DQS IS A MEMBER OF

‘IQNET

CERTIFICATE

This is to certify that

i-SENS, Inc.

43 Banpo-daero 28-gil
06646 Seocho-gu, Seoul
Republic of Korea

with the organizational units/sites as listed in the annex

has implemented and maintains a Business Continuity Management System.

Scope:

Design and Development of Blood Glucose Monitoring System, Continuous Glucose Monitoring
System, Medical device software for continuous glucose monitoring system, Blood Ketone
Monitoring System, IVD Reagent kit and analyzer using Enzymatic, Immunoturbidimetry and
Chemical Assay for detection of clinical chemistry parameters, Prothrombin Time (PT)/INR
Monitoring System, IVD Reagent Kit and analyzer for immunochemistry

Through an audit, documented in a report, it was verified that the management system
fulfills the requirements of the following standard:

ISO 22301 : 2019

Certificate registration no. 50350683 BCM19

Valid from 2024-08-24 (( DAKKS

Valid until 2027-08-23 Deutsche
Akkreditierungsstelle

Date of certification 2024-07-29 D-ZM-18402-01-00

DQS CFS GmbH

German Association for Sustainability

Guido Eggers
Managing Director

Accredited Body: DQS CFS GmbH, August-Schanz-Straf3e 21, 60433 Frankfurt am Main, Germany
The validity of the certification can only be verified by the QR-code. 1 / 2



Annex to certificate

Registration No. 50350683 BCM19

i-SENS, Inc.

43 Banpo-daero 28-gil
06646 Seocho-gu, Seoul
Republic of Korea

Location

50350684

I-SENS, Inc. Wonju Factory

94-1 Donghwagongdan-ro, Munmak-eup
26365 Wonju-si, Gangwon-do

Republic of Korea

50350685

I-SENS, Inc. Songdo Factory
12 Harmony-ro 275beon-gil
22014 Yeonsu-gu, Incheon

Republic of Korea

50351263

I-SENS, Inc. Songdo Factory2

43-10 Incheon towe-daero, 25beon-gil
22013 Yeonsu-gu, Incheon

Republic of Korea

Scope

Manufacture and Distribution of Blood Glucose
Monitoring System, Blood Ketone Monitoring
System

Manufacture and Distribution of Blood Glucose
Monitoring System, Continuous Glucose
Monitoring System, IVD Reagent kit using
Enzymatic, Immunoturbidimetry and Chemical
Assay for detection of clinical chemistry
parameters, IVD Reagent Kit for
immunochemistry.

The provision of manufacturing service for In
Vitro Diagnostic Reagents for Clinical
Chemistry - Lactate Measuring System

Manufacture and Distribution of Blood Glucose
Monitoring System, Continuous Glucose
Monitoring System, Blood Keton Monitoring
System, IVD Reagent analyzer using Enzymatic,
Immunoturbidimetry and Chemical Assay for
detection of clinical chemistry parameters,
Analyzer for immunochemistry, Prothrombin
Time/INR Monitoring System, and lancing
device

This annex (edition: 2024-07-29) is only valid in connection

with the above-mentioned certificate.
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