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Información general
El uso de Implantize Hybrid solo debe realizar-
lo un profesional cualificado, con un conoci-
miento profundo y un dominio completo de las 
técnicas quirúrgicas específicas de los proce-
dimientos de implantes orales. Estas habilida-
des quirúrgicas se pueden obtener en centros 
académicos certificados por RESDEVMED, 
Unipessoal Lda.
Implantize Hybrid debe usarse a criterio del 
profesional, quien tiene el deber de determinar 
si un producto es adecuado para el paciente 
y evaluar todas las circunstancias relevantes. 
El médico es responsable de cualquier conse-
cuencia directa, indirecta o nociva, que pueda 
resultar de una indicación o técnica quirúrgica 
errónea, del uso inadecuado del material o del 
incumplimiento de las instrucciones de segu-
ridad proporcionadas en las instrucciones de 
uso. Dichas complicaciones no se pueden atri-
buir al fabricante ni a ningún representante de 
RESDEVMED, Unipessoal Lda. RESDEVMED, 
Unipessoal Lda. se exime de cualquier respon-
sabilidad, expresa o implícita.

Descripción
Implantize Hybrid es un implante individualiza-
do de titanio grado 5 (Ti6Al4V). Está diseñado 
a partir delos archivos de la tomografía com-
putarizada del paciente, utilizando software de 
segmentación y diseño asistido por ordenador, 
y fabricado por Selective Laser Melting (SLM). 
El dispositivo médico está destinado a ser es-

tabilizado con tornillos y retenciones en zonas 
óseas no atróficas. Los modelos anatómicos 
específicos para cada caso también se sumi-
nistran con el implante.

Propiedades y efectos
Implantize Hybrid es un dispositivo médico de 
largo plazo, destinado a procedimientos quirúr-
gicos de rehabilitación oral en casos clínicos 
en los que no se pueden utilizar implantes en-
doóseos convencionales.
Implantize Hybrid está hecho a medida, lo que 
significa que es específico para un único pa-
ciente, y está registrado ante las autoridades 
competentes como tal.
Implantizar híbrido se utilizará en situaciones 
de carga. Deben evitarse los micromovimien-
tos y, por lo tanto, es esencial la fijación con los 
tornillos suministrados, así como la retención 
en zonas óseas no atróficas.

Precauciones de uso
Durante la cirugía de instalación de Implantize 
Hybrid, las normas asépticas deben respetar-
se. Se debe evitar el manejo directo del im-
plante y de los tornillos. Si el manejo directo 
fuera necesario, entonces evite tocar las áreas 
rugosas tratadas.
Implantize Hybrid está desarrollado para un 
solo uso. No reutilizar, reprocesar ni reesteri-
lizar. La reutilización, el reprocesamiento o la 
reesterilización pueden comprometer la inte-
gridad estructural del dispositivo y/o provocar 
fallo del dispositivo, lo cual puede provocar le-
siones, enfermedades o la muerte del pacien-
te. La situación clínica del paciente debe ser 
monitoreada continuamente. 
Implantize Hybrid no debe utilizarse con torni-
llos de osteosíntesis anodizados. Únicamente 
los tornillos suministrados deben utilizarse 
para su fijación.
La combinación de Implantize Hybrid con ma-
teriales sustitutos de hueso debe manejarse 
cuidadosamente, teniendo en cuenta las indi-
caciones de cada producto.
Las buenas prácticas de higiene bucal del pa-
ciente influirán en el éxito del procedimiento.
No utilice el dispositivo médico si el envase se 
ha abierto o dañado antes de su utilización.
Ver Contraindicaciones.

Procedimientos
Las siguientes consideraciones han sido pro-
puestas por RESDEVMED, Unipessoal Lda. 
Es importante recordar que la implantación 
de implantes híbridos solo debe realizarla un 
profesional cualificado, con un profundo co-
nocimiento y un dominio completo de técnicas 
quirúrgicas específicas relacionadas con los 
procedimientos de implantes orales.

Antes de la cirugía:
1. Realice una tomografía computarizada 

utilizando el protocolo radiológico definido 
por RESDEVMED. Este protocolo está 
disponible en www.boneeasy.com y en 
www.arguaneydental.com 

2. Solicite Implantize Hybrid, siguiendo el pro-
cedimiento establecido: envíe la petición 
médica, envíe los archivos .dicom y valide el 
diseño del dispositivo médico.

Durante la cirugía:
1. Mantener un campo estéril durante todo el 

procedimiento.
2. Minimizar la saliva en la zona y otras fuentes 

de contaminación.
3. Después de la exposición, regularizar el 

hueso si fuera necesario.
4. Adaptar y fijar la guía quirúrgica suministrada.
5. Hacer las preparaciones óseas para Implan-

tize Hybrid.
6. Probar de adaptación del implante.
7.  Después de la validación de los pasos ante-

riores, el implante debe fijarse con los torni-
llos de fijación suministrados con el implante.

8. Si la estabilidad del tornillo de fijación se 
compromete, debe reemplazarse por el tor-
nillo de emergencia correspondiente, el cual 
también se suministra con el implante. En 
caso de daño de los tornillos o del hueso 
donde se deben fijar los tornillos, debido a 
que el punto de fijación es el capital para la 
supervivencia del implante, BoneEasy puede 
diseñar un dispositivo para estabilizar el im-
plante en nuevos puntos de fijación para una 
intervención futura.

Recomendaciones postoperatorias.
Para asegurar una cicatrización óptima, se debe 
realizar un cuidadoso manejo postoperatorio.

Algunas recomendaciones incluyen:
• Aplicación de hielo en la zona durante 2 días.
• Plan de higiene bucal prescrito por el médico, 

que puede incluir control mecánico o químico 
de la placa e instrucciones sobre el uso del 
hilo dental o el cepillado.

• Terapia con antibióticos a criterio del faculta-
tivo (los antibióticos sistémicos se citan como 
minimizadores efectivos de las complicacio-
nes postoperatorias).

• Durante la primera semana, se recomienda al 
menos una visita para monitorización del pa-
ciente y para profilaxis profesional.

• Si se utilizan suturas no reabsorbibles, deben 
retirarse una o dos semanas después de la 
operación, a criterio del profesional, después 
del examen clínico en las visitas de evalua-
ción.

• Durante el postoperatorio, se recomienda la 
extracción del dispositivo médico en caso de 
exposición, complicaciones que no pueden 
controlarse con tratamientos estándar posto-
peratorios y en caso de inflamación del tejido 
o evidencia de infección, pero siempre a crite-
rio del médico.

• Se recomienda tomar radiografías para eva-
luar la salud de los tejidos y el estado del dis-
positivo médico cuatro meses después de la 
operación.

Posibles efectos adversos
Los posibles efectos adversos del uso de Implan-
tize Hybrid incluyen (entre otros): problemas del 
habla; dolor; hinchazón; inflamación; sensibilidad 
térmica; infección local o sistémica; mucositis; 
irregularidades en la mucosa; complicaciones 
asociadas al uso de la anestesia; Fallo mecánico 
del dispositivo médico o exposición.
La explantación temprana siempre debe consi-
derarse si el sitio se ve comprometido de forma 
que no pueda ser controlada por procedimientos 
postoperatorios estándar.
Informe al fabricante o a su representante, de 
cualquier efecto adverso registrado y no mencio-
nado en este documento informativo.

Contraindicaciones
La ausencia de hueso corticalizado o la falta de 
anclaje para los tornillos, son contraindicaciones 
para el uso de este dispositivo médico.

Esterilización
Implantize Hybrid es esterilizado por óxido de eti-
leno. El doble envase servirá como una barrera 
estéril efectiva hasta la fecha de " Use By " (ca-
ducidad) impresa en la etiqueta.

Almacenamiento
Implantize Hybrid debe almacenarse en un am-
biente fresco y seco.

Información del paciente
El profesional debe informar al paciente sobre los 
posibles factores mencionados en las contraindi-
caciones y los efectos adversos.
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General information 
The usage of Implantize hybrid must only be 
carried out by a qualified clinician, with in depth 
knowledge and complete mastery of specific 
surgical techniques of oral implants procedures. 
These surgical skills can be obtained in academy 
centres certified by RESDEVMED, Unipessoal 
Lda.  
Implantize hybrid must be used at clinician’s 
discretion, who has the duty to determine if a 
product is suitable for the patient and evaluate 
all relevant circumstances. The clinician is 
responsible for any direct, indirect or harmful 
consequences, which could result from an 
erroneous indication or surgical technique, from 
inappropriate use of the material, or non-
compliance of the safety instructions provided in 
the directions of use. Such complications cannot 
be attributed to the manufacturer or any 
RESDEVMED, Unipessoal Lda. representative.  
RESDEVMED, Unipessoal Lda. disclaims any 
liability, express or implied. 
 
Description 
Implantize hybrid is a titanium grade 5 (Ti6Al4V) 
individualized implant. It is designed over patient 
CT Scan files using segmentation and Computer 
Assisted Design software and produced by 
Selective Laser Melting (SLM). The medical 
device is intended to be stabilized with screws 
and bone retentions at non-atrophic areas. 
Case-specific anatomical models are also 
supplied with the implant. 
 
Properties and Effects 
Implantize hybrid is a long-term medical device, 
intended for dental rehabilitation surgical 
procedures of clinical cases where endosseous 
implants cannot be used.  
Implantize hybrid is custom made, which means 
that it is specific to a patient, registered in 

competent authorities as a tailored made 
medical device. 
Implantize hybrid will be used under load 
bearing situations. Micromovements must be 
avoided and therefore fixation with the supplied 
screws is essential, as well as bone retention at 
non-atrophic areas. 
 
Precautions for use 
During surgery, aseptic rules must be respected 
when using Implantize hybrid. Direct handling of 
the implant and screws must be avoided. If 
needed, avoid touching the chemical treated 
rough areas. 
Implantize hybrid is developed for single use 
only. Do not reuse, reprocess or resterilize. 
Reuse, reprocessing, or resterilization may 
compromise structural integrity of the device 
and/or lead to device failure, which may result in 
patient injury, illness or death. Clinical situation 
of the patient must be monitored continuously.  
Implantize hybrid should not be used with 
anodized osteosynthesis screws. The supplied 
screws must be used for fixation. 
Combination of Implantize hybrid with bone 
substitute materials must be carefully projected, 
considering the indications of each product.  
Patient’s good oral hygiene practices will 
influence the success of the procedure.  
Do not use the medical device if the blister has 
been opened or damaged prior to use.  
See also Contraindications. 
 
Procedures 
The following considerations are proposals from 
RESDEVMED, Unipessoal Lda.. It is important to 
remember that Implantize hybrid implantation 
must only be carried out by a qualified clinician, 
with in-depth knowledge and complete mastery 
of specific surgical techniques related to oral 
implants procedures. 
 
Before surgery: 
1. Perform CT scan using the radiologic protocol 
defined by RESDEVMED. This protocol is readily 
available at www.boneeasy.com. 
2. Order Implantize hybrid to RESDEVMED, 
following the company procedure: submit the 
medical request, send .dicom files and validate 
medical device design.  

 
During surgery: 
1. Maintain a sterile field throughout the 
procedure. 
2. Minimize saliva on site and other 
contamination sources. 
3. After exposure of the maxillary bone, it should 
be trimmed, if necessary. 

4. Adapt and fix the supplied surgical guide. 
5. Make bone preparations for Implantize hybrid. 
6. Test implant adaptation.  
7. After validation of the previous steps, implant 
must be fixed with the fixation screws supplied 
with the implant.  
8. If fixation screw stability is compromised, it 
should be replaced by the respective emergency 
screw, also supplied with the implant. 
 
In case of damage of the screws or bone where 
the screw should be fixated, and the point of 
fixation is capital for implant survival, an 
appliance can be designed by BoneEasy to 
stabilize the implant on new fixation points in a 
future intervention. 
 
Post-operative recommendations 
To ensure optimal healing, careful post-
operative management should be performed. 
Some recommendations include: 
● Application of ice on the face for 2 days. 
● Oral hygiene plan prescribed by the 

clinician, which may include mechanical or 
chemical plaque control and instructions 
on flossing or brushing.  

● Antibiotic therapy at the clinician’s 
discretion (systemic antibiotics are 
mentioned as effective minimizers of post-
operative complications).  

● During the first week, at least one visit for 
patient monitoring and professional 
prophylaxis is recommended.  

● If non-resorbable sutures are used, it 
should be removed one to two weeks post-
operatively, at clinician’s discretion, after 
clinical examination and evaluation. 

● Medical device removal is recommended 
in case of exposure, complications that 
cannot be controlled by standard post-
operative treatments and in case of tissue 
inflammation or evidence of infection, but 
always at the clinician’s discretion. 

● Radiographs can be taken to evaluate 
tissue health and medical device state four 
months post-operatively.  

 
Possible adverse effects 
Possible adverse effects of Implantize hybrid 
usage include (but are not limited to): speech 
problems; pain; swelling; inflammation; thermal 
sensitivity; local or systemic infection; gingivitis; 
gingival irregularities; complications associated 
with the use of anaesthesia; medical device 
mechanical failure or exposure. 
Early removal should always be considered if the 
site becomes compromised in any manner which 

cannot be controlled by standard post-operative 
treatments.  
Report to the manufacturer any adverse effect 
registered and not mentioned in this informative 
document. 
 
Contraindications 
The absence of corticalized bone or lack of screw 
anchoring are contraindications for usage of this 
medical device. 
 
Sterilization 
Implantize hybrid is sterilized by ethylene 
oxide. The package will serve as an effective 
sterile barrier until the “Use By” (expiration) 
date printed on the box. 
 
Storage 
Implantize hybrid should be stored in a cool, 
dry environment. 
 
Patient information 
The patient should be informed by the clinician 
of possible factors mentioned in 
contraindications and adverse effects 
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Implantize hybrid is sterilized by ethylene 
oxide. The package will serve as an effective 
sterile barrier until the “Use By” (expiration) 
date printed on the box. 
 
Storage 
Implantize hybrid should be stored in a cool, 
dry environment. 
 
Patient information 
The patient should be informed by the clinician 
of possible factors mentioned in 
contraindications and adverse effects 
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General information 
The usage of Implantize hybrid must only be 
carried out by a qualified clinician, with in depth 
knowledge and complete mastery of specific 
surgical techniques of oral implants procedures. 
These surgical skills can be obtained in academy 
centres certified by RESDEVMED, Unipessoal 
Lda.  
Implantize hybrid must be used at clinician’s 
discretion, who has the duty to determine if a 
product is suitable for the patient and evaluate 
all relevant circumstances. The clinician is 
responsible for any direct, indirect or harmful 
consequences, which could result from an 
erroneous indication or surgical technique, from 
inappropriate use of the material, or non-
compliance of the safety instructions provided in 
the directions of use. Such complications cannot 
be attributed to the manufacturer or any 
RESDEVMED, Unipessoal Lda. representative.  
RESDEVMED, Unipessoal Lda. disclaims any 
liability, express or implied. 
 
Description 
Implantize hybrid is a titanium grade 5 (Ti6Al4V) 
individualized implant. It is designed over patient 
CT Scan files using segmentation and Computer 
Assisted Design software and produced by 
Selective Laser Melting (SLM). The medical 
device is intended to be stabilized with screws 
and bone retentions at non-atrophic areas. 
Case-specific anatomical models are also 
supplied with the implant. 
 
Properties and Effects 
Implantize hybrid is a long-term medical device, 
intended for dental rehabilitation surgical 
procedures of clinical cases where endosseous 
implants cannot be used.  
Implantize hybrid is custom made, which means 
that it is specific to a patient, registered in 

competent authorities as a tailored made 
medical device. 
Implantize hybrid will be used under load 
bearing situations. Micromovements must be 
avoided and therefore fixation with the supplied 
screws is essential, as well as bone retention at 
non-atrophic areas. 
 
Precautions for use 
During surgery, aseptic rules must be respected 
when using Implantize hybrid. Direct handling of 
the implant and screws must be avoided. If 
needed, avoid touching the chemical treated 
rough areas. 
Implantize hybrid is developed for single use 
only. Do not reuse, reprocess or resterilize. 
Reuse, reprocessing, or resterilization may 
compromise structural integrity of the device 
and/or lead to device failure, which may result in 
patient injury, illness or death. Clinical situation 
of the patient must be monitored continuously.  
Implantize hybrid should not be used with 
anodized osteosynthesis screws. The supplied 
screws must be used for fixation. 
Combination of Implantize hybrid with bone 
substitute materials must be carefully projected, 
considering the indications of each product.  
Patient’s good oral hygiene practices will 
influence the success of the procedure.  
Do not use the medical device if the blister has 
been opened or damaged prior to use.  
See also Contraindications. 
 
Procedures 
The following considerations are proposals from 
RESDEVMED, Unipessoal Lda.. It is important to 
remember that Implantize hybrid implantation 
must only be carried out by a qualified clinician, 
with in-depth knowledge and complete mastery 
of specific surgical techniques related to oral 
implants procedures. 
 
Before surgery: 
1. Perform CT scan using the radiologic protocol 
defined by RESDEVMED. This protocol is readily 
available at www.boneeasy.com. 
2. Order Implantize hybrid to RESDEVMED, 
following the company procedure: submit the 
medical request, send .dicom files and validate 
medical device design.  

 
During surgery: 
1. Maintain a sterile field throughout the 
procedure. 
2. Minimize saliva on site and other 
contamination sources. 
3. After exposure of the maxillary bone, it should 
be trimmed, if necessary. 

4. Adapt and fix the supplied surgical guide. 
5. Make bone preparations for Implantize hybrid. 
6. Test implant adaptation.  
7. After validation of the previous steps, implant 
must be fixed with the fixation screws supplied 
with the implant.  
8. If fixation screw stability is compromised, it 
should be replaced by the respective emergency 
screw, also supplied with the implant. 
 
In case of damage of the screws or bone where 
the screw should be fixated, and the point of 
fixation is capital for implant survival, an 
appliance can be designed by BoneEasy to 
stabilize the implant on new fixation points in a 
future intervention. 
 
Post-operative recommendations 
To ensure optimal healing, careful post-
operative management should be performed. 
Some recommendations include: 
● Application of ice on the face for 2 days. 
● Oral hygiene plan prescribed by the 

clinician, which may include mechanical or 
chemical plaque control and instructions 
on flossing or brushing.  

● Antibiotic therapy at the clinician’s 
discretion (systemic antibiotics are 
mentioned as effective minimizers of post-
operative complications).  

● During the first week, at least one visit for 
patient monitoring and professional 
prophylaxis is recommended.  

● If non-resorbable sutures are used, it 
should be removed one to two weeks post-
operatively, at clinician’s discretion, after 
clinical examination and evaluation. 

● Medical device removal is recommended 
in case of exposure, complications that 
cannot be controlled by standard post-
operative treatments and in case of tissue 
inflammation or evidence of infection, but 
always at the clinician’s discretion. 

● Radiographs can be taken to evaluate 
tissue health and medical device state four 
months post-operatively.  

 
Possible adverse effects 
Possible adverse effects of Implantize hybrid 
usage include (but are not limited to): speech 
problems; pain; swelling; inflammation; thermal 
sensitivity; local or systemic infection; gingivitis; 
gingival irregularities; complications associated 
with the use of anaesthesia; medical device 
mechanical failure or exposure. 
Early removal should always be considered if the 
site becomes compromised in any manner which 

cannot be controlled by standard post-operative 
treatments.  
Report to the manufacturer any adverse effect 
registered and not mentioned in this informative 
document. 
 
Contraindications 
The absence of corticalized bone or lack of screw 
anchoring are contraindications for usage of this 
medical device. 
 
Sterilization 
Implantize hybrid is sterilized by ethylene 
oxide. The package will serve as an effective 
sterile barrier until the “Use By” (expiration) 
date printed on the box. 
 
Storage 
Implantize hybrid should be stored in a cool, 
dry environment. 
 
Patient information 
The patient should be informed by the clinician 
of possible factors mentioned in 
contraindications and adverse effects 
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General information 
The usage of Implantize hybrid must only be 
carried out by a qualified clinician, with in depth 
knowledge and complete mastery of specific 
surgical techniques of oral implants procedures. 
These surgical skills can be obtained in academy 
centres certified by RESDEVMED, Unipessoal 
Lda.  
Implantize hybrid must be used at clinician’s 
discretion, who has the duty to determine if a 
product is suitable for the patient and evaluate 
all relevant circumstances. The clinician is 
responsible for any direct, indirect or harmful 
consequences, which could result from an 
erroneous indication or surgical technique, from 
inappropriate use of the material, or non-
compliance of the safety instructions provided in 
the directions of use. Such complications cannot 
be attributed to the manufacturer or any 
RESDEVMED, Unipessoal Lda. representative.  
RESDEVMED, Unipessoal Lda. disclaims any 
liability, express or implied. 
 
Description 
Implantize hybrid is a titanium grade 5 (Ti6Al4V) 
individualized implant. It is designed over patient 
CT Scan files using segmentation and Computer 
Assisted Design software and produced by 
Selective Laser Melting (SLM). The medical 
device is intended to be stabilized with screws 
and bone retentions at non-atrophic areas. 
Case-specific anatomical models are also 
supplied with the implant. 
 
Properties and Effects 
Implantize hybrid is a long-term medical device, 
intended for dental rehabilitation surgical 
procedures of clinical cases where endosseous 
implants cannot be used.  
Implantize hybrid is custom made, which means 
that it is specific to a patient, registered in 

competent authorities as a tailored made 
medical device. 
Implantize hybrid will be used under load 
bearing situations. Micromovements must be 
avoided and therefore fixation with the supplied 
screws is essential, as well as bone retention at 
non-atrophic areas. 
 
Precautions for use 
During surgery, aseptic rules must be respected 
when using Implantize hybrid. Direct handling of 
the implant and screws must be avoided. If 
needed, avoid touching the chemical treated 
rough areas. 
Implantize hybrid is developed for single use 
only. Do not reuse, reprocess or resterilize. 
Reuse, reprocessing, or resterilization may 
compromise structural integrity of the device 
and/or lead to device failure, which may result in 
patient injury, illness or death. Clinical situation 
of the patient must be monitored continuously.  
Implantize hybrid should not be used with 
anodized osteosynthesis screws. The supplied 
screws must be used for fixation. 
Combination of Implantize hybrid with bone 
substitute materials must be carefully projected, 
considering the indications of each product.  
Patient’s good oral hygiene practices will 
influence the success of the procedure.  
Do not use the medical device if the blister has 
been opened or damaged prior to use.  
See also Contraindications. 
 
Procedures 
The following considerations are proposals from 
RESDEVMED, Unipessoal Lda.. It is important to 
remember that Implantize hybrid implantation 
must only be carried out by a qualified clinician, 
with in-depth knowledge and complete mastery 
of specific surgical techniques related to oral 
implants procedures. 
 
Before surgery: 
1. Perform CT scan using the radiologic protocol 
defined by RESDEVMED. This protocol is readily 
available at www.boneeasy.com. 
2. Order Implantize hybrid to RESDEVMED, 
following the company procedure: submit the 
medical request, send .dicom files and validate 
medical device design.  

 
During surgery: 
1. Maintain a sterile field throughout the 
procedure. 
2. Minimize saliva on site and other 
contamination sources. 
3. After exposure of the maxillary bone, it should 
be trimmed, if necessary. 

4. Adapt and fix the supplied surgical guide. 
5. Make bone preparations for Implantize hybrid. 
6. Test implant adaptation.  
7. After validation of the previous steps, implant 
must be fixed with the fixation screws supplied 
with the implant.  
8. If fixation screw stability is compromised, it 
should be replaced by the respective emergency 
screw, also supplied with the implant. 
 
In case of damage of the screws or bone where 
the screw should be fixated, and the point of 
fixation is capital for implant survival, an 
appliance can be designed by BoneEasy to 
stabilize the implant on new fixation points in a 
future intervention. 
 
Post-operative recommendations 
To ensure optimal healing, careful post-
operative management should be performed. 
Some recommendations include: 
● Application of ice on the face for 2 days. 
● Oral hygiene plan prescribed by the 

clinician, which may include mechanical or 
chemical plaque control and instructions 
on flossing or brushing.  

● Antibiotic therapy at the clinician’s 
discretion (systemic antibiotics are 
mentioned as effective minimizers of post-
operative complications).  

● During the first week, at least one visit for 
patient monitoring and professional 
prophylaxis is recommended.  

● If non-resorbable sutures are used, it 
should be removed one to two weeks post-
operatively, at clinician’s discretion, after 
clinical examination and evaluation. 

● Medical device removal is recommended 
in case of exposure, complications that 
cannot be controlled by standard post-
operative treatments and in case of tissue 
inflammation or evidence of infection, but 
always at the clinician’s discretion. 

● Radiographs can be taken to evaluate 
tissue health and medical device state four 
months post-operatively.  

 
Possible adverse effects 
Possible adverse effects of Implantize hybrid 
usage include (but are not limited to): speech 
problems; pain; swelling; inflammation; thermal 
sensitivity; local or systemic infection; gingivitis; 
gingival irregularities; complications associated 
with the use of anaesthesia; medical device 
mechanical failure or exposure. 
Early removal should always be considered if the 
site becomes compromised in any manner which 

cannot be controlled by standard post-operative 
treatments.  
Report to the manufacturer any adverse effect 
registered and not mentioned in this informative 
document. 
 
Contraindications 
The absence of corticalized bone or lack of screw 
anchoring are contraindications for usage of this 
medical device. 
 
Sterilization 
Implantize hybrid is sterilized by ethylene 
oxide. The package will serve as an effective 
sterile barrier until the “Use By” (expiration) 
date printed on the box. 
 
Storage 
Implantize hybrid should be stored in a cool, 
dry environment. 
 
Patient information 
The patient should be informed by the clinician 
of possible factors mentioned in 
contraindications and adverse effects 
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General information 
The usage of Implantize hybrid must only be 
carried out by a qualified clinician, with in depth 
knowledge and complete mastery of specific 
surgical techniques of oral implants procedures. 
These surgical skills can be obtained in academy 
centres certified by RESDEVMED, Unipessoal 
Lda.  
Implantize hybrid must be used at clinician’s 
discretion, who has the duty to determine if a 
product is suitable for the patient and evaluate 
all relevant circumstances. The clinician is 
responsible for any direct, indirect or harmful 
consequences, which could result from an 
erroneous indication or surgical technique, from 
inappropriate use of the material, or non-
compliance of the safety instructions provided in 
the directions of use. Such complications cannot 
be attributed to the manufacturer or any 
RESDEVMED, Unipessoal Lda. representative.  
RESDEVMED, Unipessoal Lda. disclaims any 
liability, express or implied. 
 
Description 
Implantize hybrid is a titanium grade 5 (Ti6Al4V) 
individualized implant. It is designed over patient 
CT Scan files using segmentation and Computer 
Assisted Design software and produced by 
Selective Laser Melting (SLM). The medical 
device is intended to be stabilized with screws 
and bone retentions at non-atrophic areas. 
Case-specific anatomical models are also 
supplied with the implant. 
 
Properties and Effects 
Implantize hybrid is a long-term medical device, 
intended for dental rehabilitation surgical 
procedures of clinical cases where endosseous 
implants cannot be used.  
Implantize hybrid is custom made, which means 
that it is specific to a patient, registered in 

competent authorities as a tailored made 
medical device. 
Implantize hybrid will be used under load 
bearing situations. Micromovements must be 
avoided and therefore fixation with the supplied 
screws is essential, as well as bone retention at 
non-atrophic areas. 
 
Precautions for use 
During surgery, aseptic rules must be respected 
when using Implantize hybrid. Direct handling of 
the implant and screws must be avoided. If 
needed, avoid touching the chemical treated 
rough areas. 
Implantize hybrid is developed for single use 
only. Do not reuse, reprocess or resterilize. 
Reuse, reprocessing, or resterilization may 
compromise structural integrity of the device 
and/or lead to device failure, which may result in 
patient injury, illness or death. Clinical situation 
of the patient must be monitored continuously.  
Implantize hybrid should not be used with 
anodized osteosynthesis screws. The supplied 
screws must be used for fixation. 
Combination of Implantize hybrid with bone 
substitute materials must be carefully projected, 
considering the indications of each product.  
Patient’s good oral hygiene practices will 
influence the success of the procedure.  
Do not use the medical device if the blister has 
been opened or damaged prior to use.  
See also Contraindications. 
 
Procedures 
The following considerations are proposals from 
RESDEVMED, Unipessoal Lda.. It is important to 
remember that Implantize hybrid implantation 
must only be carried out by a qualified clinician, 
with in-depth knowledge and complete mastery 
of specific surgical techniques related to oral 
implants procedures. 
 
Before surgery: 
1. Perform CT scan using the radiologic protocol 
defined by RESDEVMED. This protocol is readily 
available at www.boneeasy.com. 
2. Order Implantize hybrid to RESDEVMED, 
following the company procedure: submit the 
medical request, send .dicom files and validate 
medical device design.  

 
During surgery: 
1. Maintain a sterile field throughout the 
procedure. 
2. Minimize saliva on site and other 
contamination sources. 
3. After exposure of the maxillary bone, it should 
be trimmed, if necessary. 

4. Adapt and fix the supplied surgical guide. 
5. Make bone preparations for Implantize hybrid. 
6. Test implant adaptation.  
7. After validation of the previous steps, implant 
must be fixed with the fixation screws supplied 
with the implant.  
8. If fixation screw stability is compromised, it 
should be replaced by the respective emergency 
screw, also supplied with the implant. 
 
In case of damage of the screws or bone where 
the screw should be fixated, and the point of 
fixation is capital for implant survival, an 
appliance can be designed by BoneEasy to 
stabilize the implant on new fixation points in a 
future intervention. 
 
Post-operative recommendations 
To ensure optimal healing, careful post-
operative management should be performed. 
Some recommendations include: 
● Application of ice on the face for 2 days. 
● Oral hygiene plan prescribed by the 

clinician, which may include mechanical or 
chemical plaque control and instructions 
on flossing or brushing.  

● Antibiotic therapy at the clinician’s 
discretion (systemic antibiotics are 
mentioned as effective minimizers of post-
operative complications).  

● During the first week, at least one visit for 
patient monitoring and professional 
prophylaxis is recommended.  

● If non-resorbable sutures are used, it 
should be removed one to two weeks post-
operatively, at clinician’s discretion, after 
clinical examination and evaluation. 

● Medical device removal is recommended 
in case of exposure, complications that 
cannot be controlled by standard post-
operative treatments and in case of tissue 
inflammation or evidence of infection, but 
always at the clinician’s discretion. 

● Radiographs can be taken to evaluate 
tissue health and medical device state four 
months post-operatively.  

 
Possible adverse effects 
Possible adverse effects of Implantize hybrid 
usage include (but are not limited to): speech 
problems; pain; swelling; inflammation; thermal 
sensitivity; local or systemic infection; gingivitis; 
gingival irregularities; complications associated 
with the use of anaesthesia; medical device 
mechanical failure or exposure. 
Early removal should always be considered if the 
site becomes compromised in any manner which 

cannot be controlled by standard post-operative 
treatments.  
Report to the manufacturer any adverse effect 
registered and not mentioned in this informative 
document. 
 
Contraindications 
The absence of corticalized bone or lack of screw 
anchoring are contraindications for usage of this 
medical device. 
 
Sterilization 
Implantize hybrid is sterilized by ethylene 
oxide. The package will serve as an effective 
sterile barrier until the “Use By” (expiration) 
date printed on the box. 
 
Storage 
Implantize hybrid should be stored in a cool, 
dry environment. 
 
Patient information 
The patient should be informed by the clinician 
of possible factors mentioned in 
contraindications and adverse effects 
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General information 
The usage of Implantize hybrid must only be 
carried out by a qualified clinician, with in depth 
knowledge and complete mastery of specific 
surgical techniques of oral implants procedures. 
These surgical skills can be obtained in academy 
centres certified by RESDEVMED, Unipessoal 
Lda.  
Implantize hybrid must be used at clinician’s 
discretion, who has the duty to determine if a 
product is suitable for the patient and evaluate 
all relevant circumstances. The clinician is 
responsible for any direct, indirect or harmful 
consequences, which could result from an 
erroneous indication or surgical technique, from 
inappropriate use of the material, or non-
compliance of the safety instructions provided in 
the directions of use. Such complications cannot 
be attributed to the manufacturer or any 
RESDEVMED, Unipessoal Lda. representative.  
RESDEVMED, Unipessoal Lda. disclaims any 
liability, express or implied. 
 
Description 
Implantize hybrid is a titanium grade 5 (Ti6Al4V) 
individualized implant. It is designed over patient 
CT Scan files using segmentation and Computer 
Assisted Design software and produced by 
Selective Laser Melting (SLM). The medical 
device is intended to be stabilized with screws 
and bone retentions at non-atrophic areas. 
Case-specific anatomical models are also 
supplied with the implant. 
 
Properties and Effects 
Implantize hybrid is a long-term medical device, 
intended for dental rehabilitation surgical 
procedures of clinical cases where endosseous 
implants cannot be used.  
Implantize hybrid is custom made, which means 
that it is specific to a patient, registered in 

competent authorities as a tailored made 
medical device. 
Implantize hybrid will be used under load 
bearing situations. Micromovements must be 
avoided and therefore fixation with the supplied 
screws is essential, as well as bone retention at 
non-atrophic areas. 
 
Precautions for use 
During surgery, aseptic rules must be respected 
when using Implantize hybrid. Direct handling of 
the implant and screws must be avoided. If 
needed, avoid touching the chemical treated 
rough areas. 
Implantize hybrid is developed for single use 
only. Do not reuse, reprocess or resterilize. 
Reuse, reprocessing, or resterilization may 
compromise structural integrity of the device 
and/or lead to device failure, which may result in 
patient injury, illness or death. Clinical situation 
of the patient must be monitored continuously.  
Implantize hybrid should not be used with 
anodized osteosynthesis screws. The supplied 
screws must be used for fixation. 
Combination of Implantize hybrid with bone 
substitute materials must be carefully projected, 
considering the indications of each product.  
Patient’s good oral hygiene practices will 
influence the success of the procedure.  
Do not use the medical device if the blister has 
been opened or damaged prior to use.  
See also Contraindications. 
 
Procedures 
The following considerations are proposals from 
RESDEVMED, Unipessoal Lda.. It is important to 
remember that Implantize hybrid implantation 
must only be carried out by a qualified clinician, 
with in-depth knowledge and complete mastery 
of specific surgical techniques related to oral 
implants procedures. 
 
Before surgery: 
1. Perform CT scan using the radiologic protocol 
defined by RESDEVMED. This protocol is readily 
available at www.boneeasy.com. 
2. Order Implantize hybrid to RESDEVMED, 
following the company procedure: submit the 
medical request, send .dicom files and validate 
medical device design.  

 
During surgery: 
1. Maintain a sterile field throughout the 
procedure. 
2. Minimize saliva on site and other 
contamination sources. 
3. After exposure of the maxillary bone, it should 
be trimmed, if necessary. 

4. Adapt and fix the supplied surgical guide. 
5. Make bone preparations for Implantize hybrid. 
6. Test implant adaptation.  
7. After validation of the previous steps, implant 
must be fixed with the fixation screws supplied 
with the implant.  
8. If fixation screw stability is compromised, it 
should be replaced by the respective emergency 
screw, also supplied with the implant. 
 
In case of damage of the screws or bone where 
the screw should be fixated, and the point of 
fixation is capital for implant survival, an 
appliance can be designed by BoneEasy to 
stabilize the implant on new fixation points in a 
future intervention. 
 
Post-operative recommendations 
To ensure optimal healing, careful post-
operative management should be performed. 
Some recommendations include: 
● Application of ice on the face for 2 days. 
● Oral hygiene plan prescribed by the 

clinician, which may include mechanical or 
chemical plaque control and instructions 
on flossing or brushing.  

● Antibiotic therapy at the clinician’s 
discretion (systemic antibiotics are 
mentioned as effective minimizers of post-
operative complications).  

● During the first week, at least one visit for 
patient monitoring and professional 
prophylaxis is recommended.  

● If non-resorbable sutures are used, it 
should be removed one to two weeks post-
operatively, at clinician’s discretion, after 
clinical examination and evaluation. 

● Medical device removal is recommended 
in case of exposure, complications that 
cannot be controlled by standard post-
operative treatments and in case of tissue 
inflammation or evidence of infection, but 
always at the clinician’s discretion. 

● Radiographs can be taken to evaluate 
tissue health and medical device state four 
months post-operatively.  

 
Possible adverse effects 
Possible adverse effects of Implantize hybrid 
usage include (but are not limited to): speech 
problems; pain; swelling; inflammation; thermal 
sensitivity; local or systemic infection; gingivitis; 
gingival irregularities; complications associated 
with the use of anaesthesia; medical device 
mechanical failure or exposure. 
Early removal should always be considered if the 
site becomes compromised in any manner which 

cannot be controlled by standard post-operative 
treatments.  
Report to the manufacturer any adverse effect 
registered and not mentioned in this informative 
document. 
 
Contraindications 
The absence of corticalized bone or lack of screw 
anchoring are contraindications for usage of this 
medical device. 
 
Sterilization 
Implantize hybrid is sterilized by ethylene 
oxide. The package will serve as an effective 
sterile barrier until the “Use By” (expiration) 
date printed on the box. 
 
Storage 
Implantize hybrid should be stored in a cool, 
dry environment. 
 
Patient information 
The patient should be informed by the clinician 
of possible factors mentioned in 
contraindications and adverse effects 
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General information 
The usage of Implantize hybrid must only be 
carried out by a qualified clinician, with in depth 
knowledge and complete mastery of specific 
surgical techniques of oral implants procedures. 
These surgical skills can be obtained in academy 
centres certified by RESDEVMED, Unipessoal 
Lda.  
Implantize hybrid must be used at clinician’s 
discretion, who has the duty to determine if a 
product is suitable for the patient and evaluate 
all relevant circumstances. The clinician is 
responsible for any direct, indirect or harmful 
consequences, which could result from an 
erroneous indication or surgical technique, from 
inappropriate use of the material, or non-
compliance of the safety instructions provided in 
the directions of use. Such complications cannot 
be attributed to the manufacturer or any 
RESDEVMED, Unipessoal Lda. representative.  
RESDEVMED, Unipessoal Lda. disclaims any 
liability, express or implied. 
 
Description 
Implantize hybrid is a titanium grade 5 (Ti6Al4V) 
individualized implant. It is designed over patient 
CT Scan files using segmentation and Computer 
Assisted Design software and produced by 
Selective Laser Melting (SLM). The medical 
device is intended to be stabilized with screws 
and bone retentions at non-atrophic areas. 
Case-specific anatomical models are also 
supplied with the implant. 
 
Properties and Effects 
Implantize hybrid is a long-term medical device, 
intended for dental rehabilitation surgical 
procedures of clinical cases where endosseous 
implants cannot be used.  
Implantize hybrid is custom made, which means 
that it is specific to a patient, registered in 

competent authorities as a tailored made 
medical device. 
Implantize hybrid will be used under load 
bearing situations. Micromovements must be 
avoided and therefore fixation with the supplied 
screws is essential, as well as bone retention at 
non-atrophic areas. 
 
Precautions for use 
During surgery, aseptic rules must be respected 
when using Implantize hybrid. Direct handling of 
the implant and screws must be avoided. If 
needed, avoid touching the chemical treated 
rough areas. 
Implantize hybrid is developed for single use 
only. Do not reuse, reprocess or resterilize. 
Reuse, reprocessing, or resterilization may 
compromise structural integrity of the device 
and/or lead to device failure, which may result in 
patient injury, illness or death. Clinical situation 
of the patient must be monitored continuously.  
Implantize hybrid should not be used with 
anodized osteosynthesis screws. The supplied 
screws must be used for fixation. 
Combination of Implantize hybrid with bone 
substitute materials must be carefully projected, 
considering the indications of each product.  
Patient’s good oral hygiene practices will 
influence the success of the procedure.  
Do not use the medical device if the blister has 
been opened or damaged prior to use.  
See also Contraindications. 
 
Procedures 
The following considerations are proposals from 
RESDEVMED, Unipessoal Lda.. It is important to 
remember that Implantize hybrid implantation 
must only be carried out by a qualified clinician, 
with in-depth knowledge and complete mastery 
of specific surgical techniques related to oral 
implants procedures. 
 
Before surgery: 
1. Perform CT scan using the radiologic protocol 
defined by RESDEVMED. This protocol is readily 
available at www.boneeasy.com. 
2. Order Implantize hybrid to RESDEVMED, 
following the company procedure: submit the 
medical request, send .dicom files and validate 
medical device design.  

 
During surgery: 
1. Maintain a sterile field throughout the 
procedure. 
2. Minimize saliva on site and other 
contamination sources. 
3. After exposure of the maxillary bone, it should 
be trimmed, if necessary. 

4. Adapt and fix the supplied surgical guide. 
5. Make bone preparations for Implantize hybrid. 
6. Test implant adaptation.  
7. After validation of the previous steps, implant 
must be fixed with the fixation screws supplied 
with the implant.  
8. If fixation screw stability is compromised, it 
should be replaced by the respective emergency 
screw, also supplied with the implant. 
 
In case of damage of the screws or bone where 
the screw should be fixated, and the point of 
fixation is capital for implant survival, an 
appliance can be designed by BoneEasy to 
stabilize the implant on new fixation points in a 
future intervention. 
 
Post-operative recommendations 
To ensure optimal healing, careful post-
operative management should be performed. 
Some recommendations include: 
● Application of ice on the face for 2 days. 
● Oral hygiene plan prescribed by the 

clinician, which may include mechanical or 
chemical plaque control and instructions 
on flossing or brushing.  

● Antibiotic therapy at the clinician’s 
discretion (systemic antibiotics are 
mentioned as effective minimizers of post-
operative complications).  

● During the first week, at least one visit for 
patient monitoring and professional 
prophylaxis is recommended.  

● If non-resorbable sutures are used, it 
should be removed one to two weeks post-
operatively, at clinician’s discretion, after 
clinical examination and evaluation. 

● Medical device removal is recommended 
in case of exposure, complications that 
cannot be controlled by standard post-
operative treatments and in case of tissue 
inflammation or evidence of infection, but 
always at the clinician’s discretion. 

● Radiographs can be taken to evaluate 
tissue health and medical device state four 
months post-operatively.  

 
Possible adverse effects 
Possible adverse effects of Implantize hybrid 
usage include (but are not limited to): speech 
problems; pain; swelling; inflammation; thermal 
sensitivity; local or systemic infection; gingivitis; 
gingival irregularities; complications associated 
with the use of anaesthesia; medical device 
mechanical failure or exposure. 
Early removal should always be considered if the 
site becomes compromised in any manner which 

cannot be controlled by standard post-operative 
treatments.  
Report to the manufacturer any adverse effect 
registered and not mentioned in this informative 
document. 
 
Contraindications 
The absence of corticalized bone or lack of screw 
anchoring are contraindications for usage of this 
medical device. 
 
Sterilization 
Implantize hybrid is sterilized by ethylene 
oxide. The package will serve as an effective 
sterile barrier until the “Use By” (expiration) 
date printed on the box. 
 
Storage 
Implantize hybrid should be stored in a cool, 
dry environment. 
 
Patient information 
The patient should be informed by the clinician 
of possible factors mentioned in 
contraindications and adverse effects 
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Made in Portugal by: 
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Travessa do Navega, 436 C, Arada, 3885-183, 
Ovar, Portugal 
tel (351) 256782047 
cel (351) 915399974 
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General information 
The usage of Implantize hybrid must only be 
carried out by a qualified clinician, with in depth 
knowledge and complete mastery of specific 
surgical techniques of oral implants procedures. 
These surgical skills can be obtained in academy 
centres certified by RESDEVMED, Unipessoal 
Lda.  
Implantize hybrid must be used at clinician’s 
discretion, who has the duty to determine if a 
product is suitable for the patient and evaluate 
all relevant circumstances. The clinician is 
responsible for any direct, indirect or harmful 
consequences, which could result from an 
erroneous indication or surgical technique, from 
inappropriate use of the material, or non-
compliance of the safety instructions provided in 
the directions of use. Such complications cannot 
be attributed to the manufacturer or any 
RESDEVMED, Unipessoal Lda. representative.  
RESDEVMED, Unipessoal Lda. disclaims any 
liability, express or implied. 
 
Description 
Implantize hybrid is a titanium grade 5 (Ti6Al4V) 
individualized implant. It is designed over patient 
CT Scan files using segmentation and Computer 
Assisted Design software and produced by 
Selective Laser Melting (SLM). The medical 
device is intended to be stabilized with screws 
and bone retentions at non-atrophic areas. 
Case-specific anatomical models are also 
supplied with the implant. 
 
Properties and Effects 
Implantize hybrid is a long-term medical device, 
intended for dental rehabilitation surgical 
procedures of clinical cases where endosseous 
implants cannot be used.  
Implantize hybrid is custom made, which means 
that it is specific to a patient, registered in 

competent authorities as a tailored made 
medical device. 
Implantize hybrid will be used under load 
bearing situations. Micromovements must be 
avoided and therefore fixation with the supplied 
screws is essential, as well as bone retention at 
non-atrophic areas. 
 
Precautions for use 
During surgery, aseptic rules must be respected 
when using Implantize hybrid. Direct handling of 
the implant and screws must be avoided. If 
needed, avoid touching the chemical treated 
rough areas. 
Implantize hybrid is developed for single use 
only. Do not reuse, reprocess or resterilize. 
Reuse, reprocessing, or resterilization may 
compromise structural integrity of the device 
and/or lead to device failure, which may result in 
patient injury, illness or death. Clinical situation 
of the patient must be monitored continuously.  
Implantize hybrid should not be used with 
anodized osteosynthesis screws. The supplied 
screws must be used for fixation. 
Combination of Implantize hybrid with bone 
substitute materials must be carefully projected, 
considering the indications of each product.  
Patient’s good oral hygiene practices will 
influence the success of the procedure.  
Do not use the medical device if the blister has 
been opened or damaged prior to use.  
See also Contraindications. 
 
Procedures 
The following considerations are proposals from 
RESDEVMED, Unipessoal Lda.. It is important to 
remember that Implantize hybrid implantation 
must only be carried out by a qualified clinician, 
with in-depth knowledge and complete mastery 
of specific surgical techniques related to oral 
implants procedures. 
 
Before surgery: 
1. Perform CT scan using the radiologic protocol 
defined by RESDEVMED. This protocol is readily 
available at www.boneeasy.com. 
2. Order Implantize hybrid to RESDEVMED, 
following the company procedure: submit the 
medical request, send .dicom files and validate 
medical device design.  

 
During surgery: 
1. Maintain a sterile field throughout the 
procedure. 
2. Minimize saliva on site and other 
contamination sources. 
3. After exposure of the maxillary bone, it should 
be trimmed, if necessary. 

4. Adapt and fix the supplied surgical guide. 
5. Make bone preparations for Implantize hybrid. 
6. Test implant adaptation.  
7. After validation of the previous steps, implant 
must be fixed with the fixation screws supplied 
with the implant.  
8. If fixation screw stability is compromised, it 
should be replaced by the respective emergency 
screw, also supplied with the implant. 
 
In case of damage of the screws or bone where 
the screw should be fixated, and the point of 
fixation is capital for implant survival, an 
appliance can be designed by BoneEasy to 
stabilize the implant on new fixation points in a 
future intervention. 
 
Post-operative recommendations 
To ensure optimal healing, careful post-
operative management should be performed. 
Some recommendations include: 
● Application of ice on the face for 2 days. 
● Oral hygiene plan prescribed by the 

clinician, which may include mechanical or 
chemical plaque control and instructions 
on flossing or brushing.  

● Antibiotic therapy at the clinician’s 
discretion (systemic antibiotics are 
mentioned as effective minimizers of post-
operative complications).  

● During the first week, at least one visit for 
patient monitoring and professional 
prophylaxis is recommended.  

● If non-resorbable sutures are used, it 
should be removed one to two weeks post-
operatively, at clinician’s discretion, after 
clinical examination and evaluation. 

● Medical device removal is recommended 
in case of exposure, complications that 
cannot be controlled by standard post-
operative treatments and in case of tissue 
inflammation or evidence of infection, but 
always at the clinician’s discretion. 

● Radiographs can be taken to evaluate 
tissue health and medical device state four 
months post-operatively.  

 
Possible adverse effects 
Possible adverse effects of Implantize hybrid 
usage include (but are not limited to): speech 
problems; pain; swelling; inflammation; thermal 
sensitivity; local or systemic infection; gingivitis; 
gingival irregularities; complications associated 
with the use of anaesthesia; medical device 
mechanical failure or exposure. 
Early removal should always be considered if the 
site becomes compromised in any manner which 

cannot be controlled by standard post-operative 
treatments.  
Report to the manufacturer any adverse effect 
registered and not mentioned in this informative 
document. 
 
Contraindications 
The absence of corticalized bone or lack of screw 
anchoring are contraindications for usage of this 
medical device. 
 
Sterilization 
Implantize hybrid is sterilized by ethylene 
oxide. The package will serve as an effective 
sterile barrier until the “Use By” (expiration) 
date printed on the box. 
 
Storage 
Implantize hybrid should be stored in a cool, 
dry environment. 
 
Patient information 
The patient should be informed by the clinician 
of possible factors mentioned in 
contraindications and adverse effects 
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Implantize hybrid
Tailored-made hybrid implant.

Practical information for the clinician
Made in Portugal by:
RESDEVMED, Unipessoal Lda
Travessa do Navega, 436 C, Arada, 3885-
183, Ovar, Portugal
tel (351) 256782047
cel (351) 915399974
www.boneeasy.com

General information
The usage of Implantize hybrid must only 
be carried out by a qualified clinician, with 
in depth knowledge and complete mastery 
of specific surgical techniques of oral im-
plants procedures. These surgical skills can 
be obtained in academy centres certified by 
RESDEVMED, Unipessoal Lda.
Implantize hybrid must be used at clini-
cian’s discretion, who has the duty to deter-
mine if a product is suitable for the patient 
and evaluate all relevant circumstances. 
The clinician is responsible for any direct, 
indirect or harmful consequences, which 
could result from an erroneous indication or 
surgical technique, from inappropriate use 
of the material, or non-compliance of the 
safety instructions provided in the direc-
tions of use. Such complications cannot be 
attributed to the manufacturer or any RES-
DEVMED, Unipessoal Lda. representative.
RESDEVMED, Unipessoal Lda. disclaims 
any liability, express or implied.

Description
Implantize hybrid is a titanium grade 5 
(Ti6Al4V ) individualized implant. It is de-
signed over patient CT Scan files using 
segmentation and Computer Assisted De-
sign software and produced by Selective 
Laser Melting (SLM). The medical device is 
intended to be stabilized with screws and 
bone retentions at non-atrophic areas.

Case-specific anatomical models are also 
supplied with the implant.

Properties and Effects
Implantize hybrid is a long-term medical 
device, intended for dental rehabilitation 
surgical procedures of clinical cases where 
endosseous implants cannot be used.
Implantize hybrid is custom made, which 
means that it is specific to a patient, regis-
tered in competent authorities as a tailored 
made medical device.
Implantize hybrid will be used under load 
bearing situations. Micromovements must 
be avoided and therefore fixation with the 
supplied screws is essential, as well as 
bone retention at non-atrophic areas.

Precautions for use
During surgery, aseptic rules must be re-
spected when using Implantize hybrid. 
Direct handling of the implant and screws 
must be avoided. If needed, avoid touching 
the chemical treated rough areas.
Implantize hybrid is developed for single 
use only. Do not reuse, reprocess or rester-
ilize. Reuse, reprocessing, or resterilization 
may compromise structural integrity of the 
device and/or lead to device failure, which 
may result in patient injury, illness or death. 
Clinical situation of the patient must be 
monitored continuously.
Implantize hybrid should not be used with 
anodized osteosynthesis screws. The sup-
plied screws must be used for fixation.
Combination of Implantize hybrid with bone 
substitute materials must be carefully pro-
jected, considering the indications of each 
product.
Patient’s good oral hygiene practices will 
influence the success of the procedure.
Do not use the medical device if the blister 
has been opened or damaged prior to use.
See also Contraindications.

Procedures
The following considerations are propos-
als from RESDEVMED, Unipessoal Lda.. It 
is important to remember that Implantize 
hybrid implantation must only be carried 

out by a qualified clinician, with in-depth 
knowledge and complete mastery of spe-
cific surgical techniques related to oral im-
plants procedures.

Before surgery:
1. Perform CT scan using the radiologic 

protocol defined by RESDEVMED. 
This protocol is readily available at 
www.boneeasy.com.

2. Order Implantize hybrid to RESDEVMED, 
following the company procedure: submit 
the medical request, send .dicom files 
and validate medical device design.

During surgery:
1. Maintain a sterile field throughout the 

procedure.
2. Minimize saliva on site and other conta-

mination sources.
3. After exposure of the maxillary bone, it 

should be trimmed, if necessary.
4. Adapt and fix the supplied surgical guide.
5. Make bone preparations for Implantize 

hybrid.
6. Test implant adaptation.
7. After validation of the previous steps, 

implant must be fixed with the fixation 
screws supplied with the implant.

8. If fixation screw stability is com-
promised, it should be replaced by 
the respective emergency screw, 
also supplied with the implant. 
In case of damage of the screws or bone 
where the screw should be fixated, and 
the point of fixation is capital for implant 
survival, an appliance can be designed 
by BoneEasy to stabilize the implant on 
new fixation points in a future interven-
tion.

Post-operative recommendations
To ensure optimal healing, careful post-op-
erative management should be performed. 
Some recommendations include:
• Application of ice on the face for 2 days.
• Oral hygiene plan prescribed by the cli-

nician, which may include mechanical or 
chemical plaque control and instructions 
on flossing or brushing.

• Antibiotic therapy at the clinician’s dis-
cretion (systemic antibiotics are mentio-
ned as effective minimizers of post-ope-
rative complications).

• During the first week, at least one visit 
for patient monitoring and professional 
prophylaxis is recommended.

• If non-resorbable sutures are used, it 
should be removed one to two weeks 
post-operatively, at clinician’s discretion, 
after clinical examination and evaluation.

• Medical device removal is recommen-
ded in case of exposure, complications 
that cannot be controlled by standard 
post-operative treatments and in case of 
tissue inflammation or evidence of infec-
tion, but always at the clinician’s discre-
tion.

• Radiographs can be taken to evaluate tis-
sue health and medical device state four 
months post-operatively.

Possible adverse effects
Possible adverse effects of Implantize hy-
brid usage include (but are not limited to): 
speech problems; pain; swelling; inflamma-
tion; thermal sensitivity; local or systemic 
infection; gingivitis; gingival irregularities; 
complications associated with the use of 
anaesthesia; medical device mechanical 
failure or exposure.
Early removal should always be considered 
if the site becomes compromised in any 
manner which cannot be controlled by stan-
dard post-operative treatments.
Report to the manufacturer any adverse 
effect registered and not mentioned in this 
informative document.

Contraindications
The absence of corticalized bone or lack of 
screw anchoring are contraindications for 
usage of this medical device.

Sterilization
Implantize hybrid is sterilized by ethylene 
oxide. The package will serve as an effec-
tive sterile barrier until the “Use By” (expi-
ration) date printed on the box.

Storage
Implantize hybrid should be stored in a cool, 
dry environment.

Patient information
The patient should be informed by the clini-
cian of possible factors mentioned in con-
traindications and adverse effects
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General information 
The usage of Implantize hybrid must only be 
carried out by a qualified clinician, with in depth 
knowledge and complete mastery of specific 
surgical techniques of oral implants procedures. 
These surgical skills can be obtained in academy 
centres certified by RESDEVMED, Unipessoal 
Lda.  
Implantize hybrid must be used at clinician’s 
discretion, who has the duty to determine if a 
product is suitable for the patient and evaluate 
all relevant circumstances. The clinician is 
responsible for any direct, indirect or harmful 
consequences, which could result from an 
erroneous indication or surgical technique, from 
inappropriate use of the material, or non-
compliance of the safety instructions provided in 
the directions of use. Such complications cannot 
be attributed to the manufacturer or any 
RESDEVMED, Unipessoal Lda. representative.  
RESDEVMED, Unipessoal Lda. disclaims any 
liability, express or implied. 
 
Description 
Implantize hybrid is a titanium grade 5 (Ti6Al4V) 
individualized implant. It is designed over patient 
CT Scan files using segmentation and Computer 
Assisted Design software and produced by 
Selective Laser Melting (SLM). The medical 
device is intended to be stabilized with screws 
and bone retentions at non-atrophic areas. 
Case-specific anatomical models are also 
supplied with the implant. 
 
Properties and Effects 
Implantize hybrid is a long-term medical device, 
intended for dental rehabilitation surgical 
procedures of clinical cases where endosseous 
implants cannot be used.  
Implantize hybrid is custom made, which means 
that it is specific to a patient, registered in 

competent authorities as a tailored made 
medical device. 
Implantize hybrid will be used under load 
bearing situations. Micromovements must be 
avoided and therefore fixation with the supplied 
screws is essential, as well as bone retention at 
non-atrophic areas. 
 
Precautions for use 
During surgery, aseptic rules must be respected 
when using Implantize hybrid. Direct handling of 
the implant and screws must be avoided. If 
needed, avoid touching the chemical treated 
rough areas. 
Implantize hybrid is developed for single use 
only. Do not reuse, reprocess or resterilize. 
Reuse, reprocessing, or resterilization may 
compromise structural integrity of the device 
and/or lead to device failure, which may result in 
patient injury, illness or death. Clinical situation 
of the patient must be monitored continuously.  
Implantize hybrid should not be used with 
anodized osteosynthesis screws. The supplied 
screws must be used for fixation. 
Combination of Implantize hybrid with bone 
substitute materials must be carefully projected, 
considering the indications of each product.  
Patient’s good oral hygiene practices will 
influence the success of the procedure.  
Do not use the medical device if the blister has 
been opened or damaged prior to use.  
See also Contraindications. 
 
Procedures 
The following considerations are proposals from 
RESDEVMED, Unipessoal Lda.. It is important to 
remember that Implantize hybrid implantation 
must only be carried out by a qualified clinician, 
with in-depth knowledge and complete mastery 
of specific surgical techniques related to oral 
implants procedures. 
 
Before surgery: 
1. Perform CT scan using the radiologic protocol 
defined by RESDEVMED. This protocol is readily 
available at www.boneeasy.com. 
2. Order Implantize hybrid to RESDEVMED, 
following the company procedure: submit the 
medical request, send .dicom files and validate 
medical device design.  

 
During surgery: 
1. Maintain a sterile field throughout the 
procedure. 
2. Minimize saliva on site and other 
contamination sources. 
3. After exposure of the maxillary bone, it should 
be trimmed, if necessary. 

4. Adapt and fix the supplied surgical guide. 
5. Make bone preparations for Implantize hybrid. 
6. Test implant adaptation.  
7. After validation of the previous steps, implant 
must be fixed with the fixation screws supplied 
with the implant.  
8. If fixation screw stability is compromised, it 
should be replaced by the respective emergency 
screw, also supplied with the implant. 
 
In case of damage of the screws or bone where 
the screw should be fixated, and the point of 
fixation is capital for implant survival, an 
appliance can be designed by BoneEasy to 
stabilize the implant on new fixation points in a 
future intervention. 
 
Post-operative recommendations 
To ensure optimal healing, careful post-
operative management should be performed. 
Some recommendations include: 
● Application of ice on the face for 2 days. 
● Oral hygiene plan prescribed by the 

clinician, which may include mechanical or 
chemical plaque control and instructions 
on flossing or brushing.  

● Antibiotic therapy at the clinician’s 
discretion (systemic antibiotics are 
mentioned as effective minimizers of post-
operative complications).  

● During the first week, at least one visit for 
patient monitoring and professional 
prophylaxis is recommended.  

● If non-resorbable sutures are used, it 
should be removed one to two weeks post-
operatively, at clinician’s discretion, after 
clinical examination and evaluation. 

● Medical device removal is recommended 
in case of exposure, complications that 
cannot be controlled by standard post-
operative treatments and in case of tissue 
inflammation or evidence of infection, but 
always at the clinician’s discretion. 

● Radiographs can be taken to evaluate 
tissue health and medical device state four 
months post-operatively.  

 
Possible adverse effects 
Possible adverse effects of Implantize hybrid 
usage include (but are not limited to): speech 
problems; pain; swelling; inflammation; thermal 
sensitivity; local or systemic infection; gingivitis; 
gingival irregularities; complications associated 
with the use of anaesthesia; medical device 
mechanical failure or exposure. 
Early removal should always be considered if the 
site becomes compromised in any manner which 

cannot be controlled by standard post-operative 
treatments.  
Report to the manufacturer any adverse effect 
registered and not mentioned in this informative 
document. 
 
Contraindications 
The absence of corticalized bone or lack of screw 
anchoring are contraindications for usage of this 
medical device. 
 
Sterilization 
Implantize hybrid is sterilized by ethylene 
oxide. The package will serve as an effective 
sterile barrier until the “Use By” (expiration) 
date printed on the box. 
 
Storage 
Implantize hybrid should be stored in a cool, 
dry environment. 
 
Patient information 
The patient should be informed by the clinician 
of possible factors mentioned in 
contraindications and adverse effects 
 
Last review: September/2018 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 
 
 
 
 
 

 
Lot code 

 
Expiry date 

 
Do not reuse 

 
Manufacturer 

 

Sterilized 
using ethylene 

oxide 

 
Manufacturer 

date 

 

Caution, see 
instructions 

for use 

 

Consult 
instructions 

for use 
 
 
  

Implantize hybrid 
Tailored-made hybrid implant 
 
Practical information for the clinician 

 
Made in Portugal by: 
RESDEVMED, Unipessoal Lda 
Travessa do Navega, 436 C, Arada, 3885-183, 
Ovar, Portugal 
tel (351) 256782047 
cel (351) 915399974 
www.boneeasy.com 
 
General information 
The usage of Implantize hybrid must only be 
carried out by a qualified clinician, with in depth 
knowledge and complete mastery of specific 
surgical techniques of oral implants procedures. 
These surgical skills can be obtained in academy 
centres certified by RESDEVMED, Unipessoal 
Lda.  
Implantize hybrid must be used at clinician’s 
discretion, who has the duty to determine if a 
product is suitable for the patient and evaluate 
all relevant circumstances. The clinician is 
responsible for any direct, indirect or harmful 
consequences, which could result from an 
erroneous indication or surgical technique, from 
inappropriate use of the material, or non-
compliance of the safety instructions provided in 
the directions of use. Such complications cannot 
be attributed to the manufacturer or any 
RESDEVMED, Unipessoal Lda. representative.  
RESDEVMED, Unipessoal Lda. disclaims any 
liability, express or implied. 
 
Description 
Implantize hybrid is a titanium grade 5 (Ti6Al4V) 
individualized implant. It is designed over patient 
CT Scan files using segmentation and Computer 
Assisted Design software and produced by 
Selective Laser Melting (SLM). The medical 
device is intended to be stabilized with screws 
and bone retentions at non-atrophic areas. 
Case-specific anatomical models are also 
supplied with the implant. 
 
Properties and Effects 
Implantize hybrid is a long-term medical device, 
intended for dental rehabilitation surgical 
procedures of clinical cases where endosseous 
implants cannot be used.  
Implantize hybrid is custom made, which means 
that it is specific to a patient, registered in 

competent authorities as a tailored made 
medical device. 
Implantize hybrid will be used under load 
bearing situations. Micromovements must be 
avoided and therefore fixation with the supplied 
screws is essential, as well as bone retention at 
non-atrophic areas. 
 
Precautions for use 
During surgery, aseptic rules must be respected 
when using Implantize hybrid. Direct handling of 
the implant and screws must be avoided. If 
needed, avoid touching the chemical treated 
rough areas. 
Implantize hybrid is developed for single use 
only. Do not reuse, reprocess or resterilize. 
Reuse, reprocessing, or resterilization may 
compromise structural integrity of the device 
and/or lead to device failure, which may result in 
patient injury, illness or death. Clinical situation 
of the patient must be monitored continuously.  
Implantize hybrid should not be used with 
anodized osteosynthesis screws. The supplied 
screws must be used for fixation. 
Combination of Implantize hybrid with bone 
substitute materials must be carefully projected, 
considering the indications of each product.  
Patient’s good oral hygiene practices will 
influence the success of the procedure.  
Do not use the medical device if the blister has 
been opened or damaged prior to use.  
See also Contraindications. 
 
Procedures 
The following considerations are proposals from 
RESDEVMED, Unipessoal Lda.. It is important to 
remember that Implantize hybrid implantation 
must only be carried out by a qualified clinician, 
with in-depth knowledge and complete mastery 
of specific surgical techniques related to oral 
implants procedures. 
 
Before surgery: 
1. Perform CT scan using the radiologic protocol 
defined by RESDEVMED. This protocol is readily 
available at www.boneeasy.com. 
2. Order Implantize hybrid to RESDEVMED, 
following the company procedure: submit the 
medical request, send .dicom files and validate 
medical device design.  

 
During surgery: 
1. Maintain a sterile field throughout the 
procedure. 
2. Minimize saliva on site and other 
contamination sources. 
3. After exposure of the maxillary bone, it should 
be trimmed, if necessary. 

4. Adapt and fix the supplied surgical guide. 
5. Make bone preparations for Implantize hybrid. 
6. Test implant adaptation.  
7. After validation of the previous steps, implant 
must be fixed with the fixation screws supplied 
with the implant.  
8. If fixation screw stability is compromised, it 
should be replaced by the respective emergency 
screw, also supplied with the implant. 
 
In case of damage of the screws or bone where 
the screw should be fixated, and the point of 
fixation is capital for implant survival, an 
appliance can be designed by BoneEasy to 
stabilize the implant on new fixation points in a 
future intervention. 
 
Post-operative recommendations 
To ensure optimal healing, careful post-
operative management should be performed. 
Some recommendations include: 
● Application of ice on the face for 2 days. 
● Oral hygiene plan prescribed by the 

clinician, which may include mechanical or 
chemical plaque control and instructions 
on flossing or brushing.  

● Antibiotic therapy at the clinician’s 
discretion (systemic antibiotics are 
mentioned as effective minimizers of post-
operative complications).  

● During the first week, at least one visit for 
patient monitoring and professional 
prophylaxis is recommended.  

● If non-resorbable sutures are used, it 
should be removed one to two weeks post-
operatively, at clinician’s discretion, after 
clinical examination and evaluation. 

● Medical device removal is recommended 
in case of exposure, complications that 
cannot be controlled by standard post-
operative treatments and in case of tissue 
inflammation or evidence of infection, but 
always at the clinician’s discretion. 

● Radiographs can be taken to evaluate 
tissue health and medical device state four 
months post-operatively.  

 
Possible adverse effects 
Possible adverse effects of Implantize hybrid 
usage include (but are not limited to): speech 
problems; pain; swelling; inflammation; thermal 
sensitivity; local or systemic infection; gingivitis; 
gingival irregularities; complications associated 
with the use of anaesthesia; medical device 
mechanical failure or exposure. 
Early removal should always be considered if the 
site becomes compromised in any manner which 

cannot be controlled by standard post-operative 
treatments.  
Report to the manufacturer any adverse effect 
registered and not mentioned in this informative 
document. 
 
Contraindications 
The absence of corticalized bone or lack of screw 
anchoring are contraindications for usage of this 
medical device. 
 
Sterilization 
Implantize hybrid is sterilized by ethylene 
oxide. The package will serve as an effective 
sterile barrier until the “Use By” (expiration) 
date printed on the box. 
 
Storage 
Implantize hybrid should be stored in a cool, 
dry environment. 
 
Patient information 
The patient should be informed by the clinician 
of possible factors mentioned in 
contraindications and adverse effects 
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General information 
The usage of Implantize hybrid must only be 
carried out by a qualified clinician, with in depth 
knowledge and complete mastery of specific 
surgical techniques of oral implants procedures. 
These surgical skills can be obtained in academy 
centres certified by RESDEVMED, Unipessoal 
Lda.  
Implantize hybrid must be used at clinician’s 
discretion, who has the duty to determine if a 
product is suitable for the patient and evaluate 
all relevant circumstances. The clinician is 
responsible for any direct, indirect or harmful 
consequences, which could result from an 
erroneous indication or surgical technique, from 
inappropriate use of the material, or non-
compliance of the safety instructions provided in 
the directions of use. Such complications cannot 
be attributed to the manufacturer or any 
RESDEVMED, Unipessoal Lda. representative.  
RESDEVMED, Unipessoal Lda. disclaims any 
liability, express or implied. 
 
Description 
Implantize hybrid is a titanium grade 5 (Ti6Al4V) 
individualized implant. It is designed over patient 
CT Scan files using segmentation and Computer 
Assisted Design software and produced by 
Selective Laser Melting (SLM). The medical 
device is intended to be stabilized with screws 
and bone retentions at non-atrophic areas. 
Case-specific anatomical models are also 
supplied with the implant. 
 
Properties and Effects 
Implantize hybrid is a long-term medical device, 
intended for dental rehabilitation surgical 
procedures of clinical cases where endosseous 
implants cannot be used.  
Implantize hybrid is custom made, which means 
that it is specific to a patient, registered in 

competent authorities as a tailored made 
medical device. 
Implantize hybrid will be used under load 
bearing situations. Micromovements must be 
avoided and therefore fixation with the supplied 
screws is essential, as well as bone retention at 
non-atrophic areas. 
 
Precautions for use 
During surgery, aseptic rules must be respected 
when using Implantize hybrid. Direct handling of 
the implant and screws must be avoided. If 
needed, avoid touching the chemical treated 
rough areas. 
Implantize hybrid is developed for single use 
only. Do not reuse, reprocess or resterilize. 
Reuse, reprocessing, or resterilization may 
compromise structural integrity of the device 
and/or lead to device failure, which may result in 
patient injury, illness or death. Clinical situation 
of the patient must be monitored continuously.  
Implantize hybrid should not be used with 
anodized osteosynthesis screws. The supplied 
screws must be used for fixation. 
Combination of Implantize hybrid with bone 
substitute materials must be carefully projected, 
considering the indications of each product.  
Patient’s good oral hygiene practices will 
influence the success of the procedure.  
Do not use the medical device if the blister has 
been opened or damaged prior to use.  
See also Contraindications. 
 
Procedures 
The following considerations are proposals from 
RESDEVMED, Unipessoal Lda.. It is important to 
remember that Implantize hybrid implantation 
must only be carried out by a qualified clinician, 
with in-depth knowledge and complete mastery 
of specific surgical techniques related to oral 
implants procedures. 
 
Before surgery: 
1. Perform CT scan using the radiologic protocol 
defined by RESDEVMED. This protocol is readily 
available at www.boneeasy.com. 
2. Order Implantize hybrid to RESDEVMED, 
following the company procedure: submit the 
medical request, send .dicom files and validate 
medical device design.  

 
During surgery: 
1. Maintain a sterile field throughout the 
procedure. 
2. Minimize saliva on site and other 
contamination sources. 
3. After exposure of the maxillary bone, it should 
be trimmed, if necessary. 

4. Adapt and fix the supplied surgical guide. 
5. Make bone preparations for Implantize hybrid. 
6. Test implant adaptation.  
7. After validation of the previous steps, implant 
must be fixed with the fixation screws supplied 
with the implant.  
8. If fixation screw stability is compromised, it 
should be replaced by the respective emergency 
screw, also supplied with the implant. 
 
In case of damage of the screws or bone where 
the screw should be fixated, and the point of 
fixation is capital for implant survival, an 
appliance can be designed by BoneEasy to 
stabilize the implant on new fixation points in a 
future intervention. 
 
Post-operative recommendations 
To ensure optimal healing, careful post-
operative management should be performed. 
Some recommendations include: 
● Application of ice on the face for 2 days. 
● Oral hygiene plan prescribed by the 

clinician, which may include mechanical or 
chemical plaque control and instructions 
on flossing or brushing.  

● Antibiotic therapy at the clinician’s 
discretion (systemic antibiotics are 
mentioned as effective minimizers of post-
operative complications).  

● During the first week, at least one visit for 
patient monitoring and professional 
prophylaxis is recommended.  

● If non-resorbable sutures are used, it 
should be removed one to two weeks post-
operatively, at clinician’s discretion, after 
clinical examination and evaluation. 

● Medical device removal is recommended 
in case of exposure, complications that 
cannot be controlled by standard post-
operative treatments and in case of tissue 
inflammation or evidence of infection, but 
always at the clinician’s discretion. 

● Radiographs can be taken to evaluate 
tissue health and medical device state four 
months post-operatively.  

 
Possible adverse effects 
Possible adverse effects of Implantize hybrid 
usage include (but are not limited to): speech 
problems; pain; swelling; inflammation; thermal 
sensitivity; local or systemic infection; gingivitis; 
gingival irregularities; complications associated 
with the use of anaesthesia; medical device 
mechanical failure or exposure. 
Early removal should always be considered if the 
site becomes compromised in any manner which 

cannot be controlled by standard post-operative 
treatments.  
Report to the manufacturer any adverse effect 
registered and not mentioned in this informative 
document. 
 
Contraindications 
The absence of corticalized bone or lack of screw 
anchoring are contraindications for usage of this 
medical device. 
 
Sterilization 
Implantize hybrid is sterilized by ethylene 
oxide. The package will serve as an effective 
sterile barrier until the “Use By” (expiration) 
date printed on the box. 
 
Storage 
Implantize hybrid should be stored in a cool, 
dry environment. 
 
Patient information 
The patient should be informed by the clinician 
of possible factors mentioned in 
contraindications and adverse effects 
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General information 
The usage of Implantize hybrid must only be 
carried out by a qualified clinician, with in depth 
knowledge and complete mastery of specific 
surgical techniques of oral implants procedures. 
These surgical skills can be obtained in academy 
centres certified by RESDEVMED, Unipessoal 
Lda.  
Implantize hybrid must be used at clinician’s 
discretion, who has the duty to determine if a 
product is suitable for the patient and evaluate 
all relevant circumstances. The clinician is 
responsible for any direct, indirect or harmful 
consequences, which could result from an 
erroneous indication or surgical technique, from 
inappropriate use of the material, or non-
compliance of the safety instructions provided in 
the directions of use. Such complications cannot 
be attributed to the manufacturer or any 
RESDEVMED, Unipessoal Lda. representative.  
RESDEVMED, Unipessoal Lda. disclaims any 
liability, express or implied. 
 
Description 
Implantize hybrid is a titanium grade 5 (Ti6Al4V) 
individualized implant. It is designed over patient 
CT Scan files using segmentation and Computer 
Assisted Design software and produced by 
Selective Laser Melting (SLM). The medical 
device is intended to be stabilized with screws 
and bone retentions at non-atrophic areas. 
Case-specific anatomical models are also 
supplied with the implant. 
 
Properties and Effects 
Implantize hybrid is a long-term medical device, 
intended for dental rehabilitation surgical 
procedures of clinical cases where endosseous 
implants cannot be used.  
Implantize hybrid is custom made, which means 
that it is specific to a patient, registered in 

competent authorities as a tailored made 
medical device. 
Implantize hybrid will be used under load 
bearing situations. Micromovements must be 
avoided and therefore fixation with the supplied 
screws is essential, as well as bone retention at 
non-atrophic areas. 
 
Precautions for use 
During surgery, aseptic rules must be respected 
when using Implantize hybrid. Direct handling of 
the implant and screws must be avoided. If 
needed, avoid touching the chemical treated 
rough areas. 
Implantize hybrid is developed for single use 
only. Do not reuse, reprocess or resterilize. 
Reuse, reprocessing, or resterilization may 
compromise structural integrity of the device 
and/or lead to device failure, which may result in 
patient injury, illness or death. Clinical situation 
of the patient must be monitored continuously.  
Implantize hybrid should not be used with 
anodized osteosynthesis screws. The supplied 
screws must be used for fixation. 
Combination of Implantize hybrid with bone 
substitute materials must be carefully projected, 
considering the indications of each product.  
Patient’s good oral hygiene practices will 
influence the success of the procedure.  
Do not use the medical device if the blister has 
been opened or damaged prior to use.  
See also Contraindications. 
 
Procedures 
The following considerations are proposals from 
RESDEVMED, Unipessoal Lda.. It is important to 
remember that Implantize hybrid implantation 
must only be carried out by a qualified clinician, 
with in-depth knowledge and complete mastery 
of specific surgical techniques related to oral 
implants procedures. 
 
Before surgery: 
1. Perform CT scan using the radiologic protocol 
defined by RESDEVMED. This protocol is readily 
available at www.boneeasy.com. 
2. Order Implantize hybrid to RESDEVMED, 
following the company procedure: submit the 
medical request, send .dicom files and validate 
medical device design.  

 
During surgery: 
1. Maintain a sterile field throughout the 
procedure. 
2. Minimize saliva on site and other 
contamination sources. 
3. After exposure of the maxillary bone, it should 
be trimmed, if necessary. 

4. Adapt and fix the supplied surgical guide. 
5. Make bone preparations for Implantize hybrid. 
6. Test implant adaptation.  
7. After validation of the previous steps, implant 
must be fixed with the fixation screws supplied 
with the implant.  
8. If fixation screw stability is compromised, it 
should be replaced by the respective emergency 
screw, also supplied with the implant. 
 
In case of damage of the screws or bone where 
the screw should be fixated, and the point of 
fixation is capital for implant survival, an 
appliance can be designed by BoneEasy to 
stabilize the implant on new fixation points in a 
future intervention. 
 
Post-operative recommendations 
To ensure optimal healing, careful post-
operative management should be performed. 
Some recommendations include: 
● Application of ice on the face for 2 days. 
● Oral hygiene plan prescribed by the 

clinician, which may include mechanical or 
chemical plaque control and instructions 
on flossing or brushing.  

● Antibiotic therapy at the clinician’s 
discretion (systemic antibiotics are 
mentioned as effective minimizers of post-
operative complications).  

● During the first week, at least one visit for 
patient monitoring and professional 
prophylaxis is recommended.  

● If non-resorbable sutures are used, it 
should be removed one to two weeks post-
operatively, at clinician’s discretion, after 
clinical examination and evaluation. 

● Medical device removal is recommended 
in case of exposure, complications that 
cannot be controlled by standard post-
operative treatments and in case of tissue 
inflammation or evidence of infection, but 
always at the clinician’s discretion. 

● Radiographs can be taken to evaluate 
tissue health and medical device state four 
months post-operatively.  

 
Possible adverse effects 
Possible adverse effects of Implantize hybrid 
usage include (but are not limited to): speech 
problems; pain; swelling; inflammation; thermal 
sensitivity; local or systemic infection; gingivitis; 
gingival irregularities; complications associated 
with the use of anaesthesia; medical device 
mechanical failure or exposure. 
Early removal should always be considered if the 
site becomes compromised in any manner which 

cannot be controlled by standard post-operative 
treatments.  
Report to the manufacturer any adverse effect 
registered and not mentioned in this informative 
document. 
 
Contraindications 
The absence of corticalized bone or lack of screw 
anchoring are contraindications for usage of this 
medical device. 
 
Sterilization 
Implantize hybrid is sterilized by ethylene 
oxide. The package will serve as an effective 
sterile barrier until the “Use By” (expiration) 
date printed on the box. 
 
Storage 
Implantize hybrid should be stored in a cool, 
dry environment. 
 
Patient information 
The patient should be informed by the clinician 
of possible factors mentioned in 
contraindications and adverse effects 
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General information 
The usage of Implantize hybrid must only be 
carried out by a qualified clinician, with in depth 
knowledge and complete mastery of specific 
surgical techniques of oral implants procedures. 
These surgical skills can be obtained in academy 
centres certified by RESDEVMED, Unipessoal 
Lda.  
Implantize hybrid must be used at clinician’s 
discretion, who has the duty to determine if a 
product is suitable for the patient and evaluate 
all relevant circumstances. The clinician is 
responsible for any direct, indirect or harmful 
consequences, which could result from an 
erroneous indication or surgical technique, from 
inappropriate use of the material, or non-
compliance of the safety instructions provided in 
the directions of use. Such complications cannot 
be attributed to the manufacturer or any 
RESDEVMED, Unipessoal Lda. representative.  
RESDEVMED, Unipessoal Lda. disclaims any 
liability, express or implied. 
 
Description 
Implantize hybrid is a titanium grade 5 (Ti6Al4V) 
individualized implant. It is designed over patient 
CT Scan files using segmentation and Computer 
Assisted Design software and produced by 
Selective Laser Melting (SLM). The medical 
device is intended to be stabilized with screws 
and bone retentions at non-atrophic areas. 
Case-specific anatomical models are also 
supplied with the implant. 
 
Properties and Effects 
Implantize hybrid is a long-term medical device, 
intended for dental rehabilitation surgical 
procedures of clinical cases where endosseous 
implants cannot be used.  
Implantize hybrid is custom made, which means 
that it is specific to a patient, registered in 

competent authorities as a tailored made 
medical device. 
Implantize hybrid will be used under load 
bearing situations. Micromovements must be 
avoided and therefore fixation with the supplied 
screws is essential, as well as bone retention at 
non-atrophic areas. 
 
Precautions for use 
During surgery, aseptic rules must be respected 
when using Implantize hybrid. Direct handling of 
the implant and screws must be avoided. If 
needed, avoid touching the chemical treated 
rough areas. 
Implantize hybrid is developed for single use 
only. Do not reuse, reprocess or resterilize. 
Reuse, reprocessing, or resterilization may 
compromise structural integrity of the device 
and/or lead to device failure, which may result in 
patient injury, illness or death. Clinical situation 
of the patient must be monitored continuously.  
Implantize hybrid should not be used with 
anodized osteosynthesis screws. The supplied 
screws must be used for fixation. 
Combination of Implantize hybrid with bone 
substitute materials must be carefully projected, 
considering the indications of each product.  
Patient’s good oral hygiene practices will 
influence the success of the procedure.  
Do not use the medical device if the blister has 
been opened or damaged prior to use.  
See also Contraindications. 
 
Procedures 
The following considerations are proposals from 
RESDEVMED, Unipessoal Lda.. It is important to 
remember that Implantize hybrid implantation 
must only be carried out by a qualified clinician, 
with in-depth knowledge and complete mastery 
of specific surgical techniques related to oral 
implants procedures. 
 
Before surgery: 
1. Perform CT scan using the radiologic protocol 
defined by RESDEVMED. This protocol is readily 
available at www.boneeasy.com. 
2. Order Implantize hybrid to RESDEVMED, 
following the company procedure: submit the 
medical request, send .dicom files and validate 
medical device design.  

 
During surgery: 
1. Maintain a sterile field throughout the 
procedure. 
2. Minimize saliva on site and other 
contamination sources. 
3. After exposure of the maxillary bone, it should 
be trimmed, if necessary. 

4. Adapt and fix the supplied surgical guide. 
5. Make bone preparations for Implantize hybrid. 
6. Test implant adaptation.  
7. After validation of the previous steps, implant 
must be fixed with the fixation screws supplied 
with the implant.  
8. If fixation screw stability is compromised, it 
should be replaced by the respective emergency 
screw, also supplied with the implant. 
 
In case of damage of the screws or bone where 
the screw should be fixated, and the point of 
fixation is capital for implant survival, an 
appliance can be designed by BoneEasy to 
stabilize the implant on new fixation points in a 
future intervention. 
 
Post-operative recommendations 
To ensure optimal healing, careful post-
operative management should be performed. 
Some recommendations include: 
● Application of ice on the face for 2 days. 
● Oral hygiene plan prescribed by the 

clinician, which may include mechanical or 
chemical plaque control and instructions 
on flossing or brushing.  

● Antibiotic therapy at the clinician’s 
discretion (systemic antibiotics are 
mentioned as effective minimizers of post-
operative complications).  

● During the first week, at least one visit for 
patient monitoring and professional 
prophylaxis is recommended.  

● If non-resorbable sutures are used, it 
should be removed one to two weeks post-
operatively, at clinician’s discretion, after 
clinical examination and evaluation. 

● Medical device removal is recommended 
in case of exposure, complications that 
cannot be controlled by standard post-
operative treatments and in case of tissue 
inflammation or evidence of infection, but 
always at the clinician’s discretion. 

● Radiographs can be taken to evaluate 
tissue health and medical device state four 
months post-operatively.  

 
Possible adverse effects 
Possible adverse effects of Implantize hybrid 
usage include (but are not limited to): speech 
problems; pain; swelling; inflammation; thermal 
sensitivity; local or systemic infection; gingivitis; 
gingival irregularities; complications associated 
with the use of anaesthesia; medical device 
mechanical failure or exposure. 
Early removal should always be considered if the 
site becomes compromised in any manner which 

cannot be controlled by standard post-operative 
treatments.  
Report to the manufacturer any adverse effect 
registered and not mentioned in this informative 
document. 
 
Contraindications 
The absence of corticalized bone or lack of screw 
anchoring are contraindications for usage of this 
medical device. 
 
Sterilization 
Implantize hybrid is sterilized by ethylene 
oxide. The package will serve as an effective 
sterile barrier until the “Use By” (expiration) 
date printed on the box. 
 
Storage 
Implantize hybrid should be stored in a cool, 
dry environment. 
 
Patient information 
The patient should be informed by the clinician 
of possible factors mentioned in 
contraindications and adverse effects 
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General information 
The usage of Implantize hybrid must only be 
carried out by a qualified clinician, with in depth 
knowledge and complete mastery of specific 
surgical techniques of oral implants procedures. 
These surgical skills can be obtained in academy 
centres certified by RESDEVMED, Unipessoal 
Lda.  
Implantize hybrid must be used at clinician’s 
discretion, who has the duty to determine if a 
product is suitable for the patient and evaluate 
all relevant circumstances. The clinician is 
responsible for any direct, indirect or harmful 
consequences, which could result from an 
erroneous indication or surgical technique, from 
inappropriate use of the material, or non-
compliance of the safety instructions provided in 
the directions of use. Such complications cannot 
be attributed to the manufacturer or any 
RESDEVMED, Unipessoal Lda. representative.  
RESDEVMED, Unipessoal Lda. disclaims any 
liability, express or implied. 
 
Description 
Implantize hybrid is a titanium grade 5 (Ti6Al4V) 
individualized implant. It is designed over patient 
CT Scan files using segmentation and Computer 
Assisted Design software and produced by 
Selective Laser Melting (SLM). The medical 
device is intended to be stabilized with screws 
and bone retentions at non-atrophic areas. 
Case-specific anatomical models are also 
supplied with the implant. 
 
Properties and Effects 
Implantize hybrid is a long-term medical device, 
intended for dental rehabilitation surgical 
procedures of clinical cases where endosseous 
implants cannot be used.  
Implantize hybrid is custom made, which means 
that it is specific to a patient, registered in 

competent authorities as a tailored made 
medical device. 
Implantize hybrid will be used under load 
bearing situations. Micromovements must be 
avoided and therefore fixation with the supplied 
screws is essential, as well as bone retention at 
non-atrophic areas. 
 
Precautions for use 
During surgery, aseptic rules must be respected 
when using Implantize hybrid. Direct handling of 
the implant and screws must be avoided. If 
needed, avoid touching the chemical treated 
rough areas. 
Implantize hybrid is developed for single use 
only. Do not reuse, reprocess or resterilize. 
Reuse, reprocessing, or resterilization may 
compromise structural integrity of the device 
and/or lead to device failure, which may result in 
patient injury, illness or death. Clinical situation 
of the patient must be monitored continuously.  
Implantize hybrid should not be used with 
anodized osteosynthesis screws. The supplied 
screws must be used for fixation. 
Combination of Implantize hybrid with bone 
substitute materials must be carefully projected, 
considering the indications of each product.  
Patient’s good oral hygiene practices will 
influence the success of the procedure.  
Do not use the medical device if the blister has 
been opened or damaged prior to use.  
See also Contraindications. 
 
Procedures 
The following considerations are proposals from 
RESDEVMED, Unipessoal Lda.. It is important to 
remember that Implantize hybrid implantation 
must only be carried out by a qualified clinician, 
with in-depth knowledge and complete mastery 
of specific surgical techniques related to oral 
implants procedures. 
 
Before surgery: 
1. Perform CT scan using the radiologic protocol 
defined by RESDEVMED. This protocol is readily 
available at www.boneeasy.com. 
2. Order Implantize hybrid to RESDEVMED, 
following the company procedure: submit the 
medical request, send .dicom files and validate 
medical device design.  

 
During surgery: 
1. Maintain a sterile field throughout the 
procedure. 
2. Minimize saliva on site and other 
contamination sources. 
3. After exposure of the maxillary bone, it should 
be trimmed, if necessary. 

4. Adapt and fix the supplied surgical guide. 
5. Make bone preparations for Implantize hybrid. 
6. Test implant adaptation.  
7. After validation of the previous steps, implant 
must be fixed with the fixation screws supplied 
with the implant.  
8. If fixation screw stability is compromised, it 
should be replaced by the respective emergency 
screw, also supplied with the implant. 
 
In case of damage of the screws or bone where 
the screw should be fixated, and the point of 
fixation is capital for implant survival, an 
appliance can be designed by BoneEasy to 
stabilize the implant on new fixation points in a 
future intervention. 
 
Post-operative recommendations 
To ensure optimal healing, careful post-
operative management should be performed. 
Some recommendations include: 
● Application of ice on the face for 2 days. 
● Oral hygiene plan prescribed by the 

clinician, which may include mechanical or 
chemical plaque control and instructions 
on flossing or brushing.  

● Antibiotic therapy at the clinician’s 
discretion (systemic antibiotics are 
mentioned as effective minimizers of post-
operative complications).  

● During the first week, at least one visit for 
patient monitoring and professional 
prophylaxis is recommended.  

● If non-resorbable sutures are used, it 
should be removed one to two weeks post-
operatively, at clinician’s discretion, after 
clinical examination and evaluation. 

● Medical device removal is recommended 
in case of exposure, complications that 
cannot be controlled by standard post-
operative treatments and in case of tissue 
inflammation or evidence of infection, but 
always at the clinician’s discretion. 

● Radiographs can be taken to evaluate 
tissue health and medical device state four 
months post-operatively.  

 
Possible adverse effects 
Possible adverse effects of Implantize hybrid 
usage include (but are not limited to): speech 
problems; pain; swelling; inflammation; thermal 
sensitivity; local or systemic infection; gingivitis; 
gingival irregularities; complications associated 
with the use of anaesthesia; medical device 
mechanical failure or exposure. 
Early removal should always be considered if the 
site becomes compromised in any manner which 

cannot be controlled by standard post-operative 
treatments.  
Report to the manufacturer any adverse effect 
registered and not mentioned in this informative 
document. 
 
Contraindications 
The absence of corticalized bone or lack of screw 
anchoring are contraindications for usage of this 
medical device. 
 
Sterilization 
Implantize hybrid is sterilized by ethylene 
oxide. The package will serve as an effective 
sterile barrier until the “Use By” (expiration) 
date printed on the box. 
 
Storage 
Implantize hybrid should be stored in a cool, 
dry environment. 
 
Patient information 
The patient should be informed by the clinician 
of possible factors mentioned in 
contraindications and adverse effects 
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General information 
The usage of Implantize hybrid must only be 
carried out by a qualified clinician, with in depth 
knowledge and complete mastery of specific 
surgical techniques of oral implants procedures. 
These surgical skills can be obtained in academy 
centres certified by RESDEVMED, Unipessoal 
Lda.  
Implantize hybrid must be used at clinician’s 
discretion, who has the duty to determine if a 
product is suitable for the patient and evaluate 
all relevant circumstances. The clinician is 
responsible for any direct, indirect or harmful 
consequences, which could result from an 
erroneous indication or surgical technique, from 
inappropriate use of the material, or non-
compliance of the safety instructions provided in 
the directions of use. Such complications cannot 
be attributed to the manufacturer or any 
RESDEVMED, Unipessoal Lda. representative.  
RESDEVMED, Unipessoal Lda. disclaims any 
liability, express or implied. 
 
Description 
Implantize hybrid is a titanium grade 5 (Ti6Al4V) 
individualized implant. It is designed over patient 
CT Scan files using segmentation and Computer 
Assisted Design software and produced by 
Selective Laser Melting (SLM). The medical 
device is intended to be stabilized with screws 
and bone retentions at non-atrophic areas. 
Case-specific anatomical models are also 
supplied with the implant. 
 
Properties and Effects 
Implantize hybrid is a long-term medical device, 
intended for dental rehabilitation surgical 
procedures of clinical cases where endosseous 
implants cannot be used.  
Implantize hybrid is custom made, which means 
that it is specific to a patient, registered in 

competent authorities as a tailored made 
medical device. 
Implantize hybrid will be used under load 
bearing situations. Micromovements must be 
avoided and therefore fixation with the supplied 
screws is essential, as well as bone retention at 
non-atrophic areas. 
 
Precautions for use 
During surgery, aseptic rules must be respected 
when using Implantize hybrid. Direct handling of 
the implant and screws must be avoided. If 
needed, avoid touching the chemical treated 
rough areas. 
Implantize hybrid is developed for single use 
only. Do not reuse, reprocess or resterilize. 
Reuse, reprocessing, or resterilization may 
compromise structural integrity of the device 
and/or lead to device failure, which may result in 
patient injury, illness or death. Clinical situation 
of the patient must be monitored continuously.  
Implantize hybrid should not be used with 
anodized osteosynthesis screws. The supplied 
screws must be used for fixation. 
Combination of Implantize hybrid with bone 
substitute materials must be carefully projected, 
considering the indications of each product.  
Patient’s good oral hygiene practices will 
influence the success of the procedure.  
Do not use the medical device if the blister has 
been opened or damaged prior to use.  
See also Contraindications. 
 
Procedures 
The following considerations are proposals from 
RESDEVMED, Unipessoal Lda.. It is important to 
remember that Implantize hybrid implantation 
must only be carried out by a qualified clinician, 
with in-depth knowledge and complete mastery 
of specific surgical techniques related to oral 
implants procedures. 
 
Before surgery: 
1. Perform CT scan using the radiologic protocol 
defined by RESDEVMED. This protocol is readily 
available at www.boneeasy.com. 
2. Order Implantize hybrid to RESDEVMED, 
following the company procedure: submit the 
medical request, send .dicom files and validate 
medical device design.  

 
During surgery: 
1. Maintain a sterile field throughout the 
procedure. 
2. Minimize saliva on site and other 
contamination sources. 
3. After exposure of the maxillary bone, it should 
be trimmed, if necessary. 

4. Adapt and fix the supplied surgical guide. 
5. Make bone preparations for Implantize hybrid. 
6. Test implant adaptation.  
7. After validation of the previous steps, implant 
must be fixed with the fixation screws supplied 
with the implant.  
8. If fixation screw stability is compromised, it 
should be replaced by the respective emergency 
screw, also supplied with the implant. 
 
In case of damage of the screws or bone where 
the screw should be fixated, and the point of 
fixation is capital for implant survival, an 
appliance can be designed by BoneEasy to 
stabilize the implant on new fixation points in a 
future intervention. 
 
Post-operative recommendations 
To ensure optimal healing, careful post-
operative management should be performed. 
Some recommendations include: 
● Application of ice on the face for 2 days. 
● Oral hygiene plan prescribed by the 

clinician, which may include mechanical or 
chemical plaque control and instructions 
on flossing or brushing.  

● Antibiotic therapy at the clinician’s 
discretion (systemic antibiotics are 
mentioned as effective minimizers of post-
operative complications).  

● During the first week, at least one visit for 
patient monitoring and professional 
prophylaxis is recommended.  

● If non-resorbable sutures are used, it 
should be removed one to two weeks post-
operatively, at clinician’s discretion, after 
clinical examination and evaluation. 

● Medical device removal is recommended 
in case of exposure, complications that 
cannot be controlled by standard post-
operative treatments and in case of tissue 
inflammation or evidence of infection, but 
always at the clinician’s discretion. 

● Radiographs can be taken to evaluate 
tissue health and medical device state four 
months post-operatively.  

 
Possible adverse effects 
Possible adverse effects of Implantize hybrid 
usage include (but are not limited to): speech 
problems; pain; swelling; inflammation; thermal 
sensitivity; local or systemic infection; gingivitis; 
gingival irregularities; complications associated 
with the use of anaesthesia; medical device 
mechanical failure or exposure. 
Early removal should always be considered if the 
site becomes compromised in any manner which 

cannot be controlled by standard post-operative 
treatments.  
Report to the manufacturer any adverse effect 
registered and not mentioned in this informative 
document. 
 
Contraindications 
The absence of corticalized bone or lack of screw 
anchoring are contraindications for usage of this 
medical device. 
 
Sterilization 
Implantize hybrid is sterilized by ethylene 
oxide. The package will serve as an effective 
sterile barrier until the “Use By” (expiration) 
date printed on the box. 
 
Storage 
Implantize hybrid should be stored in a cool, 
dry environment. 
 
Patient information 
The patient should be informed by the clinician 
of possible factors mentioned in 
contraindications and adverse effects 
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General information 
The usage of Implantize hybrid must only be 
carried out by a qualified clinician, with in depth 
knowledge and complete mastery of specific 
surgical techniques of oral implants procedures. 
These surgical skills can be obtained in academy 
centres certified by RESDEVMED, Unipessoal 
Lda.  
Implantize hybrid must be used at clinician’s 
discretion, who has the duty to determine if a 
product is suitable for the patient and evaluate 
all relevant circumstances. The clinician is 
responsible for any direct, indirect or harmful 
consequences, which could result from an 
erroneous indication or surgical technique, from 
inappropriate use of the material, or non-
compliance of the safety instructions provided in 
the directions of use. Such complications cannot 
be attributed to the manufacturer or any 
RESDEVMED, Unipessoal Lda. representative.  
RESDEVMED, Unipessoal Lda. disclaims any 
liability, express or implied. 
 
Description 
Implantize hybrid is a titanium grade 5 (Ti6Al4V) 
individualized implant. It is designed over patient 
CT Scan files using segmentation and Computer 
Assisted Design software and produced by 
Selective Laser Melting (SLM). The medical 
device is intended to be stabilized with screws 
and bone retentions at non-atrophic areas. 
Case-specific anatomical models are also 
supplied with the implant. 
 
Properties and Effects 
Implantize hybrid is a long-term medical device, 
intended for dental rehabilitation surgical 
procedures of clinical cases where endosseous 
implants cannot be used.  
Implantize hybrid is custom made, which means 
that it is specific to a patient, registered in 

competent authorities as a tailored made 
medical device. 
Implantize hybrid will be used under load 
bearing situations. Micromovements must be 
avoided and therefore fixation with the supplied 
screws is essential, as well as bone retention at 
non-atrophic areas. 
 
Precautions for use 
During surgery, aseptic rules must be respected 
when using Implantize hybrid. Direct handling of 
the implant and screws must be avoided. If 
needed, avoid touching the chemical treated 
rough areas. 
Implantize hybrid is developed for single use 
only. Do not reuse, reprocess or resterilize. 
Reuse, reprocessing, or resterilization may 
compromise structural integrity of the device 
and/or lead to device failure, which may result in 
patient injury, illness or death. Clinical situation 
of the patient must be monitored continuously.  
Implantize hybrid should not be used with 
anodized osteosynthesis screws. The supplied 
screws must be used for fixation. 
Combination of Implantize hybrid with bone 
substitute materials must be carefully projected, 
considering the indications of each product.  
Patient’s good oral hygiene practices will 
influence the success of the procedure.  
Do not use the medical device if the blister has 
been opened or damaged prior to use.  
See also Contraindications. 
 
Procedures 
The following considerations are proposals from 
RESDEVMED, Unipessoal Lda.. It is important to 
remember that Implantize hybrid implantation 
must only be carried out by a qualified clinician, 
with in-depth knowledge and complete mastery 
of specific surgical techniques related to oral 
implants procedures. 
 
Before surgery: 
1. Perform CT scan using the radiologic protocol 
defined by RESDEVMED. This protocol is readily 
available at www.boneeasy.com. 
2. Order Implantize hybrid to RESDEVMED, 
following the company procedure: submit the 
medical request, send .dicom files and validate 
medical device design.  

 
During surgery: 
1. Maintain a sterile field throughout the 
procedure. 
2. Minimize saliva on site and other 
contamination sources. 
3. After exposure of the maxillary bone, it should 
be trimmed, if necessary. 

4. Adapt and fix the supplied surgical guide. 
5. Make bone preparations for Implantize hybrid. 
6. Test implant adaptation.  
7. After validation of the previous steps, implant 
must be fixed with the fixation screws supplied 
with the implant.  
8. If fixation screw stability is compromised, it 
should be replaced by the respective emergency 
screw, also supplied with the implant. 
 
In case of damage of the screws or bone where 
the screw should be fixated, and the point of 
fixation is capital for implant survival, an 
appliance can be designed by BoneEasy to 
stabilize the implant on new fixation points in a 
future intervention. 
 
Post-operative recommendations 
To ensure optimal healing, careful post-
operative management should be performed. 
Some recommendations include: 
● Application of ice on the face for 2 days. 
● Oral hygiene plan prescribed by the 

clinician, which may include mechanical or 
chemical plaque control and instructions 
on flossing or brushing.  

● Antibiotic therapy at the clinician’s 
discretion (systemic antibiotics are 
mentioned as effective minimizers of post-
operative complications).  

● During the first week, at least one visit for 
patient monitoring and professional 
prophylaxis is recommended.  

● If non-resorbable sutures are used, it 
should be removed one to two weeks post-
operatively, at clinician’s discretion, after 
clinical examination and evaluation. 

● Medical device removal is recommended 
in case of exposure, complications that 
cannot be controlled by standard post-
operative treatments and in case of tissue 
inflammation or evidence of infection, but 
always at the clinician’s discretion. 

● Radiographs can be taken to evaluate 
tissue health and medical device state four 
months post-operatively.  

 
Possible adverse effects 
Possible adverse effects of Implantize hybrid 
usage include (but are not limited to): speech 
problems; pain; swelling; inflammation; thermal 
sensitivity; local or systemic infection; gingivitis; 
gingival irregularities; complications associated 
with the use of anaesthesia; medical device 
mechanical failure or exposure. 
Early removal should always be considered if the 
site becomes compromised in any manner which 

cannot be controlled by standard post-operative 
treatments.  
Report to the manufacturer any adverse effect 
registered and not mentioned in this informative 
document. 
 
Contraindications 
The absence of corticalized bone or lack of screw 
anchoring are contraindications for usage of this 
medical device. 
 
Sterilization 
Implantize hybrid is sterilized by ethylene 
oxide. The package will serve as an effective 
sterile barrier until the “Use By” (expiration) 
date printed on the box. 
 
Storage 
Implantize hybrid should be stored in a cool, 
dry environment. 
 
Patient information 
The patient should be informed by the clinician 
of possible factors mentioned in 
contraindications and adverse effects 
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General information 
The usage of Implantize hybrid must only be 
carried out by a qualified clinician, with in depth 
knowledge and complete mastery of specific 
surgical techniques of oral implants procedures. 
These surgical skills can be obtained in academy 
centres certified by RESDEVMED, Unipessoal 
Lda.  
Implantize hybrid must be used at clinician’s 
discretion, who has the duty to determine if a 
product is suitable for the patient and evaluate 
all relevant circumstances. The clinician is 
responsible for any direct, indirect or harmful 
consequences, which could result from an 
erroneous indication or surgical technique, from 
inappropriate use of the material, or non-
compliance of the safety instructions provided in 
the directions of use. Such complications cannot 
be attributed to the manufacturer or any 
RESDEVMED, Unipessoal Lda. representative.  
RESDEVMED, Unipessoal Lda. disclaims any 
liability, express or implied. 
 
Description 
Implantize hybrid is a titanium grade 5 (Ti6Al4V) 
individualized implant. It is designed over patient 
CT Scan files using segmentation and Computer 
Assisted Design software and produced by 
Selective Laser Melting (SLM). The medical 
device is intended to be stabilized with screws 
and bone retentions at non-atrophic areas. 
Case-specific anatomical models are also 
supplied with the implant. 
 
Properties and Effects 
Implantize hybrid is a long-term medical device, 
intended for dental rehabilitation surgical 
procedures of clinical cases where endosseous 
implants cannot be used.  
Implantize hybrid is custom made, which means 
that it is specific to a patient, registered in 

competent authorities as a tailored made 
medical device. 
Implantize hybrid will be used under load 
bearing situations. Micromovements must be 
avoided and therefore fixation with the supplied 
screws is essential, as well as bone retention at 
non-atrophic areas. 
 
Precautions for use 
During surgery, aseptic rules must be respected 
when using Implantize hybrid. Direct handling of 
the implant and screws must be avoided. If 
needed, avoid touching the chemical treated 
rough areas. 
Implantize hybrid is developed for single use 
only. Do not reuse, reprocess or resterilize. 
Reuse, reprocessing, or resterilization may 
compromise structural integrity of the device 
and/or lead to device failure, which may result in 
patient injury, illness or death. Clinical situation 
of the patient must be monitored continuously.  
Implantize hybrid should not be used with 
anodized osteosynthesis screws. The supplied 
screws must be used for fixation. 
Combination of Implantize hybrid with bone 
substitute materials must be carefully projected, 
considering the indications of each product.  
Patient’s good oral hygiene practices will 
influence the success of the procedure.  
Do not use the medical device if the blister has 
been opened or damaged prior to use.  
See also Contraindications. 
 
Procedures 
The following considerations are proposals from 
RESDEVMED, Unipessoal Lda.. It is important to 
remember that Implantize hybrid implantation 
must only be carried out by a qualified clinician, 
with in-depth knowledge and complete mastery 
of specific surgical techniques related to oral 
implants procedures. 
 
Before surgery: 
1. Perform CT scan using the radiologic protocol 
defined by RESDEVMED. This protocol is readily 
available at www.boneeasy.com. 
2. Order Implantize hybrid to RESDEVMED, 
following the company procedure: submit the 
medical request, send .dicom files and validate 
medical device design.  

 
During surgery: 
1. Maintain a sterile field throughout the 
procedure. 
2. Minimize saliva on site and other 
contamination sources. 
3. After exposure of the maxillary bone, it should 
be trimmed, if necessary. 

4. Adapt and fix the supplied surgical guide. 
5. Make bone preparations for Implantize hybrid. 
6. Test implant adaptation.  
7. After validation of the previous steps, implant 
must be fixed with the fixation screws supplied 
with the implant.  
8. If fixation screw stability is compromised, it 
should be replaced by the respective emergency 
screw, also supplied with the implant. 
 
In case of damage of the screws or bone where 
the screw should be fixated, and the point of 
fixation is capital for implant survival, an 
appliance can be designed by BoneEasy to 
stabilize the implant on new fixation points in a 
future intervention. 
 
Post-operative recommendations 
To ensure optimal healing, careful post-
operative management should be performed. 
Some recommendations include: 
● Application of ice on the face for 2 days. 
● Oral hygiene plan prescribed by the 

clinician, which may include mechanical or 
chemical plaque control and instructions 
on flossing or brushing.  

● Antibiotic therapy at the clinician’s 
discretion (systemic antibiotics are 
mentioned as effective minimizers of post-
operative complications).  

● During the first week, at least one visit for 
patient monitoring and professional 
prophylaxis is recommended.  

● If non-resorbable sutures are used, it 
should be removed one to two weeks post-
operatively, at clinician’s discretion, after 
clinical examination and evaluation. 

● Medical device removal is recommended 
in case of exposure, complications that 
cannot be controlled by standard post-
operative treatments and in case of tissue 
inflammation or evidence of infection, but 
always at the clinician’s discretion. 

● Radiographs can be taken to evaluate 
tissue health and medical device state four 
months post-operatively.  

 
Possible adverse effects 
Possible adverse effects of Implantize hybrid 
usage include (but are not limited to): speech 
problems; pain; swelling; inflammation; thermal 
sensitivity; local or systemic infection; gingivitis; 
gingival irregularities; complications associated 
with the use of anaesthesia; medical device 
mechanical failure or exposure. 
Early removal should always be considered if the 
site becomes compromised in any manner which 

cannot be controlled by standard post-operative 
treatments.  
Report to the manufacturer any adverse effect 
registered and not mentioned in this informative 
document. 
 
Contraindications 
The absence of corticalized bone or lack of screw 
anchoring are contraindications for usage of this 
medical device. 
 
Sterilization 
Implantize hybrid is sterilized by ethylene 
oxide. The package will serve as an effective 
sterile barrier until the “Use By” (expiration) 
date printed on the box. 
 
Storage 
Implantize hybrid should be stored in a cool, 
dry environment. 
 
Patient information 
The patient should be informed by the clinician 
of possible factors mentioned in 
contraindications and adverse effects 
 
Last review: September/2018 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 
 
 
 
 
 

 
Lot code 

 
Expiry date 

 
Do not reuse 

 
Manufacturer 

 

Sterilized 
using ethylene 

oxide 

 
Manufacturer 

date 

 

Caution, see 
instructions 

for use 

 

Consult 
instructions 

for use 
 
 
  

Consult instructions for use



Implantize hybrid
Implante híbrido feito por medida.

Informações para o cirurgião
Fabricado em Portugal por:
RESDEVMED, Unipessoal Lda
Travessa do Navega, 436 C, Arada, 3885-
183,
Ovar, Portugal
tel (351) 256782047
cel (351) 915399974
www.boneeasy.com

Informações gerais
A utilização do dispositivo médico Implantize 
hybrid só deve ser realizada por um clínico 
qualificado, com conhecimento profundo e 
completo domínio das técnicas cirúrgicas 
específicas de procedimentos de implantes 
orais. Essas habilidades cirúrgicas podem ser 
obtidas em centros académicos certificados 
por RESDEVMED, Unipessoal Lda.
Implantize hybrid deve ser usado a critério do 
clínico, que tem a obrigação de determinar se 
o produto é adequado para o paciente e avaliar 
todas as circunstâncias relevantes. O clínico 
é responsável por quaisquer complicações di-
retas, indiretas ou situações prejudiciais que 
possam resultar de uma indicação ou técni-
ca cirúrgica errôneas, de uso inadequado do 
material, ou não observação das instruções 
de segurança explícitas nas direções de uso. 
Tais complicações não podem ser atribuídas 
ao fabricante ou a representantes da RESDE-
VMED, Unipessoal Lda.
A RESDEVMED, Unipessoal Lda. declina qual-
quer responsabilidade, expressa ou implícita.

Descrição
Implantize hybrid é um implante individualiza-
do em titânio grau 5 (Ti6Al4V). É desenvolvido 
com base em ficheiros provenientes de uma 
tomografia computadorizada, usando softwa-
re de segmentação e desenho assistido por 
computador e fabricado por Selective Laser 

Melting (SLM). O dispositivo médico deve ser 
estabilizado com parafusos de fixação e com 
retenções ósseas em regiões não atróficas.
Modelos anatómicos específicos para o caso 
feitos por medida são também fornecidos jun-
to com o implante.

Propriedades e efeitos
Implantize hybrid é um dispositivo médico de 
longo termo, a usar em procedimentos de 
reabilitação dentária onde implantes endós-
seos não são aconselhados.
Implantize hybrid é feito por medida, o que 
significa que é específico para um determina-
do paciente, registado junto das autoridades 
competentes como dispositivo médico feito 
por medida.
Implantize hybrid irá ser usado em situações 
de carga. Micromovimentos devem ser evi-
tados, pelo que a fixação com os parafusos 
fornecidos é essencial, assim como retenções 
ósseas em regiões não atróficas.

Precauções de utilização
Durante a cirurgia, ao manusear o Implantize 
hybrid, as regras de assepsia devem ser res-
peitadas. O manuseio direto do implante e pa-
rafusos deve ser evitado. Se necessário, evi-
tar as áreas rugosas quimicamente tratadas.
Implantize hybrid foi desenvolvido para uti-
lização única. Não reutilize, reprocesse ou 
esterilize novamente. Reutilizar, reprocessar 
ou uma nova esterilização pode comprometer 
a integridade estrutural do dispositivo e/ou 
levar a falha do dispositivo, que por sua vez 
pode resultar em danos ao paciente, doença 
ou morte.
A situação clínica de todos os pacientes deve 
ser monitorizada continuamente. Implantize 
hybrid não deve ser usado em conjugação 
com parafusos de osteossíntese anodizados. 
Devem ser usados os parafusos fornecidos 
para fixação. Na conjugação do Implantize 
hybrid com qualquer tipo de substituto ósseo, 
devem ser consideradas todas as indicações 
apresentadas para cada material.
Os hábitos de higiene oral dos pacientes in-
fluenciam o sucesso do procedimento. Não 
usar o dispositivo médico se a embalagem 
em que este se encontra estiver aberta ou 

danificada antes da utilização. Ver também 
Contra-indicações.

Procedimentos
As seguintes considerações são propos-
tas da RESDEVMED, Unipessoal Lda. No 
entanto, é importante relembrar que a im-
plantação do Implantize hybrid deve apenas 
ser realizada por clínicos qualificados, com 
conhecimento profundo e completo domínio 
das técnicas cirúrgicas específicas de pro-
cedimentos de implantes orais.

Antes da cirurgia:
1. Realizar tomografia computorizada usan-

do o protocolo radiológico definido pela 
RESDEVMED. O protocolo encontra-se 
disponível em: www.boneeasy.com.

2. Encomendar o Implantize hybrid à RESDE-
VMED, seguindo o processo da empresa: 
submissão de requisição médica, envio 
dos ficheiros .dicom e validação do dese-
nho do dispositivo médico.

Durante a cirurgia:
1. Manter o campo estéril durante todo o 

procedimento.
2. Minimizar a saliva no local ou qualquer 

outra fonte de contaminação.
3. Após exposição do osso maxilar, o osso 

deve ser cortado se necessário.
4. Adaptar e fixar a guia cirúrgica fornecida.
5. Fazer preparações ósseas para o Implan-

tize hybrid.
6. Testar a adaptação do implante.
7. Após validação dos passos anteriores, o 

implante deve ser fixo com os parafusos 
de fixação fornecidos com o implante.

8. Em caso de perda de estabilidade dos 
parafusos, os parafusos de fixação de-
vem ser substituídos pelos parafusos de 
emergência, também fornecidos com o 
implante. Em caso de dano nos parafusos 
ou osso onde o parafuso deve ser fixado, 
e o ponto de fixação é importante para o 
sucesso do implante, um dispositivo pode 
ser projetado pela BoneEasy para estabili-
zar o implante em novos pontos de fixação 
numa uma intervenção futura.

Recomendações pós-operatórias
Para garantir uma recuperação ótima, deve 
ser implementada uma gestão pós-operatória 
cuidada. Algumas recomendações incluem:
• Aplicação de gelo na face durante 2 dias.
• Plano de higiene oral prescrito pelo clínico, 

que pode incluir controlo mecânico e quí-
mico da placa e instruções para uso de fio 
dentário e escovagem.

• Terapia antibiótica a critério do clínico 
(antibióticos sistémicos são tidos como 
minimizadores efetivos de complicações 
pós-operatórias).

• Durante a primeira semana, é recomenda-
da pelo menos uma visita para monitoriza-
ção do paciente e profilaxia profissional.

• Se se utilizarem suturas não-reabsorvíveis, 
estas devem ser removidas uma ou duas 
semanas após o procedimento cirúrgico, a 
critério do clínico, após exame e avaliação 
clínica.

• A remoção do dispositivo médico é acon-
selhada em caso de exposição, complica-
ções que não podem ser controladas por 
tratamentos pósoperatórios standard, in-
flamação dos tecidos ou evidências de in-
feção, mas sempre a critério do clínico. • 
Podem ser tiradas radiografias quatro me-
ses após a cirurgia, para avaliar o estado 
dos tecidos e do dispositivo médico.

Possíveis efeitos adversos
Possíveis efeitos adversos do uso do Implan-
tize hybrid incluem, (mas não estão limitados 
a): problemas de pronúncia; dor; inchaço; in-
flamação; sensibilidade térmica; infeção local 
ou sistémica; gengivite;
irregularidades gengivais; complicações as-
sociadas ao uso de anestesia; falha mecânica 
do dispositivo médico ou exposição.
A remoção do Implantize hybrid deve ser pon-
derada sempre que o local onde foi colocado 
o implante demonstre sinais de estar com-
prometido de tal maneira que não possa ser 
controlado por tratamentos pós-operatórios. 
Reportar ao fabricante, qualquer situação 
adversa registada e não apresentada neste 
documento.

Contra-indicações
Ausência de osso cortical ou dificuldade na 
ancoragem de parafusos são contraindica-
ções para a utilização do dispositivo médico.

Esterilização
Implantize hybrid é esterilizado por óxido de 
etileno. A embalagem irá servir como uma 
barreira de esterilização até à data de expira-
ção indicada na caixa.

Armazenamento
Implantize hybrid deve ser armazenado em 
local frio e seco.

Informações ao paciente
O paciente deve ser informado pelo médico 
sobre possíveis complicações mencionados 
em contra-indicações e efeitos colaterais.
Última revisão: Setembro/2018
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General information 
The usage of Implantize hybrid must only be 
carried out by a qualified clinician, with in depth 
knowledge and complete mastery of specific 
surgical techniques of oral implants procedures. 
These surgical skills can be obtained in academy 
centres certified by RESDEVMED, Unipessoal 
Lda.  
Implantize hybrid must be used at clinician’s 
discretion, who has the duty to determine if a 
product is suitable for the patient and evaluate 
all relevant circumstances. The clinician is 
responsible for any direct, indirect or harmful 
consequences, which could result from an 
erroneous indication or surgical technique, from 
inappropriate use of the material, or non-
compliance of the safety instructions provided in 
the directions of use. Such complications cannot 
be attributed to the manufacturer or any 
RESDEVMED, Unipessoal Lda. representative.  
RESDEVMED, Unipessoal Lda. disclaims any 
liability, express or implied. 
 
Description 
Implantize hybrid is a titanium grade 5 (Ti6Al4V) 
individualized implant. It is designed over patient 
CT Scan files using segmentation and Computer 
Assisted Design software and produced by 
Selective Laser Melting (SLM). The medical 
device is intended to be stabilized with screws 
and bone retentions at non-atrophic areas. 
Case-specific anatomical models are also 
supplied with the implant. 
 
Properties and Effects 
Implantize hybrid is a long-term medical device, 
intended for dental rehabilitation surgical 
procedures of clinical cases where endosseous 
implants cannot be used.  
Implantize hybrid is custom made, which means 
that it is specific to a patient, registered in 

competent authorities as a tailored made 
medical device. 
Implantize hybrid will be used under load 
bearing situations. Micromovements must be 
avoided and therefore fixation with the supplied 
screws is essential, as well as bone retention at 
non-atrophic areas. 
 
Precautions for use 
During surgery, aseptic rules must be respected 
when using Implantize hybrid. Direct handling of 
the implant and screws must be avoided. If 
needed, avoid touching the chemical treated 
rough areas. 
Implantize hybrid is developed for single use 
only. Do not reuse, reprocess or resterilize. 
Reuse, reprocessing, or resterilization may 
compromise structural integrity of the device 
and/or lead to device failure, which may result in 
patient injury, illness or death. Clinical situation 
of the patient must be monitored continuously.  
Implantize hybrid should not be used with 
anodized osteosynthesis screws. The supplied 
screws must be used for fixation. 
Combination of Implantize hybrid with bone 
substitute materials must be carefully projected, 
considering the indications of each product.  
Patient’s good oral hygiene practices will 
influence the success of the procedure.  
Do not use the medical device if the blister has 
been opened or damaged prior to use.  
See also Contraindications. 
 
Procedures 
The following considerations are proposals from 
RESDEVMED, Unipessoal Lda.. It is important to 
remember that Implantize hybrid implantation 
must only be carried out by a qualified clinician, 
with in-depth knowledge and complete mastery 
of specific surgical techniques related to oral 
implants procedures. 
 
Before surgery: 
1. Perform CT scan using the radiologic protocol 
defined by RESDEVMED. This protocol is readily 
available at www.boneeasy.com. 
2. Order Implantize hybrid to RESDEVMED, 
following the company procedure: submit the 
medical request, send .dicom files and validate 
medical device design.  

 
During surgery: 
1. Maintain a sterile field throughout the 
procedure. 
2. Minimize saliva on site and other 
contamination sources. 
3. After exposure of the maxillary bone, it should 
be trimmed, if necessary. 

4. Adapt and fix the supplied surgical guide. 
5. Make bone preparations for Implantize hybrid. 
6. Test implant adaptation.  
7. After validation of the previous steps, implant 
must be fixed with the fixation screws supplied 
with the implant.  
8. If fixation screw stability is compromised, it 
should be replaced by the respective emergency 
screw, also supplied with the implant. 
 
In case of damage of the screws or bone where 
the screw should be fixated, and the point of 
fixation is capital for implant survival, an 
appliance can be designed by BoneEasy to 
stabilize the implant on new fixation points in a 
future intervention. 
 
Post-operative recommendations 
To ensure optimal healing, careful post-
operative management should be performed. 
Some recommendations include: 
● Application of ice on the face for 2 days. 
● Oral hygiene plan prescribed by the 

clinician, which may include mechanical or 
chemical plaque control and instructions 
on flossing or brushing.  

● Antibiotic therapy at the clinician’s 
discretion (systemic antibiotics are 
mentioned as effective minimizers of post-
operative complications).  

● During the first week, at least one visit for 
patient monitoring and professional 
prophylaxis is recommended.  

● If non-resorbable sutures are used, it 
should be removed one to two weeks post-
operatively, at clinician’s discretion, after 
clinical examination and evaluation. 

● Medical device removal is recommended 
in case of exposure, complications that 
cannot be controlled by standard post-
operative treatments and in case of tissue 
inflammation or evidence of infection, but 
always at the clinician’s discretion. 

● Radiographs can be taken to evaluate 
tissue health and medical device state four 
months post-operatively.  

 
Possible adverse effects 
Possible adverse effects of Implantize hybrid 
usage include (but are not limited to): speech 
problems; pain; swelling; inflammation; thermal 
sensitivity; local or systemic infection; gingivitis; 
gingival irregularities; complications associated 
with the use of anaesthesia; medical device 
mechanical failure or exposure. 
Early removal should always be considered if the 
site becomes compromised in any manner which 

cannot be controlled by standard post-operative 
treatments.  
Report to the manufacturer any adverse effect 
registered and not mentioned in this informative 
document. 
 
Contraindications 
The absence of corticalized bone or lack of screw 
anchoring are contraindications for usage of this 
medical device. 
 
Sterilization 
Implantize hybrid is sterilized by ethylene 
oxide. The package will serve as an effective 
sterile barrier until the “Use By” (expiration) 
date printed on the box. 
 
Storage 
Implantize hybrid should be stored in a cool, 
dry environment. 
 
Patient information 
The patient should be informed by the clinician 
of possible factors mentioned in 
contraindications and adverse effects 
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General information 
The usage of Implantize hybrid must only be 
carried out by a qualified clinician, with in depth 
knowledge and complete mastery of specific 
surgical techniques of oral implants procedures. 
These surgical skills can be obtained in academy 
centres certified by RESDEVMED, Unipessoal 
Lda.  
Implantize hybrid must be used at clinician’s 
discretion, who has the duty to determine if a 
product is suitable for the patient and evaluate 
all relevant circumstances. The clinician is 
responsible for any direct, indirect or harmful 
consequences, which could result from an 
erroneous indication or surgical technique, from 
inappropriate use of the material, or non-
compliance of the safety instructions provided in 
the directions of use. Such complications cannot 
be attributed to the manufacturer or any 
RESDEVMED, Unipessoal Lda. representative.  
RESDEVMED, Unipessoal Lda. disclaims any 
liability, express or implied. 
 
Description 
Implantize hybrid is a titanium grade 5 (Ti6Al4V) 
individualized implant. It is designed over patient 
CT Scan files using segmentation and Computer 
Assisted Design software and produced by 
Selective Laser Melting (SLM). The medical 
device is intended to be stabilized with screws 
and bone retentions at non-atrophic areas. 
Case-specific anatomical models are also 
supplied with the implant. 
 
Properties and Effects 
Implantize hybrid is a long-term medical device, 
intended for dental rehabilitation surgical 
procedures of clinical cases where endosseous 
implants cannot be used.  
Implantize hybrid is custom made, which means 
that it is specific to a patient, registered in 

competent authorities as a tailored made 
medical device. 
Implantize hybrid will be used under load 
bearing situations. Micromovements must be 
avoided and therefore fixation with the supplied 
screws is essential, as well as bone retention at 
non-atrophic areas. 
 
Precautions for use 
During surgery, aseptic rules must be respected 
when using Implantize hybrid. Direct handling of 
the implant and screws must be avoided. If 
needed, avoid touching the chemical treated 
rough areas. 
Implantize hybrid is developed for single use 
only. Do not reuse, reprocess or resterilize. 
Reuse, reprocessing, or resterilization may 
compromise structural integrity of the device 
and/or lead to device failure, which may result in 
patient injury, illness or death. Clinical situation 
of the patient must be monitored continuously.  
Implantize hybrid should not be used with 
anodized osteosynthesis screws. The supplied 
screws must be used for fixation. 
Combination of Implantize hybrid with bone 
substitute materials must be carefully projected, 
considering the indications of each product.  
Patient’s good oral hygiene practices will 
influence the success of the procedure.  
Do not use the medical device if the blister has 
been opened or damaged prior to use.  
See also Contraindications. 
 
Procedures 
The following considerations are proposals from 
RESDEVMED, Unipessoal Lda.. It is important to 
remember that Implantize hybrid implantation 
must only be carried out by a qualified clinician, 
with in-depth knowledge and complete mastery 
of specific surgical techniques related to oral 
implants procedures. 
 
Before surgery: 
1. Perform CT scan using the radiologic protocol 
defined by RESDEVMED. This protocol is readily 
available at www.boneeasy.com. 
2. Order Implantize hybrid to RESDEVMED, 
following the company procedure: submit the 
medical request, send .dicom files and validate 
medical device design.  

 
During surgery: 
1. Maintain a sterile field throughout the 
procedure. 
2. Minimize saliva on site and other 
contamination sources. 
3. After exposure of the maxillary bone, it should 
be trimmed, if necessary. 

4. Adapt and fix the supplied surgical guide. 
5. Make bone preparations for Implantize hybrid. 
6. Test implant adaptation.  
7. After validation of the previous steps, implant 
must be fixed with the fixation screws supplied 
with the implant.  
8. If fixation screw stability is compromised, it 
should be replaced by the respective emergency 
screw, also supplied with the implant. 
 
In case of damage of the screws or bone where 
the screw should be fixated, and the point of 
fixation is capital for implant survival, an 
appliance can be designed by BoneEasy to 
stabilize the implant on new fixation points in a 
future intervention. 
 
Post-operative recommendations 
To ensure optimal healing, careful post-
operative management should be performed. 
Some recommendations include: 
● Application of ice on the face for 2 days. 
● Oral hygiene plan prescribed by the 

clinician, which may include mechanical or 
chemical plaque control and instructions 
on flossing or brushing.  

● Antibiotic therapy at the clinician’s 
discretion (systemic antibiotics are 
mentioned as effective minimizers of post-
operative complications).  

● During the first week, at least one visit for 
patient monitoring and professional 
prophylaxis is recommended.  

● If non-resorbable sutures are used, it 
should be removed one to two weeks post-
operatively, at clinician’s discretion, after 
clinical examination and evaluation. 

● Medical device removal is recommended 
in case of exposure, complications that 
cannot be controlled by standard post-
operative treatments and in case of tissue 
inflammation or evidence of infection, but 
always at the clinician’s discretion. 

● Radiographs can be taken to evaluate 
tissue health and medical device state four 
months post-operatively.  

 
Possible adverse effects 
Possible adverse effects of Implantize hybrid 
usage include (but are not limited to): speech 
problems; pain; swelling; inflammation; thermal 
sensitivity; local or systemic infection; gingivitis; 
gingival irregularities; complications associated 
with the use of anaesthesia; medical device 
mechanical failure or exposure. 
Early removal should always be considered if the 
site becomes compromised in any manner which 

cannot be controlled by standard post-operative 
treatments.  
Report to the manufacturer any adverse effect 
registered and not mentioned in this informative 
document. 
 
Contraindications 
The absence of corticalized bone or lack of screw 
anchoring are contraindications for usage of this 
medical device. 
 
Sterilization 
Implantize hybrid is sterilized by ethylene 
oxide. The package will serve as an effective 
sterile barrier until the “Use By” (expiration) 
date printed on the box. 
 
Storage 
Implantize hybrid should be stored in a cool, 
dry environment. 
 
Patient information 
The patient should be informed by the clinician 
of possible factors mentioned in 
contraindications and adverse effects 
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General information 
The usage of Implantize hybrid must only be 
carried out by a qualified clinician, with in depth 
knowledge and complete mastery of specific 
surgical techniques of oral implants procedures. 
These surgical skills can be obtained in academy 
centres certified by RESDEVMED, Unipessoal 
Lda.  
Implantize hybrid must be used at clinician’s 
discretion, who has the duty to determine if a 
product is suitable for the patient and evaluate 
all relevant circumstances. The clinician is 
responsible for any direct, indirect or harmful 
consequences, which could result from an 
erroneous indication or surgical technique, from 
inappropriate use of the material, or non-
compliance of the safety instructions provided in 
the directions of use. Such complications cannot 
be attributed to the manufacturer or any 
RESDEVMED, Unipessoal Lda. representative.  
RESDEVMED, Unipessoal Lda. disclaims any 
liability, express or implied. 
 
Description 
Implantize hybrid is a titanium grade 5 (Ti6Al4V) 
individualized implant. It is designed over patient 
CT Scan files using segmentation and Computer 
Assisted Design software and produced by 
Selective Laser Melting (SLM). The medical 
device is intended to be stabilized with screws 
and bone retentions at non-atrophic areas. 
Case-specific anatomical models are also 
supplied with the implant. 
 
Properties and Effects 
Implantize hybrid is a long-term medical device, 
intended for dental rehabilitation surgical 
procedures of clinical cases where endosseous 
implants cannot be used.  
Implantize hybrid is custom made, which means 
that it is specific to a patient, registered in 

competent authorities as a tailored made 
medical device. 
Implantize hybrid will be used under load 
bearing situations. Micromovements must be 
avoided and therefore fixation with the supplied 
screws is essential, as well as bone retention at 
non-atrophic areas. 
 
Precautions for use 
During surgery, aseptic rules must be respected 
when using Implantize hybrid. Direct handling of 
the implant and screws must be avoided. If 
needed, avoid touching the chemical treated 
rough areas. 
Implantize hybrid is developed for single use 
only. Do not reuse, reprocess or resterilize. 
Reuse, reprocessing, or resterilization may 
compromise structural integrity of the device 
and/or lead to device failure, which may result in 
patient injury, illness or death. Clinical situation 
of the patient must be monitored continuously.  
Implantize hybrid should not be used with 
anodized osteosynthesis screws. The supplied 
screws must be used for fixation. 
Combination of Implantize hybrid with bone 
substitute materials must be carefully projected, 
considering the indications of each product.  
Patient’s good oral hygiene practices will 
influence the success of the procedure.  
Do not use the medical device if the blister has 
been opened or damaged prior to use.  
See also Contraindications. 
 
Procedures 
The following considerations are proposals from 
RESDEVMED, Unipessoal Lda.. It is important to 
remember that Implantize hybrid implantation 
must only be carried out by a qualified clinician, 
with in-depth knowledge and complete mastery 
of specific surgical techniques related to oral 
implants procedures. 
 
Before surgery: 
1. Perform CT scan using the radiologic protocol 
defined by RESDEVMED. This protocol is readily 
available at www.boneeasy.com. 
2. Order Implantize hybrid to RESDEVMED, 
following the company procedure: submit the 
medical request, send .dicom files and validate 
medical device design.  

 
During surgery: 
1. Maintain a sterile field throughout the 
procedure. 
2. Minimize saliva on site and other 
contamination sources. 
3. After exposure of the maxillary bone, it should 
be trimmed, if necessary. 

4. Adapt and fix the supplied surgical guide. 
5. Make bone preparations for Implantize hybrid. 
6. Test implant adaptation.  
7. After validation of the previous steps, implant 
must be fixed with the fixation screws supplied 
with the implant.  
8. If fixation screw stability is compromised, it 
should be replaced by the respective emergency 
screw, also supplied with the implant. 
 
In case of damage of the screws or bone where 
the screw should be fixated, and the point of 
fixation is capital for implant survival, an 
appliance can be designed by BoneEasy to 
stabilize the implant on new fixation points in a 
future intervention. 
 
Post-operative recommendations 
To ensure optimal healing, careful post-
operative management should be performed. 
Some recommendations include: 
● Application of ice on the face for 2 days. 
● Oral hygiene plan prescribed by the 

clinician, which may include mechanical or 
chemical plaque control and instructions 
on flossing or brushing.  

● Antibiotic therapy at the clinician’s 
discretion (systemic antibiotics are 
mentioned as effective minimizers of post-
operative complications).  

● During the first week, at least one visit for 
patient monitoring and professional 
prophylaxis is recommended.  

● If non-resorbable sutures are used, it 
should be removed one to two weeks post-
operatively, at clinician’s discretion, after 
clinical examination and evaluation. 

● Medical device removal is recommended 
in case of exposure, complications that 
cannot be controlled by standard post-
operative treatments and in case of tissue 
inflammation or evidence of infection, but 
always at the clinician’s discretion. 

● Radiographs can be taken to evaluate 
tissue health and medical device state four 
months post-operatively.  

 
Possible adverse effects 
Possible adverse effects of Implantize hybrid 
usage include (but are not limited to): speech 
problems; pain; swelling; inflammation; thermal 
sensitivity; local or systemic infection; gingivitis; 
gingival irregularities; complications associated 
with the use of anaesthesia; medical device 
mechanical failure or exposure. 
Early removal should always be considered if the 
site becomes compromised in any manner which 

cannot be controlled by standard post-operative 
treatments.  
Report to the manufacturer any adverse effect 
registered and not mentioned in this informative 
document. 
 
Contraindications 
The absence of corticalized bone or lack of screw 
anchoring are contraindications for usage of this 
medical device. 
 
Sterilization 
Implantize hybrid is sterilized by ethylene 
oxide. The package will serve as an effective 
sterile barrier until the “Use By” (expiration) 
date printed on the box. 
 
Storage 
Implantize hybrid should be stored in a cool, 
dry environment. 
 
Patient information 
The patient should be informed by the clinician 
of possible factors mentioned in 
contraindications and adverse effects 
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General information 
The usage of Implantize hybrid must only be 
carried out by a qualified clinician, with in depth 
knowledge and complete mastery of specific 
surgical techniques of oral implants procedures. 
These surgical skills can be obtained in academy 
centres certified by RESDEVMED, Unipessoal 
Lda.  
Implantize hybrid must be used at clinician’s 
discretion, who has the duty to determine if a 
product is suitable for the patient and evaluate 
all relevant circumstances. The clinician is 
responsible for any direct, indirect or harmful 
consequences, which could result from an 
erroneous indication or surgical technique, from 
inappropriate use of the material, or non-
compliance of the safety instructions provided in 
the directions of use. Such complications cannot 
be attributed to the manufacturer or any 
RESDEVMED, Unipessoal Lda. representative.  
RESDEVMED, Unipessoal Lda. disclaims any 
liability, express or implied. 
 
Description 
Implantize hybrid is a titanium grade 5 (Ti6Al4V) 
individualized implant. It is designed over patient 
CT Scan files using segmentation and Computer 
Assisted Design software and produced by 
Selective Laser Melting (SLM). The medical 
device is intended to be stabilized with screws 
and bone retentions at non-atrophic areas. 
Case-specific anatomical models are also 
supplied with the implant. 
 
Properties and Effects 
Implantize hybrid is a long-term medical device, 
intended for dental rehabilitation surgical 
procedures of clinical cases where endosseous 
implants cannot be used.  
Implantize hybrid is custom made, which means 
that it is specific to a patient, registered in 

competent authorities as a tailored made 
medical device. 
Implantize hybrid will be used under load 
bearing situations. Micromovements must be 
avoided and therefore fixation with the supplied 
screws is essential, as well as bone retention at 
non-atrophic areas. 
 
Precautions for use 
During surgery, aseptic rules must be respected 
when using Implantize hybrid. Direct handling of 
the implant and screws must be avoided. If 
needed, avoid touching the chemical treated 
rough areas. 
Implantize hybrid is developed for single use 
only. Do not reuse, reprocess or resterilize. 
Reuse, reprocessing, or resterilization may 
compromise structural integrity of the device 
and/or lead to device failure, which may result in 
patient injury, illness or death. Clinical situation 
of the patient must be monitored continuously.  
Implantize hybrid should not be used with 
anodized osteosynthesis screws. The supplied 
screws must be used for fixation. 
Combination of Implantize hybrid with bone 
substitute materials must be carefully projected, 
considering the indications of each product.  
Patient’s good oral hygiene practices will 
influence the success of the procedure.  
Do not use the medical device if the blister has 
been opened or damaged prior to use.  
See also Contraindications. 
 
Procedures 
The following considerations are proposals from 
RESDEVMED, Unipessoal Lda.. It is important to 
remember that Implantize hybrid implantation 
must only be carried out by a qualified clinician, 
with in-depth knowledge and complete mastery 
of specific surgical techniques related to oral 
implants procedures. 
 
Before surgery: 
1. Perform CT scan using the radiologic protocol 
defined by RESDEVMED. This protocol is readily 
available at www.boneeasy.com. 
2. Order Implantize hybrid to RESDEVMED, 
following the company procedure: submit the 
medical request, send .dicom files and validate 
medical device design.  

 
During surgery: 
1. Maintain a sterile field throughout the 
procedure. 
2. Minimize saliva on site and other 
contamination sources. 
3. After exposure of the maxillary bone, it should 
be trimmed, if necessary. 

4. Adapt and fix the supplied surgical guide. 
5. Make bone preparations for Implantize hybrid. 
6. Test implant adaptation.  
7. After validation of the previous steps, implant 
must be fixed with the fixation screws supplied 
with the implant.  
8. If fixation screw stability is compromised, it 
should be replaced by the respective emergency 
screw, also supplied with the implant. 
 
In case of damage of the screws or bone where 
the screw should be fixated, and the point of 
fixation is capital for implant survival, an 
appliance can be designed by BoneEasy to 
stabilize the implant on new fixation points in a 
future intervention. 
 
Post-operative recommendations 
To ensure optimal healing, careful post-
operative management should be performed. 
Some recommendations include: 
● Application of ice on the face for 2 days. 
● Oral hygiene plan prescribed by the 

clinician, which may include mechanical or 
chemical plaque control and instructions 
on flossing or brushing.  

● Antibiotic therapy at the clinician’s 
discretion (systemic antibiotics are 
mentioned as effective minimizers of post-
operative complications).  

● During the first week, at least one visit for 
patient monitoring and professional 
prophylaxis is recommended.  

● If non-resorbable sutures are used, it 
should be removed one to two weeks post-
operatively, at clinician’s discretion, after 
clinical examination and evaluation. 

● Medical device removal is recommended 
in case of exposure, complications that 
cannot be controlled by standard post-
operative treatments and in case of tissue 
inflammation or evidence of infection, but 
always at the clinician’s discretion. 

● Radiographs can be taken to evaluate 
tissue health and medical device state four 
months post-operatively.  

 
Possible adverse effects 
Possible adverse effects of Implantize hybrid 
usage include (but are not limited to): speech 
problems; pain; swelling; inflammation; thermal 
sensitivity; local or systemic infection; gingivitis; 
gingival irregularities; complications associated 
with the use of anaesthesia; medical device 
mechanical failure or exposure. 
Early removal should always be considered if the 
site becomes compromised in any manner which 

cannot be controlled by standard post-operative 
treatments.  
Report to the manufacturer any adverse effect 
registered and not mentioned in this informative 
document. 
 
Contraindications 
The absence of corticalized bone or lack of screw 
anchoring are contraindications for usage of this 
medical device. 
 
Sterilization 
Implantize hybrid is sterilized by ethylene 
oxide. The package will serve as an effective 
sterile barrier until the “Use By” (expiration) 
date printed on the box. 
 
Storage 
Implantize hybrid should be stored in a cool, 
dry environment. 
 
Patient information 
The patient should be informed by the clinician 
of possible factors mentioned in 
contraindications and adverse effects 
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General information 
The usage of Implantize hybrid must only be 
carried out by a qualified clinician, with in depth 
knowledge and complete mastery of specific 
surgical techniques of oral implants procedures. 
These surgical skills can be obtained in academy 
centres certified by RESDEVMED, Unipessoal 
Lda.  
Implantize hybrid must be used at clinician’s 
discretion, who has the duty to determine if a 
product is suitable for the patient and evaluate 
all relevant circumstances. The clinician is 
responsible for any direct, indirect or harmful 
consequences, which could result from an 
erroneous indication or surgical technique, from 
inappropriate use of the material, or non-
compliance of the safety instructions provided in 
the directions of use. Such complications cannot 
be attributed to the manufacturer or any 
RESDEVMED, Unipessoal Lda. representative.  
RESDEVMED, Unipessoal Lda. disclaims any 
liability, express or implied. 
 
Description 
Implantize hybrid is a titanium grade 5 (Ti6Al4V) 
individualized implant. It is designed over patient 
CT Scan files using segmentation and Computer 
Assisted Design software and produced by 
Selective Laser Melting (SLM). The medical 
device is intended to be stabilized with screws 
and bone retentions at non-atrophic areas. 
Case-specific anatomical models are also 
supplied with the implant. 
 
Properties and Effects 
Implantize hybrid is a long-term medical device, 
intended for dental rehabilitation surgical 
procedures of clinical cases where endosseous 
implants cannot be used.  
Implantize hybrid is custom made, which means 
that it is specific to a patient, registered in 

competent authorities as a tailored made 
medical device. 
Implantize hybrid will be used under load 
bearing situations. Micromovements must be 
avoided and therefore fixation with the supplied 
screws is essential, as well as bone retention at 
non-atrophic areas. 
 
Precautions for use 
During surgery, aseptic rules must be respected 
when using Implantize hybrid. Direct handling of 
the implant and screws must be avoided. If 
needed, avoid touching the chemical treated 
rough areas. 
Implantize hybrid is developed for single use 
only. Do not reuse, reprocess or resterilize. 
Reuse, reprocessing, or resterilization may 
compromise structural integrity of the device 
and/or lead to device failure, which may result in 
patient injury, illness or death. Clinical situation 
of the patient must be monitored continuously.  
Implantize hybrid should not be used with 
anodized osteosynthesis screws. The supplied 
screws must be used for fixation. 
Combination of Implantize hybrid with bone 
substitute materials must be carefully projected, 
considering the indications of each product.  
Patient’s good oral hygiene practices will 
influence the success of the procedure.  
Do not use the medical device if the blister has 
been opened or damaged prior to use.  
See also Contraindications. 
 
Procedures 
The following considerations are proposals from 
RESDEVMED, Unipessoal Lda.. It is important to 
remember that Implantize hybrid implantation 
must only be carried out by a qualified clinician, 
with in-depth knowledge and complete mastery 
of specific surgical techniques related to oral 
implants procedures. 
 
Before surgery: 
1. Perform CT scan using the radiologic protocol 
defined by RESDEVMED. This protocol is readily 
available at www.boneeasy.com. 
2. Order Implantize hybrid to RESDEVMED, 
following the company procedure: submit the 
medical request, send .dicom files and validate 
medical device design.  

 
During surgery: 
1. Maintain a sterile field throughout the 
procedure. 
2. Minimize saliva on site and other 
contamination sources. 
3. After exposure of the maxillary bone, it should 
be trimmed, if necessary. 

4. Adapt and fix the supplied surgical guide. 
5. Make bone preparations for Implantize hybrid. 
6. Test implant adaptation.  
7. After validation of the previous steps, implant 
must be fixed with the fixation screws supplied 
with the implant.  
8. If fixation screw stability is compromised, it 
should be replaced by the respective emergency 
screw, also supplied with the implant. 
 
In case of damage of the screws or bone where 
the screw should be fixated, and the point of 
fixation is capital for implant survival, an 
appliance can be designed by BoneEasy to 
stabilize the implant on new fixation points in a 
future intervention. 
 
Post-operative recommendations 
To ensure optimal healing, careful post-
operative management should be performed. 
Some recommendations include: 
● Application of ice on the face for 2 days. 
● Oral hygiene plan prescribed by the 

clinician, which may include mechanical or 
chemical plaque control and instructions 
on flossing or brushing.  

● Antibiotic therapy at the clinician’s 
discretion (systemic antibiotics are 
mentioned as effective minimizers of post-
operative complications).  

● During the first week, at least one visit for 
patient monitoring and professional 
prophylaxis is recommended.  

● If non-resorbable sutures are used, it 
should be removed one to two weeks post-
operatively, at clinician’s discretion, after 
clinical examination and evaluation. 

● Medical device removal is recommended 
in case of exposure, complications that 
cannot be controlled by standard post-
operative treatments and in case of tissue 
inflammation or evidence of infection, but 
always at the clinician’s discretion. 

● Radiographs can be taken to evaluate 
tissue health and medical device state four 
months post-operatively.  

 
Possible adverse effects 
Possible adverse effects of Implantize hybrid 
usage include (but are not limited to): speech 
problems; pain; swelling; inflammation; thermal 
sensitivity; local or systemic infection; gingivitis; 
gingival irregularities; complications associated 
with the use of anaesthesia; medical device 
mechanical failure or exposure. 
Early removal should always be considered if the 
site becomes compromised in any manner which 

cannot be controlled by standard post-operative 
treatments.  
Report to the manufacturer any adverse effect 
registered and not mentioned in this informative 
document. 
 
Contraindications 
The absence of corticalized bone or lack of screw 
anchoring are contraindications for usage of this 
medical device. 
 
Sterilization 
Implantize hybrid is sterilized by ethylene 
oxide. The package will serve as an effective 
sterile barrier until the “Use By” (expiration) 
date printed on the box. 
 
Storage 
Implantize hybrid should be stored in a cool, 
dry environment. 
 
Patient information 
The patient should be informed by the clinician 
of possible factors mentioned in 
contraindications and adverse effects 
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General information 
The usage of Implantize hybrid must only be 
carried out by a qualified clinician, with in depth 
knowledge and complete mastery of specific 
surgical techniques of oral implants procedures. 
These surgical skills can be obtained in academy 
centres certified by RESDEVMED, Unipessoal 
Lda.  
Implantize hybrid must be used at clinician’s 
discretion, who has the duty to determine if a 
product is suitable for the patient and evaluate 
all relevant circumstances. The clinician is 
responsible for any direct, indirect or harmful 
consequences, which could result from an 
erroneous indication or surgical technique, from 
inappropriate use of the material, or non-
compliance of the safety instructions provided in 
the directions of use. Such complications cannot 
be attributed to the manufacturer or any 
RESDEVMED, Unipessoal Lda. representative.  
RESDEVMED, Unipessoal Lda. disclaims any 
liability, express or implied. 
 
Description 
Implantize hybrid is a titanium grade 5 (Ti6Al4V) 
individualized implant. It is designed over patient 
CT Scan files using segmentation and Computer 
Assisted Design software and produced by 
Selective Laser Melting (SLM). The medical 
device is intended to be stabilized with screws 
and bone retentions at non-atrophic areas. 
Case-specific anatomical models are also 
supplied with the implant. 
 
Properties and Effects 
Implantize hybrid is a long-term medical device, 
intended for dental rehabilitation surgical 
procedures of clinical cases where endosseous 
implants cannot be used.  
Implantize hybrid is custom made, which means 
that it is specific to a patient, registered in 

competent authorities as a tailored made 
medical device. 
Implantize hybrid will be used under load 
bearing situations. Micromovements must be 
avoided and therefore fixation with the supplied 
screws is essential, as well as bone retention at 
non-atrophic areas. 
 
Precautions for use 
During surgery, aseptic rules must be respected 
when using Implantize hybrid. Direct handling of 
the implant and screws must be avoided. If 
needed, avoid touching the chemical treated 
rough areas. 
Implantize hybrid is developed for single use 
only. Do not reuse, reprocess or resterilize. 
Reuse, reprocessing, or resterilization may 
compromise structural integrity of the device 
and/or lead to device failure, which may result in 
patient injury, illness or death. Clinical situation 
of the patient must be monitored continuously.  
Implantize hybrid should not be used with 
anodized osteosynthesis screws. The supplied 
screws must be used for fixation. 
Combination of Implantize hybrid with bone 
substitute materials must be carefully projected, 
considering the indications of each product.  
Patient’s good oral hygiene practices will 
influence the success of the procedure.  
Do not use the medical device if the blister has 
been opened or damaged prior to use.  
See also Contraindications. 
 
Procedures 
The following considerations are proposals from 
RESDEVMED, Unipessoal Lda.. It is important to 
remember that Implantize hybrid implantation 
must only be carried out by a qualified clinician, 
with in-depth knowledge and complete mastery 
of specific surgical techniques related to oral 
implants procedures. 
 
Before surgery: 
1. Perform CT scan using the radiologic protocol 
defined by RESDEVMED. This protocol is readily 
available at www.boneeasy.com. 
2. Order Implantize hybrid to RESDEVMED, 
following the company procedure: submit the 
medical request, send .dicom files and validate 
medical device design.  

 
During surgery: 
1. Maintain a sterile field throughout the 
procedure. 
2. Minimize saliva on site and other 
contamination sources. 
3. After exposure of the maxillary bone, it should 
be trimmed, if necessary. 

4. Adapt and fix the supplied surgical guide. 
5. Make bone preparations for Implantize hybrid. 
6. Test implant adaptation.  
7. After validation of the previous steps, implant 
must be fixed with the fixation screws supplied 
with the implant.  
8. If fixation screw stability is compromised, it 
should be replaced by the respective emergency 
screw, also supplied with the implant. 
 
In case of damage of the screws or bone where 
the screw should be fixated, and the point of 
fixation is capital for implant survival, an 
appliance can be designed by BoneEasy to 
stabilize the implant on new fixation points in a 
future intervention. 
 
Post-operative recommendations 
To ensure optimal healing, careful post-
operative management should be performed. 
Some recommendations include: 
● Application of ice on the face for 2 days. 
● Oral hygiene plan prescribed by the 

clinician, which may include mechanical or 
chemical plaque control and instructions 
on flossing or brushing.  

● Antibiotic therapy at the clinician’s 
discretion (systemic antibiotics are 
mentioned as effective minimizers of post-
operative complications).  

● During the first week, at least one visit for 
patient monitoring and professional 
prophylaxis is recommended.  

● If non-resorbable sutures are used, it 
should be removed one to two weeks post-
operatively, at clinician’s discretion, after 
clinical examination and evaluation. 

● Medical device removal is recommended 
in case of exposure, complications that 
cannot be controlled by standard post-
operative treatments and in case of tissue 
inflammation or evidence of infection, but 
always at the clinician’s discretion. 

● Radiographs can be taken to evaluate 
tissue health and medical device state four 
months post-operatively.  

 
Possible adverse effects 
Possible adverse effects of Implantize hybrid 
usage include (but are not limited to): speech 
problems; pain; swelling; inflammation; thermal 
sensitivity; local or systemic infection; gingivitis; 
gingival irregularities; complications associated 
with the use of anaesthesia; medical device 
mechanical failure or exposure. 
Early removal should always be considered if the 
site becomes compromised in any manner which 

cannot be controlled by standard post-operative 
treatments.  
Report to the manufacturer any adverse effect 
registered and not mentioned in this informative 
document. 
 
Contraindications 
The absence of corticalized bone or lack of screw 
anchoring are contraindications for usage of this 
medical device. 
 
Sterilization 
Implantize hybrid is sterilized by ethylene 
oxide. The package will serve as an effective 
sterile barrier until the “Use By” (expiration) 
date printed on the box. 
 
Storage 
Implantize hybrid should be stored in a cool, 
dry environment. 
 
Patient information 
The patient should be informed by the clinician 
of possible factors mentioned in 
contraindications and adverse effects 
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General information 
The usage of Implantize hybrid must only be 
carried out by a qualified clinician, with in depth 
knowledge and complete mastery of specific 
surgical techniques of oral implants procedures. 
These surgical skills can be obtained in academy 
centres certified by RESDEVMED, Unipessoal 
Lda.  
Implantize hybrid must be used at clinician’s 
discretion, who has the duty to determine if a 
product is suitable for the patient and evaluate 
all relevant circumstances. The clinician is 
responsible for any direct, indirect or harmful 
consequences, which could result from an 
erroneous indication or surgical technique, from 
inappropriate use of the material, or non-
compliance of the safety instructions provided in 
the directions of use. Such complications cannot 
be attributed to the manufacturer or any 
RESDEVMED, Unipessoal Lda. representative.  
RESDEVMED, Unipessoal Lda. disclaims any 
liability, express or implied. 
 
Description 
Implantize hybrid is a titanium grade 5 (Ti6Al4V) 
individualized implant. It is designed over patient 
CT Scan files using segmentation and Computer 
Assisted Design software and produced by 
Selective Laser Melting (SLM). The medical 
device is intended to be stabilized with screws 
and bone retentions at non-atrophic areas. 
Case-specific anatomical models are also 
supplied with the implant. 
 
Properties and Effects 
Implantize hybrid is a long-term medical device, 
intended for dental rehabilitation surgical 
procedures of clinical cases where endosseous 
implants cannot be used.  
Implantize hybrid is custom made, which means 
that it is specific to a patient, registered in 

competent authorities as a tailored made 
medical device. 
Implantize hybrid will be used under load 
bearing situations. Micromovements must be 
avoided and therefore fixation with the supplied 
screws is essential, as well as bone retention at 
non-atrophic areas. 
 
Precautions for use 
During surgery, aseptic rules must be respected 
when using Implantize hybrid. Direct handling of 
the implant and screws must be avoided. If 
needed, avoid touching the chemical treated 
rough areas. 
Implantize hybrid is developed for single use 
only. Do not reuse, reprocess or resterilize. 
Reuse, reprocessing, or resterilization may 
compromise structural integrity of the device 
and/or lead to device failure, which may result in 
patient injury, illness or death. Clinical situation 
of the patient must be monitored continuously.  
Implantize hybrid should not be used with 
anodized osteosynthesis screws. The supplied 
screws must be used for fixation. 
Combination of Implantize hybrid with bone 
substitute materials must be carefully projected, 
considering the indications of each product.  
Patient’s good oral hygiene practices will 
influence the success of the procedure.  
Do not use the medical device if the blister has 
been opened or damaged prior to use.  
See also Contraindications. 
 
Procedures 
The following considerations are proposals from 
RESDEVMED, Unipessoal Lda.. It is important to 
remember that Implantize hybrid implantation 
must only be carried out by a qualified clinician, 
with in-depth knowledge and complete mastery 
of specific surgical techniques related to oral 
implants procedures. 
 
Before surgery: 
1. Perform CT scan using the radiologic protocol 
defined by RESDEVMED. This protocol is readily 
available at www.boneeasy.com. 
2. Order Implantize hybrid to RESDEVMED, 
following the company procedure: submit the 
medical request, send .dicom files and validate 
medical device design.  

 
During surgery: 
1. Maintain a sterile field throughout the 
procedure. 
2. Minimize saliva on site and other 
contamination sources. 
3. After exposure of the maxillary bone, it should 
be trimmed, if necessary. 

4. Adapt and fix the supplied surgical guide. 
5. Make bone preparations for Implantize hybrid. 
6. Test implant adaptation.  
7. After validation of the previous steps, implant 
must be fixed with the fixation screws supplied 
with the implant.  
8. If fixation screw stability is compromised, it 
should be replaced by the respective emergency 
screw, also supplied with the implant. 
 
In case of damage of the screws or bone where 
the screw should be fixated, and the point of 
fixation is capital for implant survival, an 
appliance can be designed by BoneEasy to 
stabilize the implant on new fixation points in a 
future intervention. 
 
Post-operative recommendations 
To ensure optimal healing, careful post-
operative management should be performed. 
Some recommendations include: 
● Application of ice on the face for 2 days. 
● Oral hygiene plan prescribed by the 

clinician, which may include mechanical or 
chemical plaque control and instructions 
on flossing or brushing.  

● Antibiotic therapy at the clinician’s 
discretion (systemic antibiotics are 
mentioned as effective minimizers of post-
operative complications).  

● During the first week, at least one visit for 
patient monitoring and professional 
prophylaxis is recommended.  

● If non-resorbable sutures are used, it 
should be removed one to two weeks post-
operatively, at clinician’s discretion, after 
clinical examination and evaluation. 

● Medical device removal is recommended 
in case of exposure, complications that 
cannot be controlled by standard post-
operative treatments and in case of tissue 
inflammation or evidence of infection, but 
always at the clinician’s discretion. 

● Radiographs can be taken to evaluate 
tissue health and medical device state four 
months post-operatively.  

 
Possible adverse effects 
Possible adverse effects of Implantize hybrid 
usage include (but are not limited to): speech 
problems; pain; swelling; inflammation; thermal 
sensitivity; local or systemic infection; gingivitis; 
gingival irregularities; complications associated 
with the use of anaesthesia; medical device 
mechanical failure or exposure. 
Early removal should always be considered if the 
site becomes compromised in any manner which 

cannot be controlled by standard post-operative 
treatments.  
Report to the manufacturer any adverse effect 
registered and not mentioned in this informative 
document. 
 
Contraindications 
The absence of corticalized bone or lack of screw 
anchoring are contraindications for usage of this 
medical device. 
 
Sterilization 
Implantize hybrid is sterilized by ethylene 
oxide. The package will serve as an effective 
sterile barrier until the “Use By” (expiration) 
date printed on the box. 
 
Storage 
Implantize hybrid should be stored in a cool, 
dry environment. 
 
Patient information 
The patient should be informed by the clinician 
of possible factors mentioned in 
contraindications and adverse effects 
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General information 
The usage of Implantize hybrid must only be 
carried out by a qualified clinician, with in depth 
knowledge and complete mastery of specific 
surgical techniques of oral implants procedures. 
These surgical skills can be obtained in academy 
centres certified by RESDEVMED, Unipessoal 
Lda.  
Implantize hybrid must be used at clinician’s 
discretion, who has the duty to determine if a 
product is suitable for the patient and evaluate 
all relevant circumstances. The clinician is 
responsible for any direct, indirect or harmful 
consequences, which could result from an 
erroneous indication or surgical technique, from 
inappropriate use of the material, or non-
compliance of the safety instructions provided in 
the directions of use. Such complications cannot 
be attributed to the manufacturer or any 
RESDEVMED, Unipessoal Lda. representative.  
RESDEVMED, Unipessoal Lda. disclaims any 
liability, express or implied. 
 
Description 
Implantize hybrid is a titanium grade 5 (Ti6Al4V) 
individualized implant. It is designed over patient 
CT Scan files using segmentation and Computer 
Assisted Design software and produced by 
Selective Laser Melting (SLM). The medical 
device is intended to be stabilized with screws 
and bone retentions at non-atrophic areas. 
Case-specific anatomical models are also 
supplied with the implant. 
 
Properties and Effects 
Implantize hybrid is a long-term medical device, 
intended for dental rehabilitation surgical 
procedures of clinical cases where endosseous 
implants cannot be used.  
Implantize hybrid is custom made, which means 
that it is specific to a patient, registered in 

competent authorities as a tailored made 
medical device. 
Implantize hybrid will be used under load 
bearing situations. Micromovements must be 
avoided and therefore fixation with the supplied 
screws is essential, as well as bone retention at 
non-atrophic areas. 
 
Precautions for use 
During surgery, aseptic rules must be respected 
when using Implantize hybrid. Direct handling of 
the implant and screws must be avoided. If 
needed, avoid touching the chemical treated 
rough areas. 
Implantize hybrid is developed for single use 
only. Do not reuse, reprocess or resterilize. 
Reuse, reprocessing, or resterilization may 
compromise structural integrity of the device 
and/or lead to device failure, which may result in 
patient injury, illness or death. Clinical situation 
of the patient must be monitored continuously.  
Implantize hybrid should not be used with 
anodized osteosynthesis screws. The supplied 
screws must be used for fixation. 
Combination of Implantize hybrid with bone 
substitute materials must be carefully projected, 
considering the indications of each product.  
Patient’s good oral hygiene practices will 
influence the success of the procedure.  
Do not use the medical device if the blister has 
been opened or damaged prior to use.  
See also Contraindications. 
 
Procedures 
The following considerations are proposals from 
RESDEVMED, Unipessoal Lda.. It is important to 
remember that Implantize hybrid implantation 
must only be carried out by a qualified clinician, 
with in-depth knowledge and complete mastery 
of specific surgical techniques related to oral 
implants procedures. 
 
Before surgery: 
1. Perform CT scan using the radiologic protocol 
defined by RESDEVMED. This protocol is readily 
available at www.boneeasy.com. 
2. Order Implantize hybrid to RESDEVMED, 
following the company procedure: submit the 
medical request, send .dicom files and validate 
medical device design.  

 
During surgery: 
1. Maintain a sterile field throughout the 
procedure. 
2. Minimize saliva on site and other 
contamination sources. 
3. After exposure of the maxillary bone, it should 
be trimmed, if necessary. 

4. Adapt and fix the supplied surgical guide. 
5. Make bone preparations for Implantize hybrid. 
6. Test implant adaptation.  
7. After validation of the previous steps, implant 
must be fixed with the fixation screws supplied 
with the implant.  
8. If fixation screw stability is compromised, it 
should be replaced by the respective emergency 
screw, also supplied with the implant. 
 
In case of damage of the screws or bone where 
the screw should be fixated, and the point of 
fixation is capital for implant survival, an 
appliance can be designed by BoneEasy to 
stabilize the implant on new fixation points in a 
future intervention. 
 
Post-operative recommendations 
To ensure optimal healing, careful post-
operative management should be performed. 
Some recommendations include: 
● Application of ice on the face for 2 days. 
● Oral hygiene plan prescribed by the 

clinician, which may include mechanical or 
chemical plaque control and instructions 
on flossing or brushing.  

● Antibiotic therapy at the clinician’s 
discretion (systemic antibiotics are 
mentioned as effective minimizers of post-
operative complications).  

● During the first week, at least one visit for 
patient monitoring and professional 
prophylaxis is recommended.  

● If non-resorbable sutures are used, it 
should be removed one to two weeks post-
operatively, at clinician’s discretion, after 
clinical examination and evaluation. 

● Medical device removal is recommended 
in case of exposure, complications that 
cannot be controlled by standard post-
operative treatments and in case of tissue 
inflammation or evidence of infection, but 
always at the clinician’s discretion. 

● Radiographs can be taken to evaluate 
tissue health and medical device state four 
months post-operatively.  

 
Possible adverse effects 
Possible adverse effects of Implantize hybrid 
usage include (but are not limited to): speech 
problems; pain; swelling; inflammation; thermal 
sensitivity; local or systemic infection; gingivitis; 
gingival irregularities; complications associated 
with the use of anaesthesia; medical device 
mechanical failure or exposure. 
Early removal should always be considered if the 
site becomes compromised in any manner which 

cannot be controlled by standard post-operative 
treatments.  
Report to the manufacturer any adverse effect 
registered and not mentioned in this informative 
document. 
 
Contraindications 
The absence of corticalized bone or lack of screw 
anchoring are contraindications for usage of this 
medical device. 
 
Sterilization 
Implantize hybrid is sterilized by ethylene 
oxide. The package will serve as an effective 
sterile barrier until the “Use By” (expiration) 
date printed on the box. 
 
Storage 
Implantize hybrid should be stored in a cool, 
dry environment. 
 
Patient information 
The patient should be informed by the clinician 
of possible factors mentioned in 
contraindications and adverse effects 
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General information 
The usage of Implantize hybrid must only be 
carried out by a qualified clinician, with in depth 
knowledge and complete mastery of specific 
surgical techniques of oral implants procedures. 
These surgical skills can be obtained in academy 
centres certified by RESDEVMED, Unipessoal 
Lda.  
Implantize hybrid must be used at clinician’s 
discretion, who has the duty to determine if a 
product is suitable for the patient and evaluate 
all relevant circumstances. The clinician is 
responsible for any direct, indirect or harmful 
consequences, which could result from an 
erroneous indication or surgical technique, from 
inappropriate use of the material, or non-
compliance of the safety instructions provided in 
the directions of use. Such complications cannot 
be attributed to the manufacturer or any 
RESDEVMED, Unipessoal Lda. representative.  
RESDEVMED, Unipessoal Lda. disclaims any 
liability, express or implied. 
 
Description 
Implantize hybrid is a titanium grade 5 (Ti6Al4V) 
individualized implant. It is designed over patient 
CT Scan files using segmentation and Computer 
Assisted Design software and produced by 
Selective Laser Melting (SLM). The medical 
device is intended to be stabilized with screws 
and bone retentions at non-atrophic areas. 
Case-specific anatomical models are also 
supplied with the implant. 
 
Properties and Effects 
Implantize hybrid is a long-term medical device, 
intended for dental rehabilitation surgical 
procedures of clinical cases where endosseous 
implants cannot be used.  
Implantize hybrid is custom made, which means 
that it is specific to a patient, registered in 

competent authorities as a tailored made 
medical device. 
Implantize hybrid will be used under load 
bearing situations. Micromovements must be 
avoided and therefore fixation with the supplied 
screws is essential, as well as bone retention at 
non-atrophic areas. 
 
Precautions for use 
During surgery, aseptic rules must be respected 
when using Implantize hybrid. Direct handling of 
the implant and screws must be avoided. If 
needed, avoid touching the chemical treated 
rough areas. 
Implantize hybrid is developed for single use 
only. Do not reuse, reprocess or resterilize. 
Reuse, reprocessing, or resterilization may 
compromise structural integrity of the device 
and/or lead to device failure, which may result in 
patient injury, illness or death. Clinical situation 
of the patient must be monitored continuously.  
Implantize hybrid should not be used with 
anodized osteosynthesis screws. The supplied 
screws must be used for fixation. 
Combination of Implantize hybrid with bone 
substitute materials must be carefully projected, 
considering the indications of each product.  
Patient’s good oral hygiene practices will 
influence the success of the procedure.  
Do not use the medical device if the blister has 
been opened or damaged prior to use.  
See also Contraindications. 
 
Procedures 
The following considerations are proposals from 
RESDEVMED, Unipessoal Lda.. It is important to 
remember that Implantize hybrid implantation 
must only be carried out by a qualified clinician, 
with in-depth knowledge and complete mastery 
of specific surgical techniques related to oral 
implants procedures. 
 
Before surgery: 
1. Perform CT scan using the radiologic protocol 
defined by RESDEVMED. This protocol is readily 
available at www.boneeasy.com. 
2. Order Implantize hybrid to RESDEVMED, 
following the company procedure: submit the 
medical request, send .dicom files and validate 
medical device design.  

 
During surgery: 
1. Maintain a sterile field throughout the 
procedure. 
2. Minimize saliva on site and other 
contamination sources. 
3. After exposure of the maxillary bone, it should 
be trimmed, if necessary. 

4. Adapt and fix the supplied surgical guide. 
5. Make bone preparations for Implantize hybrid. 
6. Test implant adaptation.  
7. After validation of the previous steps, implant 
must be fixed with the fixation screws supplied 
with the implant.  
8. If fixation screw stability is compromised, it 
should be replaced by the respective emergency 
screw, also supplied with the implant. 
 
In case of damage of the screws or bone where 
the screw should be fixated, and the point of 
fixation is capital for implant survival, an 
appliance can be designed by BoneEasy to 
stabilize the implant on new fixation points in a 
future intervention. 
 
Post-operative recommendations 
To ensure optimal healing, careful post-
operative management should be performed. 
Some recommendations include: 
● Application of ice on the face for 2 days. 
● Oral hygiene plan prescribed by the 

clinician, which may include mechanical or 
chemical plaque control and instructions 
on flossing or brushing.  

● Antibiotic therapy at the clinician’s 
discretion (systemic antibiotics are 
mentioned as effective minimizers of post-
operative complications).  

● During the first week, at least one visit for 
patient monitoring and professional 
prophylaxis is recommended.  

● If non-resorbable sutures are used, it 
should be removed one to two weeks post-
operatively, at clinician’s discretion, after 
clinical examination and evaluation. 

● Medical device removal is recommended 
in case of exposure, complications that 
cannot be controlled by standard post-
operative treatments and in case of tissue 
inflammation or evidence of infection, but 
always at the clinician’s discretion. 

● Radiographs can be taken to evaluate 
tissue health and medical device state four 
months post-operatively.  

 
Possible adverse effects 
Possible adverse effects of Implantize hybrid 
usage include (but are not limited to): speech 
problems; pain; swelling; inflammation; thermal 
sensitivity; local or systemic infection; gingivitis; 
gingival irregularities; complications associated 
with the use of anaesthesia; medical device 
mechanical failure or exposure. 
Early removal should always be considered if the 
site becomes compromised in any manner which 

cannot be controlled by standard post-operative 
treatments.  
Report to the manufacturer any adverse effect 
registered and not mentioned in this informative 
document. 
 
Contraindications 
The absence of corticalized bone or lack of screw 
anchoring are contraindications for usage of this 
medical device. 
 
Sterilization 
Implantize hybrid is sterilized by ethylene 
oxide. The package will serve as an effective 
sterile barrier until the “Use By” (expiration) 
date printed on the box. 
 
Storage 
Implantize hybrid should be stored in a cool, 
dry environment. 
 
Patient information 
The patient should be informed by the clinician 
of possible factors mentioned in 
contraindications and adverse effects 
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