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English (en) (For US Only)
Blue Sky Bio, LLC Dental Implant Systems

Instructions For Use

Indications

The implant systems are intended for use in supporting single or multiple restorations in the fully or partially edentulous mandibular or maxillary alveolar process.
Contraindications

Implants should not be placed anytime when there are general contraindications associated with elective oral surgery. Absolute and relative contraindications include, but are not
limited to: Titanium allergy (Chrome, Cobalt or Molybdenum allergy for abutments manufactured from such alloys), cardiac and vascular disease, bleeding disorders, psychological
disorders, uncontrolled diabetes mellitus, mineral, bone, or connective tissue disorders, renal disease, hepatic disease, auto-immune disorders, decreased immune function due to
disease or medications, infectious disorders, and adverse conditions caused by medications. Further relative contraindications include poor oral hygiene, bruxism, malnutrition,
alcoholism, tobacco usage, and history of radiation therapy. In addition, the patient needs an adequate volume of residual bone for the placement of implants of sufficient size and
number to support the anticipated functional loads to which the patient will subject these implants.

Narrow implants and angled abutments are not intended for use in the posterior region of the mouth.

Warning

Implants should be placed and restored only by practitioners who are licensed and trained to perform these procedures. Adequate preoperative studies should be performed to
examine the anatomic structures and to assess the biomechanical, functional, and esthetic requirements of each case. Radiographs or other diagnostic reviews should be
performed to determine position and topography of the maxillary sinus, nasal cavities, inferior alveolar nerve, mental foramen, natural tooth positions and other anatomical features
that may affect implant placement or prognosis. Consultation between the surgeon, restorative dentist, and dental laboratory is essential for success. Risks of implant placement
and restoration include, but are not limited to: infection, implant failure, loss of bone and soft tissue, unfavorable aesthetic result, anesthesia, dysesthesia and paresthesia in the
oral and facial areas, sinus infection, dislodgement of implants and instruments in the surrounding structures, damage to adjacent teeth, non-restorable implants, fracture of
implants or restorative components, and loosening of implants or restorative components. Each implant system has unique measuring characteristics to allow full seating of the
implant to the desired depth. In some instances, drill length reference lines measure longer than the stated length of the implant. It is recommended that the implant surgeon be
thoroughly familiar with the specific measurement system being utilized and provide a suitable safety margin adjacent to any teeth and vital structures. Failure to recognize the
difference between the actual length of the drill and radiographic measurements can result in permanent injury to the nerves or other vital structures by drilling beyond the depth
intended, potentially resulting in permanent numbness to the lower lip and chin or other injuries. Each implant system has specific design characteristics for mating implants,
abutments, prosthetic components, and instrumentation. Combining instruments and components that are not configured or dimensioned for correct mating can lead to mechanical
failure of components, damage to tissue, or unsatisfactory aesthetic results therefore one-hundred percent success cannot be guaranteed. Lack of adequate quantity and/or quality
of remaining bone, infection, inadequate surgical technique, poor patient oral hygiene, and generalized disease are some potential causes for failure of osseointegration, both
immediately after surgery or after osseointegration is initially achieved. Pre-operative hard tissue or soft tissue deficits may yield a compromised aesthetic result or unfavorable
implant angulation. With respect to children, treatment is not recommended until completion of alveolar growth has been verified.

MRI Safety Information
While these products have not undergone MRI safety testing, literature analysis indicates that scanning a Blue Sky Bio, LLC Implant System poses no significant risks under
specific conditions and are considered as “MR Conditionally Safe” under the following scanning conditions:

. Static magnetic field strengths of < 3 Tesla
. Magnetic field gradients up to 30T/M (3000G/cm).

. RF Excitation:
Circularly Polarized (CP) for all landmarks above umbilicus - No excitation restrictions for all landmarks below the umbilicus

. Operating Mode: Normal Operating Mode in the allowed imaging zone
. Whole-body specific absorption rates (SAR) of 2W/kg
. Maximum Head SAR: Not evaluated for head landmark

. Scan Duration: No specific constraints due to implant heating

Procedural Precautions, Surgery

All efforts must be made to minimize damage to the host tissue. In particular, special attention must be paid to thermal and surgical trauma and to the elimination of contaminants and
sources of infection. The surgical procedure requires a high degree of precision and care. Any divergence from the principle of least possible trauma at implant installation increases
the risk of failure to establish osseointegration. All drilling procedures should be performed at maximum 1000-2000 RPM with copious irrigation. The use of sharp drills, sufficient
irrigation, an in-and-out drilling motion, short cutting cycles, waiting for the bone to cool, and use of pilot drills in successively increasing sizes are essential. Please refer to our web
site for the specific sequence of drills for each implant type and size. Special care should be taken to avoid over or under preparation of the osteotomy. Implants should be inserted in
such a way that they are stable and lack any mobility. Excessive insertion torque (greater than 60 Ncm) may lead to damage to the implant or instruments and fracture or necrosis of
the bone site. All instruments used in surgery must be maintained in good condition and care must be taken that the instruments do not damage the implants or other components.
Precautions must be taken to avoid the swallowing or aspiration of components used in implant dentistry. After the implant installation, the surgeon’s evaluation of bone quality and
initial stability will determine when implants may be loaded. An appropriate follow-up protocol should be followed.

Procedural Precautions, Prosthetics

Especially important is proper stress distribution through passive adaptation and fitting of the bridge to the implant abutments, adjusting occlusion to the opposing jaw, and avoiding
excessive transverse loading forces. Immediate loading and immediate temporization require additional precautions and are not suitable for all cases. Because of the small size of
prosthetic components, care must be taken that they are not swallowed or aspirated by the patient.

Instructions For Abutments For Restoration Of Blue Sky Bio, LLC Implants

After adequate osseointegration the implants should be uncovered, if necessary, and the cover screw should be removed. The internal part of the implant should be irrigated, freed from
debris, and dried. If necessary, a healing abutment should be placed and the tissue should be allowed to heal around the healing abutment. A final abutment that is compatible with the
implant should be chosen. If the abutment is modified at chair side, it is advisable to make an impression and make a preliminary model to identify any undercuts prior to making the
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final impression. A carbide or diamond bur can be used with copious irrigation to remove the undercuts. The indexing feature of the abutment (e.g. octagon or trilobe) should match the
internal indexing feature of the implant. Adequate seating can be verified with a radiograph.

If the abutment is modified in a laboratory, proper orientation of the abutment into the implant should be identified by means of a transfer jig or any other transfer device. Final abutment
seating should be performed using an insertion driver compatible with the selected implant system and a torque wrench applying 30 Ncm of torque on the abutment or fastening screw.
Abutments should not be over-prepared, and the retention of restoration and the strength of the abutment should be taken into consideration. It is recommended that less than 50% of
the structure of customizable abutments and less than 30% of straight abutments be removed. Do not modify abutment at the junction with the implant. The abutment angle should not
be changed from the specified angulation. Substantial modification of the abutment may compromise the structural integrity and can lead to premature failure. Do not modify abutment
at the junction with the implant. A restoration should be fabricated and inserted, while making sure that the restoration is stable and occlusal load is appropriate. Multi-unit abutments for
fixed restorations are to be used only for multiple splinted restorations.

Instructions for Base Abutments and for Custom abutments from Titanium Preformed Blanks
Indications for use

Blue Sky Bio CAD-CAM Abutments are intended to be used in conjunction with Blue Sky Bio endosseous dental implants in the maxillary or mandibular arch to provide support for single-
unit or multi-unit prosthetic restorations.

All digitally designed abutments for use with Blue Sky Bio CAD-CAM Abutments are intended to be sent to a Blue Sky Bio validated milling center for manufacture.
Description

Blue Sky Bio CAD-CAM Abutments include Titanium Base Abutments, Cobalt Base Abutments, and Titanium Blank Abutments. Titanium Base Abutments and Cobalt Base Abutments are
provided in straight and 15° angled designs. Titanium Base Abutments and Cobalt Base abutments can support a zirconia superstructure or a final restoration. Cobalt Base Abutments
may be cast to a final one-piece abutment.

Fabrication of Suprastructure for Titanium and Cobalt Base Abutments

The Blue Sky Bio validated milling center is sent the intraoral scan STL file and designs the superstructure using a computer software (CAD) the according to the design parameters below
and the interproximal space available.

The recommend material for milling (CAM) the superstructure is Zirconia Y-TZP, conforming to ISO 13356 Implants for surgery - Ceramic materials based on yttria-stabilized tetragonal
zirconia (Y-TZP).

Superstructure Bonding

The superstructure may be bonded to the abutment by the milling center, or may be bonded by the clinician. The following instructions are to be followed in either case.
Inspect the abutment for any defects. If any visible defects are present, do not use the abutment.

Grit blasting of the base abutment is not required for proper bonding due to the retentive features on the base.

Cleaning the base and the superstructure. Confirm there is no debris, grease, or other foreign matter present on any area to be cemented.
Multilink Hybrid Abutment Cement (Ivoclar Vivadent AG) is recommended. Refer to the manufacturer’s instructions for proper mixing.

Apply cement to the contact surfaces of the base abutment and press the superstructure onto the abutment following the anti-rotational features.
Verify that both components are seated completely.

Remove excess cement immediately and refer to the manufacturer’s instructions for proper curing procedures.

Sterilize abutment according to the steam autoclaving instructions.

Cobalt Base Abutments Workflow for Casting

Cobalt Base Abutments (Straight) can be used as a base for a cast-to straight abutments only.

Angled Cobalt Base Abutments are not indicated for cast-to final abutment).

The final one-piece abutment is fabricated using standard lost wax casting technique.

Blue Sky Bio Titanium Preformed Blank Abutments

The Blue Sky Bio validated milling center is sent the intraoral scan STL file and designs the final abutment using a computer software (CAD) the according to the design parameters below
and the interproximal space available. The abutment is machined (CAM) using standard milling techniques.

Design Parameters

The design parameters for Titanium Base Abutments, Cobalt Base Abutments (including caste-to abutments) and for custom abutments fabricated from Titanium Preformed Blank
Abutments are:

Minimum wall thickness — 0.4 mm

Minimum post height for single-unit restorations — 4.0 mm;

Minimum gingival height — 0.5 mm

Maximum gingival height — 6.7 mm

Maximum angulation

Base Abutments (Straight) — superstructure maximum angle — 30°

Base Abutments (Angled 15°) — superstructure maximum angle — 15° (total of 30°)
Final custom milledabutments — 30°

Cobalt cast-to abutments - 0°

Maximum divergence or angular correction between two implants is 60°
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Warning
It is contraindicated to fabricate a zirconia superstructure and to cast a one-piece abutment, or to mill an abutment that exceed the design parameters.

Follow Up Care
Patients should be instructed in appropriate oral hygiene and care of the implants and restorations. Periodic follow up appointments should be made to confirm and maintain adequate
function of the implants and the health of the surrounding tissues.

Single Use Products:
Single Use products must not be reprocessed. Reprocessing could cause loss of mechanical, chemical and/or biological characteristics. Reuse could cause cross contamination.

Single-use instruments are marked on the label by the “Do not reuse” symbol and should be disposed of after surgical usage.

®

Single-use instruments must not be reprocessed after surgical use. Re-use of single-use instruments creates a potential risk of contamination or device failure, which may lead to injury,
iliness or death of the patient..

Reusable Instruments:
Frequent reprocessing has minor effects on the instruments. The end of the product life is determined by wear and damage during use. Therefore, general instruments can be reused
with appropriate care, provided they are undamaged and not contaminated

All parts of the instruments must be carefully assessed for visible damage and/or proper functioning.
Device should be visually inspected for any damage prior to each use. Do not use the device if any damage is observed

Sterility
All implants are supplied sterile, and are for single use only prior to the labeled expiration date. Do not use implants if the packaging has been damaged or previously opened.

Analogs, plastic impression transfers, guide tubes, waxing sleeves, plastic burnout abutments, plastic snap inserts, space sleeves, casting sleeves, block-out spacer, and plastic rings
should not be sterilized prior to use.

Abutments, metal impression transfers, and instruments are supplied non-sterile and must be cleaned and sterilized prior to use.

Medical devices that are supplied non-sterile must be sterilized as follows before they are used in the patient:

Steam Sterilization procedure: Place the autoclave pouch containing item to be sterilized into the autoclave and follow the specific instructions provided by the manufacturer for
pouched items. In general, a pouch must be sterilized by heating for 30 minutes at 250 deg F (121 deg C).

Cleaning instructions for reusable instruments

Rinse with cool-to-lukewarm water for two-and-one-half minutes. For all parts place in an ultrasonic cleaner with an enzymatic detergent diluted with tap water per the manufacture's
guidelines. Sonicate for 10 minutes. Rinse with tap water for three minutes.

Method of Supply
Blue Sky Bio, LLC implants are made out of medical grade titanium alloy (ASTM F136).
Blue Sky Bio, LLC abutments are made out of medical grade titanium alloy , ASTMF136 , chrome-cobalt ASTM F1537 alloy or gold alloy.

Caution
The sale of this device is restricted to, or by the order of, licensed physicians or dentists.

Compatibility:
BIO | Max NP BIO | Max NP is surgically and prosthetically compatible with the NobelActive NP implant system.
BIO | Max RP BIO | Max RP is surgically and prosthetically compatible with the NobelActive RP implant system.
BIO | Internal Hex BIO | Internal Hex is surgically and prosthetically compatible with the Zimmer/ZimVie Tapered Screw Vent and Implant Direct
Internal Hex Legacy3 implant systems.
BIO | Quattro BIO | Quattro is surgically and prosthetically compatible with the Straumann Bone Level implant system.
BIO | One Stage BIO | One Stage is surgically and prosthetically compatible with the Straumann Tissue Level implant system.
BIO | Conus BIO | Conus is surgically and prosthetically compatible with the Astra OsseoSpeed TX implant system.
Disposal

The product should be disposed of in an environmentally friendly manner in accordance with local regulations. Hazardous waste of contaminated devices or sharp objects should be
disposed of in suitable containers which meet the specific technical requirements.
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Implant Card Instructions for Completion

An implant card has been provided with the implant device. It is intended to be completed by the healthcare provider; then giving to the patient.

1. Name of the patient or patient ID — To be completed by healthcare institution/provider
2. Date of implantation - To be completed by healthcare institution/provider

3. Name and address of the healthcare institution and provider - To be completed by healthcare institution/provider

4. Barcode to patient implant information — Present on Implant Card

BlueSkyBio International Implant Card

2 1
2
+ 3

BlueSkyBio International Implant Card

Jane Doe

03/15/2021

XYZ Surgical Center

123 Healthcare Lane, Chicago IL

Dr. A.B. Curtis

bl ll;“. l'?f.-r
(=2

Symbolling located on the device specific side of the implant card can be found on the first page of the IFU.

Please report any serious incident to the manufacturer

: Blue Sky Bio, LLC
800 Liberty Drive
Libertyville, IL 60048
USA
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English (en) (For UK, Europe, Australia, and Canada)
Blue Sky Bio, LLC Dental Implant Systems

Instructions For Use

Indications

The implant systems are intended for use in supporting single or multiple restorations in the fully or partially edentulous mandibular or maxillary alveolar process.
Contraindications

Implants should not be placed anytime when there are general contraindications associated with elective oral surgery. Absolute and relative contraindications include, but are not
limited to: Titanium allergy, cardiac and vascular disease, bleeding disorders, psychological disorders, uncontrolled diabetes mellitus, mineral, bone, or connective tissue disorders,
renal disease, hepatic disease, auto-immune disorders, decreased immune function due to disease or medications, infectious disorders, and adverse conditions caused by
medications. Further relative contraindications include poor oral hygiene, bruxism, malnutrition, alcoholism, tobacco usage, and history of radiation therapy. In addition, the patient
needs an adequate volume of residual bone for the placement of implants of sufficient size and number to support the anticipated functional loads to which the patient will subject
these implants.

Narrow implants and angled abutments are not intended for use in the posterior region of the mouth.

Warning

Implants should be placed and restored only by practitioners who are licensed and trained to perform these procedures. Adequate preoperative studies should be performed to
examine the anatomic structures and to assess the biomechanical, functional, and esthetic requirements of each case. Radiographs or other diagnostic reviews should be
performed to determine position and topography of the maxillary sinus, nasal cavities, inferior alveolar nerve, mental foramen, natural tooth positions and other anatomical features
that may affect implant placement or prognosis. Consultation between the surgeon, restorative dentist, and dental laboratory is essential for success. Risks of implant placement
and restoration include, but are not limited to: infection, implant failure, loss of bone and soft tissue, unfavorable aesthetic result, anesthesia, dysesthesia and paresthesia in the
oral and facial areas, sinus infection, dislodgement of implants and instruments in the surrounding structures, damage to adjacent teeth, non-restorable implants, fracture of
implants or restorative components, and loosening of implants or restorative components. Each implant system has unique measuring characteristics to allow full seating of the
implant to the desired depth. In some instances, drill length reference lines measure longer than the stated length of the implant. It is recommended that the implant surgeon be
thoroughly familiar with the specific measurement system being utilized and provide a suitable safety margin adjacent to any teeth and vital structures. Failure to recognize the
difference between the actual length of the drill and radiographic measurements can result in permanent injury to the nerves or other vital structures by drilling beyond the depth
intended, potentially resulting in permanent numbness to the lower lip and chin or other injuries. Each implant system has specific design characteristics for mating implants,
abutments, prosthetic components, and instrumentation. Combining instruments and components that are not configured or dimensioned for correct mating can lead to mechanical
failure of components, damage to tissue, or unsatisfactory aesthetic results therefore one-hundred percent success cannot be guaranteed. Lack of adequate quantity and/or quality
of remaining bone, infection, inadequate surgical technique, poor patient oral hygiene, and generalized disease are some potential causes for failure of osseointegration, both
immediately after surgery or after osseointegration is initially achieved. Pre-operative hard tissue or soft tissue deficits may yield a compromised aesthetic result or unfavorable
implant angulation. With respect to children, treatment is not recommended until completion of alveolar growth has been verified.

MRI Safety Information

While these products have not undergone MRI safety testing, literature analysis indicates that scanning a Blue Sky Bio, LLC Implant System poses no significant risks under
specific conditions and are considered as “MR Conditionally Safe” under the following scanning conditions:

. Static magnetic field strengths of < 3 Tesla
. Magnetic field gradients up to 30T/M (3000G/cm).

. RF Excitation:
Circularly Polarized (CP) for all landmarks above umbilicus - No excitation restrictions for all landmarks below the umbilicus

. Operating Mode: Normal Operating Mode in the allowed imaging zone
. Whole-body specific absorption rates (SAR) of 2W/kg
. Maximum Head SAR: Not evaluated for head landmark

. Scan Duration: No specific constraints due to implant heating

Procedural Precautions, Surgery

All efforts must be made to minimize damage to the host tissue. In particular, special attention must be paid to thermal and surgical trauma and to the elimination of contaminants and
sources of infection. The surgical procedure requires a high degree of precision and care. Any divergence from the principle of least possible trauma at implant installation increases
the risk of failure to establish osseointegration. All drilling procedures should be performed at maximum 1000-2000 RPM with copious irrigation. The use of sharp drills, sufficient
irrigation, an in-and-out drilling motion, short cutting cycles, waiting for the bone to cool, and use of pilot drills in successively increasing sizes are essential. Please refer to our web
site for the specific sequence of drills for each implant type and size. Special care should be taken to avoid over or under preparation of the osteotomy. Implants should be inserted in
such a way that they are stable and lack any mobility. Excessive insertion torque (greater than 60 Ncm) may lead to damage to the implant or instruments and fracture or necrosis of
the bone site. All instruments used in surgery must be maintained in good condition and care must be taken that the instruments do not damage the implants or other components.
Precautions must be taken to avoid the swallowing or aspiration of components used in implant dentistry. After the implant installation, the surgeon’s evaluation of bone quality and
initial stability will determine when implants may be loaded. An appropriate follow-up protocol should be followed.

Procedural Precautions, Prosthetics

Especially important is proper stress distribution through passive adaptation and fitting of the bridge to the implant abutments, adjusting occlusion to the opposing jaw, and avoiding
excessive transverse loading forces. Immediate loading and immediate temporization require additional precautions and are not suitable for all cases. Because of the small size of
prosthetic components, care must be taken that they are not swallowed or aspirated by the patient.

Instructions For Abutments For Restoration Of Blue Sky Bio, LLC Implants

After adequate osseointegration the implants should be uncovered, if necessary, and the cover screw should be removed. The internal part of the implant should be irrigated, freed from
debris, and dried. If necessary, a healing abutment should be placed and the tissue should be allowed to heal around the healing abutment. A final abutment that is compatible with the
implant should be chosen. If the abutment is modified at chair side, it is advisable to make an impression and make a preliminary model to identify any undercuts prior to making the
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final impression. A carbide or diamond bur can be used with copious irrigation to remove the undercuts. The indexing feature of the abutment (e.g. octagon or trilobe) should match the
internal indexing feature of the implant. Adequate seating can be verified with a radiograph.

If the abutment is modified in a laboratory, proper orientation of the abutment into the implant should be identified by means of a transfer jig or any other transfer device. Final abutment
seating should be performed using an insertion driver compatible with the selected implant system and a torque wrench applying 30 Ncm of torque on the abutment or fastening screw.
Abutments should not be over-prepared, and the retention of restoration and the strength of the abutment should be taken into consideration. It is recommended that less than 50% of
the structure of customizable abutments and less than 30% of straight abutments be removed. Do not modify abutment at the junction with the implant. The abutment angle should not
be changed from the specified angulation. Substantial modification of the abutment may compromise the structural integrity and can lead to premature failure. Do not modify abutment
at the junction with the implant. A restoration should be fabricated and inserted, while making sure that the restoration is stable and occlusal load is appropriate. Multi-unit abutments for
fixed restorations are to be used only for multiple splinted restorations.

Follow Up Care

Patients should be instructed in appropriate oral hygiene and care of the implants and restorations. Periodic follow up appointments should be made to confirm and maintain adequate
function of the implants and the health of the surrounding tissues.

Single Use Products:
Single Use products must not be reprocessed. Reprocessing could cause loss of mechanical, chemical and/or biological characteristics. Reuse could cause cross contamination.

Single-use instruments are marked on the label by the “Do not reuse” symbol and should be disposed of after surgical usage.

®

Single-use instruments must not be reprocessed after surgical use. Re-use of single-use instruments creates a potential risk of contamination or device failure, which may lead to injury,
iliness or death of the patient..

Reusable Instruments:
Frequent reprocessing has minor effects on the instruments. The end of the product life is determined by wear and damage during use. Therefore, general instruments can be reused
with appropriate care, provided they are undamaged and not contaminated

All parts of the instruments must be carefully assessed for visible damage and/or proper functioning.
Device should be visually inspected for any damage prior to each use. Do not use the device if any damage is observed.

Sterility
All implants are supplied sterile, and are for single use only prior to the labeled expiration date Do not use implants if the packaging has been damaged or previously opened.

Analogs, plastic impression transfers, guide tubes, waxing sleeves, plastic burnout abutments, plastic snap inserts, space sleeves, casting sleeves, block-out spacer, and plastic rings
should not be sterilized prior to use

Abutments, metal impression transfers, and instruments are supplied non-sterile and must be cleaned and sterilized prior to use.
Medical devices that are supplied non-sterile must be sterilized as follows before they are used in the patient:

Steam Sterilization procedure: Place the autoclave pouch containing item to be sterilized into the autoclave and follow the specific instructions provided by the manufacturer for
pouched items. In general, a pouch must be sterilized by heating for 30 minutes at 250 deg F (121 deg C).

Cleaning instructions for reusable instruments

Rinse with cool-to-lukewarm water for two-and-one-half minutes. For all parts place in an ultrasonic cleaner with an enzymatic detergent diluted with tap water per the manufacture's
guidelines. Sonicate for 10 minutes. Rinse with tap water for three minutes.

Method of Supply

Blue Sky Bio, LLC implants and abutments are made out of medical grade titanium(ASTM F136 or gold alloy.
Caution

The sale of this device is restricted to, or by the order of, licensed physicians or dentists.

Compatibility:
BIO | Max NP BIO | Max NP is surgically and prosthetically compatible with the NobelActive NP implant system.
BIO | Max RP BIO | Max RP is surgically and prosthetically compatible with the NobelActive RP implant system.
BIO | Internal Hex BIO | Internal Hex is surgically and prosthetically compatible with the Zimmer/ZimVie Tapered Screw Vent and Implant
Direct Internal Hex Legacy3 implant systems.
BIO | Quattro BIO | Quattro is surgically and prosthetically compatible with the Straumann Bone Level implant system.
BIO | One Stage BIO | One Stage is surgically and prosthetically compatible with the Straumann Tissue Level implant system.
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BIO | Conus BIO | Conus is surgically and prosthetically compatible with the Astra OsseoSpeed TX implant system.

Disposal:

The product should be disposed of in an environmentally friendly manner in accordance with local regulations. Hazardous waste of contaminated devices or sharp objects should be
disposed of in suitable containers which meet the specific technical requirements.

Implant Card Instructions for Completion

An implant card has been provided with the implant device. It is intended to be completed by the healthcare provider; then giving to the patient.

1. Name of the patient or patient ID — To be completed by healthcare institution/provider
2. Date of implantation - To be completed by healthcare institution/provider

3. Name and address of the healthcare institution and provider - To be completed by healthcare institution/provider

4. Barcode to patient implant information — Present on Implant Card

BlueSkyBio International Implant Card

i 1

2

o+ 3

www.blueskybio.com/pages/patientimplantinfo

BlueSkyBio International Implant Card

1\? Jane Doe

@ 03/15/2021
o+ XYZ Surgical Center

123 Healthcare Lane, Chicago IL

Dr. A.B. Curtis

hhackubi " PR
IE WWW. ybio.com/pages/p P
===

Symbolling located on the device specific side of the implant card can be found on the first page of the IFU.

For customers in the European Union:

To request a copy of the Summary of Safety and Clinical Performance (SSCP) for implantable devices, please send an email specifying the article number(s) to info@blueskybio.com

Please report any serious incident to the manufacturer and the competent authority of the Member State in which the user and/or patient is established.

d: Blue Sky Bio, LLC

800 Liberty Drive
Libertyville, IL 60048
USA
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Instructions d'utilisation

Systémes d’implants dentaires Blue Sky Bio, LLC

Blue Sky Bio, LLC
800 Liberty Dr
Libertyville, IL 60048
USA

REF | NUMERO DE CATALOGUE
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ORDRE D'UN MEDECIN OU D'UN
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(fr)

mdi Europa GmbH
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Le francais (fr)
Systémes d’implants dentaires Blue Sky Bio, LLC

Mode d’emploi

Indications

Les systemes d’'implants sont destinés a une utilisation dans le soutien de restaurations uniques ou multiples du processus alvéolaire de la mandibule ou du maxillaire totalement ou
partiellement édenté.

Contre-indications

Il ne faut pas mettre ces implants en place s'il existe des contre-indications générales associées a une chirurgie orale élective. Les contre-indications absolues et relatives
comprennent, sans s’y limiter: Allergie au titane, maladies cardio-vasculaires, troubles hémostatiques, troubles psychologiques, diabetes mellitus incontrdlés, troubles des tissus
minéraux, osseux ou conjonctifs, maladies rénales, maladies hépatiques, troubles des défenses immunitaires, dégradation de la fonction immunitaire liée a une maladie ou un
traitement médicamenteux, troubles infectieux, et états indésirables liés a un traitement médicamenteux. D’autres contre-indications relatives comprennent une mauvaise hygiene
buccale, un bruxisme, une malnutrition, une dépendance a I'alcool, 'usage du tabac et des antécédents de radiothérapie. De plus, le patient nécessite un volume adéquat d’os résiduel
pour la mise en place d’implants en taille et nombre suffisants pour supporter les charges fonctionnelles anticipées auxquelles le patient soumettra ces implants. Les implants étroits et
les pilers angulés ne sont pas congus pour étre utilisés dans la région postérieure de la bouche.

Avertissement

Les implants ne doivent étre mis en place et restaurés que par un praticien diplomé et qualifié a I'exécution de ces procédures. Il convient de réaliser des études préopératoires
adéquates afin d’examiner les structures anatomiques et d’évaluer les exigences biomécaniques, fonctionnelles et esthétiques de chaque cas. Des radiographies ou d’autres tests
diagnostics doivent étre pratiqués pour déterminer la position et la topographie du sinus maxillaire, des cavités nasales, du nerf alvéolaire inférieur, du foramen mentonnier, des
positions naturelles des dents et d’autres caractéristiques anatomiques qui peuvent affecter le positionnement et le pronostic de I'implant. Une concertation entre le chirurgien, le
dentiste en charge de la restauration et I'équipe du laboratoire dentaire constitue un aspect essentiel du succes de la procédure. Les risques liés a la mise en place de I'implant et

a la restauration comprennent, sans s’y limiter: une infection, une défaillance de I'implant, une perte d’os et de tissu mou, un résultat esthétique défavorable, une anesthésie, une
dysesthésie et une paresthésie des régions orale et faciale, une infection du sinus, un délogement des implants et des instruments situés dans les structures avoisinantes, une Iésion
des dents adjacentes, un défaut de restauration des implants, une fracture des implants ou des composants de la restauration, un détachement des implants ou des composants de la
restauration.

Chaque systéme d’implant présente des caractéristiques de mesure uniques afin de permettre une mise en place précise de I'implant a la profondeur souhaitée. Dans certains cas, les
lignes de référence de longueur de perforation sont plus importantes que la longueur établie de I'implant. Il est recommandé que le chirurgien maitrise au mieux le systéme de mesure
spécifique utilisé et prévoie une marge de sécurité suffisante a proximité des dents et des structures vitales. La négligence de la différence entre la longueur réelle de perforation et
des mesures radiographiques peut entrainer une Iésion irréversible des nerfs ou d’autres structures vitales due a une perforation au-dela de la profondeur souhaitée, aboutissant a un
engourdissement de la levre inférieure et du menton ou d’autres lésions.

Chaque systéme d’implant présente des caractéristiques de conception spécifiques concernant la combinaison d’implants, les points d’appui, les composants prothétiques et les
instruments.

La combinaison d’instruments et de composants qui ne sont pas configurés ou dimensionnés pour étre correctement assemblés peut entrainer une défaillance mécanique des
composants, des lésions des tissus ou encore des résultats esthétiques insatisfaisants, et par conséquent, le succes a 100 % ne peut étre garanti. Le manque de quantité et/ou de
qualité adéquate de I'os résiduel, I'infection, une technique chirurgicale inadéquate, une mauvaise hygiéne bucco-dentaire du patient et une maladie généralisée sont des causes
possibles d’'une défaillance de I'osséointégration immédiatement aprés l'intervention chirurgicale ou apres le processus d'osséointégration. Les déficits préopératoires de tissus durs
ou de tissus mous peuvent compromettre le résultat esthétique ou provoquer une angulation défavorable de I'implant. En ce qui concerne les enfants, le traitement n’est pas
recommandé tant que la croissance alvéolaire n’est pas terminée.

Informations sur I'innocuité de I''RM

Bien que ces produits n'aient pas fait I'objet de tests de I'innocuité de I'IlRM, I'examen de la littérature indique que I'analyse d'un systéme d'implant Blue Sky Bio, LLC ne présente
aucun risque significatif dans des conditions spécifiques et est considérée comme « IRM sans danger sous certaines conditions » dans les conditions d'analyse suivantes :
« Intensités de champ magnétique statique de < 3 Tesla

« Gradients de champ magnétique jusqu'a 30 T/M (3000 G/cm).

« Excitation RF :

Polarisation circulaire (CP) pour tous les repéres au-dessus de I'ombilic - Aucune restriction d'excitation pour tous les repéres au-dessous de I'ombilic

* Mode de fonctionnement : mode de fonctionnement normal dans la zone d'imagerie autorisée

« Débits d'absorption spécifique (DAS) du corps entier de 2 W/kg

* DAS maximum pour la téte : non évalué pour le point de repeére de la téte.

» Durée du scan : aucune contrainte spécifique due a I'échauffement de I'implant

Précautions de procédure, chirurgie
Tous les efforts doivent étre mis en oeuvre pour minimiser les Iésions du tissu héte. Il convient notamment de préter une attention toute particuliére au traumatisme thermique et

chirurgical ainsi qu’a I'élimination des contaminants et des sources d’infection. La procédure chirurgicale requiert un degré élevé de précision et de précaution. Tout écart du principe
du traumatisme le moins important possible accroit le risque d’échec a I'établissement de I'osséointégration. Toutes les procédures de perforation doivent étre exécutées a une vitesse
de rotation maximale de 1000 a 2000 tr/min avec une irrigation abondante. L'utilisation de forets bien affilés, une irrigation suffisante, un mouvement de perforation en va-et-vient, des
cycles d’incision courts, la prévision d’un délai de refroidissement de 'os et I'utilisation de forets pilotes pour 'augmentation successive des calibres sont des aspects essentiels.
Veuillez vous référer a notre site web pour la séquence spécifique de forets adaptée a chaque type et calibre d'implant. Une vigilance particuliére s’impose afin d’éviter une préparation
excessive ou insuffisante de 'ostéotomie. Les implants doivent étre insérés de maniére a étre stables et totalement immobiles. Un couple d’insertion excessif (supérieur a 60 Ncm)
peut provoquer un endommagement de I'implant ou des instruments et fracturer ou nécroser le site osseux. Tous les instruments chirurgicaux utilisés doivent étre bien entretenus et le
personnel doit s’assurer que les instruments n"’endommagent pas les implants ou d’autres composants. Le risque d’'ingestion ou d’inhalation des composants utilisés en dentisterie des
implants doit étre maitrisé. Apres I'installation de I'implant, I'évaluation par le chirurgien de la qualité de I'os et de sa stabilité initiale déterminera le moment auquel les implants seront
chargés.

Un protocole de suivi approprié doit étre instauré.

Précautions de procédure, Prothéses
Les points particulierement importants sont une répartition appropriée de la contrainte par I'adaptation passive et I'ajustement du pont aux points d’appui de I'implant, I'ajustement de
I'occlusion au niveau de la machoire opposée et 'absence de charges transversales excessives. Un chargement immédiat et une temporisation immédiate nécessitent des précautions
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supplémentaires et ne sont pas adaptés a tous les cas. En raison de la petite taille des composants prothétiques, il convient de s’assurer qu'ils ne soient pas ingérés ou inhalés par le
patient.

Instructions concernant les points d’appui pour la restauration d’implants Blue Sky Bio, LLC

Aprés une osséointégration adéquate, les implants doivent étre découverts, si nécessaire, et la vis cache doit étre retirée. La partie interne de I'implant doit étre irriguée, débarrassée
des débris et séchée. Le cas échéant, un point d’appui de cicatrisation sera mis en place et le tissu pourra cicatriser autour du point d’appui de cicatrisation. On choisira un point
d’appui final compatible avec I'implant.

Si le point d’appui est modifié du c6té du siége, il est conseillé d’effectuer une prise d’empreinte et de réaliser un modéle préliminaire pour identifier toute zone de contre-dépouille
avant de réaliser 'empreinte finale. Une fraise en carbure ou en diamant peut étre utilisée accompagnée d’une irrigation copieuse pour éliminer les parties en retrait.

La caractéristique d’indexage du point d’appui (par exemple octogone ou trilobe) doit correspondre a la caractéristique d’indexage interne de I'implant. Une assise adéquate peut étre
controlée a l'aide d’une radiographie.

Si le point d’appui est modifié en laboratoire, il faut identifier I'orientation appropriée de celui-ci dans I'implant au moyen d’un dispositif de transfert quelconque. L'assise finale du point
d’appui doit étre réalisée en utilisant un pilote d’insertion compatible avec le systeme d’'implant sélectionné et une clé dynamomeétrique appliquant un couple de 30 Ncm sur le point
d’appui ou la vis de fixation.

Les points d’appui ne doivent pas faire I'objet d’'une préparation excessive et la rétention de la restauration ainsi que la résistance du point d’appui doivent étre prises en compte. Il
est recommandé de retirer moins de 50% de la structure des points d’appui congus sur mesure et moins de 30% des points d’appui universels. L'angulation du pilier ne doit pas étre
différente e de celle indiquée. Des modifications importantes du pilier pourraient endommager

I'intégrité de la structure et entrainer une défaillance prématurée. Ne pas modifier le pilier a la jonction avec I'implant.

L'utilisation de piliers multi-unit pour des restaurations fixes est réservée aux restaurations multiples fixées par une attelle.

Une restauration doit étre congue et insérée tout en s’assurant qu’elle est stable et que la charge occlusale est appropriée.

Soins de suivi
Il convient d’informer les patients sur I'hygiene buccale et les précautions a prendre concernant les implants et les restaurations. Des consultations de suivi périodiques doivent étre
réalisées afin de vérifier et d’entretenir le fonctionnement adéquat des implants et la vitalité des tissus environnants.

Produits a usage unique :

Les produits a usage unique ne doivent pas étre retraités. Le retraitement pourrait entrainer une perte des caractéristiques mécaniques, chimiques et/ou biologiques. La réutilisation
pourrait provoquer une contamination croisée.

Les instruments a usage unique ont une étiquette sur laquelle le symbole « Ne pas réutiliser » est inscrit et ils doivent étre jetés aprés une intervention chirurgicale.

®

Les instruments a usage unique ne doivent pas étre retraités aprés une intervention chirurgicale. La réutilisation d'instruments a usage unique crée un risque potentiel de contamination
ou de défaillance du dispositif, pouvant entrainer des blessures, des maladies ou la mort du patient.

Instruments réutilisables :

Un retraitement fréquent a des effets mineurs sur les instruments. La fin de vie du produit est déterminée par I'usure et les dommages lors de I'utilisation. Par conséquent, les
instruments généraux peuvent étre réutilisés avec le soin approprié, a condition qu'ils ne soient pas endommagés et non contaminés.

Toutes les pieces des instruments doivent étre soigneusement évaluées pour détecter tout dommage visible et/ou leur bon fonctionnement.
Le dispositif doit étre inspecté visuellement pour déceler tout dommage avant chaque utilisation. Ne pas utiliser le dispositif si des dommages sont constatés.

Stérilisation
Stérilité

Tous les implants sont livrés stériles et sont destinés a un usage unique avant la date d’expiration indiquée sur I'étiquette. N'utilisez pas les implants si 'emballage a été endommagé
ou s'il est déja ouvert. Les analogues, les transferts d'empreintes en plastique, les tubes de guidage, les manchons de cire, les piliers calcinables en plastique, les inserts a pression
en plastique, les manchons d'espacement, les manchons de moulage, les séparateurs et les anneaux en plastique ne doivent pas étre stérilisés avant utilisation. Les points d’appui et
les instruments sont livrés non stériles et doivent étre nettoyés et stérilisés avant utilisation.

Procédure de stérilisation a la vapeur: placer le sachet autoclave contenant I'article a stériliser dans I'autoclave et suivre les consignes spécifiques fournies par le fabricant concernant
les articles en sachets. En général, un sachet est stérilisé par chauffage de 30 minutes a 121°C (250° F).

Les dispositifs médicaux fournis non stériles doivent étre stérilisés comme suit avant d'étre utilisés sur le patient :

Directives de nettoyage des instruments réutilisables

Instructions de nettoyage pour les instruments réutilisables

Rincer a I'eau tiéde et laisser refroidir pendant deux minutes et demie. Pour nettoyer toutes les piéces, les placer dans un nettoyeur a ultrasons avec détergent enzymatique dilué a I'eau
du robinet conformément aux lignes directrices du fabricant. Agiter pendant 10 minutes. Rincer a I'eau du robinet pendant trois minutes.

Procédé de fourniture
Les implants et les points d’appui Blue Sky Bio, LLC sont constitués d’un alliage de titane ou (ASTM F136) or médical.

Attention
Prudence
La vente de ce dispositif est réservée a des médecins ou dentistes diplomés (Rx uniquement) ou a l'ordre de ceux-ci.
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Compatibilité

BIO | Max NP BIO | Max NP est chirurgicalement et prothétiquement compatible avec le systéme d’'implant NobelActiveNP.

BIO | Max RP BIO | Max RP est chirurgicalement et prothétiquement compatible avec le systéme d’'implantNobelActive RP.

BIO | Internal Hex BIO | Internal Hex est chirurgicalement et prothétiquement compatible avec les systéemes d’implants Zimmer/ZimVie

Tapered Screw Vent et Implant Direct Internal Hex Legacy3.

BIO | Quattro BIO | Quattro est chirurgicalement et prothétiquement compatible avec le systeme d’'implant Straumann Bone Level.

BIO | One Stage BIO | One Stage est chirurgicalement et prothétiquement compatible avec le systéme d’'implant Straumann Tissue Level..
BIO | Conus BIO | Conus est chirurgicalement et prothétiquement compatible avec le systéme d’'implant Astra OsseoSpeed TX..

Elimination :

Le produit doit étre éliminé d'une maniére respectueuse de I'environnement conformément aux réglementations locales. Les déchets dangereux de dispositifs contaminés ou d'objets

pointus doivent étre éliminés dans des conteneurs appropriés qui répondent aux exigences techniques spécifiques.

Instructions pour remplir la carte d’implant

Une carte d'implant a été fournie avec le dispositif implantaire. Elle est destinée a étre complétée par le prestataire de soins ; puis donnée au patient.
1. Nom du patient ou identifiant du patient - A compléter parl’établissement/prestataire de soins de santé

2. Date d'implantation - A compléter par I'établissement/prestataire de soins de santé

3. Nom et adresse de I'établissement de et du prestataire de soins de santé - A compléter par I'établissement/ prestataire de soins de santé

4. Code-barres vers les informations sur I'implant du patient - Apposé sur la carte d'implant

BlueSkyBio International Implant Card

4 1
2

o+ 3

www.blueskybio.com/pages/patientimplantinfo

BlueSkyBio International Implant Card

1\? Jane Doe

@ 03/15/2021
o+ XYZ Surgical Center

i
123 Healthcare Lane, Chicago IL

Dr. A.B. Curtis

hhackubi " PR
IE WWW. ybio.com/pages/p P
===

Les symboles situés sur le cété spécifique au dispositif de la carte d'implant se trouvent sur la premiére page du mode d’emploi.

Pour les clients de I'Union européenne :

Pour demander une copie du Résumé de la sécurité et des performances cliniques (SSCP) pour les dispositifs implantables, veuillez envoyer un e-mail précisant le(s) numéro(s)

d'article a info@blueskybio.com

Veuillez signaler tout incident grave au fabricant et a I'autorité compétente de I'Etat membre dans lequel l'utilisateur et/ou le patient est établi.

d . Blue Sky Bio, LLC

800 Liberty Drive
Libertyville, IL 60048
USA
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REF

Rx Only

Gebrauchsanweisung

Blue Sky Bi

Blue Sky Bio, LLC
800 Liberty Dr
Libertyville, IL 60048
USA

KATALOGNUMMER
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Deutsch (de)
Blue Sky Bio, LLC-Dentalimplantatsysteme

Gebrauchsanleitung

Indikationen

Die Implantatsysteme werden fiir den Ersatz einzelner oder mehrerer Zahne des vollstandig oder teilweise zahnlosen Alveolarfortsatzes des Unter- oder

Oberkiefers verwendet.

Kontraindikationen

Implantate sollten nicht eingesetzt werden, falls allgemeine Kontraindikationen in Verbindung mit Kieferchirurgie vorliegen. Absolute und relative Kontraindikation beinhalten u.a.:
Titan-Allergie, Herz- und GefalRkrankheiten, Bluterkrankungen, psychische Erkrankungen, uneingeschrankte Diabetes Mellitus, anorganische, Knochen- oder Bindegewebskrankheiten,
Nierenkrankheit, Leberkrankheit, Autoimmunkrankheiten, eingeschrankte Immunfunktionen aufgrund von Krankheit oder Medikamenten, Infektionskrankheiten und Nebenwirkungen
durch Medikamente. Weiterhin beinhalten relative Kontraindikationen schlechte Mundhygiene, Bruxismus, Untererndhrung, Alkoholismus, Tabakgenuss und eine vorhergegangene
Strahlentherapie.

Weiterhin ist eine ausreichende Residualknochenmasse fiir den Einsatz von Implantaten mit ausreichender GréRe und Anzahl erforderlich, um die fir diese Implantate
vorhergesehene Belastung aufzunehmen. Implantate mit geringem Durchmesser sowie abgewinkelte Aufbauten (Abutments, Sekundarteile) sind nicht fir eine Insertion im distalen im
Seitenzahnbereich vorgesehen.

Warnung

Implantate sollten ausschlieRlich von fiir diese Verfahren zugelassenen und ausgebildeten Arzten eingesetzt und restauriert werden. Zudem sollten die entsprechenden pré-operativen
Studien zur Prifung der Anatomie und der Bewertung des biomechanischen, funktionellen und astethischen Bedarfs fiir jeden Fall durchgefiihrt werden. Radiographien oder sonstige
Analysen sollten durchgefiihrt werden, um die Position und Struktur der Kieferhéhle, der Nasenhohlen, des unteren Nervus Alveolarus, des mentalen Foramens, der natirlichen
Zahnstellung und sonstige anatomische Merkmale festzustellen, welche den Einsatz oder die Prognose des Implantats beeinflussen kénnten. Die Absprache zwischen den Chirurg,
dem behandelnden Zahnarzt und dem Zahnlabor ist fiir eine erfolgreiche Behandlung unabdingbar. Mit dem Einsatz des Implantats und der Zahnrestauration sind u.a. folgende Risiken
verbunden: Infektion, Implantatverlust, Verlust von Knochen- und Zahnfleischgewebe, unasthetische Ergebnisse, Narkose, Geflhlsstérung und Laéhmung im Mund- und
Gesichtsbereich, Infektion der Nebenhohlen, Abldsung der Implantate und Bestandteile im Zahnumfeld, Beschadigung der angrenzenden Zahne, nicht-restaurierbare Implantate, Bruch
von Implantaten oder Restaurationselementen und Lésen von Implantaten oder Restaurationselementen.Jedes Implantatsystem besitzt einzigartige Messeigenschaften, um den
Einsatz des Implantats in der gewiinschten Tiefe vorzunehmen. In einigen Fallen sind die Bezugslinien der Bohrerlange langer als die festgestellte Lange des Implantats. Der
behandelnde Chirurg sollte sich bestens mit den spezifischen Messinstrumenten auskennen und eine ausreichende Sicherheitsspanne zu den Zédhnen und dem angrenzenden Umfeld
einberechnen. Falls der Unterschied zwischen der tatsachlichen Bohrerlange und den radiographischen Messungen nicht erkannt wird, kénnen Nerven oder sonstige anatomischen
Strukturen beim Bohrer Uiber die beabsichtigte Tiefe hinaus verletzt werden, was in standiger Betdubung der Unterlippe, des Kinns oder sonstigen Verletzungen fiihren kann.

Jedes Implantatsystem besitzt spezifische Aufbaumerkmale, die auf die Implantate, Abutments, Prothesebestandteile und Instrumente abgestimmt sind. Die Kombination von
Instrumenten und Komponenten, die fiir eine passende Kopplung nicht konfiguriert oder abgemessen sind, kann zu mechanischem Versagen von Komponenten, Gewebeschaden
oder unbefriedigenden &sthetischen Ergebnissen fiihren, weshalb ein hundertprozentiger Erfolg nicht garantiert werden kann. Mangelnde Quantitat und/oder Qualitat von
verbliebenem Knochen, Infektionen, ungeeignete Operationstechniken, schlechte Mundhygiene des Patienten und eine generalisierte Erkrankung sind einige mdégliche Ursachen

fir das Scheitern der Osseointegration, sowohl unmittelbar nach der Operation als auch nach der anfanglichen Osseointegration. Praoperative Hart- oder Weichgewebsdefizite
kénnen ein beeintrachtigtes asthetisches Ergebnis oder eine unglinstige Implantatangulation zur Folge haben. Bei Kindern wird die Behandlung erst dann empfohlen, wenn

bestatigt werden kann, dass das Alveolarwachstum abgeschlossen ist.

MRT-Sicherheitsinformationen

Obwohl diese Produkte keiner MRT-Sicherheitspriifung unterzogen wurden, deuten Literaturanalysen darauf hin, dass das Scannen eines Implantatsystems von Blue Sky Bio, LLC
unter bestimmten Bedingungen keine wesentlichen Risiken birgt und unter den folgenden Scanbedingungen als ,bedingt MR-sicher” gilt:

. Statische Magnetfeldstarken von < 3 Tesla
. Magnetfeldgradienten bis zu 30 T/M (3000 G/cm).
. HF-Anregung:
Zirkular polarisiert (CP) fur alle Orientierungspunkte oberhalb des Nabels — Keine Anregungseinschrankungen fiir alle Orientierungspunkte unterhalb des Nabels
. Betriebsmodus: Normaler Betriebsmodus im zulédssigen Bildgebungsbereich
. Ganzkorperspezifische Absorptionsraten (SAR) von 2 W/kg
. Maximaler SAR-Wert am Kopf: Nicht fiir Orientierungspunkte am Kopf bewertet
. Scandauer: Keine besonderen Einschrankungen aufgrund der Implantaterwarmung

Verfahrensvorkehrungen, Chirurgie

Alle méglichen Vorkehrungen miissen getroffen werden, um eine Beschadigung des Empfangergewebes weitgehendst zu vermeiden. Insbesondere sollte besonders auf
Verbrennungs- und Chirurgieunfalle sowie die Beseitigung von Kontaminaten und Infektionsquellen geachtet werden. Das chirurgische Verfahren erfordert hohe Prazision und Vorsicht.
Jedes Abweichen vom Prinzip der geringstmdglichen Verletzung beim Einsatz von Implantaten erhdht das Risiko eines Misslingens der Osseointegration. Alle Bohrungen sollten bei
héchstens 1000-2000 U/Min. mit ausreichend Spulung erfolgen. Die Verwendung von scharfen Bohrern, ausreichender Spllung, einer Ein-Aus-Bohrbewegung, kurzen Schneidzyklen,
das Abwarten der Knochenabkiihlung und die Verwendung von Pilotbohrern mit stédndig ansteigender GréRe, ist unabdingbar. Auf unserer Website finden Sie Angaben zu der
jeweiligen Bohrerabfolge fir jede Art und GréRRe von Implantaten. Besonders sollte darauf geachtet werden, die Osteotomie ausreichend vorzubereiten. Implantate sollten so eingesetzt
werden, dass sie stabil und nicht beweglich sind. Ein Gibermagiger Eindrehmoment (mehr als 60 Ncm) kann zu einer Beschadigung des Implantats oder der Instrumente und dem
Fraktur oder Nekrose des Knochenbereichs fiihren. Alle in der Chirurgie verwendeten Instrumente missen sehr gut gepflegt werden und es muss darauf geachtet werden, dass die
Instrumente

nicht die Implantate oder sonstige Bestandteile beschadigen. Weiterhin miissen Vorkehrungen getroffen werden, um ein Verschlucken oder Aspirieren der verwendeten Bestandteile
zu verhindern. Nach dem Einsatz des Implantats wird die Bewertung der Knochenqualitdt und der anfanglichen Stabilitat durch den Chirurg den Moment der Belastung der

Implantate bedingen.

Ein entsprechendes Behandlungsprotokoll sollte befolgt werden.

Verfahrensvorkehrungen, Prothetik
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Besonders wichtig ist die richtige Druckanwendung durch passive Anpassung oder Angleichung einer Briicke an die Abutments, die Angleichung des Schlussbisses an den
gegenuberliegenden Kiefer und das Vermeiden von exzessiven falschen Belastungen. Eine sofortige Belastung und sofortige Provisorien erfordern weitere Vorkehrungen und sind
nicht in allen Fallen geeignet. Aufgrund der geringen GroRe der Prothetikelemente muss besonders darauf geachtet werden, dass diese nicht vom Patienten verschluckt oder
aspiriert werden.

Anweisungen Fiir Abutments Fiir die Restauration von Blue Sky Bio, LLC-Implantaten

Nach entsprechender Osseointegration sollten die Implantate falls nétig freigelegt und die Schrauben sollten entfernt werden. Der Innenteil des Implantats sollte gesplilt, von Resten
befreit und getrocknet werden. Falls nétig sollte ein Einheilabutment eingesetzt werden und das Gewebe sollte um das Einheilabutment herum heilen kdnnen. Ein mit dem Implantat
kompatibles permanentes Abutment sollte gewahlt werden.Falls das Abutment intraoral verandert wird, sollte ein Abdruck und ein vorlaufiges Modell angefertigt werden, um
Vertiefung zu Erkennen, bevor der letzte Abdruck angefertigt wird. Ein Karbid- oder Diamantbohrer kann zusammen mit ausreichend Spilung zur Beseitigung der Untersichgehenden
Bereichen verwendet werden.

Die Geometrie (z.B. achteckig oder trilobe) und der Durchmesser des Abutments soll mit der Geometrie und Durchmesser des Implantats Ubereinstimmen. Der richtige Sitz kann
anhand der Radiographie geprift werden. Falls das Abutment im Labor verandert wird, sollte die korrekte Ausrichtung des Abutments im Implantat mittels einer Transferschablone
oder einer sonstigen Transfervorrichtung identifiziert werden. Der letztendliche Sitz des Abutments sollte mit einem Instrument eingesetzt werden, das mit dem gewahlten
Implantatsystem kompatibel ist, sowie einem Drehmomentschlissel mit 30 Ncm Drehkraft auf den Abutments oder die Befestigungsschraube. Die Abutments sollten nicht GibermaRig
verandert werden und die Einbehaltung der Restaurierung und die Starke des Abutments sollten beriicksichtigt werden. Es wird empfohlen, weniger als 50% der Struktur universaler
Abutments und weniger als 30% massiver Abutments zu entfernen. Der Abutment-Winkel sollte nicht von der angegebenen Angulation abweichen. Eine wesentliche Veranderung des
Abutments

kann die strukturelle Integritat gefahrden und zu vorzeitigem Defekt fiihren. Abutment an der Verbindungsstelle mit dem Implantat nicht verandern.Mehrteilige Abutments fiir

feste Restaurierungen nur fiir Restaurierungen mit mehreren Stegverbindungen verwenden.Eine Restaurierung sollte hergestellt und eingefiigt werden, dabei sollte auf eine

stabile Restaurierung und entsprechende Okklusalbelastung geachtet werden.

Nachbereitung
Nachsorge

Die Patienten sollten zu entsprechender Mundhygiene und Vorsorge fiir die Implantate und Restaurierungen angewiesen werden. RegelmaRige Nachuntersuchungen
sollten durchgefiihrt werden, um die Funktion der Implantate und die Gesundheit des umliegenden Gewebes sicherzustellen.

Einwegprodukte:
Einwegprodukte diirfen nicht wiederaufbereitet werden. Die Wiederaufbereitung konnte zum Verlust mechanischer, chemischer und/oder biologischer Eigenschaften
fiihren. Die Wiederverwendung kénnte zu Kreuzkontaminationen fiihren.

Einweginstrumente sind auf dem Etikett mit dem Symbol ,,Nicht wiederverwenden“ gekennzeichnet und sollten nach dem chirurgischen Einsatz entsorgt werden.

Einweginstrumente diirfen nach dem chirurgischen Einsatz nicht wiederaufbereitet werden. Die Wiederverwendung von Einweginstrumenten birgt ein potenzielles Risiko
einer Kontamination oder eines Gerateausfalls, was zu Verletzungen, Erkrankungen oder dem Tod des Patienten fiihren kann.

Wiederverwendbare Instrumente:

Eine haufige Wiederaufbereitung hat nur geringe Auswirkungen auf die Instrumente. Das Ende der Produktlebensdauer wird durch Abnutzung und Beschdadigung wahrend
des Gebrauchs bestimmt. Daher kdnnen allgemeine Instrumente bei entsprechender Sorgfalt wiederverwendet werden, sofern sie unbeschadigt und nicht kontaminiert
sind.

Alle Teile der Instrumente miissen sorgféltig auf sichtbare Schaden und/oder ordnungsgeméfe Funktion untersucht werden.
Das Gerit sollte vor jedem Gebrauch visuell auf etwaige Schéden liberpriift werden. Benutzen Sie das Gerat nicht, wenn Schiaden festgestellt werden.

Sterilitat
Alle Implantate werden steril geliefert und dienen der einmaligen Verwendung vor Ende des angegebenen Ablaufdatums. Die Implantate sollten nicht mehr verwendet werden, falls
die Verpackung beschadigt oder zuvor geéffnet wurde.

Analoge Kunststoff-Abdrucktransfers, Fiihrungsrohre, Wachshiilsen, ausbrennbare Kunststoff-Abutments, Kunststoff-Schnappeinsatze, Abstandshiilsen, Gusshiilsen, Block-Out-
Abstandshalter und Kunststoffringe sollten vor der Verwendung nicht sterilisiert werden.

Die Abutments und Instrumente werden nicht steril geliefert und miissen vor der Verwendung gereinigt und sterilisiert werden.

Medizinprodukte, die unsteril geliefert werden, miissen vor der Anwendung am Patienten wie folgt sterilisiert werden:

Verfahren der Dampfsterilisierung: Geben Sie die Tasche des Hochdrucksterilisierers mit dem zu sterilisierenden Gegenstand in den Hochdrucksterilisierer und folgen Sie den
Anweisungen des Herstellers fiir eingetitete Artikel. Normalerweise muss eine Tite bei einer Hitze von 250° F (121° C) 30 Minuten lang sterilisiert werden.
Reinigungshinweise fiir wiederverwendbare Instrumente

Mit kiihlem bis lauwarmem Wasser zweieinhalb Minuten lang abspiilen. Alle Teile in einen Ultraschallreiniger mit einem enzymatischen Reinigungsmittel legen, das gemaR den
Richtlinien des Herstellers mit Leitungswasser verdiinnt wurde. 10 Minuten lang beschallen. Mit Leitungswasser drei Minuten lang abspiilen.

Liefermethode

Die Blue Sky Bio, LLC-Implantate und Abutments bestehen aus medizinischer Titanlegierung (ASTM F136) oder Goldlegierung.

Achtung

Vorsicht

Der Verkauf dieses Gerits ist nur auf zugelassene Arzte oder Zahnarzte oder auf eine Bestellung derselben beschrankt (nur auf Rezept).
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Kompatibilitat

BIO | Max NP BIO | Max NP ist chirurgisch und prothetisch kompatibel mit dem NobelActive NP implant system.
BIO | Max RP BIO | Max RP ist chirurgisch und prothetisch kompatibel mit dem NobelActive RP implant system.
BIO | Internal Hex BIO | Internal Hex ist chirurgisch und prothetisch kompatibel mit dem Zimmer/ZimVie Tapered Screw Vent and Implant
Direct Internal Hex Legacy3 implant systems.
BIO | Quattro BIO | Quattro ist chirurgisch und prothetisch kompatibel mit dem Straumann Bone Level implant system.
BIO | One Stage BIO | One Stage ist chirurgisch und prothetisch kompatibel mit dem Straumann Tissue Level implant system.
BIO | Conus BIO | Conus ist chirurgisch und prothetisch kompatibel mit dem Astra OsseoSpeed TX implant system.
Entsorgung:

Das Produkt sollte umweltgerecht und gemaR den 6rtlichen Vorschriften entsorgt werden. Gefahrliche Abfélle aus kontaminierten Geraten oder scharfen Gegensténden sollten in

geeigneten Behaltern entsorgt werden, die den spezifischen technischen Anforderungen entsprechen.

Anleitung zum Ausfiillen der Implantatkarte

Dem Implantat liegt eine Implantatkarte bei. Sie soll vom Gesundheitsdienstleister ausgefiillt werden; dann dem Patienten geben.
1. Name des Patienten oder Patienten-ID — Von der Gesundheitseinrichtung/dem Gesundheitsdienstleister auszufiillen
2. Datum der Implantation — Von der Gesundheitseinrichtung/dem Gesundheitsdienstleister auszufiillen

3. Name und Adresse der Gesundheitseinrichtung und des Gesundheitsdienstleisters — Von der Gesundheitseinrichtung/dem Gesundheitsdienstleister auszufiillen
4. Barcode zu Implantatinformationen des Patienten — Auf der Implantatkarte vorhanden

BlueSkyBio International Implant Card

f 1
2

o+ 3

www.blueskybio.com/pages/patientimplantinfo

BlueSkyBio International Implant Card

1\’? Jane Doe

@ 03/15/2021

o+ XYZ Surgical Center

i
123 Healthcare Lane, Chicago IL

Dr. A.B. Curtis

hhackubi " PR
IE WWW. ybio.com/pages/p P
===

Die Symbole auf der geratespezifischen Seite der Implantatkarte finden Sie auf der ersten Seite der Gebrauchsanweisung.

Fir Kunden in der Europaischen Union:

Um eine Kopie der Zusammenfassung der Sicherheit und klinischen Leistung (SSCP) flr implantierbare Gerate anzufordern, senden Sie bitte eine E-Mail unter Angabe der

Artikelnummer(n) an info@blueskybio.com

Bitte melden Sie jeden schwerwiegenden Vorfall dem Hersteller und der zusténdigen Behorde des Mitgliedstaats, in dem der Benutzer und/oder Patient ansassig ist.

d: Blue Sky Bio, LLC
800 Liberty Drive
Libertyville, IL 60048
USA
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https://blueskybio.com/pages/advantages_0
https://blueskybio.com/pages/advantages_3
mailto:info@blueskybio.com

Istruzioni per l'uso

Sistemi di impianto dentale Blue Sky Bio, LLC
(it)

Blue Sky Bio, LLC mdi Europa GmbH
800 Liberty Dr Langenhagener Stral3e 71
Libertyville, IL 60048 D-30855 Langenhagen 0297
USA Germany
REF | NUMERO DI CATALOGO NON RIUTILIZZARE SIDTCEUN@I'E?\:\#Z'ZIC&\'ESS:‘TARE LA
ACCOMPAGNAMENTO

ATTENZIONE LA LEGGE FEDERALE LIMITA
Rx Only| LA VENDITA DI QUESTO DISPOSITIVO DA

PARTE O SU ORDINE DI UN MEDICO O DI FABBRICANTE STERILIZZATO CON
UN TECNICO ABILITATO STERILE RADIAZIONI GAMMA

RAPPRESENTANTE

@ NON UTILIZZARE SE LA CONFEZIONE E CODICE LOTTO AUTORIZZATO NELLA

DANNEGGIATA COMUNITA EUROPEA

ISTRUZIONI ELETTRONICHE

UTILIZZARE I:EI elFU Indicator .
ENTRO LA DATA PERLUSO

NON STERILE

>

DATA DI FABBRICAZIONE

£

M D DISPOSITIVO MEDICO m IDENTIFICATIVO UNIVOCO
DEL DISPOSITIVO

SISTEMA A BARRIERA
STERILE SINGOLA CON
IMBALLAGGIO PROTETTIVO

INTERNO

NOME E INDIRIZZO
DELL'ISTITUZIONE SANITARIA DATA DELL'IMPIANTO
O DEL FORNITORE CHE HA

EFFETTUATO L'IMPIANTO

=

SITO WEB INFORMATIVO PER

&
,? NOME DEL PAZIENTE O ID DEL
III - PAZIENTE [_==_\ |PAZIENTI
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Italiano (it)
Sistemi di impianto dentale Blue Sky Bio, LLC

Istruzioni per I'uso

Indicazioni

Lo scopo dei sistemi di impianto dentale & quello di sostenere le ricostruzioni singole o multiple nel processo alveolare mandibolare o mascellare edentulo totale o parziale.
Controindicazioni

Gli impianti non dovrebbero essere utilizzati in presenza di controindicazioni generali associate alla chirurgia orale elettiva. Le controindicazioni assolute e relative comprendono, ma
senza limitazione alcuna: Allergia al titanio, malattie cardiache e vascolari, disturbi del sanguinamento, disturbi psicologici, diabete mellito non controllato, disturbi minerali, ossei o del
tessuto connettivo, malattie renali, malattie epatiche, disturbi auto-immunitari, diminuzione della funzione immunitaria causata da malattia o da assunzione di farmaci, disturbi infettivi
e condizioni avverse generate da farmaci. Tra le altre controindicazioni relative vi sono una scarsa igiene orale, il bruxismo, la malnutrizione, I'alcolismo, I'uso di tabacco e una storia
di radioterapia.

Inoltre, per I'applicazione dell'impianto il paziente deve presentare un adeguato volume osseo residuo di quantita e qualita sufficienti per sostenere i carichi funzionali anticipati ai quali
il paziente assoggettera tali impianti. Impianti stretti e abutment angolati non sono destinati all’'uso nella parte posteriore della bocca.

Avvertenza

Gli impianti dovrebbero essere applicati e realizzati da professionisti autorizzati e addestrati per eseguire queste operazioni. E necessario avviare adeguate procedure preoperatorie
per esaminare le strutture anatomiche e per definire i requisiti biomeccanici, funzionali ed estetici di ogni singolo caso. Dovrebbero essere eseguite radiografie o altre ispezioni
diagnostiche per determinare la posizione e la topografia del seno mascellare, delle cavita nasali, del nervo alveolare inferiore, del forame mentoniero, delle posizioni naturali del dente
e di altre caratteristiche anatomiche che potrebbero interferire con I'applicazione o la prognosi dell'impianto. Per ottenere un risultato ottimale sono essenziali consultazioni fra il
chirurgo, il dentista della ricostruzione e il laboratorio dentistico. | rischi di un’applicazione e ricostruzione di un impianto comprendono, senza limitazione alcuna: infezione, rigetto,
perdita di osso

e di tessuto morbido, risultati estetici indesiderati, anestesia, disestesia e parestesia delle aree orali e facciali, infezione del seno, distacco degli impianti e di strumentazione nelle
strutture circostanti, danni ai denti adiacenti, impianti non ricostruibili, frattura degli impianti o dei componenti ricostruttivi e allentamento degli impianti o dei componenti ricostruttivi. Ogni
sistema di impianto & legato a proprie caratteristiche di misurazione che consentono la completa adattabilita del’impianto stesso alla profondita desiderata. In alcuni casi, la misura delle
linee di riferimento per la profondita del trapano potrebbero essere superiori alla profondita stabilita per I'impianto stesso. Si raccomanda quindi al chirurgo implantologo un’adeguata
conoscenza dei sistemi di misurazione specifici utilizzati e che sia previsto un margine di sicurezza adeguato nei pressi di ogni dente o struttura vitale. La mancata percezione della
differenza fra la profondita reale del trapano e le misurazioni radiografiche potrebbero causare un danno permanente ai nervi o ad altre strutture vitali se la trapanazione ¢ piu profonda
di quella prevista, con un rischio potenziale di intorpidimento permanente del labbro inferiore e del mento o di altri danni.Ogni sistema di impianto dentale ha proprie caratteristiche
progettuali specifiche per fare coincidere gli impianti, i supporti, i componenti protesici e la strumentazione. La combinazione di strumenti e componenti che non siano stati configurati o
dimensionati per ottenere una combinazione corretta potrebbe portare a un malfunzionamento dei componenti, a danni ai tessuti o a risultati estetici non soddisfacenti e, pertanto, non &
mai possibile garantire un successo totale. La mancanza di un’adeguata quantita e/o qualita ossea, la possibile insorgenza di infezioni, una tecnica chirurgica non adeguata, una scarsa
igiene orale del paziente e una malattia di tipo generalizzato sono solo alcune delle possibili cause della fallita osteointegrazione, sia immediatamente dopo l'intervento chirurgico, sia in
un momento successivo all'osteointegrazione iniziale. La mancanza di tessuto pre-operatorio duro o di tessuto morbido potrebbe portare a una compromissione dei risultati estetici o a
una scorretta angolazione dell'impianto. Per quanto riguarda i bambini, non si consiglia un trattamento fino a quando non abbiano raggiunto la completa crescita alveolare.

Informazioni sulla sicurezza della risonanza magnetica

Sebbene questi prodotti non siano stati sottoposti a test di sicurezza per la risonanza magnetica, I'analisi della letteratura indica che la scansione di un sistema implantare
Blue Sky Bio, LLC non presenta rischi significativi in condizioni specifiche e sono considerati "MR Conditionally Safe" nelle seguenti condizioni di scansione:

« Intensita del campo magnetico statico < 3 Tesla

« Gradienti del campo magnetico fino a 30 T/M (3000 G/cm).

 Eccitazione RF:

Polarizzata circolarmente (CP) per tutti i punti di riferimento sopra I'ombelico - Nessuna restrizione di eccitazione per tutti i punti di riferimento sotto I'ombelico
* Modalita operativa: modalita operativa normale nella zona di imaging consentita

» Tassi di assorbimento specifico del corpo intero (SAR) di 2 W/kg

* SAR massimo della testa: non valutato per il punto di riferimento della testa

« Durata della scansione: nessun vincolo specifico dovuto al riscaldamento dell'impianto

Precauzioni procedurali, chirurgia

Devono essere fatti tutti gli sforzi per ridurre al minimo i danni al tessuto ospitante. In particolare, si deve prestare un’attenzione speciale ai traumi termici e chirurgici e all’eliminazione
dei contaminanti e delle origini di infezione. La procedura chirurgica richiede un alto grado di precisione e di attenzione. Qualsiasi scostamento dal principio del minor trauma possibile
nel corso dell'impianto aumenta il rischio di insuccesso del processo di osteointegrazione. Tutte le procedure di trapanazione dovrebbero essere eseguite a una velocita massima

di 1000-1200 g/m e con un’irrigazione abbondante. E essenziale usare punte sottili, un’irrorazione appropriata e un movimento di trapanazione “dentro e fuori”, brevi cicli di taglio,
attendere il raffreddamento dell’'osso e usare punte pilota di dimensioni sempre crescenti. Per la corretta sequenza delle punte per gli impianti di qualsiasi tipo e dimensione fare
riferimento al nostro sito Web. Si deve prestare particolare attenzione per evitare I'eccessiva o insufficiente preparazione all’osteotomia. Gli impianti dovrebbero essere inseriti in
modo da risultare stabili e da non presentare alcun tipo di mobilita. Una forza di coppia eccessiva (superiore a 60 Ncm) potrebbe danneggiare I'impianto o la satrumentazione e
fratturare

o necrotizzare il sito osseo. Tutti gli strumenti utilizzati nel processo chirurgico devono essere mantenuti in ottime condizioni e si deve prestare attenzione nell’'uso degli strumenti

per evitare di danneggiare I'impianto o altri componenti. Si devono anche prendere le opportune precauzioni per evitare I'ingestione o I'aspirazione dei componenti utilizzati nel

corso

di un’operazione di impianto dentistico. Al completamento dell'installazione dell'impianto, la valutazione del chirurgo sulla qualita dell’'osso e la stabilita iniziale saranno gli

elementi determinanti quando si dovra procedere con I'applicazione della protesi.

E necessario seguire un appropriato piano di controlli periodici.

Precauzioni procedurali, protesi

Un elemento particolarmente importante & la corretta distribuzione dello stress nel corso dell’adattamento passivo e dell’adattamento del ponte ai supporti, regolando le occlusioni alla
mascella opposta ed evitando forze di carico trasversale eccessive. Il carico e la temporizzazione immediati richiedono ulteriore attenzione e non sono applicabili a tutti i casi. A causa
della piccola dimensione dei componenti protesici, € necessario prestare attenzione per evitare che il paziente li possa ingerire o aspirare.
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Istruzioni per i supporti per la ricostruzione degli impianti Blue Sky Bio, LLC

Dopo un’adeguata osteointegrazione gli impianti, se necessario, dovrebbero essere scoperti e si dovrebbe rimuovere la vite di copertura. La parte interna dellimpianto dovrebbe
essere irrigata, liberata da ogni detrito e asciugata. Se necessario, si dovrebbe applicare un supporto curativo e si dovrebbe attendere la guarigione del tessuto attorno al supporto
curativo stesso. A questo punto si dovrebbe utilizzare un supporto finale compatibile con I'impianto. Se il supporto viene modificato alla poltrona, prima di procedere con I'impianto
finale, & consigliabile prendere un’impronta e creare un modello preliminare per identificare qualsiasi sottosquadro. Per eliminare i sottosquadri si pud usare una punta per trapano al
carburo o

di diamante con un’irrorazione abbondante.

La caratteristica indicizzante del supporto (per esempio ottagonale o trilobata) dovrebbe corrispondere alla caratteristica indicizzante interna dell'impianto. Per verificare il

corretto posizionamento in sede, si effettui una radiografia.

Se il supporto viene modificato in laboratorio, & necessario identificarne il corretto orientamento all’'interno dell'impianto servendosi di una mascherina o di qualsiasi altro strumento
di trasferimento. La sede del supporto finale dovrebbe essere preformata con uno strumento di inserimento che sia compatibile con il sistema di impianto selezionato e con una
chiave dinamometrica, applicando una coppia di 30 Ncm sul supporto o sulla vite di fissaggio.

| supporti non dovrebbero essere eccessivamente preparati e si dovrebbero tenere in considerazione la ritenzione della protesi e la forza del supporto. Si raccomanda di rimuovere
meno del 50% della struttura dei supporti adattabili e meno del 30% dei supporti dritti. L'angolazione del’abutment non deve essere modificata. Qualora I'abutment fosse modificato in
modo sostanziale, I'integrita strutturale ne risulterebbe compromessa; ci6 potrebbe anticipare I'insorgere di problemi. Non modificare I'abutment nel punto di connessione con
I'impianto. Gli abutment destinati ai restauri fissi di piu unita devono essere utilizzati esclusivamente per i restauri con vari splint.

Si dovrebbe ora creare e inserire la protesi accertandosi che la ricostruzione sia stabile e che il carico occlusale sia appropriato.

Controlli periodici
Ai pazienti si dovrebbero impartire le istruzioni per un’appropiata igiene orale e cura degli impianti e delle protesi. E bene prevedere visite di controllo periodiche per confermare
e mantenere adeguata la funzione degli impianti e la salute dei tessuti circostanti.

Prodotti monouso:
| prodotti monouso non devono essere ricondizionati. Il ritrattamento potrebbe causare la perdita delle caratteristiche meccaniche, chimiche e/o biologiche. Il riutilizzo
potrebbe causare contaminazione incrociata.

Gli strumenti monouso sono contrassegnati sull'etichetta dal simbolo "Non riutilizzare" e devono essere smaltiti dopo I'uso chirurgico.

®

Gli strumenti monouso non devono essere ricondizionati dopo I’'uso chirurgico. Il riutilizzo di strumenti monouso crea un potenziale rischio di contaminazione o guasto del
dispositivo, che puo portare a lesioni, malattia o morte del paziente.

Strumenti riutilizzabili:
Il frequente ritrattamento ha effetti minori sugli strumenti. La fine della vita del prodotto & determinata dall'usura e dai danni durante I'uso. Pertanto, gli strumenti generali
possono essere riutilizzati con la dovuta cura, a condizione che non siano danneggiati e non contaminati

Tutte le parti degli strumenti devono essere attentamente valutate per eventuali danni visibili e/o corretto funzionamento.

Il dispositivo deve essere ispezionato visivamente per eventuali danni prima di ogni utilizzo. Non utilizzare il dispositivo se si osservano danni.

Sterilita

Tutti gli impianti sono forniti sterili e sono di tipo monouso, da utilizzare prima della data di scadenza riportata sull’etichetta. Non utilizzare impianti contenuti in confezioni danneggiate
o precedentemente aperte. Gli analoghi, i transfer di impronta in plastica, i tubi guida, le maniche per ceratura, gli abutment calcinabili in plastica, gli inserti a scatto in plastica, le
maniche spaziali, le maniche per fusione, lo spaziatore di bloccaggio e gli anelli in plastica non devono essere sterilizzati prima dell'uso.

Gli abutment, i transfer di impronta in metallo e la strumentazione sono forniti non sterili e, prima dell’'uso, devono essere puliti e sterilizzati.

I dispositivi medici forniti non sterili devono essere sterilizzati come segue prima di essere utilizzati sul paziente:

Procedura di sterilizzazione a vapore: sistemare nel contenitore per autoclave gli articoli da sterilizzare e seguire le istruzioni fornite dal produttore della strumentazione da
sterilizzare. In generale, il contenitore dovrebbe essere sterilizzato riscaldandolo per 30 minuti a una temperatura di 121° C (250° F).

Istruzioni per la pulizia degli strumenti riutilizzabili

Sciacquare con acqua da fredda a tiepida per due minuti e mezzo. Collocare tutti i componenti in un sistema di pulizia a ultrasuoni con un detergente enzimatico diluito con acqua di
rubinetto, in conformita con le linee guida del produttore. Sonicare per 10 minuti. Sciacquare con acqua di rubinetto per tre minuti.

Modalita di fornitura

Gli impianti e i supporti Blue Sky Bio, LLC sono realizzati in una lega di titanio (ASTM F136) o oro di qualita medica.

Attenzione

La vendita di questo strumento e limitata ai, o su prescrizione dei, medici o dentisti abilitati (solo dietro prescrizione medica).
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Compatibilita:

BIO | Max NP BIO | Max NP é chirurgicamente e protesicamente compatibile con il NobelActive NP implant system.

BIO | Max RP BIO | Max RP é chirurgicamente e protesicamente compatibile con il NobelActive RP implant system.

BIO | Internal Hex BIO | Internal Hex € chirurgicamente e protesicamente compatibile con il Zimmer/ZimVie Tapered Screw Vent and Implant
Direct Internal Hex Legacy3 implant systems.

BIO | Quattro BIO | Quattro & chirurgicamente e protesicamente compatibile con il Straumann Bone Level implant system.

BIO | One Stage BIO | One Stage € chirurgicamente e protesicamente compatibile con il Straumann Tissue Level implant system.

BIO | Conus BIO | Conus é chirurgicamente e protesicamente compatibile con il Astra OsseoSpeed TX implant system.

Smaltimentoll prodotto deve essere smaltito in modo rispettoso dell'ambiente in conformita con le normative locali. | rifiuti pericolosi derivanti da dispositivi contaminati o oggetti taglienti
devono essere smaltiti in contenitori idonei che soddisfino i requisiti tecnici specifici.

Istruzioni per la scheda dell'impianto per il completamento

Insieme al dispositivo implantare & stata fornita una scheda dell'impianto. Deve essere compilata dall'operatore sanitario, poi consegnata al paziente.
1. Nome del paziente o ID paziente - Da compilare a cura dell'istituto/operatore sanitario

2. Data dell'impianto - Da compilare a cura dell'istituto/operatore sanitario

3. Nome e indirizzo dell'istituto e dell'operatore sanitari - Da compilare a cura dell'istituto/operatore sanitario

4. Codice a barre per le informazioni sull'impianto del paziente - Presente sulla scheda dell'impianto

BlueSkyBio International Implant Card BlueSkyBio International Implant Card
’ﬁ'? 1 1\? Jane Doe
2 @ 03/15/2021
o+ 3 o+ XYZ Surgical Center

fn
123 Healthcare Lane, Chicago IL

Dr. A.B. Curtis

@ www.blueskybio.com/pages/patientimplantinfo

Punti di testo da compilare a sinistra. Esempio di scheda dell'impianto completata a destra con informazioni scritte in blu.

| simboli situati sul lato specifico del dispositivo della scheda dell'impianto si trovano nella prima pagina delle IFU.

Per i clienti nell'Unione Europea:
Per richiedere una copia del Riepilogo della sicurezza e delle prestazioni cliniche (SSCP) per i dispositivi impiantabili, inviare un'e-mail specificando il numero o i numeri dell'articolo a
info@blueskybio.com

Si prega di segnalare qualsiasi incidente grave al produttore e all'autorita competente dello Stato membro in cui & stabilito I'utente e/o il paziente.

d: Blue Sky Bio, LLC

800 Liberty Drive
Libertyville, IL 60048
U.S.A.
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Instrucciones de uso

Sistemas de implantes dentales Blue Sky Bio, LLC

Blue Sky Bio, LLC
800 Liberty Dr
Libertyville, IL 60048
USA

REF | NUMERO DE cATALOGO

PRECAUCION LA LEY FEDERAL

Rx Only| RESTRINGE LA VENTA DE ESTE
DISPOSITIVO SOLO S| EXISTE LAORDEN

DE UN MEDICO O UN PROFESIONAL CON
LICENCIA ADECUADA

FECHA DE
VENCIMIENTO

M D DISPOSITIVO MEDICO

SISTEMA UNICQ DE
BARRERA ESTERIL CON
EMBALAJE PROTECTOR

EN EL INTERIOR

®
w ,? NOMBRE O IDENTIFICACION

= DEL PACIENTE
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Langenhagener Stral3e 71
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FABRICANTE
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@ NO UTILIZAR SI EL PAQUETE ESTA DANADO CODIGO DE LOTE
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C 60297
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EN LA COMUNIDAD EUROPEA
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£

|@ FECHA DE IMPLANTACION
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Espaiiol (es)
Sistemas de implantes dentales Blue Sky Bio, LLC

Instrucciones de uso

Indicaciones

Los sistemas de implantes se utilizan como base para restauraciones individuales o multiples en el proceso alveolar maxilar o mandibular en edéntulos totales o parciales
Contraindicaciones

No deben colocarse implantes en ninguna ocasion si se presentan contraindicaciones asociadas a la cirugia oral electiva. Las contraindicaciones absolutas y relativas son, entre
otras: Alergia al titanio, enfermedades cardiacas y vasculares, trastornos hemorragicos, trastornos psicoldgicos, diabetes mellitus no controlada, problemas éseos, del tejido conectivo
o vinculados a los minerales, enfermedades renales o hepaticas, enfermedades autoinmunes, inmunodeficiencia provocada por enfermedades o medicamentos, infecciones y
trastornos causados por medicamentos. Otras contraindicaciones son la higiene bucal deficiente, el bruxismo, la desnutricién, el alcoholismo, el consumo de tabaco y los
antecedentes de radioterapias.

Ademas, el paciente debe poseer un volumen adecuado de hueso residual para la colocacion de implantes del tamafio apropiado y en cantidad suficiente para soportar las cargas
funcionales a las que los sometera el paciente. Los implantes estrechos y los pilares angulados no estan disefiados para su uso en la region posterior de la boca.

Advertencia

Unicamente los profesionales que obtuvieron la licencia y la capacitacién correspondientes para efectuar estos procedimientos pueden colocar y restaurar implantes. Deben realizarse
los estudios preoperatorios adecuados para examinar las estructuras anatémicas y evaluar los requisitos estéticos, funcionales y biomecanicos de cada caso. Deben tomarse
radiografias o efectuarse otros exdmenes de diagndstico para determinar la posicion y la topografia del seno maxilar, las cavidades nasales, nervio alveolar inferior, el foramen
mentoniano, las posiciones naturales de los dientes y otras caracteristicas anatdmicas que pueden afectar la colocacion o la prognosis de los implantes. Para obtener resultados
exitosos, es fundamental la interconsulta entre el cirujano, el odontélogo restaurador y el laboratorio odontolégico. Los riesgos inherentes a la restauracion y la colocacion de
implantes son, entre otros: infecciones, fallas en los implantes, pérdida de tejido 6seos y blando, resultados estéticos desfavorables, anestesia, disestesia y parestesia en las zonas
bucal y

facial, sinusitis, desplazamiento de implantes e instrumentos en las estructuras adyacentes, dafios en los dientes contiguos, implantes no restaurables, fracturas y/o pérdida de los
implantes o los componentes de la restauracion.

Cada sistema de implantes posee medidas Unicas que brindan un asentamiento total del implante en la profundidad deseada. En algunos casos, las lineas de referencia de la
longitud del torno son mas extensas que la longitud establecida para el implante. Se recomienda que el cirujano especialista en implantes conozca muy bien el sistema especifico de
medidas utilizado y que deje un margen de seguridad adecuado a los dientes adyacente a los dientes y las estructuras vitales. La incapacidad de reconocer la diferencia entre la
longitud real del torno y las medidas radiograficas puede provocar lesiones permanentes en los nervios u otras estructuras vitales si se perfora a mayor profundidad que la deseada;
lo cual podria causar el entumecimiento permanente del labio inferior y el mentén, u otras lesiones.

Cada sistema de implantes posee caracteristicas especificas de disefio para el acoplamiento de los implantes, dientes de soporte, componentes protésicos e instrumentacion.
Combinar instrumentos y componentes que no estan configurados o no tienen las dimensiones adecuadas para un acoplamiento correcto puede provocar un fallo mecanico de los
componentes, dafios en los tejidos o unos resultados estéticos insatisfactorios, por lo que no resulta posible garantizar el éxito del tratamiento en el cien por cien de los casos. La
falta de una cantidad y calidad suficientes del hueso restante, las infecciones, una técnica quirurgica inadecuada, una higiene oral deficiente del paciente y las enfermedades
generalizadas son algunas de las posibles causas del fallo de la integracidn 6sea, que se puede producir tanto inmediatamente después de la intervencién quirtrgica como después
de la primera fase de la integracion ésea. Los déficits de tejidos duros o blandos pueden poner en riesgo el resultado estético o provocar una angulacién inadecuada del implante. En
el caso de los nifios, no se recomienda realizar el tratamiento hasta que se haya verificado la finalizaciéon del crecimiento alveolar.

Informacion de seguridad para la resonancia magnética

Si bien estos productos no se han sometido a pruebas de seguridad de resonancia magnética, el andlisis de la literatura indica que escanear un sistema de implante Blue Sky Bio, LLC
no presenta riesgos significativos bajo condiciones especificas y se considera "MR conditionally safe" (que no supone peligro durante la resonancia magnética en determinadas
condiciones) bajo las siguientes condiciones de escaneo:

« Fuerzas de campo magnético estatico de <3 teslas

« Gradientes de campo magnético de hasta 30 T/m (3000 G/cm)

« Excitacion de RF:

Polarizacion circular (CP) para todos los puntos de referencia por encima del ombligo: sin restricciones de excitacién para todos los puntos de referencia por debajo del ombligo
* Modo de funcionamiento: modo de funcionamiento normal en la zona de imagenes permitida

» Tasas de absorcién especificas (SAR) para todo el cuerpo de 2 W/kg

» SAR de cabeza maximo: no evaluada para referencia de cabeza

« Duracion del escaneo: sin restricciones especificas debido al calentamiento del implante

Precauciones para procedimientos—Cirugia

Se debe hacer todo lo posible para no dafar el tejido receptor. En particular, se debe prestar especial atencion al trauma térmico o quirtrgico y a la eliminacién de contaminantes y
fuentes infecciosas. El procedimiento quirurgico exige un alto nivel de precision y cuidado. En la colocacion de implantes, cualquier divergencia del principio de provocar el minimo
trauma posible aumenta el riesgo de no lograr oseointegracion. Todos los procedimientos de perforacion con torno deben efectuarse a un maximo de 1000 a 2000 RPM con
abundante irrigacion. Es fundamental el uso de tornos filosos, suficiente irrigaciéon, movimientos de perforacién hacia dentro y hacia fuera, ciclos de corte breves, periodos de espera
para que el hueso se enfrie y el empleo de brocas piloto de tamafios incrementales sucesivos. En nuestro sitio Web se pueden consultar las secuencias especificas de tornos para
cada tipo y tamario de implante. Es necesario ser muy cuidadoso para evitar la escasa o la excesiva preparacion de la osteotomia. Los implantes deben insertarse de modo tal que
sean estables

y no tengan movimiento alguno. Un torque de insercion excesivo (superior a 60 Ncm) puede dafiar el implante o los instrumentos, y causar fracturas o necrosis en las zonas 6seas.
Todos los instrumentos empleados en la cirugia deben mantenerse en buen estado, y se debe tener mucho cuidado para evitar que los instrumentos dafien los implantes u otros
componentes. Al realizar implantes odontologicos deben tomarse precauciones para evitar que los pacientes traguen o aspiren los componentes. Tras la colocacion del implante, la
evaluacion que realice el cirujano de la calidad 6sea y la estabilidad inicial determinara en qué momento se pueden someter a carga los implantes. Se debe cumplir con un
adecuado protocolo de seguimiento.

Precauciones para procedimientos—Proétesis

Revisten especial importancia la correcta distribucién de la presién mediante la adaptacion y el ajuste pasivos del puente a los dientes de soporte del implante, la adaptacién de la
oclusion a la mandibula opuesta y el hecho de evitar fuerzas excesivas de inserciones transversales. Las inserciones inmediatas y la reduccién de los tiempos usuales exigen
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precauciones adicionales y no son procedimientos apropiados para todos los casos. Los componentes protésicos son pequefios; por ello se debe tener sumo cuidado y evitar que
los pacientes los traguen o los aspiren.

Instrucciones para dientes de soporte para la restauracion de implantes Blue Sky Bio, LLC

Tras la oseointegracion, se debe quitar la cobertura de los implantes, si fuese necesario, y el tornillo de la cobertura. La parte interna del implante debe irrigarse, sin detritos, y
secarse. Si fuese necesario, debe colocarse un diente de soporte para la curacién, y se debe permitir que los tejidos se curen alrededor de este. Debe elegirse un diente de soporte
definitivo compatible con el implante. Si el diente de soporte se modifica en el consultorio, es recomendable hacer una toma de una impresién y elaborar un modelo preliminar para
identificar

los socavados antes de realizar la impresion definitiva. Para eliminar los socavados, se puede utilizar una fresa de diamante o carburo con abundante irrigacion.

La caracteristica de indexado del diente de soporte (por ejemplo, en forma octagonal o trilobulada) debe coincidir con la caracteristica de indexado interna del implante.

El asentamiento adecuado puede verificarse con una radiografia.

Si el diente de soporte se modifica en el laboratorio, la orientacién correcta de este hacia dentro del implante debe identificarse con una cofia de transferencia o algun otro
dispositivo de transferencia. El asentamiento del diente de soporte definitivo debe realizarse con una llave de insercion compatible con el sistema de implante elegido y una llave de
torsion

que aplique un torsion de 30 Ncm en el diente de soporte o el tornillo de ajuste. Los dientes de soporte no deben prepararse en exceso; ademas, deben tenerse en cuenta el
mantenimiento de la restauracion y la fuerza del diente de soporte. Se recomienda quitar menos del 50% de la estructura de dientes de soporte adaptables y menos del 30% de los
dientes de soporte rectos. El angulo del pilar no debe cambiarse de la angulacién especifica. Una modificacién importante del pilar puede comprometer la integridad estructural y
llevar a un mal funcionamiento prematuro. No modificar el pilar (abutment) en la unién con el implante.Se usaran pilares multiunidades para restauraciones fijas sélo para
restauraciones multiples con férulas.Las restauraciones deben fabricarse e insertarse sin perder de vista que sean estables y que la insercién oclusal sea adecuada.

Atencion de seguimiento

Alos pacientes se les debe ensefiar cdmo higienizar y cuidar adecuadamente la boca, los implantes y las restauraciones. Se deben organizar citas periédicas de control para
verificar y mantener la funciéon adecuada de los implantes y el estado saludable de los tejidos adyacentes.

Productos de un solo uso:
Los productos de un solo uso no deben reprocesarse. El reprocesamiento podria causar pérdida de las caracteristicas mecanicas, quimicas o biolégicas. La reutilizacion
podria causar contaminacién cruzada.

Los instrumentos de un solo uso estan marcados en la etiqueta con el simbolo "No reutilizar" y deben desecharse después de su uso quirtrgico.

®

Los instrumentos de un solo uso no deben reprocesarse después de su uso quirargico. La reutilizacion de instrumentos de un solo uso crea un riesgo potencial de
contaminacion o falla del dispositivo, lo que puede provocar lesiones, enfermedades o la muerte del paciente.

Instrumentos reutilizables:
El reprocesamiento frecuente tiene efectos menores en los instrumentos. El final de la vida util del producto esta determinado por el desgaste y los dafios durante el uso.
Por lo tanto, los instrumentos generales pueden reutilizarse con el cuidado adecuado, siempre que no estén dafiados ni contaminados.

Todas las piezas de los instrumentos deben evaluarse cuidadosamente para detectar dafios visibles y un funcionamiento adecuado.

El dispositivo debe inspeccionarse visualmente para detectar cualquier dafio antes de cada uso. No utilice el dispositivo si observa algun dafio.

Esterilizacion
Todos los implantes se proveen estériles y solo estan destinados a un Unico uso con anterioridad a la fecha de vencimiento indicada en las etiquetas. No use implantes cuyo
envoltorio esté dafiado o abierto.

Los analogos, los transfers de impresién de plastico, los tubos guia, las vainas de encerado, los pilares calcinables de plastico, los insertos de presién de plastico, las vainas
espaciadoras, las vainas de yeso, los espaciadores de bloqueo y los anillos de plastico no deben esterilizarse antes de su uso.

Los dientes de soporte, los transfers de impresion de metal y los instrumentos se proveen sin esterilizar y deben limpiarse y esterilizarse antes de su uso.
Los dispositivos médicos que se suministran no esterilizados deben esterilizarse de la siguiente manera antes de ser utilizados en el paciente:

Procedimiento de esterilizacién con vapor: Coloque en el autoclave el elemento a esterilizar dentro de la bolsa para autoclave y siga las instrucciones especificas provistas por el
fabricante de elementos embolsados. En general, una bolsa se esteriliza con calor en 30 minutos, a 250° F (121° C).

Instrucciones de limpieza para instrumentos reutilizables

Enjuague con agua de fria a tibia durante dos minutos y medio. Coloque todos los componentes en un dispositivo de limpieza mediante ultrasonidos con un detergente enzimatico
diluido con agua corriente de acuerdo con lo establecido en las directrices del fabricante. Someta los componentes a la accion de los ultrasonidos durante 10 minutos. Enjuague con
agua corriente durante tres minutos.

Método de suministro
Los implantes y los dientes de soporte Blue Sky Bio, LLC estan fabricados con aleacién de titanio u oro para la industria médica (ASTM F136) o aleacién deu oro

Precaucion
La venta de este dispositivo esta restringida a médicos o dentistas matriculados, o a pedido de ellos. (Con receta unicamente).
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Compatibilidad

BIO | Max NP BIO | Max NP es quirtrgica y protésicamente compatible con el NobelActive NP implant system.
BIO | Max RP BIO | Max RP es quirtrgica y protésicamente compatible con el NobelActive RP implant system.
BIO | Internal Hex BIO | Internal Hex es quirlrgica y protésicamente compatible con el Zimmer/ZimVie Tapered Screw Vent and Implant
Direct Internal Hex Legacy3 implant systems.
BIO | Quattro BIO | Quattro es quirtrgica y protésicamente compatible con el Straumann Bone Level implant system.
BIO | One Stage BIO | One Stage es quirlrgica y protésicamente compatible con el Straumann Tissue Level implant system.
BIO | Conus BIO | Conus es quirlrgica y protésicamente compatible con el Astra OsseoSpeed TX implant system.
Desecho:

El producto debe eliminarse de forma respetuosa con el medio ambiente de acuerdo con las normativas locales. Los residuos peligrosos de dispositivos contaminados u objetos

punzantes deben eliminarse en contenedores adecuados que cumplan con los requisitos técnicos especificos.

Instrucciones para completar la tarjeta de implante

Con el dispositivo de implante se suministra una tarjeta de implante. Esta destinada a ser completada por el proveedor de atencién médica y luego entregada al paciente.

1. Nombre del paciente o ID del paciente - Para ser completado por la institucion/proveedor de atencion médica

2. Fecha del implante - Para ser completada por la instituciéon/proveedor de atencién médica

3. Nombre y direccion de la institucién y del proveedor de atencién médica - Para ser completado por la institucién/proveedor de atenciéon médica
4. Codigo de barras para la informacion del implante del paciente - Presente en la tarjeta de implante

BlueSkyBio International Implant Card

i 1

2

BlueSkyBio International Implant Card

? Jane Doe

@ 03/15/2021

o+ XYZ Surgical Center

123 Healthcare Lane, Chicago IL

Dr. A.B. Curtis

hhackubi " PR
IE WWW. ybio.com/pages/p P
===

azul.

Los simbolos ubicados en el lado especifico del dispositivo de |a tarjeta de implante se pueden encontrar en la primera pagina de las Instrucciones de uso.

Para clientes de la Unién Europea:

Para solicitar una copia del Resumen de seguridad y rendimiento clinico (SSCP) para dispositivos implantables, envie un correo electrénico especificando los

numeros de articulo a info@blueskybio.com

Informe cualquier incidente grave al fabricante y a la autoridad competente del Estado miembro en el que esté establecido el usuario y/o paciente.

d: Blue Sky Bio, LLC
800 Liberty Drive
Libertyville, IL 60048
USA
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Bruksanvisning

Blue Sky Bio, LLC Dentalt Implantsystem

(sv)
Blue Sky Bio, LLC mdi Europa GmbH
800 Liberty Dr Langenhagener Stralle 71
Libertyville, IL 60048 D-30855 Langenhagen 0297
USA Germany
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Svenska (sv)

Blue Sky Bio, LLC Dentalt Implantsystem

Anvéandarinstruktioner

Indikationer

Implantatsystemen ar avsedda att anvandas som férankring for en eller flera konstgjorda tander i helt eller delvis tandl6st alveolarutskott i dver- eller underkake.
Kontraindikationer

Implantat ska inte sattas in i de fall allmanna kontraindikationer for elektiv oralkirurgi féreligger.Absoluta och relativa kontraindikationer inkluderar men ar inte begransade till:
Titanallergi, hjart- och karlsjukdom, blédningsrubbningar, psykologiska stérningar, okontrollerad diabetes, mineraliserings-, ben- eller bindvavsrubbningar, njursjukdom,
leversjukdom, autoimmun sjukdom, nedsatt immunfunktion pa grund av sjukdom eller medicinering, infektionssjukdomar samt biverkningar som orsakas av medicinering. Ytterligare
relativa kontraindikationer inkluderar dalig munhygien, bruxism, malnutrition, alkoholmissbruk, tobaksanvéndning och tidigare genomgangen stralbehandling.Dessutom méaste
patientens benvolym vara sa stor att tillrackligt manga och stora implantat kan sattas in, for att motsvara den foérvantade funktionella belastning som patienten kommer att utéva pa
implantaten. Narrow-implantat och vinklade abutment ar ej avsedda att anvéndas i munhalans bakre del.

Varning

Implantat ska endast sattas in och restaureras av praktiker med utbildning och licens att utfora dessa atgarder. Lampliga preoperativa studier ska utforas for att undersoka de
anatomiska strukturerna samt faststélla vilka biomekaniska, funktionella och estetiska krav som foreligger i varje enskilt fall. Rontgenfotografi eller andra diagnostiska metoder ska
anvandas for att bestdmma lage och topografi for maxillarsinus, néshala, nervus alveolaris inferior, foramen mentale, naturlig tandposition och andra anatomiska drag som kan
paverka implantatets placering eller prognos. Samrad mellan kirurg, behandlande tandlékare och dentallaboratorium &r nddvandigt for ett lyckat resultat. Risker med insattning av
implantat

och restaurering inkluderar men &r inte begransat till: infektion, misslyckande med implantat, férlust av ben- och mjukvavnad, oférdelaktigt estetiskt resultat, anestesi, dysestesi

och parestesi i mun och ansikte, sinusinfektion, rubbning av implantat och instrument i omgivande strukturer, skada pa intilliggande ténder, icke restaurerbara implantat, fraktur hos
implantat eller krona/bro samt lossnande implantat eller krona/bro.

Varje implantatsystem har unika matt for fullstandig férankring av implantatet pa dnskat djup. | vissa fall kan referenslinjer fér borrning vara langre an angiven implantatlangd.
Implantatkirurgen bor gora sig grundligt bekant med det specifika matsystem som anvands och anvanda lampliga sakerhetsmarginaler i nérheten av tander och vitala strukturer. Om
skillnader i borrets faktiska 1angd och réntgenmatningar inte uppméarksammas kan resultatet bli permanenta skador pa nerver eller andra vitala strukturer, da borrningen gar djupare
an avsett. Detta kan leda till permanent forlust av kansel i underlapp och haka eller andra skador.

Varje implantatsystem har en specifik design som gor att implantat, distanser, proteskomponenter och instrument passar ihop.

Kombinera instrument och komponenter som inte sammanstallts eller dimensionerats for att fungera felfritt tillsammans kan leda till komponentfel, vavnadsskada eller
otillfredsstallande estetiska resultat. Darfér kan 100-procentig framgang inte garanteras. Otillracklig mangd eller dalig kvalitet av aterstaende ben, infektioner, olamplig kirurgisk teknik,
dalig oral patienthygien och generaliserad sjukdom &r nagra potentiella orsaker till fel vid osseointegration, bade omedelbart efter kirurgi och efter initial osseointegration. Brister i
hardvavnad eller mjukvavnad fére kirurgi kan aventyra de estetiska resultaten eller orsaka ogynnsam vridning av implantatet. Behandling hos barn rekommenderas enbart efter att
alveolar tillvaxt har bekraftats vara fullbordad.

MRT-sékerhetsinformation

Aven om dessa produkter inte har genomgatt MRT-sakerhetstester, indikerar litteraturanalys att skanning av ett Blue Sky Bio, LLC-implantatsystem inte utgor nagra
betydande risker under specifika forhallanden och anses vara "MR-villkorligt sédker" under féljande skanningsforhallanden:

« Statiska magnetfaltstyrkor pa < 3 tesla

* Magnetiska faltgradienter upp till 30 T/M (3000 G/cm).

* RF-excitering:

Cirkulért polariserad (CP) for alla landmérken ovanfor naveln - Inga exciteringsbegransningar for alla landmérken under naveln
« Driftldge: Normalt driftlage i den tillatna bildzonen

» Specifika absorptionsnivaer for helkropp (SAR) pa 2 W/kg

* Maximal SAR for huvudet: Ej utvdarderad for huvudlandmarke

« Skanningslidngd: Inga specifika begrédnsningar pa grund av implantatets uppvarmning

Forsiktighetsatgarder, kirurgi

Alla till buds staende medel maste anvandas for att minimera skador pa vardvavnaden. Sarkskild uppmarksamhet maste &gnas termiskt och kirurgiskt trauma samt eliminering av
smittdmnen och kallor till infektion. Det kirurgiska ingreppet kraver stor precision och omsorg. Alla fransteg fran principen om minsta méjliga trauma vid installation av implantatet 6kar
risken for misslyckad osseointegration. All borrning ska géras med hégst 1000-2000 RPM och riklig kylande spolning. Det &r av yttersta vikt att anvanda skarpa borr, tillracklig spolning,
in-och-ut-rorelse vid borrning, korta borrcykler, lata benet svalna och att anvanda borr av successivt 6kande storlek. For de specifika borruppséttningar som ska anvéandas for
respektive implantattyp och -storlek hanvisas till var hemsida. Sarskild forsiktighet bor iakttas vid osteotomi, sa att varken for mycket eller for lite ben tas bort. Implantaten ska sattas in
s4 att de &r stabila och helt saknar rérlighet. Overdrivet vridmoment vid insattandet (mer &n 60 Ncm) kan leda till att implantat eller instrument skadas och fraktur eller nekros i
benvavnaden.

Alla instrument som anvands vid operation maste hallas i gott skick, och det ar nédvandigt att vara forsiktig sa att instrumenten inte skadar implantat eller andra komponenter.
Forsiktighetsatgarder maste vidtas sa att komponenter som anvénds vid implantatbehandling inte svéljs eller hamnar i luftstrupen. Efter att implantat har installerats ar det

kirurgens bedémning av benkvalitet och initial stabilitet som avgor nar implantaten kan belastas.

Ett avpassat uppféljningsprotokoll bor foljas.

Forsiktighetsatgarder, protetik

Det &r sarskilt viktigt att férdela spanningen genom passiv adaptation och inpassning av bro pa implantatdistanserna, justera ocklusion till motstaende kéke och undvika

Overdriven transversal belastning. Omedelbar belastning och temporéra implantat kréver ytterligare forsiktighet och ar inte lampligt i alla fall. Eftersom proteskomponenterna ar

sma, maste forsiktighet iakttas sa att de inte svéljs eller hamnar i patientens luftstrupe.

Instruktioner for Blue Sky Bio, LLC Implants implantatdistanser

Nar tillracklig osseointegration av implantaten har erhallits ska implantaten, om nédvandigt, avtdckas och tackskruvar avidgsnas. Den inre delen av implantatet ska skoljas, rensas
fran orenheter samt torkas. Om nédvandigt kan en lakdistans appliceras och vavnaden far da laka kring lakdistansen. En slutgiltig distans som ar kompatibel med implantatet véljs ut.
Om distansen modifieras "chairside” bér man géra ett avtryck och tillverka en prelimindr modell for att upptécka om tillrackligt mycket material tagits bort innan det slutgiltiga

avtrycket gors. Karbid- eller diamantborr kan anvandas tillsammans med riklig spolning for att ta bort Gverskottsmaterial. Distansen ska ha samma beteckning (t.ex. octagon eller
trilobe) som implantatet. Réntgenfotografering kan anvandas for att kontrollera korrekt placering av implantat.

Om distansen modifieras pa laboratorium ska distansens orientering i implantatet sékerstéllas med hjalp av éverféringsjigg eller annan 6éverféringsutrustning. Slutgiltig fastsattning

av distans ska utféras med inforingsverktyg som ar kompatibelt med det valda implantatsystemet och en hylsnyckel som ger 30 Ncm vridmoment pa distans eller fastskruv.

Distanser ska inte dverarbetas, och hansyn ska tas till formaga att fasta krona/bro och distansens styrka. Fér anpassningsbara distanser rekommenderas att mindre &n 50%

av strukturen avlagsnas och fér raka distanser mindre &n 30%. Distansvinkeln bér inte &ndras fran den angivna. Vasentlig modifiering av distansen kan aventyra den
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strukturella integriteten och kan leda till for tidigt brott. Modifiera inte den del av distansen som méter implantatet.Multienhetsdistanser for fasta restaureringar ska endast
anvandas for restaureringar med flera skenor.

Krona/bro tillverkas och monteras samtidigt som man kontrollerar att kronan/bron sitter stabilt och att ocklusionsbelastningen blir riktig.

Uppfoljningsvard

Patienter ska instrueras om Iamplig munhygien och skétsel av implantat och krona/bro. Regelbundna aterbesok ska goras for att bekrafta och bibehalla tillfredsstallande funktion
hos implantaten och for kontroll av omgivande vavnader.

Engangsprodukter:
Engangsprodukter far inte reprocesseras. Reprocessing kan orsaka forlust av mekaniska, kemiska och/eller biologiska egenskaper. Ateranvéndning kan orsaka
korskontaminering.

Engangsinstrument dr mirkta pa etiketten med symbolen "Ateranvind inte" och bér kasseras efter kirurgisk anviandning.

®

Engangsinstrument far inte reprocesseras efter kirurgisk anvindning. Ateranvindning av engangsinstrument skapar en potentiell risk for kontaminering eller fel pa
enheten, vilket kan leda till skada, sjukdom eller dod for patienten.

Ateranvindbara instrument:
Frekvent reprocessing har mindre effekter pa instrumenten. Slutet pa produktens livslangd bestams av slitage och skador under anvandning. Darfor kan allméanna
instrument ateranviandas med lIamplig hantering, forutsatt att de ar oskadade och inte kontaminerade

Alla delar av instrumenten maste noggrant bedémas for synliga skador och/eller korrekt funktion.

Enheten bor inspekteras visuellt for eventuella skador fére varje anvandning. Anvénd inte enheten om nagon skada observeras.

Sterilitet

Alla implantat levereras sterila och &r endast avsedda fér engangsanvandning fore angivet utgangsdatum. Anvand inte implantatet om férpackningen ar skadad eller har éppnats
tidigare. Analoger, avtrycksoverfoéringar av plast, styrror, vaxhylsor, burnout-distanser av plast, snappinsatser av plast, distanshylsor, gjuthylsor, block-out-distanser och plastringar bor
inte steriliseras fore anvandning. Distanser och instrument &r inte sterila vid leverans och maste rengéras och steriliseras fore anvandandet.

Medicintekniska produkter som levereras icke-sterila maste steriliseras enligt féljande innan de anvands pa patienten:

Procedur for angsterilisering: Placera autoklavpase innehallande féremal som skall steriliseras i autoklav och folj tillverkarens anvisningar for autoklavering av foremal i pase. |
allmanhet maste pase steriliseras genom upphettning till 121° C i 30 minuter.
Rengoringsanvisningar for ateranvandbara instrument

Skolj med kallt eller ljummet vatten under tva och en halv minut. Placera alla delar i en ultraljudsrengérare och anvand enzymdiskmedel utspatt med kranvatten enligt tillverkarens
riktlinjer. Ultraljudsbehandla i tio minuter. Skolj med kranvatten i tre minuter.

Metod for leverans

Implantat och distanser fran Blue Sky Bio, LLC Implants tillverkas av medicinsk titanlegering eller guld.
Varning

Férsaljning av denna utrustning far endast goras till, eller pa uppdrag av, licensierad lékare eller tandlakare.

Kompatibilitet

BIO | Max NP BIO | Max NP ar kirurgiskt och protetiskt kompatibelt med implantatsystemet NobelActive NP.

BIO | Max RP BIO | Max RP é&r kirurgiskt och protetiskt kompatibelt med implantatsystemet NobelActive RP.

BIO | Internal Hex BIO | Internal Hex ar kirurgiskt och protetiskt kompatibelt med implantatsystemen Zimmer/ZimVie Tapered Screw Vent
och Implant Direct Internal Hex Legacy3.

BIO | Quattro BIO | Quattro ar kirurgiskt och protetiskt kompatibelt med implantatsystemet Straumann Bone Level.

BIO | One Stage BIO | One Stage ar kirurgiskt och protetiskt kompatibelt med implantatsystemet Straumann Tissue Level.

BIO | Conus BIO | Conus ar kirurgiskt och protetiskt kompatibelt med implantatsystemet Astra OsseoSpeed TX.

Avfallshantering:

Produkten ska avfallshanteras pa ett miljovanligt satt i enlighet med lokala bestdammelser. Farligt avfall fran férorenade apparater eller vassa foremal ska kasseras i lampliga behallare
som uppfyller de specifika tekniska kraven.
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Instruktioner for implantatkort for komplettering

Ett implantatkort har medf6ljt implantatanordningen. Det &r avsett att fyllas i av vardgivaren; sedan ge till patienten.
1. Namn pa patienten eller patient-ID - Fylls i av vardinrattning/vardgivare

2. Datum for implantation - Fylls i av vardinrattning/vardgivare

3. Namn och adress till vardinrattningen och leverantéren - Fylls i av vardinrattning/vardgivare

4. Streckkod till patientimplantatinformation - finns pa implantatkortet

BlueSkyBio International Implant Card BlueSkyBio International Implant Card
’“‘? 1 1\? Jane Doe
2 @ 03/15/2021
o+ 3 o+ XYZ Surgical Center

? i
fi 123 Healthcare Lane, Chicago IL

Dr. A.B. Curtis
www.blueskybio.com/pages/patientimplantinfo 4 S5 W, ybio.com/pages/p P
===

= G o

Platser for text som ska fyllas i till vanster. Exempel pa ifyllt implantatkort till hdger med skriftlig information i blatt.

Symboler pa den enhetsspecifika sidan av implantatkortet finns pa forsta sidan i bruksanvisningen.

For kunder i Europeiska unionen:

For att begéara en kopia av sammanfattningen av sakerhet och klinisk prestanda (SSCP) for implanterbara enheter, skicka ett e-postmeddelande med
artikelnumren till info@blueskybio.com

Vanligen rapportera alla allvarliga incidenter till tillverkaren och den behdriga myndigheten i den medlemsstat dar anvandaren och/eller patienten ar etablerad.

d: Blue Sky Bio, LLC
800 Liberty Drive
Libertyville, IL 60048
USA
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Kullanim Talimatlari

Blue Sky Bio,

Blue Sky Bio, LLC
800 Liberty Dr
Libertyville, IL 60048
USA
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T'L'lrkge tr)
Blue Sky Bio, LLC Dental Implant Sistemleri

Kullanim Talimatlari
Endikasyonlari

Implant sistemleri, tam veya kismen di ssiz mandibular ya da maksiller alveolar proseslerde tek veya ¢ok sayida di sin restorasyonunu desteklemek i¢in kullanihr.
Kontrendikasyonlari
Implantlar, elektif oral cerrahiyle baglantili genel kontendikasyonlarin oldu'gu durumlarda kullaniimamalhdir. Mutlak ve rolatif kontrendikasyonlar, bu kadarla sinirli olmamakla beraber,
sunlari kapsar: Titanyum alerjisi, kalp ve damar hastali‘gi, kanama bozukluklari, ruhsal bozukluklar, kontrolstz diabetes mellitus, mineral, kemik veya ba'g dokusu bozukluklari, renal
hastalik, hepatik hastalik, otoimmin hastaliklar, hastalik veya ilaglara ba gl olarak immuin fonksiyonda azalma, infeksiy6z hastaliklar ve ilaglara bagli geli sen advers
durumlar.Di‘ger rolatif kontrendikasyonlarin kapsaminda yetersiz oral hijyen, bruksizm, malnitrisyon, alkolizm, titiin kullanimi ve radyasyon tedavisi gegmi si bulunmaktadir. Ayrica,
hastalarda bu implantlarin maruz kalacagi 6ngérulen yikleri kaldirmak tizere uygun boyut ve sayida implantin yerle stirilmesi icin yeterli rezidiiel kemik hacmi bulunmasi gerekir.
Dar implantlar ve acili abutmentler a'gzin posterior bolgesinde kullaniimak igin tasarlanmami stir.
Uyari
Implantlar sadece bu konuda e gitim ve lisans sahibi hekimler tarafindan takilmali ve onarilmalidir. Her olguda anatomik yapiy! incelemek ve biyomekanik, fonksiyonel ve estetik
gereksinimleri de ‘gerlendirmek icin gerekli miktarda preoperatif ¢ali sma yapilmalidir. Maksiler sinisiin, nazal kavitelerin, inferior alveolar sinirin, mental foramenin pozisyon ve
topografilerini, di slerin dogal pozisyonlarini ve implantin yerle stirilmesini veya prognozunu etkileyebilecek di‘ger anatomik 6zellikleri belirlemek tzere radyografi ve di‘ger tanisal
incelemeler gergekle stiriimelidir. Sonucun ba sarili olmasi igin cerrah, restoratif di s hekimi ve dental laboratuvar arasinda konsiiltasyon yapilmasi sarttir. Implant yerle stirilmesinin
ve restorasyonun riskleri, bu kadarla sinirli olmamakla beraber, sunlari kapsar: enfeksiyon, implant ba sarisizli ‘gi, kemik ve yumu sak doku kaybi, olumsuz estetik sonug, oral ve
fasiyal alanlarda anestezi, diseztezi ve parestezi, sinis enfeksiyonu, gevre yapilardaki implantlarin ve enstriimanlarin yerinden gikarilmasi, kom su di slerin hasar gérmesi, restore
edilemeyen implantlar, implantlarin veya restoratif komponentlerin kirllmasi ve implantlarin veya restoratif komponentlerin gev semesi.
Her implant sistemi implantin arzu edilen derinli'ge tam oturtulmasina imkan veren 6zel 6l¢li karakteristiklerine sahiptir. Bazi hallerde delme boyu referans gizgileri implantin beyan
edilmi s boyundan fazla gelir. Cerrahin kullanilan spesifik 6lcim sistemini tam anlamiyla bilmesi ve di slerin ve hayati yapilarin yaninda uygun bir glivenlik payi birakmasi tavsiye
edilir. Deligin gergek boyu ile radyografik élgiimler arasindaki farkin te shis edilememesi istenen derinlikten fazla delmek suretiyle sinirlerde ve di‘ger hayati yapilarda kalici harabiyet
olu
smasina, potansiyel olarak alt dudakta ve ¢genede hissizli'ge veya di‘ger zedelenmelere yol agar.

Her implant sistemi implantlarin, abutmentlerin, prostetik komponentler ve enstrimantasyonlarin e sle stirilmesi igin 6zel tasarim karakteristiklerine sahiptir. Dogru eslestirme igin
yapilandiriimamis ya da boyutlandinimamis aletlerin ve bilesenlerin birlestiriimesi; bilesenlerde mekanik arizaya, dokuda hasara ya da tatmin edici olmayan estetik sonuglarina yol
acabilir, bu nedenle yilizde yiz basari garanti edilemez. Kalan kemigin miktarinin ve/veya niteliginin yetersiz olmasi, enfeksiyon, elverissiz cerrahi teknik, hastanin agiz hijyeninin
yetersiz olmasi ve genel rahatsizliklar osseointegrasyonun hem cerrahinin hemen sonrasinda hem de osseointegrasyonun gergeklestirildigi ilk seferin sonrasinda basarisiz olmasinin
olasi nedenlerinden bazilaridir. Ameliyat 6ncesi sert doku veya yumusak doku kusurlari, estetik sonucu tehlikeye atabilir ya da istenmeyen implant angulasyonu ile sonuglanabilir.
Cocuklarda tedavi, dis yuvasinin gelisiminin tamamlandigi dogrulanana kadar 6nerilmemektedir.

MRI Giivenlik Bilgileri

Bu driinler MRI giivenlik testinden gegmemis olsa da literatiir analizi, Blue Sky Bio, LLC Implant Sisteminin taranmasinin belirli kosullar altinda énemli bir risk olugturmadigini ve
asagidaki tarama kosullar altinda "MR Kosullu Olarak Guvenli" olarak kabul edildigini gostermektedir:

« < 3 Tesla'lik statik manyetik alan siddeti

« 30T/M'ye (3000G/cm) kadar manyetik alan gradyani.

* RF Uyarimi:

Gobek deliginin (umblikus) Gzerindeki tim yer isaretleri icin Dairesel Polarize (CP) - G6bek deliginin altindaki tim yer isaretleri igin uyarma kisitlamasi yoktur

« Calisma Modu: izin verilen gériintiileme bélgesinde Normal Calisma Modu

» 2W/kg'lik tiim viicut 6zgil emilim oranlari (SAR)

» Maksimum Bas SAR'l: Bas yer isareti olarak degerlendirilmedi

« Tarama Siiresi: implantin 1sinmasindan kaynaklanan belirli bir kisitlama yoktur

Islemsel Onlemler, Cerrahi

Konak dokunun gérece gi hasari en az seviyede tutmak icin gereken biitiin gaba gésterilmelidir. Ozellikle termal ve cerrahi travmaya ve kontaminantlarin ve enfeksiyon kaynaklarinin
bertaraf ediimesine 6zel dikkat harcanmalidir. Cerrahi i slem Ust diizeyde hassasiyet ve dikkat gerektirir. Implant yerle stirilmesinde en az travma ilkesinden herhangi bir sapma
osseointegrasyonun ba sarisiz olma riskini artirir. Bitiin delme i slemleri bol irrigasyon altinda maksimum 1000-2000 RPM hizda gergekle stirilmelidir. Sivri uglu frezlerin kullaniimasi,
yeterli irrigasyon, ileri geri delme hareketi, kisa kesme periyotlari, kemi‘gin so‘gumasinin beklenmesi ve sirasiyla artan buyuklikte pilot drillerin kullaniimasi esastir. Her implant tip ve
blyukli giine uygun &zel drill serisi igin litfen web sitemize bakin. Osteotomiye yapilan hazirli'gin fazla veya eksik olmasini énlemek igin 6zel ihtimam gosteriimelidir. Implantlar kararl
ve sabit olacak sekilde yerle stiriimelidir. A siri insersiyon torku (60 Ncm’den fazla), implant veya enstrimanlarin hasar gérmesine ve kemik bdlgesinde kiriima veya nekroza yol
acabilir. Cerrahi i slemde kullanilan bitin enstrimanlar iyi durumda muhafaza edilmeli ve enstrimanlarin implantlara veya di'ger komponentlere zarar vermemesine dikkat edilmelidir.
Implant dalinda kullanilan komponentlerin yutulmasini veya aspirasyonunu engelleyici 6nlemler alinmalidir. Implantin yerle stiriimesinden sonra cerrahin kemik kalitesi ve ba slangi¢
stabilitesi hakkinda yapaca g1 de gerlendirme implantlarin ne zaman yuklenebilece gini belirler. Uygun bir takip protokoll uygulanmalidir.

1slemsel Onlemler, Prostetik

Implantin abutmentlerine kdpriiniin pasif uyumlanmasi, kar si gene ile okliizal ili skinin transvers a siri ylikleme kuvvetlerini elimine edecek sekilde ayarlanmasi uygun yik
dagihminin sa'glanmasi agisindan 6zellikle dnemlidir. Hemen yiikleme ve hemen kullanma her vaka igin uygun olmayip ilave énlemler gerektirir. Protez komponentlerinin boyutlari
kiiglik oldu gu icin hasta tarafindan yutulmamasi veya aspire edilmemesi igin dikkat gosterilmelidir.

Blue Sky Bio, LLC Implantlarla Yapilan Restorasyonlarda Abutment Kullanim Talimatlari
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Yeterli osseointegrasyon sa‘glandiktan sonra, gerekli oldu'gu durumlarda, implantlarin Ustu agiimali ve iyile sme vidalari ¢ikariimalidir. Implantin i¢ ylzeyi irrige edilmeli, olu smu s
debris uzakla stirlmali ve kurutulmalidir. Gerekli gorulirse iyile sme ba sli‘gi konulmali ve gevre dokularin iyile smesine imkan taninmalidir. Implantla uyumlu olan nihai abutment
(final abutment) segilmelidir.

Abutment e ‘ger muayenehanede prepare edilecekse son 6l¢li alinmadan 6nce bir 6n 6lgl alinip 6n model yapilarak undercutlarin tespit edilmesi tavsiye edilir. Undercutlarin
diizeltiimesinde bol irrigasyon e sli'ginde karbid veya elmas frez kullanilabilir.Kullanilacak abutmentin formu implantin i¢ formuyla uyumlu olmalidir (6r. sekizgen veya trilobe).
Uygun oturmanin kontroli radyografi ile yapilabilir.

E ‘ger abutment laboratuvarda prepare edilecekse abutmentin implanta diizgtin bigimde uyumlandiriimasi igin transfer pini veya ba ska bir transfer araci kullaniimalidir. Nihai
abutmentin implanta sabitlenmesi, secilen implant sistemiyle uyumlu bir vidalama aleti ve abutment ya da ba‘glanti vidasi Gstlinde 30 Ncm tork kuvveti uygulayan bir tork anahtari
kullanilarak yapilmahdir.

Abutmentler a siri sekilde prepare edilmemeli ve restorasyonun tutuculu'gu ve abutmentin dayanimi dikkate alinmalidir. Prepare edilebilir abutmentlerin yapisinin %50’den az ve
dliz, agisiz abutmentlerin %30’dan az kigultilmesi 6nerilir. Dayanak agisi belirlenen angulasyondan de gis firiimemelidir. Dayanak (izerinde sonradan yapilan modifikasyonlar
yapisal biitiinlii‘ge zarar verebilir ve zamanindan 6nce bozulmaya neden olabilir. Implantin bitis me yerindeki dayanakta de gis jklik yapmayin.

Sabit restorasyonlar igin ¢ok birimli dayanaklar yalnizca birden fazla yivli restorasyonlar igindir.

Yapilacak olan bir restorasyonun stabil ve okliizal yukinin do'gru oldu'gundan emin olunduktan sonra restorasyon kullaniimalidir.

Takip BakimiHastalar uygun oral hijyen ve implantlarin ve restorasyonlarin bakimi hakkinda bilgilendiriimelidir Implantlarin fonksiyonun yeterlili‘gini ve gevre dokularin sa‘ghgini
do grulamak ve surdirmek icin periyodik olarak takip muayeneleri yapiimalidir.

Tek Kullanimlik Uriinler:

Tek Kullanimlik driinler tekrar islenmemelidir. Tekrar isleme mekanik, kimyasal ve/veya biyolojik ézelliklerin kaybina neden olabilir. Tekrar kullanim gapraz kontaminasyona neden
olabilir.

Tek kullanimlik aletlerin etiketinde “Tekrar kullanmayin” semboll bulunmaktadir ve cerrahi kullanimdan sonra atilmaldir.

®

Tek kullanimlik aletler cerrahi kullanimdan sonra tekrar islenmemelidir. Tek kullanimlik aletlerin tekrar kullaniimasi, hastanin yaralanmasina, hastalanmasina veya 6limune yol
acabilecek potansiyel bir kontaminasyon veya cihaz arizasi riski olusturur.

Tekrar Kullanilabilir Aletler:

Sik tekrar islemenin aletler izerinde kiiglik ve 6nemsiz etkileri vardir. Uriin émriiniin sonlanip sonlanmadigi kullanim sirasindaki asinma ve hasarlara gére belirlenir. Bu nedenle
genel aletler, kontamine olmamis ve hasarsiz olmalari kosuluyla uygun bakimla tekrar kullanilabilir.

Aletlerin tim pargalari gozle gorilir hasar ve/veya diizglin galisma agisindan dikkatli degerlendirilmelidir.
Her kullanimdan 6nce cihazda herhangi bir hasar olup olmadigi gérsel olarak incelenmelidir. Herhangi bir hasar gériilmesi halinde cihaz kullanilmamalidir.

Sterilite

Butln implantlar steril olarak teslim edilir ve etikette belirtilen son kullanma tarihinden énce kullaniimak Gzere tek kullanimliktir. Ambalaji hasarli veya énceden agiimis olan
implantlari kullanmayiniz. Analoglar, plastik 6lgu transferleri, kilavuz tupler, mumlama mansonlari, plastik burnout abutmentleri, plastik snap insertleri, bosluk mansonlari, dékim
mansonlari, block-out ara pargasi ve plastik halkalar kullaniimadan 6nce sterilize edilmemelidir. Abutmentler, metal lci transferleri ve cihazlar tedarik edildiginde steril degildir ve
kullaniimadan énce temizlenip sterilize edilmelidir. Buhar Sterilizasyonu yéntemi: Icinde sterilize edilecek parca

Steril olmayan sekilde tedarik edilen tibbi cihazlar, hastada kullanilmadan 6nce asagidaki sekilde sterilize edilmelidir:

bulunan otoklav po setini otoklava koyun ve po setlenmi s pargalar igin Uretici tarafindan verilen 6zel talimatlar uygulayin. Genelde po set 250° F (121° C) sicaklikta 30 dakika isitilarak
sterilize edilmelidir.

Yeniden kullanilabilir aletlerin temizlik talimatlar

Iki buguk dakika boyunca ne soguk ne de ilik olan suyla durulayin. Tiim pargalari reticinin talimatlarina uygun sekilde musluk suyuyla seyreltiimis enzimatik deterjan bulunan
ultrasonik bir temizleyiciye yerlestirin. 10 dakika siireyle ultrasonik banyoda tutun. Ug dakika siireyle musluk suyuyla durulayin.

Tedarik yontemiBlue Sky Bio, LLC implantlari ve abutmentleri medical grade titanyum veya altin ala simindan yapilmi stir.
Dikkat
Bu cihazin yalnizca lisansli doktorlar veya di s hekimlerine ya da lisansli doktorlar veya di s hekimleri tarafindan satiimasina izin verilmi stir (Regete ile satilir).
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Uyumluluk

BIO | Max NP

BIO | Max NP, NobelActive NP implant sistemi ile cerrahi ve prostetik agidan uyumludur.

BIO | Max RP

BIO | Max RP, NobelActive RP implant sistemi ile cerrahi ve prostetik agidan uyumludur.

BIO | Internal Hex
cerrahi ve prostetik agidan uyumludur.

BIO | Internal Hex, Zimmer/ZimVie Tapered Screw Vent ve Implant Direct Internal Hex Legacy3 implant sistemleri ile

BIO | Quattro

BIO | Quattro, Straumann Bone Level implant sistemi ile cerrahi ve prostetik agidan uyumludur.

BIO | One Stage

BIO | One Stage, Straumann Tissue Level implant sistemi ile cerrahi ve prostetik agidan uyumludur.

BIO | Conus BIO | Conus Astra OsseoSpeed TX implant sistemi ile cerrahi ve prostetik agidan uyumludur.

imha sireci:

Uriin, yerel diizenlemelere uygun olarak cevre dostu bir sekilde imha edilmelidir. Kontamine cihazlarin veya keskin nesnelerin tehlikeli atiklari, 6zel teknik gereklilikleri karsilayan uygun

kaplarda imha edilmelidir.

implant Karti Doldurma Talimatlar

implant cihaziyla birlikte bir implant karti verilmistir. Saglik hizmeti saglayicisi tarafindan doldurulmasi ve ardindan hastaya verilmesi amaclanmaktadir.
1. Hastanin adi veya hasta kimligi - Saglik kurumu / saglik hizmeti saglayicisi tarafindan doldurulacaktir

2. Implantasyon tarihi - Saglik kurumu / saglk hizmeti saglayicisi tarafindan doldurulacaktir

3. Saglik kurulugunun ve saglik hizmeti sadlayicisinin adi ve adresi - Saglik kurumu / saglik hizmeti saglayicisi tarafindan doldurulacaktir

4. Hasta implant bilgileri igin barkod - implant Kartinin (izerinde bulunur

BlueSkyBio International Implant Card

i 1

2

o+ 3

www.blueskybio.com/pages/patientimplantinfo

2

[ R
|

BlueSkyBio International Implant Card

Jane Doe

03/15/2021

XYZ Surgical Center

123 Healthcare Lane, Chicago IL

Dr. A.B. Curtis

WWW, ybio.com/pages/p p

implant kartinin cihaza ézel tarafinda yer alan semboller, kullanim kilavuzunun ilk sayfasinda yer almaktadir.

Lutfen herhangi bir ciddi olayi Ureticiye bildirin.

d: Blue Sky Bio, LLC

800 Liberty Drive
Libertyville, IL 60048
USA
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https://blueskybio.com/pages/advantages_1
https://blueskybio.com/pages/advantages_0
https://blueskybio.com/pages/advantages_3

Odnyieg xpnong

2uoTAMATA OBOVTIKWYV EP@uUTEUHATWY Blue Sky Bio, LLC

(el)

Blue Sky Bio, LLC mdi Europa GmbH
800 Liberty Dr Langenhagener Stral3e 71
Libertyville, IL 60048 D-30855 Langenhagen 0297
USA Germany
MHN
REF | Ariemos kataroroy EMANAXPHEIMOMOIHEETE o nar e IMBOYAS Y TEITE TA

MPOXOXH: H OMOXMONAIAKH NOMOGESIA
Rx Only| MEPIOPIZEI THN MOAHEH AYTOY TOY

TEXNOAOTIKOY MPOIONTOS AMO IATPO H KATASKEYASTHS STERILE AMOZTEIPOMENO ME XPHzH
ME ENTOAH IATPOY 'H AAEIOYXOY IATPOY AKTINOBOAIAS TAMA

E=OYZIOAOTHMENOZ

MH XPHSIMOMOIEITE EAN H SYSKEYASIA KQAIKOE MAPTIAAS
@ MH XPHZIMOTIOIEITE E/ REP | ANTINPOZQMOE STHN

EYPQMAIKH KOINOTHTA

MH AMNOXTEIPOMENO

>

HMEPOMHNIA . HAEKTPONIKES OAHTIES
XPHSHS I:El elFU Indicator 5,5

M D IATPOTEXNOAOTIKO m MONAAIKO ANAINQPIZTIKO HMEPOMHNIA KATAZKEYHS
MNPOION 2YZKEYHZ

@ ¥ onoma kAl aEYEYNSH TOY

ZYZTHMA MONOY IAPYMATOS YTEIONOMIKHE , :
O ®PATMOY ME m MEPIOAAYHS H TOY MAPOXOY |@ HMEPOMHNIA EM®YTEYZH
MPOSTATEYTIKH MOY MPAFMATOMOIHSE THN

2YZKEYAZIA XTO EMOYTEYSH
ESQTEPIKO
®
,? IZTOTOMOZ MAHPOGOPION
ONOMA ‘H APIOMOS FIA AZOENEIZ
w + ANATNQPIZHE (ID) ASOENOYE L
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EAAnvika (el)
ZyoTHHOTO OBOVTIKWYV gpuUTEUPdTwY Blue Sky Bio, LLC

Obnyieg xpriong

Evdeigeig

Ta CUCTAPATA EYGUTEUPATWY TTPOOPIoVTal YIa XPrioN VIO TNV UTTOOTAPIEN HEMOVWHEVWY i} TIOAAGTTAWYV ATTOKATACTAGEWY OTN QATVIAKH ATTOQUON TNG TTARPWG 1 HEPIKWG VWONG Gvw A
KATW yvadou.

Avrevdeigeig

Ta epguTetpaTa dev Ba TTPETTEN va TOTTOBETOUVTAI OTAV UPIOTAVTAI YEVIKEG OVTEVOEIEEIG TTOU OXETICOVTAI PE ETTIAEKTIKF) OTOPOTIKA XEIPOUPYIKN ETTEPBACT. ZTIG ATTOAUTEG KAl OXETIKEG
avTevdeigelg ouykataléyovral, peTagu aAAwv, ol €§RG: ANepyia aTo TITAvIo, KapdIOKK KAl AyYEIOKA VOOOG, QIHOPPAYIKEG DIOTAPAXEG, WUXOAOYIKEG DIOTAPAXEG, AVECEAEYKTOG COKXAPWANG
SIaBATNG, DIATAPAXEG TWV HETAAAIKWY OTOIXKEIWV, TWV OCTWYV F) TOU GUVOETIKOU I0TOU, VEQPIKI VOGOG, NTTATIKA VOOOG, QUTOAVOTEG JIaTapaxég, HEIWPEVN AEITOUpPYia TOU avoooTToINTIKOU
OuOTAPATOG Adyw VOGOU 1] POPPAKEUTIKWV aywywV, AOIHWIEIG dlaTapaxEg Kal aveTmBUUNTEG KATAOTACEIG TTOU TTPOKAAOUVTal aTrd @ApHaKa. MNepaiTépw OXETIKEG AVTEVOEIEEIG ival N KAKA
OTOWATIKNA UYIEIVA, 0 Bpougiopdg, n Kakn SiaTpo@r], 0 aAkooAIopdg, n Xxprion KaTTvoU Kal TO IGTOPIKG OKTIVOBepaTTeiag. ETITTAéoV 0 00BEVAG XPEIGETAI ETTOPKT OYKO UTTOAEIUPATIKOU 00TOU
yia TNV TOTTOBETNON EUPUTEUPATWY ETTAPKOUG PEYEBOUG Kal aplBuou yia TNV UTTOOTAPIEN TWV avapeVOUEVWY AEITOUPYIKWY QOPTiwV OTa oTroia Ba uttoBdAAEl 0 agBeviig auTtd Ta
eppuTelPaTa. Ta OTEVA EPPUTEUPATA KOl TA YWVIWTE KoAoBwuaTa dev TTpoopifovTal yia Xprion oTo OTTioBIo TUUa TOU OTOPATOG.

Mpogidotroinon

Ta epguTetpaTa Ba TTPETTEl va TOTTOBETOUVTAI KOI VO OTTOKABIOTAVTAl OTTOKAEIGTIKG ATTO ETTAYYEAPATIEG TTOU £XOUV GOEIT KAl £XOUV EKTTAIDEUTE] Va TTPAYHATOTTOIOUV AUTEG TIG DIODIKACIEG.
Oa TTPETTEI v TTPAYHATOTTOIOUVTAI ETTAPKEIG TIPOEYXEIPNTIKEG MEAETEG YIQ TNV €EETAON TWV AVATOMIKWY SOPWYV Kal TNV agloAdynon Twv BIOINXaVIKWY, AEITOUPYIKWY Kal aiglnTIKWY
ATTAITACEWV KABE TTEPIOTATIKOU. Oa TTPETTEI va XPNOIUOTTOIoUVTal aKTIVOYPA®IEG i GAAOI dlayvwaTIKoi EAeyXOl yia Tov TTpoadlopiopd TnG B€oNG Kal TG TOTToypagiag Tou yvabiaiou
KOATTOU, TWV PIVIKWYV KOIAOTHATWY, TOU KATWTEPOU QATVIAKOU VEUPOU, TOU YEVEIOKOU TPAUATOG, TWV BECEWV TWV GUOIKWY SOVTIWV Kal GAAWY AVATOUIKWY XAPOKTNPIOTIKWY TTOU UTTOPET va
€TTNPEGOOUV TNV TOTTOBETNON EPPUTEUNATOG A TNV TTPOYVwWan. MNa Tnv emTuxia Tng Siadikaoiag gival amapaitnTn n diaBoUAeuan peTagl Tou XeipoupyouU, Tou 0SOVTIATPOU ATTOKATACGTAONG
Kl Tou 0dovToTEXVIKOU £pyaaTnpiou. O1 kivduvol TTou evéxovTal aTn diadikaaia TOTToBETNONG EPPUTEUNATWY Kal aTToKaTdoTaong eival, JETagu dAAwv, ol e§AG: Aoipwgn, aoToyia
ePPUTELPATOG, aTTwAEIa 00TOU Kal paAakou 10ToU, pn euvoiké aiodnTiké atmmoTéAeopa, avaiobnaia, ducaiobnaia Kal TTapalodnaia oTn OTOUATIKA KAl TIPOCWTTIKY TTEPIOXH, AoiHwEN TwvV
IyHOPEiWV, aTTOKOAANCN TWV EPPUTEUPATWYV KOI TWV EPYAAEIWV OTIG TTapakeipeveg dopég, BAGRN oTa TTapakeipyeva dOvTIA, Un aTTOKOTAOTACIUA EMPUTENPATA, BPaUon TWV EUOUTEUPATWY 1
TwV €EAPTNUATWY OTTOKOTAOTAONG KAI XOAGPWON TWV EYPUTEUPATWY A TwV EEAPTNUATWY ATTOKATAOTAONG. To KABE CUOTNUA EPPUTEUPATOG BIOBETEI DIAPOPETIKA XAPAKTNPIOTIKG
METPNONG, WOTE VA ETITPETTETAI N TIAAPNG £DPACT TOU EUPUTEUPATOG OTO ETTIBUPNTO BABOG. Z€ OPICUEVEG TTEPITITWOEIG, Ol YPAUPEG AVOPOPAG TOU PAKOUG TOU TPUTTAVIOU gival JEYOAUTEPEG
aTTd TO AVOPEPOUEVO UAKOG TOU EPPUTEUPATOG. ZUVIOTATAI O XEIPOUPYOS EPNPUTEUONG VO ECOIKEILVETAI EVOEAEXWG HE TO GUYKEKPIYEVO OUCTNUA PETPNONG TTOU XPNGCIMOTIOIEITAI KOl VOl
TIOPEXEN ETTAPKEG TTEPIBWPIO OoPaAEiag TTAGI o€ oTroladrTToTE SOVTIA KOl (WTIKEG doPEG. H un avayvwpion Tng Siagopdg HETAEU Tou TTpayuaTIKoU HAKOUG TOU TPUTTAVIOU KOl TwV
QKTIVOYPOQPIKWV PETPAOEWYV UTTOPET va KaTaARgel o€ poviun BAGRN Twv velpwyv A GAAwV {wTIKWY dopwv pe dIATPNON TTEPAV TOU OKOTTOUPEVOU BABOUG, TTPOKAAWVTAG BuVNTIKG HoVIUN
algwdia Tou KATw XEIAOUG Kal Tou TTNyouvioU ) GAAoUg TpaupaTiopoUs. KaBe cUoTnua eQUTEUNATOG DIOBETEI CUYKEKPINEVO XAPAKTNPIOTIKG OXEDIATHOU IO TA CUVOPUOZOUEVa
eupuTELPOTA, TO KOAOBWHATA, T TTPOBETIKG pEPN Kal Ta epyaAeia. O ouvduaopog epyaAEiwy Kal HEPWYV TTou Bev gival diapoppwpéva i dev £Xouv TG KaTt@AANAEg dIaOTATEIG yia CwaTH
guvapuoyr PUTTopEi va 0dnNyAoEl O€ PNXAVIK acToXia Twv PEpWYV, TTPOKANGN BAGBRNG O€ I0TOUG 1) PN IKAVOTTOINTIKG aioBNnTIKA aTTOTEAEOPATA, CUVETTWG, N aTTOAUTN €TTITUXiO eV UTTOPET VO
gival eyyunuévn. H ammwAeia eTapkoldg ToadTnTag fi/Kal ToidTnNTag UTTOAEINPATIKOU 00TOU, N ACipwEn, N aveTTapKAG XEIPOUPYIKA TEXVIKHA, N KAKF OTOMATIKA UYIEIVA TOU aoBevolg Kail n
YEVIKEUPEVN VOO OG Eival OPIOUEVEG BUVNTIKEG QITIEG ATTOTUXIAG TNG OOTEOEVOWHATWONG, TOOO AUECWG PETA TN XEIPOUPYIKN ETTEPBACN 6TO0 Kal YETA TNV OPXIK ETTITEUEN
00TEOEVOWNATWONG. Ta TTPoEYXEIPNTIKA EAAEippaTa okAnPoU 10ToU 1 paAakoU 10ToU evaExeTal va KaTaAfgouv o€ utToRaduiouévo aioBnTIKG aTTOTEAETHA 1) 0€ QUOHEVH YwVviwan Tou
epQUTELPATOG. Avagopikd pe Ta TTaidid, n Bepatreia dev ouvIGTATAl WOdTOU SIATTIOTWOEI N OAOKARPWAN TNG AVATITUENG TWV PATViWV.

MAnpogopieg AopaAeiag MRI

Av Kal auTd Ta TTpoidvta dev £xouv UTTORANBE o€ SoKINEG ag@aAciag yia Xprion o€ TTePIBAAAOV payvnTIKAG Topoypagiag, n BIBAIOYpa@Ikr avaAuon Katadeikvuel 0TI N odpwaon evog
ouoTAPaTog eu@uTelpaTog Blue Sky Bio, LLC dev evéxel onuavTikoUg KIvBUVOUG UTTO CUYKEKPIPEVEG OUVONKEG Kal Bewpeital «kACPAAEG yia Xprion o€ TTEPIBAAAOV payvnTIKAG TOPOYPaiag
UTT6 6pOoUG» UTTS TIG OKOAOUBEG OUVOKEG OAPWONG:

. loxUg oTaTikoU payvnTikoU Trediou < 3 Tesla

. Alapabuioeig payvntikou Trediou éwg 30 T/M (3000 G/cm).

. Algyepan padloGUXVOTATWV:

KukAikd ToAwpévo (CP) yia 6Aa Ta opdonua TTavw atrd Tov oupaid - Xwpig epiopiopoUs di€yepong yia OAa Ta opdonua KATw aTTd TOV OUPAAS
. Aermoupyia: Kavoviki AeiToupyia oTnv mMITPETTTH {Wvn ATTEIKOVIONG

. Eidikoi puBpoi atmoppdenang yia oAdkAnpo 1o owpa (SAR) 2 W/kg

. MéyioTn T SAR ke@aAig: Aev €£xel agioAoynOei yia To 0pOoNPO KEPAAARG

. Aldpkela 0apwong: Xwpig OUYKEKPIPEVOUG TTEPIOPITHOUG AdYw BEPUAVONG TOU EPPUTEUPATOG

Mpog@uAdgeig katd Tn diadikacia, XEIPOUPYIKN eTTEURaoN

Mpérer va kataBaAAeTal kaBe duvarr) TTpooTrdbeia yia TNV eAayioToTroinon Twv BAABWY aTov &evioTr) 10T6. EISIKOTEPQ, TTPETTEN va diveTal IBIAITEPN TTPOCOXN OTA BEPUIKG KAl XEIPOUPYIKE
TpaUpaTa Kal 0TNV €§AAEIWPN TWV HOAUCUATIKWY TTaPayOVTWV Kal Twv AoIgoyovwy TTNywyv. H xeipoupyikA diadikaoia atraitei upnAi akpiBeia kal Tpocoxr. O1roiadnToTe atmékAion atrd
TNV apxn Tou eAGXIOTOU duvaToU TPAUKATOG KATA TNV TOTTOBETNON TOU EUPUTEUUATOG AUEAVEI TOV KivOUVO a0TOXIOG yia TNV £TTiITEUEN 00TEOEVOWUATWONG. OAgg o1 diadikaaieg didTpnang
Ba pétel va paypatotroiouvTal e 1.000-2.000 o.a.A., pe apBovn kataidvnon. H xprion aixunpwy TpuTraviwy, eTapkolds Kataidvnong, é0w-£§w Kivnong Tou Tputraviou, Bpaxéwy
KUKAWV KOTTAG, AVOUOVAG yia Wugn Tou Tputraviou, KaBwg Kail n xprion odnywv Tputraviwy o€ S1adoxikd augavoueva peyEdn eival atrapaitnta. AvatpégTe GTov IGTOTOTTO POG Yia Tn
OUYKEKPIPEVN aKoAouBia TpUTTaVIWY yia KGBE TUTTO Kal PEyEBOG EPPUTEUPATOG. Oa TTPETTEN va BiveTal IBIQITEPN TTPOCOX YIa TNV aTTOPUYRA UTTEPBOAIKAG ) EANITTOUG TTPOETOINATIAg TNG
ooTeoToMiag. Ta eYuUTENPATA Ba TTPETTEI VO TOTTOBETOUVTAI £T01 WWOTE VA TTAPAUEVOUV OTABEPA KOl va PNV £X0UV Kapia KivnTIKETNTA. H UuTTEPBOAIKT POTTA £10aywynG (MEYaAUTEPN ATTO

60 Ncm) evdéxeTal va TTpokaAéoel BAGBN oTo uUTEUNA 1 OTa epyaAeia kal Bpauon f vékpwan Tng B€ong Tou ooTou. OAa Ta epyaleia TTOU XpNOIUOTTIOIOUVTaI OTN XEIPOUPYIKH ETTEURACN
TIPETTEI va BI0TNPOUVTAI O KAAR KATAOTOON Kal VO SiVETAI TTPOCOXT WOTE T EPYOAEIA VO UNV TTPOKAAETOUV {NUIG OTa PQUTEDPOTA | 0 GAAG pépn. MpETTel va AapBavovTal TTPOQPUAGEEIS
WOTE VO aTroQeUyETal N KATATIOON A N EICTIVOA TWV PEPWV TTOU XPNOIPOTIOIOUVTAl GTNV OBOVTIATPIKY EUQUTEUPATWY. META TNV TOTTOBETNON TOU EPPEUTEUPATOG, N agloAdynan Tng
TTOIGTNTOG TOU 00TOU Kal TNG ApPXIKAG OTABEPATNTAG aTTd TOV XEIPOUPYS Ba TTPoadiopicel TTOTE TTOPOUV Va QOPTIOTOUV Ta EUPUTEUPATA. Oa TTPETTEI VO akoAouBeiTal KaTGAAnAo
TTPWTOKOAAO TTapakoAoUdnong.

Npo@uAdgeig kard Tn diadikacia, TTPOBETIKA péEpn

I1d1aiTepa anuavTikA gival n opb Katavour NG TEoNG, HECW TNG TTABNTIKAG TTPOCAPUOYAG KAl EQAPHOYAG TNG YEQUPAG OTA KOAOBWHATA TOU EPPUTEUNATOG, TNG TTPOCAPHUOYAS TNG
OUYKAEIONG OTNV QVTIKEIPEVN GlAYOVA KAl TRV ATTOQUYT TwV UTTEPBOAIKWY dUVAPEWY EYKAPTIag @opTIong. Ma Tnv duean @opTIon Kal TNV GUECH TTPOCWPIVOTTOINCN aTTAITOUVTAI
TIPOOOETEG TTPOPUAGEEIG Kl DeV gival KATAAANAEG yIa OAEG TIG TIEPITTITWOEIG. AGYW TOU HIKPOU PEYEBOUG TWV TTPOBETIKWY PEPWV, TTIPETTEI VO SiVETAI TTPOCOXT WATE VA PNV KATATTo80UV r
va pnv eloTveucBolv atrd Tov acBevn.

03nyieg yia Ta KOAOBWHATA YIA TNV ATTOKATACTAOCT TWV EUPUTEUNATWY Blue Sky Bio, LLC

MET& TNV ETTOPKF) 00TEOEVOWUATWON, TA EPPUTEUPATA Ba TTPETTEI VO ATTOKAAUTITOVTAI, €AV €ival ATTAPAITNTO, KaI Ba TIPETTEl va agaipeital n Bida kKAAuwng. To ecwTEPIKS péPOg Tou
€MPUTELPOTOG Ba TTPETTEN va KaTalovieTal, va arraAAGooEeTal atrd UTTOAEiYPaTa Kal va aTeyvwveTal. Edv gival atmapaitnTo, Ba Tpétrel va ToTrobeTeiTal éva KOAOBwHa £TTOUAWONG Kal O
10TOG Ba TTPETTEl va arveTal va eTTOUAWBET yUpw aTréd To KOASBwHa ETTOUAWGONG. Oa TTPETTEl va £TTIAEYETaI £va TEAIKO KOAGBwHA cupPaTtd Pe To eupUTEUA. EQV TO KOAOBWHA
TPOTIOTIOIEITAI GTNV OBOVTIATPIKN KAPEKAQ, CUVIOTATAI VO AQUBAVETAI OTTOTUTTWHA KAl VA SNUIOUPYEITAl £va TTPOKATAPKTIKG EKUAYEIO, WOTE VA EVTOTTIOTOUV Ol UTTOOKA®PEG TTPIV TN
Snuioupyia Tou TEAIKOU aTTOTUTTWHATOG. [la TNV a@aipean Twv UTTOOKAPWY PTTOPET va xpnaipoTroinBei ppéda kapPidiou A diapavTiol, ye deBovn kataidvnon. To XapaKTNPIoTIKO
€UBUYPAPMIONG TOU KOAOBWHATOG (TT.X. OKTAYWVO I TPIAOBO) Ba TIPETTEI VO AVTIGTOIXEI JE TO ECWTEPIKO XAPAKTNPIOTIKO EUBUYPAUUIONG TOU ENPUTEUNATOG. H £TTOPKAG £€dpaan PTTopEi va
emPBeRaiwBei pe akTivoypaia. EGv 1o KOAOBwa TPOTTOTTOIEITAI OE EPYATTHPIO, Ba TTPETTEI VA TTPOCBIOPICETAI O CWATAOG TTPOCAVATOAIGUAG TOU KOAORBWHATOG HECT OTO ENPUTEUNA, HE TN
XPNON METAPEPOPEVNG KATAYPAPNAG 1) OTTOI00dNTIOTE GAANG dIGTagNg peTapopdg. H £€dpaan Tou TEAIKOU KOAOBWHATOG Ba TIPETTEI va TTPAYHATOTIOIEITAI PE TN XPron EvOg 0dnyou
€1I00YWYNAG oupBaTou pe To ETTIAEYHEVO GUCTNHA EPPUTEUPATOG Kal EVOG POTTOKAEIDOU TTou £papudlel potr 30 Nem oTo koAdBwua 1 Bidag aTepéwong. Ta koAoBwpata dev TTPETTEI va
eival uTrepBoAIKd TTapackeuaopéva kal Ba TTpéTrel va AapBAaveTal uTrTéywn N ouykpdTnon TNG OTTOKATAOTACNG Kal N 10XUG TOU EPPUTEUPATOG. ZUVIOTATaI va agaipeital Aiyétepo até 1o 50%
NG dOUAG TWV TTPOCAPHOLOUEVWY KOAOBWHATWY Kal AiyoTEPO a1 TO 30% Twv eUBEWV KOAOBWUAETWY. MnV TPOTTOTTOIEITE TO KOAOBWHA OTO ONPEIO CUVAPUOYNG PE TO EpPUTEUNA. H
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ywvia Tou koAoBwpaTog dev Ba TPETTEN va aAAGdel aTTd TNV KABOPIoPEVN YWViwan. ZNPAVTIKA TPOTTOTTOINGN TOU KOAOBWHATOG eVOEXETAI Va DIaKUBEUOEI TN DOUIKNA aKePAIOTNTA KAl VA
TIpOoKaA£oel TTPOwWpPN aaToxia. Mnv TPOTTOTTOIEITE TO KOAOBWHA OTO ONUEI0 CUVAPUOYAG ME TO EPPUTEUNA. Oa TIPETTEI VO KATAOKEUAZETAI KAl VO TOTTOBETEITAI ATTOKATACTAOT,
Slao@aAifovTag OTI N ATTOKATAOTACH TTOPAUEVEI OTABEPRA Kal 0TI TO CUYKAEITIaKS @opTio gival 0pBd. Ta KoAoBwpaTa TTOAMATTAWY Povadwy Yo OTABEPEG ATTOKATAOTACEIG TTPOOpPIfovTal
yla Xprion POVOV YIa aTToKATAOTACEIG JE TTOAAATTAOUG VAPONKEG.

®povTida TTapakoAoubnong

Oa mpétrel va divovtal odnyieg aToug agBeveig yia TNV KAatdAANAN GTOPATIKA UYIEIVA Kal GPOVTida TwV EUPUTEUPATWY KOI TWV ATTOKATAOTAGEWYV. Oa TTPETTeEl va KAgivovTal TTEPIOdIKG
pavTeBou TTapakoAouBnang yia Tnv emReRaiwan Kal Tn dIATAPNCN TNG ETAPKOUG AEITOUPYIOAG TWV EUPUTEUPGTWY Kal TNG UYEIAG TWV TTOPAKEIMEVWV I0TWV.

Mpoiévra piag xpriong:

Ta mpoidvta piag xpriong dev Tpétrel va uttofaAAovTal o€ eTTavemegepyaaia. H emaveegepyaaia uTropei va TTpoKaAE0El ATTWAEIA PNYXAVIKWY, XNUIKWY A/Kal BIoAOYIKWY
XOPOKTNPIOTIKWY. H eTTavaxpnaoiygotroinon 8a ummopolce va TTPokaAéael dlacTaupoUpuevn HOAUvoT.

Ta epyakeia piag xpriong £MonUaivovTal oTnV €TIKETA PE TO GUPPBOAO «Mnv £TTaVaXPNOIYOTTOIEITE Kal Ba TTPETTEI VO ATTOPPITITOVTAI HETA ATTO XEIPOUPYIKK XProN.

®

Ta epyaleia piag xpriong dev TTPETTEl va UTTORBAAAOVTAI O€ ETTAVETTEGEPYOTIO HETG ATTO XEIPOUPYIKA XPrian. H eTavayxpnoipotroinon Twv epyaeiwv piag xpriong dnuioupyei moavo
KivOuvo péAuvong r) a0ToXiag TNG CUOKEUNG, TTOU UTTOPET va 0dnyroel 0€ TPAUPOTIONO, aoBéveia i BavaTo Tou aoBevoug.

Emravaxpnoipotroifcipa epyaAgia:

H ouxvn eTmavetegepyaaia Exel MIKPEG ETTITITWOEIG OTa epyaleia. To TEAog TnG didipkeiag {wig Tou TTPOoidvTog KaBopideTal até Tn @Bopd Kail Tn {nuid kaTd Tn XprAon. ETopévwg, Ta
€PYaAEia YEVIKAG XPAONG UTTOPOUV va ETTAVAXPNOILOTTOINB0UV e TNV KATAAANAN @povTida, uTTé TNV TTPoUTI60e0n 8Tl dEV £XOUV UTTOOTEI {nMIG KaI OEV €XOUV PHOAUVOEI.

‘OAa ta pépn Twv epyaAeiwv TTPETTEN va EAEyXOVTal TTPOTEKTIKA I opaTr {nuId f/kal KaAf AsiToupyia.

H ouokeun Ba TTpETTel va EAEYXETAI OTTTIKG yia OTTOIAdATTOTE {NUIG TTPIV aTT6 KABE Xprian. Mn XPnNOIPOTTOIEITE TN CUCKEUR €4V TTAPATNPRACETE OTTOIANATIOTE {NUIG.

AtrooTeipwon
‘OAa Ta epuTElPATA TTOPEXOVTAI ATTOOTEIPWHEVA Kal TTPOOPIOVTal YIa Hia HOVO XPron €wg TNV avaypa@duevn oTnv TMIOAPAVON nUEpopnvia Angng. Mn xpnoipoTrolgite epguTelpaTa €AV
N OUCKEUOTIa TOUG €ival KOTEGTPAUMEVN 1) £XEI ATTOOPPAYICTEI.

Ta avaloya, ol TTAAOTIKEG OTTOTUTTWOEIG HETAPOPAG, O 0B3NYO0i CWARVEG, T XITWVIO ATTOKAPWONG, T TTAACTIKG KOAOBWUATA , TA TTAQOTIKG KOUPTIWTA £VOETA, TA OTTOCTATIKG XITWVICA, TA
XITWvIa XUTEUONG, TO ATTOOTATIKO OTTOKAEIGHOU Kal ol TTAAOTIKOI dakTUAIOI BV Ba TTPETTEI va ATTOOTEIPWVOVTAI TIPIV aTTd T XPrion.

Ta koAoBwuara, ol HETAAAIKEG ATTOTUTTWOEIG HETAPOPAG KAl TO EPYAAEIR TTAPEXOVTAI PN OTTOCTEIPWHEVA Kal TTPETTEI va KaBapifovTal KOl va aTTOCTEIPWVOVTAI TIPIV TN XPrion.

Ta 10TpOTEXVOAOYIKG TTPOIOVTA TTOU TTAPEXOVTAI PN OTTOOTEIPWHEVA TTPETTEI VO ATTOOTEIPWVOVTAI OTIWG TTEPIYPAPETAI TTAPAKATW, TTPOTOU XPNaluoTToinfolv oTov acBevn:

Aladikaoia amrooTeipwaong pe atpd: TomoBeTAOTE TN BrKN ATTOCTEIPWAONG UE AUTOKAUCTO TTOU TTEPIEXEI TO AVTIKEIPMEVO TTOU TTPOKEITAI VO ATTOOTEIPWOET OTO AUTOKAUOTO KAl aKOAOUBNOTE
TIG OUYKEKPIPEVEG 0DNYieg TTOU TTAPEXOVTaIl OTTO TOV KATOOKEUOOTH YIa TA OVTIKEIYEVA EVTOG BAKNG. MeVIKE, pia Brikn TTPETTEl va aTTOoTEIpWVETAI JE Bépuavon yia 30 AeTTTd oToug 121
Babuoug C (250 Baduoug F).

0dnyieg kaBapIoUOU yia ETTAVAXPNCIMOTTOINTINA EPYOAEia

ZeTAUVETE PE KPUO €wg XAIapd vepd yia dudpiol AeTTTd. Ma OAa Ta pépn, TOTTOBETAOTE O UOKEUR AOUTPOU UTTEPHXWY PE EVEUPATIKO UYPd aTTOPPUTTAVTIKO, apalwpévo Pe vepd Bplong,

oUPQWVa PE TIG KATEUBUVTAPIEG 0BNYiEG TOU KATOOKEUQOTH. E@apudaoTe utreprixoug yia 10 AeTrTd. ZeTTAUvETE pE vepd BpUong yia Tpia AeTITA.

MéBodog S1ad8gong
Ta epgutetpaTta Blue Sky Bio, LLC eival kataokeuaopéva atmé kpdua Titaviou A Xpuoou 1atpikol Totrou (ASTM F136).

Mpoooxn

H TTWANoN QUTAG TNG GUOKEUNG TTEPIopideTal o€ adeloUXoug 1aTPoUg i 0dOVTIATPOUG i KATOTTIV EVTOARG TOUG.
Appovia
BIO | Max NP To BIO | Max NP ¢ival xeipoupyikd kai TTpooBeTikd oupfatd pe To olatnua epguteUpatog NobelActive NP.
BIO | Max RP To BIO | Max RP ¢givai xeipoupyikd kai TTpooBeTIkd oupBatod pe 1o ouoTnua epgutelpatog NobelActive RP.
BIO | Internal Hex To BIO | Internal Hex gival xeipoupyika Kal TTpoaBeTIkG oupPaTtd pe Ta guoTAPaTa egputelpaTog Zimmer/ZimVie Tapered
Screw Vent kai Implant Direct Internal Hex Legacy3.
BIO | Quattro To BIO | Quattro €ival xeipoupyika Kal TTpoaBeTIKG aupBaTd pe To oUOTNPA EPPUTEUPATOG Straumann Bone Level.
BIO | One Stage To BIO | One Stage €ivai xeipoupyikd kai TTpogBeTIkd cuuBaTd pe To oUoTnUa eu@uTElPaTOG Straumann Tissue Level.
BIO | Conus To BIO | Conus ¢ival xeipoupyikd kai TTpogBeTIKE cupBaTd pe To oUoTnua epgutelpaTog Astra OsseoSpeed TX.
Aidbeon:

To TTpoidv TPETTEI VO aTTOPPITITETAI PE TPOTTO PIAIKS TTPOG TO TTEPIBAAAOY, CUPPWVA PE TOUG TOTTIKOUG Kavoviopoug. Ta etmikivouva atréBANTa JOAUGHEVWY GUOKEUWV 1 aIXUNPWYV
QVTIKEIMEVWYV Ba TTPETTEI VO ATTOPPITITOVTAl 0 KATAAANAQ doxeia TTou TTANPOoUV TIG EISIKEG TEXVIKEG ATTQITATEIG.

0Odnyigg yia TN CUPTTARPWON TG KAPTAG EUPUTEUPATOG
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https://blueskybio.com/pages/advantages_1
https://blueskybio.com/pages/advantages_0
https://blueskybio.com/pages/advantages_3

H ouokeun egpuTELPOTOG GUVODEUETAI ATTO HIa KAPTA EPQUTEUHATOG. AUTA TTPOOPICETal VO CUMTIANPWOET aTTd TOV TTAPOXO UYEIOVOUIKAG TTEPIBaAWNG Kal, oTn ouVvEXEIa, va 50Bei oTov

aoBevn.

1. OvopaTemwvupo acBevoug f avayvwpioTIKO aoBevoUg — ZUPTTANPWVETaIl aTTé TO idPUPA/TOV TTAPOXO UYEIOVOMIKAG TTEPIBOAYNG

2. Huepopnvia eu@uteuong — ZuptrAnpwveTal atd To idpupa/Tov TTAPOXO UYEIOVOUIKAG TTEPIBaAWNG

3. Emwvupia kai 8ielBuvaon Tou 1I9pUPATOG KAl TOU TTAPOXO0U UYEIOVOMIKAG TTEPIBOAYNG — ZUPTTANPWVETAI aTTO TO IBPUNA/TO TTAPOXO UYEIOVOUIKAG TTEPIBaAyng

4. TpappwTOG KWIIKAG VIO TIG TTANPOPOPIEG EPPUTEUNATOG aaBevoUg — YTTAPXEl OTNV KAPTA EUPUTEUPATOG

BlueSkyBio International Implant Card BlueSkyBio International Implant Card
T? 1 1\? Jane Doe
2 03/15/2021
'ﬁ; 3 o+ XYZ Surgical Center
123 Healthcare Lane, Chicago IL

Dr. A.B. Curtis

www.blueskybio.com/pages/patientimplantinfo www.blueskybio.com/ pagesi/patientimpl
==,

O¢aeig KeIévou TTPOG GUUTTARPWON aTa aploTepd. Mapddelyua GUUTTANPWHEVNG KAPTOAG EUPUTEUMATOG OTA JEGIG PE YPOTITEG TIANPOPOPIEG PE PTTAE
Xpwua.

Ta oUpBoAa TTOU UTTAPXOUV OTN GUYKEKPIPEVN YIO TN CUOKEUR TTAEUPAd TNG KAPTOG EPPUTEUPATOG TTApaTiBeEVTal OTNV TTPWTN ogAida TwV 0dNyIWV XPAoNG.

MNa meAdreg otnv Eupwaiki ‘Evwon:
Ma va ¢ntRoete éva avtiypago tng MepiAnywng AagdAsiag kai KAvikig ATrédoong (SSCP) yia eupuTeUCINEG CUTKEUEG, OTEIATE £va PAvupa NAEKTPOVIKOU TaXUSPOUEIOU TTOU TTPOCdIoPICE!

TOUG apIBpolg Tou dpBpou aTn dielBuvaon info@blueskybio.com
MapakaAeioBe va avapépeTe 0TTOI0OATTOTE CORAPS TTEPICTATIKO OTOV KOTAOKEUAOTH KAl OTNV apuadia apxr Tou KPAToug HEAOUG OTO OTTOIO Eival EYKATEGTNHEVOG O XPAOTNG f/Kal O
aoBevig.
ul: Blue Sky Bio, LLC
800 Liberty Drive

Libertyville, IL 60048
USA
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Instrucoes de uso

Sistemas de implante dentario da Blue Sky Bio, LLC

(pt)

mdi Europa GmbH

800 Liberty Dr Langenhagener Stral3e 71
Libertyville, IL 60048 D-30855 Langenhagen
USA Germany

Blue Sky Bio, LLC

NAO REUTILIZE

REF | NUMERO DE CATALOGO
CUIDADO A LEI FEDERAL RESTRINGE A
Rx Only| VENDADESTE DISPOSITIVO POR OU POR
ORDEM DE UM MEDICO OU DE UM MEDICO EABRICANTE

DEVIDAMENTE LICENCIADO

NAO USE SE A EMBALAGEM ESTIVER
DANIFICADA

CODIGO DO LOTE

INSTRUGOES ELETRONICAS

USO POR DATA I:El elFU Indicator 5o

M D DISPOSITIVO MEDICO

SISTEMA DE BARREIRA
ESTERIL UNICO COM
EMBALAGEM DE PROTEGAO
INTERNA

®
w f? NOME DO PACIENTE OU ID DO

= PACIENTE

NOME E ENDERECO DA

DO PRESTADOR QUE

NOME DO DISPOSITIVO

B Be
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m IDENTIFICADOR UNICO DO
DISPOSITIVO

INSTITUICAO DE SAUDE OU

REALIZOU A IMPLANTAGAO

C 60297

, ATENGAO, CONSULTE OS
DOCUMENTOS ANEXOS

ESTERILIZADO COM

STERILE| R| RADIACAO GAMA

REPRESENTANTE AUTORIZADO
NO COMUNIDADE EUROPEIA

REP

@ NAO ESTERIL
&I DATA DE FABRICACAO
|@ DATA DE IMPLANTACAO
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Portugués (pt
Sistemas de implante dentario da Blue Sky Bio, LLC

Instrugoes de Utilizagao

Indicagoes

Os sistemas de implantes destinam-se a ser utilizados para suportar restauragdées simples ou multiplas no processo alveolar mandibular ou maxilar total ou parcialmente edéntulo.
Contraindicagdes

Os implantes ndo devem ser colocados quando existem contraindicagdes gerais associadas a cirurgia oral eletiva. As contraindicagdes absolutas e relativas incluem, mas ndo estéo
limitadas a: Alergia ao titanio, doencas cardiacas e vasculares, distdrbios hemorragicos, disturbios psicologicos, diabetes mellitus ndo controlada, disturbios minerais, ésseos ou do
tecido conjuntivo, doencas renais, doengas hepaticas, distdrbios autoimunes, diminuigdo da fungao imunolégica devido a doengas ou medicamentos, doengas infeciosas, e reagdes
adversas causadas por medicamentos. Outras contraindicagdes relativas incluem higiene oral deficiente, bruxismo, desnutrigdo, alcoolismo, uso de tabaco e historial de radioterapia.
Além disso, o doente necessita de um volume adequado de osso residual para a colocagao de implantes de tamanho e nimero suficiente para suportar as cargas funcionais previstas a
que o doente ird submeter estes implantes. Os implantes estreitos e os pilares angulados néo se destinam a utilizagdo na regido posterior da boca.

Aviso

Os implantes devem ser colocados e restaurados apenas por profissionais habilitados e formados para realizar estes procedimentos. Devem ser realizados estudos pré-operatorios
adequados para examinar as estruturas anatémicas e para avaliar os requisitos biomecanicos, funcionais e estéticos de cada caso. Radiografias ou outras avaliacdes de diagnéstico
devem ser realizadas para determinar a posicéo e a topografia de seio maxilar, cavidades nasais, nervo alveolar inferior, forame mental, posi¢des dentarias naturais e outras
caracteristicas anatomicas que possam afetar a colocagéo ou prognéstico do implante. A consulta entre o cirurgido, o dentista restaurador e o laboratério dentéario é essencial para o
sucesso. Os riscos de colocagao e restauragdo de implantes incluem, mas néo estéo limitados a: infegdo, faléncia do implante, perda 6ssea e de tecido mole, resultado estético
desfavoravel, anestesia, disestesia e parestesia nas areas oral e facial, infegdo sinusal, deslocagédo de implante e instrumentos nas estruturas circundantes, danos nos dentes
adjacentes, implantes ndo restauraveis, fratura dos implantes ou dos componentes restauradores, e implantes ou componentes restauradores soltados. Cada sistema de implantes tem
caracteristicas Unicas de medi¢édo para permitir o encaixe completo do implante na profundidade desejada. Em alguns casos, as linhas de referéncia de comprimento da broca medem
mais do que o comprimento declarado do implante. Recomenda-se que o cirurgido de implantes esteja completamente familiarizado com o sistema de medigéo especifico que esta a
ser utilizado e fornega uma margem de seguranca adequada adjacente a quaisquer dentes e estruturas vitais. A incapacidade de reconhecer a diferenga entre o comprimento real da
broca e as medigdes radiograficas pode resultar em lesdes permanentes nos nervos ou outras estruturas vitais, perfurando além da profundidade pretendida, resultando potencialmente
em dorméncia permanente no labio inferior e queixo ou outras lesdes. Cada sistema de implantes tem caracteristicas especificas de design para o encaixe de implantes, pilares,
componentes protéticos, e instrumentagéo. A combinagéo de instrumentos e componentes ndo configurados ou dimensionados para o correto encaixe pode levar a falha mecanica de
componentes, danos nos tecidos, ou resultados estéticos insatisfatérios; por isso, ndo se pode garantir um sucesso absoluto. Falta de quantidade e/ou qualidade adequada do osso
restante, infecao, técnica cirdrgica inadequada, higiene oral deficiente do doente, e doenga generalizada sdo algumas causas potenciais de insucesso da osseointegragao, tanto
imediatamente apds a cirurgia como apds a osseointegracéo ter sido inicialmente alcangada. Os défices pré-operatérios de tecido duro ou de tecido mole podem produzir um resultado
estético comprometido ou uma angulagao desfavoravel do implante. No que diz respeito as criancas, ndo é recomendado o tratamento enquanto néo tiver sido verificada a conclusao
do crescimento alveolar.

Informacdes de seguranca para ressonancia magnética

Embora estes produtos ndo tenham sido submetidos a testes de seguranga de ressonancia magnética, a analise da literatura indica que a digitalizagdo de um sistema de implante Blue
Sky Bio, LLC nao apresenta riscos significativos sob condi¢des especificas e sdo considerados “Condicionalmente Seguros para RM” nas seguintes condi¢des de digitalizacéo:
* Intensidades do campo magnético estatico < 3 Tesla

* Gradientes de campo magnético de até 30T/M (3000G/cm).

« Excitacéo RF:

Circularmente polarizado (CP) para todos os pontos de referéncia acima do umbigo - Sem restricdes de excitagdo para todos os pontos de referéncia abaixo do umbigo

* Modo de operacédo: Modo de operagdo normal na zona de geragéo de imagens permitida

« Taxas de absorgado especifica de corpo inteiro (SAR) de 2 W/kg

* SAR maximo da cabega: ndo avaliado para ponto de referéncia da cabeca

« Duragao da digitalizagdo: Sem restrigdes especificas devido ao aquecimento do implante

Cuidados procedimentais, Cirurgia

Devem ser envidados todos os esforgos para minimizar os danos no tecido hospedeiro. Em particular, deve ser dada especial atengao ao trauma térmico e cirurgico e a eliminagéo de
contaminantes e fontes de infegéo. O procedimento cirdrgico requer um elevado grau de precisdo e cuidado. Qualquer divergéncia em relagéo ao principio do minimo trauma possivel
na instalagdo do implante aumenta o risco de falha no estabelecimento da osseointegragéo. Todos os procedimentos de perfuragdo devem ser realizados a um maximo de 1000-2000
RPM com irrigagdo abundante. Séo essenciais a utilizagéo de brocas cortantes, irrigacao suficiente, um movimento de perfuracéo dentro e fora, ciclos de corte curtos, espera pelo
arrefecimento do osso, e utilizagdo de brocas piloto em tamanhos sucessivamente crescentes. Consultar o nosso sitio web para a sequéncia especifica de brocas para cada tipo e
tamanho de implante. Deve ser tomado especial cuidado para evitar a preparacéo excessiva ou insuficiente da osteotomia. Os implantes devem ser inseridos de tal forma que sejam
estaveis e ndo tenham qualquer mobilidade. Um binario de insergao excessivo (superior a 60 Ncm) pode levar a danos no implante ou instrumentos e a fratura ou a necrose do local
6sseo. Todos os instrumentos utilizados em cirurgia devem ser mantidos em bom estado e deve ter-se o cuidado para que os instrumentos ndo danifiquem os implantes ou outros
componentes. Devem ser tomadas precaugdes para evitar a ingestéo ou aspiragcéo de componentes utilizados na implantologia dentaria. Apos a instalagéo do implante, o cirurgido
efetuara a avaliagdo da qualidade 6ssea e da estabilidade inicial para determinar quando os implantes poderao ser sujeitos a cargas. Deve ser seguido um protocolo de seguimento
apropriado.

Cuidados procedimentais, Proteses

Especialmente importante é a distribuicdo adequada do esforgo através da adaptagao passiva e ajuste da ponte aos pilares do implante, ajustando a oclusdo a mandibula oposta, e
evitando forgas de carga transversais excessivas. A carga imediata e a temporizagcdo imediata requerem precaugdes adicionais e ndo sdo adequadas para todos os casos. Devido ao
tamanho pequeno dos componentes protéticos, deve ter-se o cuidado para que ndo sejam engolidos ou aspirados pelo doente.

Instrugdes para Pilares de Restauragdo dos Implantes LLC da Blue Sky Bio

Apods adequada osseointegragéo, os implantes devem ser descobertos, se necessario, e o parafuso de cobertura deve ser removido. A parte interna do implante deve ser irrigada,
libertada de detritos e seca. Se necessario, deve ser colocado um pilar de cicatrizagéo e o tecido deve ser deixado cicatrizar em torno do pilar de cicatrizacdo. Deve ser escolhido um
pilar final que seja compativel com o implante. Se o pilar for modificado diretamente ao pé do doente, é aconselhavel fazer uma impresséo e fazer um modelo preliminar para identificar
quaisquer eventuais rebaixamentos antes de realizar a impressao final. Pode ser utilizada uma broca de carboneto ou de diamante com irrigacdo abundante para remover os
rebaixamentos. A caracteristica de indexagéo do pilar (por exemplo, octégono ou trilobo) deve corresponder a caracteristica de indexagéo interna do implante. O posicionamento
adequado pode ser verificado com uma radiografia. Se o pilar for modificado num laboratério, a orientagdo adequada do pilar no implante deve ser identificada por meio de um gabarito
ou qualquer outro dispositivo de transferéncia. O posicionamento final do pilar deve ser realizado utilizando uma chave de insergdo compativel com o sistema de implante selecionado e
uma chave dinamomeétrica aplicando um binario de 30 Ncm no pilar ou parafuso de fixagdo. Os pilares ndo devem ser preparados excessivamente, bem como a retencéo da
restauracéo e a resisténcia do pilar deve ser levada em consideracdo. Recomenda-se que seja removida menos de 50% da estrutura dos pilares personalizaveis e menos de 30% dos
pilares retos. Ndo modificar o pilar na jungdo com o implante. O angulo do pilar ndo deve ser alterado em relagdo a angulagéo especificada. Uma modificagdo substancial do pilar pode
comprometer a integridade estrutural e levar a uma falha prematura. Nao modificar o pilar na jungdo com o implante. Uma restauragdo deve ser preparada e inserida, ao mesmo tempo
que se assegura que a restauragao € estavel e que a carga oclusal é apropriada. Os pilares de varias unidades para restauracdes fixas s6 devem ser utilizados para restauragdes
multiplas articuladas.

Cuidados de Seguimento

Os doentes devem ser instruidos sobre higiene oral adequada e cuidados com os implantes e restauragdes. Devem ser efetuadas consultas periédicas de seguimento para confirmar e
manter o funcionamento adequado dos implantes e a satide dos tecidos adjacentes.
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Produtos de uso tnico:
Os produtos de uso Unico nao devem ser reprocessados. O reprocessamento pode causar perda de caracteristicas mecanicas, quimicas e/ou biolégicas. A reutilizagao
pode causar contaminagéao cruzada.

Os instrumentos descartaveis estdo marcados no rétulo com o simbolo “Nao reutilizar” e devem ser descartados apés o uso cirdrgico.

®

Os instrumentos descartaveis ndo devem ser reprocessados ap6s utilizagéo cirurgica. A reutilizagdo de instrumentos descartaveis cria um risco potencial de
contaminagao ou falha do dispositivo, o que pode causar lesdes, doenca ou morte do paciente.

Instrumentos reutilizaveis:

O reprocessamento frequente tem efeitos minimos nos instrumentos. O fim da vida util do produto é determinado pelo desgaste e danos durante o uso. Portanto,
instrumentos gerais podem ser reutilizados com os devidos cuidados, desde que nao estejam danificados e nao estejam contaminados.

Todas as partes dos instrumentos devem ser cuidadosamente avaliadas quanto a danos visiveis e/ou funcionamento adequado.
O dispositivo deve ser inspecionado visualmente quanto a qualquer dano antes de cada uso. Nao use o dispositivo se algum dano for observado.

Esterilidade

Todos os implantes sao fornecidos estéreis e destinam-se a uma unica utilizagdo apenas antes do prazo de validade marcada. Nao utilizar os implantes se a embalagem tiver sido
danificada ou previamente aberta. Analogos, transferéncias de moldagem de plastico, tubos-guia, mangas de cera, pilares calcinaveis de plastico, inser¢cdes de encaixe de plastico,
mangas espagadoras, mangas de fundigéo, espacadores de bloqueio e anéis de plastico ndo devem ser esterilizados antes da utilizagéo. Os pilares e instrumentos sao fornecidos néo
estéreis e devem ser limpos e esterilizados antes de serem utilizados.

Os dispositivos médicos fornecidos néo estéreis devem ser esterilizados da seguinte forma antes de serem utilizados no paciente:

Procedimento de esterilizagéo a vapor: Coloque a bolsa de autoclave que contém o artigo a esterilizar no autoclave e siga as instrugdes especificas fornecidas pelo fabricante para os
artigos embalados. Em geral, uma bolsa deve ser esterilizada por aquecimento durante 30 minutos a 250 °F (121 °C).

Instrugdes de limpeza para instrumentos reutilizaveis
Lavar com agua fria a morna durante dois minutos e meio. Para todas as pegas, colocar numa maquina de limpeza ultrassénica com um detergente enzimatico diluido em agua da
torneira, de acordo com as orientagdes do fabricante. Sonicar durante 10 minutos. Enxaguar com agua da torneira durante trés minutos.

Método de Fornecimento

Os implantes e pilares da Blue Sky Bio, LLC sao realizados de liga de titanio (ASTM F136) ou ouro de categoria médica.
Cuidado

A venda deste dispositivo esta limitada a, ou por ordem de, médicos ou dentistas autorizados.

Compatibilidade

BIO | Max NP BIO | Max NP é cirurgica e proteticamente compativel com o sistema de implante NobelActive NP.

BIO | Max RP BIO | Max RP é cirurgica e proteticamente compativel com o sistema de implante NobelActive RP.

BIO | Internal Hex BIO | Internal Hex é cirurgica e proteticamente compativel com os sistemas de implantes Zimmer/ZimVie Tapered Screw
Vent e Implant Direct Internal Hex Legacy3.

BIO | Quattro BIO | Quattro é cirurgica e proteticamente compativel com o sistema de implante Straumann Bone Level .

BIO | One Stage BIO | One Stage ¢ cirurgica e proteticamente compativel com o sistema de implante Straumann Tissue Level.

BIO | Conus BIO | Conus sscp
é cirurgica e proteticamente compativel com o sistema de implante Astra OsseoSpeed TX.

Disposigao:

O produto deve ser descartado de maneira ecologicamente correta, de acordo com as regulamentagdes locais. Os residuos perigosos de dispositivos contaminados ou objetos
cortantes devem ser descartados em recipientes adequados que atendam aos requisitos técnicos especificos.

Instrugoes de preenchimento do cartdao de implante

Foi fornecido um cartdo de implante com o dispositivo de implante. Destina-se a ser preenchido pelo prestador de cuidados de saude; e depois entregue ao paciente.
1. Nome do paciente ou ID do paciente - A ser preenchido pela instituigao/prestador de cuidados de saude

2. Data de implantagéo - A ser preenchido pela instituicdo/prestador de cuidados de saude

3. Nome e enderego da instituicdo e prestador de cuidados de saude - A ser preenchido pela instituigdo/prestador de cuidados de saude

4. Codigo de barras com informagdes do implante do paciente - presente no cartdo de implante
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Locais de texto a serem preenchidos a esquerda. Exemplo de cartdo de implante preenchido a direita com informagdes escritas em azul.

Os simbolos localizados no lado especifico do cartdo do implante podem ser encontrados na primeira pagina das Instrugées de Utilizagao.

Para clientes na Unido Europeia:

Para solicitar uma copia do Resumo de Seguranca e Desempenho Clinico (SSCP) para dispositivos implantaveis, envie um e-mail especificando o(s) numero(s)

do(s) artigo(s) para info@blueskybio.com

Por favor, comunique qualquer incidente grave ao fabricante e a autoridade competente do Estado-Membro onde o utilizador e/ou paciente esta estabelecido.

I‘mwswmquc
800 Liberty Drive
Libertyville, IL 60048

USA
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	1. Instructions for Base Abutments and for Custom abutments from Titanium Preformed Blanks
	2. Indications for use
	3. Blue Sky Bio CAD-CAM Abutments are intended to be used in conjunction with Blue Sky Bio endosseous dental implants in the maxillary or mandibular arch to provide support for single-unit or multi-unit prosthetic restorations.
	4. All digitally designed abutments for use with Blue Sky Bio CAD-CAM Abutments are intended to be sent to a Blue Sky Bio validated milling center for manufacture.
	5. Description
	6. Blue Sky Bio CAD-CAM Abutments include Titanium Base Abutments, Cobalt Base Abutments, and Titanium Blank Abutments. Titanium Base Abutments and Cobalt Base Abutments are provided in straight and 15  angled designs. Titanium Base Abutments and Coba...
	7. Fabrication of Suprastructure for Titanium and Cobalt Base Abutments
	8. The Blue Sky Bio validated milling center is sent the intraoral scan STL file and designs the superstructure using a computer software (CAD) the according to the design parameters below and the interproximal space available.
	9. The recommend material for milling (CAM) the superstructure is Zirconia Y-TZP, conforming to ISO 13356 Implants for surgery - Ceramic materials based on yttria-stabilized tetragonal zirconia (Y-TZP).
	10. Superstructure Bonding
	11. The superstructure may be bonded to the abutment by the milling center, or may be bonded by the clinician. The following instructions are to be followed in either case.
	Inspect the abutment for any defects. If any visible defects are present, do not use the abutment.
	Grit blasting of the base abutment is not required for proper bonding due to the retentive features on the base.
	Cleaning the base and the superstructure. Confirm there is no debris, grease, or other foreign matter present on any area to be cemented.
	Multilink Hybrid Abutment Cement (Ivoclar Vivadent AG) is recommended. Refer to the manufacturer’s instructions for proper mixing.
	Apply cement to the contact surfaces of the base abutment and press the superstructure onto the abutment following the anti-rotational features.
	Verify that both components are seated completely.
	Remove excess cement immediately and refer to the manufacturer’s instructions for proper curing procedures.
	Sterilize abutment according to the steam autoclaving instructions.
	12. Cobalt Base Abutments Workflow for Casting
	13. Cobalt Base Abutments (Straight) can be used as a base for a cast-to straight abutments only.
	14. Angled Cobalt Base Abutments are not indicated for cast-to final abutment).
	15.  The final one-piece abutment is fabricated using standard lost wax casting technique.
	16. Blue Sky Bio Titanium Preformed Blank Abutments
	17. The Blue Sky Bio validated milling center is sent the intraoral scan STL file and designs the final abutment using a computer software (CAD) the according to the design parameters below and the interproximal space available. The abutment is machin...
	18. Design Parameters
	19. The design parameters for Titanium Base Abutments, Cobalt Base Abutments (including caste-to abutments) and for custom abutments fabricated from Titanium Preformed Blank Abutments are:
	20. Minimum wall thickness –  0.4 mm
	21. Minimum post height for single-unit restorations – 4.0 mm;
	22. Minimum gingival height – 0.5 mm
	23. Maximum gingival height – 6.7 mm
	24. Maximum angulation
	25. Base Abutments (Straight) – superstructure maximum angle – 30
	26. Base Abutments (Angled 15 ) – superstructure maximum angle – 15  (total of 30 )
	27. Final custom milledabutments – 30
	28.
	29.

