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EC Declaration of Conformity e

We hereby declare that the medical devices specified below meet the provision of
the Regulation (EU) MDR 2017/745 for medical devices, and they are classified as a
Class Ilb medical device under rule number 4 of Annex VIIi. @

This declaration of conformity is issued under the sole responsibility of @—————
Manufacturer Ltd (EUDAMED SRN CN-MF-123456789), the Manufacturer, located
at address and country. [ ]

We have appointed EC-rep Ltd (EUDAMED SRN FR-AR-123456789), located at
address and country, as our EU Authorised Representative for these products

This declaration applied to all batches released under the control of technical file 1
revision A, which has been assessed by Notified Body Ltd (Number 1234Mand who
has issued certificate 4578AB. @

Product Ref ./ Basic UDI Product Description

123 50483 edical Device (White]

456 =m (L Me%ex\ume Red)
Company Representative

Person R ible for R y C i on behalf of ‘the Manufacturer Ltd

@ Beijing, 1st May 2021

Place and Date

The DoC must The DoC must be signed
be dated. and the name/function of
the person doing so should
appear.

It is required that the Signatory
identify clearly who they are
signing on behalf of.

*Only a DoC (a self-certfication document) is required for the

lowest-risk medical devices (Class |, e.g. eyeglass frames,
simple plasters, stethoscopes); higher-risk items — Class |
Special Function devices (those that are sterile or perform
a measurement function) and Class II-lll devices) require in
addition a CE/UKCA Certificate (a document produced by a
3rd-party notified body or assessment body).

an

The manufacturer name and address should be
identical to the product labelling and CE/UKCA
Certificate (if applicable). A registered trade name or
mark could be used instead of company name.

There must be a statement that the devices are
in conformity with the regulation (and any other
applicable legislation that requires a DoC.

The device class and rule under which this was
determined is required.

There must be a statement that the declaration is issued
under the sole responsibility of the manufacturer.

The DoC must include the manufacturers name and
address and their Eudamed SRN (an alpha-numeric
identifier in EU medical device regulatory records).

Where an EC-rep is necessary, they must also be
identified and their address. Although not strictly
necessary, it would be good practice to include the EC-
rep Single Reference Number (SRN) (an alpha-numeric
identifier in EU medical device regulatory records).

If the declaration is for a risk class that requires 3rd-party
assessment by a EU notified body or UK conformity
assessment body, they must be identified, along with
their number and the relevant certificate.

The Products, and unambiguous reference to the
products must appear, this might include a photo, or
photos, of the product([s], although this is not required).

The Basic UDI (an alpha-numeric identifier in EU
medical device regulatory records; UDI = Unique
Device Identification, used to identify each device-type
unambiguously in the regulatory process) must also
appear.



