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/ pate | assess | certify |

certificate No. QMS/91/R/2292

This is to certify that

Hangzhou AllTest Biotech Co. Ltd.

#550, YinHai Street, Baiyang District,
' Hangzhou Economic & Technology Development Area,
Hangzhou — 310 018, ZJ, P. R. China

| has been found to conform to the requirements of
Quality Management System Standard

ISO 9001:2015

This certificate is valid for the following scope :

Design, Development, Production and Distribution of :

> In Vitro Diagnostic Kits for Obstetrics and Gynecology, Infectious Disease, Drug of
Abuse, Oncology and Cardiology.

> Home use and near patient In Vitro Diagnostic Devices and the related Point of Care
Testing (POCT) Analyzer.

Initial Certification : 24/04/2017
Valid until : 23/04/2020
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'_: The authenticity of this document may be re-affirmed by writing to certification@zenith-worldwide com. Lack of fulfillment of condmogs as set out in the Certification Agreement may
render this carfificate invalid. Any alteration, forgary or falsification of the content or appearance of this document is unlawful and off s may be p ited to the fullest extent of law,
Accreditation Body: International Accreditation Service, Inc. Issuing authority: Zenith Quality Assessors Pvt. Ltd. - MSCD001
3060 Saturn Street, Suite 100, Brea, California 92821-1732 U.S.A 308, 4th Floor, Sal Apax, Vimannagar, Pune-411014, Maharashtra, india.

www.iasonline.org www.zenlth-worldwide.com

R C/IAS/QMS15/01/120117 (C1.8.2)




Los evaluadores de la calidad

‘econémico y tecnoldgico de Hangzhou

 cumplido los requisitos de Esténdar del Sistema de Gestién de la Calidad
n!_Tuu

ificado es valido para el siguiente dmbito:

desarrollo, produccién y distribucién de

-;i'_(its de Diagnéstico In Vitro para Obstetricia y Ginecologia, Enfermedades Infecciosas,
Abuso, Oncologia y Cardiologia.

Uso en el hogar y cerca del paciente Dispositivos de diagnéstico in vitro y el punto de
atencién relacionado Analizador de prueba (POCT).

 Centificacion inicial: 24/04/2017
Vidlido hasta: 23/04/2020

| La  autenticidad de este documento  puede  ser reafirmada  escribiendo 2
cenification@zenith~worldwide.com . La falta de cumplimiento de las condiciones establecidas
en el Acuerdo de hacer que este certificado no sea valido., Cualquier alteracion, falsificacién o
falsificacién del contenido o de la apariencia de este documento es ilegal y los delincuentes
pueden ser procesados hasta el maximo de la ley.

Accreditation Body: Servicio de Acreditacion internacional, Inc.
C/Saturn, 3060, Suite 100, Brea, Calif_ornia 92821-1732 US.A
www.iasonline.org i o '

Autoridad emisora: Zenith Quality Assessors Pvt. Ltd. - MSCD001

306, 4 Planta, Saj Apex, Vimannagar, Pune-411014, Maharashtra, India.
Www.zenith-worldwide.com
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REPUBLICA DE CHILE
MINISTERIO DE RR. EE.
CONSULADOQ GENERAL DE CHILE

SHANGHAI, R.P. CHINA
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