belis

EUROPEAN AUTHORIZED
REPRESENTATIVE CENTER

E.A.R.-CERTIFICAT

(ARTICLE 11 OF THE REGULATION (EU) 2017/745 ON MEDICAL DEVICES)

REF. NO.: TP 1587-2021
ORDER NO.: DK 0919-2021 DATE: 02/06/2021

MANUFACTURER: Charder Electronic Co., Ltd. FACILITIES: charder Electronic Co., Ltd.
No.103, Guozhong Rd., Dali No.103, Guozhong Rd., Dali
Dist., Taichung City, Taiwan Dist., Taichung City, Taiwan
(R.O.C) (R.O.C)

PRODUCT Please See Annex A - List of Devices (8 Devices, 3 Pages)
CATEGORIES:

MODELS:

Please See Annex A - List of Devices (8 Devices, 3 Pages)

The European Authorized Representative Center Obelis s.a. declares it will assume the role of European Authorised
Representative of the aforementioned manufacturer, provided that the manufacturer complied with the terms and
conditions set out in the EAR Services Agreement, which entered into force on 01/04/2020 and the Mandate is signed
by both parties in accordance with article 11.2 of the MDR (EU) 2017/745.
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Obelis s.a.- O.EAR.C.
Registered Address
Bld Général Wahis 53
1030 Bruxelles
Tél. +32 2 73259 54 - Fax +32 273260 03
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* This is not a CE markand}s only provided
*This certificate is not a confirmation of product notification nor an approval to place products on the market. oo rPOses.
**This certificate will become void automatically upon termination of the EAR agreement or rejection of the products from Obelis PR

f”“"‘ Obelis European Authorized Representative Center is a member of the European Association of
I3

Authorized Representatives (E.A.A.R.), ISO 9001 : 2015 and ISO 13485 : 2016 certified.

Registered Address : Bd. Général Wahis 53- 1030 Brussels | Regstered Office Address: Bd Brand Whitlock 30, B—1200 Brussels - Belgium
T: +32(0) 27325954 | F: +32(0) 27326003 | Email: mail@obelis.net | Website: www.obelis.net
V3 — ID: 00072720— 15/01/2021




Order No.: DK 0919-2021

ANNEX to MDR EAR Certificate

Reference No.: TP 1587-2021

Manufacturer: Charder Electronic Co., Ltd

Country: Taiwan (R.0.C.)

GMDN/ Generic device name Commercial Name of Intended use Class | Rule | Legacy | Mandated Mandate Mandated
EMDN (including BASIC UDI) device (Y/N) (Y/N) starting date | Vigilance
(Y/N)
Bed Scale (Models: T
35321 Bed Scale MS6000, MS6001, MS7800, et Im | 12 Y Y 01/05/2021 Y
human Weight
M-999)
Chair Scale (Models:
MS5410, MS5440, MS5460 To measure
33255 Chai le, electroni ! d 4 I 12 Y Y 01/05/2021 Y
alr scale, electronic | Mssa61, Ms5810, Ms5811, | human Weight | /05/
M-200, M-230, M-250)
Infant Scale (Models:
MS21NEOV, MS2400,
g MS3500, MS4200, To measure
35324 Infant Scale, electronic MS44001, MS5900, T Im 12 Y Y 01/05/2021 Y
M-400, M-400BT,
M-410, M-410BT, MS3510)
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35996

Patient sling scale

Lift Scale (Models:
MHS25001, MHS2510I,
MHS26001, MHS2610I, M-
600, M-605, MHS2700,
MHS2710)

To measure
human Weight

12

01/05/2021

38211

Stand-on Floor Scale,
electronic

Stand-on Floor Scale
(Models: MS2504, MS3200,
MS3400-1, MS3450,
MS3910, MS4202L,
MS4640, MS4900, MS4910,
MS4970, MS4971, MS5750,
MS5751, MS6110, MS6111,
M-110, M-125, M-420,
M-420BT, M-430,
M-4308T,

M-510, M-545, M-550)

To measure
human Weight

12

01/05/2021

15053

Wheelchair-accessible
platform scale

Wheel Chair Scale (Models:
MS2350, MS3830,
M-610, M-650)

To measure
human Weight

12

01/05/2021

36022

Bioelectrical body
composition analyser

Body Composition Analyzer
(Models: MBF6000,
MBF6010, MA601, MAS801)

To measure
human Weight
and Body Fat

lla

10

01/05/2021
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Height Measurement
(Models: HM80M, HMS8O0P,
) ) HM101M, HM110M, To measure
8 37001 Patient-height measure HM200PW, HM200P, human Height Im 12 01/05/2021
HM201M, HM202P,
HM230M)
Date: 02/06/2021
CEO Of Obelis —
. el -
Gideon Elkayam 2 % . .
g 57744,

Obelis s.a. - OE.AR.C.
Registered Address:
Bld Général Wahis 53
1030 Bruxelles
Tél. +322 7325954 - Fax +3227326003
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