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SRN: NL-AR-000000247

DECLARATION OF CONFORMITY

fﬁi ACCORDING TO (EU) 2017/745 MEDICAL DEVICE REGULATION

e

Cad (4

;:5':}.

5

;:;a:‘:.'

;"-.-'('\':‘.

Ew Manufacturer

‘»‘F\-' -

- EU Representative

3»3 Name: SHENZHEN YONGCHANGHE TECHNOLOGY CO.,LTD.

ot & -

<&l Address: 1001, BUILDING, NO. :

E ff( SUNGO Europe BV, ress: 1001, HUAIDE INTERNATIONAL BUILDING, NO

rl wr| ,- r NG f_ =

; 2% Fascinatio Boulevard 522, Unit 1., 73, FUYONG SECTION, GUANGSHEN ROAD, FUYONG '-f-.z;ié’:

g MMUNITY, FUYONG STREET, BAO' TRICT, e 4

L= 2909VA Capelle aan den lJssel, The Wi St e g Rl Sk 2al
SHENZHEN, CHINA LK

Netherlands 5\.\%;?

SRN: CN-MF-000037344 %, %4

Product Informaiiqﬁ-

28

5 ur Conformity Assessment Name: Crown & Bridge Resin (C&B Resin )

Eﬁ; Model: DF-A0 DF-Al, DF-A2. DF-A3 . DF-A4. DF-AS5.

L‘Z}rrj»l' Conformity Assessment Procedure DF-A6. DF-A7. DF-A8. DF-A9. DF-A10. DF-BO. DF-Bl1,
Annex |I+1Il of Regulation (EU) 2017/745 . -']_jféfﬁzg, DF-B3. DF-B4, DF-B5, DF-B6. DF-B7. DF-B8. DF-B9.

'DE‘-BIO- or customized

Applicable Standards

i EN IS0 14971: 2019 ;M'E_’N: i : o

t_""}\ EN I1SO 15223-1: 2021 | asic UDI-DI: 697669345DFseriesSX I{:‘
(25 ENISO 20417: 2021 ; Classification: Class |, According to Rule 5, Annex "

' ENISO 10993-1: 2020 & VIIl, Regulation (EU) 2017/745 2 %)
E’;; EN ISO 10093-5: 2000 4, ¢ , <" Doclaration (%..,,,
,[:"{ EN ISO 10993-10: 2023 yﬁf
L4 ENISO 10993-23; 2021 A
gh ~ Remark We herewith declare that the above-mentioned :?ﬁ
i*i{ The declaration of conformity is valid in connection products meet the requirements of Medical Device ‘t_\
'r:,_{ with the release technical document CE/MDR- Regulation (EU) 2017/745 and the applicable )i:.
?@1 Q0102050101-01. D
tﬁ:?{ All the supporting documentation is retained at the 33 ;
(1 premises of the manufacturer.
:E ] : The Declaration of Confarmity is exclusively under %{é
i the sole responsibility of the manufacturer. e )
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