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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

This is to certify that: ~ Guangzhou Pluslife Biotech Co., Ltd. TN B e R A PR A F
Room 402 =8
No. 6 Lianhuayan Road I RKE
Huangpu District I T
Guangzhou X
Guangdong FEALT R 6
510700 402
China M%i: 510700

Holds Certificate No: MD 748304

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 for the
following scope:

Design, development, manufacture and distribution of in vitro diagnostic nucleic acid detection
kits and fluorescence detectors based on thermostatic amplification for diagnosis of infectious
diseases. Design, development, manufacture and distribution of protein components used in in
vitro diagnostic reagent.
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Gary E Slack, Senior Vice President - Medical Devices
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Declaration of Conformity

Guangzhou Pluslife Biotech Co., Ltd.

Room 402, 6 Lianhuayan Road, Huangpu District,
MANUFACTURER: Guangzhou, Guangdong, China
Tel: +86-20-8415683 |

E-Mail: corporation@pluslife.com

Product Name: Integrated Nucleic Acid Testing Device

PRODUCT
INFORMATION:

Trade Name: Pluslife Mini Dock
Model Code:PM003

We, the manufacturer, herewith declare with sole responsibility that our product/s
mentioned above is/are defined as low risk and meet/s the essential requirements

and other relevant requirements of the following Directives, Guidelines and Laws:

Directive 85/374/EEC on product liability;

Directive 2014/30/EU on electromagnetic compatibility
Directive 2014/35/EU for low voltage instruments
Radio Equipment Directive 2014/53/EU,

RoHS Directive 2015/863

Good Manufacturing Practice (GMP);

German Animal Health Act.

Signature: /Uo W[,\ %m

Title: General Manager
Date: Sept.8, 2022
Place: Guangzhou, PR. China
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