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Your work demands a safe, intuitive and future ready TA

30-DAY OUTCOMES!
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MODERATE OR ALL-CAUSE DISABLING MAJOR VASCULAR MEAN
SEVERE PVL MORTALITY STROKE COMPLICATIONS GRADIENT



LARGE CELL DESIGN
Minimizes coronary obstruction and

improves coronary access and 'FlOW

ANNULUS TREATMENT RANGE

19 mm to 30 mm diameters

ACTIVE SEALING CUFF

Synchronizes to the cardiac cycle
to seal and mitigate PVL2

ATTENTION TO

CONSISTENT RADIAL FORCE

Expands, anchors, stabilizes and seals

INTRA-ANNULAR LEAFLETS
Function immediately for continuous

hemodynamic stability during deployment

THREE RADIOPAQUE MARKERS
Provide clear visualization of 3 mm

implant depth



Navitor™ Vision valves are delivered using our highly flexible, ergo

FlexNav™ delivery system — that navigates even the most torturou
integrated sheath and 5.0 mm minimum vessel diameter let you e
vessels. Our 15 F* integrated sheath delivers our three larger valve
35 mm valve. At 80% deployment, you can feel and hear the del
final check before pushing the button to complete the procedure

You're always in control during Navitor Vision valve deployme

function immediately for continuous hemodynamic stability d ur

THE CONFIDENCE OF
CONTROLLED DEPLOYMENT



LARGEST VALVE,

Our recently added 35 mm valve completes the range
of five Navitor™ Vision valve sizes: 23 mm, 25 mm,

27 mm, 29 mm, 35 mm. With the largest diameter of
any valve available to date, it’s also the only large-sized

valve delivered using a 15 F* delivery system.3

ANNULUS TREATMENT RANGE* TREATS ANNULUS DIAMETERS OF 19 - 30 mm

Patient Annulus (mm) 19 20 21 22 23 24 25 26 27 30
Valve size (mm) -
Delivery System size 14 F* 15 F*

Min. vessel diameter 5.0 mm 5.5 mm

*14 F and 15 F equivalent



Positioned 3 mm from inflow edge — and directly
under valve commissures — our three radiopaque
markers are large and highly visible. They shine
brightly under fluoroscopy, so you can easily assess

implantation depth and valve orientation.

Image courtesy of Dr. Ethan Korngold, Providence St. Vincent
Medical Center, USA.

BIGGER.
BRIGHTER.

Information contained herein for DISTRIBUTION outside of the U.S. ONLY. Always check the regulatory status of the device in your region.
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Navitor™ Vision valves feature a unique
cylindrical stent and intra-annular leaflets
that open fully to maximize orifice area

and achieve single-digit mean gradients.

30-DAY ECHO
CORE LAB DATA!

.........

.........

EOA MEAN GRADIENT

EXCELLENT
HEMODYNAMICS




The controlled deployment made
possible with the stability layer used
on our FlexNav™ delivery system
also gives you the opportunity to

achieve single-digit pacemaker rates.

Images courtesy of Prof. Lars Sendergaard, Rigshospitalet, Denmark.

SINGLE-DIGIT PACEMAKER RATES

FROM INITIAL IDE
STUDY TO REAL-WORLD
EXPERIENCE

IDE RAO VS. LAO OPTECH DUAL-CENTER STUDY
STUDY! VIEW STUDY?® STUDY® REAL-WORLD EXPERIENCE’

19" 8.2 6.3" 2.9%

PPl AT 30 DAYS PPl AT 30 DAYS PPl AT 30 DAYS PPl AT 30 DAYS
(N=232) (N=183) (N=49) (N=39)

Information contained herein for DISTRIBUTION outside of the U.S. ONLY. Always check the regulatory status of the device in your region. ~ *OPTECH is a sub-study of the first-generation Abbott TAVI Valve Adjudicated Registry.



FREEDOM FROM SVD: >99% AT 5 YEARS?®®”

FIRST-GENERATION TAVI VALVE FREEDOM FROM SVD

egistry (N=941)8

lled Trial (N=375)°




Image courtesy of Dr. Norio Tada, Sendai Kousei Hospital, Japan

Large cell geometry and intra-annular
valve design preserve coronary access

for future interventions.

Cell size 146 F 16.3 F 18.7F 210 F 226 F

Information contained herein for DISTRIBUTION outside of the U.S. ONLY. Always check the regulatory status of the device in your region. *For 35 mm Navitor Vision Valve. **Based on Abbott coronary access testing.



FUTURE READY

In addition to the large cell design, the Navitor™ Vision
valve intra-annular leaflet position allows for TAV-in-TAV
procedures with diminished risk of coronary occlusion or
sinus sequestration. This combination, along with excellent
durability, makes the Navitor Vision valve an ideal choice

for a patient’s first TAV.




Abbott Structural Heart is not only dedicated to thoroughly researching, developing, and
clinically evaluating innovative cardiac technologies. We understand the importance of
listening closely to your needs and your patients’ desires. We value our partnership with you,

providing comprehensive training, proctoring, and support to ensure optimal patient care.

ion is fundamental to leveraging the full potential of our innovative heart

Ne share a mutual and heartfelt

0 the T est
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NAVITOR™ VISION VALVE SIZING"

Annulus Use Range Diameter (mm) 19-21 21-23 23-25
Annulus Area (mm?) 277-346 338-415 405-491
Annulus Perimeter (mm) 60-66 66-73 72-79
Ascending Aorta Diameter (mm) 26-36 28-38 30-40
Minimum Vessel Diameter (mm) >25.0 >5.0 255

Implant Target Depth Below Annulus (mm) 3 3 3

CAUTION:

This product is intended for use by or under the direction of a physician. Prior to use, reference the Instructions for Use
inside the product carton (when available) or at eifu.abbottvascular.com or at medical.abbott/manuals for more detailed
information on Indications, Contraindications, Warnings, Precautions, and Adverse Events.

Information contained herein for DISTRIBUTION outside of the U.S. ONLY.
Always check the regulatory status of the device in your region.

Tllustrations are artist’s representations only and should not be considered as engineering drawings or photographs.
Photos on file at Abbott.

Abbott

3200 Lakeside Dr., Santa Clara, CA 95054 USA, Tel: 1.800.227.9902
www.structuralheart.abbott

™ Indicates a trademark of the Abbott group of companies.

© 2024 Abbott. All rights reserved. MAT-2402101 v1.0 | Item approved for OUS use only.
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Sistem TAVI Navitor™
Valva Vision Navitor™

Abbott

STRUCTURAL HEART | SOLUTII TAVI
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viitor, care obtine rezultate excelente, de fiecare data. Sistemul nos

TAVINavitor™ este intuitiv, precis si corect-cu o hemodina
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PVL MODERATA
SAU SEVERA

REZULTATE IN 30 DE ZILE®

MORTALITATE ATAC CEREBRAL
DIN TOATE DEBILITANT
CAUZELE

a si dur:

COMPLICATII
VASCULARE
MAJORE

GRADIENT
MEDIU



DESIGN CELULE MARI
Minimizeaza obstructia coronariana
si imbunatateste accesul si debitul

coronarian FORTA RADIALA CONSTANTA

Se extinde, se prinde, stabilizeaza si etanseaza

CUSPIDE INTRA-INELARE
Functioneaza imediat pentru stabilitatea

INTERVAL TRATAMENT INEL hemodinamica continua in timpul desfasurarii

Diametre de la 19mmla
30 mm

TREI MARKERE RADIOOPACE
Asigura o vizualizare clara a adancimii implantului de 3 mm

MANSON DE ETANSARE ACTIV
Se sincronizeaza cu ciclul

cardiac pentru a etansa
si reduce PVL? e —

ATENTIE LA



Valvele Vision Navitor™ sunt livrate utilizindu-se sistemul nostru de introducere
FlexNav™ extrem de flexibil, ergonomic si hidrofil - care navigheaza chiar si la
nivelul celor mai tortuoase anatomii. Teaca integrata 14 F* si diametrul vasului
minim de 5,0 mm va permit manipularea cu usurinta a vaselor mici de acces.
Teaca noastra integrata 15F* introduce cele trei valve mai mari ale noastre,
incluzand noua valva de 35 mm. La o desfasurare de 80%, puteti simti si auzi cum
sistemul de introducere se blocheaza pentru o verificare finala inainte de apasa
butonul pentru a finaliza procedura.

Detineti intotdeauna controlul in timpul desfasurarii valvei Vision Navitor. Cuspidele intra-inelare
functioneaza imediat in vederea stabilitatii hemodinamice in timpul desfasurarii.

Imagini furnizate de Dr. Sumanto Mukhopadhyay, St. Bartholomew’s Hospital,
Regatul Unit. e

— C_)hhbcﬁ’- ?‘ »

Informatiile continute in prezentul sunt destinate DISTRIBUTIEI EXCLUSIV in afara S.U.A. Verificati intotdeauna statutul de reglementare al dispozitivului in regiunea dvs. *Echivalent 14 F i 15 F



CEA MAI MARE VALVA,

Valva noastra de 35 mm adaugata recent
completeaza gama de cinci marimi de valve Vision
Navitor™: 23 mm, 25 mm, 27 mm,29mm, 35mm.
Avand cel mai mare diametru al oricarei valve
disponibile pana in prezent, aceasta este
deasemenea unica valva mare introdusa
utilizandu-se un sistem de introducere 15F*.3

INTERVALUL DE TRATAMENT INEL TRATEAZA DIAMETRE INEL DE 19 - 30 mm

Inel pacient (mm) 19 20 21 22 23 24 25 26 27 30
Marime valva (mm) “ “
Marime sistem introducere 14 F* 15 F*

Diametru vas min. 5.0 mm 5.5 mm

*Echivalent 14 F i 15 F



Amplasate la 3 mm de la marginea de intrare - si
direct sub comisurile valvei - cele trei markere
radioopace ale noastre sunt mari si foarte vizibile.
Acestea stralucesc puternic sub fluoroscopie, asa
ca puteti aprecia cu usurinta adancimea

Imagine furnizata de Dr. Ethan Korngold, Providence St.

R G B implantarii si orientarea valvei.

MAI MARE.
MAI LUMINOS.

Informatiile continute in prezentul sunt destinate DISTRIBUTIEI EXCLUSIV in afara S.U.A. Verificati intotdeauna statutul de reglementare al dispozitivului in regiunea dvs.
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MARKERE FOARTE

VIZIBILE CONCEPUTE SA
MAREASCA

RADIOOPACITATEA i
PENTRU PLASAREA OPTIMA



SE CONFORMEAZA ANATOMIEI PENTRU A REALIZA




Valvele Vision Navitor™ sunt dotate cu un
stent cilindric unic si cuspide intra-inelare
care se deschid deplin pentru a maximiza
suprafata orificiului si pentru a realiza
gradienti medii cu o singura cifra.

DATE LAB DE BAZA
ECOU 30 DE ZILE!

2,0 74

EOA GRADIENT MEDIU

HEMODINAMICA



Desfasurarea controlata facuta posibila
prin stratul de stabilitate utilizat pe
sistemul nostru de introducere
FlexNav™ va da deasemenea
posibilitatea sa realizati frecvente
ale stimulentului cardiac cu o
singura cifra.
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Imagini furnizate de Prof. Lars S

FRECVENTE STIMULENT CARDIAC CU O SINGURA CIFRA

DE LA STUDIUL IDE INITIAL
LA EXPERIENTA REALA

STUDI

U IDE STUDIU STUDIU STUDIU CENTRU DUBLU
VIZUALIZARE OPTECHS® EXPERIENTA REALA’
RAOVS. LAO :

1 9% 8,2% 6,3% 2,9%

CERR R
IR
CERIR Y

PPILA30 DE ZILE PPIAT 30 DE ZILE PPI LA30 DE ZILE PPI LA 30 DE ZILE
(N=232) (N=183) (N=49) (N=39)

*OPTECH e u adiu'al catalogului

Informatiile continute in prezentul sunt destinate DISTRIBUTIEI EXCLUSIV in afara S.U.A. Verificati intotdeauna statutul de reglementare al dispozitivului in regiunea'd Vs.
adjudecat de valve TAVI Abbott din prima generatie.
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ELIMINARE SVD: >99% LA 5 AN[39"

VALVA TAVI DE PRIMA GENERATIE ELIMINARE SVD




Imagine furnizata de Dr. Norio Tada, Sendai Kousei Hospital, Japonia

Geometria cu celule mari si
designul valvei intra-inelare
mentin accesul coronarian pentru interventiile viitoare.

Marime celula 14.6 F 16.3 F 18.7 F 21.0F 22.6 F

AN AN

Informatiile continute in prezentul sunt destinate DISTRIBUTIEI EXCLUSIV in afara S.U.A. Verificati intotdeauna statutul de reglementare al dispozitivului in regiunea dvs.  *Pentruvalva Vision Navitor 35 mm. **P ebaza testarii
accesului coronarian Abbott.



Pe langa designul mare al celulelor, pozitia cuspidei
intra-inelare a valvei Vision Navitor™ permite
proceduri TAV-in-TAV cu risc diminuat al ocluziei
coronariene sau sechestrarii sinusului. Aceasta
combinatie impreuna cu durabilitatea excelenta fac
din valva Vision Navitor alegerea ideala pentru prima
TAV a pacientului.

VALVA INDICE
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Abbott Structural Heart nu numai ca este dedicata cercetarii, perfectionarii si evaluarii
clinice complete a tehnologiilor cardiace inovatoare. intelegem importanta ascultarii
indeapropae a nevoilor dvs. si dorintelor pacientilor. Pretuim parteneriatul nostru cu
dvs., furnizénd instruirea cuprinzatoare, imputernicirea si asistenta pentru a asigura
ingrijirea optima a pacientilor.

Aceasta colaborare este fundamentala pentru a valorifica potentialul complet al
terapiilor noastre cardiace inovatoare, de la instruirea initiala la asistenta clinica
continua. Avem un obiectiv comun si profund: imbunatatirea rezultatelor pacientilor
astfel incat persoane de toate varstele sa isi poata trai vietile la maximum.

Informatiile continute in prezentul sunt destinate DISTRIBUTIEI EXCLUSIV in afara S.U.A. Verificati intotdeauna statutul de reglementare al dispozitivului in regiunea dvs.
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DIMENSIUNI VALVE VISION NAVITOR™ 11

Diametru interval utilizare inel (mm) 19-21 21-23 23-25 25-27 27-30
Suprafata inel (mm?) 277-346 338-415 405-491 479-573 559-707
Perimetru inel (mm) 60-66 66-73 72-79 79-85 85-95
Diametru aorta ascendenta (mm) 26-36 28-38 30-40 32-42 27-44
Diametru vas minim (mm) 2 5.0 2 5.0 25.5 25.5 25.5

Adancime vizata implant sub inel (mm) 3 3 3 3 3



Subsemnata BORSAN LILIANA ANGELA, interpret si traducétor autorizat de limba engleza
in temeiul autorizatiei nr 12150 din 2004, eliberatd de Ministerul Justitiei din Romania, certific
exactitatea traducerii efectuate in intregime din limba englezd in limba roména, ca textul
prezentat a fost tradus complet, fird omisiuni, §i ca, prin traducere, inscrisului nu i-a fost
denaturat continutul si sensul.

INTERPRET S$I TRABU



VALVA NAVITOR™ SISTEM DE LIVRARE FLEXNAV™

REZULTATE CLINICE ANIMATIE

OO

VALVA NAVITOR™

DESIGN INTELIGENT.

* Manseta NaviSeal™ de sigilare PVL inteligenta
* Gradienti exceptionali cu o singura cifra’
* Acces coronarian necompromis

AFLATI MAI MULTE >

REZULTATE 30 ZILE'

o
EXCELENTE. 0 Yo 0%
Rezultatele clinice
demonstreaza rezultate UL SEER S L MORTALITATE
excelente intr-un spectru de MODERAT oy

rutina cu anatomii

1. Date Abbott in dosar

SISTEM DE LIVRARE FLEXNAV™

STABILITATE SI ACURATETE.

* Profil jos, diametrul minim al vasului de 5.0 mm
pentru acces nhecompromis la vasele mici

 Flexibilitate sporita pentru livrare excelenta
« Lansare stabila si amplasare precisa a valvelor

AFLATI MAI MULTE > [N, DimaiTRInZ
i W 10aN8 _ o)
‘\C' /

PR A0y
% 3031 N
o 30301 H
NS

0.8 0.8 74"

ACCIDENT VASCULAR COMPLICATII VASCULARE GRADIENT
CEREBRAL MAJORE MEDIU
DEBILITANT

Informatiile continute aici sunt NUMAI pentru DISTRIBUTIA in afara S.U.A.
Verificati intotdeauna starea de reglementare a dispozitivului din regiunea dvs.



VALVA NAVITOR™ SISTEM DE LIVRARE FLEXNAV™ REZULTATE CLINICE ANIMATIE @ @

SIGILARE INTELIGENTA HEMODINAMICA EXCEPTIONALA ACCES CORONARIAN NECOMPROMIS

SIGILARE INTELIGENTA.
PERFORMANTA
REMARCABILA.

Manseta NaviSeal™ se smcronlzeaza in mod activ cu ciclul
cardiac, sigileaza si atenueaza PVL' prin expandare pentru a
umple golurlle legate de calcificare dintre anulus si valva.

Y

\ SIGILAREA INTELIGENTA ATENUEAZA PVL

N DATE DE LABORATOR CENTRALIZAT DE ECOGRAFIE PE 30 DE ZILE'
0 0 0 0
FARA/URMA USOR MODERAT SEVER

VEDETI DOVEZILE

e Depasirea sistemelor TAVI /
/4i;;wzm o)
’/ NA\NADIA\

L

x';u»« DIMITRI
Us , 106MA _ o

\C' 1
e JoaoT
\,. RO®

= . . Informatiile continute aici sunt NUMAI pentru DISTRIBUTIA in afara S.U.A.
= — e —— f{’?iwé{j:;__ ” Verificati intotdeauna starea de reglementare a dispozitivului din regiunea dvs.

—— — 1,Date Abbott in dosarul CL1014440.



VALVA NAVITOR™ SISTEM DE LIVRARE FLEXNAV™ REZULTATE CLINICE ANIMATIE

SIGILARE INTELIGENTA HEMODINAMICA EXCEPTIONALA ACCES CORONARIAN NECOMPROMIS

“ X ';.':““‘Q"

HEMODINAMICA EXCEPTIONALA.

PROIECTAT PENTRU
FUNCTIONALITATE
S| DURABILITATE

IMEDIATA.

STABILITATE CONTINUA. PROIECTAT PENTRU DURABILITATE.
FARA STIMULARE RAPIDA.

Tehnologia exclusiva Linx™ anticalcifiere (AC) rezista

Singura valva auto-expandabila cu discuri intra-anulare la calcifiere in patru moduri distincte pentru a
care functioneaza imediat si un stent non-conic, oferind imbunatati performanta valvei pe termen lung.*
stabilitate hemodinamica pentru o lansare lina si

controlata.

VEDETI DOVEZILE

Depasirea sistemelor TAVI

1. Frater RWM si colab. Advances in anticalcific and antidegenerative trea™ent of heart valve bioprostheses. Silent Partners Inc. 1997;8:105-13.

2, Kelly $J si colab. Biocompatibility and calcification of bioprosthetic heart valves. Society for biomaterials. Tranzactia celui de-al saselea Congres mondial de biomateriale. 2000;13534.
3. Vyavahare N si colah. Prevention of bioprosthetic heart valve calcification by ethanol preincubation: efficacy and mechanisms. Circulation. 1997;95(2):479-88. /;Cx’zﬁ.,\}\
o ~

4. Vyavahare N si colab. Prevention of calcification of glutaraldehyde-crosslinked porcine aortic cusps by ethanol preincubation: mechanistic studies of protein structure and water-

/s £
biomaterial relationships. J Biomed Mater Res. 1998;40(4):577-85. 1t ““”“’"x

{;gﬂa.: DIMITRIA =

Informatiile continute aici sunt NUMAI pentru DISTRIBUTIA in afara S.U.A.
Verificati intotdeauna starea de reglementare a dispozitivului din regiunea dvs. o



VALVA NAVITOR™ SISTEM DE LIVRARE FLEXNAV™ REZULTATE CLINICE ANIMATIE @ @

SIGILARE INTELIGENTA HEMODINAMICA EXCEPTIONALA ACCES CORONARIAN NECOMPROMIS

ACCES CORONARIAN
NECOMPROMIS.

Geometria celulelor mari si designul intra-anular al valvei
pastreaza accesul coronarian pentru interventii viitoare.

VEDETI DOVEZILE

Depasirea sistemelor TAVI

Informatiile continute aici sunt NUMAI pentru DISTRIBUTIA in afara S.U.A.
Verificati intotdeauna starea de reglementare a dispozitivului din regiunea dvs.



VALVA NAVITOR™ SISTEM DE LIVRARE FLEXNAV™ REZULTATE CLINICE ANIMATIE @ @

SISTEM DE LIVRARE FLEXNAV™

STABILITATE SI
ACURATETE.

* Cateterul cu profil jos si extrem de flexibil permite livrarea excelenta, chiar
si la pacientii cu vase de acces mici si anatomii tortuoase

* Lansarea controlata asigura o pozitionare stabila si precisa a supapelor
* Design recapturabil**, repozitionabil** si recuperabil**

VEDETI ANIMATIA PROCEDURII

Sistem de livrare 14 F* cu

5.0 mm

diametrul minim al vasului

¢,
ey Q
(& NAWADM%
a‘;un, DIMITRIS =

\ » o |OA~.‘_’ )

O .
E3 1.2
¢ ¢, 30307 [ (x=
X7 oMY

VEDETI DOVEZILE

S N ]
Ll 5 T
-

Depasirea sistemelor TAVI

* 14 F diametru echivalent al tecii integrate.
Informatiile continute aici sunt NUMAI pentru DISTRIBUTIA in afara S.U.A.

** PAna 3
Pana la lansarea completa. Verificati intotdeauna starea de reglementare a dispozitivului din regiunea dvs.



NAVITOR™ VALVE FLEXNAV™M DELIVERY SYSTEM

INTELLIGENT DESIGN. STABILITY AND ACCURACY.

e Smart PVL-sealing NaviSeal™ Cuff e Low proﬁle 5.0 mm minimum vessel diameter for
uncompromised small vessel access

« Enhanced flexibility for excellent deliverability

. Stable deployment and accurate valve placement

« Exceptional single-digit gradients'

. Uncompromised coronary access

EXCELLENT 30-DAY'

ovconss 0% 0% 0.8 0.8% 7.4™

excellent outcomes across
a spectrum of routine to
challenging anatomies.

SEVERE TO ALL CAUSE DISABLING MAJOR VASCULAR MEAN
MODERATE PVL MORTALITY STROKE COMPLICATIONS GRADIENT

Information contained herein for DISTRIBUTION outside of the U.S. ONLY.

1. Abbott data on file CL1014440. Always check the regulatory status for the device in your region.



SMART SEALING EXCEPTIONAL HEMODYNAMICS UNCOMPROMISED CORONARY ACCESS

EXCEPTIONAL HEMODYNAMICS.

DESIGNED FOR
IMMEDIATE

FUNCTIONALITY
AND DURABILITY.

CONTINUOUS STABILITY. DESIGNED FOR DURABILITY.
NO RAPID PACING. Exclusive Linx™ anticalcification (AC) technology

The only self-expanding valve with intra-annular resists calcification in four distinct ways to improve
leaflets that immediately function and a non-tapered long-term valve P(?"']c()"mé‘f1<7<?-1'4

stent, providing hemodynamic stability for a calm and

controlled deployment.

1. Frater RWM, et al. Advances in anticalcific and antidegenerative treatment of heart valve bioprostheses. Silent Partners Inc. 1997;8:105-13.

2. Kelly SJ, et al. Biocompatibility and calcification of bioprosthetic heart valves. Society for biomaterials. Sixth World Biomaterials Congress Transaction. 2000;13534.
3. Vyavahare N, et al. Prevention of bioprosthetic heart valve calcification by ethanol preincubation: efficacy and mechanisms. Circulation. 1997;95(2):479-88.

4. Vyavahare N, et al. Prevention of calcification of glutaraldehyde-crosslinked porcine aortic cusps by ethanol preincubation: mechanistic studies of protein structure and

water-biomaterial relationships. J Biomed Mater Res. 1998;40(4):577-85.

Information contained herein for DISTRIBUTION outside of the U.S. ONLY.
Always check the regulatory status for the device in your region. .



FLEXNAVM DELIVERY SYSTEM

STABILITY AND
ACCURACY.

« Low profile and highly flexible catheter enables excellent deliverability,
even in patients with small access vessels and tortuous anatomies

« Controlled deployment provides stable and accurate valve placement

Recapturable,™ repositionable,™ and retrievable™ design

14 F* DELIVERY
SYSTEM WITH

5.0 mm

minimum vessel diameter

*14 F equivalent integrated sheath diameter.
Information contained herein for DISTRIBUTION outside of the U.S. ONLY.
Always check the regulatory status for the device in your region.

** Until fully deployed.



SMART SEALING EXCEPTIONAL HEMODYNAMICS UNCOMPROMISED CORONARY ACCESS

UNCOMPROMISED
CORONARY ACCESS.

Large—cell geometry and intra-annular valve design
preserve coronary access for future intervention.

Information contained herein for DISTRIBUTION outside of the U.S. ONLY.
Always check the regulatory status for the device in your region.




SMART SEALING EXCEPTIONAL HEMODYNAMICS UNCOMPROMISED CORONARY ACCESS

SMART SEALING.
REMARKABLE
PERFORMANCE.

NaviSeal™ Cuff actively synchronizes to the cardiac cycle, seals, and
mitigates PVL'by expanding to fill calcification-related gaps between
the annulus and the valve.

SMART SEALING MITIGATES PVL
30-DAY ECHO CORE LAB DATA!

80* 20* 0* O

NONE/TRACE MILD MODERATE SEVERE

Information contained herein for DISTRIBUTION outside of the U.S. ONLY.

Always check the regulatory status for the device in your region.

1. Abbott data on file CL1014440.

— -



Navitor” TAVI System

PRODUCT SPECIFICATIONS
| sizne | 2em | 2Sem L Zem | Bom | SSom

Annulus Use Range Diameter (mm) 19-21 21-23 23-25 25-27 27-30
Annulus Area (mm?) 277-346 338-415 405-491 479-573 559-707
Annulus Perimeter (mm) 60-66 66-73 72-79 79-85 85-95
Ascending Aorta Diameter (mm) 26-36 28-38 30-40 32-42 27-44
Minimum Vessel Diameter (mm) >5.0 >5.0 >5.5 >5.5 255
Implant Target Depth Below Annulus (mm) 3 3 3 3 3
NAVITOR™ VISION* VALVE!'
@ Vsl Inflow Diameter™ (mm) 23 25 27 29 35
@ Valve Outflow Diameter™ (mm) 23 25 27 29 35
@ Aortic Stent Diameter™ (mm) 4 43 44 46 48
@ Commissure Height™* (mm) 21 23 24 25 27
@ Half Cell Height™ (mm) 8 8 9
@ Active Sealing Cuff Height™! (mm) 9 9 10 10 1
@ Stent Height™ (mm) 47 48 48 48 47
@ Morker Height (mm) 3 3 3 3 3

* Labeled as Navitor and Navitor Titan with Vision Technology
** Dimensions at fully expanded and unconstrained stent.

Outer cuff portion
T P

Information contained herein for DISTRIBUTION outside of the U.S. ONLY.

Always check the regulatory status of the device in your region or country.

MATERIALS, PREPARATION, STORAGE & SHELF LIFE

Valve Leaflet Material:

Active Sealing Cuff Material:

Stent:

Tissue Anticalcification:

Valve Preparation:

Storage Solution:

Storage Temperature:

Shelf Life:

Bovine pericardium?
Polyethylene fabric?
Self-expanding nitinol?
Linx™ AC treatment?

Simple two short 10-second rinses in sterile
isotonic saline at room temperature?

Formaldehyde?
5°C-25°C (41°F-77°F)?

Navitor Vision valve® — 3 years
FlexNav™ delivery system?® — 2 years
Navitor™ loading system* — 2 years

Abbott



FLEXNAV™ DELIVERY SYSTEM! ‘

Guidewire Compatibility 0.035 inch compatible
Equivalent Integrated Sheath Diameter (F) 14 15
Outer Diameter — Distal End (mm) SM 6.0 LG 6.3
Vascular Access Diameter (mm) 25.0 25.5
Working Length (cm) 107
Hydrophilic Coating Length (mm) 354

Capsule Length (mm) 83

Integrated Sheath Length (mm) 251

Nosecone Length (mm) 20

I:i’a

E,_J

L

VALVE PACKAGING AND STORAGE?

The valve is supplied in a jar containing formaldehyde storage solution.
The jar has a screw cap closure and tamper-evident seal. The valve is
supplied on a disposable holder. The contents of the jar are sterile and
must be handled aseptically to prevent contamination. Store the valve
in the upright position.

CAUTION: Do not use the valve without thoroughly rinsing as directed.

CAUTION: Do not use the valve if the shipping temperature indicator
on the product package has turned red, or if the valve has been
improperly stored in temperature conditions outside of the 5°C-25°C
(41°F-77°F) range.

DELIVERY SYSTEM/LOADING SYSTEM
PACKAGING AND STORAGE?

The delivery system and loading system are sterilized with ethylene oxide
gas. The delivery system is supplied in a tray within an outer pouch.

The loading system is supplied in a double-barrier tray. The inner delivery
system/loading system trays are supplied sterile provided the outer
pouch/tray packaging is not opened or damaged.

Reference

1. Abbott data on file 90447579/90465559.
2. Navitor™ TAVI System IFU.

3. Abbott data on file 90371018,/90394920.

4. Abbott data on file 90434228/90434239.

FlexNav™ delivery system hydrophilic coating

lI

1

MAGNETIC RESONANCE (MR) SAFETY INFORMATION?

Non-clinical testing has demonstrated that the Navitor™ Vision valve

is MR Conditional.

A patient with this device implanted can be safely scanned in an
MR system meeting the following conditions:

- Static magnetic field of 1.5 Tesla (1.5T) or 3.0-Tesla (3.0T)
- Maximum spatial gradient field of 20 T/m (2000 G/cm)

- Maximum MR system reported, whole-body averaged specific
absorption rate (SAR) of <2.0 W/kg (normal operating mode)

Under the scan conditions defined above, the Navitor™ valve
configurations and the Navitor Titan™ configurations are expected
to produce a maximum temperature rise of 5°C after 15 minutes of
continuous scanning.

In non-clinical testing, the image artifact caused by the device extends
radially up to 0.5 cm from the device when imaged with a gradient echo
pulse sequence in a 1.5T MR system and 0.9 cm from the device when
imaged with a gradient echo pulse sequence in a 3.0T MR system.

CAUTION: Product(s) intended for use by or under the direction of a physician. Prior to use, reference the Instructions for Use
inside the product carton (when available) or at https://www.eifu.abbott/ for more detailed information on Indications,

Contraindications, Warnings, Precautions and Adverse Events.

Information contained herein for DISTRIBUTION outside of the U.S. ONLY.
Always check the regulatory status of the device in your region.

Tllustrations are artist’s representations only and should not be considered as engineering drawings or photographs.

Photo(s) on file at Abbott.

Abbott

3200 Lakeside Dr., Santa Clara, CA. 95054 USA

™ Indicates a trademark of the Abbott group of companies.

+ Indicates a third-party trademark, which is property of its respective owner.
www.structuralheart.abbott

© 2024 Abbott. All rights reserved. MAT-2404294 v1.0 | Item approved for OUS use.
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Sistem TAVI Navitor™

SPECIFICATII ALE PRODUSULUI

DIMENSIUNI* 23 mm 25 mm 27 mm 29 mm 35 mm
Diametru gama de utilizare inel (mm) 19-21 21-23 23-25 25-27 27-30
Suprafata inel (mm?) 277-346 338-415 405-491 479-573 559-707
Perimetru inel (mm) 60-66 66-73 72-79 79-85 85-95
Diametru aorta ascendenta (mm) 26-36 28-38 30-40 32-42 27-44
Diametru vas minim (mm) 25,0 25,0 25,5 25,5 25,5
Adancime vizata implant sub inel (mm) 3 3 3 3 3

VALVA VISION* NAVITOR™ !

o Diametru intrare valva** (mm) 23 25 27 29 35
e Diametru iesire valva** (mm) 23 25 27 29 35
O Diametru stent aortic**(mm) a1 43 44 46 48
@ inaltime comisura** (mm) 21 23 24 25 27
G inél;ime jumatate de celula** (mm) 7 7 8 8 9
o inaltime manson etansare activ**T(mm) 9 9 10 10 1
@ inaltime stent** (mm) 47 48 48 48 47
@ inaltime marker (mm) 3 3 3 3 3

* Etichetat ca Navitor si Navitor Titan cu tehnologie Vision
** Dimensiuni pentru stent complet extins si nerestrictionat.
t Portiune exterioara manson

MATERIALE, PREGATIRE, DEPOZITARE & DURATA

Material cuspida valva:

Material manson etansare

activ:
Stent:

Anticalcificare tesut:

Pregatire valva:

Solutie depozitare:
Temperatura depozitare:

Durata de depozitare:

Informatiile continute aici sunt pentru DISTRIBUTIE EXCLUSIV in afara S.U.A.
Verificati intotdeauna statutul de reglementare al dispozitivului in regiunea sau tara dvs..

Pericard bovin?

Polietilena?

Nitinol expandabil?

Tratament AC Linx™ 2

Doua scurte clatiri simple de cate 10 secunde
in solutie clorurosodica izotonica sterila, la
temperatura camerei?

Formaldehida?

5°C-25°C (41°F-77°F)?

Valva Vision Navitor’— 3 ani

Sistem de introducere FlexNav™ *—2
ani Sistem de incarcare Navitor™ *4—2

Abbott



SISTEM DE INTRODUCERE FLEXNAV™ *

Compatibilitate conductor de sarma Compatibil 0,035 inci
Diametru teaca integrata echivalent (F) 14 15
Diametru exterior — Capat distal (mm) SM 6,0 LG 6,3
Diametru acces vascular (mm) 25,0 25,5
Lungime de lucru (cm) 107
Lungime captuseala hidrofila (mm) 354

Lungime capsula (mm) 83

Lungime teaca integrata (mm) 251

Lungime con protector (mm) 20

Toag

=\:ﬁj

L Captuseala hidrofila sistem introducere FIexNavm—,

AMBALARE S| DEPOZITARE VALVA?

Valva este furnizata intr-un borcan continénd solutie de depozitare
formaldehida. Borcanul are un capac infiletat si un sigiliu intact. Valva
este furnizata pe un suport de unica folosinta. Continutul borcanului
este steril si trebuie sa fie manipulat in conditii aseptice pentru a se
preveni contaminarea. Depozitati valva in pozitie verticala.

ATENTIE: Nu utilizati valvainainte de a o clati in totalitate, conform
instructiunilor.

ATENTIE: Nu utilizati valva daca indicatorul temperaturii de
transport de pe ambalajul produsului devine rosu sau daca valva a
fost depozitata necorespunzator in conditii de temperatura in
afara intervalului de 5°C-25°C (41°F-77°F).

SISTEM DE INTRODUCERE/SISTEM DE iINCARCARE
AMBALARE S| DEPOZITARE?

Sistemul de introducere si sistemul de incarcare sunt sterilizate cu gaz
oxid de etilena. Sistemul de introducere este furnizat intr-o tava in
interiorului unui saculet exterior.

Sistemul de incarcare este furnizat intr-o tava cu bariera dubla. Tavile
interioare ale sistemului de introducere/sistemului de incarcare sunt
furnizate sterile, cu conditia ca ambalajul in care se afla saculetul
exterior/tava sa nu fie deschis sau deteriorat.

Referinta

1. Datele Abbott in figierul 90447579/90465559.
2. IFU sistem TAVI Navitor™.

3. Datele Abbott in figierul 90371018/90394920.
4. Datele Abbott in figierul 90434228/90434239.

INFORMATII DE SECURITATE PRIVIND REZONANTA
MAGNETICA (RM)?

Testarea non-clinica a demonstrat ca valva Vision Navitor™ este
conditionata de RM.

Un pacient avand implantat acest dispozitiv poate fi scanat in
siguranta intr-un sistem RM care satisface urmatoarele conditii:

+ Camp magnetic static de 1,5 Tesla(1,5T) sau 3,0-Tesla (3,0T)
+ Camp gradient spatial maxim de 20 T/m (2000 G/cm)

* Viteza de absorbtie specifica ponderata la intregul corp.
Raportata sistem RM maxima (SAR) de <2,0 W/kg (mod de
operare normal)

in conditiile de scanare definite mai sus, se preconizeaza
ca configuratiile valveiNavitor™si configuratiile Navitor
Titan™ sa produca o crestere maxima a temperaturii de 5°C dupa
15 minute de scanare continua.

La testarea non-clinica, artefactul imagine cauzat de dispozitiv se
extinde radial pana la 0,5 cm de la dispozitiv cand imagistica se face cu
o0 secventa impulsuri ecou gradient intr-un sistem RM de 1,5T si 0,9 cm
de la dispozitiv cand imagistica se face cu o secventa impulsuri ecou
gradient intr-un sistem RM de 3,0T.

ATENTIE: Produse destinate utilizarii de catre sau sub supravegherea unui medic. Anterior utilizarii, consultati Instructiunile
de utilizare din cutia produsului (dacé sunt disponibile) sau la https://www.eifu.abbott/ pentru informatii mai detaliate despre

Indicatii, Contraindicatii, Avertizari, Precautii $i Evenimente adverse.

Informatiile continute aici sunt destinate DISTRIBUTIEI EXCLUSIV in afara S.U.A.
Verificati intotdeauna statutul de reglementare al dispozitivului in regiunea dvs.

Tlustratiile sunt exclusiv reprezentarile graficianului si nu trebuie sa fie considerate desene sau fotografii tehnice.

Fotografii in fisier la Abbott.

Abbott

3200 Lakeside Dr., Santa Clara, CA. 95054 SUA

™ Indicd o marcd comerciala a grupului de societati Abbott.

fIndica o marca comerciald tertd, care este proprietatea proprietarului respectiv.
www.structuralheart.abbott

©2024 Abbott. Toate drepturile rezervate. MAT-2404294 v1.0 | Articole aprobat pentru uzul OUS.
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Subsemnata BORSAN LILIANA ANGELA, interpret si traducétor autorizat de limba englezi
in temeiul autorizatiei nr 12150 din 2004, eliberatd de Ministerul Justitiei din Roménia, certific
exactitatea traducerii efectuate in intregime din limba englezd in limba roména, cd textul
prezentat a fost tradus complet, fard omisiuni, §i cd, prin traducere, inscrisului nu i-a fost
denaturat continutul si sensul.

INTERPRET $I TRABTH
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