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Edwards SAPIEN 3 valve with

Alterra adaptive prestent

Technical Sheet

Edwards SAPIEN 3 Transcatheter Pulmonary Valve System
with Alterra Adaptive Prestent.

Device description

The Edwards SAPIEN 3 transcatheter pulmonary valve system with Alterra adaptive prestent consists of the
Edwards 29 mm SAPIEN 3 transcatheter heart valve (THV), the Edwards SAPIEN 3 pulmonic delivery system (PDS),
the Edwards Alterra adaptive prestent system and accessories.

Edwards Alterra Adaptive Prestent System consists of an Alterra adaptive prestent that is fully loaded in an
Alterra delivery system and supplied together in one package. /{\

Edwards Alterra Adaptive Prestent is used as a docking adaptor for the 29 mm Edwards SAPIEN 3 transcatheter
heart valve (THV). It is comprised of a self-expanding, radiopaque, nitinol frame assembly with polyethvlene
terephthalate (PET) fabric covering. The prestent has designated inflow and outflow sides.

The proximal inflow section is identifiable by the presence of two triangular tabs (prestent connector) that are
attached to the catheter of the delivery system. The distal outflow section is distinguished by the open cells for
blood flow. The PET fabric is attached by sutures to the inside surface of the frame to create sealing at the inflow
“section and opening for the outflow. Sutures are also used in the center to support the middle section when

an Edwards SAPIEN 3 transcatheter heart valve is implanted. Three (3) fluoroscopically visible radiopaque \L/
markers at the prestent waist help with positioning. )

Outflow Edwards Alterra adaptive prestent
Designed to provide a landing zone for 29 mm SAPIEN 3 valve

Prestent sizing in RVOT landing zone /
Perimeter 84.9-119.3 mm
Perimeter derived diameter* 27-38mm
Prestent size 40 x 49 mm /
SAPIEN 3 valve compatibility 29mm
* Diameter range throughout cardiac cycle
_ Edwards Alterra adaptive prestent dimensions /
Inflow sealing OD 39 mm /
Outflow sealing OD 41 mm & -.,"i“
Height 49 mm / Ii ‘qg
o | Y
Patient sizing range -_g

Sizing recommendation for the prestent in the right ventricular

outflow tract/pulmonary valve (RVOT/PV) landing zone are shown d d
in the table on top. E wardas
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Intended use

The bioprosthesis with prestent is intended for use in patients requiring pulmonary heart valve replacement. The
delivery systems and accessories are intended to facilitate placement of the bioprosthesis and prestent via the
transfemoral access approach.

Indications

The 29 mm Edwards SAPIEN 3 transcatheter pulmonary valve system with Alterra adaptive prestent is indicated
for use in the management of patients with pulmonary regurgitation who have a native or surgically-repaired right
ventricular outflow tract and are clinically indicated for pulmonary valve replacement.

Product Description m

Edwards SAPIEN 3 Transcatheter Pulmonary Valve System S3PAS4045CE
Edwards SAPIEN 3 Transcatheter Heart Valve 9600TFX29
Edwards SAPIEN 3 Pulmonic Delivery System 9630PL29CE
Edwards Crimper 9600CR
Edwards eSheath+ Introducer Set (16F) 916ESP
Locking Syringe 96406
Alterra Adaptive Prestent with Alterra Delivery System 29AP4045CE

Edwards Alterra Delivery System

The delivery system includes a handle which consists of a wheel that allows for deployment, two primary shafts
with a flush port to flush the delivery system, and a long tapered tip at the distal end to facilitate tracking through
the vasculature. A fluoroscopically visible radiopaque marker band shows the location of the tip of the outer shaft.
The prestent is fully loaded in the delivery system. A stylet is included within the guidewire lumen.

Delivery system dimensions

Alterra capsule OD 6.7mm |20 Fr A

Alterra shaft OD 5.7mm [ 17Fr

Wire compatibility 0.035" ] 0.89mm /

Alterra adaptive prestent is compatible with the 16Fr eSheath+ introducer set or equivalent

Delivery system marker band
Tapered tip (ot vistelewithol iuono) Deployment wheel Guidewire lumen/flushport
45 mm Retractable outer shaft

o l |
T E———

Working length - 105 cm

<>
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Edwards SAPIEN 3 Transcatheter Heart Valve

The Edwards SAPIEN 3 transcatheter heart valve is comprised of a balloon-expandable, radiopaque, cobalt-
chromium frame, trileaflet bovine pericardial tissue valve, and polyethylene terephthalate (PET) fabric skirt.
The leaflets are treated according to the Carpentier-Edwards ThermaFix process.

VA .

i
-’\ 12 o | @———j—— Bovine pericardial tissue T Bovine pericardium,
- e T S L 4 issue .
| \ e\ / : + Scalloped leaflet shape Thermafix tissue process'
E - « Utilizes the same bovine :
T of pericardial tissue processes Frame Cobalt-chromium alloy
Pt as Edwards surgical valves
/.\- : ; AN Crimped height? 31 mm
ThY e Y o——-‘——r_l\— Inner skirt
i \ v 4 e/ % . Polyethylene terephthalate Expanded height 22,83 mm
: g (PET)
o Wi Foreshortening 8.2 mm

&————— Outer sealing skirt

\_—\—’_/ . PET~outer sealipg Sifirt " No clinical data are available with which to evaluate the long-
designed to minimize term impact of the Carpentier-Edwards ThermaFix tissue process

paravalvular leak in patients

Edwards SAPIEN 3 Pulmonic Delivery System (PDS)

The Edwards SAPIEN 3 pulmonic delivery system facilitates the placement of the bioprosthesis. It consists of an
inline sheath, balloon catheter for deployment of the Edwards SAPIEN 3 transcatheter heart valve, and an outer
shaft and valve capsule to cover the transcatheter heart valve during insertion and tracking to the intended
deployment location. The delivery system includes a tapered tip to facilitate crossing of right heart structures.
The valve capsule and tapered tip are hydrophilic coated. A visual balloon shaft marker is provided to assist with
balloon recapture. A stylet is included within the guidewire lumen of the delivery system. The 28 F hydrophilic
coated dilator (packaged with the delivery system) is used to predilate the vessel prior to insertion of the delivery
system, if necessary.

Pulmonic delivery system dimensions

Catheter capsule outer diameter 28.5Fr[9.5 mm

In-line sheath outer diameter 25.5 Fr /8.5 mm

Catheter outer shaft diameter 17 Fr [ 5.7 mm

Guidewire compatibility 0.035” [ 0.89mm
Taperedtip  Capsule Length inline sheath Color coded gripper
I o 1 I — 1 l

— e——— 3 i O l'

Effective length balloon uncovered - 112 cm
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How Supplied

STERILE: The valve is supplied sterilized with
glutaraldehyde solution. The delivery system, sheath,
and crimper are supplied sterilized with ethylene
oxide gas.

The Edwards Alterra adaptive prestent system
is supplied pouched and sterilized by e-beam
sterilization.

The THV is supplied nonpyrogenic packaged in
buffered glutaraldehyde, in a plastic jar to which

a tamper evident seal has been applied. Each jar is
shipped in a shelf box containing a temperature
indicator to detect exposure of the THV to extreme
temperature. The shelf box is enclosed in Styrofoam
prior to shipping.

Storage

The transcatheter heart valve must be stored at

10 °Cto 25 °C(50 °Fto 77 °F). Each jar is shipped in
an enclosure containing a temperature indicator to
detect exposure of the THV to extreme temperature.
The delivery system and accessories should be stored
in a cool, dry place. The prestent and delivery system
must be stored in a cool, dry place.

MR Safety
MR Conditional

Non-clinical testing has demonstrated that the Non-
clinical testing has demonstrated that the Edwards
Alterra adaptive prestent, alone or with a deployed

SAPIEN 3 transcatheter heart valve, is MR Conditional.

A patient can be scanned safely immediately after

placement of this implant in an MR system meeting

the following conditions:

« Static magnetic fields of 1.5 Tesla and 3.0 Tesla

« Spatial magnetic gradient field of 3000 Gauss/cm
(30T/m) or less

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

« Gradient system is in normal operating mode

Medical device for professional use. For a listing of indications, contraindications, precautions, warnings, and
potential adverse events, please refer to the Instructions for Use (consult eifu.edwards.com where applicable).

Edwards, Edwards Lifesciences, the stylized E logo, Alterra, Carpentier-Edwards, Edwards eSheath, Edwards SAPIEN,
Edwards SAPIEN 3, cSheath, SAPIEN, SAPIEN 3, and ThermaFix are trademarks or service marks of Edwards Lifesciences
Corporation or its affiliates. All other trademarks are the property of their respective owners.

© 2024 Edwards Lifesciences Corporation. All rights reserved, PP--EU-9104 v1.0
Edwards Lifesciences Sarl « Route de I'Etraz 70, 1260 Nyon, Switzerland « edwards.com
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Under the scan conditions defined above, the Edwards
Alterra adaptive prestent, alone or with a deployed
SAPIEN 3 transcatheter heart valve, is expected to
produce a maximum temperature rise of 4.0 °C or less
after 15 minutes of continuous scanning.

In non-clinical testing, the image artifact caused by

the device extends as far as 15 mm for gradient echo
images when scanned using a 3.0 T MRl system. The
artifact obscures the device lumen in spin and gradient
echo images. The delivery system has not been
evaluated for MR compatibility and is considered MR
unsafe,

Qualitative and Quantitative Information
related to the valve

The Alterra adaptive prestent system and SAPIEN 3
transcatheter heart valve contain the following
substance(s) defined as CMR 1B in a concentration
above 0.1% weight by weight: Cobalt; CAS No. 7440-
48-4; EC No. 231-158-0 Current scientific evidence
supports that medical devices manufactured from
cobalt alloys or stainless steel alloys containing cobalt
do not cause an increased risk of cancer or adverse
reproductive effects.

For the qualitative and quantitative information on the
materials and substances constituting the valve please
refer to the IFU.

Summary of Safety and Clinical Performance
(SSCP)

The SSCP has been adapted in accordance with the
clinical evaluation assessment by the Notified Body
on which CE certification has been granted. The SSCP
contains a relevant summary of the same information.
The Notified Body has taken notice of and agreed with
the benefit-risk rationales for the short- and long-term
safety and effectiveness of the Alterra platform and
the SAPIEN 3 platform.

-Ir‘i‘!
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Clinical Summary

Multicenter Pivotal Study of the Alterra Adaptive
Prestent for the Treatment of Pulmonary Regurgitation

Dimas VV, Babaliaros V, Kim D, et al. Multicenter Pivotal Study of the Alterra Adaptive Prestent for the Treatment of
Pulmonary Regurgitation. JACC Cardiovasc Interv. 2024;17(19):2287-2297.

Study aim
Q(C) ) The Alterra adaptive prestent was designed to expand transcatheter therapy to treat

patients with dilated right ventricular outflow tract (RVOT). The study aims to report
2 years outcomes of the ALTERRA pivotal trial in dilated native RVOTs.

Methodology Patients characteristics
Prospective, single-arm, multicenter study design » Median age: 23years
to assess the safety and effectiveness of the Alterra « Gender: 55.7% male

adaptive prestent with the 29 mm SAPIEN 3 valve in
patients with dysfunctional RVOT requiring
treatment of moderate or severe pulmonary
regurgitation (PR).

o NYHA class: 54.1% NYHA class |

» Diagnose: Tetralogy of Fallot (70.5%); Pulmonic
valve stenosis (23%); Balloon valvuloplasty
(6 patients) and Surgical valvotomy (8).

The primary end point was transcatheter heart valve (THV) dysfunction at 6 months, defined
as a nonhierarchical composite of RVOT/pulmonary valve gradient 35 mm Hg or greater on
transthoracic echocardiography. Patients enrolled, n=60

Results

The Alterra adaptive prestent had shown excellent procedural outcomes achieving 94.9% of device success,
composite of:

= Single present deployed in the desired location (100%)

« Single THV implanted in the desired location within the present (96.7%)

» RV-PA peak-to-peak gradient less than 35mm Hg post-implant (100%)

o Less than moderate PR on discharge TTE (or earliest evaluable TTE) (98.3%)
« Free of explantation at 24 h post implantation (100%)

EEE ‘ﬂ
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Excellent clinical outcomes were reported at 2 years follow-up. Key outcomes reported below.

2-Year Outcomes of the ALTERRA Pivotal Trial

Prospective, single-Arm, Multicenter Study of Patients with Dysfunctional Native
or Patched RVOT and > Moderate PR by TTE

 Trial Devices: Alterra adaptive Screen-Fail Rate for Patient Population: , s
 prestentand 29mm SAPIEN3 THV ~ 37.1%(36/97) N=60 patientsimplanted 2 Year Follow-Up:96.7% (58/60)

Both devices implanted in

asingle procedure 98.3% KeyOutcomes at 2 Years

Free of explant within 24 h 100%  All cause mortality 0%

i .anary Endpoint o 0% Fracture requiring intervention 0%
;I-L\;?g: flsetee (0559) corg nary artery compression 0%
RVOT reintervention 0 Endocarditis 0%
Moderate or greater PR 0 Sustained VT 0%
Mean gradient 235 mm Hg 0 RVOT/[PV reintervention 1.7%

= Moderate PR 7.5%

« At 2 years, 92.5% of patients treated inithe Alterra Pivotal Trial had <mild PR

« No deaths, endocarditis, device embaolization, or explants

Total pulmonary valve regurgitation (PR) and mean right ventricular outflow tract (RVOT) gradient were assessed by a transthoracic echocardiography
(TTE) core laboratory | ALTERRA = ALTERRA Pivotal Trial Multicenter Study of Congenital Pulmenic Valve Dysfunction Studying the SAPIEN 3 THV with
the Alterra adaptive prestent; PV = pulmonic valve; THV = transcatheter heart valve; VT = ventricular tachycardia.

7 Conclusion
-J Itis extremely favorable to see sustained excellent clinical outcomes out to 2 years. The

patient cohort will continue to be monitored through annual follow-up assessment up to
5 years.

As of today, we can state that dilated RVOT presents unique challenges for transcatheter
management. However, what we are seeing is that not only the Alterra adaptive prestent allows
to expand the transcatheter therapy for this dilated RVOT patients population but also,

“the Alterra adaptive prestent and 29 mm SAPIEN 3 THV resulted in restoration of PV competency
and can be safely and effectively performed, with improvement in quality of life, as well as favorable
remodeling of the right ventricle.”

-Il"ﬂ

Medical device for professional use. For a listing of indications, contraindications, precautions, warnings, and

potential adverse events, please refer to the Instructions for Use (consult eifu.edwards.com where applicable). I‘ I ‘

Edwards, Edwards Lifesciences, the stylized E logo, Alterra, SAPIEN and SAPIEN 3 are trademarks or service marks of
Edwards Lifesciences Corporation or its affiliates. All other trademarks are the property of their respective owners. -I"

© 2024 Edwards Lifesciences Corporation. All rights reserved. PP--EU-9442 v1.0
Edwards Lifesciences Sarl « Route de I'Etraz 70, 1260 Nyon, Switzerland » edwards.com EdW&I'dS
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Ettevotte Edwards eSheath sisestite komplekt
Edwards eSheath ievaditaja komplekts
~Edwards eSheath” jvediklio rinkinys

Kaust ® Saturs ® Katalogas
Eesti (ET) 1
Latviesu (LV) 2
Lietuviy (LT) 4
Siimbolite seletus ® Simbolu skaidrojums ® Simboliy paaiskinimas........ 6

Kasutusjuhend

Toodet tohib kasutada arst, kes on ldbinud vastava koolituse ja kellel on
eri interventsioonitehnikate rakendamise kogemusi. Kasutada tuleb
veresoonde juurdepadsu voimaldava kanliili paigaldamise standardseid
tehnikaid.

1.0 Seadme kirjeldus

Ettevotte Edwards eSheath sisestite komplekt sisaldab jargmisi
komponente.

1. Laiendatav kaniiiil (eSheath) (joonis 1), mis annab juurdepé&asu
sihtveresoonde, séilitades hemostaasi ja suurendades ajutiselt selle
1abimdotu seadme |dbipddsu voimaldamiseks.

Joonis 1

eSheath eSheath
Mudel |sisediameeter vilisdiameeter | Uhilduv THV
(laiendamata) (laiendamata)

9610ES14 14 F (4,6 mm) 6,0 mm 20mm
23 mm
26 mm
9610ES16 16 F (5,3 mm) 6,7 mm 29 mm

L 2 1l ||u

Joonis 2
2. Kaks hidrofiilse kattega dilataatorit (joonis 2), mida saab kasutada

veresoone laiendamiseks kaniidli jaoks ja/voi kanidili sisestamise
ning jalgimise hdlbustamiseks veresoones.

2.0 Kasutusotstarve

Toode on méeldud kasutamiseks veresoontele juurdepdasu loomisel.

Edwards, Edwards Lifesciences, stiliseeritud E-logo, Edwards eSheath,
eSheath, SAPIEN, SAPIEN 3 ja SAPIEN 3 Ultra on ettevotte

Edwards Lifesciences Corporation kaubamargid. Kéik muud kaubamargid
kuuluvad nende vastavatele omanikele.

3.0 Ndidustused

Ettevotte Edwards eSheath sisestite komplekt on naidustatud
transkateetriga siidameklapististeemide SAPIEN 3 ja SAPIEN 3 Ultra
sisestamiseks vaskulaarsiisteemi ning sealt eemaldamiseks.

4.0 Vastunaidustused

Teadaolevaid vastundidustusi pole.

5.0 Hoiatused

Seadmed on konstrueeritud, ette nahtud ja levitatavad ainult
lihekordseks kasutamiseks. Arge resteriliseerige seadmeid ega
kasutage neid korduvalt. Puuduvad andmed selle kohta, et seade oleks
parast taastdotlemist steriilne, mittepiirogeenne ja funktsionaalne.

Ettevotte Edwards eSheath sisestite komplekti tuleb kasutada sobiva
0,89 mm (0,035 in) juhtetraadiga, et véltida veresoone vigastamist.

Arge kasutage seadet valesti ega kasutage seda, kui pakend voi mani
komponent pole steriilne, on avatud, kahjustatud (nt niverdunud véi
venitatud jne) vdi kui aegumiskuupéev on méédunud.

6.0 Ettevaatusabinoud

-+ Kanudl laieneb ajutiselt, et voimaldada seadmete labipdas. Veenduge,
et veresooned mahutaksid laiendatud kandiiili maksimaalse diameetri.
Seadet labi kaniilli sisestades, selles kasitsedes vdi sealt vilja
tdmmates sdilitage alati kantidili asend.
Kanddli Iaheduses kude punkteerides, dmmeldes voi sellesse
sisseldiget tehes olge ettevaatlik ja véltige kaniitli kahjustamist.
- Ettevaatlik tuleb olla veresoontega, mille Iabimaat on vaiksem kui
5,5 mm voi 6 mm, sest nendesse voib olla raske paigaldada vastavalt
14 F ja 16 F ettevotte Edwards eSheath sisestite komplekte.
+ Olge ettevaatlik rebenemisohtlike vai kaltsifitseerunud veresoontega,
mille korral véib sisesti komplekti turvaline sisestamine olla takistatud.

.

7.0 Voimalikud kérvalndhud

Standardse kateetri kasutamise ja angiograafiaga seostatud
komplikatsioonid on muu hulgas allergiline reaktsioon anesteesia vi
kontrastaine suhtes, vigastus, k.a veresoone perforatsioon voi
dissektsioon, veresoone parandamist nduda vaiv vigastus
juurdepadsukohas, tromboos ja/voi plaagi paigaltlikumine, mis véib
pdhjustada emboolia moodustumist, distaalset veresoone ummistumist,
insulti, isheemiat ja/voi surma.

Patsiendile / kasutajale / kolmandale isikule Euroopa
Majanduspiirkonnas: kui seadme kasutamise ajal voi selle kasutamise
tagajdrjel toimus raske vahejuhtum, andke sellest teada tootjale ja riigi
padevale asutusele, kes on leitav veebisaidilt https://ec.europa.eu/
growth/sectors/medical-devices/contacts_en

8.0 Kasutusjuhend
1. Vaadake kdik komponendid tile kontrollimaks, et neis poleks
vigastusi.

2. Loputage dilataatoreid juhtetraadi valendiku kaudu hepariniseeritud
fusioloogilise lahusega.

3. Loputage kanidli loputusava kaudu hepariniseeritud fusioloogilise
lahusega ja sulgege loputusava.

4. Niisutage sisestit/dilataatoreid ja kantili kogu pikkuses
hepariniseeritud fusioloogilise lahusega, et aktiveerida hiidrofiilne
kate.

5. Viige Uks dilataator taielikult kandli.



Naudojimo instrukcijos

Gaminys skirtas gydytojams, iSmokytiems ir turintiems intervenciniy
metody patirties. Reikia naudoti standartinius kraujagysliy prieigos movy
jvedimo metodus.

1.0 Priemonés aprasymas

+Edwards eSheath” jvediklio rinkinys sudarytas i3 toliau iSvardyty daliy:
I3pleciama mova (,eSheath”) (1 pav.), suteikianti prieiga prie tikslinés
kraujagyslés palaikant hemostaze ir laikinai padidinanti jos
skersmenj, kad baty galima jvesti priemong.

= 2> S |
1 pav.
~eSheath” C:eS}-le.a th .
. e . iSorinis Suderinamas
Modelis |vidinis skersmuo
(neiZpléstos) skersmuo THV
prestos (neiZpléstos)
9610ES14 14F (4,6 mm) 6,0 mm 20 mm
23mm
26 mm
9610ES16 16F (5,3 mm) 6,7 mm 29 mm
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2 pav.
(i) Du sketikliai (2 pav.) su hidrofiline danga, kuriuos galima naudoti
kraujagyslei isplésti, kad joje lengviau tilpty mova, ir (arba) prireikus
baty lengviau jvesti ir (arba) kraujagysleje sekti mova.

2.0 Paskirtis

Gaminys skirtas naudoti norint patekti j kraujagysles.

3.0 Indikacijos

.Edwards eSheath” jvediklio rinkinys yra skirtas SAPIEN 3 ir ,SAPIEN 3
Ultra" transkateteriniy Sirdies voztuvy sistemoms jvesti j kraujagysliy
sistema ir pasalinti i3 jos.

4.0 Kontraindikacijos

Néra zinomy kontraindikacijy.

5.0 Jspéjimai

Priemonés sukurtos, skirtos ir tiekiamos naudoti tik viena karta.
Priemoniy kartotinai nesterilizuokite ir nenaudokite pakartotinai.

Néra duomeny, patvirtinanciy pakartotinai apdoroty priemoniy
steriluma, nepirogeniskuma ir funkcionaluma.

,Edwards eSheath” jvediklio rinkinj reikia naudoti su suderinama
1l /0,035 col. (0,89 mm) kreipiamaja viela, kad nepazeistuméte kraujagyslés.

Priemone naudokite tinkamai i jos nenaudokite, jeigu pakuoté arba bet
kurios sudedamosios dalys yra nesterilios, buvo atidarytos, paZeistos (t. y.
persuktos, istemptos ir pan.) arba pasibaigé jy galiojimo laikas.

Edwards" ,Edwards Lifesciences’, stilizuotas ,E” logotipas,

.Edwards eSheath”, ,eSheath” ,SAPIEN’", ,SAPIEN 3", ir ,SAPIEN 3 Ultra" yra
Edwards Lifesciences Corporation” prekiy zenklai. Visi kiti prekiy zenklai
yra jy atitinkamy savininky nuosavybe.

6.0 Atsargumo priemonés

Mova laikinai padidéja, kad buty galima jvesti priemones. |sitikinkite, ar
kraujagysléje gali tilpti iki maksimalaus skersmens iSplésta mova.
|vesdami, istraukdami priemone arba ja manipuliuodami per mova,
visada islaikykite movos padétj.

Arti movos pradurdami, siiidami arba pjaudami audinj saugokite, kad
nepazeistuméte movos.

Reikia bati atsargiems naudojant mazesnéms kaip 5,5 mm ar 6 mm
kraujagysléms, nes gali nepavykti saugiai jdéti atitinkamai 14 Fir 16 F
+Edwards eSheath” jvediklio rinkinio.

- Bukite atsargus, jei kraujagyslés vingiuotos ar kalcifikuotos, nes bus
sunku saugiai jvesti jvediklio rinkinj.

.

7.0 Galimi nepageidaujami reiskiniai

Kai kurios komplikacijos, susijusios su standartiniu kateterizavimu ir
angiografijos naudojimu: alerginé reakcija j anestezijg arba kontrastine
medziaga; suzalojimas, jskaitant kraujagysliy pradirima arba disekacija;
suzalojimas prieigos vietoje, dél kurio gali prireikti tvarkyti kraujagysle;
trombozé ir (arba) ploksteliy iSjudinimas, dél kurio gali susidaryti emboly;
distaliné kraujagyslés obstrukcija; insultas; iSemija ir (arba) mirtis.

Pacientui, naudotojui ir (arba) trediajai Saliai Europos ekonominéje
erdvéje: jeigu naudojant §j prietaisa arba dél jo naudojimo jvyksta rimtas
incidentas, praneskite gamintojui ir savo nacionalinei kompetentingai
institucijai, jos kontaktinius duomenis galite rasti adresu https://
ec.europa.eu/growth/sectors/medical-devices/contacts_en

8.0 Naudojimo nurodymai

1. Apziarékite priemonés komponentus, ar jie nesugadinti.

2. Praplaukite skeétiklius fiziologiniu tirpalu su heparinu pro
kreipiamosios vielos spindj.

3. Per plovimo angg fiziologiniu tirpalu su heparinu praplaukite mova,
tada uzdarykite plovimo anga.

4. Visus jvediklius ir (arba) sketiklius bei mova sudrekinkite fiziologiniu
tirpalu su heparinu, kad suaktyvintuméte hidrofiline danga.

5. Visidkai jveskite vieng skétiklj j mova.

6. Taikydami standartinius kateterizavimo metodus, prieikite prie
kraujagyslés ir kitu skétikliu prapléskite, kiek reikia movai jvesti.

7. Nustatykite tinkama movos padétj ir islaikykite Sia padeétj visos
proceddros metu. Taikydami standartinj metoda, jveskite movos
mazga ir stumkite j kraujagysle, sekdami eiga fluoroskopu.

Pastaba. Movos darbinés dalies proksimalinio kigisko galo
skersmuo yra didesnis.

8. Jei jmanoma, naudodami jsiuvimo Ziedus, jsilkite mova ir isimkite
sketiklj i movos.
9. |dékite priemone | mova.

Pastaba. Vadovaujantis standartiniu intervenciniu metodu, per
visg procedirg mova reikia protarpiais praplauti fiziologiniu
tirpalu su heparinu.

10. Uzbaige procedurg ir i3éme priemoneg, isimkite sidlus, tada
nesukdami idimkite visa mova ir jos pakartotinai nedékite.

9.0 Kaip tiekiama

.Edwards eSheath” jvediklio rinkinys tiekiamas maiselyje ir yra
sterilizuotas etileno oksidu.

10.0 Sandeéliavimas

.Edwards eSheath” jvediklio rinkinj reikia laikyti vésioje, sausoje vietoje.
11.0 Priemoniy iSmetimas

Panaudoti movy rinkiniai turi biti tvarkomi ir $alinami taip pat, kaip ir

ligoniniy atliekos arba biologiskai pavojingos medziagos. Nera ypatingy
grésmiy, kylanciy salinant 3ias priemones.

12.0 Pavojingos medziagos

Sios medicinos priemonés sudétyje néra pavojinguy medziagy.
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13.0 Saugos ir klinikinio veiksmingumo santrauka
(SSCP)
SSCP buvo pritaikyta atsizvelgiant j notifikuotosios jstaigos atlikta

klinikinj vertinima, kuriuo remiantis suteiktas CE sertifikatas. SSCP
pateikiama atitinkama tos pacios informacijos santrauka.

Sios medicinos priemonés SSCP Zr. https://meddeviceinfo.edwards.com/.

Pradéjus veikti Europos medicinos prietaisy duomeny bazei (,Eudamed”),
sios medicinos priemonés SSCP Zr. https://ec.europa.eu/tools/eudamed.
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,eSheath” jterpimo rinkinys
,Edwards eSheath” jterpimo rinkinj sudaro:

1.
kad prietaisas galéty lengviau praeiti.

Ispleciamas apvalkalas (,eSheath®) leidZia patekti j tiksling kraujagysle, islaikant hemostazg ir laikinai padidinti jos skersmenj,



Edwards

[ 23
eSheath L.D. eSheath 0.D.
Model (unexpanded) (unexpanded)
9610ES14 14F (4.6 mm) 6.0mm
9610E516 16F (5.3 mm) 6.7 mm

2. Du dilatatoriai su hidrofiline danga, kurie gali bati naudojami kraujagyslems iSplésti, kad tilpty apvalkalas, ir (arba) palengvinti
apvalkalo jterpima j kraujagysle ir jo sekima.

,Edwards eSheath” skirtas jtaisams, naudojamiems su ,Edwards SAPIEN 3" transkateteriniais Sirdies voztuvais jdéti ir iSimti.

THV252

2 2 Tt

SAPIEN 3 Valve Size | 2omm | 28mm | 26mm |
14F

Edwards eSheath Introducer Set 14F 14F 16F

Minimum Access Vessel Diameter 55 mm 5.5 mm 5.5 mm 6.0 mm

Kiti rinkinio komponentai

e Qualcrimp” znypliy priedas (tiekiamas pakuotéje su ,Edwards Commander* tiekimo sistema) naudojamas voZtuvui
uzspausti/suspausti.

s Jterpimo jtaisas (tiekiamas pakuotéje su ,Edwards Commander* tiekimo sistema) naudojamas tiekimo sistemai jterpti |
apvalkalg.

» Edwards® Zznyplés sumazina voztuvo skersmenj, kad ji biity galima pritvirtinti prie tiekimo sistemos. Znyples sudaro korpusas
ir suspaudimo mechanizmas, kuris uzdaromas ant korpuso esancia rankena. Dviejy daliy Znypliy kamétis (tiekiamas
pakuotéje su ,Edwards Commander* tiekimo sistema) naudojamas voztuvui suspausti iki numatyto skersmens.

e |&skleidimo metu naudojamas pripatimo jtaisas su fiksavimo mechanizmu.
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