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Dear customers,

you will find below some further information on how we will best support you regarding the new

MDR directive.

Basic information: Zertifikat
We are already certified according to ISO 13485:2016 since the be- o oo
ginning of 2019. You can find the current version of the certificate in the @ WRLANG

download area of our website.

This means that we have already been guaranteeing compliance with
all regulatory requirements defined by the MDR for more than 2 years! gt

Classification of our products and measures taken:

Our own brands as well as the products manufactured by us are exclu-
sively preliminary products for medical devices class | from which you
manufacture the finished medical device.

This also applies to our inlay blanks, which are semi-finished products.

Consequently, they may not be labeled as medical devices according to the MDR. You will there-
fore not find a CE mark, ,MD" marking or UDI on these articles. Instructions for use are also
not required, but we do include product notes with sample deliveries and initial deliveries. The
current version of the product notes can be found in the download section of our website.

Against the background of the MDR, we have once again carried out an intensive examination
of these products. On the basis of these tests, we provide you with the following declaration in
which we confirm all parameters that you should check according to the MDR for precursors
used:

These are the following parameters:

1) Quality management according to DIN EN ISO 13485
2)  Risk management according to Annex | Regulation EU 2017/745
3)  Compliance with the essential requirements Annex |
Regulation EU 2017/45
4)  Stability and material conformity
5)  Biocompatibility or alternative proof of physiological safety
harmlessness
6)  Function and safety in combination of the mentioned Materials
7)  Regular clinical follow-up

Attention. The manufacturer’s declaration shown here is a draft.
Only the current copy available on our website is relevant!
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In addition to the products already mentioned, we also have some medical products in our
range.

However, these are exclusively products from other manufacturers. The respective manufac-
turer is mainly responsible for the implementation of the MDR for these products.

Within the scope of the MDR, however, we as distributors have a greater responsibility with
regard to such products. We have already implemented these responsibilities within the

framework of 1ISO 13485.

Among others, we guarantee the following points:

1) Proper control of incoming goods
2)  Compliance with all storage and shipping conditions specified by the manufacturer
3)  Medical device monitoring and reporting system.

We also ensure that the goods are properly labeled in accordance with the MDR. This in-
cludes a CE mark according to the new standard, the new imprint ,MD” as well as the new
UDI code.

However, please note the following important exceptions:
* There is a sell-off rule:

Goods produced before the MDR came into force may be sold.
Therefore, it is possible that you will still receive goods with the old labeling from us
after the MDR comes into force which is perfectly acceptable.

* The labeling of the products with the UDI code is binding for class | products only
from 26.05.2025.

In order for us to be able to properly perform our tasks within the framework of the medical
device monitoring and reporting system, we absolutely ask for your assistance!

Please always report incidents or product defects in a product supplied by us, which have
caused or could cause harm to a patient, immediately to your medical device advisor from
our company or to our internal service team. If possible, in writing by fax or e-mail.

With the publication of this information flyer, all previous versions become invalid.
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Here you can find the relevant documents:

Zertifikat

mdc medical device certification GmbH
beschaiict o, dassdas Uréemetmen

@O e

W. R. Lang GmbH
Ha 83

Qualitatsmanagementsystem

ngeffet bt und anwerdet.

mdc -

w-r-lang.de/Zertifikat

rordnung EU 2017745

.83, 0:56564 Neuwied
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w-r-lang.de/Herstellererklaerung

w-r-lang.de/Produkthinweise

If you have any further questions on these topics, please do not hesitate to contact us.

W. R. Lang GmbH | Hafenstr. 83 | D-56564 Neuwied | Tel.: +49 (0)2631/34 55 - 10
Fax: +49 (0)2631/3455 - 30 | Mail: service@w-r-lang.de | www.w-r-lang.de | shop.w-r-lang.de
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