Wellmed Dental Medical Supply Co., Ltd

Address: 301 Zhongxing Science and Technology Building, No.64, Xin'an 2nd Road, Baoan District, Shenzhen,

China.

Tel: 0086-755-85258716

Declaration of Conformity

MANUFACTURER: Wellmed Dental Medical Supply Co., Ltd

301 Zhongxing Science and Technology Building, No.64, Xin'an 2nd Road, Baoan District, Shenzhen, China.

ANUFACTURER SRN REGISTRATION NUMBER : CN-MF-000003243

PRODUCT NAME: Face Masks
GMDN: 35177
PEPPLER REF DESIGNATION WELLMED REF  [UDI number for inner|UDI number for outer Basic UDI-DI
packaging packaging
718SMILE PEPPLER "I LOVE ISM-002C (01)06974608655778((01)16974608655775 |697460865ISM-
SMILE",ASSORTED COLORS, 002C3P
BOX OF 50 PCS ISM-003C 697460865ISM-
003C3S
SM-001 697460865SM-001JY
718SMILE  |PEPPLER "I LOVE SMILE ISM-007C (01)06974608657161((01)16974608657168 |697460865ISM-
2.0 2.0",ASSORTED COLORS, 007C46
BOX OF 50 PCS ISM-008C 697460865ISM-
008C49
ISM-011C 697460865ISM-
011C3R
718WINTER |PEPPLER WP-001 (01)06974608658076((01)16974608658073 697460865 WP-
WINTER,ASSORTED 001MM
COLORS, BOX OF 50 PCS WP-002 697460865WP-
002MP
WP-003 697460865WP-
003MR
718FLOWER |PEPPLER FLOWERS, BOX OF |FFM-001 (01)06974608655761|(01)16974608655768|697460865FFM-
S 50 PCS 001MC
718BLOOM |PEPPLER BLOOM, BOX OF |FLS-001 (01)06974608657574((01)16974608657571|697460865FLS-
50 PCS 001RU

Applicable Standards:

EN ISO 14971 : 2019
EN ISO 20417:2021

EN ISO 10993-5 : 2009
EN ISO 10993-23:2021
EN14683:2019+AC:2019

EN ISO 15223-1 : 2021
EN ISO 10993-1:2020
EN ISO 10993-10 : 2023
EN 62366-1:2015

ISO 13485: 2016

CLASSIFICATION: Class I, According to Rule 1, Annex VIII, Regulation (EU) 2017/745

We herewith declare that the above-mentioned products meet the requirements of Medical Device
Regulation (EU) 2017/745 and the applicable standards above.



Eu representative :SUNGO Europe B.V.

Fascinatio Boulevard 522, Unit 1.7, 2909VA Capelle aan den IJssel,
The Netherlands. SRN: NL-AR-000000247

SIGNATURE:

R A <

Name: Renxian Tang

st Qe 4n/ TAVOR

Position in organization: CEO RV
Date: 28" September, 2026, SHENZHEN,



	Applicable Standards:

