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internationally certified hyperbaric chambers

 ISO 9001

Este certificado es propiedad de ICONTEC y debe ser devuelto cuando sea solicitado
ICONTEC carrera 37 nro. 52 - 95, Bogotá D.C., Colombia

                                                                                                                                      F-PS-553 Versión 00 
 

Certificado:    SC-CER375728 
Certificate 

 
Fecha de Otorgamiento:        2015 03 06  
Fecha de Vencimiento del Ciclo Previo:    2021 03 05   
Fecha de Inicio del ciclo actual de certificación:  2021 09 24    
Fecha de Vencimiento ciclo actual:        2024 03 05 
Fecha de Auditoria de Recertificación:     2021 08 19 
Fecha de Revisión:     2021 09 24 
*Nota. Certificado restaurado y extendido debido a la emergencia sanitaria por 
COVID 19 basado en los lineamientos de IAF    
 
 
 
 
 
2000 04 16 

HYPERBARIC S.A.C. 
Av. Pedro Huilca Tecse Mz. C Lote 9 Parque Industrial Parcela II Villa El Salvador, Lima, Perú 

ISO 9001:2015 
 

Diseño, Fabricación, Comercialización, 
Instalación y Servicio Post Venta de 

Cámaras Hiperbáricas. 
 

Design, Manufacture, Commercialization, 
Installation And After-Sales Service of 

Hyperbaric Chambers. 

ICONTEC Certifica que el Sistema de Gestión de la organización: 
ICONTEC certifies that the Organization´s Management System of: 

ha sido auditado y aprobado con respecto a los requisitos especificados en: 
has been audited and approved based on the specified requirements of: 

 

Este Certificado es aplicable al siguiente alcance: 
This certificate is applicable to the following scope: 

Esta aprobación está sujeta a que el sistema de gestión se mantenga de acuerdo con los 
requisitos especificados, lo cual será verificado por ICONTEC 

This approval is subject to the maintenance of the management system according to the 
specified requirements, which will be verified by ICONTEC 

 

 
 

 
Roberto Enrique Montoya Villa 

Director Ejecutivo 
 

 



6Hyperbaric Chambers for Medical and Decompression Treatments CERTIFICACIONES

internationally certified hyperbaric chambers

ISO 13485 (Special for medical equipment)

 F-PS-553 Versión 00 

Certificado:    DM - CER375726 
Certificate 

 
Fecha de Otorgamiento:        2015 03 06  
Fecha de Vencimiento del Ciclo Previo:    2021 03 05   
Fecha de Inicio del ciclo actual de certificación:  2021 09 24    
Fecha de Vencimiento ciclo actual:        2024 03 05 
Fecha de Auditoria de Recertificación:      2021 08 19  
Fecha de Revisión:     2021 09 24 
*Nota. Certificado restaurado y extendido debido a la emergencia sanitaria por 
COVID 19 basado en los lineamientos de IAF   
 
 
 
 

 

 
 
 
 
 
 
 
 
 
 
 
 
 

Esta aprobación está sujeta a que el sistema de gestión se mantenga de acuerdo con los 
requisitos especificados, lo cual será verificado por ICONTEC 

This approval is subject to the maintenance of the management system according to the 
specified requirements, which will be verified by ICONTEC 

 

ISO 13485:2016  
 
 

ICONTEC Certifica que el Sistema de Gestión de la organización: 
ICONTEC certifies that the Organization´s Management System of: 

ha sido auditado y aprobado con respecto a los requisitos especificados en: 
has been audited and approved based on the specified requirements of: 

 

Este Certificado es aplicable al siguiente alcance: 
This certificate is applicable to the following scope: 

 
 

 
Roberto Enrique Montoya Villa 

Director Ejecutivo 
 

 

HYPERBARIC S.A.C. 
Av. Pedro Huilca Tecse Mz. C Lote 9 Parque Industrial Parcela II Villa El Salvador, Lima, Perú 

Diseño, Fabricación, Comercialización, 
Instalación y Servicio Post Venta de 

Cámaras Hiperbáricas. 
 

Design, Manufacture, Commercialization, 
Installation And After-Sales Service of 

Hyperbaric Chambers. 

Este certificado es propiedad de ICONTEC y debe ser devuelto cuando sea solicitado
ICONTEC carrera 37 nro. 52 - 95, Bogotá D.C., Colombia

CERTIFICADO-Icontec-ISO-13485.indd   1 02/10/2019   04:12:03 p.m.
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FDA (Food and Drug Administration) from United States

FDA REGISTRATION NUMBER: 3007127387
LAST VALIDATED: January 17, 2022
STATUS: Valid

Registrar Corp helps companies comply with U.S. FDA regulations.
Registrar Corp is not affiliated with the U.S. Food and Drug Administration.

Registration of a device establishment, assignment of a registration 
number, or listing of a medical device does not in any way denote 
approval of the establishment or its products by U.S. FDA.




U.S. AGENT AND OFFICIAL 
CORRESPONDENT

Registrar Corp
144 Research Drive
Hampton VA, USA 23666

 +1-757-224-0177
 info@registrarcorp.com
 www.registrarcorp.com


ESTABLISHMENT 
INFORMATION

AV. PEDRO HUILCA MZ. C, LOTE 9
Parque Ind PARQUE INDUSTRIAL, PARC II, 
VILLA EL SALVADOR
Lima Lima (Region), PE 15816

 51-1-2809179
 gerardo@hyperbaricsac.com
 http://www.hyperbaricsac.com

VALID 2022 U.S. FDA Medical Device Establishment Registration

HYPERBARIC S.A.C.

LISTINGS ON FILE WITH FDA

DDeevviiccee  NNaammee PPrroodduucctt  CCooddee SSttaattuuss LLaasstt  VVaalliiddaatteedd

Chamber, Hyperbaric CBF Valid January 16, 2022
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internationally certified hyperbaric chambers

Manufacturing certificate according to the ASME, PVHO-1 and NFPA standards of the United States issued 
by the international certifying company Bureau Veritas (Monoplace) 1/3
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internationally certified hyperbaric chambers

Manufacturing certificate according to the ASME, PVHO-1 and NFPA standards of the United States issued 
by the international certifying company Bureau Veritas (Monoplace)  2/3
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Manufacturing certificate according to the ASME, PVHO-1 and NFPA standards of the United States issued 
by the international certifying company Bureau Veritas (Monoplace) 3/3
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internationally certified hyperbaric chambers

Manufacturing certificate according to the ASME, PVHO-1 and NFPA standards of the United States issued 
by the international certifying company Bureau Veritas (Multiplace) 1/3
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internationally certified hyperbaric chambers

Manufacturing certificate according to the ASME, PVHO-1 and NFPA standards of the United States issued 
by the international certifying company Bureau Veritas (Multiplace) 2/3
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internationally certified hyperbaric chambers

Manufacturing certificate according to the ASME, PVHO-1 and NFPA standards of the United States issued 
by the international certifying company Bureau Veritas (Multiplace) 3/3


