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Shandong Lianfa Medical Plastic Products Co.,Ltd

EU Declaration of Conformity

Manufacturer: Whose single Authorized Representative:

Shandong Lianfa Medical Plastic Products Co., Ltd. | Linkfar Healthcare GmbH

No.1 Shuangshan Sanjian Road, Zhangqiu , Jinan | NiederrheinstraBe 71, 40474 Diisseldorf, Germany
City,250200 Shandong P. R. China
SRN: CN-MF-000028790 SRN: DE-AR-000005107

We, the manufacturer, herewith declare that the products

Product Name:Lancing Devices
Model: LDA; LDC; LDE; LDF; LDC-II; LDE-II; LDF-II
EMDN Code:V9099
Basic UDI-DI: 694951701VA

Intended use:

Assisting the lancet for peripheral blood sampling from the fingertip or the paw for blood
glucose testing or other testing utilising a small amount of blood, it is the non-invasive
device and does not come into contact with blood, it only makes a brief contact with the skin
surface for a few seconds. The lancing device is non-sterile.

Standards applied:

EN I1SO 20417:2021, EN ISO 15223-1:2021,EN I1SO 10993-1:2020, EN 1SO 10993-5:2009,
EN ISO 10993-10:2023, EN I1SO 10993-23:2021;EN ISO 14971:2019, EN 62366-1:2015,
ASTM F 1980:2016, ASTM D 4169:2016, EN ISO 13485:2016

Meet the provisions of Regulation (EU) 2017/745 which apply to them.

The medical device has been assigned to class | according to Rule 1, Annex VIII of the
Regulation (EU) 2017/745. It bears the mark

C€

The above mentioned declaration of conformity is exclusively under the responsibility of
Company: Shandong Lianfa Medical Plastic Products Co., Ltd.

Address: No.1Shuangshan SanjianRoad, Zhanggiu,Jinan City,250200 Shandong P. R.
China

Jinan 2025-1-11
Place, date Legally
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