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Document Number : INTCO-CE-DC-PVC-001

Version: A/l

EU DECLARATION OF CONFORMITY

Manufacturer

Name: Shandong Intco Medical Products
Co., Ltd.

Address:  Qiwang  Road, Naoshan
Industrial Park. Qingzhou, Shandong,
China

Declares that the MDR described hereafter

Product name and model:

Authorized Representative

Name: Lotus NL B.V.

Address: Koningin Julianaplein 10, le Verd,
2595AA, The Netherlands

Disposable Vinyl (PVC) Gloves

UMDNS code:

11882

UDI-DI: 6970245751019 / 6970245751026 / 6970245751033 / 6970245751040 /

6970245751057

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

The medical device has been assigned to class I according to Annex V/// of the Regulation EU

2017/745. It bears the mark

C€

CONFORMITY ASSESSMENT ROUTE: EU 2017/745, Annex | & VII

This Declaration of conformity is valid in connection with the release document for the

respective batch of produced devices.

The above mentioned declaration of conformity is exclusively under the responsibility of

Company: Shandong Intco Medical Products Co., Ltd.
Address: Qiwang Road, Naoshan Industrial Park. Qingzhou, Shandong, China

Shandona 2019-05-06

Place , date

Chi Yongtao  Plant manager

Legally binding signature, Function



