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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.

3mm diameter implants are indicated only for maxillary lateral incisors and mandibular incisors.
Narrow diameter implants are not indicated to be used unsplinted in the posterior areas of the mouth.

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 di hepatic di 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, osseointegration 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.

3mm diameter implants are recommended for single-unit use in maxillary lateral and mandibular incisors only, with a maximum torque limit of 40 Ncm and are not indicated for
posterior areas of the mouth.

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.
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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. The orientation of the indexing feature of the abutment should match the orientation of 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.

Original Blue Sky Bio NP stock and custom abutments are recommended for molars and wide diameter implants for significantly added strength.

Blue Sky Bio custom millable abutments are intended to be only customized by computerized equipment.

The surfaces mating with the implant should not be modified by any means.

The design parameters for customized abutments fabricated from Titanium Alloy Blank Abutments are:
Minimum wall thickness — 0.4 mm

Minimum post height for single-unit restorations — 4.0mm

4.0 mm Minimum gingival height — 0.5 mm

Maximum gingival height — 6.7 mm

Maximum angulation — 30°

Compatibility:
BIO | Max NP BIO | Max NP is surgically and prosthetically compatible with the Nobel Active NP implant system.
BIO | Max RP BIO | Max RP is surgically and prosthetically compatible with the Nobel Active 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 (BL) 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.

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 BlueSkyBio International Implant Card

T“_) 1 1\? Jane Doe
2 @ 03/15/2021
o+ 3 o+ XYZ Surgical Center

()]
123 Healthcare Lane, Chicago IL

Dr. A.B. Curtis

www.blueskybio.com/pages/patientimplantinfo 4 ;
_ 37 10 ===

Locations of text to be filled on the Left. Example of a completed implant card on the right with written information in blue.

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

Instructions for Base Abutments and for Custom abutments from Titanium Alloy 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 Alloy Base Abutments, Cobalt Alloy Base Abutments, and Titanium Alloy Blank Abutments. Titanium Alloy Base Abutments and
Cobalt Alloy Base Abutments are provided in straight and 15° angled designs. Titanium Alloy Base Abutments and Cobalt Alloy Base abutments can support a zirconia superstructure or a
final restoration. Cobalt Alloy Base Abutments may be cast to a final one-piece abutment.

Fabrication of Suprastructure for Titanium Alloy and Cobalt Alloy 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 Alloy Base Abutments Workflow for Casting

Cobalt Alloy Base Abutments (Straight) can be used as a base for a cast-to straight abutments only.
Angled Cobalt Alloy 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 Alloy 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 Alloy Base Abutments, Cobalt Alloy Base Abutments (including caste-to abutments) and for custom abutments fabricated from Titanium Alloy
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 milled abutments — 30°

Cobalt Alloy cast-to abutments - 0°

Maximum divergence or angular correction between two implants is 60°

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.
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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

Cleaning and Sterilization
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, screws, shank sleeves, and metal impression transfers are non-sterile and must be sterilized prior to use. See steam sterilization procedure below.
Reusable instruments are supplied non-sterile, must be cleaned and sterilized prior to use. See cleaning instructions for reusable instruments AND steam sterilization procedure below.

Cleaning instructions for reusable instruments:

1. Rinse with cool-to-lukewarm water for two-and-one-half minutes.

2. For all parts place in an ultrasonic cleaner with an enzymatic detergent diluted with tap water per the manufacture's guidelines.
3. Sonicate for 10 minutes.

4. Rinse with tap water for three minutes.

Moist Heat (Steam) Sterilization Recommended Procedure:

Place the device inside a sterilizing pouch validated by the manufacturer

Load Sterilizer (Gravity-Displacement) with pouches in a way that steam can circulate freely
Set sterilization parameters: 30-minute exposure at minimum of 121 °C (250 °F)

Run Sterilization cycle for the full 30-minute exposure at the set temperature

Allow 15 minutes of drying time before opening the sterilizer

arwN =

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 (ASTM F136), chrome-cobalt alloy (ASTM F1537) or gold alloy.

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

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.

Please report any serious incident to the manufacturer

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

Page 5 0f 48 BS-LS-IFU-01 Rev 13 —2025-08



Instructions For Use

Blue Sky Bio, LLC Dental Implant Systems

mdi Europa GmbH
Langenhagener Stralle 71
D-30855 Langenhagen

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

(en)

USA Germany

C €o27

REF

Catalog number

Do not reuse

Caution, consult accompanying documents

HIE

Rx Onl

Caution federal law restricts this device to sale by
or on the order of a physician or properly licensed
practitioner

Manufacturer

Sterilized using Gamma Radiation

@)l A

Do not use if package is damaged

oW
—
— m
A
=

o)

Batch code

m
3|
Py
m
)

Authorized Representative in the European
community

Use by date

Non-sterile

Medical device

Unique device identifier

Date of manufacture

Single sterile barrier system with protective
packaging inside

Name and address of the implantation healthcare
institution / provider

Date of implantation

‘|Be | [ [F]|HC

==
=~

Patient name or Patient ID

Information website for patients

DI] elFU Indicator

Electronic Instructions For Use

> @0 E P

MR Conditional

Page 6 0of 48

BS-LS-IFU-01 Rev 13 —2025-08




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.
3mm diameter implants are indicated only for maxillary lateral incisors and mandibular incisors.

Narrow diameter implants are not indicated to be used unsplinted in the posterior areas of the mouth.

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, osseointegration 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.

3mm diameter implants are recommended for single-unit use in maxillary lateral and mandibular incisors only, with a maximum torque limit of 40 Ncm and are not indicated for
posterior areas of the mouth.

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.
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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. The orientation of the indexing feature of the abutment should match the orientation of 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.

Original Blue Sky Bio NP stock and custom abutments are recommended for molars and wide diameter implants for significantly added strength.

Blue Sky Bio custom millable abutments are intended to be only customized by computerized equipment.

The surfaces mating with the implant should not be modified by any means.

The design parameters for customized abutments fabricated from Titanium Alloy Blank Abutments are:
Minimum wall thickness — 0.4 mm

Minimum post height for single-unit restorations — 4.0mm

4.0 mm Minimum gingival height — 0.5 mm

Maximum gingival height — 6.7 mm

Maximum angulation — 30°

Compatibility:
BIO | Max NP BIO | Max NP is surgically and prosthetically compatible with the Nobel Active NP implant system.
BIO | Max RP BIO | Max RP is surgically and prosthetically compatible with the Nobel Active 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 (BL) 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.

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

123 Healthcare Lane, Chicago IL
Dr. A.B. Curtis

www.blueskybio.com/pages/patientimplantinfo

Locations of text to be filled on the Left. Example of a completed implant card on the right with written information in blue.
Symbolling located on the device specific side of the implant card can be found on the first page of the IFU.
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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.

Cleaning and Sterilization:
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, screws, shank sleeves and metal impression transfers, are supplied non-sterile and must be sterilized prior to use. See steam sterilization procedure below.

Reusable instruments are supplied non-sterile, must be cleaned and sterilized prior to use. See cleaning instructions and steam sterilization procedure below.

Cleaning instructions for reusable instruments:

1. Rinse with cool-to-lukewarm water for two-and-one-half minutes.

2. For all parts place in an ultrasonic cleaner with an enzymatic detergent diluted with tap water per the manufacture's guidelines.
3. Sonicate for 10 minutes.

4. Rinse with tap water for three minutes.

Moist Heat (Steam) Sterilization Recommended Procedure:

Place the device inside a sterilizing pouch validated by the manufacturer

Load Sterilizer (Gravity-Displacement) with pouches in a way that steam can circulate freely
Set sterilization parameters: 30-minute exposure at minimum of 121 °C (250 °F)

Run Sterilization cycle for the full 30-minute exposure at the set temperature

Allow 15 minutes of drying time before opening the sterilizer

arwN =

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 (ASTM F136), or gold alloy.

Caution
The sale of this device is restricted to, or by the order of, licensed physicians or dentists. (Prescription Use Only)

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.

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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Francais (fr)

Systémes d'implant dentaire Blue Sky Bio, LLC
Mode d'emploi

Indications

Les systemes d'implant sont destinés a soutenir des restaurations unitaires ou multiples dans le processus alvéolaire du maxillaire et de la mandibule, totalement ou partiellement
édenté.

Les implants de 3 mm de diamétre sont indiqués uniquement pour les incisives latérales maxillaires et mandibulaires.
Les implants de diametre étroit non plissés ne sont pas indiqués pour une utilisation dans les zones postérieures de la bouche.

Contre-indications

Les implants ne doivent jamais étre posés lorsqu'il existe des contre-indications générales associées a une chirurgie buccale non urgente. Les contre-indications absolues et relatives
comprennent, sans s'y limiter : Les allergies au titane, les maladies cardiaques et vasculaires, les troubles hémorragiques, les troubles psychologiques, le diabéte non controlé, les
troubles du tissu minéralisé, osseux ou conjonctif, les maladies rénales, les maladies hépatiques, les maladies auto-immunes, la diminution de la fonction immunitaire due a une
maladie ou a des médicaments, les troubles infectieux et les effets indésirables causés par des médicaments. D'autres contre-indications relatives incluent une mauvaise hygiéne
buccale, le bruxisme, la malnutrition, I'alcoolisme, le tabagisme et les antécédents de radiothérapie. En outre, le patient doit avoir un volume osseux résiduel adéquat pour la pose
d'implants de taille et de nombre suffisants pour supporter les charges fonctionnelles prévues auxquelles le patient soumettra ces implants.

Les implants étroits et les piliers angulés ne sont pas destinés a étre utilisés dans la région postérieure de la cavité buccale.

Avertissement

Les implants ne doivent étre posés et restaurés que par des praticiens agréés et formés a ces procédures. Des études préopératoires adéquates doivent étre réalisées pour
examiner les structures anatomiques et évaluer les exigences biomécaniques, fonctionnelles et esthétiques de chaque cas. Des radiographies ou d'autres examens diagnostiques
doivent étre effectués pour déterminer la position et la topographie du sinus maxillaire, des cavités nasales, du nerf alvéolaire inférieur, du trou mentonnier, de la position des dents
naturelles et d'autres caractéristiques anatomiques susceptibles d'affecter la pose de I'implant ou le diagnostic. La consultation entre le chirurgien, le dentiste chargé de la
restauration et le laboratoire dentaire est essentielle a la réussite de I'opération. Les risques liés a la pose et a la restauration d'implants sont notamment les suivants : infection,
échec de l'ostéointégration, perte d'os et de tissus mous, résultat esthétique défavorable, anesthésie, dysesthésie et paresthésie dans les zones bucco-faciales, infection des
sinus, délogement des implants et des instruments dans les structures environnantes, dommages aux dents adjacentes, implants non restaurables, fracture des implants ou des
composants de restauration et descellement des implants ou des composants de restauration. Chaque systéme d'implant posseéde des caractéristiques de mesure uniques pour
permettre la mise en place complete de I'implant a la profondeur souhaitée. Dans certains cas, les lignes de référence de la longueur de la fraise sont plus longues que la longueur
indiquée de I'implant. Il est recommandé au chirurgien spécialisé dans les implants de bien connaitre le systéeme de mesure utilisé et de prévoir une marge de sécurité appropriée a
proximité des dents et des structures vitales. Le fait de ne pas reconnaitre la différence entre la longueur réelle de la fraise et les mesures radiographiques peut entrainer une
lésion permanente des nerfs ou d'autres structures vitales en fraisant au-dela de la profondeur prévue, ce qui peut entrainer un engourdissement permanent de la levre inférieure
et du menton, ou causer d'autres |ésions. Chaque systeme implantaire présente des caractéristiques de conception spécifiques pour I'accouplement des implants, des piliers, des
composants prothétiques et des 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 Iésions des tissus ou encore des résultats esthétiques insatisfaisants, et par conséquent, le succés 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'ostéointégration immédiatement apres I'intervention chirurgicale ou aprés le processus
d’'ostéointégration. 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.

Les implants de 3 mm de diamétre sont recommandés pour une utilisation unitaire uniquement sur les incisives latérales maxillaires et mandibulaires, avec un couple maximal de 40
Ncm ; ils ne sont pas indiqués pour les zones postérieures de la cavité buccale.

Informations sur la sécurité de I'IRM

Bien que ces produits n'aient pas été soumis a des tests de sécurité IRM, I'analyse de la littérature indique que I'imagerie par résonance magnétique (IRM) d'un systéme
implantaire Blue Sky Bio, LLC ne présente aucun risque significatif dans certaines conditions et elle est considérée comme « slre sous conditions » dans les conditions d'imagerie
suivantes :

. Intensités du champ magnétique statique < 3 Tesla
. Gradients de champ magnétique jusqu'a 30 T/M (3 000 G/cm).

. Excitation RF :
Polarisation circulaire (CP) pour tous les points de repere situés au-dessus de I'ombilic ; aucune restriction d'excitation pour tous les points de repére situés en dessous
de I'ombilic.

. Mode de fonctionnement : Mode de fonctionnement normal dans la zone d'imagerie autorisée.
. Débit d'absorption spécifique (DAS) corps entier de 2 W/kg
. DAS maximal téte : Non évalué pour le point de repére téte

. Durée de I'acquisition : Aucune contrainte spécifique due a I'échauffement de I'implant
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Précautions procédurales, chirurgie

Tous les efforts doivent étre faits pour minimiser les Iésions des tissus-héte. Une attention particuliere doit étre accordée notamment aux traumatismes thermiques et chirurgicaux et
a I'élimination des contaminants et des sources d'infection. La procédure chirurgicale exige un haut degré de précision et de soin. Tout écart par rapport au principe du moindre
traumatisme possible lors de la pose de I'implant augmente le risque d'échec de I'ostéointégration. Toutes les procédures de fraisage doivent étre effectuées a une vitesse maximale
de 1 000 a 2 000 tours/minute avec une grande quantité d'eau. L'utilisation de fraises aff(tées, une hydratation suffisante, un mouvement de fraisage en va-et-vient, des cycles de
coupe courts, I'attente du refroidissement de I'os et I'utilisation de fraises-guides de tailles de plus en plus grandes sont essentiels. Veuillez consulter notre site Internet pour connaitre
la séquence spécifique des fraises pour chaque type et taille d'implant. Il est nécessaire de prendre des précautions particuliéres pour éviter une préparation excessive ou insuffisante
de l'ostéotomie. Les implants doivent étre insérés de maniere a étre stables et ne pas étre mobiles. Un couple d'insertion excessif (supérieur a 60 Ncm) peut endommager I'implant
ou les instruments et entrainer une fracture ou une nécrose du site osseux. Tous les instruments utilisés en chirurgie doivent étre maintenus en bon état et il faut veiller a ce que les
instruments n'endommagent pas les implants ou d'autres composants. Des précautions doivent étre prises pour éviter I'ingestion ou I'aspiration des composants utilisés en dentisterie
implantaire. Apres la pose de I'implant, I'évaluation de la qualité de I'os et de la stabilité initiale par le chirurgien déterminera le moment ou les implants pourront étre mis en charge.
Un protocole de suivi approprié doit étre respecté.

Précautions procédurales, prothéses

Il est particulierement important de bien répartir les contraintes en adaptant passivement le bridge aux piliers de I'implant, en ajustant I'occlusion a la méachoire opposée et en
évitant les forces de charge transversales excessives. La mise en charge immédiate et la temporisation immédiate nécessitent des précautions supplémentaires et ne conviennent
pas a tous les cas. En raison de la petite taille des composants prothétiques, il faut veiller a ce gqu'ils ne soient pas avalés ou aspirés par le patient.

Instructions relatives aux piliers pour la restauration des implants Blue Sky Bio, LLC
Aprés une ostéointégration adéquate, les implants doivent étre découverts, si nécessaire, et la vis de couverture doit étre retirée. La partie interne de I'implant doit étre irriguée,

débarrassée des débris et séchée. Si nécessaire, un pilier de cicatrisation doit étre mis en place et les tissus doivent pouvoir cicatriser autour du pilier de cicatrisation. Un pilier
définitif compatible avec I'implant doit étre choisi. L'orientation de I'indexation du pilier doit correspondre a I'orientation de l'indexation interne de I'implant. Une radiographie permet de
vérifier que le pilier est bien en place.

Si le pilier est modifié en laboratoire, I'orientation correcte du pilier dans I'implant doit étre identifiée a I'aide d'un gabarit de transfert ou de tout autre dispositif de transfert. La mise en
place finale du pilier doit étre effectuée a I'aide d'un tournevis d'insertion compatible avec le systéme d'implant sélectionné et d'une clé dynamométrique appliquant un couple de 30
Ncm sur le pilier ou la vis de fixation. Les piliers ne doivent pas étre trop préparés et la rétention de la restauration et la résistance du pilier doivent étre prises en considération. Il est
recommandé de retirer moins de 50 % de la structure des piliers personnalisables et moins de 30 % des piliers droits. Ne pas modifier le pilier a la jonction avec 'implant. L’angulation
du pilier ne doit pas étre différente 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. Une restauration doit étre fabriquée et insérée, tout en s'assurant que la restauration est stable et que la charge occlusale est
appropriée. L'utilisation de piliers multi-unit pour des restaurations fixes est réservée aux restaurations multiples fixées par une attelle.

Les piliers Blue Sky Bio NP originaux, en stock ou sur mesure, sont recommandés pour les molaires et les implants de grand diamétre, pour une résistance significativement accrue

Les piliers usinables Blue Sky Bio sur mesure sont congus pour étre personnalisés uniquement par ordinateur

Les surfaces de contact avec I'implant ne doivent en aucun cas étre modifiées.

Les parameétres de conception des piliers personnalisés fabriqués a partir de piliers bruts en alliage de titane sont les suivants :
Epaisseur de la paroi minimale — 0,4 mm

Hauteur minimale du tenon pour les restaurations d'une seule dent — 4,0 mm

4,0 mm Hauteur gingivale minimale — 0,5 mm

Hauteur gingivale maximale — 6,7 mm

Angulation maximale : 30 °

Compatibilité :

BIO | Max NP BIO | Max NP est compatible, tant sur le plan chirurgical que prothétique, avec le systéme implantaire NobelActive NP.

BIO | Max RP BIO | Max RP est compatible, tant sur le plan chirurgical que prothétique, avec le systeme implantaire NobelActive RP.

BIO | Internal Hex BIO | Hexagone interne est compatible, tant sur le plan chirurgical que prothétique, avec les systemes implantaires
Zimmer/ZimVie Tapered Screw Vent et Implant Direct Internal Hex Legacy3.

BIO | Quattro BIO | Quattro est compatible, tant sur le plan chirurgical que prothétique, avec le systéme implantaire Straumann Bone
Level (BL).

BIO | One Stage BIO | One Stage est compatible, tant sur le plan chirurgical que prothétique, avec le systéme implantaire Straumann
Tissue Level.

BIO | Conus BIO | Conus est compatible, tant sur le plan chirurgical que prothétique, avec le systéme implantaire Astra OsseoSpeed
TX.

Instructions pour remplir la carte d'implant

Une carte d'implant est fournie avec le composant implantaire. Elle est destinée a étre complétée par le professionnel de santé, puis remise au patient.
1. Nom ou identifiant du patient — A remplir par I'établissement/le prestataire de soins

2. Date d'implantation — A remplir par I'établissement/le prestataire de soins

3. Nom et adresse de I'établissement/du prestataire de soins — A remplir par I'établissement/le prestataire de soins

4. Code-barres des informations d'implantation du patient — Présent sur la carte d'implant
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La symbolisation située sur le cété spécifique du dispositif de la carte d'implant se trouve sur la premiére page de la notice d'utilisation.

Soins de suivi

Les patients doivent recevoir des instructions sur I'hnygieéne bucco-dentaire et I'entretien des implants et des restaurations. Des rendez-vous de suivi périodiques doivent étre prévus pour
confirmer et maintenir la fonction

adéquate des implants et la santé des tissus adjacents.

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

Les instruments a usage unique portent le symbole « Ne pas réutiliser » sur I'étiquette et doivent étre jetés aprés usage chirurgical.

®

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

Instruments réutilisables :
Un retraitement fréquent a des effets mineurs sur les instruments. La fin de vie du produit est déterminée par l'usure et les dommages subis pendant I'utilisation. Par conséquent, les
instruments généraux peuvent étre réutilisés avec les précautions appropriées, a condition qu'ils ne soient ni endommagés ni contaminés.

Toutes les pieces des instruments doivent étre soigneusement évaluées pour détecter tout dommage visible et/ou leur bon état de fonctionnement.

Le dispositif doit étre inspecté visuellement avant chaque utilisation pour détecter tout dommage. Ne pas utiliser le dispositif en cas de dommage.

Nettoyage et stérilisation
Tous les implants sont fournis stériles et ne doivent étre utilisés qu'une seule fois avant la date de péremption indiquée sur I'étiquette. Ne pas utiliser d'implants dont I'emballage a été

endommagé ou ouvert.

Les analogues, les transferts d'empreinte en plastique, les tubes guides, les manchons de paraffine, les piliers calcinables en plastique, les inserts a pression en plastique, les
manchons d'espacement, les manchons de coulée, les espaceurs de blocage et les bagues en plastique ne doivent pas étre stérilisés avant utilisation

Les piliers, les vis, les manchons de tige et les transferts d'empreinte en métal sont non stériles et doivent étre stérilisés avant utilisation. Voir la procédure de stérilisation a la vapeur
ci-dessous.

Les instruments réutilisables sont fournis non stériles et doivent étre nettoyés et stérilisés avant utilisation. Voir les instructions de nettoyage des instruments réutilisables ET la
procédure de stérilisation a la vapeur ci-dessous.

Directives de nettoyage des instruments réutilisables :

1. Rincer a I'eau tiéde et laisser refroidir pendant deux minutes et demie.

2 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.
3.  Agiter pendant 10 minutes.

4 Rincer a I'eau du robinet pendant trois minutes.

Procédure de stérilisation a la chaleur humide (vapeur) recommandée :

Placer le dispositif dans un sachet de stérilisation homologué par le fabricant.

Charger le stérilisateur (par gravité) avec les sachets de maniére a ce que la vapeur puisse circuler librement.
Régler les paramétres de stérilisation : Exposition de 30 minutes a une température minimale de 121 °C (250 °F).
Effectuer le cycle de stérilisation durant 30 minutes a la température définie.

Attendre 15 minutes de séchage avant d'ouvrir le stérilisateur.

arwN=
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Méthode d'approvisionnement

Les implants, Blue Sky Bio, LLC sont fabriqués en alliage de titane de qualité médicale (ASTM F136).
Les piliers Blue Sky Bio, LLC sont fabriqués en alliage de titane de qualité médicale (ASTM F136) ou en alliage d'or.

Mise en garde
La vente de ce dispositif est réservée aux médecins ou dentistes agréés, ou sur ordonnance de ces derniers. Usage sur ordonnance uniquement.

Elimination :
Ce produit doit étre éliminé de maniére écologique, conformément a la réglementation locale. Les déchets dangereux de dispositifs contaminés ou d'objets tranchants doivent étre
éliminés dans des conteneurs adaptés, conformes aux exigences techniques spécifiques.

Pour les clients de I'Union européenne :
Pour demander une copie du Résumé des caractéristiques de sécurité et des performances cliniques (RCSPC) des dispositifs implantables, veuillez envoyer un courriel en 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, 1l 60048
USA
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Gebrauchsanweisung

Blue Sky Bio, LLC-Dentalimplantatsysteme
(de)

Blue Sky Bio, LLC mdi Europa GmbH

800 Liberty Dr Langenhagener Stral3e 71

Libertyville, IL 60048 D-30855 Langenhagen 0297
USA Germany
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Deutsch (de)

Blue Sky Bio, LLC Dentalimplantatsysteme

Gebrauchsanweisung
Indikationen

Die Implantatsysteme sind zur Unterstlitzung fiir einzelne oder mehrere Restaurationen im vollstandig oder teilweise zahnlosen Alveolarfortsatz des Unter- oder Oberkiefers
vorgesehen.

Implantate mit einem Durchmesser von 3 mm sind nur fiir die lateralen Schneidezéhne des Oberkiefers und die Schneidezahne des Unterkiefers indiziert.
Implantate mit geringem Durchmesser sind nicht fir eine nicht gesplintete Verwendung in den Seitenzahnbereichen des Mundes indiziert.

Kontraindikationen

Die Implantate sollten nicht eingesetzt werden, wenn allgemeine Kontraindikationen im Zusammenhang mit elektiven oralen Eingriffen bestehen. Zu den absoluten und relativen
Kontraindikationen gehéren unter anderem: Titan-Allergie, Herz- und GefaRerkrankungen, Blutungsstérungen, psychische Stérungen, nicht eingestellter Diabetes mellitus,
Mineralstoff-, Knochen- oder Bindegewebserkrankungen, Nierenerkrankungen, Lebererkrankungen, Autoimmunerkrankungen, verminderte Immunfunktion aufgrund von Krankheiten
oder Medikamenten, Infektionskrankheiten und durch Medikamente verursachte unerwiinschte Beschwerden. Weitere relative Kontraindikationen sind schlechte Mundhygiene,
Bruxismus, Unterernahrung, Alkoholismus, Tabakkonsum und eine Strahlentherapie in der Vorgeschichte. Dariiber hinaus muss der Patient Uber ein ausreichendes
Restknochenvolumen verfligen, damit Implantate in ausreichender GréRe und Anzahl eingesetzt werden kdnnen, um die zu erwartenden funktionellen Belastungen zu unterstiitzen,
denen der Patient diese Implantate aussetzen wird.

Schmale Implantate und abgewinkelte Abutments sind nicht fiir die Verwendung im Seitenzahnbereich des Mundes vorgesehen.

Warnung

Implantate sollten nur von Arzten eingesetzt und restauriert werden, die fiir diese Verfahren zugelassen und ausgebildet sind. Es sollten angemessene praoperative
Untersuchungen erfolgen, um die anatomischen Strukturen zu untersuchen und die biomechanischen, funktionellen und asthetischen Anforderungen jedes einzelnen Falles zu
beurteilen. Zur Bestimmung der Position und Topografie der Kieferhéhle, der Nasenhohlen, des N. alveolaris inferior, des Foramen mentale, der natlrlichen Zahnpositionen und
anderer anatomischer Merkmale, die sich auf die Implantation oder die Prognose auswirken kdnnen, sollten Rontgenaufnahmen oder andere diagnostische Untersuchungen
durchgefiihrt werden. Die Abstimmung zwischen dem Chirurgen, dem restaurierenden Zahnarzt und dem Dentallabor ist fir den Erfolg entscheidend. Zu den Risiken des
Implantateinsatzes und der Implantatrestauration gehdren unter anderem: Infektion, Scheitern der Osseointegration, Verlust von Knochen und Weichgewebe, unglinstiges
asthetisches Ergebnis, Anasthesie, Dysasthesie und Parasthesie im Mund- und Gesichtsbereich, Sinusinfektion, Verlagerung von Implantaten und Instrumenten in die
umliegenden Strukturen, Beschadigung von Nachbarzahnen, nicht restaurierbare Implantate, Bruch von Implantaten oder restaurativen Komponenten und Lockerung von
Implantaten oder restaurativen Komponenten. Jedes Implantatsystem verfugt Uber einzigartige Messeigenschaften, um den vollstandigen Sitz des Implantats in der gewlinschten
Tiefe zu ermdglichen. In einigen Fallen sind die Referenzlinien fiir die Bohrlange langer als die angegebene Lange des Implantats. Es wird empfohlen, dass sich der implantierende
Chirurg mit dem spezifischen Messsystem griindlich vertraut macht und einen angemessenen Sicherheitsabstand zu den Zahnen und vitalen Strukturen einhalt. Wird der
Unterschied zwischen der tatsachlichen Léange des Bohrers und den Réntgenmessungen nicht erkannt, kann das folgliche Bohren (iber die vorgesehene Tiefe hinaus zu einer
dauerhaften Verletzung der Nerven oder anderer lebenswichtiger Strukturen fiihren, was moglicherweise zu einer dauerhaften Taubheit der Unterlippe und des Kinns oder anderen
Verletzungen fiihrt. Jedes Implantatsystem hat spezifische Designmerkmale fiir die passenden Implantate, Abutments, prothetischen Komponenten und Instrumente. Die
Kombination von Instrumenten und Komponenten, die firr 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 mégliche
Ursachen fir das Scheitern der Osseointegration, sowohl unmittelbar nach der Operation als auch nach der anfanglichen Osseointegration. Praoperative Hart- oder
Weichgewebsdefizite kdnnen ein beeintrachtigtes asthetisches Ergebnis oder eine ungiinstige Implantatangulation zur Folge haben. Bei Kindern wird die Behandlung erst dann
empfohlen, wenn bestatigt werden kann, dass das Alveolarwachstum abgeschlossen ist.

Implantate mit einem Durchmesser von 3 mm werden nur zur Verwendung fiir Einzelzahne der lateralen Schneidezéhne des Oberkiefers und der Schneidezahne des Unterkiefers mit
einem maximalen Drehmoment von 40 Ncm empfohlen. Sie sind nicht fur die Seitenzahnbereiche des Mundes indiziert.

MRT-Sicherheitsinformationen

Diese Produkte wurden keinen MRT-Sicherheitstests unterzogen, doch eine Analyse der Literatur weist darauf hin, dass beim Scannen der Implantatsysteme von Blue Sky Bio,
LLC unter bestimmten Bedingungen keine signifikanten Risiken bestehen. Sie gelten unter den folgenden Scanbedingungen als ,bedingt MRT-sicher":

. Starke des statischen Magnetfeldes von < 3 Tesla
. Magnetfeldgradienten bis zu 30 T/m (3000 G/cm)

. HF-Anregung:
Zirkular polarisiert (CP) fir alle Orientierungspunkte oberhalb des Umbilicus — keine Anregungseinschrankungen fir Orientierungspunkte unterhalb des Umbilicus

. Betriebsmodus: Normaler Betriebsmodus im zugelassenen Bildgebungsbereich
. Ganzkorper-SAR (spezifische Absorptionsrate) von 2 W/kg
. Maximale Kopf-SAR: Fir Kopf-Orientierungspunkt nicht beurteilt

. Scandauer: Keine spezifischen Einschrankungen aufgrund von Implantaterwarmung

Verfahrenstechnische VorsichtsmaBnahmen, Chirurgie
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Es sind alle Anstrengungen zu unternehmen, um die Schadigung des Wirtsgewebes zu minimieren. Insbesondere muss auf thermische und chirurgische Traumata sowie auf die
Beseitigung von Verunreinigungen und Infektionsquellen geachtet werden. Das chirurgische Vorgehen erfordert ein hohes MaR an Prazision und Sorgfalt. Jede Abweichung vom
Prinzip des geringstmdglichen Traumas beim Einsetzen des Implantats erhoht das Risiko, dass die Osseointegration nicht gelingt. Alle Bohrungen sollten mit maximal 1000—

2000 Umdrehungen pro Minute und unter reichlicher Spiilung erfolgen. Die Verwendung scharfer Bohrer, eine ausreichende Spulung, eine Auf- und Abbewegung beim Bohren, kurze
Schneidezyklen, das Abwarten der Abkiihlung des Knochens und die Verwendung von Pilotbohrern in sukzessive ansteigenden GréRen sind unerlasslich. Die spezifische
Reihenfolge der Bohrer fiir jeden Implantattyp und jede ImplantatgréRe finden Sie auf unserer Website. Es ist besonders darauf zu achten, dass eine Uber- oder Unterpraparation der
Osteotomie vermieden wird. Die Implantate sollten so eingesetzt werden, dass sie stabil sind und keinerlei Bewegungsspielraum haben. Ein ibermaRiges Eindrehmoment (mehr als
60 Ncm) kann zu Schaden am Implantat oder an den Instrumenten sowie zu Frakturen oder Nekrosen an der Knochenstelle fiihren. Alle bei der Operation verwendeten Instrumente
muissen in gutem Zustand gehalten werden, und es muss darauf geachtet werden, dass die Instrumente die Implantate oder andere Komponenten nicht beschadigen. Es sind
VorsichtsmaRnahmen zu treffen, um das Verschlucken oder Aspirieren von Komponenten, die bei der Implantologie verwendet werden, zu vermeiden. Nach dem Einsetzen der
Implantate bestimmt der Chirurg anhand der Beurteilung der Knochenqualitat und der anfanglichen Stabilitat, wann die Implantate belastet werden kénnen. Es sollte ein
angemessener Nachsorgeplan befolgt werden.

Verfahrenstechnische VorsichtsmaBnahmen, Prothesen

Besonders wichtig ist die richtige Spannungsverteilung durch passive Adaptation und Anpassung der Briicke an die Implantatabutments, die Anpassung der Okklusion an den
Gegenbiss und die Vermeidung libermaRiger transversaler Belastungskrafte. Sofortige Belastung und sofortige Provisorien erfordern zusatzliche Vorsichtsmanahmen und sind
nicht fir alle Falle geeignet. Aufgrund der geringen GroRe der Prothesenteile muss darauf geachtet werden, dass sie vom Patienten nicht verschluckt oder aspiriert werden.

Anleitung fiir Abutments zur Restauration von Blue Sky Bio, LLC Implantaten
Nach ausreichender Osseointegration sollten die Implantate, falls erforderlich, freigelegt und die Verschlussschraube entfernt werden. Der innere Teil des Implantats sollte gesplilt,

von Ablagerungen befreit und getrocknet werden. Falls erforderlich, sollte ein Gingivaformer eingesetzt werden, um das Gewebe um den Gingivaformer herum einheilen zu lassen.
Das endgultige Abutment sollte so gewahlt werden, dass es mit dem Implantat kompatibel ist. Die Ausrichtung des Indexierungsmerkmals des Abutments sollte mit der Ausrichtung
des internen Indexierungsmerkmals des Implantats tGbereinstimmen. Ein adéquater Sitz kann anhand einer Réntgenaufnahme tberprift werden.

Wird das Abutment in einem Labor modifiziert, sollte die korrekte Ausrichtung des Abutments im Implantat mithilfe einer Ubertragungslehre oder einer anderen
Ubertragungsvorrichtung ermittelt werden. Das Einsetzen des endgiiltigen Abutments sollte mit einem Eindrehinstrument, das mit dem gewéhlten Implantatsystem kompatibel ist, und
einem Drehmomentschliissel erfolgen, der ein Drehmoment von 30 Ncm auf das Abutment oder die Befestigungsschraube ausiibt. Abutments sollten nicht zu stark prapariert werden,
und die Retention der Restauration und die Festigkeit des Abutments sollten berlcksichtigt werden. Es wird empfohlen, weniger als 50 % der Struktur von anpassbaren Abutments und
weniger als 30 % von geraden Abutments zu entfernen. Abutment an der Verbindungsstelle mit dem Implantat nicht verandern. Der Abutment-Winkel sollte nicht von der angegebenen
Angulation abweichen. Eine wesentliche Veranderung des Abutments kann die strukturelle Integritat gefahrden und zu vorzeitigem Defekt fihren. Abutment an der Verbindungsstelle
mit dem Implantat nicht verandern. Es sollte eine Restauration angefertigt und eingesetzt werden, wobei darauf zu achten ist, dass die Restauration stabil und die okklusale Belastung
angemessen ist. Mehrteilige Abutments fiir feste Restaurierungen nur fir Restaurierungen mit mehreren Stegverbindungen verwenden.

Originale Blue Sky Bio NP Standard- und individuelle Abutments werden fiir deutlich erhéhte Kraft fir Backenzahne und breite Implantate empfohlen.

Blue Sky Bio individuelle frasbare Abutments sind ausschlieflich zur Anpassung durch computergesteuerte Ausriistung vorgesehen.
Die Oberflachen, die mit dem Implantat in Kontakt kommen, sollten auf keinerlei Weise modifiziert werden.

Die Designparameter fur Abutments, die aus vorgefertigten Abutments aus Titan-Legierung maRgefertigt werden, sind:

Minimale Wandstéarke — 0,4 mm

Minimale Héhe des Implantatkdrpers fir Einzelzahnrestaurationen — 4,0 mm

4,0 mm Minimale Gingivahéhe — 0,5 mm

Maximale Gingivahéhe — 6,7 mm

Maximale Angulation — 30°

Kompatibilitat:
BIO | Max NP BIO | Max NP ist chirurgisch und prothetisch kompatibel mit dem NobelActive NP Implantatsystem.
BIO | Max RP BIO | Max RP ist chirurgisch und prothetisch kompatibel mit dem NobelActive RP Implantatsystem.
BIO | Internal Hex BIO | Internal Hex ist chirurgisch und prothetisch kompatibel mit den Zimmer/ZimVie Tapered Screw Vent und Implant
Direct Internal Hex Legacy3 Implantatsystemen.
BIO | Quattro BIO | Quattro ist chirurgisch und prothetisch kompatibel mit dem Straumann Bone Level (BL) Implantatsystem.
BIO | One Stage BIO | One Stage ist chirurgisch und prothetisch kompatibel mit dem Straumann Tissue Level Implantatsystem.
BIO | Conus BIO | Conus ist chirurgisch und prothetisch kompatibel mit dem Astra OsseoSpeed TX Implantatsystem.

Anweisungen zum Ausfiillen der Implantatkarte

Dem Implantat liegt eine Implantatkarte bei. Sie soll vom Gesundheitsdienstleister ausgefillt und dem Patienten ausgehandigt werden.

1. Name des Patienten oder Patienten-ID — von der Gesundheitseinrichtung/dem Gesundheitsdienstleister auszufillen

2. Implantationsdatum — von der Gesundheitseinrichtung/dem Gesundheitsdienstleister auszufiillen

3. Name und Adresse der Gesundheitseinrichtung und des Gesundheitsdienstleisters — von der Gesundheitseinrichtung/dem Gesundheitsdienstleister auszufiillen
4. QR-Code fiir Informationen zum Implantat des Patienten — auf Implantatkarte vorhanden
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Die Symbole auf der produktspezifischen Seite der Implantatkarte sind auf der ersten Seite der Gebrauchsanweisung zu finden.

Nachsorge

Die Patienten sollten in angemessener Mundhygiene und Pflege der Implantate und Restaurationen unterwiesen werden. In regelmagigen Abstanden sollten Kontrolltermine
wahrgenommen werden, um die
Funktion der Implantate und die Gesundheit des umliegenden Gewebes zu Uberprifen und zu erhalten.

Einwegprodukte:
Einwegprodukte dirfen nicht aufbereitet werden. Das Aufbereiten kdnnte zu einem Verlust mechanischer, chemischer und/oder biologischer Eigenschaften fiihren. Eine
Wiederverwendung kénnte zu Kreuzkontamination fiihren.

Einwegprodukte sind mit dem Symbol ,Nicht wiederverwenden” gekennzeichnet und missen nach der chirurgischen Verwendung entsorgt werden.

®

Einwegprodukte diirfen nach der chirurgischen Verwendung nicht aufbereitet werden. Durch die Wiederverwendung von Einwegprodukten entsteht das Risiko einer Kontamination oder

eines Produktfehlers, was zu einer Verletzung, Erkrankung oder zum Tod des Patienten fiihren kann.

Wiederverwendbare Instrumente:
Eine haufige Aufbereitung hat geringe Auswirkungen auf die Instrumente. Das Ende der Nutzungsdauer ist durch die Abnutzung und Schaden bei der Verwendung bestimmt. Daher
kénnen allgemeine Instrumente mit der angemessenen Vorsicht wiederverwendet werden, sofern sie unbeschadigt und nicht kontaminiert sind.

Alle Teile der Instrumente missen griindlich auf sichtbare Schaden und/oder die korrekte Funktion Uberprift werden.

Produkte sollten vor jeder Verwendung einer Sichtpriifung auf Schaden unterzogen werden. Das Produkt nicht verwenden, wenn Schaden festgestellt werden.

Reinigung und Sterilisation
Alle Implantate werden steril geliefert und sind nur zum einmaligen Gebrauch vor Ablauf des angegebenen Verfallsdatums bestimmt. Die Implantate diirfen nicht verwendet werden,
wenn die Verpackung beschadigt oder zuvor geéffnet wurde.

Analoge, Kunststoff-Abdrucktransfers, Fihrungsrohre, Wachshiilsen, ausbrennbare Kunststoff-Abutments, Kunststoff-Schnappeinséatze, Abstandshiilsen, Gusshilsen, Block-Out-
Abstandshalter und Kunststoffringe sollten vor der Verwendung nicht sterilisiert werden.

Abutments, Schrauben, Schafthiilsen und Metall-Abdrucktransfers sind nicht steril und miissen vor der Verwendung sterilisiert werden. Siehe Verfahren der Dampfsterilisation unten.

Wiederverwendbare Instrumente werden nicht steril geliefert und missen vor der Verwendung gereinigt und sterilisiert werden. Siehe Reinigungshinweise fiir wiederverwendbare
Instrumente UND Verfahren der Dampfsterilisation unten.

Reinigungshinweise fiir wiederverwendbare Instrumente:

1. Mit kiihlem bis lauwarmem Wasser zweieinhalb Minuten lang abspdlen.

2. Alle Teile in einen Ultraschallreiniger mit einem enzymatischen Reinigungsmittel legen, das gemaf den Richtlinien des Herstellers mit Leitungswasser verdiinnt wurde.
3. 10 Minuten lang beschallen.

4. Mit Leitungswasser drei Minuten lang abspdilen.

Empfohlenes Verfahren zur Sterilisation mit feuchter Hitze (Dampf):

Das Produkt in einen Sterilisationsbeutel legen, der vom Hersteller validiert ist.

Sterilisierer (Schwerkraftverdrangung) mit Beuteln beladen, sodass der Dampf frei zirkulieren kann.
Sterilisationsparameter einstellen: 30 Minuten bei mindestens 121 °C.

Sterilisationszyklus die gesamten 30 Minuten bei der eingestellten Temperatur durchfiihren.

15 Minuten warten, bevor der Sterilisierer gedffnet wird, damit der Inhalt trocknen kann.

arwN =
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Lieferform

Blue Sky Bio, LLC Implantate werden aus einer medizinischen Titanlegierung (ASTM F136) hergestellt.
Blue Sky Bio, LLC Abutments werden aus einer medizinischen Titanlegierung (ASTM F136) oder einer Goldlegierung hergestellt.

Achtung
Der Verkauf dieses Produkts ist nur auf zugelassene Arzte oder Zahnarzte oder auf eine Bestellung derselben beschrankt. Rezeptpflichtig.

Entsorgung:
Das Produkt sollte umweltfreundlich und gemaf den 6rtlichen Vorschriften entsorgt werden. Gefahrliche Abfélle aus kontaminierten Produkten oder scharfen Gegenstanden sollten in
geeigneten Behaltern entsorgt werden, die den spezifischen technischen Anforderungen entsprechen.

Fiir Kunden in der Européischen Union:
Um eine Kopie der Zusammenfassung der Sicherheit und klinischen Leistung (SSCP) fiir implantierbare Geréte anzufordern, bitte eine E-Mail unter Angabe der Artikelnummer(n)

an info@blueskybio.com senden.

Jeden schwerwiegenden Vorfall dem Hersteller und der zustédndigen Behdrde des Mitgliedstaats melden, 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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Istruzioni per l'uso

Sistemi di impianto dentale Blue Sky Bio, LLC

(it)

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

mdi Europa GmbH
Langenhagener Stral3e 71
D-30855 Langenhagen

C 60297
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Attenzione la legge federale limita la vendita di
questo dispositivo da parte o su ordine di un
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Codice lotto
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Utilizzare entro la data

Non sterile

Dispositivo medico

Identificativo univoco del dispositivo

Data di fabbricazione

Sistema a barriera sterile singola con imballaggio
protettivo interno
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fornitore che ha effettuato I'impianto
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A compatibilita condizionata alla RM
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Italiano (it)

Sistemi implantari dentali Blue Sky Bio, LLC

Istruzioni per lI'uso
Indicazioni

| sistemi implantari sono destinati a essere utilizzati come supporto a protesi singole o multiple nel processo alveolare mandibolare o mascellare completamente o parzialmente
edentulo.

Gli impianti del diametro di 3 mm sono indicati solo per gli incisivi laterali mascellari e gli incisivi mandibolari.
Gli impianti di diametro ristretto non sono indicati per I'uso non splintato nelle aree posteriori della bocca.

Controindicazioni

Gli impianti non devono mai essere applicati in caso di controindicazioni generali associate alla chirurgia orale elettiva. Controindicazioni assolute e relative comprendono, ma senza
limitazioni: allergia al titanio, malattie cardiovascolari, disturbi emorragici, disturbi psicologici, diabete mellito non controllato, disturbi minerali, ossei o del tessuto connettivo, malattie
renali, malattie epatiche, disturbi autoimmuni, ridotta funzionalita immunitaria dovuta a malattie o farmaci, malattie infettive e condizioni avverse dovute a farmaci. Ulteriori
controindicazioni relative includono scarsa igiene orale, bruxismo, malnutrizione, alcolismo, uso di tabacco e anamnesi di radioterapia. Inoltre, il paziente necessita di un adeguato
volume di osso residuo per I'applicazione di impianti di dimensioni e numero sufficienti a sostenere i carichi funzionali previsti cui il paziente sottoporra tali impianti.

Gli impianti ristretti e gli abutment angolati non sono indicati per 'uso nella regione posteriore della bocca.

Avvertenza

Gli impianti devono essere applicati e ricostruiti unicamente da medici autorizzati e formati per eseguire queste procedure. Devono essere eseguiti adeguati studi preoperatori per
esaminare le strutture anatomiche e valutare i requisiti biomeccanici, funzionali ed estetici di ciascun caso. E necessario eseguire radiografie o altre revisioni diagnostiche per
determinare la posizione e la topografia del seno mascellare, delle cavita nasali, del nervo alveolare inferiore, del forame mentoniero, delle posizioni naturali dei denti e di altre
caratteristiche anatomiche che possono influenzare il posizionamento dell'impianto o la prognosi. La consultazione tra il chirurgo, il protesista e il laboratorio odontotecnico &
essenziale per il successo. | rischi associati al posizionamento e restauro di un impianto includono, ma senza limitazioni: infezione, mancata osteointegrazione, perdita di ossa e
tessuti molli, risultato estetico insoddisfacente, anestesia, disestesia e parestesia nelle aree orale e facciale, infezione dei seni, dislocamento di impianti e strumenti nelle strutture
circostanti, danni ai denti adiacenti, impianti non restaurabili, frattura di impianti o componenti protesici e allentamento di impianti o componenti protesici. Ogni sistema implantare
presenta caratteristiche di misurazione uniche per consentire il completo posizionamento in sede dell'impianto alla profondita desiderata. In alcuni casi, le linee di riferimento della
lunghezza della fresa hanno una misura maggiore rispetto alla lunghezza dichiarata dell'impianto. Si raccomanda che il chirurgo implantologo abbia familiarita con lo specifico
sistema di misurazione utilizzato e fornisca un adeguato margine di sicurezza attorno a qualsiasi dente e struttura vitale. Il mancato riconoscimento della differenza tra la lunghezza
effettiva della fresa e le misurazioni radiografiche pud provocare lesioni permanenti ai nervi o ad altre strutture vitali perforando oltre la profondita prevista, con potenziale
conseguente intorpidimento permanente del labbro inferiore e del mento o altre lesioni. Ogni sistema implantare ha caratteristiche di design specifiche per I'accoppiamento di
impianti, abutment, componenti protesiche e 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 dellimpianto. Per quanto riguarda i bambini, non si consiglia un trattamento fino a quando non abbiano raggiunto la completa crescita alveolare.

Si raccomanda I'uso di impianti del diametro di 3 mm di una singola unita solo negli incisivi mascellari laterali e mandibolari, con un limite massimo di coppia di 40 Ncm e non per le
aree posteriori della bocca.

Informazioni sulla sicurezza nella RM

Sebbene questi prodotti non siano stati sottoposti a test di sicurezza nel contesto RM, I'analisi della letteratura indica che la scansione di un sistema implantare Blue Sky Bio, LLC
non presenta rischi significativi in condizioni specifiche e vengono pertanto considerati "a compatibilita RM condizionata" nelle seguenti condizioni di scansione:

. Intensita del campo magnetico statico <3 Tesla
. Gradienti di campo magnetico massimo 30 T/M (3000 G/cm).

. Eccitazione RF:
polarizzazione circolare (CP) per tutti i punti di riferimento sopra I'ombelico - nessuna restrizione di eccitazione per tutti i punti di riferimento sotto 'ombelico

. Modalita operativa: modalita operativa normale nella zona di imaging consentita
. Tassi di assorbimento specifici (SAR) whole-body 2 W/kg
. SAR massimi per la testa: non valutati per il punto di riferimento della testa

. Durata della scansione: nessun vincolo specifico dovuto al riscaldamento implantare
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Precauzioni procedurali, chirurgia

E necessario adottare tutte le misure preventive per ridurre al minimo i danni al tessuto dell'ospite. In particolare, & necessario prestare attenzione speciale ai traumi termici e
chirurgici e all’eliminazione di contaminanti e fonti di infezione. La procedura chirurgica richiede un alto grado di precisione e cura. Qualsiasi scostamento dal principio del minor
trauma possibile durante I'applicazione dell'impianto aumenta il rischio di fallimento nell'instaurazione dell’osteointegrazione. Tutte le procedure di perforazione devono essere
effettuate a un massimo di 1000-2000 giri/min con abbondante irrigazione. E essenziale I'uso di frese affilate, un’irrigazione sufficiente, un movimento di perforazione dentro e fuori,
cicli di taglio brevi, I'attesa che I'osso si raffreddi e 'uso di frese pilota di dimensioni progressivamente crescenti. Fare riferimento al nostro sito Web per la sequenza specifica delle
frese per ciascun tipo e misura di impianto. E necessario prestare particolare attenzione a evitare una preparazione eccessiva o insufficiente dell'osteotomia. Gli impianti devono
essere inseriti in modo tale da essere stabili e privi di mobilita. Un’eccessiva coppia di inserimento (maggiore di 60 Ncm) pud comportare danni all'impianto o agli strumenti e fratture
o necrosi del sito osseo. Tultti gli strumenti utilizzati durante I'intervento chirurgico devono essere mantenuti in buone condizioni ed & necessario prestare attenzione a evitare danni
agli impianti o altri componenti causati dagli strumenti. E necessario adottare precauzioni per evitare 'ingestione o I'aspirazione di componenti utilizzati nellimplantologia dentale.
Dopo l'applicazione dell'impianto, la valutazione da parte del chirurgo della qualita ossea e della stabilita iniziale determinera le tempistiche di carico degli impianti. E necessario
attenersi a un protocollo di follow-up opportuno.

Precauzioni procedurali, protesi

Particolarmente importante € la corretta distribuzione dei carichi attraverso I'adattamento passivo e I'applicazione del ponte agli abutment dell'impianto, regolando I'occlusione
sulla mascella opposta ed evitando eccessive forze di carico trasversali. Il carico immediato e la temporizzazione immediata richiedono precauzioni aggiuntive e non sono adatti a
tutte le casistiche. A causa delle piccole dimensioni dei componenti prostetici, € necessario prestare attenzione a evitare che vengano ingeriti o aspirati dal paziente.

Istruzioni per abutment per il restauro di impianti Blue Sky Bio, LLC
Dopo un’adeguata osteointegrazione, gli impianti devono essere scoperti, se necessario, e la vite di copertura deve essere rimossa. E necessario irrigare la parte interna

dellimpianto, pulirla dai detriti e asciugarla. Se necessario, inserire un abutment di guarigione e lasciare cicatrizzare il tessuto attorno al’abutment di guarigione. Deve essere scelto
un abutment finale che sia compatibile con I'impianto. L'orientamento della peculiarita di indicizzazione dell'abutment deve corrispondere all'orientamento della peculiarita di
indicizzazione interna dell'impianto. E possibile verificare il posizionamento adeguato con una radiografia.

Se I'abutment viene modificato in laboratorio, & necessario individuare il corretto orientamento dell’abutment nell'impianto per mezzo di una maschera di trasferimento o qualsiasi altro
dispositivo di trasferimento. Il posizionamento finale dell’abutment deve essere effettuato utilizzando un inseritore compatibile con il sistema implantare selezionato e applicando una
coppia di 30 Ncm sull’abutment o la vite di fissaggio. Gli abutment non devono essere preparati eccessivamente e vanno prese in considerazione sia la tenuta della protesi del
restauro, sia la resistenza dell'abutment. Si raccomanda la rimozione di una quantita inferiore al 50% della struttura di abutment personalizzabili e inferiore al 30% di abutment diritti.
Non modificare I'abutment nel punto di connessione con I'impianto. L’angolazione dell’abutment non deve essere modificata. Qualora I'abutment fosse modificato in modo sostanziale,
l'integrita strutturale ne risulterebbe compromessa; cid potrebbe anticipare I'insorgere di problemi. Non modificare I'abutment nel punto di connessione con I'impianto. Una protesi deve
essere fabbricata e inserita assicurandosi, al contempo, che sia stabile e che il carico occlusale sia idoneo. Gli abutment destinati ai restauri fissi di pit unita devono essere utilizzati
esclusivamente per i restauri con vari splint.

Gli abutment Blue Sky Bio NP originali, standard e personalizzati, sono consigliati per molari e impianti di ampio diametro per una resistenza significativamente maggiore

La personalizzazione degli abutment Blue Sky Bio millabili personalizzati deve essere eseguita solamente da apparecchiature computerizzate.
Le superfici che si accoppiano con I'impianto non devono essere modificate in alcun modo.

| parametri di progettazione per gli abutment personalizzati fabbricati da blocchetti per abutment in lega di titanio sono:

Spessore minimo della parete — 0,4 mm

Altezza minima del pilastro per restauri di unita singole — 4,0 mm

4,0 mm Altezza minima gengivale — 0,5 mm

Altezza massima gengivale — 6,7 mm

Angolazione massima — 30°

Compatibilita:
BIO | Max NP BIO | Max NP & compatibile chirurgicamente e protesicamente con il sistema implantare NobelActive NP.
BIO | Max RP BIO | Max RP & compatibile chirurgicamente e protesicamente con il sistema implantare NobelActive RP.
BIO | Internal Hex BIO | Internal Hex & compatibile chirurgicamente e protesicamente con i sistemi implantari Zimmer/ZimVie Tapered

Screw Vent e Implant Direct Internal Hex Legacy3.

BIO | Quattro BIO | Quattro & compatibile chirurgicamente e protesicamente con il sistema implantare Straumann Bone Level (BL).
BIO | One Stage BIO | One Stage & compatibile chirurgicamente e protesicamente con il sistema implantare Straumann Tissue Level.
BIO | Conus BIO | Conus & compatibile chirurgicamente e protesicamente con il sistema implantare Astra OsseoSpeed TX.

Istruzioni per la compilazione della Scheda dell'impianto

Insieme al dispositivo implantare, viene fornita una scheda dell'impianto. Deve essere completata a cura dell'operatore sanitario e poi consegnata al paziente.
1. Nome del paziente o ID paziente — Da compilare a cura del centro o dell'operatore sanitario

2. Data di impianto - Da compilare a cura del centro o dell'operatore sanitario

3. Nome e indirizzo del centro e dell'operatore sanitario - Da compilare a cura del centro o dell'operatore sanitario

4. Codice a barre che rimanda a informazioni relative all'impianto del paziente — Presente sulla Scheda dell'impianto
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La simbologia presente sul lato relativo al dispositivo della Scheda dell'impianto si ritrova nella prima pagina delle Istruzioni per l'uso.

Cura di follow-up
| pazienti devono essere istruiti sull'igiene orale corretta e sulla cura degli impianti e delle protesi. E necessario fissare appuntamenti periodici di follow-up per confermare e mantenere
la funzionalita adeguata degli impianti, nonché la salute dei tessuti circostanti.

Prodotti monouso:
| prodotti monouso non devono essere riprocessati. Il riprocessamento potrebbe causare la perdita di caratteristiche meccaniche, chimiche e/o biologiche. Il riutilizzo potrebbe causare
contaminazione crociata.

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 riprocessati dopo I'uso chirurgico. Il riutilizzo di strumenti monouso crea un potenziale rischio di contaminazione o guasto del dispositivo, che
pud portare a lesioni, malattie o morte del paziente.

Strumenti riutilizzabili:
Un frequente riprocessamento ha effetti trascurabili sugli strumenti. La fine vita del prodotto & determinata dall'usura e dai danni subiti durante I'uso. Pertanto, gli strumenti generici
possono essere riutilizzati applicando le dovute attenzioni, purché non siano danneggiati né contaminati.

Tutte le parti degli strumenti devono essere attentamente esaminate alla ricerca di danni visibili e/o per verificarne corretto funzionamento.

Il dispositivo deve essere ispezionato visivamente prima di ogni uso per verificare I'assenza di eventuali danni. Non utilizzare il dispositivo se si osservano danni.

Pulizia e sterilizzazione
Tutti gli impianti sono forniti sterili e sono monouso solo prima della data di scadenza indicata sull'etichetta. Non utilizzare gli impianti se la confezione ¢ stata danneggiata o

precedentemente aperta.

Analoghi, transfer da impronta di plastica, tubi guida, manicotti per ceratura, abutment per burnout di plastica, inserti a scatto in plastica, manicotti distanziatori, manicotti per colata,
distanziatori block-out e anelli di plastica non devono essere sterilizzati prima dell'uso.

Abutment, viti, manicotti del gambo e transfer da impronta di metallo non sono sterili e devono essere sterilizzati prima dell'uso. Vedere la procedura di sterilizzazione a vapore di
seguito.

Gli strumenti riutilizzabili sono forniti non sterili, devono essere puliti e sterilizzati prima dell'uso. Vedere le istruzioni di pulizia per gli strumenti riutilizzabili E la procedura di
sterilizzazione a vapore di seguito.

Istruzioni per la pulizia degli strumenti riutilizzabili:

1. Sciacquare con acqua da fredda a tiepida per due minuti e mezzo.

2. 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.
3. Sonicare per 10 minuti.

4. Sciacquare con acqua di rubinetto per tre minuti.

Procedura consigliata per la sterilizzazione a calore umido (vapore):

Posizionare il dispositivo all'interno di un sacchetto per sterilizzazione approvato dal produttore

Porre i sacchetti nello sterilizzatore (a spostamento di gravita) in modo che il vapore possa circolare liberamente
Impostare i parametri di sterilizzazione: esposizione di 30 minuti a una temperatura minima di 121 °C (250 °F)
Eseguire il ciclo di sterilizzazione per l'intera esposizione di 30 minuti alla temperatura impostata

Lasciare asciugare per 15 minuti prima di aprire lo sterilizzatore

arwON =
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Modalita di fornitura

Gli impianti Blue Sky Bio, LLC sono realizzati in lega di titanio di grado medico (ASTM F136).
Gli abutment Blue Sky Bio, LLC sono realizzati in lega di titanio di grado medico (ASTM F136) o in lega d'oro.

Attenzione
La vendita di questo dispositivo € limitata a, o su ordine di, medici o dentisti autorizzati. Solo su prescrizione medica.

Smaltimento:
Il prodotto deve essere smaltito in modo ecocompatibile in conformita con le normative locali. | rifiuti pericolosi di dispositivi contaminati o oggetti appuntiti devono essere smaltiti in
contenitori idonei che soddisfino i requisiti tecnici specifici.

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

Si prega di segnalare qualsiasi incidente grave al produttore e alle autorita competenti dello stato membro in cui ha sede l'utente e/o il paziente.

J: Blue Sky Bio, LLC

800 Liberty Drive
Libertyville, IL 60048
USA
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Espaiiol (es)

Sistemas de implantes dentales Blue Sky Bio, LLC

Instrucciones de uso
Indicaciones
Los sistemas de implantes estan disefiados para usarse en soportes de restauraciones Unicas o multiples en el proceso alveolar mandibular o maxilar, total o parcialmente edéntulo.

Los implantes de 3 mm de diametro estan indicados solo para los incisivos laterales maxilares e incisivos mandibulares.
Los implantes de diametro reducido no estan indicados para usarse no entablillados en las zonas posteriores de la boca.

Contraindicaciones

Los implantes no deben colocarse en ningin momento cuando haya contraindicaciones generales asociadas con la cirugia oral electiva. Las contraindicaciones absolutas y relativas
incluyen, entre otras: alergia al titanio, enfermedad cardiaca y vascular, trastornos hemorragicos, trastornos psicoldgicos, diabetes mellitus no controlada, trastornos en los minerales,
los huesos o el tejido conjuntivo, enfermedad renal, enfermedad hepatica, trastornos autoinmunitarios, disminucién de la funcién inmunitaria debido a enfermedades o medicamentos,
trastornos infecciosos y afecciones adversas causadas por medicamentos. Otras contraindicaciones relativas incluyen mala higiene bucal, bruxismo, desnutricién, alcoholismo,
consumo de tabaco y antecedentes de radioterapia. Ademas, el paciente necesita un volumen adecuado de hueso residual para la colocacion de implantes de tamafio y nimero
suficientes para soportar las cargas funcionales previstas a las que el paciente sometera estos implantes.

Los implantes reducidos y los pilares angulados no estan disefiados para usarse en la region posterior de la boca.

Advertencia

Los implantes deben ser colocados y restaurados solo por profesionales autorizados y capacitados para realizar estos procedimientos. Se deben realizar estudios preoperatorios
adecuados para examinar las estructuras anatémicas y evaluar los requisitos biomecanicos, funcionales y estéticos de cada caso. Se deben realizar radiografias u otras revisiones
diagnésticas para determinar la posicion y la topografia del seno maxilar, las cavidades nasales, el nervio alveolar inferior, el agujero mentoniano, las posiciones de los dientes
naturales y otras caracteristicas anatdmicas que puedan afectar la colocacion del implante o el prondstico. La consulta entre el cirujano, el dentista restaurador y el laboratorio
dental es fundamental para el éxito. Los riesgos de la colocacién y restauracion de implantes incluyen, entre otros: infeccion, fallo de la oseointegracion, pérdida de hueso y tejido
blando, resultado estético desfavorable, anestesia, disestesia y parestesia en las areas oral y facial, infeccién de los senos nasales, desprendimiento de implantes e instrumentos
en las estructuras circundantes, dafio en los dientes adyacentes, implantes no restaurables, fractura de implantes o componentes restauradores y aflojamiento de implantes o
componentes restauradores. Cada sistema de implante tiene caracteristicas de medicion Unicas para permitir el asentamiento completo del implante a la profundidad deseada. En
algunos casos, las lineas de referencia de la longitud del torno miden mas que la longitud indicada del implante. Se recomienda que el cirujano especializado en implantes esté
completamente familiarizado con el sistema de medicion especifico que se esté utilizando y proporcione un margen de seguridad adecuado adyacente a los dientes y las
estructuras vitales. No reconocer la diferencia entre la longitud real del torno y las mediciones radiograficas puede provocar lesiones permanentes en los nervios u otras
estructuras vitales al usar el torno mas alla de la profundidad prevista, lo que puede provocar entumecimiento permanente en el labio inferior y el mentdn u otras lesiones. Cada
sistema de implantes tiene caracteristicas de disefio especificas para el acoplamiento de implantes, pilares, 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 mecénico 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 quirtrgica inadecuada, una higiene oral deficiente del paciente y las enfermedades generalizadas son algunas
de las posibles causas del fallo de la oseointegracion, que se puede producir tanto inmediatamente después de la intervencion quirdrgica como después de la primera fase de la
oseointegracion. Los déficits de tejidos duros o blandos pueden poner en riesgo el resultado estético o provocar una angulaciéon inadecuada del implante. En el caso de los nifios,
no se recomienda realizar el tratamiento hasta que se haya verificado la finalizacién del crecimiento alveolar.

Los implantes de 3 mm de didametro se recomiendan para uso unitario Unicamente en incisivos maxilares laterales y mandibulares, con un limite de torque méaximo de 40 Ncm y no
estan indicados para areas posteriores de la boca.

Informacion de seguridad por MRI

Si bien estos productos no se han sometido a pruebas de seguridad por MRI, el analisis de la bibliografia indica que la exploraciéon de un sistema de implantes Blue Sky Bio, LLC
no representa riesgos significativos en condiciones especificas y se consideran “condicionalmente seguros para MR” en las siguientes condiciones de exploracién:

. Intensidades de campo magnético estatico de <3 Tesla
. Gradientes de campo magnético hasta 30T/M (3000G/cm)

. Excitacion de RF:
Polarizacioén circular (Circularly Polarized, CP) para todos los puntos de referencia por encima del ombligo. Sin restricciones de excitacion para todos los puntos de
referencia por debajo del ombligo

. Modo de funcionamiento: modo de funcionamiento normal en la zona de imagenologia permitida
. Tasas de absorcion especifica (specific absorption rates, SAR) de cuerpo entero de 2 W/kg
. SAR maximas de cabeza: no evaluadas para el punto de referencia de la cabeza

. Duracion de la exploracion: no hay restricciones especificas debido al calentamiento del implante
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Precauciones de procedimiento, cirugia
Se deben realizar todos los esfuerzos para minimizar el dafio en el tejido huésped. En particular, se debe prestar especial atencién a los traumatismos térmicos y quirargicos y a la

eliminacion de contaminantes y fuentes de infeccion. El procedimiento quirdrgico requiere un alto grado de precision y cuidado. Cualquier desviacion del principio de causar el menor
traumatismo posible durante la colocacién del implante aumenta el riesgo de fallo en el establecimiento de la oseointegracion. Todos los procedimientos con torno deben realizarse a
un maximo de 1000 a 2000 RPM con abundante irrigacion. El uso de tornos afilados, la irrigacion suficiente, el movimiento del torno de entrada y salida, los ciclos de corte cortos, la
espera para que el hueso se enfrie y el uso de tornos piloto de tamafios cada vez mayores son fundamentales. Consulte nuestro sitio web para conocer la secuencia especifica de
tornos para cada tipo y tamafio de implante. Se debe tener especial cuidado para evitar la preparacion excesiva o insuficiente de la osteotomia. Los implantes deben colocarse de
manera que sean estables y no presenten movilidad. Un torque de insercion excesivo (superior a 60 Ncm) puede provocar dafios en el implante o los instrumentos y fractura o
necrosis del sitio 6seo. Todos los instrumentos usados en la cirugia deben mantenerse en buenas condiciones y se debe tener cuidado de que estos no dafien los implantes u otros
componentes. Se deben tomar precauciones para evitar la ingestion o aspiracién de componentes usados en la implantologia dental. Después de la colocacién del implante, la
evaluacion del cirujano sobre la calidad ésea y la estabilidad inicial determinara cuando se pueden cargar los implantes. Se debera respetar un protocolo de seguimiento adecuado.

Precauciones de procedimiento, protesis

Es especialmente importante lograr una distribucion adecuada del estrés mediante la adaptacion pasiva y el ajuste del puente a los pilares del implante, ajustando la oclusion con
respecto al maxilar opuesto y evitando fuerzas de carga transversal excesivas. La carga inmediata y la temporizacién inmediata requieren precauciones adicionales y no son
adecuadas para todos los casos. Debido al pequefio tamafio de los componentes protésicos, se debe tener cuidado para que el paciente no los ingiera ni los aspire.

Instrucciones sobre pilares para la restauraciéon de implantes Blue Sky Bio, LLC
Después de una oseointegracion adecuada, los implantes deben descubrirse, si es necesario, y retirarse el tornillo de cobertura. La parte interna del implante debe irrigarse, liberarse

de restos y secarse. Si es necesario, se debe colocar un pilar de cicatrizacion y permitir que el tejido sane alrededor de dicho pilar. Se debe elegir un pilar definitivo que sea
compatible con el implante. La orientacion del detalle de indexacién del pilar debe coincidir con la orientacion del detalle de indexacién interno del implante. La colocacion adecuada
se puede verificar mediante una radiografia.

Si el pilar se modifica en un laboratorio, se debe identificar la orientacién adecuada del pilar en el implante por medio de una plantilla de transferencia o cualquier otro dispositivo de
transferencia. La colocacion definitiva del pilar se debe realizar usando un impulsor de insercién compatible con el sistema de implantes seleccionado y un torquimetro aplicando

30 Ncm de torque sobre el pilar o tornillo de fijacion. Los pilares no deben prepararse en exceso y se debe tener en cuenta la retencién de la restauracion y la resistencia del pilar. Se
recomienda retirar menos del 50 % de la estructura de los pilares personalizables y menos del 30 % de los pilares rectos. No modifique el pilar en la unién con el implante. El angulo
del pilar no debe modificarse respecto de la angulacién especificada. Una modificacion considerable del pilar puede comprometer la integridad estructural y provocar una falla
prematura. No modifique el pilar en la unién con el implante. Se debe fabricar y colocar una restauracién, garantizando que la restauracién sea estable y que la carga oclusal sea
adecuada. Los pilares multiunitarios para restauraciones fijas deben usarse solo para restauraciones con ferulizacién multiple.

Se recomienda usar pilares originales Blue Sky Bio NP, tanto estdndar como personalizados, en molares e implantes de diametro amplio para proporcionar una resistencia
significativamente mayor.

Los pilares fresables personalizados Blue Sky Bio estan disefiados para ser personalizados solo mediante equipos computarizados.
Las superficies que se acoplan con el implante no deben modificarse bajo ningin concepto.

Los parametros de disefio para pilares personalizados fabricados a partir de pilares en blanco con aleacién de titanio son los siguientes:
Grosor minimo de pared: 0.4 mm

Altura minima del poste para restauraciones unitarias: 4.0 mm

Altura gingival minima de 4.0 mm: 0.5 mm

Altura gingival maxima: 6.7 mm

Angulacién maxima: 30°

Compatibilidad:
BIO | Max NP BIO | Max NP es compatible a nivel quirdrgico y protésico con el sistema de implantes NobelActive NP.
BIO | Max RP BIO | Max RP es compatible a nivel quirdrgico y protésico con el sistema de implantes NobelActive RP.
BIO | Internal Hex BIO | Internal Hex es compatible a nivel quirargico y protésico con los sistemas de implantes Zimmer/ZimVie Tapered

Screw Vent e Implant Direct Internal Hex Legacy3.

BIO | Quattro BIO | Quattro es compatible a nivel quirdrgico y protésico con el sistema de implantes Straumann Bone Level (BL).
BIO | One Stage BIO | One Stage es compatible a nivel quirtrgico y protésico con el sistema de implantes Straumann Tissue Level.
BIO | Conus BIO | Conus es compatible a nivel quirtrgico y protésico con el sistema de implantes Astra OsseoSpeed TX.

Instrucciones para completar la tarjeta de implante

Se proporciona una tarjeta de implante junto con el dispositivo de implante. Debe ser completada por el proveedor de atencién médica y luego este se la entrega al paciente.
1. Nombre del paciente o ID del paciente: deben ser completados por la institucion/el proveedor de atencion médica

2. Fecha de implantacién: debe ser completada por la institucion/el proveedor de atencion médica

3. Nombre y direccion de la institucién y del proveedor de atencién médica: deben ser completados por la institucion/el proveedor de atencion médica

4. Codigo de barras para la informacion sobre el implante del paciente: presente en la tarjeta de implante
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Los simbolos ubicados en el lado especifico del dispositivo de la tarjeta de implante se pueden encontrar en la primera pagina de las instrucciones de uso.

Atencion de seguimiento

Se debe instruir a los pacientes sobre la higiene bucal adecuada y el cuidado de los implantes y las restauraciones. Se deben realizar citas de seguimiento periédicas para confirmar y
mantener el funcionamiento

adecuado de los implantes y la salud de los tejidos circundantes.

Productos de uso Unico:
Los productos de uso unico no deben reprocesarse. El reprocesamiento podria provocar pérdida de caracteristicas mecanicas, quimicas y/o bioldgicas. La reutilizacion podria
provocar contaminacién cruzada.

Los instrumentos de uso Unico llevan en la etiqueta el simbolo “No reutilizar” y deben desecharse después del uso quirurgico.

®

Los instrumentos de uso Unico no deben reprocesarse después del uso quirdrgico. La reutilizacién de instrumentos de uso Unico genera un posible riesgo 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 debido cuidado, siempre que no estén dafiados ni contaminados.

Todas las partes de los instrumentos deben evaluarse con detenimiento para detectar dafios visibles y/o funcionamiento correcto.

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

Limpieza y esterilizaciéon
Todos los implantes se suministran estériles y son para uso Unico antes de la fecha de vencimiento indicada en la etiqueta. No use implantes si el envase ha sido dafiado o abierto
previamente.

Los analogos, las transferencias de impresion de plastico, los tubos guia, las fundas de encerado, los pilares de plastico para quemado, los insertos de plastico a presion, las fundas
de espacio, las fundas de fundicion, los espaciadores de bloqueo y los anillos de plastico no deben esterilizarse antes de su uso.

Los pilares, los tornillos, las fundas del vastago y las transferencias de impresion metélicas no son estériles y deben esterilizarse antes de su uso. Consulte el procedimiento de
esterilizacién con vapor a continuacion.

Los instrumentos reutilizables se suministran sin esterilizar y deben limpiarse y esterilizarse antes de su uso. Consulte las instrucciones de limpieza para instrumentos reutilizables Y
el procedimiento de esterilizacion con vapor a continuacion.

Instrucciones de limpieza para instrumentos reutilizables:

1. Enjuague con agua de fria a tibia durante dos minutos y medio.

2. 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.

3. Someta los componentes a la accién de los ultrasonidos durante 10 minutos.

4. Enjuague con agua corriente durante tres minutos.

Procedimiento recomendado de esterilizacion por calor humedo (vapor):

Coloque el dispositivo dentro de una bolsa esterilizadora validada por el fabricante.

Cargue el esterilizador (desplazamiento por gravedad) con bolsas de manera que el vapor pueda circular libremente.
Establezca los parametros de esterilizacion: exposicion de 30 minutos a una temperatura minima de 121 °C (250 °F).
Ejecute el ciclo de esterilizacion durante la exposiciéon completa de 30 minutos a la temperatura establecida.

Deje secar durante 15 minutos antes de abrir el esterilizador.
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Método de suministro

Los implantes Blue Sky Bio, LLC estan fabricados con aleacién de titanio de grado médico (ASTM F136).
Los pilares Blue Sky Bio, LLC estan fabricados con aleacién de titanio de grado médico (ASTM F136) o aleacién de oro.

Precaucion
La venta de este dispositivo esta restringida a médicos o dentistas autorizados, o bajo su orden. Solo para uso con receta médica.

Desecho:
El producto debe desecharse de forma respetuosa con el medio ambiente y de acuerdo con las normativas locales. Los residuos peligrosos de dispositivos contaminados u objetos
punzantes deberan desecharse en contenedores adecuados que cumplan los requisitos técnicos especificos.

Para clientes de la Unién Europea:
Para solicitar una copia del Resumen de seguridad y desempefio clinico (Summary of Safety and Clinical Performance, SSCP) para dispositivos implantables, envie un correo
electrénico especificando el nimero de articulo a info@blueskybio.com

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

REF Katalognummer Ateranvand inte

Varning federal lag begransar denna enhet till
Varning, konsultera medféljande dokument Rx Onl forsaljning av eller pa order av en lékare eller
licentierad utdkare

i ®

Tillverkare E Steriliserad med gamma stralning
Anvand inte om forpacket ar skadat LOT Batchkod

Auktoriserad representant i den europeiska g Anvand senast datum
gemenskapen

Icke-steril Medicinska utrustning

Unik enhets-id Tillverkningsdatum

&
+

Enkel sterilt barriarsystem med
skyddsférpackning inne

Namn och adress pa halsoinstitutionen eller
vardgivaren som utférde implantationen

Bl

Datum fér implantation Patientens namn eller patient-id

==
=D

Informationswebbplats for patienter EE]ewu indicator | Elektroniska instruktioner fér anvandning

> B E0EP @R

MR villkorlig
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Svenska (sv)

Blue Sky Bio, LLC Dental Implant Systems

Bruksanvisning
Indikationer
Implantatsystemen ar avsedda att anvandas for att stodja enstaka eller flera restaureringar i helt eller delvis tandlésa alveolara processer i under- eller dverkaken.

Implantat med en diameter pa 3 mm &r endast indicerade for laterala incisiver i dverkaken och incisiver i underkaken.
Implantat med smal diameter &r inte avsedda att anvandas utan skena i de bakre delarna av munnen.

Kontraindikationer

Implantat ska inte placeras nar det finns allméanna kontraindikationer i samband med elektiv oral kirurgi. Absoluta och relativa kontraindikationer inkluderar, men ar inte begrénsade till:
Titanallergi; hjart- och karlsjukdomar; blédningsrubbningar; psykiska stdrningar; okontrollerad diabetes mellitus; mineral-, ben- eller bindvavssjukdomar; njursjukdom; leversjukdom;
autoimmuna sjukdomar; nedsatt immunfunktion pa grund av sjukdom eller mediciner; infektionssjukdomar och biverkningar av mediciner. Ytterligare relativa kontraindikationer
inkluderar dalig munhygien, bruxism, undernéring, alkoholism, tobaksbruk och tidigare stralbehandling. Dessutom behdver patienten ha tillracklig volym kvarvarande ben for att
implantat av tillracklig storlek och antal kan placeras for att klara den férvantade funktionella belastning som patienten kommer att utsatta implantaten for.

Smala implantat och vinklade distanser &r inte avsedda fér anvandning i den bakre delen av munnen.

Varning

Implantat ska endast placeras och aterstallas av tandlakare som ar legitimerade och utbildade for att utféra dessa ingrepp. Adekvata preoperativa undersékningar bor utféras for att
undersdka de anatomiska strukturerna och bedéma de biomekaniska, funktionella och estetiska kraven i varje enskilt fall. Rontgenundersdkningar eller andra diagnostiska
undersokningar bor utféras for att faststélla position och topografi for maxilléra bihalor, nashalor, nervus alveolaris inferior, foramen mentale, naturliga tandpositioner och andra
anatomiska egenskaper som kan paverka implantatplacering eller prognos. Samrad mellan kirurg, restaurerande tandlakare och tandtekniker ar avgérande for ett lyckat resultat.
Risker med implantatplacering och restaurering inkluderar, men ar inte begransade till: infektion, osseointegrationsfel, férlust av ben och mjukvavnad, ogynnsamt estetiskt resultat,
anestesi, dysestesi och parestesi i mun- och ansiktsomradet, bihaleinfektion, forskjutning av implantat och instrument i omgivande strukturer, skador pa angransande tander, icke-
restaurerbara implantat, fraktur pa implantat eller restaureringskomponenter samt lossning av implantat eller restaureringskomponenter. Varje implantatsystem har unika
mategenskaper som gor att implantatet kan séttas in helt pa dnskat djup. | vissa fall ar referenslinjerna for borrldngden langre &n den angivna langden pa implantatet. Det
rekommenderas att implantatkirurgen ar val fértrogen med det specifika matsystem som anvands och ldmnar en l1dmplig sakerhetsmarginal intill tdnder och vitala strukturer. Om
man inte uppmarksammar skillnaden mellan borrens faktiska 1angd och réntgenmatningarna kan det leda till permanenta skador pa nerver eller andra vitala strukturer genom att
man borrar djupare an avsett, vilket kan resultera i permanent domning i underlappen och hakan eller andra skador. Varje implantatsystem har specifika konstruktionsegenskaper
fér passande implantat, distanser, proteskomponenter och instrument. Kombinera instrument och komponenter som inte sammanstéllts eller dimensionerats for att fungera felfritt
tillsammans kan leda till komponentfel, vdvnadsskada eller ofillfredsstallande estetiska resultat. Darfor kan 100-procentig framgang inte garanteras. Otillracklig mangd eller dalig
kvalitet av aterstaende ben, infektioner, olamplig kirurgisk teknik, dalig oral patienthygien och generaliserad sjukdom ar nagra potentiella orsaker till fel vid osseointegration, bade
omedelbart efter kirurgi och efter initial osseointegration. Brister i hardvavnad eller mjukvévnad fore 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.

Implantat med 3 mm diameter rekommenderas endast for enstaka enheter i laterala incisiver i 6verkdken och incisiver i underkéken, med en maximal vridmomentgrans pa 40 Ncm,
och ér inte avsedda for de bakre delarna av munnen.

Sékerhetsinformation for MRT
Aven om dessa produkter inte har genomgatt MR-sékerhetstester, visar litteraturanalyser att skanning av ett implantatsystem fran Blue Sky Bio, LLC inte medfér nagra betydande
risker under specifika forhallanden och anses vara "MRT-séker under vissa forutsattningar” under foljande skanningsférhallanden:

. Statiska magnetfaltstyrkor pa < 3 Tesla

. Magnetfaltgradienter upp till 30 T/M (3000 G/cm).

. RF-excitering:
Cirkular polariserad (CP) for alla landmérken ovanfér naveln — Inga exciteringsbegrénsningar for alla landmérken under naveln

. Driftlage: Normalt driftldge i tillaten avbildningszon
. Specifik absorptionshastighet (SAR) for hela kroppen pa 2 W/kg
. Maximal SAR fér huvud: Ej utvarderad fér anvandning med huvud som landmarke

. Skanningsvaraktighet: Inga specifika begransningar pa grund av implantatuppvarmning

Forsiktighetsatgarder, kirurgi

Alla atgarder ska vidtas for att minimera skador pa vardvavnaden. Séarskild uppmarksamhet maste agnas at termiska och kirurgiska trauman samt at att eliminera féroreningar och
infektionskallor. Det kirurgiska ingreppet kraver hdg precision och noggrannhet. Varje avvikelse fran principen om minsta méjliga trauma vid implantatinstallation 6kar risken for att
osseointegration inte uppnas. Alla borrningsprocedurer ska utféras vid maximalt 1000-2000 varv/minut med riklig spolning. Anvéndning av vassa borrar, tillracklig spolning, en in- och
utgaende borrningsrorelse, korta skarcykler, vantetid for att lata benet svalna samt anvandning av pilotborrar i successivt 6kande storlekar ar avgérande. Se var webbplats for den
specifika sekvensen av borrningar for varje implantattyp och storlek. Sarskild omsorg ska iakttas for att undvika 6ver- eller underpreparering av osteotomin. Implantat ska séttas in sa
att de sitter stabilt och inte kan réra sig. Overdrivet inséttningsmoment (6ver 60 Ncm) kan orsaka skador pa implantatet eller instrumenten samt fraktur eller nekros i benomradet. Alla
instrument som anvands vid operation maste hallas i gott skick och man maste se till att instrumenten inte skadar implantaten eller andra komponenter. Forsiktighetsatgarder maste
vidtas for att undvika att komponenter som anvénds vid implantatbehandling svéljs eller aspireras. Efter implantatinstallationen avgér kirurgens beddmning av benkvaliteten och den
initiala stabiliteten nar implantaten kan belastas. Ett Iampligt uppfoljningsprotokoll ska féljas.
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Forsiktighetsatgarder vid procedurer, protetik

Sarskilt viktigt ar korrekt stressfordelning genom passiv anpassning och justering av bron till implantatets distanser, justering av ocklusionen till motsatt kdke och undvikande av
overdrivna tvargaende belastningskrafter. Omedelbar belastning och omedelbar temporar behandling kraver ytterligare forsiktighetsatgarder och ar inte lampliga i alla fall. Pa
grund av proteskomponenternas ringa storlek maste man vara forsiktig sa att patienten inte svéljer eller aspirerar dem.

Instruktioner for distanser for restauration av implantat fran Blue Sky Bio, LLC
Efter tillracklig osseointegration ska implantaten vid behov frilaggas och téckskruven avldgsnas. Implantatets inre del ska skdljas, rengoras fran rester och torkas. Vid behov ska en

lakningsdistans placeras och vavnaden tillatas laka runt 1akningsdistansen. En slutlig distans som ar kompatibel med implantatet bor valjas. Orienteringen av indexeringsfunktionen pa
distansen ska matcha orienteringen av implantatets interna indexeringsfunktion. Korrekt placering kan verifieras med en rontgenbild.

Om distansen modifieras i ett laboratorium ska korrekt orientering av distansen i implantatet faststéllas med hjalp av en transferjigg eller annan éverféringsanordning. Placering av
slutlig distans ska utféras med en insattningsmejsel kompatibel med det valda implantsystemet och en momentnyckel som applicerar 30 Ncm pa distansen eller fastskruven. Distanser
ska inte dverprepareras och retentionen av restaurationen samt distansens styrka ska beaktas. Det rekommenderas att mindre &n 50 % av strukturen hos anpassningsbara distanser
och mindre an 30 % av raka distanser avlagsnas. Modifiera inte den del av distansen som méter implantatet. Distansvinkeln bér inte &ndras fran den angivna. Vasentlig modifiering av
distansen kan aventyra den strukturella integriteten och kan leda till for tidigt brott. Modifiera inte den del av distansen som méter implantatet. En restauration ska framstéllas och
sattas in, med sakerstéllande av att restaurationen &r stabil och att den ocklusala belastningen ar 1amplig. Multienhetsdistanser for fasta restaureringar ska endast anvandas for
restaureringar med flera skenor.

Originaldistanser fran Blue Sky Bio NP, bade standard och anpassade, rekommenderas fér molarer och implantat med stor diameter for avsevart 6kad styrka

Anpassningsbara frasbara distanser fran Blue Sky Bio ar avsedda att endast anpassas med datorstyrd utrustning

Ytorna som kommer i kontakt med implantatet far inte modifieras pa nagot satt.
Designparametrarna for anpassade distanser som framstélls ofrasta distanser i titanlegering ar:
Minsta vaggtjocklek — 0,4 mm

Minsta pelarhéjd for enhetsrestaurationer — 4,0 mm

4,0 mm — minsta gingivahéjd 0,5 mm

Maximal gingivahéjd — 6,7 mm

Maximal angulering — 30°

Kompatibilitet:
BIO | Max NP BIO | Max NP ar kirurgiskt och protetiskt kompatibelt med implantatsystemet NobelActive NP.
BIO | Max RP BIO | Max RP ar 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 | Qauttro &r kirurgiskt och protetiskt kompatibelt med implantatsystemet Straumann Bone Level (BL).
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 RP.

Instruktioner for ifylining av implantatkortsformular

Ett implantatkort medféljer implantatet. Det ar avsett att fyllas i av vardgivaren och sedan ges till patienten.
1. Patientens namn eller patient-ID — Fylls i av vardinrattning/vardgivare

2. Implantationsdatum — Fylls i av vardinrattning/vardgivare

3. Vardinrattningens och vardgivarens namn och adress — Fylls i av vardinrattningen/vardgivaren

4. Streckkod till information om patientimplantat — Finns pa implantatkortet

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

123 Healthcare Lane, Chicago IL
Dr. A.B. Curtis

www.blueskybio.com/pages/patientimplantinfo

Symbolerna pa implantatkortets enhetsspecifika sida finns pa forsta sidan i bruksanvisningen.
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Uppféljning
Patienterna ska fa information om lamplig munhygien och skétsel av implantaten och restaureringarna. Regelbundna uppfoljningsbesok bor bokas for att bekrafta och uppratthalla
implantatens funktion och halsan hos det omgivande vavnaden.

Engangsprodukter:
Engangsprodukter far inte aterbearbetas. Aterbearbetning kan medféra foérlust av mekaniska, kemiska och/eller biologiska egenskaper. Ateranvandning kan orsaka korskontaminering.

Engangsinstrument ar markta pa etiketten med symbolen "Far ej ateranvandas” och ska kasseras efter kirurgisk anvandning.

®

Engéangsinstrument far inte aterbearbetas efter kirurgisk anvéndning. Ateranvandning av engangsinstrument innebér en potentiell risk fér kontaminering eller funktionsfel, vilket kan leda
till skada, sjukdom eller dédsfall for patienten.

Ateranvindbara instrument:
Frekvent aterbearbetning har mindre inverkan pa instrumenten. Produktens livslangd bestédms av slitage och skador under anvéndning. Darfor kan generella instrument ateranvandas
med lamplig forsiktighet, forutsatt att de ar oskadade och inte kontaminerade.

Alla delar av instrumenten ska noggrant kontrolleras for synliga skador och/eller korrekt funktion.

Instrumentet ska inspekteras visuellt fér eventuella skador fore varje anvandning. Anvand inte instrumentet om nagon skada upptacks.

Rengoring och sterilisering
Alla implantat levereras sterila och ar endast avsedda for engangsbruk fore det angivna utgangsdatumet. Anvand inte implantat om férpackningen har skadats eller tidigare 6ppnats.

Analoger, avtryckstransfers i plast, styrhylsor, vaxhylsor, branndistanser i plast, snappringar i plast, distanshylsor, gjuthylsor, blockeringsdistans och plastringar far inte steriliseras fore
anvandning.

Distanser, skruvar, skaftshylsor och avtryckstransfers i metall &r icke-sterila och maste steriliseras fore anvandning. Se proceduren for angsterilisering nedan.

Ateranvéndbara instrument levereras ickesterila och maste rengéras samt steriliseras fére anvandning. Se rengéringsanvisningarna for ateranvandbara instrument och proceduren for
angsterilisering nedan.

Rengoéringsanvisningar for ateranvandbara instrument:

1. Skolj med kallt eller ljummet vatten under tva och en halv minut.

2 Placera alla delar i en ultraljudsrengérare och anvand enzymdiskmedel utspatt med kranvatten enligt tillverkarens riktlinjer.
3. Ultraljudsbehandla i tio minuter.

4 Skolj med kranvatten i tre minuter.

Rekommenderad procedur for sterilisering med fuktvirme (anga):

Placera instrumentet i en steriliseringspase som har validerats av tillverkaren

Lasta steriliseringsapparaten (gravitationsforskjutning) med pasarna sa att angan kan cirkulera fritt
Stall in steriliseringsparametrar: 30 minuters exponering vid minst 121 °C (250 °F)

Kor steriliseringscykeln under hela 30-minutersexponeringen vid den instéllda temperaturen.

Lat 15 minuters torktid forflyta innan steriliseringsapparaten éppnas.

aRrwN=

Leveransform

Implantat fran Blue Sky Bio, LLC ér tillverkade av titanlegering i medicinsk kvalitet (ASTM F136).
Distanser fran Blue Sky Bio, LLC ar tillverkade av titanlegering i medicinsk kvalitet (ASTM F136) eller guldlegering.

Obs!
Forsaljning av denna produkt ar begrénsad till, eller far ske pa ordination av, legitimerade |ékare eller tandldkare. Endast for anvandning pa ordination.

Kassering:
Produkten ska kasseras pa ett miljovanligt satt i enlighet med lokala bestdmmelser. Farligt avfall fran kontaminerade produkter eller vassa foremal ska kasseras i lampliga behallare som
uppfyller de specifika tekniska kraven.

For kunder inom Europeiska unionen:
Fér att begéra en kopia av sammanfattningen av sékerhet och klinisk prestanda (SSCP) fér implanterbara produkter, skicka ett e-postmeddelande med angivande av artikelnummer

till info@blueskybio.com

Rapportera alla allvarliga tillbud till tillverkaren och till 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, LLC Dental implant Sistemleri
(tr)

Blue Sky Bio, LLC mdi Europa GmbH

800 Liberty Dr Langenhagener Stral3e 71

Libertyville, IL 60048 D-30855 Langenhagen 0297
USA Germany

REF Katalog numarasi Yeniden kullanmayiniz

Dikkat federal yasalar uyarinca bu cihaz bir doktor
Dikkat, ekteki belgelere bakiniz Rx Onl veya uygun sekilde ruhsatlandirilmis bir pratisyen
hekim tarafindan ya da onun talimatiyla satilabilir

] ®

Uretim amaci
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Gama radyasyonu kullanilarak sterilize edilmistir

Ambalaj hasarliysa kullanmayiniz LOT Seri kodu

EC Avrupa toplulugu’'nda yetkili temsilci Son kullanma tarihini dikkate alarak kullaniniz

Steril degildir Tibbi cihaz

3| 1C

Ozgiin cihaz tanimlayici Uretim tarihi

&
+

Implantasyonu gergeklestiren saglik kurulusunun

Koruyucu ambalaj iceren tekli steril bariyer sistemi IS : ;
veya saglayicinin adi ve adresi

'8

Implantasyon tarihi Hasta adi veya hasta kimlik numarasi

==
-

Hastalar igin bilgilendirme web sitesi [:[ﬂelFu indicator | Elektronik kullanim talimatlari
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MR Kosullu
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Turkge (tr)

Blue Sky Bio, LLC Dis implant Sistemleri

Kullanma Talimatlarn
Endikasyonlar

implant sistemlerinin, tamamen veya kismen dissiz mandibuler ya da maksiller alveolar siiregte tek bir restorasyonu ya da goklu restorasyonlari desteklemek igin kullaniimasi
amagclanmaktadir.

3 mm gapindaki implantlar sadece maksiller lateral kesici disler ve mandibuler kesici disler igin endikedir.
Dar ¢apl implantlarin, agzin posterior alanlarinda splint olmadan kullaniimasi endike degildir.

Kontrendikasyonlar

Elektif oral cerrahi ile iligkili genel kontrendikasyonlarin oldugu durumlarda implant yerlestiriimemelidir. Mutlak ve goreceli kontrendikasyonlar asagida sayilanlari igerir ancak bunlarla
sinirh degildir: Titanyum alerjisi; kardiyak ve vaskuler hastalik; kanama bozukluklari; psikolojik bozukluklar; kontrolsiiz diabetes mellitus; mineral, kemik ya da bag doku bozukluklari;
bobrek hastaligi; karaciger hastaligi; otoimmiin bozukluklar; hastalik ya da ilaglar nedeniyle bagisiklik fonksiyonunun diismesi; enfeksiy6z bozukluklar ve ilaglarin yol agtigi advers
durumlar. Diger goreceli kontrendikasyonlar arasinda agiz hijyeninin yetersiz olmasi, bruksizm, yetersiz beslenme, alkolizm, titiin kullanimi ve radyasyon terapisi 6ykusu sayilabilir.
Bunlara ilave olarak, hastanin implantlari maruz birakacagdi 6ngérilen islevsel yikleri desteklemek igin yeterli boyut ve sayida implantin yerlestirilebilmesi igin hastada yeterli hacimde
artik kemik bulunmasi gerekmektedir.

Dar implantlar ile agili abutmentlerin, agzin posterior bélgesinde kullaniimasi amaglanmamaktadir.

Uyari

implantlari yerlestirme ve restore etme prosediirlerini ancak ve sadece bu prosediirleri uygulama ruhsati ve egitimi olan hekimler yiriitmelidir. Anatomik yapilari incelemek ve her
bir vakanin biyomekanik, fonksiyonel ve estetik gereksinimlerini degerlendirmek igin ameliyat éncesinde yeterli galisma yapilmahdir. Maksiller sinlistin, burun bosluklarinin, inferior
alveolar sinirin, mental foramenin pozisyonu ve topografisini, dogal dis pozisyonlarini belirlemek ve implant yerlesimini ya da prognozu etkileyebilecek diger anatomik &zellikleri
tespit etmek igin rontgenler gekilmeli ya da diger tanisal incelemeler yapiimalidir. Siirecin basarili olmasi igin cerrah, restoratif dis hekimi ve dis laboratuvari arasindaki
konsiiltasyon énemli ve gereklidir. implant yerlestirme ve restorasyon islemlerinin riskleri su sayilanlari igerir ancak bunlarla sinirli degildir: enfeksiyon; osseointegrasyonun
basarisiz olmasi; kemik ve yumusak doku kaybi; istenmeyen estetik sonug; agiz ve yiiz bélgesinde anestezi, disestezi ve parestezi; sinis enfeksiyonu; implantlarin ve aletlerin
yerinden oynayarak gevredeki yapilara kaymasi; komsu diglerin zarar gérmesi; yenilenemeyen implantlar; implantlarin ya da restoratif bilesenlerin kirilmasi ve implantlarin ya da
restoratif bilesenlerin gevsemesi. Her bir implant sisteminin, implantin arzu edilen derinlige tamamen yerlestiriimesini saglayacak benzersiz dlgim &zellikleri vardir. Bazi
durumlarda, matkap uzunluk referans gizgileri implantin belirtilen uzunlugundan daha uzun 8lgiim yapmaktadir. implant cerrahinin kullanilan spesifik 8lgiim sistemine tamamen
asina olmasi ve herhangi bir disin ve hayati yapilarin bitisiginde uygun bir glivenlik pay! birakmasi tavsiye edilmektedir. Matkabin gergek uzunlugu ve radyografik élglimler
arasindaki farkin anlasilamamasi sonucunda matkapla hedeflenen derinligin 6tesinde delik agilarak sinirlerde ya da dider hayati yapilarda kalici yaralanmaya yol agilabilir; bu da
potansiyel olarak alt dudak ve genede kalici uyusukluk ya da diger yaralanmalar ile sonuglanabilir. implantlarin, abutmentlerin, protez bilesenlerinin ve aletlerin eslestirilmesi igin her
bir implant sisteminin spesifik tasarim 6zellikleri vardir. Dogru eslestirme icin yapilandiriimamis ya da boyutlandiriimamis aletlerin ve bilesenlerin birlestiriimesi; bilesenlerde
mekanik arizaya, dokuda hasara ya da tatmin edici olmayan estetik sonuglarina yol agabilir, bu nedenle ylzde yiz basar garanti edilemez. Kalan kemigin miktarinin ve/veya
niteliginin yetersiz olmasi, enfeksiyon, elverigsiz cerrahi teknik, hastanin adiz 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
onerilimemektedir.

3 mm ¢apl implantlar, sadece maksiller lateral ve mandibuler kesici dislerde tek birimli kullanim igin 40 Ncm maksimum tork limitiyle tavsiye ediimektedir ve agzin posterior alanlari
icin endike degildir.

MRI Giivenlik Bilgisi

Her ne kadar bu iriinler MRI giivenlik testlerine tabi tutulmamis olsalar da literatiir analizi Blue Sky Bio, LLC implant Sisteminin bu tir bir taramada spesifik kosullar altinda higbir
onemli risk teskil etmedigine ve asagida sayilan tarama kosullarinda “MR Kosula Bagli Olarak Guvenli” kabul edildidine isaret etmektedir:

. Statik manyetik alan kuvvetleri < 3 Tesla
. Manyetik alan gradyanlari 30T/M’ye kadar (3000G/cm).

. RF Eksitasyonu:
Gobek deliginin Gzerindeki tim noktalar igin Dairesel Polarize (CP) - Gébek deliginin altindaki tim noktalar igin herhangi bir eksitasyon kisitlamasi yoktur

. Calisma Modu: Izin verilen gériintiileme bélgesinde Normal Calisma Modu
. Tum vicut spesifik absorpsiyon oranlari (SAR) 2W/kg
. Maksimum Kafa SAR: Kafa noktasi i¢in degerlendiriimemeistir

. Tarama Siiresi: implant isinmasina bagh spesifik kisitlama yoktur
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Prosediirle iligkili Onlemler, Cerrahi

Konak dokuda hasari en aza indirmek igin gereken tiim ¢caba gésterilmelidir. Ozellikle de hem termal ve cerrahi travmaya hem de kontaminantlarin ve enfeksiyon kaynaklarinin
ortadan kaldiriimasina ézellikle dikkat edilmelidir. Cerrahi prosediir yiiksek diizeyde hassasiyet ve ézen gerektirmektedir. Implantin yerlestirimesi sirasinda miimkiin olan en az
travma ilkesinden herhangi bir sapmak osseointegrasyon saglanamamasi riskini artirmaktadir. Tim matkapla delme prosedurleri maksimum 1000-2000 devir/dakikada ve bol
miktarda irrigasyon uygulanarak yuritilmelidir. Sivri ve keskin matkap uglarinin kullaniimasi, yeterli miktarda irrigasyon, ice ve disa dogru (ileri—geri) matkap hareketi, kisa kesme
dongdleri, kemigin sogumasinin beklenmesi ve giderek artan boyutlarda deneme matkap uglarinin kullaniimasi gerekmektedir. Her bir implant tipi ve boyutuna yonelik spesifik matkap
ucu sirasl icin internet sitemize bakabilirsiniz. Osteotominin gereginden fazla ya da yetersiz prepare edilmesinden kaginmak icin 6zel dikkat gésterilmelidir. implantlar, stabil olacak ve
herhangi bir mobilite barindirmayacak sekilde yerlestirilmelidirler. Asiri yerlestirme torku (60 Ncm’den fazla), implanta ya da aletlere zarar verebilir ve kemik bolgesinde kirida ya da
nekroza yol agabilir. Cerrahi sirasinda kullanilan tim aletler saglam ve iyi durumda tutulmahdir ve bu aletlerin implantlara ya da dider bilesenlere zarar vermemesine dikkat edilmelidir.
implant dis hekimliginde kullanilan bilesenlerin yutulmasini ya da solunmasini énleyecek tedbirler ahnmaldir. Implantin yerlestiriimesinin ardindan, implantlarin ne zaman
yuklenebilecegi cerrahin kemik niteligine ve ilk stabiliteye iliskin degerlendirmesine bagli olacaktir. Uygun bir takip protokoli izlenmelidir.

Prosediirle ili§kili Onlemler, Protez

K&priniin implant abutmentlerine pasif adaptasyonu ve oturtulmasi, karsi ceneye goére okliizyonun ayarlanmasi ve asiri diizeyde enine yiikleme kuvvetlerinin 6nlenmesi yoluyla
dogru stres dagihmi saglanmasi 6zellikle dnemlidir. Hemen yiikleme ve hemen gegici dis protezi ilave énlemler alinmasini gerektirmektedir ve tim vakalarda uygun degildir. Protez
bilesenlerinin kiiciik olmasi nedeniyle hasta tarafindan yutulmamasi ya da solunmamasina dikkat edilmelidir.

Blue Sky Bio, LLC implantlarinin Restorasyonu igin Abutment Talimatlari _
Yeterli osseointegrasyonun ardindan, gerektiginde implantlar agiimall ve kapatma vidasi ¢ikariimalidir. Implantin i¢ kismi sulanmali, birikintilerden arindiriimali ve kurutulmalidir.

Gerekli gériilmesi halinde, iyilestirme abutmenti yerlestiriimeli ve doku iyilestirme abutmentinin gevresinde iyilesmeye birakilmalidir. implant ile uyumlu olan nihai abutment
secilmelidir. Abutmentin indeksleme &zelliginin yénelimi, implantin i¢ indeksleme &zelliginin ydnelimi ile eslesmelidir. implantin yeterince oturup oturmadigi réntgenle dogrulanabilir.

Eger abutment laboratuvarda modifiye edilirse, transfer mastari ya da baska herhangi bir transfer cihazi araciigiyla abutmentin implantin icine dogru uygun sekildeyonlendirilip
yonlendirilmedigi tespit edilmelidir. Son abutment oturtma islemi, segilen implant sistemi ile uyumlu bir yerlestirme parcasi ve abutmente ya da tespit vidasina 30 Ncm tork uygulayan
bir tork anahtari kullanilarak yapiimaldir. Abutmentler gereginden fazla prepare edilmemelidir ve restorasyon retansiyonu ve abutmentin glicii hesaba katilmalidir. Kisiye 6zel
ayarlanabilen abutmentlerin yapisinin %50’sinden fazlasinin ve diiz abutmentlerin yapisinin %30’undan fazlasinin uzaklagtirimasi (agindiriimasi) tavsiye ediimemektedir. implantin
bitisme yerindeki abutmentte degisiklik yapmayin. Abutment acisi, belirlenen angulasyondan farkli olacak sekilde degistiriimemelidir. Abutment lzerinde yapilan 6nemli dizeyde
modifikasyonlar yapisal biitiinliige zarar verebilir ve zamanindan énce bozulmaya neden olabilir. implantin bitisme yerindeki abutmentte degisiklik yapmayin. Bir restorasyon,
restorasyonun sabit olmasi ve okliizal ylkin uygun olmasi saglanarak Uretilmeli ve yerlestiriimelidir. Sabit restorasyonlar igin ¢ok birimli abutmentler yalnizca birden fazla yivli
restorasyonlar igindir.

Orijinal Blue Sky Bio NP hazir ve kisiye 6zel abutmentler, dnemli diizeyde ilave kuvvet igin azi disleri ve genis capli implantlar icin tavsiye edilmektedir

Blue Sky Bio kisiye 6zel frezlenebilir abutmentlerin ancak ve sadece bilgisayarl ekipman kullanilarak kisiye gére ayarlanmasi hedeflenmektedir
implant ile eslesen yiizeyler hicbir sekilde modifiye edilmemelidir.

Titanyum Alagimli islenmemis Abutmentlerden Uretilen kisiye 6zel abutmentler igin tasarim parametreleri séyledir:

Minimum duvar kalinligi — 0,4 mm

Tek birimli restorasyonlar igin minimum post uzunlugu — 4,0 mm

4,0 mm Minimum dis eti ylksekligi — 0,5 mm

Maksimum dis eti ylksekligi — 6,7 mm

Maksimum angulasyon — 30°

Uyumluluk:
BIO | Max NP BIO | Max NP, NobelActive NP implant sistemi ile cerrahi ve protez agisindan uyumludur.
BIO | Max RP BIO | Max RP, NobelActive RP implant sistemi ile cerrahi ve protez agisindan uyumludur.
BIO | Internal Hex BIO | Internal Hex, Zimmer/ZimVie Tapered Screw Vent ve Implant Direct Internal Hex Legacy3 implant sistemleri ile
cerrahi ve protez agisindan uyumludur.
BIO | Quattro BIO | Quattro, Straumann Bone Level (BL) implant sistemi ile cerrahi ve protez agisindan uyumludur.
BIO | One Stage BIO | One Stage, Straumann Tissue Level implant sistemi ile cerrahi ve protez agisindan uyumludur.
BIO | Conus BIO | Conus, Astra OsseoSpeed TX implant sistemi ile cerrahi ve protez agisindan uyumludur.

implant Karti Doldurma Talimatlari

implant cihaziyla birlikte bir implant karti verilmektedir. Bu kart saglik personeli tarafindan doldurulmali ve ardindan hastaya verilmelidir.
1. Hastanin adi ya da hasta kimligi — Saglik kurumu / personeli tarafindan doldurulmalidir

2. Implantin uygulandigi tarih - Saglik kurumu / personeli tarafindan doldurulmalidir

3. Saglik kurumu ve sagdlik personelinin adi ve adresi - Sagdlik kurumu / personeli tarafindan doldurulmalidir

4. Hasta implant bilgisi barkodu — Implant Kartinda bulunur
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implant kartinin cihaza 6zgii tarafinda bulunan semboller, kullanma talimatinin birinci sayfasinda gériilebilir.

Tedavi Sonrasi Takip ve Bakim

Hastalar hem dogru agiz hijyeni hem de implant ve restorasyonlarin bakimi konusunda bilgilendirilmelidirler. implantlarin islevinin yeterli ve implantlari cevreleyen dokularin saglkh
oldugunu teyit etmek ve boyle kalmaya devam

etmelerini saglamak igin periyodik takip randevulari olusturulmalidir.

Tek Kullanimhik Uriinler:
Tek Kullanimlik driinler yeniden islenmemelidir. Yeniden isleme mekanik, kimyasal ve/veya biyolojik 6zelliklerin kaybolmasina yol agabilir. Yeniden kullanim gapraz kontaminasyona
sebep olabilir.

Tek kullanimlik aletlerin etiketinde “Yeniden kullanmayiniz” sembolili bulunmaktadir ve bu aletler cerrahi kullanimdan sonra bertaraf edilmelidir.

®

Tek kullanimlik aletler cerrahi kullanimdan sonra yeniden islenmemelidir. Tek kullanimlik aletlerin yeniden kullaniimasi potansiyel kontaminasyon ya da cihaz arizasi riski dogurmaktadir;
bu da hastanin yaralanmasina, hastalanmasina ya da élmesine yol acabilir.

Yeniden Kullanilabilen Aletler:
Sik sik yeniden islemenin aletler iizerindeki etkisi kiigiiktir. Uriin émriiniin bitip bitmedigi kullanim sirasinda meydana gelen asinma ve hasara gére belirlenmektedir. Dolayisiyla genel
aletler, hasarli ve kontamine olmamalari sartiyla, uygun bakim saglanarak yeniden kullanilabilirler.

Aletlerin tim parcalari gézle gérilebilen hasar olup olmadidi ve/veya diizgiin ¢alisip galismadigi agisindan dikkatli bir sekilde degerlendirilmelidir.

Her kullanimdan énce cihaz herhangi bir hasar olup olmadidini tespit etmek amaciyla gozle incelenmelidir. Herhangi bir hasar gézlemlenmesi halinde cihaz kullaniimamalidir.

Temizlik ve Sterilizasyon
Tum implantlar steril halde tedarik edilir, tek kullanimliktir ve etikette belirtilen son kullanma tarihinden énce kullaniimalidir. Ambalajin hasarli olmasi ya da daha énce agiimis olmasi

halinde implantlar kullaniimamalidir.

Analoglar, plastik 6lgi transferleri, kilavuz tiipler, mum mansonlari, yakilabilir plastik abutmentler, plastik snap insertleri, bosluk mangonlari, dékiim mansonlari, blokaj aralayici ve
plastik halkalar kullaniimadan énce sterilize edilmemelidir

Abutmentler, vidalar, gévde mansonlari ve metal 6lgl transferleri steril degildir ve kullaniimadan énce sterilize edilmelidir. Asagidaki buharli sterilizasyon prosediiriine bakiniz.

Yeniden kullanilabilen aletler steril halde temin edilmez, temizlenmelidir ve kullaniimadan &nce sterilize edilmelidir . Asadidaki yeniden kullanilabilen aletler igin temizlik talimatlarina VE
buharli sterilizasyon prosediiriine bakiniz.

Yeniden kullanilabilen aletler icin temizlik talimatlari:

1. iki buguk dakika boyunca soguk ile ilik arasindaki sicaklikta suyla durulayin.

2. Tum pargalari Ureticinin talimatlarina uygun sekilde musluk suyuyla seyreltiimis enzimatik deterjan bulunan ultrasonik bir temizleyiciye yerlestirin.
3. 10 dakika sureyle ultrasonik banyoda tutun.

4. Ug dakika sureyle musluk suyuyla durulayin.

Nemli Isi (Buhar) Sterilizasyonu Tavsiye Edilen Prosediir:

1 Cihaz, Uretici tarafindan valide edilen sterilizasyon posetinin icine yerlestirilir

2 Posetlerin bulundugu sterilizasyon cihazi (Gravity-Displacement) buharin serbest dolasabilecegi bir sekilde yiiklenir
3. Sterilizasyon parametreleri ayarlanir: Minimum 121 °C (250 °F) sicaklikta 30 dakika maruziyet

4 Belirlenen sicaklikta tam 30 dakikalik maruziyet igin sterilizasyon déngusu baglatilir

5 Sterilizasyon cihazi agilmadan énce kurutma icin 15 dakika beklenir
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Tedarik Yontemi

Blue Sky Bio, LLC implantlari, tibbi kullanima uygun kalitede titanyum alasimindan (ASTM F136) Uretiimektedir.
Blue Sky Bio, LLC abutmentleri, tibbi kullanima uygun kalitede titanyum alasimi (ASTM F136) ya da altin alagimindan Uretilmektedir.

Uyari
Bu cihazin satisi kisittamaya tabidir; bu cihaz ruhsatli hekim veya dis hekimlerine ya da onlarin siparisi dogrultusunda satiimaktadir. Sadece regeteyle kullanilir.

Bertaraf:
Bu driin, yerel yonetmeliklere uygun olarak gevre dostu bir tutumla bertaraf edilmelidir. Kontaminate cihazlardan ya da keskin nesnelerden olusan tehlikeli atiklar, spesifik teknik sart ve
gereksinimleri karsilayan uygun konteynerlerde bertaraf edilmelidir.

Avrupa Birligi’ndeki miisteriler igin:
Implante edilebilir cihazlar igin Giivenlik ve Klinik Performans Ozeti (SSCP) dokiimaninin bir kopyasini talep etmek igin info@blueskybio.com adresine madde numara ( lar)ml
belirten bir e-posta génderiniz

Her tirlli ciddi olay Ureticiye ve kullanicinin ve/veya hastanin ikamet ettigi Uye Ulkenin yetkili makamina bildiriniz.

J: Blue Sky Bio, LLC

800 Liberty Drive
Libertyville, IL 60048
USA
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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
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EAANnvika (el)

ZUCTHMATAO OSOVTIKWYV gp@uUTEUUaTwy Blue Sky Bio, LLC

Odnyieg xpnong

Evdeigeig

Ta oUGTAPATA EYPUTEUPGTWY TIPOOPICOVTAI yIa XPAON YIO TNV UTTOOTAPIEN HEPOVWHEVWY F TTOAAGTTAWY ATTOKOTAGTACEWY OTN GATVIOKH aTrOQUON TNG TTARPWG i HEPIKWG VWONG dvw A
KGTW yvabou.

Ta epguTetpaTa dlapéTpou 3 mm evAEiKvUVTaI HOVO VIO TOUG TTAEUPIKOUG KOTITAPEG TNG KATW YVABOU Kal TOUG KOTITAPEG TNG dvw yvaBou.
Ta epguTelpaTa oTeVAG dIaPETPoU dev evOEIKVUVTAI VIO XPrion Un vapBnkoTroinuéva oTIg OTTHoBIEG TTEPIOXEG TOU OTOUATOG.

Avrevdeigeig

Ta epguTetpaTa dev Ba TTPETTEN va TOTTOBETOUVTAI OTAV UPIOTAVTAI YEVIKEG AVTEVOEIEEIG TTOU OXETICOVTAI PE ETTIAEKTIKF) OTOPOTIKA XEIPOUPYIKK ETTEPBACT. ZTIG ATTOAUTEG KAl OXETIKEG
avTevdeigelg ouykaTaléyovral, peTagu aAAwv, ol €§RG: ANepyia aTo TITAvIo, KaPSIOKK KOl AYYEIOKA VOOOG, QIHOPPAYIKEG DIOTAPAXEG, WUXOAOYIKEG DIATAPAXES, AVECEAEYKTOG
gakxapwdng diapATNG, dlaTapax£g Twv PETAAAIKWVY OTOIXEIWY, TWV 00TWV fj TOU GUVSETIKOU 10TOU, VEPPIKA VOOOG, NTTATIKA VOGOG, auTodvooeg SiaTapayEg, HElwpPévn AsiToupyia Tou
QavOoOoOTIOINTIKOU CUGTANATOG AOYW VOGOU i POPUAKEUTIKWY aywywV, AOINWIEIG dlaTapaxég Kal aveTmBUuNTEG KATAOTATEIG TTOU TTPOKAAOUVTAI aTTd pApUaKa. MepaiTépw OXETIKEG
avTeVOEIEEIG €ival N KOKKA OTOPATIKN UYIEIVH], 0 Bpougiopdg, n Kakn SiaTpo@r), 0 aAkooAIopdg, N Xprion KaTTvoU Kal TO IGTOPIKG OKTIVOBepaTTeiag. ETITTAéOV 0 00BEVAG XPEIGETAI ETTOPKT
GYKO UTTOAEIPPATIKOU 00TOU YIO TNV TOTTOBETNON EPPUTEUPATWY ETTAPKOUG HEYEBOUG Kal apIBPoU yia TNV UTTOOTAPIEN TWV OVAUEVOUEVWV AEITOUPYIKWY QOPTiWV GTa oTToia Ba
uttoBdAAel 0 aoBeviig auTd Ta eupuUTELUATA.

Ta oTevd eppUTELPATA KAl TA YWVIWTA KoAoBwpaTa Sev TTpoopifovTal yia Xpron OTo OTTioBIo TUANA TOU OTOHATOG.

Mpogidotroinon

Ta eppuTtelpaTa Ba TTPETTEN va TOTTOBETOUVTAI KOI VO ATTOKABioTavVTal ATTOKAEIOTIKG aTTé ETTAYYEAPOATIEG TTOU £X0UV GOEIQ KOl £XOUV EKTTAIOEUTE VO TTPAYUOTOTTIOIOUV AUTEG TIG
d10dIKaoieG. Oa TIPETTEI VA TIPAYUATOTTOIOUVTAI ETTAPKEIG TIPOEYXEIPNTIKEG HEAETEG VIO TNV EGETACT TWV AVATOMIKWY SOHWY KAl TNV ag§IoAGyNan Twv BIOUNXAVIKWY, AEITOUPYIKWY Kal
AITONTIKWY OTTAITACEWY KABE TTEPIOTATIKOU. Oa TTPETTEI VO XPNOIHMOTIOIOUVTAI OKTIVOYPAPieG 1) GAAOI DIayvwoTIKOi EAEyXOI YO TOV TTPOOdIoPITUOS TNG BE0NG KAl TNG TOTTOYPaPiag Tou
yvabiaiou KOATTOU, TwV PIVIKWYV KOIAOTATWY, TOU KATWTEPOU PATVIOKOU VEUPOU, TOU YEVEIQKOU TPANATOG, TWV BECEWY TWV QUTIKWY JOVTIWV KAl GAAWV AVATOMIKWY XOPAKTNPIOTIKWY
TTOU UTTOPEI Va ETTNPEACOUV TNV TOTTOBETNON ENPUTEUPATOG 1) TNV TTPOYvVwanN. Na Tnv emTuyia Tng diadikaciag gival atrapaitnTn n diaBoluAeucn PeTagy Tou XEIPOupyou, Tou
0J0oVTIATPOU ATTOKATACTAGNG Kal TOU 0d0VTOTEXVIKOU epyaaTnpiou. O1 kivduvol TTou evéxovtal aTn Siadikaagia ToTro8ETNONG EPPUTEUNATWV KAl ATTOKATACTAONG £ival, JETAEU GAAwY,
o1 €¢NG: Aoipwgn, atroTuyia 00TEOEVOWNATWONG, OTTWAEIQ 00TOU Kal paAakoU 10ToU, Un Euvoiké aigbnTiké atroTéAeapa, avaiodnaoia, ducaiobnaoia Kai TTapaioOnaia aTn OTOPATIKA
Kal TTPOOWTTIKA TrEPIoXH], Aoidwén TwV IYPOopEiwy, aTToKOAANGN TWV EPPUTEUPATWY Kal TWV EPYOAEIWV OTIG TTAPAKEIPEVEG DOPEG, BAGRN OTa TTapakeiueva dOVTIA, Pn OTTOKATAOTACING
epQuUTELPATA, Bpalon TWV EPPUTEUHATWV A TWV EEAPTNPGTWY ATTOKATACTAONG Kal XGAGPWON TWV EUPUTEUPGTWY | TwV E§APTNUAETWY aTTOoKATAoTAONG. To KGBE oloTnua
EMPUTEUPOTOG DIABETEI DIAPOPETIKA XAPAKTNPIOTIKA PETPNONG, WATE va EMITPETTETAI N TTARPNG €8paan Tou EPPUTEUPATOG OTO ETTIOUPNTSO BABOG. Z€ OPIOUEVEG TTEPITITWOEIG, Ol
YPOUUEG ava@opdg TOu YAKOUG TOU TPUTTavioU gival HeYOAUTEPEG ATTO TO AVAPEPOUEVO UAKOG TOU EUPUTEUPOTOG. ZUVIOTATAI O XEIPOUPYOG EPPUTEUTNG VO EEOIKEIWVETAI EVOEAEXWIG
ME TO OUYKEKPIPEVO GUOTNHO PETPNONG TTIOU XPNOIPOTIOIEITAI KAl VO TTAPEXEl ETTAPKEG TTEPIBWPIO ao@aAeiag TTAGI o€ otroladhTToTe déVTIa Kal {wTIKEG dopég. H pn avayvwpion Tng
S10¢Qopdg PETAEU TOU TTPAYHATIKOU PMAKOUG TOU TPUTTAVIOU KOI TWV OKTIVOYPAPIKWY HETPACEWYV PTTOPEI va KATaARgEl o€ pdviun BAGRN Twv velpwy ) GAAWV {wTIKWV SOPWY JE
S1aTpNON TEPaV TOU OKOTTOUPEVOU BABOUG, TIPOKAAWVTOG SUVNTIKA HOVIUN aIdwdia TOu KATW XEIAOUG Kal Tou TTNyouvioU f} GAAoug TpaupaTiopous. KaBe aUaTnua ePpuUTEUNATOG
OI00£TEI TUYKEKPIPEVA XAPOKTNPIOTIKA OXEDIACUOU IO TO CUVOPHOJOUEVA EUPUTEUPATA, TA KOAOBWHATA, Ta TTPOBETIKA pépn kal Ta epyaAgia. O ouvduaoudg epyaleiwy Kal HEPWV
TTou Bev gival dlagoppwpéva 1 Oev £Xouv TIG KATAAANAEG dIAOTATEIG yIa CWAOTH CUVAPUOYR PTTOPEI va 0dNYAOEl O€ PNXAVIKA acToxia Twv JEpwy, TTPOKANon BAGBNG o€ 10TOUG 1 un
IKOVOTTOINTIKG aloBNTIKG aTTroTEAEOPATA, CUVETTWG, N aTTOAUTN €TTITUXiO eV UTTOPEI Va €ival eyyunuévn. H atmwAeia emapkoug TToodTnTag ri/Kal TroiéTnTag UTTOAEIYPaTIKOU 00TOU, N
Aoipwén, N aveTTapkAg XEIPOUPYIKN TEXVIKA, N KAKA OTOPATIKA UYIEIVI) TOU a0BevOUG Kal N YEVIKEUPEVN VOOOG Eival OPIOUEVEG BUVNTIKEG QITIEG ATTOTUXIOG TNG OOTEOEVOWUATWONG,
TO00 AUETWG PETA TN XEIPOUPYIKN ETTEURACN 6C0 Kal META TNV APXIKA ETTITEUEN 00TEOEVOWHATWONG. Ta TTPOEYXEIPNTIKA EAAEippaTa okAnpoU 10ToU f pahakoU I0TOU eVOEXETAI VO
kaTaAngouv og uTToRaBUIoUEVO aIoBNTIKG OTTOTEAETHA 1) O€ SUOPEVH YWVIWOTN TOU EUPUTEUPATOG. AVapopIkd pe Ta TTaidid, n Bepartreia dev GUVIOTATAI WOOTOU dIATTIOTWOET N
OoAOKARpWON TNG AVATITUENG TWV PATVIWV.

Ta epguTelpaTa SIGUETPOU 3 MM GUVIGTWVTAI VIO XPAON WG HOVOKOPHATEG HOVADEG HOVO GTOUG TTAEUPIKOUG KOTTTAPEG TNG KATW yvAaBOoU Kal TOUug KOTITAPESG TNG Avw yvaBou, pe
péyioTo 6plo poTrAg oTpEéwng Ta 40 Ncm kair Sev evdeikvuvTal yia TIG OTTIOBIEG TIEPIOXEG TOU GTOUATOG.

NAnpo@opieg yia TRV acg@dAsia ag TepIBAAAov payvnTikig Topoypagiag (MRI)

MapoT autd Ta TTPOidvTa Sev €xouv UTTORBANBET o€ SoKIPEG yia TNV acpdAeia o€ TTepIBAAAov payvnTiknAg Topoypagiag (MRI), n BiBAloypagikA avaAuon utrodeikviel 6T n odpwan
€VOG ZUOTANOTOG EPpUTEUPATOG Blue Sky Bio, LLC Sev evéxel anuavTikoug KIVOUVOUG UTTO OUYKEKPINEVEG TUVONKEG Kal Bewpeital «Ad@aAig utré TTpolTroBéacig ot TTepIBAAAoV
payvnTiKkoU ouvTovIguoU», UTTO TIG aKOAOUBEG OUVONKEG:

. loxUg oTaTikoU payvnTikoU Tediou < 3 Tesla
. AioBabuioeig payvnTikou trediou €éwg 30 T/M (3.000 G/cm).

. Aigyepan padioouyvotrTwy (RF):
KukAiké TToAwpévo (CP) yia 6Aa Ta opdonua dvw Tou op@arol - Aev UTTEPXOUV TTEPIOPITHOI TTOAWONG Yia 6Aa T 0pOTNUA KATW TOU OPPaAoU

. Tpotmog Aeitoupyiag: Kavovikdg TpOTTog AEIToupyiag oTnv MITPETITH {Wvn aTrEIKOVIoNG
. OANoowpaTIKEG TIPEG €181KAG aTToppdenang (SAR) 2 W/kg
. Méyiotn SAR ke@aAig: Aev €xel ekTIUNBEi yia To 0pdGNUO TNG KEQAANG

. Aidpkeia gdpwong: Aev UTTAPXOUV CUYKEKPIPEVOI TTEPIOPITHOI, Adyw TNG BEPpPavVONG TOU EPPUTEUUATOG
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Npo@uAdgeig katd Tn dladikagia, XEIPOUPYIKN ETEPRAOTN

Mpémer va kataBaAAeTal kGOe duvaTh TTPooTIadEIa yia TNV eAaxioToTToinon Twv BAaBWv atov &evioTh 10TO. EidIkOTEPQ, TTPETTEl va SiveTal IBIAITEPN TTPOCOXH OTa BEPUIKA Kal
XEIPOUPYIKA TpalpaTa Kal TNV €§AAEIPN TWV HOAUCUATIKWY TTAPAyOVTWY Kal TwV AoIpoyovwy TTywv. H xeipoupyikn diadikaoia atraitei uynAr akpiBeia kal Tpoooxr. OTtroiadroTe
atékAion atré Tnv apxn Tou eAdxIoTou duvaTol TPAUNATOG KATA TNV TOTTOBETNON TOU EPPUTEUNATOG AUEAVEl TOV KivOUVO aaTOXIag yIa TNV ETTITEUEN 00TE0EVOWHATWONG. OAgg oI
Siadikaoieg d1aTpnang Ba TpéTrel va TTpaypaTtotrolodvtal pe 1.000-2.000 o.a.A., pe debBovn kataidvnan. H XpAon aixunpwy TpuTTaviwy, £TTapkoUg Kataiévnong, £E0w-£Ew Kivnang Tou
TpuTTavioU, Bpax£wv KUKAWV KOTTAG, AVAPOVAG YIo Yugn Tou 0oToU, KaBwg Kal N Xprian odnywv TpuTraviwy ot diadoxIka augavopeva hey£on eival atrapaitnta. Avatpégte aTov
10TETOTTO PAG VIO TN CUYKEKPIYEVN aKoAouBia TpUTTaVIWY yia KABE TUTTO Kai YEyeBog eppuUTELPOTOG. Oa TTPETTEN va diveTal IBIAITEPN TTPOCOXN YIA TNV aTTOQUYH UTTEPBOAIKAG 1 EAAITTOUG
TIPOETOINACIOG TNG 00TEOTOHIAG. Ta eppuTEUPATA Ba TTPETTE VO TOTTOBETOUVTAI £T01 WOTE VA TTAPAPEVOUV OTABEPG Kal va pnv €Xouv Kayia KIvnTIkOTNTa. H uTrepBOAIKA POTIA €l0aywyng
(peyaAuTepn atré 60 Ncm) evdéxeTal va TTpokaAéoel BAGBN oTo p@UTEUA 1) OTa epyaAeia kal Bpalan 1| vékpwan Tng B€ong Tou oaTtou. OAa Ta epyaAcia TTou XpnaoipoTToloUvTal aTh
XEIPOUPYIKNA ETTEPRAON TTPETTEI va dlaTnpoUvTal O KOAR KATAOTAON KAl va SiveTal TTPOCOXA WOTE Ta £pyaAgia va pnv TpokaAéoouv ¢nuid a1a epuTeduara ) ae GAAa pépn. Mpémel va
AapBavovrtal TTIPOPUAGEEIG WOTE VO ATTOPEVYETAI N KATATTIOGN A N EICTTVON TWV PEPWYV TTOU XPNOIUOTTOIOUVTal GTNV 0OOVTIOTPIKK EMPUTEUHATWY. MeTE TNV TOTTOBETNON TOU
€UPUTELPATOG, N agloAdynan TnG TToIGTNTAG TOU 0GTOU KaI TNG apXIKAG OTABEPOTNTAG aTTd TOV XEIPOoupyd Ba TTpoadiopioel TTATE PTTOPOUV va GOPTICTOUV Ta EUPUTEUHATA. Oa TTPETTEI Va
akoAouBeital katdAAnAo TTpwTéKoAAO TTapakoAolBnong.

Mpo@uAdgeig katd Tn diadikaagia, TTPOBETIKA HEpPN

1810iTEpa oNUavTIKA €ival N 0pBA Katavour TnG Tieang, HEow TNG TTABNTIKAG TTPOTAPHPOYAG KAl EPAPHOYAG TNG YEPUPAG OTA KOAOBWHATA TOU EUPUTEUPATOG, TNG TTPOTAPHPOYAS TNG
OUYKAEIONG GTNV QVTIKEIPEVN O1aYOVa KAl TNV OTTOPUYHA TwV UTTEPBOAIKWV SUVANEWY £yYKAPOIag @opTIoNnG. MNa Tnv dueon @opTIoN Kal TRV GUECT TTPOCWPIVOTToINaN atraitolvTal
TIPOOBETEG TIPOPUAAGEEIG Kal BeV gival KATAAANAEG yia OAEG TIG TTEPITITWOEIG. AGYW TOU PIKPOU PEYEBOUG TWV TTPOBETIKWV PEPWV, TTPETTEI VA DIVETAI TTPOCOXT| WOTE VO UNV
KaTaTTO00UV A Va pnv €iI0TrveucBouv atéd Tov aoBevi.

0Odnyieg yio To KOAOBWHATA YIA TNV ATTOKATACTACT TWV EMPUTEUNATWY Blue Sky Bio, LLC
MeTd TNV €TTAPKr 0CTEOEVOWUATWON, TA EPPUTEUUATA Ba TTPETTEI va aTTOKAAUTITOVTAI, EAV €ival atTrapaitnTo, Kai Ba TTPETTel va agaipeital n Bida kGAuwng. To ECWTEPIKO YEPOG TOU

eppUTELPATOG Ba TTPETTEN VO KaTaloVigeTal, va aTTaAAGoaETal aTTé UTTOAEiPPOTa Kal va oTEyVWveTal. EQv gival amapaitnTto, Ba TpéTTel va ToTroBeTeiTal éva KOAOBwHa ETTOUAWONG KAl O
10766 Ba TTPETTEI VO a@rjveTal va eTTOUAWBET yUpw a1Td To KOAGBwHa £TTOUAWONG. Oa TrpéTTel va eIAéyeTal Eva TEAIKO KOAOBwua cupBard pe 1o epeuTeupa. O TTpooavaTtoAIgudg Tou
XOPOKTNPIOTIKOU £UBUYPAUMIONG TOU KOAOBWHATOG Ba TTPETTEI VA AVTIGTOIXEI JE TOV TTIPOCAVATOAIOUO TOU ECWTEPIKOU XAPAKTNPIOTIKOU EUBUYPAUMIONG TOU EPQUTEUUATOG. H ETTApPKAG
£€dpaon utropei va etmiReRalwBei pe akTivoypagia.

Edv 10 KOAOBwpa TPOTTOTTOIEITAI € £PYAOTHPIO, Ba TIPETTEI Va TTPOadIopideTal 0 CWOTOG TTPOCAVATOAIOUOG TOU KOAOBWHOTOG HEGO OTO EUPUTEUNA, PE TN XPHON HETAPEPOUEVNG
KaTaypa@ng f otroiaadrmoTte GAANG diaTagng peTaopdg. H £€dpaan Tou TEAIKOU KOAOBWHATOG Ba TIPETTEI v TIPAYATOTTOIEITAI ME TN XProN £vEG 0dnyoU £I0aywYRG CUPBaATOU PE TO
eTmMAeypévo oUOoTnUa EPPUTEUPATOG Kal EVOG POTTOKAEIDOU TToU e@apuddel potrry 30 Necm oT1o koAdBwpa A Bidag oTepéwang. Ta koAoBwuaTa dev TTPETTEI va €ival UTTEPBOAIKG
TTapackKevaopéva kal Ba TTPETel va AapBaveral utrdyn n GUyKPATNon TNG aTTOKATACTAONG Kal N 10XUG TOU EPQUTEUNATOG. ZUVIOTATAI va agaipeital AiyoTepo atrd 10 50% Tng Sopng Twv
TIPOCAPPOZOPEVWY KOANOBWHATWY Kal AlydTepo a1 To 30% Twv UBEWY KOAOBWHATWY. MNV TPOTTOTTOIEITE TO KOAOBWHA OTO GNUEIO CUVOPHOYNAG HE TO EUPUTEUNA. H ywvia Tou
koAoBwuarog dev Ba Tpérel va aAAGdel atrd TNV KaBopIoPEVN Yywviwan. ZNPAVTIKA TPOTTOTToiNaN Tou KoOAOBwHaTOg evOéxETal va SIaKUBEUTE! TN DOUIKF AKEPAIGTNTA KAI VA TIPOKAAECE!
TPOwpn aagTtoxia. Mnv TpoTToTTOIEITE TO KOAOBWHA OTO ONUEIO CUVAPUOYAG ME TO EUPUTEUNA. Oa TTPETTEI VA KOTOOKEUAZETAI KAl VO TOTTOBETEITAI aTToKaTAOTACN, dlag@aAiovrag OTi n
OTTOKATAOTACN TTOPAPEVEl OTABEPRA Kal OTI TO CUYKAEITIAaKS @opTio gival 0pB6. Ta KohoBwuaTa TTOAMATTAWY PovAdWY Yo OTABEPEG ATTOKATAOTACEIG TTPOOPIfoVTal yia XPon POVOV YIa
QTTOKATOOTACEIG PE TTOAAATTAOUG VAPONKEG.

MNa Toug yougioug ouvioTwvTal YVAoIo atmdBepa Kal TTpooappoopéva kohoBwpata Blue Sky Bio NP kal egguTeUpaTa eupeiag SIGUETPOU yia CNPAVTIKE augnuévn 100

Ta mpooappoopéva kodoBwpata Blue Sky Bio pe duvatdtnta @pelapiopatog TpoopifovTal yia TTpOTapPoyH HOVO atTd UTTOAOYIOTIKS £EOTTAIONO
Ol ETMPAVEIEG TTOU GUVAPPOZOUV PE TO EPPUTEUPA OV Ba TTPETTEI va TPOTTOTTOIOUVTAI PHE KAVEVAVY TPOTTO.

O1 TTapdueTpol oXedIOOPOU YIa TIPOCUPHPOCUEVA KOAOBWHATA KATOOKEUOOUEVA aTTO TEUAXIO KOAOBWHATOG KPAPATOG TITAviou gival ol €§AG:
EAdyioTo 1réxog Toixwuatog — 0,4 mm

EAGx10TO Uog Ggova yia JOVOKOPUATEG aTTOKATAOTAoEIG — 4,0 mm

4,0 mm EAdyioto Oyog oUAwv — 0,5 mm

MéyioTo Upog oUAwV — 6,7 mm

MéyioTtn ywviwon — 30°

ZupBarétnra:
BIO | Max NP To BIO | Max NP ¢ival xeipoupyikd kai TrpoBeTikéd oupfatd pe To oloTnua epputeupdTwy NobelActive NP.
BIO | Max RP To BIO | Max RP ¢givai xeipoupyikd kai TTpoBeTik@ oupBatd pe 1o cUoTnua ep@uTeupdTwy NobelActive RP.
BIO | Internal Hex To BIO | Internal Hex givai xeipoupyikd kai TTpoBeTIKd GUPBATO PE T CUCTAMATA EUPUTEUPATWY Zimmer/ZimVie Tapered

Screw Vent kai Implant Direct Internal Hex Legacy3.

BIO | Quattro To BIO | Quattro gival xeipoupyika kai TTPoBeTIKG oupPBaTd pe To oUOTNPA EPPUTEUPAETWY Straumann Bone Level (BL).
BIO | One Stage To BIO | One Stage €ivai xeipoupyikd kai TTpoBeTIKG cupBaTd PE TO UOTNHA ENPUTEUNATWY Straumann Tissue Level.
BIO | Conus To BIO | Max RP ¢ival xeipoupyikd kai TTpoBeTIkd oupfatd pe To oUoTnua eppuTeupdTwy Astra OsseoSpeed TX.

03nyieg ouuTTARPWONG TNG KAPTAG EUPUTEUHATOG

To TeXVOAOYIKO TTPOIdV EPPUTEUPATOG CUVODEUETAI ATTO HIa KAPTA ENPUTEUUATOG. MpoopileTal yia CUPTTAPWAON atrd TOV TTAPOXO UYEIOVOUIKAG TTEPIBOAWNG KaI TTOPOXH OTOV a0BEv).
1. Ovopa aaBevoug i avayvwpIioTIKO agBevolg — ZUPTTANPWVETaI aTTO TO iIdPUPa/TOV TTAPOXO UYEIOVOUIKAG TTEPIBaAYNG

2. Huepopnvia eu@uteuong — ZuptrAnpwveTal até To idpupa/Tov TTAPOXO0 UYEIOVOMIKAG TTEPIBaAWNG

3. Ovopa kai dietBuvon Tou I8PUPATOG KAl TOU TTApOXOU UYEIOVOUIKAG TTEPIBaAWNG — ZUPTTANPWVETAI ATTO TO IBPUNA/TOV TTAPOXO UYEIOVOUIKAG TTEpiIBaAyng

4. IpappIkGG KWBIKAG yia TIG TTANPOPOpPIES EPPUTEUNATOG aaBeVOUG — YTTAPXE! ETTAVW OTNV KAPTA ENPUTEUPATOG
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Ta edia Kelévou TTou TIPETTEN va GUUTTANPwBoUV gaivovtal oTa aplioTepd. Mapddelypa cupTTANPWPEVNG KAPTAG EUPUTEUPATOG OTA OEEId, PE TIG TTANPOPOPIEG YPOUMPEVEG HE UTTAE
Keipevo.

www.blueskybio.com/pages/patientimplantinfo 4 b

Ta gUuBoAa TTou epavifovtal 0Tn CUYKEKPIYEVN TTAEUPA TNG KAPTAG EPPUTEUPATOG UTTAPXOUV OTNV TTPWTN GEAIdA Twv 0dNnyIWV XProng.

PpovTida TapakoAoubnong

Oa TpéTel va divovTal odnyieg aToug aaBeveig yia TNV KATAAANAN OTOPATIKA UYIEIVE KOl @POVTION TWV EUPUTEUPATWY Kal TV OTTOKATOOTACEWY. Oa TTPETTEI VA KAEIVOVTaI TTEPIODIKG
pavTeBou TrapakoAolBnang yia Tnv emBeRaiwan kai Tn diatpnon

TNG ETTAPKOUG AEITOUPYIAG TWV EPPUTEUPATWY KAl TNG UYEIAG TWV TTAPOKEINEVWYV I0TWV.

Mpoidévra pia No
Ta mpoidvTta piag xpriong dev Trpéel va uttoBdAAovTal o€ eTavemegepyaaia. H eavemegepyaaia Ba uropoloe va TTPOKAAETE! ATTWAEIA UNXAVIKWY, XNUIKWV f/Kal BIOAOYIKWY
XOPOKTNPIOTIKWY. H emmavayxpnaoipotroinan Ba ytropouce va TTPoKaAéael dlacTaupoUpevn eTindAuvon.

Ta epyakeia piag xpriong £mMaonuaivovTal oTnv €TIKETA PE TO GUPPBOAO «Mnv £TTavVayPNOIUOTTOIEITE Kal Ba TTPETTEI VO ATTOPPITITOVTAI HETA ATTO XEIPOUPYIKK XProN.

®

Ta epyaleia piag xpriong Sev TIPETTEI VA ETTAVAXPNCIUOTTOIOUVTAI HETA ATTO XEIPOUPYIKF XPAOT. H ETTavaxpnoipoTroinan epyaAgiwy piag Xprong evéxel duvnTiko Kivouvo péAuvong r
aaToxiag Tou TEXVOAOYIKOU TTPOIOVTOG, KATI TTOU EVOEXOUEVWG va 0dNyr el G€ TPAUNATIONO, voonon r Bavarto Tou agBevoug.

Emravaxpnoipgomroinoipa epyaleia:
H ouxvn emavetegepyaaia éxel eAdxIoTn emidpaan aTta epyaleia. To TEAOG TNG {wNG Tou TTPOIdVTOG TTPOadlopideTal atrd Tn @Bopd Kal Tn {nuId KaTd TN dIGPKEIQ TNG XPAONG. ZUVETTWG, TO
€pYaAgia YEVIKAG XPAiONG UTTOPOUV va ETTAVAXPNOIYOTTOIOUVTaI UE TNV KATAAANAN @povTida, utrd TNV TTpoUTTdBean OTI dev £xouv UTTOOTEN {NMIG Kai Oev £€XOUV JOAUVOEI.

OAa Ta pépn Twv epyaAeiwv TTPETTEN va agloAoyolvTal ue TTPOTOXA yia opaTh ¢nuid i/kal cwaTh AeiIroupyia.

To TexvoAoyikd TTPoidV Ba TIPETTEI va EAEYXETAI OTITIKG YIO CNMIEG, TIPIV aTTd KABE XpAoTN. Mn XpNOIUOTIOIEITE TN CUOKEUN €AV TTapaATnENOE OTTOIAdATIOTE {NUIA.

KaBapioudg Kal arrooTeipwon
‘OAa 10 gUQUTEUPATA TTAPEXOVTAI OTTOCTEIPWHEVA KAl TTPoOpidovTal yia pia HOvo XpAon €wg TNV avaypa@ouevn aTny ETTICHUAVON nUepopnvia Agng. Mn XpnoIUOTTOIEITE EPPUTEUPATA
€AV N OUOKEUODTTO TOUG €iVOI KOTEGTPOUMEVN 1} €XEI ATTOOPPAYIOTEI.

Ta avdAoya, Ta TTAACTIKG TEPAXIO ATTOTUTIWONG, Ol 0dNYOi CWAAVEG, Ta XITWVIA KAPWAONG, Ta TTAACTIKG KOAoOBwHaTA KAUONG, Ta TTAAGTIKA KOUUTIWTA éVOETa, TA OTTOOTATIKG XITWVIA, TO
XITWvIa XUTEUONG, TO ATTOOTATIKG ATTOKAEIGHOU Kal oI TTAAoTIKOi SaKTUAION BEV Ba TTPETTEI VO OTTOCTEIPWVOVTAI TIPIV ATTé TN XPrion

Ta koAoBwuara, ol BIdEG, Ta XITWVIA GTEAEXOUG KAl T HETAAAIKG TEPAXIA HETAPOPAG ATTOTUTTWAONG Eival PN ATTOOTEIPWUEVA Kal TTPETTEI VO ATTOOTEIPWVOVTAI TIPIV a1 TN Xprion. BA.
d108IKaCia ATTOOTEIPWONG PE ATHO, TTOPAKATW.

Ta emavaypnoiJoTIoICINa EPYAAEia TTAPEXOVTAI UN ATTOCTEIPWHEVA KOl TIPETTEI va KaBapiovTal Kal va aTToCTEIPWYOVTAl TIPIV atré Tn Xpron. BA. odnyieg kaBapiopou yia
gTmavaypnaiyotroiroiya epyaleia KAl diadikacia amooTeipwong Pe aTUd TTOPAKATW.

03nyieg kaBapiopoU yia ETTAVAXPNOIMOTTOIRCINA EpYaAEia:

1. ZETTAUVETE PE KPUO £wg XAIAPO VEPOS YIa SUOHIOT AETTTA.

2. MNa 6Aa Ta pépn, TOTTOBETAOTE € CUOKEUR AOUTPOU UTTEPAXWY PE EVUUATIKO UYPO ATTOPPUTTAVTIKG, aPaIWMEVO UE VEPOS BPUONG, CUNPWVA HE TIG KATEUBUVTAPIEG 0BNYiEG TOU
KOTAOKEUAOTH.

3. E@apudoTe utreprixoug yia 10 AeTTTd.

4. ZeTAUVETE pe vepd BpUong yia Tpia AETTTA.

ZuvIoTWHEVN d1adIKagia aTTooTEipwoNg UE uypn BeppoTnTa (ATHO):

TotroBeTAOTE TO TEXVOAOYIKS TTPOIOV PETA O PIa BrKn aTTOoTEIPWAONG, ETTIKUPWHEVN OTTO TOV KOTACKEUAOTH

TotroBeTAOTE TIG BiKEG GTOV ATTOCTEIPWTH (METATOTTIONG BapUTNTAG), ME TPOTTO WATE VA PTTOPET va JIEPXETAI EUKOAQ O ATUOG
OpioTe TIg TTapapéTpoug atrooTeipwaong: ‘EkBeon 30 AeTrtwov atoug 121 °C (250 °F) TouhdyioTov

EkTeAéaTe Tov KUKAO atroaTeipwaong yia TTARPN €kBeon 30 AeTITWOV 0TNV KaBOPIGHEVN TTAPAUETPO

EmtpéwTe Xpdvo oTeyvwpaTog 15 AETTTWY TTPOTOU OVOIEETE TOV ATTOOTEIPWT
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MéBodog Siabeong

Ta epguTedpata Blue Sky Bio, LLC eival kataokeuaopéva atrd Kpapa Titaviou iatpikou T0trou (ASTM F136).
Ta koAoBwpuara Blue Sky Bio, LLC gival kataogkeuagpéva atéd kpdua TiTaviou 1aTpikou Tutrou (ASTM F136) i kpdua xpucou.

Mpoooxn
H TTwAnon autng TNG GUOKEUNG TTEPIOPIdeTal oe adelouxoug IaTPoUG 1 0d0VTIATPOUG 1 KATOTTIV EVTOANG Toug. IMNa XPARON KATOTTIV guvTayoypd®nong Hovo.

Amoppiyn:
To 1poidv Ba TTPETTEI va aTTOPPITITETAI JE TPOTTO PIAIKO TTPOG TO TIEPIBAAAOV, GUU@WVA PE TOUG TOTTIKOUG KavovIopoUg. Ta emikivduva atmroBANTa HOAUGHEVWYV TEXVOAOYIKWV TTPOIOVTWY i
QIXUNPWY QVTIKEINEVWY Ba TIPETTE VO OTTOPPITITOVTAI 0 KATAAANAOUG TTEPIEKTEG TTOU TTANPOUV TIG CUYKEKPIPEVEG TEXVIKEG OTTAITATEIG.

MNa Toug TeAdTeg oTnv Eupwraikn ‘Evwon:
Ta va {nmjoerte éva avrituto tng Z0vowngs aogdAeias kai KAIVIKAS armédoans (SSCP) yia TiS EuQUTEUOINES OUOKEUES, OTEIAETE éva urivupa nAekTpovikoU Taxudpopeiou mpoadiopifovrag
Tov(Toug) apiBud(oug) eidoug orn dieubuvan info@blueskybio.com

Ava@épeTe 0TTo100ATTOTE 0OBaPd CUPBAV OTOV KOTAOKEUAOTH KOl 0TNV apuédia apxr Tou kpdToug péAoug oTo oTToio dlapével 0 XPAOTNG f/kal 0 aoBevAg.

J: 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)

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

mdi Europa GmbH
Langenhagener Stral3e 71
D-30855 Langenhagen

C 60297

REF

Numero de catalogo

Nao reutilize

, Atengao, consulte os documentos anexos

Rx Onl

f®

Cuidado a lei federal restringe a venda deste
dispositivo por ou por ordem de um médico ou de
um médico devidamente licenciado

Fabricante

w
—
m
A
=
m

Esterilizado com radiagdo gama

N&o use se a embalagem estiver danificada

)

Cddigo do lote

Representante autorizado no comunidade
europeia

Uso por data

Nao estéril

Dispositivo médico

Identificador unico do dispositivo

Data de fabricagao

Sistema de barreira estéril Unico com embalagem
de protecao interna

Nome e endereco da instituigdo de saude ou do
prestador que realizou a implantagéo

Data de implantagéo

‘Be| [L|[F xa| g
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=D

Nome do paciente ou id do paciente

Nome do dispositivo

EE] elFU Indicator

Instrugdes eletrénicas de uso
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Portugués (pt)

Sistemas de implante dentario da Blue Sky Bio, LLC

Instrugdes de Utilizagao
Indicagdes
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.

Os implantes com didametro de 3 mm estéo indicados apenas para incisivos laterais superiores e incisivos inferiores.
Os implantes de diametro estreito ndo estdo indicados para utilizagdo sem prétese nas regides posteriores da boca.

Contra indicagdes

Os implantes ndo devem ser colocados quando existem contra indicagdes gerais associadas a cirurgia oral eletiva. As contra indicagdes absolutas e relativas incluem, mas néo estao
limitadas a: Alergia ao titanio, doencas cardiacas e vasculares, distdrbios hemorragicos, disturbios psicolégicos, diabetes mellitus ndo controlada, distirbios minerais, ésseos ou do
tecido conjuntivo, doencas renais, doengas hepaticas, distdrbios autoimunes, diminuigdo da fungdo imunolégica devido a doengas ou medicamentos, doengas infecciosas, e reagdes
adversas causadas por medicamentos. Outras contra indicagdes 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 ira submeter estes implantes.

Os implantes estreitos e os pilares angulados nao 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 biomecéanicos, funcionais e estéticos de cada caso. Radiografias ou outras avaliagdes
de diagndstico devem ser realizadas para determinar a posigao e a topografia de seio maxilar, cavidades nasais, nervo alveolar inferior, forame mental, posi¢cdes dentarias
naturais e outras caracteristicas anatémicas que possam afetar a colocagéo ou prognéstico do implante. A consulta entre o cirurgido, o dentista restaurador e o laboratério
dentario é essencial para o sucesso. Os riscos de colocacéo e restauragcdo de implantes incluem, mas n&o estao limitados a: infecgdo, insucesso na osseointegragao, perda 6ssea
e de tecido mole, resultado estético desfavoravel, anestesia, disestesia e parestesia nas areas oral e facial, infecgdo sinusal, deslocacédo de implante e instrumentos nas estruturas
circundantes, danos nos dentes adjacentes, implantes nao restauraveis, fratura dos implantes ou dos componentes restauradores, e implantes ou componentes restauradores
soltados. Cada sistema de implantes tem caracteristicas Unicas de medicéo 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 medigao 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 diferenca 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 Iabio inferior e queixo ou outras lesdes. Cada sistema de implantes
tem caracteristicas especificas de design para o encaixe de implantes, pilares, componentes protéticos e instrumentagédo. A combinagao 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, infecgdo, técnica cirdrgica inadequada, higiene oral deficiente do doente e
doenca generalizada sdo algumas causas potenciais de insucesso da osseointegracéo, tanto imediatamente apds a cirurgia como apds a osseointegragao ter sido inicialmente
alcangada. Os défices pré-operatérios de tecido duro ou de tecido mole podem produzir um resultado estético comprometido ou uma angulagéo desfavoravel do implante. No que
diz respeito as criangas, ndo é recomendado o tratamento enquanto néo tiver sido verificada a conclusdo do crescimento alveolar.

Os implantes com 3 mm de didametro sdo recomendados para uso Unico nos incisivos laterais maxilares e mandibulares, com um limite maximo de torque de 40 Ncm, e néo séo
indicados para as areas posteriores da boca.

Informacgéo de seguranga da ressonancia magnética

Embora estes produtos nao tenham sido submetidos a testes especificos de seguranca para Ressonancia Magnética (RM), a andlise da literatura indica que a realizagéo de
exames de RM a um Sistema de Implantes Blue Sky Bio, LLC ndo apresenta riscos significativos quando efetuada sob determinadas condigdes. Nestes casos, considera-se que
os implantes séo "condicionalmente seguros para RM" nas seguintes condiges de exame:

. Intensidade do campo magnético estatico < 3 Tesla;
. Gradientes de campo magnético até 30T/M (3000G/cm);

. Excitagdo por radiofrequéncia (RF):
Polarizagao circular (CP) para todos os pontos de referéncia acima do umbigo. Sem restricdes de excitacdo para todos os pontos de referéncia abaixo do umbigo;

. Modo de operagdo: Modo de operagao normal, dentro da zona de imagem permitida;
. Taxa de absorgdo especifica (SAR) de corpo inteiro: 2 W/kg;
. SAR maximo para a cabega: Nao avaliado para pontos de referéncia na cabega;

. Duragéo do exame: Sem restricdes especificas decorrentes do aquecimento do implante.
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Cuidados procedimentais, Cirurgia

Devem ser envidados todos os esforgos para minimizar os danos no tecido hospedeiro. Em particular, deve ser dada especial atengdo ao traumatismo térmico e cirargico e a
eliminacé@o de contaminantes e fontes de infecgdo. O procedimento cirurgico requer um elevado grau de precisdo e cuidado. Qualquer divergéncia em relagéo ao principio do minimo
trauma possivel na instalagéo do implante aumenta o risco de falha no estabelecimento da osseointegragéo. Todos os procedimentos de perfuragéo devem ser realizados a um
maximo de 1000-2000 RPM com irrigagdo abundante. Sdo essenciais a utilizagao de brocas cortantes, irrigagdo suficiente, um movimento de perfuragéo 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 preparacédo excessiva ou insuficiente da osteotomia. Os implantes devem ser
inseridos de tal forma que sejam estaveis e ndo tenham qualquer mobilidade. Um binario de insergdo 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 nao
danifiquem os implantes ou outros componentes. Devem ser tomadas precaugdes para evitar a ingestao ou aspiragdo de componentes utilizados na implantologia dentaria. Apos a
instalagdo do implante, o cirurgido efetuara a avaliagdo da qualidade 6ssea e da estabilidade inicial para determinar quando os implantes poderéo ser sujeitos a cargas. Deve ser
seguido um protocolo de seguimento apropriado.

Cuidados procedimentais, Proteses

Especialmente importante é a distribuigdo adequada do esforgo através da adaptagéo 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 temporizagdo imediata requerem precaugdes adicionais e ndo sdo adequadas para todos os casos.
Devido ao tamanho pequeno dos componentes protéticos, deve ter-se o cuidado de evitar que sejam engolidos ou aspirados pelo doente.

Instrugdes para Pilares de Restauracdo dos Implantes da Blue Sky Bio, LLC
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. A orientagdo da caracteristica de indexagéo do pilar deve corresponder a orientagdo da 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 dinamométrica aplicando um
binario de 30 Ncm no pilar ou parafuso de fixagédo. Os pilares ndo devem ser preparados excessivamente, bem como a retencéo da restauragao e a resisténcia do pilar deve ser
levada em considerag@o. 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
jungéo com o implante. O angulo do pilar ndo deve ser alterado em relagédo a angulacado especificada. Uma modificagdo substancial do pilar pode comprometer a integridade
estrutural e levar a uma falha prematura. Ndo modificar o pilar na jungdo com o implante. Uma restauracéo deve ser preparada e inserida, ao mesmo tempo que se assegura que a
restauragdo ¢ estavel e que a carga oclusal é apropriada. Os pilares de varias unidades para restauragdes fixas sé devem ser utilizados para restauragdes multiplas articuladas.

Recomenda-se o uso de implantes Blue Sky Bio NP originais e pilares personalizados para molares e implantes de didametro largo, para uma resisténcia significativamente maior.

Os pilares personalizaveis Blue Sky Bio destinam-se a ser trabalhados apenas por equipamento computadorizado.
As superficies de encaixe no implante ndo devem ser modificadas de forma alguma.

Os parametros de design para pilares personalizados fabricados a partir de pilares em liga de titanio s&o:
Espessura minima da parede — 0,4 mm

Altura minima do pilar para restauragdes unitarias — 4,0 mm

Altura gingival minima de 4,0 mm — 0,5 mm

Altura gingival maxima — 6,7 mm

Angulagdo maxima — 30°

Compatibilidade:
BIO | Max NP BIO | Max NP é cirurgicamente e proteticamente compativel com o sistema de implantes NobelActive NP.
BIO | Max RP BIO | Max RP é cirurgicamente e proteticamente compativel com o sistema de implantes NobelActive RP.
BIO | Internal Hex BIO | Internal Hex é cirurgicamente e proteticamente compativel com os sistemas de implantes Tapered Screw-Vent da

Zimmer/ZimVie e Hexagono Interno Legacy3 da Implant Direct.

BIO | Quattro BIO | Quattro é cirurgicamente e proteticamente compativel com o sistema de implantes Straumann Bone Level (BL).
BIO | One Stage BIO | One Stage é cirurgicamente e proteticamente compativel com o sistema de implantes Straumann Tissue Level.
BIO | Conus BIO | Conus é cirurgicamente e proteticamente compativel com o sistema de implantes Astra OsseoSpeed TX.

Instrugdes para preenchimento do cartdao do implante

Foi fornecido um cartdo de implante com o dispositivo de implante. Este cartdo deve ser preenchido pelo profissional de salide e entregue ao doente.
1. Nome do paciente ou identificagdo do paciente — A ser preenchido pela instituigao/profissional de saude;

2. Data da implantagao — A ser preenchido pela instituigdo/profissional de satde

3. Nome e enderego da instituicdo e do profissional de saude — A ser preenchido pela instituigcao/profissional de saude;

4. Codigo de barras com informagdes sobre o implante do paciente — Presente no cartdo do implante.
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BlueSkyBio International Implant Card BlueSkyBio International Implant Card

1 1\? Jane Doe
2 @ 03/15/2021
3 S+ _XYZ Surgical Center

i
123 Healthcare Lane, Chicago IL

Dr. A.B. Curtis

hhackubi " P
IE WWW. ybio.com/pages/p plantinfo

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

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 saude dos tecidos adjacentes.

Produtos de uma Unica utilizacao:
Os produtos de uma Unica utilizagdo ndo devem ser reprocessados. O reprocessamento pode causar perda das caracteristicas mecanicas, quimicas e/ou biolégicas. A reutilizagdo
pode causar contaminagao cruzada.

Os instrumentos de uma Unica utilizagao estdo marcados no rétulo com o simbolo "N&o reutilizar" e devem ser eliminados apds a utilizagao cirurgica.

®

Os produtos de uma Unica utilizagdo ndo devem ser reprocessados apds a utilizagao cirirgica. A reutilizagao de instrumentos de uma Unica utilizagao cria um risco potencial de
contaminagao ou falha do dispositivo, o que pode causar lesdes, doengas ou morte do doente.

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, os instrumentos gerais
podem ser reutilizados com os cuidados adequados, desde que nao estejam danificados nem contaminados.

Todas as pegas dos instrumentos devem ser cuidadosamente avaliadas quanto a danos visiveis e/ou funcionamento adequado.

Antes de cada utilizagéo, o dispositivo deve ser inspecionado visualmente quanto a danos. Nao utilize o dispositivo se for observado algum dano.

Limpeza e esterilizagao
Todos os implantes sdo fornecidos estéreis e destinam-se a uma Unica utilizagdo apenas antes do prazo de validade marcada. N&o utilizar os implantes se a embalagem tiver sido
danificada ou previamente aberta.

Analogos, transferentes de impressédo em plastico, tubos-guia, mangas para enceramento, pilares em plastico para queima, encaixes de pressdo em plastico, mangas espagadoras,
mangas para fundigéo, espacadores de bloqueio e anéis em plastico ndo devem ser esterilizados antes da utilizagéo.

Os pilares, parafusos, mangas de haste e transferentes de impressdo em metal sdo fornecidos nao estéreis e devem ser esterilizados antes da utilizagdo. Consulte o procedimento
de esterilizagédo a vapor indicado abaixo.

Os instrumentos reutilizaveis sdo fornecidos ndo estéreis e devem ser limpos e esterilizados antes de serem utilizados. Consulte as instrugdes de limpeza para instrumentos
reutilizaveis E o procedimento de esterilizagéo a vapor indicado abaixo.

Instrugdes de limpeza para instrumentos reutilizaveis:

1. Lavar com agua fria a morna durante dois minutos e meio.

2. 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.
3. Sonicar durante 10 minutos.

4. Enxaguar com agua da torneira durante trés minutos.

Procedimento recomendado para esterilizagdo por calor himido (vapor):

Colocar o dispositivo no interior de uma bolsa de esterilizagéo validada pelo fabricante;

Carregar o esterilizador (por deslocamento de gravidade) com as bolsas de forma a permitir a livre circulacdo do vapor;
Definir os parametros de esterilizagdo: exposigao durante 30 minutos, a uma temperatura minima de 121 °C (250 °F);
Executar o ciclo de esterilizagéo durante a totalidade dos 30 minutos de exposigao a temperatura definida;

Deixe secar durante 15 minutos antes de abrir o esterilizador.
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Método de Fornecimento

Os implantes da Blue Sky Bio, LLC sé&o realizados de liga de titanio de categoria médica (ASTM F136).
Os pilares da Blue Sky Bio, LLC s&o realizados de liga de titanio ou ouro de categoria médica (ASTM F136).

Cuidado
A venda deste dispositivo esta limitada a, ou por ordem de, médicos ou dentistas autorizados. Apenas para uso com receita médica.

Eliminagao:
O produto deve ser eliminado de forma ambientalmente responsavel, em conformidade com a legislagéo local aplicavel. Os residuos perigosos provenientes de dispositivos
contaminados ou de objetos cortantes devem ser descartados em recipientes adequados que cumpram os requisitos técnicos especificos.

Para clientes na Unido Europeia:
Para solicitar uma cépia do Resumo de Seguranga e Desempenho Clinico (SSCP) para dispositivos implantaveis, envie um e-mail especificando o(s) nimero(s) do(s) artigo(s)

para info@blueskybio.com

Comunique qualquer incidente grave ao fabricante e a autoridade competente do Estado-Membro em que o utilizador e/ou doente esta estabelecido.

J: Blue Sky Bio, LLC

800 Liberty Drive
Libertyville, IL 60048
USA
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	1. Instructions for Base Abutments and for Custom abutments from Titanium Alloy 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 Alloy Base Abutments, Cobalt Alloy Base Abutments, and Titanium Alloy Blank Abutments. Titanium Alloy Base Abutments and Cobalt Alloy Base Abutments are provided in straight and 15  angled designs. Ti...
	7. Fabrication of Suprastructure for Titanium Alloy and Cobalt Alloy 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 Alloy Base Abutments Workflow for Casting
	13. Cobalt Alloy Base Abutments (Straight) can be used as a base for a cast-to straight abutments only.
	14. Angled Cobalt Alloy 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 Alloy 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 Alloy Base Abutments, Cobalt Alloy Base Abutments (including caste-to abutments) and for custom abutments fabricated from Titanium Alloy 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 milled abutments – 30

