iter od irademank s, Liilsation and ap phcation requines prior approal.

TUV Rheinland LGA Products GmbH = 51105 Kiln Contact
Tel. +49 311 B55-5225

B&E KOREA Co., Ltd. Mail: medical-
995-16, Baran-ro products@de.tuv.com
Jeongnam-myeon, Hwaseong-si Date October DB, 2023

Gyeonggi-do, 18515
Republic of Korea

Notified Body Confirmation Letter
Reference. -B&E_MDR_CL 2023-10-06

To whom it may concern,

Confirmation of the status of a formal application, written agreement, and
appropriate surveillance in the framework of Regulation EU 2023/607 amending
Regulations (EU) 2017/745 and (EU) 2017/746 as regards the transitional provisions
for certain medical devices and in vitro diagnostic medical devices.

This letter confirms that TUV Rheinland LGA Products GmbH, a Notified Body (NB)
designated against Regulation (EU) 2017/745 (MDR) and identified by the number 0197
on NANDO, has received a formal application in accordance with Section 4.3, first
subparagraph of Annex VIl of MDR and has signed a wniten agreement in accordance
with Section 4.3, second subparagraph of Annex VIl of MDR with the following
manufacturer:

B&E KOREA Co., Ltd.
995-16, Baran-ro

Jeo ngnam-myeon, Hwaseo ng-si Digitally signed by Benderschi Tamara

Gyeonggi-do, 18515 Date: 2024.01.18 12:39:40 EET
- Reason: MoldSign Signature
HEP UbllC Gf KﬂrEa Location: Moldova

SRN Number (if available): KR-MF-000030252

The devices covered by the formal application and the wrtten agreement mentioned
above are identified in the tables below. Table 1 identifies the devices for which g
an MDR application has been received, written agreement concluded and for which the TUV Rheinland

- : : 5 : Sy LGA Products GmbH
NB is also responsible for appropnate surveillance under the applicable Directive. i
Am Grauen Stein

The transition timelines that apply to the devices covered by this letter, subject to the %gfﬂin“f'"
manufacturer's continued compliance to the other conditions specified in Article 120_3c of
MDR (as amended by (EU) 2023/607), are shown below: Headquarter
Tillystraie 2
o December 31, 2028 for other Class Ilb devices, Class lla, Class | devices placed 20431 Nuremberg
on.the market in sterile condition or.have a measuring. function Phone. +49 911 655 5225

Fax  +49911 655 5226
senice@de tuv_com

waw tuv. comisafety
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