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We are dedicated to helping people with diabetes lead a healthy life

EU DECLARATION OF CONFORMITY

Document No.
Manufacturer Name:
Manufacturer Address:

Manufacturer SRN:

Authorized Representative Name:

Authorized Representative Address:

Authorised Representative SRN:
Basic UDI-DI:
Product name:

Product model:
Intended purpose:

EMDN:
Classification and rule:

Notified Body Name:
Notified Body Address:

Notified Body Identification Number:
Certificate No.:

Effective date:

Expiry date:

Conformity assessment route:

MicroTech Medical (Hangzhou) Co., Ltd.
No.108 Liuze St., Canggian, Yuhang District, Hangzhou 311121 Zhejiang P.R.China

1034-DOC-002

MicroTech Medical (Hangzhou) Co., Ltd.
No. 108 Liuze St., Canggian, Yuhang
District, Hangzhou, 311121 Zhejiang
P.R.China

CN-MF-000001157

Lotus NL B.V.

Koningin Julianaplein 10, 1e Verd, 2595AA,
The Hague, Netherlands.
NL-AR-000000121
6958590321204011502GXSDM
Continuous Glucose Monitoring System
Sensor

GX-01S; GX-02S

When the Continuous Glucose Monitoring
System Sensor is used together with
compatible devices, it is intended to
continuously measure the glucose in the
interstitial fluid and is designed to replace
fingerstick blood glucose (BG) testing for
treatment decisions.

2120401

Class Ilb

rule 10, indent 3

TUV Rheinland LGA Products GmbH

TillystraBe 2, 90431, Niirnberg, Germany
0197

HZ 1582538-1

2024-09-04

2029-09-03

Annex IX, Conformity assessment based on
a quality management system and
assessment of the technical
documentation.
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Medical

Statement:

I, the undersigned, hereby declare that the Medical Device(s) specified above is in
conformity with the following legistative acts:

e 2017/745 Medical Device Regulation
All supporting documentation is retained under the control of MicroTech Medical
(Hangzhou) Co., Ltd. and made available for review upon request. This declaration is issued

under the sole responsibility of, and signed on behalf of the legal manufacturer, MicroTech
Medical (Hangzhou) Co., Ltd.

Valid from signature date )M B U SQ/{Q (ﬁ QJ)’(‘& _

Dan Bu Date
QM Director Hangzhou, China
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