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MNotified Body Confirmation Letter
Referance. IVELDE_PLAD HZ 2024-05-24 / BA9T74640

Tao whaom il may concarn,

Confirmation of the status of a formal application, written agreement, and
appropriate surveillance in the framework of Regulation EU 2023607 amending
Regulations (EU) 2017745 and (EU) 2017/T46 as regards the transitional
provisions for cerfain medical devices and in vitro diagnostic medical devices.

This letter confirms that TUV Rheinland LGA Products GmbH, a Matified Bady (NB)
designated against Regulation (EU) 2017745 (MDR) and dentified by the numbar
0197 on NANDOD, has received a formal application in accordance with Saclion 4.3,
first subparagraph of Annex VIl of MDR and has signed a written agreamant in
accordance with Seclion 4.3, second subparagraph of Annax W of MDR with the
fallowing manufaciurer:

Valder G. Rondio, J. Greadko Sp. J.
ul. Siekisrkowska 800-708 Warszawa
Poland

SRM Number: PL-MF-00003677T8

The davices coverad by the formal application and the written agraament manticnead
above are identified in the tables below. Table 1 identifies lhe devices Tor which
an MDR application has bean recaivad, writlen agreamant concluded and for which
the MB is also responsible for appropriate surveillance under the applicable Diractive.
Tabla 2 identifies the devices for which an MOR application has been received
and a written agreemeant concluded, but the MEBE has not yel taken the responsibility
for appropriate surveillance of the cormesponding devices under the applicable
Diractiva.

In the case of devices coverad by certificates issued under Directive S0V3BS'EEC
(AIMD0) or Directve B3M2EEC (MDD) that expired after May 28, 2027 bul before
March 20, 2023 wilhoul having been withdrawn, this letler also confirms thatl
the manufaciurar seither signed the written agreement under MOR by the date of
MDODYAIMDD cartificata axpiry;, of provided evidence thatl a competeant authority of
a Mamber Stale had granted a deregation or exemplion from the applicable conformity
assassment procedurs in accordance with Articla 53(1) of MDR or Article 9701) of

tha MOR respactively, by March 20, 2023 for tha relevant devicas.
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The fransition imalines that apply to the devices coverad by this letler, subject o the
manufaclurer's continued compliance to the aother conditions specifiad in Aricle
120.3¢ of MDR [as amended by (EU) 2023607), are shown balow:
=  May 26 2026 for Class lll custom-made implantable devices
« Dacambear 31, 2027 for Class Il devices and Class llb implantable devicas
axcluding Wall-astablished technologies (WET - sulures, staplas, denlal
fillings, deantal braces, tooth crowns, scraws, wedges, plates, wiras, pins, clips
and connactors)
# [Decamber 31, 2028 for other Class b devicas, Class |la, Class | devicas
placed an the markeal in starile condifion or have a measuring fumction
« Dacambear 31, 2028 for devices nol reguiring the involvemeant of a notified
bedy undar MDD bul requiring it wnder MDR (2.9., class | devicas thal qualify

as re-usable surgical instrumeants)

Omn behalf of the Matified Body
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Table 1: Devices covered by this letter and for which the NB is also responsible
for appropriate surveillance of the commesponding devices under the applicable

Directive:

Device name or Basle UDI-
Ol {under MOR application)
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Table 2: Devices covered by this letter and for which the NB is NOT
responsible for appropriate surveillance of the cormesponding devices under
the applicable Directive:
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