bsi.

EC Design-Examination Certificate

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

By Royal Charter

No. CE 644959

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland

In respect of:

See certificate scope page.

BSI has performed a design examination on the above devices in accordance with the Council Directive 93/42/EEC
Annex II Section 4 and Regulation 722/2012. The design conforms to the requirements of this directive and
regulation. For marketing of these products an additional Annex II excluding Section 4 certificate is required.

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

(v C-Roelc

Gary E Slack, Senior Vice President Medical Devices

First Issued: 2019-02-21 Date: 2020-08-05 Expiry Date: 2024-02-20

..making excellence a habit”

Page 1 of 101

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 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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Certificate No: CE 644959

By Royal Charter

Certificate Scope:

SmartBone®

SwissBone®
ShapeBone™
QuickBone™
Alpha Bio’s Graft
Osswiss
AlphaBone
Bio3Bone
Osteovit

Biovin
naturesQue SemOss B
ICX-Swissbone

First Issued: 2019-02-21 Date: 2020-08-05 Expiry Date: 2024-02-20
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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 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 Design-Examination Certificate

Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e s
Number Name Type Intended purpose per IFU Classification
SMB011005 | SmartBone |7x7x7 SmartBone® is intended for use for Class III
Block mm bone regeneration in dental
SMB011010 | SmartBone | 10 x 10 x applications, in the following
Block 10 mm indications:
SMB011015 | SmartBone 10x10x5 |- Regen.eratlon of periodontal bone
defects;
Block mm i . .
- Regeneration of extraction alveoli;
SMB011020 | SmartBone | 10 x 10 x - Regeneration of cavities between the
Block 20 mm

alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
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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 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 Design-Examination Certificate

Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
SMB011030 | SmartBone 10 x 20 x SmartBone® is intended for use for Class III
Block 20 mm bone regeneration in dental
SMB011110 | SmartBone | 14x 12x6 | applications, in the following
Block mm indications:
SMB011120 | SmartBone | 14x12x7 |- Regen.eratlon of periodontal bone
defects;
Block mm . . ;
- Regeneration of extraction alveoli;
SMB011130 gllnalztBone L2 | Regeneration of cavities between the
oc mm alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
..making excellence a habit”
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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 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 Design-Examination Certificate

Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
SMB011140 | SmartBone 14 x 12 x9 | SmartBone® is intended for use for Class III
Block mm bone regeneration in dental
SMBO11150 |SmartBone | 14x12x | @Pplications, in the following
Block 10 mm indications:
SMB011160 | SmartBone | 14 x 12 x - Regen.eratlon of periodontal bone
defects;
Block 12 mm . . ¢
- Regeneration of extraction alveoli;
SMB011170 gllnalztBone 146} U - Regeneration of cavities between the
oc mm alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
..making excellence a habit”

Page 5 of 101

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 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 Design-Examination Certificate

Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
SMB011180 | SmartBone 14x 12 x SmartBone® is intended for use for Class III
Block 20 mm bone regeneration in dental
SMB011190 | SmartBone | 14x 12x | aPplications, in the following
Block 24 mm indications:
SMB011210 | SmartBone | 15 x 30 x - Regen.eratlon of periodontal bone
defects;
Block 20 mm . . ¢
- Regeneration of extraction alveoli;
MBIV | SWEEETS | 92X S0 - Regeneration of cavities between the
Block 30 mm

alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
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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 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 Design-Examination Certificate

Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
SMB011230 | SmartBone 15 x 30 x SmartBone® is intended for use for Class III
Block 40 mm bone regeneration in dental
SMB011240 |SmartBone | 15x30x | aPplications, in the following
Block 50 mm indications:
SMB011250 | SmartBone | 15 x 30 x - Regen.eratlon of periodontal bone
defects;
Block 60 mm . . ¢
- Regeneration of extraction alveoli;
SMB011310 gllnalztBone HOR LS | Regeneration of cavities between the
oc mm alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21 Date: 2020-08-05 Expiry Date: 2024-02-20
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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 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 Design-Examination Certificate

Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
SMB011320 | SmartBone 16 x 14 x 7 | SmartBone® is intended for use for Class III
Block mm bone regeneration in dental
SMB011330 | SmartBone | 16 x 14 x 8 | aPplications, in the following
Block mm indications:
SMB011340 | SmartBone | 16 x 14 x9 | - Regen.eratlon of periodontal bone
defects;
Block mm . . ;
- Regeneration of extraction alveoli;
MR U | SIETUMERITD | SORZZXS | Regeneration of cavities between the
Wedge mm

alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
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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 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 Design-Examination Certificate

Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
SMW014020 | SmartBone | 35x 22 x 8 | SmartBone® is intended for use for Class III
Wedge mm bone regeneration in dental
SMW014030 | SmartBone | 35x25x | aPplications, in the following
Wedge 10 mm indications:
SMW014040 | SmartBone | 35 x 25 x - Regen.eratlon of periodontal bone
defects;
Wedge 12 mm . . ¢
- Regeneration of extraction alveoli;
SRS \SngrtBone ‘1}(2) ak - Regeneration of cavities between the
edge mm alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21 Date: 2020-08-05 Expiry Date: 2024-02-20
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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 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 Design-Examination Certificate

Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
SMWO014060 | SmartBone | 40 x 25 x SmartBone® is intended for use for Class III
Wedge 14 mm bone regeneration in dental
SMC012010 | SmartBone | @11 x h20 | @pplications, in the following
Cylinder mm indications:
SMC012020 | SmartBone | @12 x h20 - Regen.eratlon of periodontal bone
) defects;
Cylinder mm . . ;
- Regeneration of extraction alveoli;
=SUCU AT gml_ar(’jcBone @14 x h20 - Regeneration of cavities between the
ylinder mm alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21 Date: 2020-08-05 Expiry Date: 2024-02-20

..making excellence a habit”
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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 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 Design-Examination Certificate

Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
SMC012040 | SmartBone | @16 x h20 SmartBone® is intended for use for Class III
Cylinder mm bone regeneration in dental
SMC012050 | SmartBone | @11 x h1o | @Pplications, in the following
Cylinder mm indications:
SMC012060 | SmartBone | @14 x hi4 |- Regen.eratlon of periodontal bone
) defects;
Cylinder mm . . ;
- Regeneration of extraction alveoli;
=UUCU AL gml_ar(’jcBone @08 x h30 - Regeneration of cavities between the
ylinder mm alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21 Date: 2020-08-05 Expiry Date: 2024-02-20
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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 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 Design-Examination Certificate

Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
SMC012080 | SmartBone | @08 x h35 SmartBone® is intended for use for Class III
Cylinder mm bone regeneration in dental
SMC012090 | SmartBone | @10 x h30 | @Pplications, in the following
Cylinder mm indications:
SMC012100 | SmartBone | @10 x h35 - Regen.eratlon of periodontal bone
) defects;
Cylinder mm . . ;
- Regeneration of extraction alveoli;
=GO gml_ar(’jcBone @12 x h30 - Regeneration of cavities between the
ylinder mm alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21 Date: 2020-08-05 Expiry Date: 2024-02-20
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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 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 Design-Examination Certificate

Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
SMC012120 | SmartBone | @12 x h35 SmartBone® is intended for use for Class III
Cylinder mm bone regeneration in dental
SMR015010 | SmartBone |35x4x3 | aPplications, in the following
Rod mm indications:
SMS016010 | SmartBone | 15 x 6 x 4 - Regen.eratlon of periodontal bone
i defects;
Special U mm . . ;
Shape - Regeneration of extraction alveoli;

- Regeneration of cavities between the
alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
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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 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 Design-Examination Certificate

Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
SMS016020 | SmartBone 15 x 7 x 3.5 | SmartBone® is intended for use for Class III
Special U mm bone regeneration in dental
Shape applications, in the following
SMS016110 | SmartBone | @8 x h 12 | Indications:
Special C mm - Regeneration of periodontal bone
Shape defects;
SMS016210 | SmartBone | 15x 7 x 6 - Regeneration of extraction alveoli;
Special L mm - Regeneration of cavities between the
Shape alveolar wall and immediate implants;

- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
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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 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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Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
SMS016030 | SmartBone 15 x 7.5 x h | SmartBone® is intended for use for Class III
Special U 4mm bone regeneration in dental
Shape (No applications, in the following
holes) indications:
SMP013040 | SmartBone | 10x 10x 4 |- Regeneration of periodontal bone
Plate mm defects;
SMP013030 | SmartBone 10x10x3 |- Regeneration of extraction alveoli;
Plate mm - Regeneration of cavities between the
SMP013050 | SmartBone | 20 x 15 x 2 aIveo.Iar wall and |mm.ed|ate implants;
Plate o - Horizontal alveolar ridge

augmentation;
- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
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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 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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Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
SMP013010 | SmartBone | 3 x25x 15 | SmartBone® is intended for use for Class III
Plate mm bone regeneration in dental
SMG251025 | SmartBone | 0.25-1 mm | @Pplications, in the following
Microchips | (0.259) indications: _ _
SMG251005 | SmartBone | 0.25-1 mm | - Regen.eratlon of periodontal bone
) X defects;
Microchips (0.59) . . /
- Regeneration of extraction alveoli;
=UeZenil f/lmartiqne 0i25'1 mm- . Regeneration of cavities between the
Icrochips (19) alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
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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 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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Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
SMG251020 | SmartBone | 0.25-1 mm | SmartBone® is intended for use for Class III
Microchips (29) bone regeneration in dental
SMG102005 | SmartBone | 1-2 mm applications, in the following
Microchips | (0.59) indications: _ _
SMG102010 | SmartBone | 1-2 mm (—jgfi?:tesn.eratlon of periodontal bone
Microchips (1g9) L . A
- Regeneration of extraction alveoli;
=UUEHIOPIAL f/lmartiqne 152 mm - Regeneration of cavities between the
Icrochips (29) alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
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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 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
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Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
SMG204020 | SmartBone 2-4 mm SmartBone® is intended for use for Class III
Granules (29) bone regeneration in dental
SMG204030 | SmartBone | 2-4 mm applications, in the following
Granules (39) indications: _ _
SMG204055 | SmartBone | 2-4 mm - Regen.eratlon of periodontal bone
defects;
Granules (5.59) ) . ;
- Regeneration of extraction alveoli;
Ml | SBR[l - Regeneration of cavities between the
Granules (8.59)

alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
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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 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
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A member of BSI Group of Companies.
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Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
SWB011005 | SwissBone 7X7x7 SwissBone® is intended for use for Class III
Block mm bone regeneration in dental
SWB011015 | SwissBone | 10x 10 x 5 | aPplications, in the following
Block mm indications:
SWB011010 | SwissBone 10 x 10 x - Regen.eratlon of periodontal bone
defects;
Block 10 mm . . A
- - Regeneration of extraction alveoli;
SUBULILOAY EYV'SEBone ;8 S - Regeneration of cavities between the
oc mm alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
..making excellence a habit”
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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.
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Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
SWB011030 | SwissBone 10 x 20 x SwissBone® is intended for use for Class III
Block 20 mm bone regeneration in dental
SWB011110 | SwissBone | 14 x 12 x 6 | applications, in the following
Block mm indications:
SWB011120 | SwissBone 14x12x7 |- Regen.eratlon of periodontal bone
defects;
Block mm . . ;
- - Regeneration of extraction alveoli;
SUBULEY EYV'SEBone L2 | Regeneration of cavities between the
oc mm alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
..making excellence a habit”

Page 20 of 101
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By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
SWB011140 | SwissBone 14 x 12 x9 | SwissBone® is intended for use for Class III
Block mm bone regeneration in dental
SWB011150 | SwissBone | 14x 12x | applications, in the following
Block 10 mm indications:
SWB011160 | SwissBone 14 % 12 x - Regen.eratlon of periodontal bone
defects;
Block 12 mm . . A
- - Regeneration of extraction alveoli;
SLUEUHIERAY | SOl 5 T - Regeneration of cavities between the
Block 16 mm

alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
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By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
SWB011180 | SwissBone 14 x 12 x SwissBone® is intended for use for Class III
Block 20 mm bone regeneration in dental
SWB011190 | SwissBone | 14x12x | @pplications, in the following
Block 24 mm indications:
SWB011210 | SwissBone 15 % 30 x - Regen.eratlon of periodontal bone
defects;
Block 20 mm

- Regeneration of extraction alveoli;

- Regeneration of cavities between the
alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
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Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
SWB011220 | SwissBone 15 x 30 x SwissBone® is intended for use for Class III
Block 30 mm bone regeneration in dental
SWB011230 | SwissBone | 15x30x | @pplications, in the following
Block 40 mm indications:
SWB011240 | SwissBone 15 % 30 x - Regen.eratlon of periodontal bone
defects;
Block 50 mm

- Regeneration of extraction alveoli;

- Regeneration of cavities between the
alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
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Page 23 of 101

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 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.




bsi.

EC Design-Examination Certificate

Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
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CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
SWB011250 | SwissBone 15 x 30 x SwissBone® is intended for use for Class III
Block 60 mm bone regeneration in dental
SWB011310 | SwissBone | 16 x 14 x 6 | applications, in the following
Block mm indications:
SWB011320 | SwissBone 6x14x7 |- Regen.eratlon of periodontal bone
defects;
Block mm . . ;
- - Regeneration of extraction alveoli;
SUBULEE EYV'SEBone HoR s | Regeneration of cavities between the
oc mm alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
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Mezzovico-Vira
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CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
SWB011340 | SwissBone 16 x 14 x 9 | SwissBone® is intended for use for Class III
Block mm bone regeneration in dental
SWP013040 | SwissBone | 10 x 10 x 4 | aPplications, in the following
Plate mm indications:
SWP013030 | SwissBone 10x10x3 |- Regen.eratlon of periodontal bone
defects;
Plate mm . . ;
- - Regeneration of extraction alveoli;
SWP013050 amtssBone AURLDNZ | Regeneration of cavities between the
ate mm alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
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Via Cantonale 67
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CH-6805
Switzerland
Catalogue Device Model, . .
Number Name Type Intended purpose per IFU Classification
SWP013010 | SwissBone 3x25x 15 | SwissBone® is intended for use for Class III
Plate mm bone regeneration in dental
SWW014010 | SwissBone | 35x 22 x 5 | @pplications, in the following
Wedge mm indications:
SWW014020 | SwissBone 3By %8 | Regenleratlon of periodontal bone
defects;
Wedge mm . . 4
: - Regeneration of extraction alveoli;
SOAUOLEILEL \SNW|dssBone :1)’3 8 2535 - Regeneration of cavities between the
edge mm alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21 Date: 2020-08-05 Expiry Date: 2024-02-20
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Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira

Ticino
CH-6805
Switzerland
Catalogue Device Model, . .
Number Name Type Intended purpose per IFU Classification
SWW014040 | SwissBone 35x25x SwissBone®) is intended for use for Class III
Wedge 12 mm bone regeneration in dental
SWW014050 | SwissBone | 40 x 25 x | applications, in the following
Wedge 12 mm indications:
SWW014060 | SwissBone 40 X 25 x - Regenleratlon of periodontal bone
defects;
Wedge 14 mm . . 4
: - Regeneration of extraction alveoli;
SLUGLEAL gwll_ssdBone 011 x h20 - Regeneration of cavities between the
ylinder mm alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.
First Issued: 2019-02-21 Date: 2020-08-05 Expiry Date: 2024-02-20
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Issued To: Industrie Biomediche Insubri SA
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CH-6805
Switzerland
Catalogue Device Model, e a-
Number Name Type Intended purpose per IFU Classification
SWC012020 | SwissBone @12 x h20 SwissBone® is intended for use for Class III
Cylinder mm bone regeneration in dental
SWC012030 | SwissBone | @14 x h20 | applications, in the following
Cylinder mm indications:
SWC012040 | SwissBone 316 x h20 - Regen.eratlon of periodontal bone
. defects;
Cylinder mm . . ;
- - Regeneration of extraction alveoli;
SLUGLEAL Sw[ssBone @11 x h10 - Regeneration of cavities between the
Cylinder mm

alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
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Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
SWC012060 | SwissBone @14 x h14 SwissBone® is intended for use for Class III
Cylinder mm bone regeneration in dental
SWR015010 | SwissBone |35x4x3 | applications, in the following
Rod mm indications:
SWS016010 | SwissBone 15 % 6 x 4 - Regen.eratlon of periodontal bone
i defects;
Special U mm . . ;
Shape - Regeneration of extraction alveoli;

- Regeneration of cavities between the
alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
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By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
SWS016020 | SwissBone 15 x 7 x 3.5 | SwissBone® is intended for use for Class III
Special U mm bone regeneration in dental
Shape applications, in the following
SWS016110 | SwissBone | @8 x h 12 | indications:
Special C mm - Regeneration of periodontal bone
Shape defects;
SWS016210 | SwissBone ERNAde - Regeneration of extraction alveoli;
Special L mm - Regeneration of cavities between the
Shape alveolar wall and immediate implants;

- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
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Ticino
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C:E.a.:?lfet:e ?‘2‘:::: I\?I'?/T:el’ Intended purpose per IFU Classification
SWS016030 | SwissBone 15 x 7.5 x h | SwissBone® is intended for use for Class III
Special U 4mm bone regeneration in dental
Shape (No applications, in the following
holes) indications:
SWG251025 | SwissBone 0.25-1 - Regeneration of periodontal bone
Microchips | mm 0.25 g | defects;
SWG251005 | SwissBone 0.25 - 1 - Regeneration of extraction alveoli;
Microchips mm 0.5 g - Regeneration of cavities between the
SWG251010 | SwissBone 0.25-1 aIveo.Iar wall and |mm.ed|ate implants;
Microchips mm1g - Horlzonta_l alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21 Date: 2020-08-05 Expiry Date: 2024-02-20
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Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
SWG251020 | SwissBone 0.25-1 SwissBone® is intended for use for Class III
Microchips mm2g bone regeneration in dental
SWG102005 | SwissBone |1 -2 mm applications, in the following
Microchips 0.5¢ indications: _ _
SWG102010 | SwissBone | 1-2mm1 |- Regen.eratlon of periodontal bone
: . defects;
Microchips g . . ;
- - Regeneration of extraction alveoli;
SUERALAL f/lv_vssBr?ne Lol | Regeneration of cavities between the
Icrochips 9 alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21 Date: 2020-08-05 Expiry Date: 2024-02-20
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Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
SWG204020 | SwissBone 2-4mm 2 | SwissBone® is intended for use for Class III
Granules g bone regeneration in dental
SWG204030 | SwissBone |2 -4 mm 3 | aPplications, in the following
Granules g indications:
SWG204055 | SwissBone | 2 - 4 mm - Regen.eratlon of periodontal bone
defects;
Granules 55¢g . . A
- - Regeneration of extraction alveoli;
SWG204085 (SEW|ss|?one é :34 mm - Regeneration of cavities between the
ranules 29 alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21 Date: 2020-08-05 Expiry Date: 2024-02-20
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Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
QKB011005 | QuickBone 7X7x7 QuickBone™ is intended for use for Class III
Block mm bone regeneration in dental
QKB011015 | QuickBone 10x 10 x 5 applications, in the following
Block mm indications:
QKB011010 | QuickBone 10 x 10 x - Regen.eratlon of periodontal bone
defects;
Block 10 mm . . A
- - Regeneration of extraction alveoli;
QLB glwcll((Bone ;8 S - Regeneration of cavities between the
oc mm alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.
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CH-6805
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Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
QKB011030 | QuickBone 10 x 20 x QuickBone™ is intended for use for Class III
Block 20 mm bone regeneration in dental
QKBO11110 | QuickBone | 14x 12x 6 | aPplications, in the following
Block mm indications:
- - Regeneration of periodontal bone
QKB011120 | QuickBone 14x12x7 i
defects;
Block mm . . ;
- - Regeneration of extraction alveoli;
QLGS glwcll((Bone WHEARS || Regeneration of cavities between the
oc mm alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
..making excellence a habit”

Page 35 of 101

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 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.



bsi.

EC Design-Examination Certificate

Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
QKB011140 | QuickBone 14 x 12 x 9 | QuickBone™ is intended for use for Class III
Block mm bone regeneration in dental
QKB011150 | QuickBone 14 x 12 x applications, in the following
Block 10 mm indications:
QKB011160 | QuickBone 14 % 12 x - Regen.eratlon of periodontal bone
defects;
Block 12 mm . . A
- - Regeneration of extraction alveoli;
QKB011170 | QuickBone 1512 - Regeneration of cavities between the
Block 16 mm

alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.
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Catalogue Device Model, e a-
Number Name Type Intended purpose per IFU Classification
QKB011180 | QuickBone 14x 12 x QuickBone™ is intended for use for Class III
Block 20 mm bone regeneration in dental
QKB011190 | QuickBone 14 x 12 x applications, in the following
Block 24 mm indications:
QKB011210 | QuickBone 15 % 30 x - Regen.eratlon of periodontal bone
defects;
Block 20 mm . . A
- - Regeneration of extraction alveoli;
QKB011220 | QuickBone LD e - Regeneration of cavities between the
Block 30 mm

alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20

..making excellence a habit”

Page 37 of 101

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 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.




bsi.

EC Design-Examination Certificate

Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
QKB011230 | QuickBone 15x 30 x QuickBone™ is intended for use for Class III
Block 40 mm bone regeneration in dental
QKB011240 QUiCkBone 15 x 30 X applications, in the foIIowing
Block 50 mm indications:
QKB011250 | QuickBone 15 % 30 x - Regen.eratlon of periodontal bone
defects;
Block 60 mm . . A
- - Regeneration of extraction alveoli;
QLB gllélccll((Bone #Gmx 14x6 |. Regeneration of cavities between the

alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20

..making excellence a habit”

Page 38 of 101

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 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.




bsi.

EC Design-Examination Certificate

Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
QKB011320 | QuickBone 16 x 14 x 7 | QuickBone™ is intended for use for Class III
Block mm bone regeneration in dental
QKBO11330 | QuickBone | 16 x 14x 8 | aPplications, in the following
Block mm indications:
QKB011340 | QuickBone 16x14x9 |- Regen.eratlon of periodontal bone
defects;
Block mm . . ;
- - Regeneration of extraction alveoli;
QpGILENY glwtckBone eeves | Regeneration of cavities between the
ate mm alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
..making excellence a habit”
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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 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.



bsi.

EC Design-Examination Certificate

Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
QKP013030 | QuickBone 10 x 10 x 3 | QuickBone™ is intended for use for Class III
Plate mm bone regeneration in dental
QKP013050 | QuickBone 20x 15 x 2 applications, in the following
Plate mm indications:
- - Regeneration of periodontal bone
QKP013010 | QuickBone 3x25x15 i
defects;
Plate mm . . ;
- - Regeneration of extraction alveoli;
QLSRR \(/QngkBone SINZEES | Regeneration of cavities between the
edge mm alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
..making excellence a habit”
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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 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 Design-Examination Certificate

Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
QKWO014020 | QuickBone 35x 22 x 8 | QuickBone™ is intended for use for Class III
Wedge mm bone regeneration in dental
QKW014030 | QuickBone 35 x 25 x applications, in the following
Wedge 10 mm indications:
QKW014040 | QuickBone 35 x 25 x - Regen.eratlon of periodontal bone
defects;
Wedge 12 mm . . ¢
- - Regeneration of extraction alveoli;
QKW014050 | QuickBone b - Regeneration of cavities between the
Wedge 12 mm

alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20

..making excellence a habit”
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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 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 Design-Examination Certificate

Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
QKWO014060 | QuickBone 40 x 25 x QuickBone™ is intended for use for Class III
Wedge 14 mm bone regeneration in dental
QKC012010 | QuickBone @11 x h20 applications, in the following
Cylinder mm indications:
QKC012020 | QuickBone 312 x h20 - Regen.eratlon of periodontal bone
. defects;
Cylinder mm . . ;
- - Regeneration of extraction alveoli;
QG Qu[ckBone @14 x h20 - Regeneration of cavities between the
Cylinder mm

alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20

..making excellence a habit”
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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 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 Design-Examination Certificate

Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
QKC012040 | QuickBone @16 x h20 QuickBone™ is intended for use for Class III
Cylinder mm bone regeneration in dental
QKC012050 QUiCkBone @11 x h10 applications, in the foIIowing
Cylinder mm indications:
QKC012060 | QuickBone o014 x hid |- Regen.eratlon of periodontal bone
. defects;
Cylinder mm . . ;
- - Regeneration of extraction alveoli;
QLGIULSIRY ggcllckBone ;Smx Ve - Regeneration of cavities between the

alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20

..making excellence a habit”
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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 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.




bsi.

EC Design-Examination Certificate

By Royal Charter

Supplementary Information to CE 644959

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira

Ticino
CH-6805
Switzerland
C:E.a.:?lfet:e ?‘2‘:::: I\?I'?/T:el’ Intended purpose per IFU Classification
QKS016010 | QuickBone 15x6x4 QuickBone™ is intended for use for Class III
Special U mm bone regeneration in dental
Shape applications, in the following
QKS016020 | QuickBone | 15 x 7 x 3.5 | indications:
Special U mm - Regeneration of periodontal bone
Shape defects;
QKS016110 | QuickBone @8 x h 12 - Regeneration of extraction alveoli;
Special C mm - Regeneration of cavities between the
Shape alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21 Date: 2020-08-05 Expiry Date: 2024-02-20
..making excellence a habit”

Page 44 of 101

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 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.



bsi.

EC Design-Examination Certificate

By Royal Charter

Supplementary Information to CE 644959

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
QKS016210 | QuickBone 15x7x6 QuickBone™ is intended for use for Class III
Special L mm bone regeneration in dental
Shape applications, in the following
QKS016030 | QuickBone | 15 x 7.5 x h | indications:
Special U 4mm - Regeneration of periodontal bone
Shape (No defects;
holes) - Regeneration of extraction alveoli;
QKG251025 | QuickBone | 0.25 -1 - Regeneration of cavities between the
Microchips | mm 0.25 g | alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date:

2020-08-05

Expiry Date: 2024-02-20

..making excellence a habit”
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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 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.




bsi.

EC Design-Examination Certificate

Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e a-
Number Name Type Intended purpose per IFU Classification
QKG251005 | QuickBone 0.25-1 QuickBone™ is intended for use for Class III
Microchips mm 0.5¢g bone regeneration in dental
QKG251010 QuickBone 0.25-1 appllcatlons, in the foIIowing
Microchips | mm1g |nd|cat|ons:_ _
QKG251020 | QuickBone 0.25 - 1 (—jgfi?:tesn.eratlon of periodontal bone
Microchips mm 2 g L . A
- - Regeneration of extraction alveoli;
e Ql_.uckBo_ne = 2 [l - Regeneration of cavities between the
Microchips 05g

alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20

..making excellence a habit”
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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 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.




bsi.

EC Design-Examination Certificate

By Royal Charter

Supplementary Information to CE 644959

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira

Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
QKG102010 | QuickBone 1-2mm1 | QuickBone™ is intended for use for Class III
Microchips g bone regeneration in dental
QKG102020 | QuickBone 1-2mm?2 applications, in the following
Microchips g indications:
QKG204020 | QuickBone | 2-4mm2 | Regen.eratlon of periodontal bone
defects;
Granules g . . A
- - Regeneration of extraction alveoli;
QKG204030 8U|ckll30ne 2o IS Regeneration of cavities between the
ranules 9 alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.
First Issued: 2019-02-21 Date: 2020-08-05 Expiry Date: 2024-02-20

..making excellence a habit”
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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 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.



bsi.

EC Design-Examination Certificate

By Royal Charter

Supplementary Information to CE 644959

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira

Ticino
CH-6805
Switzerland
C:E.a.:?lfet:e ?‘2‘:::: I\?I'?/T:el’ Intended purpose per IFU Classification
QKG204055 | QuickBone 2-4mm QuickBone™ is intended for use for Class III
Granules 55¢ bone regeneration in dental
QKG204085 QuickBone 2 -4mm applications, in the foIIowing
Granules 859 indications:
- Regeneration of periodontal bone
defects;

- Regeneration of extraction alveoli;

- Regeneration of cavities between the
alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21 Date: 2020-08-05 Expiry Date: 2024-02-20

..making excellence a habit”
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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 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 Design-Examination Certificate

Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
ISB011005 | ShapeBone |7x7x7 ShapeBone™ is intended for use for Class III
Block mm bone regeneration in dental
ISB011010 ShapeBone 10 x 10 X applications, in the following
Block 10 mm indications:
ISB011015 ShapeBone | 10 x 10 X 5 - Regen.eratlon of periodontal bone
defects;
Block mm . . ;
- Regeneration of extraction alveoli;
e grapl)(eBone ;8 3 LU - Regeneration of cavities between the
oc mm alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
..making excellence a habit”
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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 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.



bsi.

EC Design-Examination Certificate

Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
ISB011030 | ShapeBone | 10 x 20 x ShapeBone™ is intended for use for Class III
Block 20 mm bone regeneration in dental
ISB011110 | ShapeBone |14 x 12x6 | applications, in the following
Block mm indications:
ISB011120 | ShapeBone | 14x12x7 | Regen.eratlon of periodontal bone
defects;
Block mm . . A
- Regeneration of extraction alveoli;
1SBOLLLO0 groacpl)(eBone #4mx L2 Regeneration of cavities between the

alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20

..making excellence a habit”
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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 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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By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
ISB011140 | ShapeBone | 14x12x9 | ShapeBone™ is intended for use for Class III
Block mm bone regeneration in dental
ISB011150 | ShapeBone | 14x 12x | aPplications, in the following
Block 10 mm indications:
1SB011160 | ShapeBone | 14 x 12 x - Regen.eratlon of periodontal bone
defects;
Block 12 mm . . A
- Regeneration of extraction alveoli;
158011170 ShapeBone | 14 x 12 x - Regeneration of cavities between the
Block 16 mm

alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20

..making excellence a habit”
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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 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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Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira

Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
ISB011180 | ShapeBone | 14x 12 x ShapeBone™ is intended for use for Class III
Block 20 mm bone regeneration in dental
I1SB011190 ShapeBone 14 x 12 x applications, in the following
Block 24 mm indications:
1SB011210 | ShapeBone | 15 x 30 x - Regen.eratlon of periodontal bone
defects;
Block 20 mm . . ¢
- Regeneration of extraction alveoli;
158011220 grapl)(eBone ég 2SS - Regeneration of cavities between the
oc mm alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.
First Issued: 2019-02-21 Date: 2020-08-05 Expiry Date: 2024-02-20

..making excellence a habit”
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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 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.



bsi.

EC Design-Examination Certificate

By Royal Charter

Supplementary Information to CE 644959

Issued To: Industrie Biomediche Insubri SA
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Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
ISB011230 | ShapeBone | 15x 30 x ShapeBone™ is intended for use for Class III
Block 40 mm bone regeneration in dental
ISB011240 | ShapeBone | 15x30x | aPplications, in the following
Block 50 mm indications:
ISB011250 ShapeBone | 15 x 30 x - Regen.eratlon of periodontal bone
defects;
Block 60 mm . . ¢
- Regeneration of extraction alveoli;
158011310 grapl)(eBone HOR LS | Regeneration of cavities between the
oc mm alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.
First Issued: 2019-02-21 Date: 2020-08-05 Expiry Date: 2024-02-20

..making excellence a habit”
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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 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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Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
ISB011320 | ShapeBone | 16 x 14 x 7 | ShapeBone™ is intended for use for Class III
Block mm bone regeneration in dental
ISB011330 | ShapeBone | 16x 14 x 8 | @Pplications, in the following
Block mm indications:
ISB011340 | ShapeBone | 16 x 14x9 | Regen.eratlon of periodontal bone
defects;
Block mm . . ¢
- Regeneration of extraction alveoli;
15P013040 ﬁripeBone eeves | Regeneration of cavities between the
ate mm alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
..making excellence a habit”
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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 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 Design-Examination Certificate

Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
ISP013030 ShapeBone | 10 x 10 x 3 | ShapeBone™ is intended for use for Class III
Plate mm bone regeneration in dental
ISP013010 | ShapeBone | 3x25x 15 | @pplications, in the following
Plate mm indications:
I1SP013050 ShapeBone | 20x15x2 | Regen.eratlon of periodontal bone
defects;
Plate mm . . ;
ISWOL4010 | ShaoeB e 02 X5 - Regeneration of extraction alveoli;
Wa dpe one mmX X - Regeneration of cavities between the
cdge alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
..making excellence a habit”
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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 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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Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
ISW014020 | ShapeBone | 35x 22 x 8 | ShapeBone™ is intended for use for Class III
Wedge mm bone regeneration in dental
ISW014030 | ShapeBone |35x25x | applications, in the following
Wedge 10 mm indications:
ISW014040 | ShapeBone | 35 x 25 x - Regen.eratlon of periodontal bone
defects;
Wedge 12 mm . . ¢
- Regeneration of extraction alveoli;
I5W014050 \?\I;a dpeBone ‘1}(2) ak - Regeneration of cavities between the
edge mm alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.
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Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
ISW014060 | ShapeBone | 40 x 25 x ShapeBone™ is intended for use for Class III
Wedge 14 mm bone regeneration in dental
ISC012010 | ShapeBone | @11 x h20 | @pplications, in the following
Cylinder mm indications:
1SC012020 ShapeBone | @12 x h20 - Regen.eratlon of periodontal bone
. defects;
Cylinder mm . . ;
- Regeneration of extraction alveoli;
15C012030 gh?prone @14 x h20 - Regeneration of cavities between the
ylinder mm alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.
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ISC012040 | ShapeBone | @16 x h20 | ShapeBone™ is intended for use for Class III
Cylinder mm bone regeneration in dental
ISC012050 | ShapeBone | @11 x h1o | @Pplications, in the following
Cylinder mm indications:
ISC012060 | ShapeBone | @14 x h14 | Regen.eratlon of periodontal bone
. defects;
Cylinder mm . . ;
- Regeneration of extraction alveoli;
I5R015010 gtheBone SRS - Regeneration of cavities between the
0 mm alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21 Date: 2020-08-05 Expiry Date: 2024-02-20

..making excellence a habit”

Page 58 of 101

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 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.



bsi.

EC Design-Examination Certificate

Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, e n
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1SS016010 ShapeBone | 15x6x4 ShapeBone™ is intended for use for Class III
Special U mm bone regeneration in dental
Shape applications, in the following
1SS016020 | ShapeBone | 15 x 7 x 3.5 | indications:
Special U mm - Regeneration of periodontal bone
Shape defects;
1SS016110 ShapeBone | @8 x h 12 - Regeneration of extraction alveoli;
Special C mm - Regeneration of cavities between the
Shape alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.
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1SS016210 ShapeBone | 15x7x6 ShapeBone™ is intended for use for Class III
Special L mm bone regeneration in dental
Shape applications, in the following
1SS016030 | ShapeBone | 15 x 7.5 x h | indications:
Special U 4mm - Regeneration of periodontal bone
Shape (No defects;
holes) - Regeneration of extraction alveoli;

- Regeneration of cavities between the
alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.
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Catalogue Device Model, e n
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1SG251025 | ShapeBone | 0.25-1 ShapeBone™ is intended for use for Class III
Microchips mm 0.25 g | bone regeneration in dental
1SG251005 ShapeBone 0.25-1 appllcatlons, in the foIIowing
Microchips | mm 0.5 g |nd|cat|ons:_ _
1SG251010 | ShapeBone | 0.25- 1 (—jgfi?:tesn.eratlon of periodontal bone
Microchips mm1lg L . A
- Regeneration of extraction alveoli;
IS el f/lljapelapne 0'252' 1 - Regeneration of cavities between the
Icrochips mm 2 g alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.
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ISG102005 | ShapeBone |1-2 mm ShapeBone™ is intended for use for Class III
Microchips 05g bone regeneration in dental
1SG102010 ShapeBone 1-2mm1 applications, in the foIIowing
Microchips g indications:
1SG102020 | ShapeBone | 1-2mm2 | . Regen.eratlon of periodontal bone
. ) defects;
Microchips g . . ;
- Regeneration of extraction alveoli;
156204020 (S;hapeIBone 2002 Regeneration of cavities between the
ranules 9 alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.
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Catalogue Device Model, e n
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ISG204030 | ShapeBone |2 -4 mm 3 | ShapeBone™ is intended for use for Class III
Granules g bone regeneration in dental
1SG204055 | ShapeBone | 2 - 4 mm applications, in the following
Granules 55g indications:
1SG204085 | ShapeBone | 2 - 4 mm - Regen.eratlon of periodontal bone
defects;
Granules 85g

- Regeneration of extraction alveoli;

- Regeneration of cavities between the
alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.
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Catalogue Device Model, e n
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ABB011005 | Alpha Bio's |7x7x7 Alpha Bio’s Graft is intended for use for | Class III
Graft Block | mm bone regeneration in dental
ABB011010 | Alpha Bio's | 10x 10x | @pplications, in the following
Graft Block | 10 mm |nd|cat|ons:_ _
ABB011015 | Alpha Bio's | 10x 10x5 | Regen.eratlon of periodontal bone
defects;
Graft Block | mm ) ) ;
— - Regeneration of extraction alveoli;
ey élp??;l'oi ;8 S - Regeneration of cavities between the
raft bloc mm alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.
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ABB011030 | Alpha Bio's 10 x 20 x Alpha Bio’s Graft is intended for use for | Class III
Graft Block | 20 mm bone regeneration in dental
ABBO11110 | Alpha Bio's | 14x 12x 6 | applications, in the following
Graft Block | mm indications:
ABB011120 | Alpha Bio's 14x12x7 |- Regen.eratlon of periodontal bone
defects;
Graft Block | mm ) ) ;
— - Regeneration of extraction alveoli;
AL élp??;l'oi L2 | Regeneration of cavities between the
raft bloc mm alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.
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Catalogue Device Model, e n
Number Name Type Intended purpose per IFU Classification
ABB011140 | Alpha Bio's 14 x 12 x9 | Alpha Bio’s Graft is intended for use for | Class III
Graft Block | mm bone regeneration in dental
ABBO11150 | Alpha Bio's | 14x 12x | @pplications, in the following
Graft Block | 10 mm |nd|cat|ons:_ _
ABB011160 | Alpha Bio's 14 % 12 x - Regen.eratlon of periodontal bone
defects;
Graft Block | 12 mm ) ) ;
— - Regeneration of extraction alveoli;
AL élp??;l'oi 146} U - Regeneration of cavities between the
raft bloc mm alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.
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C:E.a.:?lfet:e ?‘2‘:::: I\?I'?/T:el’ Intended purpose per IFU Classification
ABB011180 | Alpha Bio's 14 x 12 x Alpha Bio’s Graft is intended for use for | Class III
Graft Block | 20 mm bone regeneration in dental
ABB011190 | Alpha Bio's | 14x 12x | @pplications, in the following
Graft Block | 24 mm indications:

- Regeneration of periodontal bone
defects;

- Regeneration of extraction alveoli;

- Regeneration of cavities between the
alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

ABB011210 | Alpha Bio’s 15 x 30 x
Graft Block 20 mm

ABB011220 | Alpha Bio's 15 x 30 x
Graft Block 30 mm
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ABB011230 | Alpha Bio's 15 x 30 x Alpha Bio’s Graft is intended for use for | Class III
Graft Block | 40 mm bone regeneration in dental
ABB011240 | Alpha Bio's | 15x30x | applications, in the following
Graft Block | 50 mm |nd|cat|ons:_ _
ABB011250 | Alpha Bio's 15 % 30 x - Regen.eratlon of periodontal bone
defects;
Graft Block | 60 mm ) ) ;
— - Regeneration of extraction alveoli;
AT élp??;l'oi HOR LS | Regeneration of cavities between the
raft bloc mm alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.
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ABB011320 | Alpha Bio’s 16 x 14 x 7 | Alpha Bio’s Graft is intended for use for | Class III
Graft Block | mm bone regeneration in dental
ABBO11330 | Alpha Bio's | 16 x 14 x 8 | @pplications, in the following
Graft Block | mm indications:
ABB011340 | Alpha Bio's 16x14x9 |- Regen.eratlon of periodontal bone
defects;
Graft Block | mm ) ) ;
— - Regeneration of extraction alveoli;
AU élp??P?'c;S eeves | Regeneration of cavities between the
raft Flate mm alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.
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ABP013030 | Alpha Bio's 10 x 10 x 3 | Alpha Bio’s Graft is intended for use for | Class III
Graft Plate mm bone regeneration in dental
ABP013010 | Alpha Bio's | 3x 25x 15 | aPplications, in the following
Graft Plate mm indications:
ABPO13050 | Alpha Bio's | 20x 15x2 | Regen.eratlon of periodontal bone
defects;
Graft Plate mm . . ;
— - Regeneration of extraction alveoli;
ABW014010 | Alpha Bio's SINZEES | Regeneration of cavities between the
Graft Wedge | mm

alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.
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ABWO014020 | Alpha Bio's | 35x 22 x 8 | Alpha Bio’s Graft is intended for use for | Class III
Graft Wedge | mm bone regeneration in dental
ABW014030 | Alpha Bio's | 35x25x | applications, in the following
Graft Wedge | 10 mm indications: _ _
ABWO014040 | Alpha Bio's | 35 x 25 x - Regen.eratlon of periodontal bone
defects;
Graft Wedge | 12 mm ) . ;
e ok - Regeneration of extraction alveoli;
pha Bio’s x 25 x ) . ¥
Graft Wedge | 12 mm Regeneration of cavities between the

alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.
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Catalogue Device Model, . .
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ABW014060 Alpha Bio’s | 40 x 25 x Alpha Bio’s Graft is intended for use for | Class III
Graft 14 mm bone regeneration in dental
Wedge applications, in the following
ABC012010 | Alpha Bio’s | @11 x h20 | indications:
Graft mm - Regeneration of periodontal bone
Cylinder defects;

- Regeneration of extraction alveoli;

- Regeneration of cavities between the
alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.
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C:ta;obgel:-e ?@:f: N.:.?:):" Intended purpose per IFU Classification
ABC012020 Alpha Bio’s | @12 x h20 | Alpha Bio’s Graft is intended for use for | Class III
Graft mm bone regeneration in dental
Cylinder applications, in the following
ABC012030 | Alpha Bio's | @14 x h2o | ndications: _
Graft mm - Regeneration of periodontal bone
ovli defects;
ylinder

- Regeneration of extraction alveoli;

- Regeneration of cavities between the
alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.
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C:ta;obgel:-e ?@:f: N.:.?:):" Intended purpose per IFU Classification
ABC012040 Alpha Bio’s | @16 x h20 | Alpha Bio’s Graft is intended for use for | Class III
Graft mm bone regeneration in dental
Cylinder applications, in the following
ABC012050 | Alpha Bio's | @ 11 x h1g | ndications: _
Graft mm - Regeneration of periodontal bone
ovli defects;
ylinder

- Regeneration of extraction alveoli;

- Regeneration of cavities between the
alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.
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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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Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, . .
Number Name Type Intended purpose per IFU Classification
ABC012060 Alpha Bio’s | @14 x h14 | Alpha Bio’s Graft is intended for use for | Class III
Graft mm bone regeneration in dental
Cylinder applications, in the following
ABRO15010 | Alpha Bio's | 35x4x 3 | ndications: _
Graft Rod mm - Regeneration of periodontal bone

defects;

- Regeneration of extraction alveoli;

- Regeneration of cavities between the
alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
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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 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 Design-Examination Certificate

Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, . .
Number Name Type Intended purpose per IFU Classification
3274 Alpha Bio’s | 0.25-1 Alpha Bio’s Graft is intended for use for | Class III
Graft mm 0.25 g | bone regeneration in dental
Bioactive applications, in the following
Bone mF(:lcatlons:f Wy
- Regeneration of periodontal bone
3275 Apha BiOs | 0.25-1 | gerecre 1
Graft mm 0.5 g o : A
L - Regeneration of extraction alveoli;
Bioactive . W
Bone - Regeneration of cavities between the
alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
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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 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.



bsi.
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By Royal Charter

Supplementary Information to CE 644959

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira

Ticino
CH-6805
Switzerland
C:;a;obgel:‘e ?@:f: N.:.?:):" Intended purpose per IFU Classification
3276 Alpha Bio’s | 0.25-1 Alpha Bio’s Graft is intended for use for | Class III
Graft mm1lg bone regeneration in dental
Bioactive applications, in the following
Bone indications:
3277 Alpha Bio's | 0.25-1 - Regeneration of periodontal bone
Graft mm 2 g defects;
Bioactive - Regeneration of extraction alveoli;
Bone - Regeneration of cavities between the

alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21 Date: 2020-08-05 Expiry Date: 2024-02-20
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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 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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Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, . .
Number Name Type Intended purpose per IFU Classification
3278 Alpha Bio’s | 0.25-1 Alpha Bio’s Graft is intended for use for | Class III
Graft mm3g bone regeneration in dental
Bioactive applications, in the following
Bone indications:
3279 Alpha Bio's | 1 -2 mm - Regeneration of periodontal bone
Graft 059 defects;
Bioactive - Regeneration of extraction alveoli;
Bone

- Regeneration of cavities between the
alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
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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 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.




bsi.
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By Royal Charter

Supplementary Information to CE 644959

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira

Ticino
CH-6805
Switzerland
C:;a;obgel:‘e ?@:f: N.:.?:):" Intended purpose per IFU Classification
3280 Alpha Bio’s | 1-2mm 1 | Alpha Bio's Graft is intended for use for | Class III
Graft g bone regeneration in dental
Bioactive applications, in the following
Bone indications:
3281 Alpha Bio's | 1 -2 mm 2 | - Regeneration of periodontal bone
Graft g defects;
Bioactive - Regeneration of extraction alveoli;
Bone - Regeneration of cavities between the

alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21 Date: 2020-08-05 Expiry Date: 2024-02-20
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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 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 Design-Examination Certificate
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By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, . .
Number Name Type Intended purpose per IFU Classification
0SB011005 Osswiss 7Xx7x7 Osswiss is intended for use for bone Class III
Block mm regeneration in dental applications, in
0OSB011010 Osswiss 10 x 10 x the foIIowing indications:
Block 10 mm - Regeneration of periodontal bone
. defects;
0SB011015 Osswiss 10x10x5 , . -
Block mm - Regeneration o: extractlobn alveoli; )
. - Regeneration of cavities between the
05E01£020 Osswiss LU alveolar wall and immediate implants;
Block 20 mm

- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
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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 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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Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, . .
Number Name Type Intended purpose per IFU Classification
0SB011030 Osswiss 10 x 20 x Osswiss is intended for use for bone Class III
Block 20 mm regeneration in dental applications, in
OSB011110 Osswiss 14x12X6 the fO”OWing indications:
Block mm - Regeneration of periodontal bone
. defects;
0SB011120 Osswiss 14x12x7 . . -
Block mm = Eegenera?on o: extr:n_ctlobn ?Iveoll,th
. - Regeneration of cavities between the
058011130 Osswiss L2 alveolar wall and immediate implants;
Block mm . /
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.
First Issued: 2019-02-21 Date: 2020-08-05 Expiry Date: 2024-02-20
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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 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 Design-Examination Certificate

Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, . .
Number Name Type Intended purpose per IFU Classification
0SB011140 Osswiss 14 x 12 x 9 | Osswiss is intended for use for bone Class III
Block mm regeneration in dental applications, in
OSB011150 Osswiss 14 x 12 x the foIIowing indications:
Block 10 mm - Regeneration of periodontal bone
. defects;
0SB011160 Osswiss 14 x 12 x ) . -
Block 12 mm - Eegenera?on o: extr:n_ctlobn ?Iveoll,th
. - Regeneration of cavities between the
OSE01LL/0 Osswiss 1552412258 alveolar wall and immediate implants;
Block 16 mm . /
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
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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 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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Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, . .
Number Name Type Intended purpose per IFU Classification
0SB011180 Osswiss 14 x 12 X Osswiss is intended for use for bone Class III
Block 20 mm regeneration in dental applications, in
0OSB011190 Osswiss 14 x 12 x the foIIowing indications:
Block 24 mm - Regeneration of periodontal bone
. defects;
0SB011210 Osswiss 15 x 30 x , . -
Block 20 mm - Regeneration o: extractlobn alveoli; )
. - Regeneration of cavities between the
O5E01£220 Osswiss L5458 alveolar wall and immediate implants;
Block 30 mm

- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
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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 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 Design-Examination Certificate

Supplementary Information to CE 644959

By Royal Charter

Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, . .
Number Name Type Intended purpose per IFU Classification
0SB011230 Osswiss 15 x 30 x Osswiss is intended for use for bone Class III
Block 40 mm regeneration in dental applications, in
0OSB011240 Osswiss 15 x 30 x the foIIowing indications:
Block 50 mm - Regeneration of periodontal bone
. defects;
0SB011250 Osswiss 15 x 30 x , . -
Block 60 mm - Regeneration o: extractlobn alveoli; )
. - Regeneration of cavities between the
OSE01E310 glzsgllv(lss r1n6mx e alveolar wall and immediate implants;

- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
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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 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.




bsi.

EC Design-Examination Certificate
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Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, . .
Number Name Type Intended purpose per IFU Classification
0SB011320 Osswiss 16 x 14 x 7 | Osswiss is intended for use for bone Class III
Block mm regeneration in dental applications, in
0SB011330 | Osswiss | 16 x 14 x 8 | the following indications:
Block mm - Regeneration of periodontal bone
. defects;
0SB011340 Osswiss 16 x14x9 , ) -
Block mm - Regeneration o: extractlobn alveoli; )
. - Regeneration of cavities between the
OSR0L3040 g)lzst‘g'ss rlnomx HUS alveolar wall and immediate implants;

- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
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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 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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Issued To: Industrie Biomediche Insubri SA
Via Cantonale 67
Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, . .
Number Name Type Intended purpose per IFU Classification
OSP013030 Osswiss 10 x 10 x 3 | Osswiss is intended for use for bone Class III
Plate mm regeneration in dental applications, in
OSP013010 Osswiss 3x25x 15 the fO”OWing indications:
Plate mm - Regeneration of periodontal bone
. defects;
0OSP013050 Osswiss 20x15x2 : _ -
Plate mm - Regeneration o: extractlobn alveoli; )
. - Regeneration of cavities between the
ORI, Osswiss SRS alveolar wall and immediate implants;
Wedge mm . /
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.
First Issued: 2019-02-21 Date: 2020-08-05 Expiry Date: 2024-02-20
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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 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
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Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, . .
Number Name Type Intended purpose per IFU Classification
0OSw014020 Osswiss 35 x 22 x 8 | Osswiss is intended for use for bone Class III
Wedge mm regeneration in dental applications, in
OSWO014030 Osswiss 35 x 25 X the fO”OWIng indications:
Wedge 10 mm - Regeneration of periodontal bone
. defects;
0OSwW014040 Osswiss 35x25x , . -
Wedge 12 mm - Eegeneratlon o: extractlobn alveoli; )
. - Regeneration of cavities between the
OSW014050 Osswiss DS alveolar wall and immediate implants;
Wedge 12 mm

- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
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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 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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Ticino
CH-6805
Switzerland
Catalogue Device Model, . .
Number Name Type Intended purpose per IFU Classification
OSW014060 Osswiss 40 x 25 x Osswiss is intended for use for bone Class III
Wedge 14 mm regeneration in dental applications, in
0SC012010 | Osswiss | @11xh20 | the following indications:
Cylinder mm - Regeneration of periodontal bone
. defects;
0SC012020 Osswiss @12 x h20 _ i )
Cylinder mm - Regeneration of extraction alveoli;
. - Regeneration of cavities between the
050012030 OSS.W'SS @14 x h20 alveolar wall and immediate implants;
Cylinder mm . /
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.
First Issued: 2019-02-21 Date: 2020-08-05 Expiry Date: 2024-02-20
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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 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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Ticino
CH-6805
Switzerland
Catalogue Device Model, . .
Number Name Type Intended purpose per IFU Classification
0SC012040 Osswiss @16 x h20 | Osswiss is intended for use for bone Class III
Cylinder mm regeneration in dental applications, in
0SC012050 | Osswiss | @11xh1o | the following indications:
Cylinder mm - Regeneration of periodontal bone
. defects;
0SC012060 Osswiss @14 x h14 , ) .
Cylinder mm - Regeneration of extraction alveoli;
. - Regeneration of cavities between the
OSR015010 Osswiss SIS alveolar wall and immediate implants;
Rod mm . /
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.
First Issued: 2019-02-21 Date: 2020-08-05 Expiry Date: 2024-02-20
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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 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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Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, . .
Number Name Type Intended purpose per IFU Classification
0SG251025 Osswiss 0.25-1 Osswiss is intended for use for bone Class III
Microchips mm 0.25 g | regeneration in dental applications, in
0SG251005 Osswiss 0.25 -1 the foIIowing indications:
Microchips mm 0.5 g - Regeneration of periodontal bone
0SG251010 | Osswiss | 0.25-1 | defectsi _ ;
Microchips mm1g = Eegeneratlon o: extractlobn alveoli; )
. - Regeneration of cavities between the
QEE Pl O.SSW'SS. 0.25-1 alveolar wall and immediate implants;
Microchips | mm2g

- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
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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 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
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Mezzovico-Vira
Ticino
CH-6805
Switzerland
Catalogue Device Model, . .
Number Name Type Intended purpose per IFU Classification
0SG102005 Osswiss 1-2mm Osswiss is intended for use for bone Class III
Microchips | 0.5g regeneration in dental applications, in
0SG102010 Osswiss 1-2mm1 the foIIowing indications:
Microchips g - Regeneration of periodontal bone
. defects;
0SG102020 Osswiss 1-2mm?2 ) . -
Microchips g - Eegeneratlon o: extractlobn alveoli; )
. - Regeneration of cavities between the
056204020 Osswiss %= 6 (il 2 alveolar wall and immediate implants;
Granules g

- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
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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 certificate was issued electronically and is bound by the conditions of the contract.
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CH-6805
Switzerland
Catalogue Device Model, . .
Number Name Type Intended purpose per IFU Classification
DIG251025 AlphaBone | 0.25-1 AlphaBone is intended for use for bone | Class III
Microchips mm 0.25 g | regeneration in dental applications, in
DIG251005 AlphaBone | 0.25 - 1 the following indications:
Microchips | mm 0.5 g - Regeneration of periodontal bone
DIG251010 | AlphaBone | 0.25-1 | afectsi , ;
Microchips mm1g = Eegenera?on o: extr:n_ctlobn ?Iveoll,th
- Regeneration of cavities between the
DIG251020 Alp hanne 0.25-1 alveolar wall and immediate implants;
Microchips mm2g . /
- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
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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 certificate was issued electronically and is bound by the conditions of the contract.
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CH-6805
Switzerland
Catalogue Device Model, . .
Number Name Type Intended purpose per IFU Classification
DIG102005 AlphaBone | 1-2mm AlphaBone is intended for use for bone | Class III
Microchips | 0.5g regeneration in dental applications, in
DIG102010 AlphaBone | 1-2mm 1 the following indications:
Microchips | g - Regeneration of periodontal bone
defects;
DIG102020 AlphaBone |1-2mm 2 , i )
Microchips | g - Regeneration of extraction alveoli;
- Regeneration of cavities between the
DIEALIAY AlphaBone | 2 -4 mm 2 alveolar wall and immediate implants;
Granules g

- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
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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 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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CH-6805
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Catalogue Device Model, . .
Number Name Type Intended purpose per IFU Classification
B3G251025 Bio3Bone 0.25-1 Bio3Bone is intended for use for bone | Class III
Microchips mm 0.25 g | regeneration in dental applications, in
B3G251005 Bio3Bone 0.25 -1 the foIIowing indications:
Microchips mm 0.5 g - Regeneration of periodontal bone
B3G251010 | Bio3Bone | 0.25-1 | oorectsi _ ;
Microchips mm1g = Eegenera?on o: extr:n_ctlobn ?Iveoll,th
- - Regeneration of cavities between the
PP B|_03Bon_e 0.25-1 alveolar wall and immediate implants;
Microchips | mm2g

- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.
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Expiry Date: 2024-02-20
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Catalogue Device Model, . .
Number Name Type Intended purpose per IFU Classification
B3G102005 Bio3Bone 1-2mm Bio3Bone is intended for use for bone | Class III
Microchips | 0.5g regeneration in dental applications, in
B3G102010 Bio3Bone 1-2mm1 the foIIowing indications:
Microchips | g - Regeneration of periodontal bone
) defects;
B3G102020 Bio3Bone 1-2mm?2 ) . -
Microchips g - Eegeneratlon o: extractlobn alveoli; )
. - Regeneration of cavities between the
B3G204020 ELSRIELIE %= 6 (il 2 alveolar wall and immediate implants;
Granules g

- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21

Date: 2020-08-05

Expiry Date: 2024-02-20
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Catalogue Device Model, . .
Number Name Type Intended purpose per IFU Classification

0SV251005 Osteovit 0.25-1 Osteovit is intended for use for bone Class III
Microchips mm 0.5¢g regeneration in dental applications, in

0SV251010 Osteovit 0.25 - 1 the following indications:
Microchips mm1lg - Regeneration of periodontal bone

OSV251020 | Osteovit | 0.25-1 | defedtsi _ :
Microchips mm 2 g - Regeneration of extraction alveoli;

. - Regeneration of cavities between the
05viI02010 O_steov¢ Lo ol & alveolar wall and immediate implants;
Microchips | g . f

- Horizontal alveolar ridge
augmentation;
- Sinus lift floor elevation;
- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21 Date: 2020-08-05 Expiry Date: 2024-02-20
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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 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.
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Catalogue Device Model, . .
Number Name Type Intended purpose per IFU Classification
0SV102020 Osteovit 1-2mm 2 | Osteovit is intended for use for bone Class III
Microchips | g regeneration in dental applications, in
0SV013040 | Osteovit 10 x 10 x 4 | the following indications:
Plate mm - Regeneration of periodontal bone
defects;

- Regeneration of extraction alveoli;

- Regeneration of cavities between the
alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21 Date: 2020-08-05 Expiry Date: 2024-02-20
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C:;a;obgel:‘e ?@:f: N.:.?:):" Intended purpose per IFU Classification
059051030 BioVin 0.25-1 BioVin is intended for use for bone Class III
mm 0.25 g | regeneration in dental applications, in
059101030 BioVin 0.25 -1 the fO”OWing indications:
mm 0.5 g - Regeneration of periodontal bone
. defects;
109101030 BioVin 1-2mm ) . .
0.5g - Regeneration of extraction alveoli;

- Regeneration of cavities between the
alveolar wall and immediate implants;
- Horizontal alveolar ridge
augmentation;

- Sinus lift floor elevation;

- Alveolar ridge augmentation at
implant sites with sufficient residual
bone and a good blood supply.

First Issued: 2019-02-21 Date: 2020-08-05 Expiry Date: 2024-02-20
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Catalogue Device Model, . .
Number Name Type Intended purpose per IFU Classification
naturesQue 0.25-1mm | naturesQue SemOss B is intended for | Class III
58500 semoss B | (0-259) use for bone regeneration in dental
naturesQue | 0.25-1mm | applications, in the following Class III
58501 SemOQOss B (0.59) indications:
naturesQue | 0.25-1mm | - Regeneration of periodontal bone Class III
58502 SemQOss B (19) defects;
naturesQue | 0.25-Imm | _ pogeneration of extraction alveoli; Class 111
28503 SemOss B (29) - Regeneration of cavities between the
naturesQue | 1.0-2.0mm generatl ) i y _W Class III
58504 SemOss B (0.5g) alveolar wall and immediate implants;
wres0 oo - Horizontal alveolar ridge T
naturesQue .0-2.0mm . ass
augmentation;
S S0 2 (19) - Sinus lift floor elevation;
naturesQue | 1.0-2.0mm | - Alveolar ridge augmentation at Class III
58506 SemOss B (29) implant sites with sufficient residual
bone and a good blood supply.
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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
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Catalogue | Device Name | Model, Type Intended purpose per IFU Classification
Number
ICX251025 | ICX-Swissbone | 0.25-1mm 0.25g | ICX-Swissbone is intended for bone | Class III
Microchips regeneration in dental applications,
ICX251005 | ICX-Swissbone | 0.25-1mm 0.5g | in the following indications: Class III
Microchips - Regeneration of periodontal bone
ICX251010 | ICX-Swissbone | 0.25-1mm 1g defects; Class III
Microchips - Regeneration of extraction alveoli;
ICX251020 | ICX-Swissbone | 0.25-1mm 2g - Regeneration of cavities between | Class III
Microchips the alveolar wall and immediate
ICX102005 | ICX-Swissbone | 1.0-2.0mm 0.5g | implants; Class III
Microchips - Horizontal alveolar ridge
ICX102010 | ICX-Swissbone | 1.0-2.0mm 1g | augmentation; Class III
Microchips - Sinus lift floor elevation;
ICX102020 | ICX-Swissbone | 1.0-2.0mm 2g | - Alveolar ridge augmentation at Class III
Microchips implant sites with sufficient residual
ICX013010 | ICX-Swissbone | 3x25x15mm bone and a good blood supply. Class III

Plate
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Certificate History

Date Rﬁﬁ:i'::_e Action

21 February 2019 8433293 First issue.

28 February 2019 8898196 Traceable to NB 0086.

04 October 2019 3056738 Adding a new tradename naturesQue SemOss B to the
approved SmartBone products.

Current 3256288 Addition of new trade name "ICX-Swissbone" to the approved
SmartBone products.
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