EU DECLARATION OF CONFORMITY

[ undersigned JIANG Jun Wei, as CEO
Declare under the sole responsibility of Changzhou Yimeng Medical Supplies Co., Ltd (SRN : CN-MF-
000036224) that the following medical devices of class Is:
European representative : CARETECHION GmbH . Niederrheinstr. 71, 40474 Diisseldorf, Germany

Dénomination UDI-ID de " Classe o
il base Référence Reqle Destination
CommerCIa e o ’ reference g Intended Purpose
Commercial range/Description Basic UDI-DI Class/Rule
Mir ORL X :
. 697609856DK1 Is régle 5 | pour examen dentaire /
Miroir plan / 002z001EXK | SB-MIR-ORL Isrule 5 | for dental examination
Regular Mirror
Kit d'instrument / 697609856DK1 L1 35%XKXX Is régle 5 | Kit pour examen dentaire /
Instrument Kit 001Z001EX6 Is rule 5 | Kit for dental examination
Eﬁgtea:jligt nostic / dental 697609856DK1 | SB-DENTKITxxxx | Is régle 5 | Kit pour examen dentaire /
- dlagnos 001Z001EX6 Is rule 5 | Kit for dental examination
examination kits
DUO-SE 697609856DK1 | SB-DUOSE Is régle 5 | Kit pour examen dentaire /
Instrument 002Z001EXK Is rule 5 | Kit for dental examination
z;g:;;%g?ft EKOKIT 697609856DK1 DI-EKOKIT Is régle 5 | Kit pour examen dentaire /
. L 001Z002EX9 Is rule 5 | Kit for dental examination
Diagnostic kit
Blue flex sleeve
Gaine dg protection stérile 697609856DF 1 Is régle 1 Pour protéger les flexibles
pour flexibles/ SB-Flexsleeve For protect sleeve
. . 001Z001ESM Is rule 1

Sterile, protective sleeve for

cables

Blue pro film

Et':é”r“”sege protection adhesif | 597609856DP1 | SB-PROFILM- | Is régle 1 | Film de protection /
. . . 001Z001E3S 20X20 Is rule 1 | protective film

Sterile Adhesive protective

film

are in conformity with the requirements of the regulation (EU) 2017/745 (MDR) on medical
devices of the 5 April 2017 amended by regulation (EU) 2023/607.

The conformity assessment procedure: annex IX, chapter |, Section 2 and 3 and chapter Ill
EC Certificate N° HZ 202633-1
Conformity certificate n® SX 2026331-1 of the quality system to the EN ISO 13485:2016

Notified body :TUV Rheinland LGA Products GmbH TillystralRe 2, 90431 Nurnberg, Germany

CE0197

The devices fulfill the general safety and performance requirement of the Annex | of the MDR.

First and Last Name :JIANG Jun Wei
Position : CEO
Date : 2025-10-9

Place : Changzhou,Jiapgsu,P.R.CHINA
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