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Información general
El uso de Mesh4U solo debe ser realizado por un profe-
sional cualificado, con un conocimiento profundo y un 
dominio completo de las técnicas quirúrgicas específicas 
de los procedimientos de regeneración ósea guiada. Estas 
habilidades quirúrgicas se pueden obtener en centros aca-
démicos certificados por RESDEVMED, Unipessoal Lda. 
Mesh4U debe utilizarse a criterio del profesional, quien 
tiene el deber de determinar si un producto es adecuado 
para el paciente y evaluar todas las circunstancias relevan-
tes. El médico es responsable de cualquier consecuencia 
directa, indirecta o nociva, que pueda resultar de una in-
dicación o técnica quirúrgica errónea, del uso inadecuado 
del material o del incumplimiento de las instrucciones de 
seguridad proporcionadas en las instrucciones de uso. Di-
chas complicaciones no se pueden atribuir al fabricante ni 
a ningún representante de RESDEVMED, Unipessoal Lda. 
RESDEVMED, Unipessoal Lda. se exime de cualquier res-
ponsabilidad, expresa o implícita.

Descripción
Mesh4U es una estructura metálica regenerativa no re-
absorbible, fabricada en titanio de grado 5 (Ti6Al4V). El 
titanio de grado 5 pertenece al tipo de las aleaciones de ti-
tanio α-α, que se caracterizan por su baja densidad, buena 
resistencia mecánica, excelente resistencia a la corrosión, 
alta resistencia a la fatiga, baja conductividad térmica, baja 
interferencia en procedimientos de captación de imágenes 
y es un estándar como material para dispositivos médicos.
Mesh4U está diseñada a partir de los archivos de una to-
mografía computarizada del paciente utilizando un softwa-
re de diseño asistido por ordenador y fabricado por Selec-
tive Laser Melting (SLM). Mesh4U se proporciona estéril.

Propiedades y efectos
Mesh4U es un dispositivo médico implantable de largo 
plazo, destinado a procedimientos quirúrgicos de regene-
ración ósea guiada, que favorece la cicatrización regene-
rativa del hueso. El dispositivo está diseñado para excluir el 
tejido conjuntivo epitelial y gingival del defecto, creando y 
manteniendo un entorno favorable para la repoblación del 
defecto óseo con células de interés y, en consecuencia, 
la regeneración ósea. Mesh4U está diseñado para un pa-

ciente específico, considerando tanto el área como el volu-
men destinado a regenerarse, y se adapta completamente 
a las estructuras anatómicas. Mesh4U no debe utilizarse 
en situaciones de carga.

Precauciones de uso
Durante la cirugía, se deben respetar las reglas asépticas 
cuando se utiliza Mesh4U. Evítese la manipulación directa 
del dispositivo (por ejemplo, no toque la estructura direc-
tamente con guantes). Mesh4U está desarrollado para un 
solo uso. No reutilizar, reprocesar ni reesterilizar. La reu-
tilización, el reprocesamiento o la reesterilización pueden 
comprometer la integridad estructural del dispositivo y/o 
provocar fallo del dispositivo, lo cual puede provocar lesio-
nes, enfermedades o la muerte del paciente. La situación 
clínica del paciente debe ser monitoreada continuamente 
y, si fuera necesario debe retirarse el dispositivo. VMes-
h4U debe utilizarse concomitantemente con una mezcla 
de sustituto óseo y de hueso autólogo en una proporción 
de 50/50. Mesh4U debe cubrirse con una membrana 
de colágeno reabsorbible de larga duración. Las buenas 
prácticas de higiene bucal del paciente influirán en el éxito 
del procedimiento. No utilice Mesh4U si el envase se ha 
abierto o dañado antes de su utilización. Ver Contraindi-
caciones.

Procedimientos
Las siguientes consideraciones han sido propuestas por 
RESDEVMED, Unipessoal Lda. Es importante recordar 
que la implantación de Mesh4U solo debe realizarla un 
profesional cualificado, con un profundo conocimiento y 
un dominio completo de técnicas quirúrgicas específicas 
relacionadas con los procedimientos de regeneración ósea 
guiada.

1. Antes de la cirugía:
1.1. Con la opción Injertos orales del software Tailore-

dimplant, dibuje un injerto óseo que represente el 
área y el volumen a regenerar. Para proporcionar 
una protección adecuada del defecto óseo y mejorar 
la estabilidad de Mesh4U, la malla debe extenderse 
3-4 mm más allá de los márgenes del defecto y per-
manecer al menos 1 mm separada de los dientes 
adyacentes.

2. Durante la cirugía:
2.1. Realice una incisión supra crestal, que supere el 

área de injerto en al menos 10 mm a ambos lados. 
Se deben evitar las incisiones verticales;

2.2. Desprenda de un colgajo de espesor total con eleva-
ción completa del periostio;

2.3. Si se trabaja en la mandíbula, libere la tensión del 
suelo de la boca desprendiendo la mucosa y se-
parando las fibras superficiales del milohioideo del 
resto del músculo (en lado lingual de la mandíbula), 
según lo describe Carlo Tinti y col. (Vertical Ridge 
Augmentation: What is the Limit?; The Internatio-
nal Journal of Periodontics & Restorative Dentistry, 
221-229, Volume 16, Number 3,1996);

2.4. Prepare el hueso remanente mediante perforacio-
nes de la cortical para favorecer un suministro ade-

cuado de sangre y células;
2.5. Obtenga hueso autólogo rascando en las áreas 

circundantes. Si esto no fuera posible, recoja un 
bloque óseo del área retromolar o del mentón y pro-
céselo con un molinillo de huesos;

2.6. Pruebe el ajuste de malla, ésta podría deformarse si 
existe una mala adaptación;

2.7. Cuando la malla esté colocada, perfore el hueso 
cortical para marcar la ubicación de los tornillos de 
fijación;

Fije la malla con tornillos, en los lugares marcados (tor-
nillos de 5,0 - 7,0 mm de longitud y 1,5 - 1,6 mm 
de diámetro); 

2.9. Rellene el interior de la malla con la mezcla de hueso 
autólogo y el sustituto óseo, compactándolo hacia el 
hueso remanente, evite aplicar presión excesiva;

2.10. Como alternativa a los puntos 8 y 9, puede cargar 
fuera de boca la malla con la mezcla ósea autólo-
ga/xenogénica 50/50 y transportar todo junto para 
luego asegurarlos con los tornillos (en este caso, el 
contenido de la malla debe desbordarse. Compacte 
ligeramente y retire el exceso);

2.11. Libere la tensión del colgajo vestibular cortando el 
periostio 5 mm por debajo de la incisión, y en el 
caso de proximidad del nervio mentoniano, es ne-
cesario separar el nervio;

2.12. Se requiere la utilización de una membrana de co-
lágeno gruesa para cubrir la malla, y debe fijarse 
con una sutura colchonera que pase por encima de 
la membrana, desde el músculo milohioideo al pe-
riostio del lado bucal, utilizando para ello una sutura 
monofilamento reabsorbible 6-0; 

2.13. La técnica de sutura incluye de 2 a 4 puntos colcho-
neros apicales a la línea mucogingival con sutura 
de PTFE preferiblemente 2-0 ó 3-0, seguida de una 
sutura continua de polipropileno, preferiblemente de 
5-0. Para las incisiones verticales (si hubo), utilice 
para el cierre suturas individuales con hilo de poli-
propileno de 5-0.

3. Indique terapia con antibióticos durante 10 días 
(desde el día previo a la cirugía).

4. Control clínico 48 horas y 7 días después de la 
cirugía.

5. Retire la sutura después de 14 a 20 días.

Para la retirada estándar de Mesh4U:
La extracción de Mesh4U debe realizarse después de 9 
meses, abriendo un colgajo y retirando los tornillos de fi-
jación. La parte crestal de la malla se debe cortar para 
extraerse por lingual y por vestibular.

Recomendaciones postoperatorias.
Para asegurar una cicatrización óptima, se debe realizar 
un cuidadoso manejo postoperatorio. Algunas recomenda-
ciones 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 facultativo. Los 
antibióticos sistémicos se citan como minimizadores 

efectivos de las complicaciones postoperatorias (ver 
Procedimientos, punto 3).

• Durante las primeras ocho semanas, se recomienda la 
monitorización del paciente y la profilaxis profesional 
una vez por semana.

• En caso de exposición, la eliminación del dispositivo 
médico es una elección del profesional.

• El sitio regenerado no debe desbridarse durante al me-
nos un año después del procedimiento quirúrgico.

• Se pueden tomar radiografías para evaluar la formación 
del hueso entre doce y dieciocho semanas después de 
la cirugía.

• La ganancia en el nivel de las inserciones, la disminución 
de la profundidad del defecto y la salud de la zona son 
parámetros indicadores de un procedimiento exitoso.

Posibles efectos adversos.
Los posibles efectos adversos del uso de Mesh4U inclu-
yen, pero no se limitan a: problemas del habla; dolor; hin-
chazón; inflamación; sensibilidad térmica; infección local o 
sistémica; exfoliación; reabsorción o anquilosis de la raíz 
tratada; pérdida de la altura del hueso crestal; perforación 
o formación de abscesos; hiperplasia; fístulas oronasales 
y orantrales; gingivitis; recesión gingival; irregularidades 
gingivales; complicaciones asociadas con el uso de la 
anestesia; fallo mecánica o exposición del dispositivo. La 
eliminación temprana siempre debe considerarse la zona 
se ve comprometida de alguna manera que no puede ser 
controlada por el tratamiento postoperatorio estándar. In-
forme al fabricante de cualquier efecto adverso detectado, 
no mencionado en este documento informativo.

Contraindicaciones
El clínico debe ser cuidadoso en la selección de los pacien-
tes indicados para el procedimiento de regeneración ósea 
guiada, en la selección de los tratamientos postoperatorios 
más indicados y también debe ser partícipe del proceso de 
diseño de Mesh4U. Mesh4U es un material no adecuado 
para cargas. Por lo tanto, las cargas sobre el dispositivo 
deben reducirse para evitar su colapso, lo cual podría 
comprometer el proceso de regeneración. Además, no fue 
diseñado para su uso en situaciones de articulación (por 
ejemplo, reconstrucción de la articulación temporo-man-
dibular). Los siguientes problemas fisiopatológicos pue-
den incrementar los riesgos: insuficiencia cardiovascular, 
enfermedad coronaria, arritmia, enfermedad pulmonar o 
respiratoria crónica, enfermedad gastrointestinal, hepati-
tis, enfermedad intestinal inflamatoria, insuficiencia renal 
crónica y trastornos del sistema urinario, trastornos endo-
crinos, trastornos hematológicos, anemia, leucemia, pro-
blemas de coagulación, osteoporosis o artritis musculoes-
quelética, ictus, trastornos neurológicos, retraso  mental, 
parálisis. Las quimioterapias dificultan la regeneración 
ósea, por lo tanto, los pacientes que se someten a estos 
tratamientos deben someterse a una revisión cuidadosa 
antes de rehabilitarse con prótesis con implantes. En la 
literatura se han descrito numerosos casos de osteonecro-
sis de la mandíbula asociada a los bifosfonatos, este pro-
blema se aplica particularmente a los pacientes tratados 
por vía intravenosa. Una contraindicación relacionada es la 
presencia de un biotipo gingival fino. No debe someterse a 

procedimientos de regeneración ósea: pacientes con mala 
salud general, malos hábitos de higiene bucal o que hayan 
sido sometidos a un trasplante de órganos, pacientes con 
enfermedades cardiovasculares, hipertensión, tiroides o 
paratiroides y tumores malignos encontrados en los 5 años 
previos a la operación, o edemas nodulares. Otro grupo 
de pacientes que también deben ser rechazados son pa-
cientes psicológicamente inestables, o pacientes que abu-
san del alcohol o las drogas, y aquellos que tienen falta 
de motivación o cooperación, los pacientes que reciben 
tratamientos con anticoagulantes, anticonvulsivos e inmu-
nosupresores con tratamiento activo. Procesos inflamato-
rios-infecciosos de la cavidad oral y pacientes con valores 
de BUN (nitrógeno ureico en sangre) y creatinina fuera de 
lo normal. La presencia de enfermedad periodontal puede 
conducir a infecciones en las zonas tratados, por lo tanto, 
los pacientes con patologías periodontales deben primero 
ser tratados. Las contraindicaciones también incluyen: 
alergia al titanio, enfermedades infecciosas agudas o cró-
nicas, osteítis maxilar crónica subaguda, enfermedades 
sistémicas, trastornos endocrinos, embarazo, lactancia 
materna, insuficiencia renal, displasia fibrosa, hemofilia, 
neutropenia, uso de esteroides, diabetes mellitus. Las 
contraindicaciones comunes a toda cirugía oral también 
deben ser observadas.

Esterilización
Mesh4U es esterilizado por óxido de etileno. El doble enva-
se servirá como una barrera estéril efectiva hasta la fecha 
de “ Use By “ (caducidad) impresa en la etiqueta.

Almacenamiento
Mesh4U debe almacenarse en un ambiente fresco y seco.

Información del paciente
El profesional debe informar al paciente sobre los posibles 
factores mencionados en las contraindicaciones y los efec-
tos 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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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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Fecha de fabricación

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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Mesh4U
Tailored made titanium barrier mesh for guided 
bone regeneration

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 Mesh4U must only be carried out by a 
qualified clinician, with in depth knowledge and com-
plete mastery of specific surgical techniques of guided 
bone regeneration procedures. These surgical skills 
can be obtained in academy centres certified by RES-
DEVMED, Unipessoal Lda.
Mesh4U must be used at clinician’s discretion, who 
have the duty to determine if the product is suitable for 
the particular patient and evaluate all relevant circum-
stances. 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-obser-
vation of 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
Mesh4U is a non-resorbable metallic regenerative 
structure composed of grade 5 titanium (Ti6Al4V). 
Grade 5 titanium belongs to α-α titanium alloy, char-
acterized by its low density, good mechanical resis-
tance, excellent corrosion resistance, high fatigue 
resistance, low thermal conductivity, low interference 
in imaging procedure and a standard as a metal for 
medical devices.
It is designed over patient CT Scan files using Comput-
er Assisted Design software and produced by Selec-
tive Laser Melting (SLM).
Mesh4U is provided sterile.

Properties and Effects
Mesh4U is a long term, implantable medical device 
intended for surgical procedures of guided bone re-
generation, aiding regenerative healing of bone.
The device is designed to exclude epithelial and gin-
gival connective tissue from the defect, creating and 
maintaining a favourable environment for bone defect 

repopulation with cells of interest and consequently 
bone regeneration.
Mesh4U is designed to a specific patient, considering 
both area and volume intended to regenerate, fully 
adapting to the anatomical structures.
Mesh4U should not be used in load bearing situations.

Precautions for use
During surgery, aseptic rules must be respected when 
using Mesh4U. Direct handling of the device must be 
avoided (e.g. do not touch the structure directly with 
gloves).
Mesh4U is developed for single use only. Do not reuse, 
reprocess or resterilize. Reuse, reprocessing, or rest-
erilization 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 and, if necessary, the device should be 
removed.
Mesh4U should be used concomitantly with a mix 
of bone substitutes and autologous bone chips in a 
50/50 ratio. Mesh4U should be covered with a long 
term resorbable collagen membrane.
Patient’s good oral hygiene practices will influence the 
success of the procedure.
Do not use the Mesh4U if the package has been 
opened or damaged prior to use.
See also Contraindications.

Procedures
The following considerations are proposals from RES-
DEVMED, Unipessoal Lda. It is important to re-mem-
ber that Mesh4U implantation must only be carried out 
by a qualified clinician, with in-depth knowledge and 
complete mastery of specific surgical techniques re-
lated to guided bone regeneration procedures.

1. Before surgery:
1.1. With the option Oral grafts of Tailoredimplant 

software, draw a bone graft representing the 
area and volume to regenerate. In order to pro-
vide ad-equate protection of bone defect and 
enhance Mesh4U stability, the device should 
extend 3-4 mm beyond the defect margins and 
remain at least 1 mm apart from the adjacent 
teeth.

2. During surgery:
2.1. Supra crestal incision, surpassing the grafting 

area at least 10 mm in both sides. Vertical in-
ci-sions should be avoided if possible;

2.2. Full thickness flap release with complete peri-
os-teum elevation;

2.3. Release tension of the mouth floor by separat-
ing the mucosa and milohioideo superficial fi-
bers from the rest of the muscle (lingual side of 
the mandible), as described by Carlo Tinti and 
coworkers (Vertical Ridge Augmentation:What 
is the Limit?; The International Journal of 
Perio-dontics & Restorative Dentistry, 221-229, 

Vol-ume 16, Number 3,1996);
2.4. Preparation of the residual bone by doing 

perfo-rations of the cortical bone to obtain prop-
er blood supply and cells;

2.5. Obtain autologous bone by scrapping the 
sur-rounding areas. If not possible, collect a 
bone block from the retromolar area or chin and 
grind with a bone mill;

2.6. Test mesh fitting - poor adaptation may result in 
mesh deformation;

2.7. When placed, perforate the cortical bone to 
mark the location of the bone screws;

2.8. Fix the mesh with screws, on the marked places 
(screws of 5,0 - 7,0 mm in length and 1,5 - 1,6 
mm in diameter);

2.9. Fill the mesh with the mix of autologous and 
sub-stitute bone by compressing towards the 
residual bone;

2.10. In alternative to points 2.8 and 2.9, you can 
over-load the mesh with the 50/50 autologous/
xeno-genic bone mixture, apply and then secure 
with the screws (in this case, mesh´s content 
should overflow. Remove the excess and slightly 
com-pact);

2.11. Release vestibular flap from tension, by cutting 
the periosteum 5mm below incision, and in the 
case of proximity of mental nerve, debriding the 
nerve is necessary;

2.12. A thick collagen membrane is needed to cov-
er the mesh, and it should be fixed with mat-
tress suture passing over the extremes of the 
mem-brane and from milohioideo muscle to 
perios-teum from the buccal side, using 6/0 
monofila-ment resorbable suture;

2.13. Suture technique includes 2 to 4 apical mattress 
stitches on the mucogengival line with PTFE 
(preferable 2/0, 3/0) followed by a continuous 
polypropylene suture, preferably 5/0. Single 
stiches with a 5/0 polypropylene suture to close 
vertical incisions (if done).

3. Antibiotic therapy during 10 days (starting the 
day before surgery).

4. Clinical control 48 hours and 7 days after sur-
gery.

5. Remove suture after 14 to 20 days.

For standard Mesh4U removal:
Mesh 4U removal should be made after 9 months, 
opening a flap and removing the fixation screws. The 
crestal part of the mesh should be cut to be removed 
in lingual and buccal part.

Post-operative recommendations
To ensure optimal healing, careful post-operative 
man-agement should be performed. Some recom-
mendations 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 (See also Procedures, point 3).

• For the first eight weeks, patient monitoring and 
professional prophylaxis is recommended once a 
week.

• In case of exposure, medical device removal is a 
clinician’s choice.

• Regenerated site should not be debrided for at least 
one year following operative procedure.

• Radiographs can be taken to evaluate bone growth 
twelve to eighteen weeks post-operatively.

• Gain in attachment level, decreased defect depth 
and site’s health are effective measurements of a 
successful procedure.

Possible adverse effects
Possible adverse effects of Mesh4U usage include 
(but are not limited to): speech problems; pain; swell-
ing; inflammation; thermal sensitivity; local or system-
ic infection; exfoliation; resorption or ankylosis of the 
treated root; loss of crestal bone height; perforation or 
abscess formation; hyperplasia; oronasal and orantral 
fistulas; gingivitis; gingival recession; gingival irregu-
larities; complications associated with the use of an-
aesthesia; 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 regis-
tered and not mentioned in this informative document.

Contraindications
The clinician should be careful in the selection of the 
patients indicated for guided bone regeneration pro-
cedure, in the selection of the most indicated postop-
erative treatments and also should be critical during 
the design process of Mesh4U. Mesh4U is a non-
load bearing material. Therefore, load on the device 
should be reduced to prevent its collapse which could 
compromise the regeneration process. In addition, 
it was not designed for use in articulating situations 
(e.g. temporal mandibular joint reconstruction). The 
following pathophysiological problems can increase 
the risks: cardiovascular failure, coronary disease, 
arrhythmia, pulmonary or chronic respiratory dis-
ease, gastrointestinal disease, hepatitis, inflammatory 
bowel disease, chronic kidney failure and disorders 
of the urinary system, endocrine disorders, hema-
tologic disorders, anaemia, leukaemia, coagulation 
problems, osteoporosis or musculoskeletal arthritis, 
stroke, neurological disorders, mental retardation, 
paralysis. Chemotherapies hinder bone regeneration, 
therefore patients undergoing these treatments must 
be carefully screened before being rehabilitated with 
implant-supported prostheses. Numerous cases of 
bisphosphonate-associated osteonecrosis of the jaw 
have been reported in literature involving oral therapy 
regimens. This problem particularly applies to patients 
treated intravenously. A related contraindication is the 
presence of a thin gingival biotype. Should not be sub-
mitted to bone regeneration procedures: patients who 
have poor general health, poor oral hygiene habits, 
or who have undergone an organ transplant, patients 

with cardiovascular disease, hypertension, thyroid or 
parathyroid diseases and malignant tumours found in 
the 5 years preceding the operation, or nodular swell-
ings. Other group of patients that may not be submit-
ted are psychologically unstable patients should also 
be rejected, or patients who abuse alcohol or drugs, 
and have a lack of motivation or cooperation, patients 
on anti-coagulant, anti-convulsant and immunosup-
pressant therapies, with active inflammatory-infective 
processes of the oral cavity and patients with BUN 
and creatinine values outside the norm. . The pres-
ence of periodontal diseases may lead to infections in 
the treated sites, therefore, patients with periodontal 
syndromes must be first treated and recovered. Con-
traindications also include: allergy to titanium, acute 
or chronic infective diseases, sub-acute chronic max-
illary osteitis, systemic diseases, endocrine disorders, 
pregnancy, breastfeeding, kidney failure, fibrous dys-
plasia, haemophilia, neutropenia, steroid use, diabe-
tes mellitus. The normal contraindications common to 
all oral surgery must also be observed.

Sterilization
Mesh4U is sterilized by ethylene oxide. The double 
package will serve as an effective sterile barrier until 
the expiry date printed on the box.

Storage
Mesh4U should be stored in a cool, dry environment.

Patient information
The patient should be informed by the clinician of pos-
sible factors mentioned in contraindications and side 
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 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 
 
 
  

Lot code

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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RESDEVMED, Unipessoal Lda 
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 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 
 
 
  

Caution, see instructions for use



Mesh4U
Malha de titânio feita por medida para regeneração
guiada de osso

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 Mesh4U só deve ser 
realizada por um clínico qualificado, com conhecimento 
profundo e completo domínio das técnicas cirúrgicas 
específicas de procedimentos de regeneração guiada de 
osso. Essas habilidades cirúrgicas podem ser obtidas em 
centros académicos certificados por RESDEVMED, Uni-
pessoal Lda.
A Mesh4U deve ser usada 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 diretas, 
indiretas ou situações prejudiciais que possam resultar 
de uma indicação ou técnica cirúrgica errôneas, de uso 
inadequado do material, ou não observação das instru-
ções de segurança explícitas nas direções de uso. Tais 
complicações não podem ser atribuídas ao fabricante ou a 
representantes da RESDEVMED, Unipessoal Lda.
A RESDEVMED, Unipessoal Lda. declina qualquer res-
ponsabilidade, expressa ou implícita.

Descrição
Mesh4U é uma estrutura para regeneração, feita por me-
dida, não reabsorvível, constituída por titânio grau 5. O 
titânio grau 5 (TI6Al4V) pertence à classe das ligas de 
titânio α-α, caracterizadas por apresentarem uma baixa 
densidade, boa resistência mecânica à tração, excelen-
te resistência à corrosão, alta resistência à fadiga, baixa 
condutividade térmica, bioinércia, baixa interferência em 
procedimentos imagiológicos e um material padrão no fa-
brico de dispositivos médicos. É desenvolvido com base 
em ficheiros provenientes de uma tomografia computa-
dorizada usando software de desenho assistido por com-
putador e fabricado por Selective Laser Melting (SLM). 
Mesh4U é disponibilizado estéril.

Propriedades e efeitos
A Mesh4U é um dispositivo médico implantável de longa 
duração, indicada para procedimentos cirúrgicos de rege-
neração guiada de osso, ajudando na cura regenerativa 
de defeitos ósseos. Está desenhada para prevenir a inva-
são de um defeito ósseo por tecidos epiteliais e conectivo 

gengival, criando e mantendo um ambiente propício ao 
preenchimento do defeito com células de interesse e con-
sequente regeneração.
A Mesh4U é desenhada especificamente para cada caso, 
tendo em consideração a área e o volume que pretende 
regenerar, adaptando-se completamente às estruturas 
anatómicas.
A Mesh4U não deve ser aplicada em situações de suporte 
de cargas.

Precauções de utilização
Durante a cirurgia, ao manusear a Mesh4U, as regras de 
assepsia devem ser respeitadas. O manuseio direto do 
dispositivo deve ser evitado.
Mesh4U foi desenvolvido para utilização única. Não reu-
tilize, reprocesse ou esterilize novamente. Reutilizar, re-
processar 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 monito-
rizada continuamente.
Mesh4U deve ser usado em combinação com uma mis-
tura composta por substitutos ósseos e osso autólogo 
moído, num rácio 50/50. Mesh4U deve ser recoberta 
com uma membrana de colagénio de reabsorção lenta. 
Os hábitos de higiene oral dos pacientes influenciam o 
sucesso do procedimento. Não usar Mesh4u se a emba-
lagem estiver aberta ou danificada antes da utilização. Ver 
também Contra-indicações.

Procedimentos
As seguintes considerações são propostas da RESDEV-
MED, Unipessoal Lda. No entanto, é importante relembrar 
que a implantação da Mesh4U deve apenas ser realizada 
por clínicos qualificados, com conhecimento profundo e 
completo domínio das técnicas cirúrgicas específicas de 
procedimentos de regeneração guiada de osso.

Para a colocação da Mesh4U:
1. Antes da cirurgia:
1.1. Desenhar com a opção Oral Grafts do software Tai-

loredimplant um enxerto ósseo equivalente à área 
e volume que pretende regenerar. Para obter uma 
proteção adequada do defeito ósseo e melhorar a 
estabilidade da Mesh4U, esta deve estender-se 
3-4 mm para além das margens do defeito e per-
manecer a pelo menos 1 mm dos dentes circun-
dantes.

2. Durante a cirurgia:
2.1. Incisão supra-crestal, ultrapassando a área de en-

xerto em pelo menos 10 mm em ambos os lados. 
As incisões verticais devem ser evitadas, se possí-
vel;

2.2. Libertação total do retalho em toda a sua espessu-
ra com elevação completa do periósteo;

2.3. Libertar a tensão do retalho, separando a mucosa 
e as fibras superficiais do milo-hióideo do resto do 
músculo (lado lingual da mandíbula), como descri-
to por Carlo Tinti e colaboradores (Vertical Ridge 

Augmentation: What is the Limit?; The In-ternatio-
nal Journal of Periodontics & Restorative Dentistry, 
221-229, Volume 16, Number 3,1996);

2.4. Preparação do osso residual fazendo perfurações 
no osso cortical para obter suprimento adequado 
de sangue e células;

2.5. Obtenha osso autólogo raspando as áreas ao redor. 
Se não for possível, recolher um bloco ósseo da 
área retromolar ou queixo e moer com um moinho 
de osso;

2.6. Teste o encaixe do dispositivo - adaptação inade-
quada pode ser ajustado com deformação da ma-
lha;

2.7. Quando colocado, perfure o osso cortical para mar-
car a localização dos parafusos ósseos;

2.8. Fixar a malha com parafusos, nos lugares marca-
dos (parafusos com 5,0 - 7,0 mm em comprimento 
e 1,5 - 1,6 mm de diâmetro);

2.9. Encha a malha com a mistura de osso autólogo e 
substituto ósseo, pressionando a mistura em dire-
ção ao osso residual;

2.10. Em alternativa aos pontos 2.8 e 2.9, é possível 
encher a malha com a mistura de osso autólogo/
substituto ósseo 50/50, aplicar na zonaa regenerar 
e depois prender com os parafusos (neste caso, o 
conteúdo da malha deve transbordar. Remover o 
excesso e compactar levemente);

2.11. Libertar o retalho vestibular de tensões, cortando 
o periósteo 5mm abaixo da incisão e, no caso de 
proximidade do nervo mentoniano, é necessário 
desbridar o nervo;

2.12. Uma membrana espessa de colagénio é necessá-
ria para cobrir o dispositivo, e deve ser fixada com 
sutura em U passando sobre os extremos da mem-
brana e do músculo milo-hióideo para o periósteo 
do lado bucal, usando sutura reabsorvível monofi-
lamentar 6/0;

2.13. A técnica de sutura inclui 2 a 4 pontos em U apicais 
na linha mucogengival com PTFE (preferencial-
mente 2/0, 3/0) seguida de uma sutura contínua 
de polipropileno, preferencialmente 5/0. Pontos 
únicos com uma sutura de polipropileno 5/0 para 
fechar as incisões verticais (se feitas).

3. Terapia com antibiótico durante 10 dias (com início 
no dia anterior à cirurgia).

4. Controlo clínico 48 horas e 7 dias após a cirurgia.
5. Retire a sutura após 14 a 20 dias.

Para a remoção da Mesh4U:
A remoção da Mesh4U deve ser feita após 9 meses, 
abrindo uma aba e retirando os parafusos de fixação. A 
parte crestal do dispositivo deve ser cortada para ser re-
movida na parte lingual e bucal.

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

incluir controlo mecânico e químico da placa e instru-
ções para uso de fio dentário e escovagem.

• Terapia por antibiótico (Ver também Procedimentos, 
ponto 3).

• Durante as primeiras oito semanas, é recomendada a 
monitorização do paciente e profilaxia profissional uma 
vez por semana.

• Em caso de exposição, a decisão de remoção do dis-
positivo fica ao critério do médico.

• O local regenerado não deve ser debridado durante 
pelo menos um ano a seguir ao procedimento cirúrgi-
co.

• Podem ser tiradas radiografias doze a dezoito sema-
nas pós a cirurgia, para avaliar o preenchimento ósseo.

• Ganhos a nível de adesão, diminuição da profundidade 
do defeito e saúde local são parâmetros indicadores de 
um procedimento bemsucedido.

Possíveis efeitos adversos.
Possíveis efeitos adversos do uso da Mesh4U incluem, 
(mas não estão limitados a): problemas de pronúncia; dor; 
inchaço; inflamação; sensibilidade térmica; infeção local 
ou sistémica; esfoliação; recessão gengival; reabsorção 
e anquilose da raiz tratada; perda de altura da crista ós-
sea; perfuração ou formação de abscesso; hiperplasia; 
fístulas oroantrais e oronasais; gengivite; irregularidades 
gengivais; complicações associadas ao uso de anestesia; 
falha mecânica do dispositivo ou exposição. A remoção 
da Mesh4U deve ser ponderada sempre que o local onde 
foi colocada demonstre sinais de estar comprometido de 
tal maneira que não possa ser controlado por tratamen-
tos pós-operatórios. Reportar ao fabricante, qualquer 
situação adversa registada e não apresentada neste do-
cumento.

Contra-indicações
O clínico deve ser criterioso na seleção dos pacientes indi-
cados para procedimento de regeneração guiada de osso, 
na seleção dos tratamentos pós-operatórios mais indica-
dos e também deve ser critico durante o processo de de-
senho da Mesh4U. A Mesh4U não foi projetada para su-
portar cargas muito elevadas. Por esta razão a carga feita 
sobre o dispositivo deve ser minimizada para não provocar 
o seu colapso e comprometer o processo de regeneração. 
Além do mais, não foi projetada para situações de arti-
culação (exemplo, reconstrução da articulação temporal 
mandibular). Não devem ser sujeitos a procedimentos de 
regeneração óssea: pacientes que apresentem fraco es-
tado de saúde oral, higiene oral escassa ou insuficiente ou 
que tenham sofrido previamente transplantes de órgão, 
pacientes com doenças cardiovasculares, hipertensão, 
doenças da tiroide ou da paratiroide, tumores malignos 
detetados nos 5 anos anteriores à intervenção ou aumen-
tos nodulares. Não são sujeitos à intervenção: pacientes 
mentalmente instáveis, que abusem de álcool ou de dro-
gas, com fraca motivação ou cooperação insuficiente, su-
jeitos a intervenção pacientes em terapia anticoagulante, 
anticonvulsiva, imunossupressora, com processos ativos 
inflamatórios e/ou infeciosos da cavidade oral, nos pa-
cientes com valores de creatinina e BUN fora do normal. 
Os seguintes problemas fisiopatológicos podem aumentar 
os riscos do procedimento: insuficiência cardiovascular, 
distúrbios coronários, arritmia, doenças pulmonares ou 

respiratórias crónicas, doenças gastrointestinais, hepa-
tite, inflamações intestinais, insuficiência renal crónica 
e distúrbios do sistema urinário, distúrbios endócrinos, 
problemas hematológicos, anemia, leucemia, problemas 
de coagulação, osteoporose ou artrite músculo-esque-
lética, enfarte, distúrbios neurológicos, atraso mental ou 
paralisias. A quimioterapia reduz ou anula a capacidade 
de regeneração óssea, portanto, os pacientes sujeitos a 
tais tratamentos devem ser cuidadosamente avaliados 
antes da intervenção. Em caso de administração de bis-
fosfonatos (especialmente por via oral e endovenosa), têm 
sido reportados em intervenções cirúrgicas orais casos de 
osteonecroses. A presença de doença periodontal pode 
implicar infeções difusas ao nível dos locais tratados, sen-
do que pacientes com síndromas periodontais devem ser 
previamente tratados e recuperados.
Também representam contra-indicações: alergia ao titâ-
nio, doenças infeciosas agudas crónicas, ostietite maxilar 
de tipo sub-agudo crónico, doenças sistémicas, distúrbios 
endócrinos, gravidez, aleitamento, insuficiência renal, dis-
plasia fibrosa, hemofilia, neutropenia, uso de esteroides 
e doença diabética. Outras contraindicações normais 
comuns a todas as intervenções de cirurgia oral devem 
também ser consideradas.

Esterilização
Mesh4U é esterilizada por óxido de etileno. O duplo emba-
lamento irá servir como uma barreira de esterilização até à 
data de expiração indicada na caixa.

Armazenamento
Mesh4U deve ser armazenada em local frio e seco.

Informações ao paciente
O paciente deve ser informado, pelo médico das possíveis 
complicações mencionados em contraindicações e efei-
tos colaterais.
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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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discretion, who has the duty to determine if a 
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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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