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INTRODUCTION

This Summary of Safety and Clinical Performance (SSCP) is intended to provide public access to an up-to-date summary of the main

safety and clinical performance aspects related to the device. The SSCP is not intended to replace the Instructions for Use as the

primary document to ensure the safe use of the device, nor is it intended to provide diagnostic or therapeutic suggestions to intended

users or patients.

This SSCP, which is in two parts, is aimed at:
- Part One: users/health professionals.
- Part Two: patients.

ABREVIATIONS

ATB Abutment for removable prostheses: Ball Abutment and accessories
BAU Universal angled base Abutment

BSI: British Standards Institution

CER: Clinical evaluation report

CIV ID Clinical research identification number, generated by Eudamed for clinical research under the Medical Device Directives

CL: Abutment connection with a large conical platform.

CM: Abutment connection with a medium conical platform.

CMR carcinogenic, mutagenic or toxic for reproduction

CNF Gingival conformer or Trans-Epithelial covers

CS "common specifications" as defined in the MDR EU European Union
CS: abutment connection with small conical platform

C/: Street, address

EM: Abutment connection with a medium external hexagonal platform.
EMDN: European Medical Device Nomenclature

ES: Abutment connection with a small external hexagonal platform.
Eudamed European database for medical devices

FSCA Field Safety Corrective Action

FSN Field Safety Notice

GMDN: Global Medical Device Nomenclature

IFU Instructions for use

IF: Interface

IM: abutment connection with medium internal hexagonal platform

IS: Abutment connection with small internal hexagonal platform

ISO: International Organization for Standardization

LOC Abutment for removable prostheses: Locator Abutment and accessories
MDR Medical Device Regulation

NB notified body

PCI: Internal conical platform

PHE: External hexagonal platform

PHI: Internal hexagonal platform

PIM Solid Abutment for milling
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PIR Straight Abutment for milling

PIQ Angled Abutment 152 for drilling

PIV Angled Abutment 252 for drilling

PMCF Post-market clinical follow-up of

PMS Post-market surveillance of

PMUA Trans gingival Pillars for screwed prostheses: Multi Unit Abutment
PMU Trans gingival Pillars for screwed prostheses: Multi Unit Abutment
PMU: Multi-unit platform abutment connection.

PRO Temporary abutments

PSUR Periodic Security Update Report

ROT Abutment for removable prostheses: Rotular Abutment and accessories
SRN Unique registration number for an economic operator

SSCP Summary of Safety and Clinical Performance

TAP Healing caps

TD Technical Documentation

TOR Internal Screws

Basic UDI-DI Code assigned by the manufacturer to a model or family of medical devices for regulatory purposes.
UDI-DI Unique Device Identification: device identifier

URL Uniform Resource Locator (Internet address)

S.A.: Joint stock company

SC: Casting Abutment with metal base

SLD: Monobloc system; (one piece implant)

SRN: Single registration number
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THE FOLLOWING INFORMATION IS INTENDED FOR USERS/HEALTHCARE PROFESSIONALS

1 The identification of the Device and the Manufacturer, including the basic UDI-DI and, if already issued, the
SRN

1.1 Device trade name

The medical device manufactured by Inmet Garnick S.A. consists of dental implant systems, with an accessory component comprising
the dental implant abutment, bearing the trademark Radhex Implants.

1.2 Manufacturer’s name and address

The name of the manufacturer of the products described here is:

INMET GARNICK S.A.

The address is:

C/Del Plastico, 5, Nave 12, Poligono Industrial Miralcampo, Azuqueca de Henares, Guadalajara, Spain.

1.3  Manufacturer’s single registration number (SRN)

The SRN of INMET GARNICK as a manufacturer is:
ES-MF-000004322

1.4 BASIC-UDI-DI

The BASIC-UDI-DI of our attachments will be:

TAP [ HEAIING CAPS weevveveeerivree ettt ese e setstetesera s st b sesssssssssssse s srssae st esesesssssessssssssesenssasassaseses BASIC-UDI-DI (84356750TAP4G)
CNF / Trans epithelial formers or gingival fFOrMErs .........ccccveeviveireeie e esseaes BASIC-UDI-DI (84356750CNF2E)
PIM / SOIA PIIATS w..vuevvceeerceiee ettt ettt tee e s st ses e ssss s ens st st s ens s sns st besenssassrssnnte BASIC-UDI-DI (84356750PIM4E)
PIR / Straight abUtmEeNts fOr CArVING .....cocieeereiee et es et e sns e st ss e sne e s ensens BASIC-UDI-DI (84356750PIR4Q)
PIQ / Angled abutments fOr CArVING ... riieereeine et es e s s s s st sesesssessssese s ene BASIC-UDI-DI (84356750PIQ4N)
PIV / Angled abutments fOr CArVING ......uvvieereeie et es et ssseae s s essnssae s esssassssesesesanes BASIC-UDI-DI (84356750PIV4Y)
ATB / Ball retention anchors for removable prostheses ..........cceveveeieieeeeineseecs s BASIC-UDI-DI (84356750ATB2E)
LOC / Locator retention anchors for removable prostheses ..........ccoeeveveveeiceiereeeseseessneenns BASIC-UDI-DI (84356750L0C3Q)
ROT / Patella retention anchors for removable prostheses ..........oueeveeeveveeeevevensreeieeserenns BASIC-UDI-DI (84356750R0T5Q)
PMU / Multi Unit Abutments for SCrewed SEFUCTUIES .........voceviveieeeeeeeererene e eesesseessssaesenens BASIC-UDI-DI (84356750PMU5A)
PMUA / Angled Multi Unit Abutments for screw-retained Structures ..........coeeeevevvvveverenenne BASIC-UDI-DI (84356750PMUAWM)
PUU / Uni Unit Abutments for DoIted StrUCLUIES .......c.ceeveee et eeree ettt s e BASIC-UDI-DI (84356750PUU62)
BAU / Universal Angled Base ADULMENT .......c.c..coemvieiererieeeres e ses e e ssssse s st s ssssseesesssaens BASIC-UDI-DI (84356750BAUZV)

TOR / IVHICIO SCIEWS ...cviveveeeseeeeeeeie et s stesesseses s b esesess s ses et esssesebesessaesessesebssessnesesanesessasasnsasasen BASIC-UDI-DI (84356750TOR5W)
PRO / Provisional or temporary abutments BASIC-UDI-DI (84356750PRO5D)
SC / Abutment on cast with metal base ... . BASIC-UDI-DI (84356750SCFF)
IF / PHLAE INTEITACE ..eeveeecveeveteeee ettt ettt seaes et b e s e ses st sen s sbeessassenbesesesessassranassennes BASIC-UDI-DI (84356750IFEP)
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1.5 Medical device nomenclature description/text

According to the current EMDN nomenclature it is determined that our product "Abutments" falls under:
P01020180 Dental implants-Accessories.

1.6 Class of Device

All our abutments are class Ilb implantable.

1.7  Year when the first certificate (CE) was issued covering the device

The date of the first certification for the abutments dental implant product was: 2009

1.8 Authorised representative if applicable, name and the SRN

Having an authorised representative is not applicable.

1.9 NB’s name (the NB that will validate the SSCP) and the NB’s single identification number

The name of the NB is:

BSI Group the Netherlands B.V.

Say Building. John M. Keynesplein 9, 1066 EP Amsterdam, Netherlands.
The identification number of the Notified Body is 2797.

2  The Intended Purpose of the device and any Indications, Contraindications and Target Populations
2.1  Intended Purpose

This product is part of an overall concept for oral rehabilitation using implants and, when connected with dental implants, forms a
functional unit which, depending on the selection of the abutment and the established prosthetic planning, makes it possible to achieve
the intended purpose of these products.

e TAP: The purpose of this abutment is to lock and protect the implant connection platform.
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e CNF: The purpose of this abutment is the closure and protection of the implant connection platform and at the same time the
shaping of the gingival emergence.

e PIM: The purpose of this abutment is to stabilise multiple cement-fixed prosthetic restorations on implants.

e  PIR: The purpose of this abutment is to stabilise multiple or single cement-fixed prosthetic restorations on implants.

e PIQ: The purpose of this abutment is to offer the possibility of stabilising fixed prosthetic restorations cemented onto implants by
correcting the prosthetic axis of the implant.

e PIV: The purpose of this abutment is to offer the possibility of stabilising fixed prosthetic restorations cemented onto implants by
correcting the prosthetic axis of the implant.

e ATB: The purpose of this abutment is to stabilise and retain removable implant-supported prosthetic restorations.

e LOC: The purpose of this abutment is to stabilise and retain removable implant-supported prosthetic restorations.

e ROT: The purpose of this abutment is to stabilise and retain removable implant-supported prosthetic restorations.

e PMU: The purpose of this abutment is to offer the possibility of fixed, screw-retained prosthetic restorations on implants.

e  PMUA: The purpose of this abutment is to make fixed, screw-retained prosthetic restorations on implants by correcting the
prosthetic axis of the implant.

e PUU: The purpose of this abutment is to offer the possibility of fixed, screw-retained prosthetic restorations on implants.

e BAU: The purpose of this abutment is to offer the possibility of making fixed screw-retained or removable prosthetic restorations
with attachments on implants, correcting the prosthetic axis of the implant.

e TOR: The purpose of this abutment is to provide the support used by the Radhex system to stably connect the various abutments
and dental implants.

e PRO: The purpose of this abutment is to offer the possibility of temporary prosthetic restorations on implants.

e  SC: The purpose of this abutment is to make implant-screw-retained fixed prosthetic restorations using the casting technique.

e |F: The purpose of this abutment is to make fixed prosthetic restorations cemented on implants.

2.2  Indication(s) and target population(s)

Indication:

The dental implant, as a medical device and considered as a system involving abutments and their placement tools, is intended for a
population of patients who are clinically missing teeth in the oral cavity, either in a single or multiple form, and medically require partial
or total restoration of these teeth to re-establish the health and aesthetics of the masticatory system.

Abutments are part of an overall concept for oral rehabilitation with implants and, when connected with dental implants, they form a
functional unit which, depending on the selection of the abutment and the prosthetic planning, are indicated for the same general
indications as implants, but due to their specific characteristics we can specify the following details as particular indications:
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e TAP: indicated when the patient's clinical condition immediately after implant placement makes it necessary to lock the connection
platform for protection during healing, when using the Radhex implant system with the submerged technique (two-stage or under
the gingival tissues).

e CNF: indicated when the patient's clinical condition makes it necessary to lock the implant connection platform and favour the
shaping of the gingival emergence, during healing or prior to the placement of definitive prostheses, when using the Radhex implant
system with the non-submerged (one-stage) technique.

¢ PIM: indicated when the patient's clinical condition makes it necessary to restore dental pieces using the cement-fixed prosthetic
technique for dental crowns, when the Radhex implant system is used for multiple restorations

¢ PIR: indicated when the patient's clinical condition makes it necessary to restore dental pieces using the cement-fixed prosthetic
technique for dental crowns, when the Radhex implant system is used for single or multiple restorations

e PIQ/PIV:indicated when the patient's clinical condition makes it necessary to restore dental pieces using the cement-fixed prosthetic
technique for dental crowns, correcting the angle of prosthetic insertion offered by the implant, when the Radhex implant system is
used for single or multiple restorations.

e ATB/LOC/ROT: indicated when the patient's clinical condition makes it necessary to restore dental pieces using the technique of a
prosthesis stabilised by tension-friction retainers, when the Radhex implant system is used.

e PMU: indicated when the patient's clinical condition makes it necessary to restore dental pieces, through the screw-retained fixed
prosthesis technique, to place prosthetic structures, when the Radhex implant system is used in multiple restorations.

e PMUA: indicated when the patient's clinical condition makes it necessary to restore dental pieces, using the screw-retained fixed
prosthesis technique with prosthetic axis correction to place prosthetic structures, when the Radhex implant system is used in
multiple restorations.

e PUU: indicated when the patient's clinical condition makes it necessary to restore dental pieces using the screw-fixed prosthetic
technique for dental crowns, when the Radhex implant system is used for single or multiple restorations

e BAU: indicated when the patient's clinical condition makes it necessary to restore dental pieces, through the screw-retained fixed or
removable prosthesis with attachments technique, with a corrected insertion axis for prosthetic restitution, when the Radhex implant
system is used in multiple fixed or removable restorations.

¢ TOR: indicated when the patient's clinical condition makes it necessary to connect and ensure stable attachment of abutments to
dental implants, thus stabilising the prosthetic restoration when using the Radhex implant system.

e PRO: indicated when the patient's clinical condition requires the stabilisation of temporary fixed structures until the final prosthetic
restoration is fitted.

e SC: indicated when the patient's clinical condition makes it necessary to restore dental pieces by making cast prosthetic structures
incorporating a metal base of higher precision or machined, when the Radhex implant system is used in single or multiple restorations.

¢ |F: indicated when the patient's clinical condition makes it necessary to restore dental pieces, using the cemented fixed prosthetic
technique for single or multiple restoration structures, when the Radhex implant system is used.

Target population:

The dental implant, as a medical device and considered as a system, involving abutments and abutment placement tools, is intended
for a patient population with missing or damaged teeth that need to be replaced to re-establish dental aesthetics and function.

These devices can be used in patients, regardless of race, gender, or social condition, as there are no solid reasons that indicate that
these factors may affect osseointegration. Warnings regarding contraindications for use are listed in the product's instructions for use.
Because dental implants are integrated into the bone by the process of ankylosis, they must be used after the bone structure has
completed its growth. Patients must therefore be 18 years of age or older, but the professional must ensure that the patient's bone
growth is complete. If this has not occurred, due to the biological condition of the maxillary and mandibular bones where the implant is
to be placed, this could affect bone growth, dental eruption and therefore have repercussions on the proper functioning of the product.
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2.3

Contraindications and/or limitations

The dental implant system consists of a main part, which is the implant itself, and a series of accessory parts, called abutments, which,

when integrated with the implant by connecting to it, behave as a single functional unit, allowing the intended purpose to be fulfilled.

Therefore, the placement of Rhadex abutments is contraindicated in patients under the same general considerations as Rhadex System®

implants, which is why we cite the cases:

Who are not medically fit to undergo an oral surgical procedure.

With insufficient bone volume, unless an augmentation procedure can be considered.

Who cannot be fitted with the appropriate size, number or desirable position of implants to safely support functional or
parafunctional loads in the long term.

Allergic or hypersensitive to Ti-6Al-4V titanium alloy (titanium, aluminium and vanadium) or cobalt chrome alloy.
Contraindicated in children, paediatric patients and adolescents who have not completed bone growth.

Also includes in the contraindications for abutments, the full detail of local and general factors set out in the instructions for use for

dental implants. Read RADHEX IMPLANTS® instructions for use

Under all circumstances, the professional is responsible for informing the patient regarding all possible contraindications, side effects
and precautions, as well as for instructing the patient to seek expert advice if any alteration in the results of the implant occurs (e.g.
loosening of the prosthesis, infection or exudation around the implant, pain or any other unusual symptom that has not been prognosed
to the patient).
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3 A description of the device, including a reference to previous generation(s) or variants if such exist, and a
description of the differences, as well as, where relevant, a description of any accessories, other devices and
products, which are intended to be used in combination with the device

3.1 Description of the device

This product is part of an overall concept for oral rehabilitation using implants and, when connected with dental implants, forms a
functional unit which, depending on the selection of the abutment and the established prosthetic planning, makes it possible to achieve
the intended purpose of these products.

RADHEX® Abutments are supplied in a clean, non-sterile state.
The Abutments must be sterilised before use by steam autoclave.

RADHEX IMPLANTS® abutments are defined under the following nomenclature according to the connection model:
e |S: abutments for the PHI350 platforms

e IM: abutments for the PHI450 platforms

e ES:abutments for the PHE350 platforms

e EM: abutments for the PHE410 platforms

e (CSandCS: abutments for the PCI230 and PCI250 platforms

e CMand CM : abutments for the PCI280 and PCI300 platforms

e ClLandCL: abutments for the PCI350 and PCI340 platforms

e PMU: abutments for the PMU platforms

Raw materials for manufacture: All Radhex implant abutments are made of medical grade 5 titanium alloy: Ti-6Al-4V (I1SO standard 5832-
3). SC/Pillar castable abutment with a metal base, made of stainless steel using medical cobalt chrome, Co-Cr (ISO 5832-12).

Healing caps TAP 84356750TAPAG
Trans epithelial formers or gingival formers CNF 84356750CNF2E
Solid abutments PIM 84356750PIM4E
Straight abutments for carving PIR 84356750PIR4Q
Angled abutments for carving PIQ 84356750PIQ4N
Angled abutments for carving PIV 84356750PIV4Y
Retention anchors for removable prostheses ATB 84356750ATB2E
Retention anchors for removable prostheses LOC 84356750L0C3Q
Retention anchors for removable prostheses ROT 84356750R0T5Q
Multi-Unit Abutments for screw-retained structures PMU 84356750PMUSA
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Multi-Unit Angled Abutments for screw-retained structures PMUA 84356750PMUAWM
Single Unit Abutments for screw-retained structures PUU 84356750PUU62
Universal Angled Base Abutment BAU 84356750BAUZV
Micro-screws TOR 84356750TOR5W
Provisional or temporary abutments PRO 84356750PRO5D
Castable Abutment with a Metal Base SC 84356750SCFF
Interface Abutment IF 84356750IFEP

Tipo o familia de Dispositivo Nomenclatura de Referencia  BASIC-UDI-DI
Tapas de cicatrizacién TAP 84356750TAPAG
Conformadores trans epiteliales o conformadores gingivales CNF 84356750CNF2E
Pilares macizos PIM 84356750PIM4E
Pilares rectos para tallado PIR 84356750PIR4Q
Pilares angulados para tallado PIQ 84356750PIQ4N
Pilares angulados para tallado PIV 84356750PIV4Y
Anclajes de retencion para proétesis removibles ATB 84356750ATB2E
Anclajes de retencidn para protesis removibles LOC 84356750L0C3Q
Anclajes de retencion para proétesis removibles ROT 84356750R0OT5Q
Pilares Multi Unidad para estructuras atornilladas. PMU 84356750PMUSA
Pilares Multi Unidad angulados para estructuras atornilladas. PMUA 84356750PMUAWM
Pilares Uni Unidad para estructuras atornilladas. PUU 84356750PUU62
Pilar Base Angulado Universal. BAU 84356750BAUZV
Microtornillos. TOR 84356750TOR5W
Pilares provisionales o temporarios. PRO 84356750PRO5D
Pilar Sobre colado con Base Metdlica. SC 84356750SCFF
Pilar Interfase. IF 84356750IFEP

3.2  Areference to previous generation(s) or variants if such exist, and a description of the differences.

RADHEX IMPLANTS® abutments do not present any new features compared to the current state-of-the-art products. The constructions
of all the products do not have any major and critical innovations or modifications and are generally accepted at this point in time as
state-of-the-art constructions (current level of technology). No clinically relevant changes were made to any of the devices.
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3.3 Description of any accessories which are intended to be used in combination with the device.

Health product accessory: “an article which, without being a medical device itself, is intended by its manufacturer to be used in
conjunction with one or more such devices, specifically to enable the medical device(s) to be used in accordance with its intended
purpose or to contribute specifically and directly to the medical functionality of the medical device(s) for its intended purpose”.

Not applicable, as our product does not contain articles that are not themselves medical devices but are intended by their manufacturer
to be used in conjunction with our products.

3.4  Description of any other devices and products which are intended to be used in combination with the device.

The products that are intended to be used in combination with our RADHEX IMPLANTS® abutments are other complementary products
such as dental implants and the associated instruments for their proper placement. The indicated products to be used in combination
that are not covered by this report are:

- Dental implants

- Instrumental.
Complementary products may or may not work depending on whether they have the same type of connection or not, for ease of
understanding the connection codes used for our products are summarised in the table below:

IS connection Radhex Implants with PHI350 connection
Radhex Implants with PHIA350 connection
Radhex Implants with PHIA 350 connection

IM connection Radhex Implants with PHI450 connection
Radhex Implants with PHIA450 connection

ES connection Radhex implants with PHE350 connection

EM connection Radhex implants with PHE410 connection
Radhex Implants with PHEA410 connection

CS connection Radhex Implants with PCI230 connection
CS+ connection Radhex Implants with PCI250 connection
CM connection Radhex Implants with PCI280 connection
CM+ connection Radhex Implants with PCI300 connection
CL connection Radhex Implants with PCI350 connection
CL+ connection Radhex Implants with PCI340 connection
PMU connection Radhex Implants with Multi Unit PMU connection

Furthermore, the connection method of the Abutment with the tool will be:

Screwdrivers Hexagonal Polygon 1.20
Screwdrivers Hexagonal Polygon 1.25
Screwdrivers Hexagonal Polygon 3.00
Screwdrivers Triangular Polygon
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Los productos que se prevé su uso en combinacion con nuestros abutments RADHEX IMPLANTS® son otros productos complementarios
como los implantes dentales y para poder colocarlos adecuadamente el instrumental asociado. Los productos indicados a usar en
combinacion que no estan cubiertos por este reporte son:

- Implantes dentales

- Instrumental.
Los productos complementarios podran funcionar o no dependiendo si poseen el mismo tipo de conexién o no, para facilitar su
entendimiento bajo los cddigos de las conexiones utilizados para nuestros productos se resumen en la siguiente tabla:

Conexiones entre Abutment - Implante

Cddigo de Conexion de Abutment Implantes Dentales correspondientes

Conexion IS Con Implantes Radhex con conexién PHI350
Con Implantes Radhex con conexién PHIA350

Con Implantes Radhex con conexion PHIA+350

Conexion IM Con Implantes Radhex con conexién PHI450

Con Implantes Radhex con conexién PHIA450

Conexion ES Con implantes Radhex con conexion PHE350

Conexiéon EM Con implantes Radhex con conexién PHE410

Con Implantes Radhex con conexién PHEA410

Conexién CS Con Implantes Radhex con conexién PCI230
Conexion CS+ Con Implantes Radhex con conexién PCI250
Conexiéon CM Con Implantes Radhex con conexién PCI280
Conexion CM+ Con Implantes Radhex con conexién PCI300
Conexion CL Con Implantes Radhex con conexién PCI350
Conexion CL+ Con Implantes Radhex con conexién PCI340
Conexion PMU Con Implantes Radhex con conexién Multi Unidad PMU

Por otro lado, el modo de conexion del Abutment con la herramienta seran:

Principales Conexiones entre Herramienta — Abutments

Tipo de Herramienta Conexidn “por debajo” de herramienta: Abutments
Destornilladores Poligono Hexagonal 1.20

Destornilladores Poligono Hexagonal 1.25

Destornilladores Poligono Hexagonal 3.00

Destornilladores Poligono Triangular

4 Information on any residual risks and any undesirable effects, warnings and precautions.
4.1  Residual risks and undesirable effects

RESIDUAL RISKS

In the field of medical technologies, absolute safety can never be guaranteed, and this must be taken into account by the user when
deciding on treatment.

Failure to comply with the instructions for use, limitations of use, inappropriate use of the products, failure to take into account
warnings, precautions and recommendations, reuse of the device, lack of collaboration between the surgeon, the restorative dentist
and the laboratory technician, mechanical failure as the appropriate insertion torques not respected, implantation in contraindicated
conditions, can lead to treatment failures and severe damage that can compromise the patient's well-being, health and life.

It should be borne in mind that implant treatment can have negative consequences that carry risks in biological, structural, functional,
psychological and mechanical terms, which include the following:
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Bone loss, injuries to adjacent anatomical structures, nerve or sensory injuries ranging from numbness to neuralgia, vascular injuries or
haemorrhages, local potentially systemic infections, aesthetic and phonetic alterations, failure of integration, prosthetic mobility,
platform deformation, implant fracture.

Temporary discomfort after invasive treatment, such as side effects, is common.
The risk of patients ingesting or aspirating small devices is possible and the user should take the appropriate precautionary measures.

UNDESIRABLE SIDE-EFFECTS

Implant surgery or prosthetic intervention may result in:

‘-Temporary pain or discomfort

-Bruising and ecchymosis.

Inflammation of the surgical field. Tissue hyperplasia.

-Localised or systemic infections.

-Fracture of the implant, bone or dental prosthesis.

-Perforation of the maxillary sinus, inferior dental canal and nostrils.

-Accidental introduction of an implant in the maxillary sinus, or nostrils. inflammatory or infectious sinus pathologies. Oroantral or
oronasal fistula

-Bone loss due to resorption or recession of soft tissues.

-Deformation or breakage of the implant or abutment due to improper handling.

-Lodging or compression of an implant in the inferior dental canal.

‘Unsuccessful implant osseointegration.

-Paraesthesia, dysaesthesia or chronic pain associated with the implant.

-Damage to teeth or neighbouring anatomical structures.

-Intolerance, aesthetic problems, lip bite, bruxism or phonetic alterations.

Immediately after the placement of a dental implant or abutment, activities that require considerable physical exertion should be
avoided. Possible complications after dental implants are temporary symptoms: pain, swelling, bleeding, speech difficulties and gingival
inflammation.

RADHEX IMPLANTS® implants have passed the ISO 14801 mechanical stress tests. However, they must be properly planned in order to
determine the prosthetic loads on them and to reduce the risk of fatigue fracture.

Fracture of implants or their abutments is usually related to loads or forces beyond the strength that the implants or their components

can withstand.

Situations that can lead to excessive loading: abutment angles greater than 30 degrees, inadequate number of implants, inadequate
implant length or diameter, excessive bridge or crown length, incomplete seating of abutments, occlusal interference, functional
problems (e.g. bruxism), improper fit of the prosthesis, lack of passive fit, improper dental laboratory procedures, and injuries caused
by habits or accidents suffered by the patient.
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4.2  Warnings and precautions

WARNINGS

Reuse and/or reprocessing of the implant abutment or single-use medical device creates a potential risk of infection for the patient or
user. Contamination can lead to the injury, illness or death of the patient.

The RADHEX IMPLANTS® implant system should not be used in patients or situations presenting contraindications, nor in situations
compromising the success of the treatment.

In addition to following the mandatory precautions for any surgical procedure, such as aseptic conditions, the prosthetic rehabilitation
must be properly planned by selecting the appropriate abutments for each case.

The dimensions of the references in this document are indicative within the overall system, they are not all available for all platform
types. The use of prosthetic systems not belonging to the RADHEX IMPLANTS® system may compromise the functionality of the product.
Do not use the devices if the packaging is damaged or opened. Work carefully, maintaining distances and safety margins, avoiding
damage to important anatomical structures. Sterile handling is essential, as contamination can cause infection, the sterilisation protocol
outlined in these instructions must be followed, and any contact between the medical device and foreign substances prior to use must
be avoided.

"SC" abutments for overcasting are made of Co Cr steel in its metallic section. Cobalt (Co) is a substance established as carcinogenic,

with a potential health risk. (consult this document for specific warnings for this device)

Instructions for use are provided separately for implants, abutments and instruments or tools, and the appropriate instructions should
be followed with respect to the products to be used. For greater understanding and detail you should consult the sections on:
Contraindications, warnings, precautions, recommendations, and side effects of RADHEX IMPLANTS® dental implants and tools.
PRECAUTIONS

In the following, we present the text for the IFU for abutments, which differs in nuances from the text for dental implants:

During surgery:

In general, during intraoral use of our products, measures must be taken to prevent aspiration. It is recommended to hold the
instruments with dental floss or suture.

During the intervention, the facilities and hygiene infrastructure must be guaranteed. It is necessary to have the appropriate instruments
and materials according to the surgeon's needs and indications, depending on the technique to be used and the treatment. The general
condition, sterility and especially the sharpness of the instruments must be checked for correct performance.

In the case of implant placement, the surgeon's assessment of the bone quality and primary or initial stability will determine when the
implants can be loaded.
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Immediate loading is only recommended in the mandible (always splinting implants). Immediate loading is not indicated in non-splinted
implants or in cases of low bone density or low implant stability. High torques can cause ischaemia, fracture and compromised bone
integration, as well as alterations in the implant connection platform or implant driver. Before attaching the prosthetic component to
an implant, the implant must be able to withstand the recommended prosthetic torque. For immediate function, the implant should be
able to withstand a torque equivalent to the tightening torque of the inner microscrews. When placing an abutment or cover cap, any
hard or soft tissue that may be trapped in the implant connection site must be carefully removed.

After surgery and during prosthetic fitting:

To ensure a good long-term treatment result, it is advisable to carry out a thorough and regular follow-up of the patient after the implant
treatment, as well as to inform him/her about the appropriate oral hygiene procedures. Radiotherapy on patients with dental implants
should be planned and prescribed with extreme caution by health care professionals to avoid possible complications, and the patient

should be adequately informed about the associated risks.
Prosthetic design and fit are essential to the success of implant rehabilitation, and any flaws in this area can lead to treatment failure.
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4.3 Other relevant aspects of safety, including a summary of any field safety corrective action (FSCA including
FSN) if applicable

To date, no other relevant safety aspects have been included nor have any FSCAs and/or FSNs been carried out on our products on the
market.

5 The summary of clinical evaluation as referred to in Annex XIV, and relevant information on post-market
clinical follow-up.

5.1 Summary of clinical data related to equivalent device, if applicable.

N/A Not applicable to our product, as no equivalence is claimed.

5.2  Summary of clinical data from conducted investigations of the device before the CE marking, if applicable.

N/A Not applicable to our product, as no clinical investigations were conducted for the devices prior to CE marking.

5.3  Summary of clinical data from other sources, if applicable.

Data collection for the PMCF is carried out on post-market data. The annual study was initiated with the aim of validating our products
on the market, obtaining data on the success rate of the products during day-to-day practice, the current state-of-the-art, their usability
and intended use. All devices sold were included in the study without exception.

The percentage of successful-osseointegrated products per year is shown below:

2018 2019 2020 2021 2022
Total 99.4121% 99.1579% 98.7110% 98.6625% 98,492%

During the years of follow-up, no new adverse events or side effects have been directly related to our product. Therefore, those
indicated in the instructions for use are maintained.
No alerts or withdrawals from the market have been registered so far.

ABUTMENTS

Clinical data on the devices in question were collected through a Post Market Clinical Follow-Up clinical experience study for the CE
mark for the INMET GARNICK implant system. The study plan was initiated with the aim of validating the INMET GARNICK dental implant
system for its usual practice for products in relation to the state-of-the-art and its proposed intended use. All devices belonging to INMET
GARNICK were included in the study without exception.

The primary aim of the study was to obtain the survival rate of the implants 5 years after implantation. The secondary objectives are to
determine, evaluate and quantify possible complications related to the implantation procedure in the short, medium and long term.

In order to avoid potential manufacturer bias as much as possible, no patient inclusion or exclusion criteria were applied. These are the
criteria that are usually encountered in the day-to-day practice of professionals.

Overall, a total of 740 implants were placed (Divided by platform into 142-PHE; 253-PHI; 203-PCl and 142-SLD) in a total of 228 patients
(Divided by platform into 54-PHE; 50-PHI; 74-PCl and 50-SLD). The implants were fitted in the period between 2015 and 2020.
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All the implants will undergo a 5-year follow-up. The data collected so far showed excellent clinical results: a cumulative survival rate
for INMET GARNICK dental implants according to the platform of:

PHI: 97.23% (5 years after placement)

PHE: 97.89% (5 years after placement)

PCl: 96.55% (3 years after placement)

SLD: 97.89% (2 years after placement)

At abutment level we will have a total of 740 abutments evaluated in a total of 228 patients.

A total of 395 abutments were evaluated after 5 years of follow-up (referring to PHE and PHI), in a total of 104 patients.
A total of 204 abutments were evaluated after 3 years of follow-up (referring to PCl), in a total of 74 patients.

A total of 142 abutments were evaluated after 2 years of follow-up (referring to SLD), in a total of 50 patients.

During the years of follow-up in the PMCF study, no adverse events directly related to the abutments, such as abutment rupture,
breakage or other mechanical failures were identified. None of the patients experienced any unanticipated or unexpected side effects

or complications.

With regard to the performance of the abutments
The following results were obtained during the evaluation of the abutments in relation to performance:

The results of the complications reported for the abutments in relation to safety were as follows:
fracture (0-2.88%), loosening (0.72-12.95%), wear (0-0.81%), loss (0-3.60%),

No adverse events, side effects or unforeseen or unexpected complications were reported during the evaluation.
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5.4  An overall summary of the clinical performance and safety.

INMET GARNICK began its clinical register in 2017 as part of its PMCF. During the PMCF study, the safety and performance of the device
was closely monitored. The clinical data are inconclusive, as we anticipate data over 5 years after implantation, however, we currently
have data for between the third and fifth year after implantation for implants depending on the implant connection platform (PHE 5th
year evaluation, PHI 5th year evaluation, PCI 3rd year evaluation and SLD 2nd year evaluation).

Overall, a total of 740 implants were placed (Divided by platform into 142-PHE; 253-PHI; 203-PCl and 142-SLD) in a total of 228 patients
(Divided by platform into 54-PHE; 50-PHI; 74-PCl and 50-SLD). The implants were fitted in the period between 2015 and 2020.

The results obtained by the PMCF study so far are in line with the available clinical data pertaining to this group of devices on the market.
The results obtained for the survival rate of the implants placed are as follows:

PHI: 97.23% (5 years after placement)

PHE: 97.89% (5 years after placement)

PCl: 96.55% (3 years after placement)

SLD: 97.89% (2 years after placement)

The performance of the medical device is described as the ability to achieve the intended use claimed by the manufacturer.

The dental implants achieve their intended use by replacing missing teeth.

Therefore, the performance of the abutments is described as the ability to function as intended when connecting the implant and the
required prosthetic device.

Since clinical outcomes are taken into account for the final configuration of the device, i.e. implant and abutment, implant survival rate
data can be considered the main performance indicator. Implant survival is determined simply as an implant still in the required position.
This is based on scientific literature where the performance of dental implants is primarily based on survival rate data. If the implant
survived, this means that the implantation procedure was successful, i.e., the implant has osseointegrated. Another performance
indicator is the absence of mechanical failure, i.e. fatigue fracture of the implant or superstructure. According to the PMCF study data,
no adverse events, side effects or unanticipated or unexpected complications were observed or recorded during the trial.

Another indicator of performance is the absence of mechanical failure, such as fracture due to the fatigue of implants or attachments.
Consistent with the PMCF study, there were no adverse events, including failure due to fatigue of either the implant or the abutment.

Medical device safety is described as the acceptability of risks versus benefits, when the medical device is used in accordance with the
manufacturer's instructions.

Safety concerns regarding dental implant safety are mostly related to complication rates (adverse effects) and risks associated with
implant loading procedures. The non-occurrence of severe side effects is an indicator for the clinical safety of the implants. As the PMCF
study showed no severe side effects for the dental implants, they can be considered to be of the highest clinical safety in this aspect
during the years of follow-up.

For the PHI platform after 5 years of implantation (253 abutments, 50 patients)

The only adverse effects recorded after treatment with the dental implant system were temporary and not severe, including: pain
(0.41%), sensitivity (1.63%), swelling (3.66%), bleeding (1. 63%), suppuration (0%), bone loss of 0 mm to 1 mm (19.51%), bone loss of 1
mm to 2 mm (4.88%), bone loss of 2 mm to 3 mm (0.41%), fractures (1.63%), connection incidents (1.22%). The significantly low
suppuration ratio (0%) confirms that the abutment surface is of the highest quality and cleanliness, providing a safe and desirable
connection between the bone and the implant and ensuring osseointegration.

For the PHE platform after 5 years of implantation (142 abutments, 54 patients)
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The only adverse effects recorded after treatment with the dental implant system were temporary and not severe, including: pain
(1.44%), sensitivity (0%), swelling (19.42%), bleeding (0.72%), suppuration (0%), bone loss of 0 mm to 1 mm (17.27%), bone loss of 1 mm
to 2 mm (4.32%), bone loss of 2 mm to 3 mm (1.44%), bone loss of 3 mm to 4 mm (1.44%), fractures (0%), connection incidents (3.60%).
The significantly low suppuration ratio (0%) confirms that the abutment surface is of the highest quality and cleanliness, providing a safe
and desirable connection between the bone and the implant and ensuring osseointegration.

For the PCl platform after 3 years of implantation (203 abutments, 74 patients)

The only adverse effects recorded after treatment with the dental implant system were temporary and not severe, including: pain
(0.51%), sensitivity (0.51%), swelling (3.06%), bleeding (0.51%), suppuration (0%), bone loss of 0 mm to 1 mm (7.65%), bone loss of 1 mm
to 2 mm (6.12%), bone loss of 2 mm to 3 mm (0.51%), fractures (0%), connection incidents (0%). The significantly low suppuration ratio
(0%) confirms that the abutment surface is of the highest quality and cleanliness, providing a safe and desirable connection between the
bone and the implant and ensuring osseointegration.

For the SLD platform after 2 years of implantation (142 abutments, 50 patients)

The only adverse effects recorded after treatment with the dental implant system were temporary and not severe, including: pain (0%),
sensitivity (0%), swelling (11.51%), bleeding (1.44%), suppuration (0%), bone loss of 0 mm to 1 mm (15.65%), bone loss of 1 mm to 2 mm
(5.76%), bone loss of 2 mm to 3 mm (2.16%), fractures (0%), connection incidents (0%). The significantly low suppuration ratio (0%)
confirms that the implant surface is of the highest quality and cleanliness, providing a safe and desirable connection between the bone
and the implant and ensuring osseointegration
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5.5 Ongoing or planned post-market clinical follow-up.

The current PMCF continues to collect information on possible incidents with the product, obtaining information in the medium to short
term, as it is in this period when there is a greatest probability of incidents.
The study's extended objective is to determine the proper functioning of the abutment in the market in conjunction with the dental
implant, and after the first few months of placement, to obtain a percentage of over 80%. The following questions will be answered
with more clinical data:

- Will the target of 80% operational success be achieved?

In the future, the aim is to find out how our products will perform in the medium term with the immediate loading technique applied.
The aim of the study is to find out whether the success rate or prosthetic stability after 5 years for the immediate loading technique is
at least 80%.
The following questions will be answered with more clinical data:

Will 80% prosthetic stability after 5 years be achieved with the application of the immediate loading technique?

6 Possible Diagnostic or Therapeutic Alternatives.

Dental implants are the last resort on a dentist's spectrum of possibilities for restoring the ability to chew and are commonly used
when tooth preservation is no longer a safe and realistic option.

Since abutments do not have independent indications and are intended for use in combination with dental implants already in place,
with which they form a functional unit to fulfil the intended purpose, the indication of the implants must be taken into account when
considering therapeutic alternatives.
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When a dentition deficiency affects the ability to chew, there are several therapeutic alternatives to implants, depending on the
severity of the dental defects:
- Conservative treatment. These are traditional dental treatments aimed at preserving the teeth, and are the main alternative
as long as it is possible to preserve the tooth and restore its health and functionality through these techniques.

Advantages: Conservative treatments can be applied, maintaining the natural tooth or most of its structure.
Disadvantages: The application of treatments to maintain teeth is not possible when the tooth has been lost, or when the
technique does not make it possible to maintain the health and function of the tooth.

- Dental transplant / Autotransplant. The autotransplantation of dental pieces is an alternative technique that consists of
using a tooth that has been extracted, to position it in the edentulous area, in a socket created to stabilise it after healing.

Advantages: The resource is obtained from the patient directly.
Disadvantages: A tooth is required for the recipient site, and it is a non-standardised technique, requiring more time and
high operator skill which makes it difficult to apply.

- Crowns/bridges: this is the restorative treatment of a tooth-supported fixed prosthesis, consisting of replacing the missing
teeth, taking support from neighbouring teeth to the edentulous section.

Advantages: it is a treatment that allows functional and aesthetic recovery, maintaining part of the original dentition.
Disadvantages: It requires healthy teeth close to the edentulous area. In addition, it requires the coronal carving approach of
the neighbouring teeth to anchor the prosthetic structure.

- Anchorless prosthesis. This is the restorative treatment of removable prostheses.

Advantages: It is a classic non-surgical treatment for the restoration of teeth.

Disadvantages: Removable prostheses have lower functional efficacy, may cause chewing insufficiency, phonatory
insufficiency, soft tissue friction and lack of confidence in patients who are often restricted to soft, easy to chew foods and
are not protected from bone loss. It can also cause discomfort due to food debris that gets between the prosthesis and the
soft tissues.

- Alternative intraosseous implants. There are many different types of dental implants on the European market.

Advantages: Many of them have proven effectiveness and have been on the market for several years.
Disadvantages: Not all of them are marketed in Spain or offer advantages from a technical point of view.
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7  Suggested profile and training for users.

RADHEX IMPLANTS® implants, abutments and tools may only be used in the dental health care environment by certified licensed
professionals who are properly trained to work with them. The intended user is the professional who, due to his or her medical training
and legal authorisation, is able to perform surgery in the oral and maxillary cavity. These training courses correspond to qualifications
such as dentistry, dental surgeon, dentist, oral surgeon or maxillofacial surgeon.

8 Reference to any harmonized standards and CS applied.

e |ISO 13485 Medical devices. Quality management system: requirements for regulatory proposals

e |SO 14971 Medical devices - Application of risk management to medical devices

e |SO 15223-1 Medical devices - Symbols to be used with medical device labels, labelling and information to be provided. Part 1:
general requirements

e |EC62366-1: Medical devices. Part 1: Application of usability engineering to medical devices.

e |SO 14801 Fatigue test for endosseous dental implants

e |SO 20417 Medical devices. Information to be provided by the manufacturer.

. MEDDEV 2.7/1 Rev. 4. Guidelines for medical devices. Clinical evaluation: guidance for manufacturers and notified bodies.

. MEDDEV 2.12/1

. I1SO 10451

. EN 1642

e |SO 10993-1 Biological evaluation of medical devices. Evaluation and testing

e |SO 10993-5 Biological evaluation of medical devices. Tests for in vitro cytotoxicity

e  ISO 10993-10 Biological evaluation of medical devices. Skin irritation and sensitisation test.

e  |ISO 7405: Dentistry. Evaluation of the biocompatibility of medical devices used in dentistry.

e EN 868-2: Packaging materials for sterilised medical devices in their final phase. Part 2: Sterilisation wrap. Requirements and test
methods

e |ISO 11607-1: Packaging for terminally sterilised medical devices. Part 1: Requirements for materials, sterile barrier systems and
packaging systems.

e ISTA 3A: Packaged-Products for Parcel Delivery System Shipment 70 kg or Less

e |SO 11137-1: Sterilisation of products for health care. Radiation. Part 1: Requirements for the development, validation and routine
control of a sterilisation process for medical devices.

e |SO 14644-1: Clean rooms and controlled adjoining premises. Part 1: Classification of air cleanliness by particle concentration.

e  EN 17141: Clean rooms and associated controlled environments. Control of biocontamination.

e |SO 17665-1: Sterilisation of medical devices. Moist heat. Part 1: Requirements for the development, validation and routine
control of a sterilisation process for medical devices.

e |ISO 17664-1: Medical device processing. Information to be provided by the medical device manufacturer for processing medical
devices.

e |SO 15883-5: Washer-disinfectors- Part 5: Performance requirements and test method criteria for demonstrating cleaning
efficacy.

e |SO 5832-3: Surgical implants. Metallic materials. Part 3: Wrought alloy from titanium 6-aluminium 4-vanadium
I1SO 5832-12: Implants for surgery. Metallic materials. Part 12: Wrought cobalt-chromium-molybdenum alloy
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9 Revision History.

SSCP Date issued | Change description Revision validated by the Notified Body
revision
number
00 07.10.2021 Yes
FIRST ISSUE: Summary of Safety Validation language:
and Clinical Performance of X | No (only aplicable for class lla or some Ilb implantable
Medical Devices (SSCP) devices (MDR, Article 52(4) (2nd paragraph) for which the
SSCP is not yet validated by the NB)
01 30.06.2022 Yes
Updated 2021 data Validation language:
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THE FOLLOWING INFORMATION IS A SUMMARY OF THE SAFETY AND PERFORMANCE OF THE DEVICE,
INTENDED FOR PATIENTS

Document revision: 06
Date issued: 2023.06.20

This Summary of Safety and Clinical Performance (SSCP) is intended to provide public access to an up-to-date summary of the main
safety and clinical performance aspects of the device. The following information is intended for patients or non-professionals. A more
extensive summary of its safety and clinical performance prepared for health professionals can be found in the first part of this
document.

The SSCP is not intended to provide general advice on the treatment of a medical condition. Contact your health care professional if you
have questions about your medical condition or the use of the device in your situation. This SSCP is not intended to replace an implant
card or the Instructions for Use to provide information on the safe use of the device.

1 Device Identification and General Information.

Device trade name
The medical device consists of abutments, as part of the dental implant system (including implants, abutments and the tools necessary
for their placement), and is branded under the trademark RADHEX IMPLANTS.

Manufacturer; name and address
The name of the manufacturer of the products described here is:
INMET GARNICK S.A.
The address is:
C/Del Plastico, 5, Nave 12, Poligono Industrial Miralcampo, Azuqueca de Henares, Guadalajara, Spain.

Basic UDI-DI
Abutments TAP “84356750TAP4G”
Abutments CNF “84356750CNF2E”
Abutments PIM “84356750PIM4E”
Abutments PIR “84356750PIR4Q”
Abutments P1Q “84356750PIQ4N”
Abutments PIV “84356750PI1V4Y”
Abutments ATB “84356750ATB2E"
Abutments LOC “84356750L0C3Q”
Abutments ROT “84356750R0T5Q”
Abutments PMU “84356750PMU5A”
Abutments PMUA “84356750PMUAWM”
Abutments PUU “84356750PUU62"
Abutments BAU “84356750BAUZV”
Abutments TOR “84356750TOR5W”
Abutments PRO “84356750PRO5D”
Abutments SC “84356750SCFF”
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Abutments IF “84356750IFEP”

Year when the device was first CE-marked

The first CE mark for the device was issued in 2009

Intended Use of the Device.

Intended purpose

This product is part of an overall concept for oral rehabilitation using implants and, when connected with dental implants, forms a
functional unit which, depending on the selection of the abutment and the established prosthetic planning, makes it possible to achieve
the intended purpose of these products.

TAP: The purpose of this abutment is to lock and protect the implant connection platform.

CNF: The purpose of this abutment is the closure and protection of the implant connection platform and at the same time the
shaping of the gingival emergence.

PIM: The purpose of this abutment is to stabilise multiple cement-fixed prosthetic restorations on implants.

PIR: The purpose of this abutment is to stabilise multiple or single cement-fixed prosthetic restorations on implants.

PIQ: The purpose of this abutment is to offer the possibility of stabilising fixed prosthetic restorations cemented onto implants by
correcting the prosthetic axis of the implant.

PIV: The purpose of this abutment is to offer the possibility of stabilising fixed prosthetic restorations cemented onto implants by
correcting the prosthetic axis of the implant.

ATB: The purpose of this abutment is to stabilise and retain removable implant-supported prosthetic restorations.

LOC: The purpose of this abutment is to stabilise and retain removable implant-supported prosthetic restorations.

ROT: The purpose of this abutment is to stabilise and retain removable implant-supported prosthetic restorations.

PMU: The purpose of this abutment is to offer the possibility of fixed, screw-retained prosthetic restorations on implants.

PMUA: The purpose of this abutment is to make fixed, screw-retained prosthetic restorations on implants by correcting the
prosthetic axis of the implant.

PUU: The purpose of this abutment is to offer the possibility of fixed, screw-retained prosthetic restorations on implants.

BAU: The purpose of this abutment is to offer the possibility of making fixed screw-retained or removable prosthetic restorations
with attachments on implants, correcting the prosthetic axis of the implant.

TOR: The purpose of this abutment is to provide the support used by the Radhex system to stably connect the various abutments
and dental implants.

PRO: The purpose of this abutment is to offer the possibility of temporary prosthetic restorations on implants.

SC: The purpose of this abutment is to make implant-screw-retained fixed prosthetic restorations using the casting technique.

IF: The purpose of this abutment is to make fixed prosthetic restorations cemented on implants.
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Indications and intended target population
Indication:
The dental implant, as a medical device and considered as a system involving abutments and their placement tools, is intended for a
population of patients who are clinically missing teeth in the oral cavity, either in a single or multiple form, and medically require partial
or total restoration of these teeth to re-establish the health and aesthetics of the masticatory system.
The abutments are part of an overall concept for oral rehabilitation using implants and, when connected with dental implants, they
form a functional unit which, depending on the selection of the abutment and the established prosthetic plan, have specific indications.

Target population:

The dental implant, as a medical device and considered as a system, involving abutments and abutment placement tools, is intended
for a patient population with missing or damaged teeth that need to be replaced to re-establish dental aesthetics and function.

These devices can be used in patients, regardless of race, gender, or social condition, as there are no solid reasons that indicate that
these factors may affect osseointegration. Warnings regarding contraindications for use are listed in the product's instructions for use.
Because dental implants are integrated into the bone by the process of ankylosis, they must be used after the bone structure has
completed its growth. Patients must therefore be 18 years of age or older, but the professional must ensure that the patient's bone
growth is complete. If this has not occurred, due to the biological condition of the maxillary and mandibular bones where the implant
is to be placed, this could affect bone growth, dental eruption and therefore have repercussions on the proper functioning of the
product.
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Contraindications

The dental implant system consists of a main part, which is the implant itself, and a series of accessory parts, called abutments, which,
when integrated with the implant by connecting to it, behave as a single functional unit, allowing the intended purpose to be fulfilled.
Therefore, the placement of Rhadex abutments is contraindicated in patients under the same general considerations as Rhadex System®
implants, which is why we cite the cases:

- Who are not medically fit to undergo an oral surgical procedure.

- With insufficient bone volume, unless an augmentation procedure can be considered.

- Who cannot be fitted with the appropriate size, number or desirable position of implants to safely support functional or

parafunctional loads in the long term.

- Allergic or hypersensitive to Ti-6Al-4V titanium alloy (titanium, aluminium and vanadium) or cobalt chrome alloy.

- Contraindicated in children, paediatric patients and adolescents who have not completed bone growth.
Also includes in the contraindications for abutments, the full detail of local and general factors set out in the instructions for use for
dental implants. Read RADHEX IMPLANTS® instructions for use
Under all circumstances, the professional is responsible for informing the patient regarding all possible contraindications, side effects
and precautions, as well as for instructing the patient to seek expert advice if any alteration in the results of the implant occurs (e.g.
loosening of the prosthesis, infection or exudation around the implant, pain or any other unusual symptom that has not been prognosed
to the patient).

3 Device description.

Device description and material/substances in contact with patient tissues
This product is part of an overall concept for oral rehabilitation using implants and, when connected with dental implants, forms a
functional unit which, depending on the selection of the abutment and the established prosthetic planning, makes it possible to achieve
the intended purpose of these products.
All Radhex implant abutments are made of medical grade 5 titanium alloy: Ti-6Al-4V (ISO standard 5832-3).
SC/Pillar castable abutment with a metal base, made of stainless steel using medical cobalt chrome, Co-Cr (ISO 5832-12).

Information about medicinal substances in the device, if any
The medical device does not contain medicinal substances.

Description of how the device is achieving its intended mode of action
Mode of action:

Dental implant abutments achieve their mode of action by enabling the stabilisation, retention and fixation of the required prosthesis
on the implant.
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Description of accessories, if any
Does not apply. RADHEX IMPLANTS abutments do not have accessories.

4 Risks and warnings.

Contact your healthcare professional if you think you are experiencing side effects related to the device or its use or if you are concerned
about risks. This document is not intended to replace a consultation with your health care professional if necessary.

How potential risks have been controlled or managed
The potential risks of the product have been managed or controlled starting from the design of the product, the production process and
the validation of the instructions for cleaning and sterilising the product, thus allowing the product to arrive in perfect condition until
the moment of implantation in the patient and reducing potential risks associated with the product to a minimum.

Remaining risks and undesirable effects
In the field of medical technologies, absolute safety can never be guaranteed, and this must be taken into account by the user when
deciding on treatment.
Failure to comply with the instructions for use, limitations of use, inappropriate use of the products, failure to take into account
warnings, precautions and recommendations, reuse of the device, lack of collaboration between the surgeon, the restorative dentist
and the laboratory technician, mechanical failure as the appropriate insertion torques not respected, implantation in contraindicated
conditions, can lead to treatment failures and severe damage that can compromise the patient's well-being, health and life.
It should be borne in mind that implant treatment can have negative consequences that carry risks in biological, structural, functional,
psychological and mechanical terms, which include the following:
Bone loss, injuries to adjacent anatomical structures, nerve or sensory injuries ranging from numbness to neuralgia, vascular injuries or
haemorrhages, local potentially systemic infections, aesthetic and phonetic alterations, failure of integration, prosthetic mobility,
platform deformation, implant fracture.
Temporary discomfort after invasive treatment, such as side effects, is common.
The risk of patients ingesting or aspirating small devices is possible and the user should take the appropriate precautionary measures.

Warnings and precautions
WARNINGS

Reuse and/or reprocessing of the implant abutment or single-use medical device creates a potential risk of infection for the patient or
user. Contamination can lead to the injury, illness or death of the patient.

The RADHEX IMPLANTS® implant system should not be used in patients or situations presenting contraindications, nor in situations
compromising the success of the treatment.
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In addition to following the mandatory precautions for any surgical procedure, such as aseptic conditions, the prosthetic rehabilitation
must be properly planned by selecting the appropriate abutments for each case.

The dimensions of the references in this document are indicative within the overall system, they are not all available for all platform
types. The use of prosthetic systems not belonging to the RADHEX IMPLANTS® system may compromise the functionality of the product.
Do not use the devices if the packaging is damaged or opened. Work carefully, maintaining distances and safety margins, avoiding
damage to important anatomical structures. Sterile handling is essential, as contamination can cause infection, the sterilisation protocol
outlined in these instructions must be followed, and any contact between the medical device and foreign substances prior to use must
be avoided.

"SC" abutments for overcasting are made of Co Cr steel in its metallic section. Cobalt (Co) is a substance established as carcinogenic,

with a potential health risk. (consult this document for specific warnings for this device)

Instructions for use are provided separately for implants, abutments and instruments or tools, and the appropriate instructions should
be followed with respect to the products to be used. For greater understanding and detail you should consult the sections on:
Contraindications, warnings, precautions, recommendations, and side effects of RADHEX IMPLANTS® dental implants and tools.
PRECAUTIONS

In the following, we present the text for the IFU for abutments, which differs in nuances from the text for dental implants:

During surgery:

In general, during intraoral use of our products, measures must be taken to prevent aspiration. It is recommended to hold the
instruments with dental floss or suture.

During the intervention, the facilities and hygiene infrastructure must be guaranteed. It is necessary to have the appropriate instruments
and materials according to the surgeon's needs and indications, depending on the technique to be used and the treatment. The general
condition, sterility and especially the sharpness of the instruments must be checked for correct performance.

In the case of implant placement, the surgeon's assessment of the bone quality and primary or initial stability will determine when the
implants can be loaded.

Immediate loading is only recommended in the mandible (always splinting implants). Immediate loading is not indicated in non-splinted
implants or in cases of low bone density or low implant stability. High torques can cause ischaemia, fracture and compromised bone
integration, as well as alterations in the implant connection platform or implant driver. Before attaching the prosthetic component to
an implant, the implant must be able to withstand the recommended prosthetic torque. For immediate function, the implant should be
able to withstand a torque equivalent to the tightening torque of the inner microscrews. When placing an abutment or cover cap, any
hard or soft tissue that may be trapped in the implant connection site must be carefully removed.

After surgery and during prosthetic fitting:

To ensure a good long-term treatment result, it is advisable to carry out a thorough and regular follow-up of the patient after the implant
treatment, as well as to inform him/her about the appropriate oral hygiene procedures. Radiotherapy on patients with dental implants
should be planned and prescribed with extreme caution by health care professionals to avoid possible complications, and the patient

should be adequately informed about the associated risks.
Prosthetic design and fit are essential to the success of implant rehabilitation, and any flaws in this area can lead to treatment failure.
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Summary of any field safety corrective action, (FSCA including FSN) if applicable
No field safety corrections or field safety notifications have been necessary so far.

5  Summary of clinical evaluation and post-market clinical follow-up.

Clinical background of the device
Dental implants were introduced in the 1960s and have been used ever since as a treatment option in dentistry. Despite the great variety
of different sizes (e.g. diameter, length, shape), thread design and/or surface topography, the mode of action of dental implants
(osseointegration, i.e. the ability to fuse with the bone), ensuring fixation in the jawbone, and the intended purpose has remained
almost identical over the years. A similar assumption can be made for the surgical implantation procedure, therefore, dental implants
can be considered the state-of-the-art treatment for patients with missing teeth. More than 50 years of proven clinical safety and
performance related to dental implants and related abutments are widely available in the scientific literature.

RADHEX IMPLANTS has been marketing its products since 2009, the year in which it obtained its corresponding European CE certification.

It has 14 years of experience in the market and uses the same materials that have been tested for safety through biocompatibility testing
and similar designs as other dental implant systems available on the market.
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The clinical evidence for the CE-marking
ABUTMENTS

Clinical data on the devices in question were collected through a Post Market Clinical Follow-Up clinical experience study for the CE
mark for the INMET GARNICK implant system. The study plan was initiated with the aim of validating the INMET GARNICK dental implant
system for its usual practice for products in relation to the state-of-the-art and its proposed intended use. All devices belonging to INMET
GARNICK were included in the study without exception.

The primary aim of the study was to obtain the survival rate of the implants 5 years after implantation. The secondary objectives are to
determine, evaluate and quantify possible complications related to the implantation procedure in the short, medium and long term.

At the abutment level we will have a total of 740 abutments evaluated in a total of 228 patients.

A total of 395 abutments were evaluated after 5 years of follow-up (referring to PHE and PHI), in a total of 104 patients.
A total of 204 abutments were evaluated after 3 years of follow-up (referring to PCl), in a total of 74 patients.

A total of 142 abutments were evaluated after 2 years of follow-up (referring to SLD), in a total of 50 patients.

During the years of follow-up in the PMCF study, no adverse events directly related to the abutments, such as abutment rupture,
breakage or other mechanical failures were identified. None of the patients experienced any unanticipated or unexpected side effects
or complications.

With regard to the performance of the abutments
The following results were obtained during the evaluation of the abutments in relation to performance:

The results of the complications reported for the abutments in relation to safety were as follows:
fracture (0-2.88%), loosening (0.72-12.95%), wear (0-0.81%), loss (0-3.60%),

No adverse events, side effects or unforeseen or unexpected complications were reported during the evaluation.

Safety
Dental implant treatment has a clearly positive risk-benefit profile. The manufacturer has considered the totality of the evidence
regarding the extent of the likely benefits and the extent of the likely risks of a device in the risk-benefit information. All residual risks
were mitigated to the extent possible until additional risk controls are no longer practicable. All identified hazardous situations have
been assessed and all risks have been reduced to an acceptable level based on a risk-benefit analysis. Every residual risk is acceptable,
the benefits far outweigh the risks. No additional side effects from residual risks were identified. On the basis of the benefits and risks,
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it can be concluded that the multiple benefits far outweigh the residual risks. No additional risk control measures are applied and the
medical device, i.e. RADHEX IMPLANTS can be considered safe for its intended use.

The manufacturer continuously collects clinical data and information on the safety and clinical performance of the device by conducting
a post-market clinical follow-up study. Careful observation of implant survival and short- and long-term side effects is carried out during
the study.

6 Possible diagnostic or therapeutic alternatives.

When considering alternative treatments, it is recommended that you contact your health care professional, who can take into account
your individual situation when determining the therapeutic alternative of choice for your oral problem.

General description of therapeutic alternatives
Dental implants are the last resort on a dentist's spectrum of possibilities for restoring the ability to chew and are commonly used
when tooth preservation is no longer a safe and realistic option.
Since abutments do not have independent indications and are intended for use in combination with dental implants already in place,
with which they form a functional unit to fulfil the intended purpose, the indication of the implants must be taken into account when
considering therapeutic alternatives.

When a dentition deficiency affects the ability to chew, there are several therapeutic alternatives to implants, depending on the
severity of the dental defects:
- Conservative treatment. These are traditional dental treatments aimed at preserving the teeth, and are the main alternative
as long as it is possible to preserve the tooth and restore its health and functionality through these techniques.

Advantages: Conservative treatments can be applied, maintaining the natural tooth or most of its structure.
Disadvantages: The application of treatments to maintain teeth is not possible when the tooth has been lost, or when the
technique does not make it possible to maintain the health and function of the tooth.

- Dental transplant / Autotransplant. The autotransplantation of dental pieces is an alternative technique that consists of
using a tooth that has been extracted, to position it in the edentulous area, in a socket created to stabilise it after healing.

Advantages: The resource is obtained from the patient directly.
Disadvantages: A tooth is required for the recipient site, and it is a non-standardised technique, requiring more time and
high operator skill which makes it difficult to apply.

- Crowns/bridges: this is the restorative treatment of a tooth-supported fixed prosthesis, consisting of replacing the missing
teeth, taking support from neighbouring teeth to the edentulous section.

Advantages: it is a treatment that allows functional and aesthetic recovery, maintaining part of the original dentition.
Disadvantages: It requires healthy teeth close to the edentulous area. In addition, it requires the coronal carving approach of
the neighbouring teeth to anchor the prosthetic structure.

- Anchorless prosthesis. This is the restorative treatment of removable prostheses.

Advantages: It is a classic non-surgical treatment for the restoration of teeth.

Disadvantages: Removable prostheses have lower functional efficacy, may cause chewing insufficiency, phonatory
insufficiency, soft tissue friction and lack of confidence in patients who are often restricted to soft, easy to chew foods and
are not protected from bone loss. It can also cause discomfort due to food debris that gets between the prosthesis and the
soft tissues.

- Alternative intraosseous implants. There are many different types of dental implants on the European market.
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Advantages: Many of them have proven effectiveness and have been on the market for several years.
Disadvantages: Not all of them are marketed in Spain or offer advantages from a technical point of view.

7 Suggested training for users.

RADHEX IMPLANTS® implants, abutments and tools may only be used in the dental health care environment by certified licensed
professionals who are properly trained to work with them. The intended user is the professional who, due to his or her medical training
and legal authorisation, is able to perform surgery in the oral and maxillary cavity. These training courses correspond to qualifications
such as dentistry, dental surgeon, dentist, oral surgeon or maxillofacial surgeon.
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