOPI-21002-LI-
018 label of Ophthalmic Optical
Coherence Tomography Systems-
Scanner

6.10.1.
* EN ISO 15223-1:2016

» TOPI-21002-L1-010, TOPI-21002-LI-
017 label of Ophthalmic Optical
Coherence Tomography Systems
TOPI-21002-L1-011, TOPI-21002-LI-
018 label of Ophthalmic Optical
Coherence Tomography Systems-
Scanner

6.10.1.
* EN ISO 15223-1:2016

» TOPI-21002-LI1-010, TOPI-21002-LI-
017 label of Ophthalmic Optical
Coherence Tomography Systems
TOPI-21002-L1-011, TOPI-21002-LI-
018 label of Ophthalmic Optical
Coherence Tomography Systems-
Scanner

6.10.1.

* Regulation (EU) 2017/745 Article 27(4)
* Regulation (EU) 2017/745 Part C of
Annex VI

» TOPI-21002-LI-010, TOPI-21002-LI-
017 label of Ophthalmic Optical
Coherence Tomography Systems
TOPI-21002-LI1-011, TOPI-21002-LI-
018 label of Ophthalmic Optical
Coherence Tomography Systems-
Scanner

6.10.1.
* EN ISO 15223-1:2016

» TOPI-21002-LI-010, TOPI-21002-LI-
017 label of Ophthalmic Optical

PM Nunero: 1311-53

Pagina 9 de 13

Pagi na 9 de 13

A

El presente documento electrénico ha sido firmado digitalmente en los términos de la Ley N° 25.506, el Decreto N° 2628/2002 y el Decreto N° 283/2003.-



Coherence Tomography Systems
TOPI-21002-L1-011, TOPI-21002-LI-
018 label of Ophthalmic Optical
Coherence Tomography Systems-
Scanner

6.10.1.
* EN ISO 15223-1:2016

» TOPI-21002-LI-010, TOPI-21002-LI-
017 label of Ophthalmic Optical
Coherence Tomography Systems
TOPI-21002-L1-011, TOPI-21002-LI-
018 label of Ophthalmic Optical
Coherence Tomography Systems-
Scanner

6.10.1.
+ |EC 60825-1: 2014
* EN ISO 15223-1:2016

* TOPI-21002-LI-003 Laser
Classification Marking A/O

6.10.1.
* EN I1SO 20417:2021/ ISO 20417:2021

* TOPI-21002-YF03-079 Instruction
For Use of Ophthalmic Optical
Coherence Tomography Systems A/Q ¢
TOPI-21002-YF03-078 Instruction For
Use of Ophthalmic Optical Coherence
Tomography Systems A/0 « TOPI

6.10.1.
* EN ISO 20417:2021/ I1ISO 20417:2021

« TOPI-21002-YF03-079 Instruction
For Use of Ophthalmic Optical
Coherence Tomography Systems A/Q ¢
TOPI-21002-YF03-078 Instruction For
Use of Ophthalmic Optical Coherence
Tomography Systems A/0

6.10.1.
* EN I1SO 20417:2021/ ISO 20417:2021

» TOPI-21002-YF03-079 Instruction
For Use of Ophthalmic Optical
Coherence Tomography Systems A/Q ¢
TOPI-21002-YF03-078 Instruction For
Use of Ophthalmic Optical Coherence
Tomography Systems A/0

6.10.1.

+1SO 14971:2019

* ISO/TR 24971:2020
* MEDDEV 2.7/1 rev.4
+ |EC 60825-1: 2014

« TOPI-21002-YF03-079 Instruction
For Use of Ophthalmic Optical
Coherence Tomography Systems A/Q ¢
TOPI-21002-YF03-078 Instruction For
Use of Ophthalmic Optical Coherence
Tomography Systems A/0 « TOPI

6.10.1.
+ ISO 16971:2015

* TOPI-21002-YF03-044 Product
Performance Verification protocol A/1 «
TOPI-21002-YF03-045 Product
Performance Verification Report A/1

6.10.1.
EN I1SO 20417:2021/ ISO 20417:2021

* TOPI-21002-YF03-079 Instruction
For Use of Ophthalmic Optical
Coherence Tomography Systems A/Q ¢
TOPI-21002-YF03-078 Instruction For
Use of Ophthalmic Optical Coherence
Tomography Systems A/0 « TOP

6.10.1.
* TOPI-21002-YF05-005

» STI-20230721-023S-4 In Vitro
Cytotoxicity Test « STI-20230721-
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Biocompatibility Evaluation Report

* DIRECTIVE 2011/65/EU OF THE
EUROPEAN PARLIAMENT AND OF
THE COUNCIL

* REGULATION (EC) No 1907/2006 OF
THE EUROPEAN PARLIAMENT AND
OF THE COUNCIL

023S-6 Skin Sensitization Test « STI-
20230721-023S-2 Skin Irritation Test *
NWDO01S10002401E In Vitro
Cytotoxicity Test Report « NWD01S10

6.10.1.

* EN 60601-
1:2006+A1:2013+A2:2021+A13:2024/
IEC 60601-
1:2005+AMD1:2012+AMD2:2020

* EN 60601-1-2:2015+A1:2021/ IEC
60601-1-2:2014+AMD1:2020

+ [EC 60825-1: 2014

+ ISO 15004-2:2007

* EN I1SO 20417:2021/ ISO 20417:2021

* TOPI-21002-YF03-079 Instruction
For Use of Ophthalmic Optical
Coherence Tomography Systems A/Q ¢
TOPI-21002-YF03-078 Instruction For
Use of Ophthalmic Optical Coherence
Tomography Systems A/0 « TOPI

6.10.1.
* EN ISO 20417:2021/ I1SO 20417:2021

« TOPI-21002-YF03-079 Instruction
For Use of Ophthalmic Optical
Coherence Tomography Systems A/Q ¢
TOPI-21002-YF03-078 Instruction For
Use of Ophthalmic Optical Coherence
Tomography Systems A/0 « TOPI

6.10.1.
* EN I1SO 20417:2021/ ISO 20417:2021

* TOPI-21002-YF03-079 Instruction
For Use of Ophthalmic Optical
Coherence Tomography Systems A/Q ¢
TOPI-21002-YF03-078 Instruction For
Use of Ophthalmic Optical Coherence
Tomography Systems A/0

6.10.1.
* EN ISO 20417:2021/ I1SO 20417:2021
* EN 62304:2006/A1:2015

* TOPI-21002-YF03-064 Ophthalmic
Optical Coherence Tomography
Systems Software Instruction Manual
A/1 « TOPI-21002-YF03-027 Software
Life Cycle Implementation Check Table
A1

El responsable legal y su responsable técnico son responsables de la veracidad de la
documentacion e informacién presentada y declaran bajo juramento mantener en su
establecimiento y a disposicion de la autoridad sanitaria la documentacion alli declarada y la que
establece la Disposicién 9688/19, bajo apercibimiento de lo que establece la Ley N° 16.463, el

Decreto N° 341/92 y las que correspondan del Codigo Penal en caso de falsedad.

En caso de inexactitud o falsedad de la informacion o documentacion, la Administracién Nacional
podra suspender, cancelar, prohibir la comercializacién y solicitar retiro del mercado de lo ya
autorizado e iniciar los sumarios que pudieran corresponder.

LUGAR Y FECHA: Argentina, 02 julio 2026
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Firmado Firmado
RO M E R digitalmente por VESTEL digitalmente por

ROMERQO Isabel Blas VESTEL Blas
O I Sa b e I FeCha;2026.07.03 ’;Aarrfelgoze 07.02
1 1 echa: 0/.
10:46:22 -03'00 Marcelo ‘ioser o300
Responsable Legal Responsable Técnico
Firma y Sello Firma y Sello

Ministerio de Salud
Secretaria de Calidad en Salud
ANMA.T.

La presente DECLARACION DE CONFORMIDAD ha sido emitida de acuerdo con las previsiones
de la Disposicion ANMAT N° 9688/19, quedando inscripta la modificacion en el Registro Nacional
de Productores y Productos de Tecnologia Médica (R.P.P.T.M.) a favor de Omni S.R.L. bajo el
namero PM 1311-53 en la Ciudad de Buenos Aires a los dias 02 julio 2026

Se autoriza la comercializacion del/los producto/s identificados en la presente declaracién de
conformidad, la cual mantendra la vigencia que consta en la Declaracién inicial revision 00 o
Disposicion Autorizante o su revalida.

/%

anmMat
BODNAR Andrea Veronica
Direccion dce:lél\ll'aFJazc%r? 708e4 2egistro Instituto Nacional de Productos Médicos
Firma y Sello Firma y Sello
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Cddigo "N°rev legajo#version” vigente a partir de 07/02/22, reemplaza la anterior codificacion.
La validez del presente documento debera verificarse mediante el cédigo QR.

Tramitada por Expediente N°: 1-0047-3110-005088-26-2

Firmado digitalmente por: TERRIZZANO Maria Lorena
Fecha y hora: 28.07.2026 09:38:06
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