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OssDsign® Cranial PSI
ΘΕΜΑΤΑ ΜΑΓΝΗΤΙΚΟΥ 
ΣΥΝΤΟΝΙΣΜΟΥMAGNÉTIQUE
ΣΧΕΤΙΚΕΣ ΠΛΗΡΟΦΟΡΙΕΣ
Η Μαγνητική Τομογραφία (MR) είναι μια κοινή μέθοδος ιατρικής 
απεικόνισης κατά την οποία ο ασθενής τοποθετείται σε ισχυρό 
μαγνητικό πεδίο. Χρησιμοποιείται για διαγνωστική και ιατρική 
παρακολούθηση και έχει εφαρμογές σε πολλούς ιατρικούς τομείς.
 Η Μαγνητική Τομογραφία διαθέτει πολύ καλό ιστορικό ασφάλειας, 
αφού πραγματοποιούνται περισσότερες από 50 εκατομμύρια 
σαρώσεις παγκοσμίως κάθε χρόνο και οι συχνότερα αναφερόμενες 
επιπλοκές σχετίζονται με την τυχαία είσοδο εξωτερικών 
αντικειμένων στο μαγνητικό πεδίο. Ωστόσο, Η Μαγνητική 
Τομογραφία μπορεί να αποτελεί κίνδυνο για την ασφάλεια ασθενών 
με συγκεκριμένες εμφυτευμένες συσκευές. Εντός του μαγνητικού 
πεδίου, αυτές οι συσκευές είναι πιθανό να μετακινηθούν, να 
υποστούν δυνάμεις και επιδράσεις ροπής και να παράγουν 
θερμότητα λόγω της αγωγιμότητας.

OSSDSIGN CRANIAL PSI 
Το OssDsign Cranial PSI κατασκευάζεται εν μέρει από τιτάνιο, ένα 
υλικό που είναι μη μαγνητικό αλλά ενδέχεται να θερμανθεί όταν 
υποβάλλεται σε ισχυρό μαγνητικό πεδίο.  Μη κλινικές δοκιμές και 
ηλεκτρομαγνητικές προσομοιώσεις έχουν επιδείξει ότι το 
OssDsign Cranial PSI είναι ασφαλές για μαγνητική τομογραφία 
υπό όρους. Οι ασθενείς που φέρουν τη συσκευή μπορούν να 
υποβληθούν με ασφάλεια σε σάρωση σε σύστημα μαγνητικής 
τομογραφίας υπό τις εξής συνθήκες:
•	 Στατικό μαγνητικό πεδίο 1,5-Tesla ή 3-Tesla
•	 Μέγιστη χωρική διαβάθμιση πεδίου 3000 Gauss/cm  

(30 T/m)
•	 Μέγιστο αναφερόμενο σύστημα μαγνητικής τομογραφίας,

μέσος συντελεστής ειδικής απορρόφησης ολόκληρου 
σώματος (SAR) <2 W/kg (κανονικός τρόπος λειτουργίας) και 
μέσο SAR κεφαλής <3,2 W/kg (κανονικός τρόπος λειτουργίας

•	 Επιτρέπεται η χρήση πηνίου σώματος εκπομπής/λήψης
•	 Χρήση μόνο πηνίου λήψης κεφαλής - να μην χρησιμοποιείται 

με πηνίο εκπομπής κεφαλής 
•	 Χρήση μόνο τετραφασικών πηνίων εκπομπής

Υπό τις συνθήκες σάρωσης που ορίζονται παραπάνω, το OssDsign 
Cranial PSI αναμένεται να παράγει μέγιστη αύξηση θερμοκρασίας.

ΠΛΗΡΟΦΟΡΊΕΣ ΤΕΧΝΟΥΡΓΗΜΆΤΩΝ 
Σε μη κλινικές δοκιμές, το τεχνούργημα εικόνας που προκαλείται 
από το OssDsign Cranial PSI επεκτείνεται κατά προσέγγιση σε 
απόσταση 7 mm από αυτή τη συσκευή, όταν η απεικόνιση 
πραγματοποιείται χρησιμοποιώντας αλληλουχία ήχων παλμών και 
σύστημα μαγνητικής τομογραφίας 3-Tesla.

MRI μετεγχειρητική, οβελιαία. 
Τα βέλη υποδεικνύουν το όριο του εμφυτεύματος OssDsign Cranial.

MRI μεταγχειρητική, μέση στεφανιαία.

ΠΕΡΙΓΡΑΦΗ 
ΠΡΟΪΌΝΤΟΣ
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Διαβάζετε πάντα τις οδηγίες χρήσης που συνοδεύουν το προϊόν για να ενημερωθείτε για τις ενδείξεις, τις αντενδείξεις, τις προειδοποιήσεις και τις προφυλάξεις.
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OSSDSIGN® Cranial
MR CONSIDERATIONS

BACKGROUND
Magnetic Resonance (MR) is a common medical imaging 
method during which a patient is placed in a strong magnetic 
field. It is being used for diagnostic as well as medical follow-up 
and has applications in many medical areas.

MR has a very good safety record with more than 50 million 
scans performed worldwide every year, and the most 
frequently reported complications are related to external 
objects accidentally being drawn into the magnetic field. 
However, MR can constitute a safety risk to patients with 
certain implant devices. Within the magnetic field, these 
devices can potentially move, experience force and torque 
effects and generate heat due to conductivity.

OSSDSIGN CRANIAL PSI 
OSSDSIGN Cranial PSI is partially made from titanium, a 
material that is non-magnetic but may heat when subject to a 
strong magnetic field. Non-clinical testing and in-vivo 
electromagnetic stimulations demonstrate that OSSDSIGN 
Cranial PSI is MR Conditional. A patient with this device can be 
scanned safely in an MR system after implantation under the 
following conditions:

• Static magnetic field of 1.5 Tesla or 3 Tesla
• Maximum spatial gradient of 3000 Gauss/cm (30 T/m)
• Maximum MR system reported, whole body averaged 

specific absorption rate (SAR) of 2 W/kg (Normal Operating 
Mode) and head average SAR of <3.2 W/kg (Normal 
Operating Mode).

• Body coil only, do not use head transmit/receive coil.
• Quadrature transmit coils only.

Under the scan conditions defined above, OSSDSIGN Cranial 
PSI is expected to produce a maximum temperature rise of 
2°C after 15 minutes of continous scanning. 

ARTIFACT INFORMATION
In non-clinical testing, the image artifact caused by OSSDSIGN 
Cranial PSI extends approximately 7 mm from the implant 
when imaged using a gradient echo pulse sequence and a 3 
Tesla MR system. 

MRI postoperative, sagittal. Arrows indicate OSSDSIGN Cranial implant 
border.

MRI postoperative, axial middle. 

PRODUCT  
DESCRIPTION

MR considerations
Magnetic Resonance (MR) is a common medical 
imaging method during which a patient is placed in a 
strong magnetic field. It is being used for diagnostic 
as well as medical follow-up and has applications in 
many medical areas.
MR has a very good safety record with more than 50 
million scans performed worldwide every year, the 
most frequently reported complications are related 
to external objects accidentally being drawn into the 
magnetic field. However, MR can constitute a safety 
risk to patients with certain implanted devices. These 
may move if they are magnetic, sustain damage from 
the applied fields, or heat if they incorporate electri-
cally conducting materials.

OSSDSIGN® Cranial is partially made from titanium, 
a material that is non-magnetic but may heat when 
subject to a strong magnetic field. 

Non-clinical testing and in-vivo electromagnetic sti-
mulations demonstrate that the OSSDSIGN® Cranial 
PSI is MR Conditional. A patient with this device can 
be scanned safely in an MR system immediately 
after implantation under the following conditions:

• Static magnetic field of 1.5 Tesla or 3 Tesla
• Maximum spatial gradient magnetic field of 3000 

Gauss/cm or less.
• Maximum MR system reported, whole body aver-

age specific absorption rate (SAR) of 2 W/Kg for 
15 minutes of scanning in the Normal Operating 
Mode of operation for the MR System.

Under the scan conditions defined above, the 
OSSDSIGN® Cranial PSI is expected to produce a 
maximum temperature rise of 2°C after 15 minutes of 
continued scanning.

Warning: Do not use head coil at MRI procedures.

Artifact information 
In non-clinical testing, the image artifact caused by the Cranial PSI extends approximately 7 mm from the 
implant when imaged using a gradient echo pulse sequence and a 3 Tesla MR system.

For more information please contact OssDsign at info@ossdsign.com or +46 (0)18 55 39 93.
Not for sale in the USA

MRI postoperative, sagittal. Arrows indicate 
OSSDSIGN Cranial implant border.

MRI postopertaive, axial middle. 
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may move if they are magnetic, sustain damage from 
the applied fields, or heat if they incorporate electri-
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be scanned safely in an MR system immediately 
after implantation under the following conditions:

• Static magnetic field of 1.5 Tesla or 3 Tesla
• Maximum spatial gradient magnetic field of 3000 

Gauss/cm or less.
• Maximum MR system reported, whole body aver-

age specific absorption rate (SAR) of 2 W/Kg for 
15 minutes of scanning in the Normal Operating 
Mode of operation for the MR System.

Under the scan conditions defined above, the 
OSSDSIGN® Cranial PSI is expected to produce a 
maximum temperature rise of 2°C after 15 minutes of 
continued scanning.

Warning: Do not use head coil at MRI procedures.

Artifact information 
In non-clinical testing, the image artifact caused by the Cranial PSI extends approximately 7 mm from the 
implant when imaged using a gradient echo pulse sequence and a 3 Tesla MR system.

For more information please contact OssDsign at info@ossdsign.com or +46 (0)18 55 39 93.
Not for sale in the USA
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Magnetic Resonance (MR) is a common medical 
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may move if they are magnetic, sustain damage from 
the applied fields, or heat if they incorporate electri-
cally conducting materials.
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PSI is MR Conditional. A patient with this device can 
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after implantation under the following conditions:

• Static magnetic field of 1.5 Tesla or 3 Tesla
• Maximum spatial gradient magnetic field of 3000 

Gauss/cm or less.
• Maximum MR system reported, whole body aver-

age specific absorption rate (SAR) of 2 W/Kg for 
15 minutes of scanning in the Normal Operating 
Mode of operation for the MR System.

Under the scan conditions defined above, the 
OSSDSIGN® Cranial PSI is expected to produce a 
maximum temperature rise of 2°C after 15 minutes of 
continued scanning.

Warning: Do not use head coil at MRI procedures.
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In non-clinical testing, the image artifact caused by the Cranial PSI extends approximately 7 mm from the 
implant when imaged using a gradient echo pulse sequence and a 3 Tesla MR system.
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OSSDSIGN® Cranial
MR CONSIDERATIONS

BACKGROUND
Magnetic Resonance (MR) is a common medical imaging 
method during which a patient is placed in a strong magnetic 
field. It is being used for diagnostic as well as medical follow-up 
and has applications in many medical areas.

MR has a very good safety record with more than 50 million 
scans performed worldwide every year, and the most 
frequently reported complications are related to external 
objects accidentally being drawn into the magnetic field. 
However, MR can constitute a safety risk to patients with 
certain implant devices. Within the magnetic field, these 
devices can potentially move, experience force and torque 
effects and generate heat due to conductivity.

OSSDSIGN CRANIAL PSI 
OSSDSIGN Cranial PSI is partially made from titanium, a 
material that is non-magnetic but may heat when subject to a 
strong magnetic field. Non-clinical testing and in-vivo 
electromagnetic stimulations demonstrate that OSSDSIGN 
Cranial PSI is MR Conditional. A patient with this device can be 
scanned safely in an MR system after implantation under the 
following conditions:

• Static magnetic field of 1.5 Tesla or 3 Tesla
• Maximum spatial gradient of 3000 Gauss/cm (30 T/m)
• Maximum MR system reported, whole body averaged 

specific absorption rate (SAR) of 2 W/kg (Normal Operating 
Mode) and head average SAR of <3.2 W/kg (Normal 
Operating Mode).

• Body coil only, do not use head transmit/receive coil.
• Quadrature transmit coils only.

Under the scan conditions defined above, OSSDSIGN Cranial 
PSI is expected to produce a maximum temperature rise of 
2°C after 15 minutes of continous scanning. 

ARTIFACT INFORMATION
In non-clinical testing, the image artifact caused by OSSDSIGN 
Cranial PSI extends approximately 7 mm from the implant 
when imaged using a gradient echo pulse sequence and a 3 
Tesla MR system. 

MRI postoperative, sagittal. Arrows indicate OSSDSIGN Cranial implant 
border.

MRI postoperative, axial middle. 
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imaging method during which a patient is placed in a 
strong magnetic field. It is being used for diagnostic 
as well as medical follow-up and has applications in 
many medical areas.
MR has a very good safety record with more than 50 
million scans performed worldwide every year, the 
most frequently reported complications are related 
to external objects accidentally being drawn into the 
magnetic field. However, MR can constitute a safety 
risk to patients with certain implanted devices. These 
may move if they are magnetic, sustain damage from 
the applied fields, or heat if they incorporate electri-
cally conducting materials.

OSSDSIGN® Cranial is partially made from titanium, 
a material that is non-magnetic but may heat when 
subject to a strong magnetic field. 

Non-clinical testing and in-vivo electromagnetic sti-
mulations demonstrate that the OSSDSIGN® Cranial 
PSI is MR Conditional. A patient with this device can 
be scanned safely in an MR system immediately 
after implantation under the following conditions:

• Static magnetic field of 1.5 Tesla or 3 Tesla
• Maximum spatial gradient magnetic field of 3000 

Gauss/cm or less.
• Maximum MR system reported, whole body aver-

age specific absorption rate (SAR) of 2 W/Kg for 
15 minutes of scanning in the Normal Operating 
Mode of operation for the MR System.

Under the scan conditions defined above, the 
OSSDSIGN® Cranial PSI is expected to produce a 
maximum temperature rise of 2°C after 15 minutes of 
continued scanning.

Warning: Do not use head coil at MRI procedures.

Artifact information 
In non-clinical testing, the image artifact caused by the Cranial PSI extends approximately 7 mm from the 
implant when imaged using a gradient echo pulse sequence and a 3 Tesla MR system.
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Always read the Instructions for Use which accompany the product for indications, contraindications, warnings and precautions.


