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Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 088955 0005 Rev. 04

)

Product Service

Holder of Certificate: Shenzhen Caremed Medical

Technology Co.,Ltd.

East side, 3/F, C building

Kelunte Low-carbon industries Park
Gaofeng community, Dalang offices
Longhua district

518109 Shenzhen

PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

ENISO 13485

tuvsud.com/ps-cert

Scope of Certificate: Design and Development, Production and
Distribution of SpO2 sensors, Temperature probes,
ECG cables and leadwires, EKG cables, Patient
Cables and Invasive Blood Pressure cable,
Accessories for Blood Pressure Measuring
Devices, Fetal belt, Tourniquet, Pressure infusor
bag, Tourniquet cuff

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the testing and certification
regulation of TUV SUD Group have to be complied with. For details and certificate validity

see: www.tuvsud.com/ps-cert?q=cert:Q5 088955 0005 Rev. 04

Report No.: GZ2319201
Valid from: 2024-02-10
Valid until: 2027-02-09

c@l(—\/

Date, 2024-01-16 Christoph Dicks
Head of Certification/Notified Body

TUV SUD PH3dy ice GmbH - Certification Body « Ridlerstral’e 65 « 80339 Munich « Germany
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Facility(ies):
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ISO 13485:2016

(EN 1SO 13485:2016/AC:2018, EN ISO 13485:2016/A11:2021)
Medical devices - Quality management systems -
Requirements for regulatory purposes

Shenzhen Caremed Medical Technology Co.,Ltd.
East side, 3/F, C building, Kelunte Low-carbon industries Park,
Gaofeng community, Dalang offices, Longhua district, 518109
Shenzhen, PEOPLE'S REPUBLIC OF CHINA

Design and Development, Production and Distribution of

SpO2 sensors, Temperature probes, ECG cables and leadwires,
EKG cables, Patient Cables and Invasive Blood Pressure cable,
Accessories for Blood Pressure Measuring Devices, Tourniquet
Design, Development and Distribution of Fetal belt, Pressure
infusor bag, Tourniquet cuff

Jiangxi Caremed Medical Technology Co., Ltd
Building 15th, Venture Incubator Park, Industrial Park District,
Xiajiang, 331400 Ji'an City, JiangXi Province, PEOPLE'S
REPUBLIC OF CHINA

Production of

SpO2 sensors, Temperature probes, ECG cables and leadwires,
EKG cables, Patient Cables and Invasive Blood Pressure cable,
Accessories for Blood Pressure Measuring Devices,

Fetal belt, Tourniquet, Pressure infusor bag, Tourniquet cuff

TUV SUD Product Service GmbH « Certification Body « Ridlerstrale 65 « 80339 Munich « Germany
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