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DECLARATION OF CONFORMITY

Name and address of the company

HADER SOLUTIONS AND DISTRIBUTION LTD.
Unit 9, 70 Applewood Main St

Applewood Village, Sword

CO Dublin

K67 K5D2

Ireland

SRN Number
IE-MF-000014452

We declare under our sole responsibility that

the medical device

Hader DA Tools

of class

I
According to MDR 2017/745 and MDCG 2021-24

meets all the provisions of the Regulation MDR 2017/745 which apply to it

Applied harmonised standards, national
standards or other normative documents

According to the document

Liste des standards applicables
HDAToolSU_VO02 Signed

Conformity assessment procedure

Annex IV

Notified Body

N/A

Place, date

Swords, the 17th of April 2023

<

) & Signature numérique de
1963- 2023 abanderet@hl-technology.ch
Date : 2023.04.17 17:00:29

+02'00'

Place, date

Swords, the 17th of April 2023

Francois Huguelet / CEO

fh Ug Uelet@ h I_ Signature numérique de

fhuguelet@hl-technology.ch
Date:2023.04.17 19:23:37

technology.ch |50

Annexe : ltem list including Basic UDI-DI and UDI-DI
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Basic UDI-DI
5397311P0OST1-237S

5397311P0OST1-2375
5397311CXSPACE1-
23KR
5397311CXFIMPR1-
23ND
5397311CXMIMPR1-
23TE
5397311RXSPACE1-
232D
5397311RXSPACE1-
232D
5397311SPINDIC1-
23NY
5397311RXMIMPR1-
23A2
5397311BARSPACE1-
23Y2
5397311BARSPACE1-
23Y2
5397311CXPROT1-
2395

5397311P0OST1-237S
5397311RXPROT1-
23NQ
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UDI -DI

05397311000009

05397311000016

05397311000023

05397311000030

05397311000047

05397311000054

05397311000061

05397311000078

05397311000085

05397311000092

05397311000108

05397311000115

05397311000122

05397311000139

CATALOGUE REF
1051009-50
2002B
1051010-50_00
2002G
5011024-6_01
1251 B
5011043-2_01
REH 14
5011044-2_01
REH 2
5051076-10_00
694 B
5051077-10_00
RE 0096
5051078_00

H 30
5051109-2_00
H?2
5061027-1_00
1101/PH
5061028-1_00
1103/PH
5011039-2_00
REH 17
1052002_00
2002
5051108-2_00
H17

Family Class

Posts Class |
Posts Class |
Hader CX Class |
Hader CX Class |
Hader CX Class |
Hader RX Class |
Hader RX Class |
Hader RX Class |
Hader RX Class |
VX Bar Class |
VX Bar Class |
Hader CX Class |
Posts Class |
Hader RX Class |

F .
B R
Description

Post M Blue for Dentists

PRECI-POST DENTIST BLUE 50 PCS

Post M Yellow for Dentists

PRECI-POST DENTIST YELLOW 50 PCS
Hader O-Ring Space Maintainer 6 PCS
PRECI-CLIX SPACE MAINTAINER 6 PCS
M2 Female Impression Tool 2 PCS + 2 Space Maintainer
REVAX M2 IMPRESSION TOOL 2 PCS
Male Impression Tool 2 PCS

REVAX M2 IMPRESSION TOOL 2 PCS
Hader RX M3 Space Maintainer

CEKA M3 SPACE MAINT. 0.3MM 10 PCS
Hader RX M2 Space Maintainer

REVAX M2 SPACE MAINTAINER 10 PCS
Spring Pin Indicator Kit

SPRING PIN INDICATOR 4 PCS

Hader RX M3 Male Impression Tool 2 PCS
M3 IMPRESSION TOOL BASE RING 2 PCS
Bar Space Mainainer Standard
PRECI-BAR SPACE MAINT. LARGE 1 P.
Bar Space Mainainer Mini

PRECI-BAR SPACE MAINT. SMALL 1 P.
Hader CX Protection cap 2 PCS
PROTECTION CAP M2 2 PCS

Post M Yellow / Blue for Dentist
PRECI-POST DENTIST 50 BL/50 YE

Hader RX M3 Protection Cap 2 PCS
PROTECTION CAP M3 2 PCS
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5397311RXFIMPR1-
2347

5397311CXSPACE1-
23KR

5397311CXSPACE1-
23KR

5397311CXFIMPR1-
23ND

5397311CXMIMPR1-
23TE
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5051110-2_00
05397311000146 |H14

05397311000153 >011024-2_00

05397311000160 >011024-1_00

05397311000177 >011043-1 01

05397311000184 >011044-1 01

Hader RX

Hader CX

Hader CX

Hader CX

Hader CX

Class |

Class |

Class |

Class |

Class |

Hader RX M3 Impression Tool Female 2+2 PCS
M3 IMPRESSION TOOL FEMALE 2 PCS

Hader O-Ring Space Maintainer 2 PCS
Hader O-Ring Space Maintainer 1 PCS
M2 Female Impression Tool 1PCS + 1 Space Maintainer

Male Impression Tool 1 PCS
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