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Certificate

Quality Management System
EN ISO 13485:2016

EN ISO 13485:2016/AC:2018
EN ISO 13485:2016/A11:2021

Reqgistration No.: SX 2014156-1

Certificate Holder: Health & Life Co., Lid.
9F, No. 186, Jian Yi Road,
Zhonghe District
New Taipei City 23553
Tawan

Scope: Design and Development, Manufacture and Distribution of
Electronic Non-invasive Sphygmomanometers,
Cuffs for Sphygmomanometer and infrared Thermometers for
the area of Vital Physiological Parameters Monitoring;
Mebulizers and Nebulizer Masks for the area of Respiratory
Therapy, Hearing Aid

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies
-a quality m nt system for ices.

Procf has been fumished that the requirements specified in the abovementioned standard are fulfilled. The quality
management system is subject to yearly surveillance.

Report No.: 48245025060
Effective dats: 2024-10-11
Expiry dats: 2027-08-30
Issue date: 2024-10-11
Replaces cerfificate SX 2014156-1 issued 2024-08-30
TOV Rheinland LGA Proticts GmbH
Tillystrafe 2 - 90431 Nimberg - Germany
({ DAKKS A TUVRheinland®
. FE"E'M@" Precisely Right.

TN, TUEW ana T e sg s Tademari Ll aon an d app ke n e prior op preval
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Certlflcate TUVRheinland
Certificate No.: MD 2014156-1-1
Manufacturer: Health & Life Co., Ltd.

9F, No. 186, Jian Yi Road,
Zhonghe District
New Taipei City 23553

Taiwan
REPs Facility ID: F004701
Certification criteria: 1SO 13485:2016

Australia Therapeutic Goods (Medical Devices) Regulations, 2002,
Schedule 3 Part 1 (excluding Part 1.6) — Full Quality Assurance
Procedure

Canada Medical Devices Regulations — Part 1 — SOR 98/282

Japan MHLW Ministerial Ordinance 169, Article 4 to Article 68,
PMD Act

United States 21 CFR 820, 21 CFR 803, 21 CFR 806, 21 CFR 807 —
Subparts A to D

Scope: Design and Development, Manufacture and Distribution of Electronic
Blood Pressure Monitors, Infrared Thermometers for the area of Vital
Physiological Parameters Monitoring, and Nebulizers for the area of
Respiratory Therapy

TUV Rheinland of North America, Inc., an MDSAP recognized Auditing Organization, certifies that the
quality management system of the Manufacturer has been audited against and found to conform the
Certification criteria for the Scope contained in this certificate. The quality management system is
subject to annual surveillance audit(s).

Project No.: 48250149-050
Issue Date: 2025-03-11
Effective Date: 2025-03-11
Expiry Date: 2028-03-06
Tasen (2o
Auun' FROGRAN Certification officer: Jason Pan

TUV Rheinland of North America, Inc.

The validity of the certificate can be verified on https:/fwww.certipedia.com
or calling 1-888-743-4652.

Page 1 of 2 TUV Rheinland of North America, Inc., 400 Beaver Brook Road, Boxborough, MA 01719, USA
g Tel: (925) 249-9123, Fax: (925) 249-9124
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Annual simulation recall plan flow charts QA

Workflow Timing Description: Simulation recall

Job description QA Sales Department RA DCC

1. The simulation recall Simulati Il noti Simulation Simulation
plan will be initiated by UL [ e recall notice {—>! recall notice
Quality Assurance

2. Evaluate the activities
and documents Choice a
associated with sample
Complaints,NCRs,CARs
,Investigations,Correspo
ndence from FDA. .etc.

3. determine if a orrection of
correction or removal is removal ?
necessary
4.View the applicable ‘;‘er'"‘r:‘ed‘he
Design FMEA yre mode
5.Determined the he severity
severity level level
notify to the
customers
6.Correction and QR1909Correction
Removal Worksheet and Removal
Level | or Level Il the Worksheet GREEE
Correction or Removal o
shall be reported to FDA Level lor Level Il IR
QR1404
7.Investigation investigationWork within 10 working days
Worksheet desi
8.CAR Worksheet QR1406
CAR Worksheet
CAR
9.Correction and ~— " monthly recall
Removal Status Reports status report

10. Submit a final \_?

closeout report to
Executive Management

Final closeout
report

11.The Recall x{x
Termination Notification

Letter from FDA

Recall Termination

12. maintained the Files \—F >

maintained the
Files

217
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