EU-Declaration of Conformity
within the meaning of Regulation (EU) 2017/745 on medical devices

The manufacturer:

ARGON Medical Production & Vertriebs
Gesellschaft mbH & Co. KG
Franz-Kirsten-Str. 1
DE-55411 Bingen

EUDAMED - SRN:
DE-MF-000012472

declares as a manufacturer within the meaning of the above-mentioned regulation, places
the followinggroup of class | medical devices in accordance with Annex VIII of Regulation
(EU) 2017/745 on the market:

Hand Instruments
(UMDNS 11-160 Dental-Handinstrument)

According to risk class |, rule 5
(acc. to the attached product list)

The sole responsibility for issuing the declaration of conformity in accordance with Annex
IV of Regulation (EU) 2017/745 and for ensuring that the design and manufacture of the
above- mentioned medical devices comply with the Regulation and national regulations,
lies with the above-mentioned company.

The technical documentation according to Annexes Il and lll of Regulation (EU) 2017/745
onmedical devices is fully available. The above-mentioned product(s) meet(s) the General
Safetyand Performance Requirements according to Annex | of Regulation (EU) 2017/745.
The instructions for use belonging to the product(s) are available. The conformity
assessment procedure has been carried out in accordance with Annex Il and lll of the
above-mentioned Regulation.

The product(s) comply(s) with the applicable standards and laws, which are documented in
the list of applicable standards for this product group in the technical documentation.

This declaration of conformity is valid for 4 years from the date of signature for the
products described in the attached product list.

|

Bingen am Rhein, 07.02.2024

Place, Date . Signature Managing Director
(Richard Donaca)
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++EAGN41042 | EAGNAAAKIPROZT20 AMA KIPRO.ZTR2 Abutment Removal tool for K3Pro 2mm Pl Non Active Driven Tools 11-160/ Dental-Handinstrument |
++EAGNA1042  |EAGNAAAKIPROZT2LO LAk KIPRO.ZT/2 L Abutment Removal toal for K3Pro 2mm Platform, twi- Nori Active Driven Tools 11-160/ Dental-Handinstrument
++EAGN41042  |EAGNAAAKIPROZT30 AAA_K3PRO.ZT/S Abutrment Remaval tool for K3Pro 3mm Pl Non Active Driven Tools 11-160/ Dental-Handinstrumént
++EAGNA1042  |EAGNAAAKIPROZTILO AAA_KSPRO.ZT/3 L Abutrtent Removal tool for K3Pro 3mm Platform, ari - long Non Active Driven Tools 11-160/ Dental-Handinstrument
++EAGN41042  |EAGNAAAKIPROZTSHORTO AAA K3PRO.ZT/SHORT Non Active Driven Tools 11-160¢ Dental-Handinstrument 1
++EAGN41042  |EAGNAAAK3PROZTSHORTLO AAA_KIPRO.ZT/SHORT L |Abutment Removal tool for K3Pro 3mm Platform, two-part - long Non Active Driven Tools 11-160/ Dental-Handinstrument |
++EAGN41042 |EAGNAAAKIPROZ210 AAA_KIPRO/2.1 Abutment Removal tool for K3Pro 2mm Weil for Ratchet Non Active Driven Tools 11-160/ Dental-Handinstrument |
++EAGN41042  |EAGNAAAKIPROZILO AAA_K3PRO/2.1_L Abutment Removal tool for K3Pro 2mm Wail for Ratchet - long Non Active Driven Tools 11-16¢/ Dental-Handinstrument |
++EAGN41042  |EAGNAAAKIPROZ0 AAAKIPRO Abutment Remaval tool for K3Pro 3mm Weil for Ratchet Non Active Driven Tools 11-160/ Dental-Handinstrument 1
++EAGN4A1042  |EAGNAAAK3IPRO3LO AAA_KIPRO/S_L Abutment Removal tool for K3Pro 3mm Wail for Ratchet - long Non Active Driven Tools 11-160/ Dental-Handinstrument |
++EAGN41042  |EAGNAAAKIPROSHORTO AAA_K3PRO/SHORT Abutrnent Removel (ool for K3Pre Short Platform for Ratchet Non Active Driven Tools 11-15%/ Dental-Handinstrument 1
++EAGN41042  [EAGNABPIO10 ABPI Abutment Preparation instrument & Gauge helder Non Active Driven Taols 11-160/ Dental-Handinstrument |
++EAGNA1042  |EAGNAEHK3PRO20 AEH_K3IPRO/2 Abutment Insertion tool for K3Pro 2mm Platform Non Active Driven Tools 11-180/ Dental-Handinstrument 1
++EAGN41042  |EAGNAEHK3IPRO30 AEH_K3PRO/Z Abutment insertion tool for K3Pro Imm Platiorm Non Active Driven Tools 11-160/ Dantal-Handinstrument |
++EAGNA1042  |EAGNARTPRO20 ART_PRO2 Abutment Removal Tool Non Active Driven Tools 11-160/ Dental-Handinstrument !
++EAGN43048  |EAGNBTSKIPROO BTS_K3IPRO Drill Depthguage for K3Pro Gauges 11-160/ Dental-Handinstrument |
++EAGNAZ204E EAGNDLR130 DLR_13 Finder Pro angulation measurement tool Positioning Accessories 11-160¢ Dantal-Handinstrument |
++EAGN42045 |EAGNDLR16O OLR_16 Finder Pro parallel pin Positicning Accessorias 11-160/ Dental-Handinstrument |
++EAGN43048  [FAGNGS320 GS_ 312 K3Pro Gingival Height Measure Instrument Gauges 11-160/ Dantal-Handinstrument !
++EAGNA1042  |EAGNGSS140 GS.S 14 Gewindeschneider fir K3Pro Schrauben 1.4 mm Mon Active Driven Tools 11-1680/ Dental-Handinstrument |
++EAGN41042  |EAGNGSS160 G8.8 1.6 Gewindaschneider flir K3Pro Schrauben 1,6 mm Non Active Driven Togls 11-160/ Dental-Handinstrument |
++EAGN41042 |EAGNGSS18S0 GS.5_1.65 Gewindeschneider far K3Pro Schrauben 1.6 mm Short Non Active Driven Tools 11-16¢/ Dental-Handinstrumant |
++EAGN41042  |FAGNLAKIPROEHO LAK3IPRO.EH K3Pro Labor Click Insertion Instrument Non Active Driven Tools 11-16Q/ Dental-Handinstrument |
++EAGN420456  |[EAGNRHHNBO RHH_NB Nobel Biocare Reducer Holder Posilioning Accessories 11-160/ Dental-Handinstrument |
++EAGN42045 |EAGNRSRTRA30350 |RSRT_RA3.0-3.5 Rapid Surgery Implantat Bergungsinstrurnent 3.0 & 3.5mm Posilioning Accessories 11-160/ Dental-Handinstrument |
++EAGNAZ045  |EAGNRSRTRA40450 RERT_RA4.0-4.5 Rapid Surgery Implantat Bergungsinstrument 4.0 & 4.5mm Positianing Accessories 11-180/ Dental-Handinstrument |
++EAGN42045  |EAGNRSRTRASOS00 RSRT_RAS.0-6.0 Rapid Surgery Implantat Bergungsinstrument 5.0 & 5.0mm Positioning Accessories 11-16Q/ Dental-Handinstrurnent |
++EAGN41042 |EAGNDLCIO DLCI Finder Pro Universal instrument four-piece Non Active Driven Tools 11-160/ Dental-Handinstrument |
++EAGN41042  |[FAGNDLCIPO DLCLP Finder Pro Universal instrument Labor Non Active Driven Yools 11-160 Dental-Hendinstrument !
++EAGN42045  |EAGNFLAMIO FLAMI Finder/ Locator Angulation Measurement Tool Pasilioning Accessories 11-1807 Dental-Handinstrument |
++EAGN41042  |EAGNFLCIO10 FLCI_ 01 Finder! Locator Core Instrurnent Non Active Driven Tools 11-180/ Dental-Handinstrument |
++EAGN42045 |EAGNFLPPO FLPP Finder / Locator Parallel Pin Positioning Accessories 111-160/ Dental-Handinstrument |
++EAGN41042 m>mzxu_uwomzo K3PRO_EH K3Pry Click Analog Insertion Instrument Non Active Driven Tools §11-160/ Dental-Handinstrument !
++EAGN41042  |EAGNK3IPROHGO K3PRO_HG K3Pro Handgrip with Thread M6 - red Non Active Driven Tools 111-160¢ Dental-Handinstrument |
++EAGN41042  |[EAGNKKEID20 KKEI_02 Q-Ring Insertion tool with Ratchet connection Non Active Driven Tools 11-160/ Dental-Handinstrument |
++EAGN42045  |EAGNMBLAHO MB.LAH Multi Base Insertion Sleeve Positioning Accessories 11-160/ Dental-Handinstrument |
++EAGN41042  |[EAGNMBHREI230 |MB.HREI_2r3 Instrumant for Hand/ Ratchet Insertion - XP Multi Base Abutment Non Active Driven Tools 11160/ Dental-Handinstrument |
++EAGN41042  |EAGNMBHREI20 |MB.HRENZ K3Pro Multi Base Instrument for Hand/ Ratchet Insertion - 2mm Platfarm Non Active Driven Teols 11-180/ Oental-Handinstrument |
++EAGNA1042  |[EAGNMBHREI30 |MB.HREIS K3Pro Multi Base Instrumant for Hand/ Ratehet Insertion - 3mm Platform Non Active Driven Tools 11-160/ Deantal-Handinstrument I
++EAGN42045  |EAGNPPOOO PP_00 K3Pro Parallel Pin 0° Positioning Accessories . 11-160/ Dental-Handinstrurnent |
++EAGNA2045  |EAGNPP1OO PP_10 K3Pro Parallel Pin 10° Positioning Accesscries | 11160/ Dental-Hardinstrument -_ S
++EAGNA2045 | EAGNPP150 PP 15 xm._u_d Parallel Pin MH_N Positioning Accassories 111-160/ Dental-Handinstrument |
++EAGNA2045  |EAGNPP200 PP_20 K3Pro Parallel Pin 20° Positioning Accassorias 111-160/ Dentai-H*ndinstrument |
++EAGNA1042  |EAGNRAISOWSAQ RA_ISO.WSA 150 Adaptor with ratchat connection Non Active Driven Toals | 11-160/ Dental-Handinstrument |
++EAGN41042  |[EAGNRAEI140 RAEI_1.4 Implant inserter for 2mm Waell with Ratchet Connection Non Active Driven Tools 111-160/ Dental-Handinstrument |
++EAGN41042 |EAGNRAEI180 |-m.>m_ 1.6 Implant inserter for 3mm Well with Ratchet Connedlion Non Active Driven Tools |11-160/ Dental-Handinstrument |
++EAGN41042  |EAGNRAEIL140 RAEIL 1.4 Implant inserter for 2mm Well with Ratchet Connection - long Non Active Driven Tools 111160/ Oental-Handinstrument |
++EAGN41042  |EAGNRAEIL160 RAELL_1.6 Implant inserter for 3mm VWil with Ratchet Connaction - long Non Active Dniven Toals 111.180/ Dertal-Handinstrument |
++EAGN41042  |FAGNRKO1VK40 RKO1 VK4 Hand Knob Adaptor with Sguame connection Non Active Driven Tools |11-160/ Dental-Handinstrument |
++EAGN42045 |EAGNRSLAD RS LA Guide/Adaptor for Sieeves Positioning Accesseories |11-160/ Dental-Handinstrument 1
++EAGNAI042  |EAGNRWIKD RV _01.K Ratchet Extension K3Pro Smm Non Active Driven Tools 111-160/ Dental-Handinstrument i
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++EAGN41042  |EAGNRVOILG RV _Di.L Ratchet Extension K3Pro 10mm Non Active Driven Toels 11-18(¢ Dental-Handinstrument |
++EAGN42045  [EAGNSEIZHPRO20 SELZH_PRO2 Cantering Sleeve for Screw Removal 2mm Well Positioning Actassories 11-160/ Dental-Handinstrument 1
++EAGN42045  |EAGNSEIZHPRO30 SELZH_PRO3 Centering Sleeve for Screw Removal 3mm Well Pasitioning Accessories 11-160/ Dantal-Handinstrumant |
++EAGN4A1042  [EAGNSKDO1ELO SKDO1EL Hex Screwdriver with Ratched Connection - extra lang Non Activa Driven Tools 11-160/ Dental-Handinstrument |
++EAGN41042  |EAGNSKDOTHO SKDO1H Hex Screwdriver for hand insertion - lang Non Active Driven Tools 11-160/ Dental-Handinstrument |
++EAGN41042  |EAGNSKDO1KO SKDO1K Hex Screwdriver with Ratchet Connection - short Non Active Driven Tools 11-160/ Dental-Handinstrument |
++EAGN41042  |EAGNSKDO1LD SKDO1L Heax Screwdriver with Ratehet Connection - lang Non Active Driven Tools 11-160/ Dental-Handinstrument |
++EAGN41042  |EAGNSKDOZHO SKDO2H Hax Screwdriver for hand insartion - short Non Active Driven Tools 11-16¢/ Dental-Handinstrument 1
++EAGN41042  |EAGNSKDO3HO SKDO3H Hex Screwdriver for hand insertion - extra short Non Active Driven Tools 11-160/ Dental-Handinstrument |
++EAGN41M2  |EAGNSKDO4HD SKDO4H Hex Screwdriver for hand insartion - extra long Non Activa Driven Tools 11-160/ Dental-Handinstrument |
++EAGNA3048 |EAGNVBARH2O vBA_RH2 RapidFix Abutm 0 Positiening Guide for 2mm Vel Gauges 11-16(/ Dental-Handinstrument i
++EAGN43048  |EAGNVBARH30 VBA RH3 RapidFix Abutmentimplant Positioning Guide for 3mm Well Gauges 11-1607 Dental-Handinstrurment |
++EAGNA2045  |EAGNVBABS010 VBA_BS.01 K3Pro RapidFix Crill guide Positigning Accassories 11-160/ Dental-Handinstrument |
++EAGN41042 | EAGNVBAHREZ30 VEA_HREZ 3 K3Pra RapidFix Insirument for Hand/ Ratchel Insertion Non Aclive Driven Toals 11-160/ Dental-Handinstrument ]
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