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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No. CE 642227

Issued To: Argon Medical Productions & Vertriebs
GmbH & Co. KG
Franz-Kirsten-Str.1
Bingen
55411
Germany

In respect of:

The design and manufacture of sterile dental implants, sterile and non-sterile abutments,
prosthetic accessories and non-sterile drill bits and instrumentation connected to an active
device.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

chw\ C_ el

Gary E Slack, Senior Vice President Medical Devices

First Issued: 2016-07-12 Date: 2021-05-07 Expiry Date: 2024-05-26
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

Supplementary Information to CE 642227

Issued To: Argon Medical Productions & Vertriebs
GmbH & Co. KG
Franz-Kirsten-Str.1

Bingen
55411
Germany
Number Device Name Intended purpose per IFU
Class ITb
MD 0403 K3Pro Rapid Implants For placement in bone as a submucosal screw to which
a prosthesis can be attached
MD 0403 K3Pro Sure Implants For placement in bone as a submucosal screw to which
a prosthesis can be attached
MD 0403 K3Pro Short Implants For placement in bone as a submucosal screw to which
a prosthesis can be attached
MD 0403 K3Pro C-Line Implants For placement in bone as a submucosal screw to which
a prosthesis can be attached
MD 0403 K3Pro R-Line Implants For placement in bone as a submucosal screw to which
a prosthesis can be attached
MD 0403 K3Pro S-Line Implants For placement in bone as a submucosal screw to which
a prosthesis can be attached
MD 0403 TA Healing abutments Placed on the implants to support the superstructures
MD 0403 PA Temporary abutments Placed on the implants to support the temporary supply
MD 0403 EAK preform abutments Placed on the implants to support the superstructure
MD 0403 AA anatomic abutments Placed on the implants to support the superstructure
MD 0403 FF-FreeForm abutments Placed on the implants to support the superstructure
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

Supplementary Information to CE 642227

Issued To: Argon Medical Productions & Vertriebs
GmbH & Co. KG
Franz-Kirsten-Str.1

Bingen

55411

Germany

Number Device Name Intended purpose per IFU
MD 0403 CCA/ UCLA abutments Placed on the implants to support the superstructure
MD 0403 GAT Basis abutments Placed on the implants to support the superstructure
MD 0403 KSA/Adhesive/scan abutments | Placed on the implants to support the temporary supply
MD 0403 CS-Cerec abutments Placed on the implants to support the temporary supply
MD 0403 CAD-Premills abutments Placed on the implants to support the superstructure
MD 0403 CG-Cloubase/Flexibase Placed on the implants to support the superstructure
abutments

MD 0403 EAZ-Emergenz abutments Placed on the implants to support the superstructure
MD 0403 VBA-RapidFix abutments Placed on the implants to support the superstructure
MD 0403 SBA-Bar Base abutments Placed on the implants to support the superstructure
MD 0403 MB Multibase abutments Placed on the implants to support the superstructure
MD 0403 FLA-Finder/locator abutments | Placed on the implants to support the superstructure
MD 0403 KKA-Ball top abutments Placed on the implants to support the superstructure
MD 0403 KFO-orthodontic abutments Placed on the implants to support the superstructure
MD 0403 RA rescue abutments Placed on the implants to support the superstructure
MD 0403 DLA-Finder Pro abutments placed on the implants to support the superstructure
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Certificate - Full Quality Assurance System

Supplementary Information to CE 642227

Issued To: Argon Medical Productions & Vertriebs
GmbH & Co. KG
Franz-Kirsten-Str.1

Bingen
55411
Germany
Number Device Name Intended purpose per IFU
Class I1a
MD 0401 K3Pro Instruments For placing and maintaining the components of the
K3Pro dental implants
MD 0401 K3Pro Rapid Surgery For placing and maintaining the components of the
Instruments K3Pro dental implants
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveillance activities of the Notified Body. This approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

This certificate was issued electronically and is bound by the conditions of the contract.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.




