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DECLARATION of CONFORMITY

We, Jenx Limited (Manufacturer)
Wardsend Rd
Sheffield, S6 1RQ
United Kingdom Tel.+44(0)1142853376
Fax+44(0)1142853528

Hereby declare that the products specified on the products list below, meet the essential health and
safety requirements and are in conformance with the provisions of the MEDICAL DEVICE
REGULATION (MDR) 2017/745/EU.

The devices specified on the product list below are classified as Class |, “Aids for Daily Living”. The
classification is based on the requirements of Rule 1 of annex V111, of the MDR 2017/745/EU

Jenx Limited operate a quality system which meets the requirements of ISO 9001:2015 as indicated
on certificate No. 417, granted by BM Trada Limited, United Kingdom.

And the requirements of 1ISO 13485:2016 as indicated on certificate No QA/UK/1896-A, granted by
Q.A. International Certification Limited, United Kingdom.

The CE mark is applied under the guidelines of annex V of the MDR 2017/745/EU.
The CE marking has been affixed on the device according to Article 20 of the MDR 2017/745/EU.

PRODUCT LIST.
Dreama
Monkey

Signed...#. Jotinson

Quality and Health & Safety Compliance Manager

Date: 17.02.20
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