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THE PROVEN STANDARD

FOR TRANSCATHETER
ATRIAL SEPTAL
DEFECT CLOSURE"?

Amplatzer™ Septal Occluders are the standard of care for minimally

invasive atrial septal defect (ASD) closure. These double-disc occluders
are comprised of Nitinol mesh with polyester fabric. They are designed
to securely appose the septal wall on each side of the defect and create
a platform for tissue in-growth after implantation.

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



WHEN SIMPLICITY MATTERS

The primary treatment option for closure of
secundum atrial septal defects is with transcatheter
devices.? This is when trust and simplicity matter.
The Amplatzer Septal Occluder is the proven

standard of care in transcatheter ASD closure.>?

SAFETY IN NUMBERS
98.5% Closure Rate: With no significant residual

shunt (less than 2 mm) at 1-year follow-up'

Low Major and Minor Complication Rates:
Postprocedure and long-term based on 5-year

follow-up!

SPECIFICALLY DESIGNED FOR ASD CLOSURE
Wide Waist: Centers device and fills the ASD?
Shape-memory Nitinol Mesh: Designed to securely
appose both sides of the septal wall?

Polyester Material: Promotes occlusion and

tissue in-growth?

Precise Placement: Device can be easily recaptured

and redeployed?

WHEN FLEXIBILITY MATTERS

Not all septal defects are the same. They come in

a variety of shapes, sizes and often there can be
multiple communications between the left and right
atria. These types of atrial septal defects require a
special device designed with the flexibility to meet

multiple needs.

The addition of the Amplatzer Mulit-Fenestrated
Septal Occluder - “Cribriform” to the Amplatzer
family of occluders enables transcatheter closure for

the majority of atrial septal defects.

SPECIFICALLY DESIGNED FOR
MULTI-FENESTRATED ASD CLOSURE

Narrow Waist: Allows for placement through a
central defect?

Matched Disc Diameters: Maximizes coverage of
multiple fenestrations?

Polyester Material: Promotes occlusion and tissue
in-growth?

Precise Placement: Device can be easily recaptured

and redeployed?

The waist of the Amplatzer™ Septal Occluder fills the defect
for optimal occlusion.

The Amplatzer™ Cribriform Multi-Fenestrated Septal
Occluder enables occlusion of the defect by covering the
fenestrations with a single device.

Stocking both Amplatzer™ Septal and Cribriform Occluders
provides you the ability to choose the appropriate device
for a wide size-range of defects.



ORDERING INFORMATION

AMPLATZER™ SEPTAL OCCLUDER AMPLATZER™ CRIBRIFORM MULTI-FENESTRATED
SEPTAL OCCLUDER
Model / Reorder Waist Diameter Waist Right Atrial Disc  Left Atrial Disc
Number (mm) Width (mm) Diameter (mm) Diameter (mm) Iy Right & Left Atrium Waist
9-ASD-004 4 3 12 16 Number Disc Diameter (mm) Width (mm)
9-ASD-005 5 3 13 17 9-ASD-MF-018 18 3
9-ASD-006 6 3 14 18 9-ASD-MF-025 25 3
9-ASD-007 7 3 15 19 9-ASD-MF-030 30 3
9-ASD-008 8 3 16 20 9-ASD-MF-035 35 3
9-ASD-009 9 3 17 21 9-ASD-MF-040 40 3
9-ASD-010 10 3 18 22
9-ASD-011 11 4 21 25
9-ASD-012 12 4 22 26
9-ASD-013 13 4 23 27
9-ASD-014 14 4 24 28
9-ASD-015 15 4 25 29
9-ASD-016 16 4 26 30
9-ASD-017 17 4 27 31
9-ASD-018 18 4 28 32
9-ASD-019 19 4 29 33
9-ASD-020 20 4 30 34
9-ASD-022 22 4 32 36
9-ASD-024 24 4 34 38
9-ASD-026 26 4 36 40
9-ASD-028 28 4 38 42
9-ASD-030 30 4 40 44
9-ASD-032 32 4 42 46
9-ASD-034 34 4 44 50
9-ASD-036 36 4 46 52
9-ASD-038 38 4 48 54
9-ASD-040 40 4 50 56
REFERENCE:

1. Amplatzer Septal Occluder Instructions for Use.

2. Kashour TS, Latroche B, Elhoury ME, et al. Successful Percutaneous Closure of a Secundum Atrial Septal Defect through Femoral
Approach in a Patient with Interrupted Inferior Vena Cava. Congenital Heart Disease. 2010;5(6):620-623.

3. Test(s) performed by and data on file at Abbott.

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.

Illustrations 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
www.cardiovascular.abbott

™ Indicates a trademark of the Abbott group of companies. Abb tt
© 2020 Abbott. All Rights Reserved. MAT-2004327 v1.0 | Item approved for Global OUS use only. 0
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AMPLATZER"

Septal Occluder

Instructions for U

bg: CenTanHo ycTpoMcTBO 3a hr: Septalni okluder ro: Dispozitiv de inchidere de
3aTBapsiHe Upute za uporabu sept
WHcTpykuum 3a ynotpeba Instructiuni pentru utilizare
bs: Septalni okluder hu: Szeptumtapasz ru: okknogep Ans neperopoaok
Uputstvo za upotrebu Hasznalati utasitas WHCTPYKUMM NO NPUMEHEHUIO
cs: Septalni okludér it: Occlusore settale sk: Septalny okluzor
Navod k pouziti Istruzioni per l'uso ventrikularnych septalnych
defektov
Navod na pouzitie
da: Septal okklusionsanordning ko: 52 H|A47| sl: Septalno zapiralo
Brugsanvisning AI2 Mo A Navodila za uporabo
de: Septum-Okkluder It: Pertvaros okliuderis sq: Okludues septal
Gebrauchsanweisung Naudojimo instrukcija Udhézime pér pérdorim
el: Zuokeun améppagng Iv: Starpsienas Nosprostotajs sr: Septalni okluder
Slappdyparog LietoSanas instrukcija Uputstvo za upotrebu
O3nyieg xpnong
es: Oclusor septal nl: Septale occluder sv: Anordning for slutning
Instrucciones de uso Gebruiksaanwijzing av septum

Bruksanvisning

et: Vaheseina sulgur no: Septal lukkeanordning tr: Septal Okliider
Kasutusjuhend Bruksanvisning Kullanma Talimat:
fi: Viliseindaukon sulkija pl: Korek do zamykania zh: EEfFEiEtER
Kéayttoohjeet ubytkow przegrody fEFKEE
Instrukcja uzytkowania
fr: Dispositif d’occlusion septal pt: Dispositivo de oclusdo ar: Tl Balac:
Mode d’emploi septal =
Instrucdes de Utilizagao (,\ ALY Claadet
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Does not contain
natural rubber
latex components

Does not contain natural rubber latex components / He cbabpxa KOMNOHEHTH OT
ecTtecTBeH rymeH natekc / Ne sadrzi komponente prirodnog gumenog lateksa /
Neobsahuje slozky pfirodniho latexu / Indeholder ikke komponenter af naturlig
gummilatex / Enthalt keine Naturlatex-Komponenten / Aev Trepiéxel e§apTripaTa
atrd Quaiko eAaaTikd AdTeg / No contiene componentes de latex natural / Ei sisalda
naturaalsest latekskummist komponente / Ei sisélla luonnonkumilateksista
valmistettuja osia / Ne contient pas de composants en latex de caoutchouc
naturel / Ne sadrzi dijelove od lateksa / Nem tartalmaz természetes gumilatexbél
készllt alkotéelemeket / Non contiene componenti in lattice di gomma naturale /
MR 2l A MZ o|&F / Néra natiralios gumos latekso komponenty /
Nesatur dabiskas gumijas lateksa komponentus / Bevat geen onderdelen van
natuurlijk rubberlatex / Inneholder ikke komponenter i naturgummilateks / Nie
zawiera elementéw wykonanych z naturalnej gumy lateksowej / Nao inclui
componentes em latex de borracha natural / Nu contine componente de latex din
cauciuc natural / He cogepxuT HaTypasbHOro natekca unu ero KOMMoHeHToB /
Neobsahuje €asti z prirodnej latexovej gumy / Ne vsebuje sestavnih delov iz
naravnega lateksa / Nuk pérmban pérbérés lateksi t&€ gomés natyrale / Ne sadrzi
komponente od prirodnog gumenog lateksa / Innehaller inga komponenter av
naturgummi / Dodal kauguk lateks bilesenler icermez / A EEARARIR KD /

i e e s 5in Y latex dumnk dudlas

MR Conditional / Mosnuasaxe ot AMP / Uslovno siguran kod pregleda MR-om /
Podminéné vysetfeni pomoci MR / Kan anvendes i MR-miljger under visse
betingelser / Bedingt MR-tauglich / KatdAAnAo yia payvntikr) Topoypagia utré
mpoutroBéoeig (MR Conditional) / Compatible con RM en ciertas condiciones /
MR tingimustele vastav / Magneettikuvantamisolosuhteet (MK) / Compatibilité
avec I''RM / Dopustena uvjetna upotreba MR-a / Feltételes MR-kompatibilitas /
Sicuro per la risonanza magnetica (RM) in condizioni specifiche / MR Z715
Ot / Sglyginai atsparus MR / Dross lietosanai ar MR noteiktos apstak|os /
MR-veilig onder bepaalde voorwaarden / MR-sikker under visse betingelser /
Warunkowe uzycie z MR / Condicional para RM / Acceptat MR in anumite
conditii / YcnoBHo npurogHo Ans ucnonb3osaHus B MP-okpyxeHun / Podmienky
vystavenia MR / Pogojna uporaba z magnetno resonanco (MR) / Kushtézimi nga
MR-ja / Uslovno bezbedno u MR okruZenju / MR-saker under vissa betingelser /
Kosullu MR / &R #iRE £ /

Inner diameter / BvTpewweHn anametsp / Unutrasnji precnik / Vnitfni pramér /
Indvendig diameter / Innendurchmesser / Ecwrtepikn didpeTpog / Didmetro interno /
Sisediameeter / Sisalapimitta / Diamétre interne / Unutarnji promjer / Belsé atméré /
Diametro interno / LIZ3 / Vidinis skersmuo / lek$€jais diametrs / Binnendiameter /
Innvendig diameter / Srednica wewnetrzna / Diametro interior / Diametru interior /
BHyTpeHHwWin gnametp / Vnutorny priemer / Notranji premer / Diametri i brendshém /
Unutrasniji preénik / Innerdiameter / Ic cap / & / Sl Ll

AN
D
%

Outer diameter / BbHweH anametsbp / Vanjski precnik / Vnéjsi primér / Udvendig
diameter / AuRendurchmesser / E§wtepikr didueTpog / Didmetro externo /
Valisdiameeter / Ulkolapimitta / Diamétre externe / Vanjski promjer / Kiilsé atméré /
Diametro esterno / 2|7 / 15orinis skersmuo / Argjais diametrs / Buitendiameter /
Utvendig diameter / Srednica zewnetrzna / Diametro exterior / Diametru exterior /
HapyxHbivi agnameTp / Vonkajsi priemer / Zunanji premer / Diametri i jashtém /
Spoljni preénik / Ytterdiameter / Dig cap / S\& / e Al i)

Length / ObmkuHa / Duzina / Délka / Laengde / Léange / Mrkog / Longitud / Pikkus /
Pituus / Longueur / Duljina / Hosszuséag / Lunghezza / Z0| / ligis / Garums /
Lengte / Lengde / Dtugo$¢ / Comprimento / Lungime / AnuHa / Dizka / Dolzina /
Gjatésia / Duzina / Langd / Uzunluk / €& / Jshll

Usable length / MonesHa abmkuHa / Upotrebljiva duzina / Vyuzitelna délka /
Brugbar leengde / Nutzbare Lénge / Xpnoiyotroijoigo urjkog / Longitud util /
Toopikkus / Kayttopituus / Longueur utile / Korisna duljina / Hasznos hosszusag /
Lunghezza utile / Ab& 7t& Z 0| / Tinkamas naudoti ilgis / Lietderigais garums /
Bruikbare lengte / Arbeidslengde / Dlugo$¢ uzytkowa / Comprimento util /
Lungime util4 / Moneanas anuHa / VyuZitelna dizka / Uporabna dolZina /

Gjatésia e pérdorur / Korisna duzina / Arbetslangd / Kullanilabilir uzunluk /

AAKE/ shaiudl mlall Jshll
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Recommended delivery sheath dimensions / lNpenopbuntenHu pa3mepu Ha
MaHLWoHa 3a BbBexaaHe / Preporu¢ene dimenzije uvodnice / Doporu¢ené
rozméry zavadéciho pouzdra / Anbefalede dimensioner for indfgringshylster /
Empfohlene MalRe der Einfihrschleuse / ZuvioTwpeveg diaatdoeig Bnkapiod
TpowBnong / Dimensiones recomendadas del introductor / Soovitatavad
sisestuskateetri mddtmed / Suositellut sisdanviejaholkin mitat / Dimensions
recommandées pour la gaine de pose / Preporu¢ene dimenzije uvodne cjevdice /
A bevezetbhiively ajanlott méretei / Dimensioni consigliate per la guaina di
introduzione / H& #|A x|$ / Rekomenduojami jvedimo movos iSmatavimai /
leteiktie ievadiSanas apvalka izméri / Aanbevolen afmetingen plaatsingsschacht /
Anbefalte mal for innfaringshylse / Zalecane wymiary koszulki wprowadzajacej /
Dimensdes da bainha introdutora recomendadas / Dimensiunile recomandate ale
tecii de aplicare / PekomeHayemble pa3mepbl 4OCTaBOYHOW kancynbl / Odporucané
rozmery zavadzacieho puzdra / Priporo¢ene dimenzije uvajalnega tulca /
Pérmasat e rekomanduara té mbéshtjelljes / Preporu¢ene dimenzije dopremnog
omotaga / Rekommenderade dimensioner fér inféringsskidan / Onerilen tagima

kilifi boyutlar / #EMAEBHERYT / o ow sl aludll aee cluld

Do not use if package is damaged. / [la He ce n3nonaea, ako onakoskaTta e
noepeaeHa. / Ne koristiti ako je pakovanje oSte¢eno. / Nepouzivejte,
je-li baleni poskozeno. / Produktet ma ikke anvendes, hvis pakken er beskadiget. /
Bei beschadigter Packung nicht verwenden. / Mn xpnaoipoTroigite av n guokeuaaia
éxer utrooTei nuid. / No utilice este producto si el envase esta dafiado. / Arge
kasutage, kui pakend on vigastatud. / Ei saa kayttaa, jos pakkaus on vaurioitunut. /
Ne pas utiliser si 'emballage est endommagé. / Nemojte upotrebljavati ako je omot
ostecen. / Ne hasznalja, ha a csomagolas sértilt. / Non usare se la confezione &
danneggiata. / Z& 0| 24 & A AF&3HX| 0FM AL ./ Nenaudoti, jei pakuoté yra
pazeista. / Nelietot, ja iepakojums ir bojats. / Niet gebruiken als de verpakking is
beschadigd. / Ma ikke brukes hvis pakken er skadet. / Nie uzywac, jezeli
opakowanie jest uszkodzone. / Ndo usar se a embalagem estiver danificada. / Nu
utilizati daca ambalajul este deteriorat. / He ncnonb3osartb, ecnm ynakoska
noepexaeHa. / Nepouzivajte, ak je obal poskodeny. / Ne uporabljajte, ¢e je
embalaza poskodovana. / Mos e pérdorni nése éshté démtuar ambalazhi. / Ne
koristiti ako je pakovanje o$teceno. / Far ej anvandas om férpackningen ar
skadad. / Ambalaj hasar gérmiigse kullanmayin. / 1R BEEHR, BFREEH. /
(AAN B gaad) ClS 1Y) aladill) Caiad

Package contains 1 item / OnakoBkaTta cbabpka 1 apTukyn / Pakovanje sadrzi
jednu stavku / Baleni obsahuje 1 polozku / Pakken indeholder 1 genstand /
Packung enthalt: 1 Stiick / To Trakéro mepiéxer 1 atoixeio / El paquete contiene

1 articulo / Pakend sisaldab 1 seadet / Pakkaus siséltaa 1 nimikkeen / 1 article par
emballage / Pakiranje sadrzi 1 artikal / A csomagolas 1 tételt tartalmaz / Pakuotéje
yra 1 dalis / Z&0f 1 7} X| &= X & / La confezione contiene 1 articolo /
Lepakojuma 1 vieniba / De verpakking bevat 1 item / Pakken inneholder 1 artikkel
/ Opakowanie zawiera 1 sztuke / A embalagem contém 1 item / Ambalajul contine
1 element / YnakoBka cogepxuT 1 eq. npogykuuu / Balenie obsahuje 1 kus /
Pakiranje vsebuje 1 artikel / Paketa pérmban 1 artikull / Pakovanje sadrzi 1 artikal
| Férpackningen innehéller 1 produkt / Ambalajda 1 Griin bulunmaktadir / 1 483

Ay i

Manufacturing facility / Nponssenero B / Fabrika / Vyrobni zafizeni /
Produktionssted / Produktionsstatte / Movada mapaywyrg / Centro de fabricacion
/ Tootmistehas / Valmistuslaitos / Unite de production/ Proizvodni pogon / Gyartasi
telephely / Stabilimento di produzione / M= &% / Gamybos jmoné / RaZotne /
Productiefaciliteit / Produksjonsanlegg / Zakiad produkcyjny / Unidade de
producao / Unitatea de fabricatie / Npeanpuatne-narotosutens / Vyrobne
pracovisko / Proizvodni obrat / Fabriké prodhimi / Proizvodni pogon /
Tillverkningsan-laggning / Uretim tesisi / SRR / poiwaill pias
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Septal Occluder

Septal Occluder/ CenTanHo ycTporcTBoO 3a 3atBapsiHe / Septalni okluder /
Septalni okludér / Septal okklusionsanordning / Septum-Okkluder / Zuokeur
améepagng diagpdypatog / Oclusor septal / Vaheseina sulgur / Véliseindaukon
sulkija / Dispositif d’occlusion septal / Septalni okluder / Szeptumtapasz /
Occlusore settale / 574 T A4 7| / Pertvaros okliuderis / Starpsienas Nosprostotajs
/ Septale occluder / Septal lukkeanordning / Korek do zamykania ubytkéw
przegrody / Dispositivo de oclus&o septal / Dispozitiv de inchidere de sept /
Okknitopgep Anst neperopofok / Septalny okluzor ventrikularnych septalnych
defektov / Septalno zapiralo / Okludues septal / Septalni okluder / Anordning for
slutning av septum / Septal Oklider / 5 [AIF@iREFEES | 5 jala dalaw

RONLY

Federal law (USA) restricts this device to sale by or on the order of a physician (or
properly licensed practitioner). / Cnopen henepanHoTo 3akoHoAaTencTBo (Ha
CALL) npogaxbaTa Ha TOBa YCTPOWCTBO MOXeE [a CTaHe camo Mo nopbyka Ha
nekap (Unun Ha CbOTBETHO NWULEH3NPaH 3apaBeH paboTHuK). / Savezni zakon
(SAD) ograni¢ava prodaju ovog uredaja samo ljekaru ili po narudzbi ljekara (ili
liekara prakti¢ara sa ispravnom licencom). / Federalni zakon (USA) povoluje
prodej tohoto zafizeni jen na objednavku lékafe (nebo zdravotnika s nalezitou
licenci). / Ifalge amerikansk lovgivning (USA) ma denne anordning kun szelges af
eller efter ordinering af en leege (eller andet autoriseret sundhedspersonale). /
Nach US-amerikanischem Recht darf dieses Produkt nur auf arztliche Anordnung
(oder auf Anordnung eines lizenzierten Mediziners) verkauft werden. / H
opooTrovdiakh vopobeaia Twv H.M.A. TTepiopiel TNV TTWANON TNG CUCKEUNG QUTAG
uoévo atré 1aTpd f KaTdTIv EVTOAAG 1aTPOU (A eviETaAPEVOU eTTayYEAPATIO TOU
Topéa uyeiag). / La ley federal de los Estados Unidos permite la venta de este
dispositivo Unicamente a médicos o bajo prescripcion facultativa (o de un
profesional debidamente autorizado). / Ameerika Uhendriikide féderaalseadused
lubavad kaesolevat toodet miita ainult arsti (vdi litsentseeritud isiku) tellimusel voi
loal. / Yhdysvaltain liittovaltion lain mukaan tdmén laitteen saa myyda vain l1aakari
tai ladkarin maarayksesta. / La loi fédérale (des Etats-Unis) limite la vente de ce
dispositif aux médecins (ou aux praticiens titulaires d’'une licence) ou sur
ordonnance médicale. / Savezni zakon (SAD) ograni¢ava prodaju ove naprave
samo lijecniku ili po narudzbi lijecnika (ili prakti¢ara s ispravnim odobrenjem). / Az
Amerikai Egyesiilt Allamok szdvetségi térvényei értelmében az eszkéz csak
szakorvos (vagy megfelelé engedéllyel rendelkezd orvos) altal vagy
rendelvényére értékesithetd. / Le leggi federali statunitensi limitano la vendita di
questo dispositivo a medici o a personale qualificato oppure in possesso di
prescrizione medica. / A& M & (0| =) 2 0] 77| & S|AH(E= HEE HIIE
2 2|2 2l) 7t & ol stAHLE o Ate| X|Alof| o|sfA{ ek Eof gk 4 A= A E
L Ct. / Federalinis jstatymas (JAV) leidzia pardavinéti Siuos jtaisus tik
gydytojams (ar tinkamai licencijuotiems praktikams) arba jy nurodymu. / Saskana
ar ASV federalo likumu $o ierici drikst pardot tikai arstiem un atbilstosi licencétiem
medicinas darbiniekiem vai abu minéto kategoriju pilnvarotam personam. /
Volgens de Amerikaanse wetgeving mag dit hulpmiddel alleen door of op
voorschrift van een arts (of gediplomeerd beoefenaar van de geneeskunde)
worden verkocht. / Faderal lov (i USA) begrenser salg av dette utstyret til lege
eller etter forordning fra lege (eller kvalifisert helsepersonell). / Prawo federalne
(USA) dopuszcza sprzedaz tego urzadzenia wytgcznie przez lekarza lub na jego
polecenie (lub posiadajgcego odpowiednie uprawnienia pracownika stuzby
zdrowia). / A lei federal dos E.U.A. limita a venda deste dispositivo a médicos ou
sob receita destes (ou profissional paramédico devidamente licenciado). / Legile
federale (SUA) permit vanzarea acestui dispozitiv numai cu sau pe baza de reteta
eliberatd de medic (sau alt specialist cu licentad adecvata). / B cootBeTcTBUM C
denepanbHbiM 3akoHoM CLUA npogaa AaHHOroO ycTpoicTBa paspeLuaercs
TOMbKO Bpayy (Mnu NpakTUKYHOLLEMY Bpady C COOTBETCTBYHOLLEN NULEH3NEN) Unn
no ero npeanucanuio. / Federalny zakon (USA) povoluje predaj tohto zariadenia
lekarom alebo na objednavku od lekara (alebo riadne registrovaného
zdravotnickeho pracovnika). / Zvezni zakon (ZDA) omejuje prodajo tega
pripomocka samo zdravnikom ali po narocilu zdravnika (oz. strokovne osebe s
primerno licenco). / Ligji federal (SHBA) parashikon shitjen e késaj pajisjeje vetém
nga njé mjek apo me rekomandim nga mjeku (apo praktikanti i licencuar). /
Americki federalni zakon ograni¢ava prodaju ovog uredaja tako da se vrsi od
strane ili na recept lekara (ili zdravstvenog radnika sa odgovaraju¢om licencom). /
Enligt amerikansk federal lag far denna anordning endast séljas av eller pa order
av lakare (eller behdrig legitimerad sjukvardspersonal). / Bu cihazin satisi, ABD
federal yasalarina gére sadece hekimlerce (ya da uygun ruhsatli pratisyenlerce)
veya onlarin emri uyarinca yapilabilir. / ZEBIGERRER =R RGEHESE (K
BERELHBHESAR) HESEERHE. /

53 &= )‘A:\S;\ (3,_153).4‘}” saatidll Qh\}]}ﬂ) é\).\:}ﬂ‘ u}.\\;\“ g

(0= e Aaia (s jlaa i) Ganlall e el e 51Y)
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Dispozitiv de inchidere de sept AMPLATZER™

ro: Instructiuni pentru utilizare

Descrierea dispozitivului

Dispozitivul AMPLATZER™ de inchidere de sept este un dispozitiv de inchidere cu disc dublu
autoexpandant din burete de nitinol, pentru utilizare la defectele atriale. Cele 2 discuri sunt
conectate printr-un corsaj scurt cu un diametru de corsaj care corespunde dimensiunii defectului
atrial. Pentru a-i mari capacitatea de inchidere, dispozitivul este umplut cu o tesatura de poliester
cusuta ferm de fiecare disc cu un fir de poliester. Benzile de marcaj radioopace de la cele doua
capete ale dispozitivului asigura vizualizarea cu fluoroscopie.

Sistemul de aplicare AMPLATZER™ 45° a fost conceput pentru a facilita atasarea, incarcarea,
aplicarea si amplasarea dispozitivelor de inchidere AMPLATZER™, si este compus din:

» Teaca de aplicare cu supapa de hemostaza — asigura un traseu prin care se aplica un
dispozitiv AMPLATZER™

Dilatator — usureaza penetrarea tesutului si minimizeaza traumatizarea vasului

ncarcator — introduce un dispozitiv AMPLATZER™ in teaca

Menghina din plastic — se prinde de cablul de aplicare si serveste ca maner pentru
deconectarea (desurubarea) cablului de aplicare de un dispozitiv

Cablu de aplicare — se prinde de dispozitiv pentru a-i controla deplasarea prin teaca
Consultati figurile si tabelele de pe partea pliaté a copertei din spate pentru informatji suplimentare
despre dispozitiv. Dimensiunile dispozitivului si tecii de aplicare sunt date in tabelul T1. In figuri
sunt identificate urmatoarele componente ale dispozitivului.

Figura F1 Figura F2

Diametru banda dispozitiv Tncércator

Disc atrial stang Supapa de hemostaza

Disc atrial drept Teaca de aplicare

oo w >
I @ m m

Lungime banda dispozitiv Dilatator

I. Cablu de aplicare

J.  Menghina din plastic

Indicatii si utilizare

Dispozitivul AMPLATZER™ de inchidere de sept este un dispozitiv de inchidere transcutanata
prin cateterism a defectului atrial de sept, destinat ocluzionarii defectelor atriale de sept (ASD),

in pozitia secundum sau pacientilor care au fost supusi procedurii Fontan cu fenestrare si care
acum necesita inchiderea ferestrei.

Pacientii indicati pentru inchiderea ASD au dovada ecocardiografica a defectului de sept atrial de
tip ostium secundum si dovada clinica a supraincarcarii ventriculare drepte (VD) (de ex. raport
1,5:1 sunt stanga-dreapta sau marirea VD).

Contraindicatii
Dispozitivul de inchidere de sept AMPLATZER™ este contraindicat pentru:

+ Pacientii despre care se stie ca au anomalii cardiace congenitale extinse ce pot fi remediate
adecvat numai prin chirurgie cardiaca.

» Pacientii despre care se stie ca au avut septicemii cu o luna inainte de implantare,
sau pacientii cu orice alta infectie sistemica ce nu poate fi tratata cu succes nainte
de plasarea dispozitivului.

» Pacientji despre care se stie ca sufera de tulburari cu sangerare, ulcer netratat sau orice alte
contraindicatii la terapia cu aspirind, exceptand cazul in care un alt agent antiplachetar poate
fi administrat timp de 6 luni dupa plasarea dispozitivului.

 Pacientji care nu suporta terapia antiplachetara/anticoagulare.
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» Pacientii despre care se stie ca au prezentat trombi intracardiaci la ecocardiografie
(in special atriali stangi sau in apendicele atrial stang).

» Pacientii ai caror dimensiuni sau stare (de ex. prea mici pentru sonda de ecocardiografie
transesofagiana [TEE], dimensiunea cateterului, dimensiunea sistemului vascular, infectie
acuta, etc.) i-ar face inapti pentru cateterism cardiac.

+ Pacientji la care marginile defectului sunt la mai putin de 5 mm de sinusul coronarian,
bordura venei cave inferioare, o valva atrioventriculara sau vena lobului pulmonar superior
drept.

Avertismente

Dispozitivele embolizate trebuie indepartate intrucat pot cauza lezarea pacientului.
Dispozitivele embolizate nu trebuie retrase prin structurile intracardiace decat daca au fost
strénse in interiorul unei teci.

Implantarea acestui dispozitiv nu poate inlocui nevoia de terapie anticoagulare la pacientii
cu embolii ASD si paradoxale.

Nu folositi o seringa pentru a aspira dispozitivul. Utilizati supapa de hemostaza pentru

a controla refluxul sangelui in timpul procedurii de implantare.

Nu folositi seringi automate pentru a injecta solutia de contrast prin teaca.

Utilizarea vizualizarii ecocardiografice transtoracice, transesofagiene sau intracardiace
(TTE, TEE sau ICE) este necesara inainte, in timpul si dupa implantare. Vizualizarea este
obligatorie la pozitionarea tecii prin defectul localizat cel mai convenabil pentru a realiza
fnchiderea completa a defectului. Daca este utilizatd TEE, anatomia esofagiana a pacientului
trebuie sa fie adecvata plasarii si manipularii sondei TEE.

Balonul de masurare trebuie utilizat pentru a determina dimensiunea defectului de sept atrial
utilizand o tehnica prin ,oprirea scurgerii”. Nu umflati balonul dupa incetarea suntului

(de ex. oprirea scurgerii). NU UMFLATI EXAGERAT.

Medicii trebuie sa fie constienti de riscul de aparitie a eroziunii. Eroziunea poate aparea ca
urmare a unei combinatii complexe de interactiuni intre mai multi factori care includ, dar nu
se limiteaza la substratul anatomic, un perete retroaortic mai subtire de 5 mm in orice plan
ecocardiografic si contra-miscarea dinamica si hemodinamica intre atriu si aorta. Cu toate
acestea, nu exista date suficiente, iar informatiile ecocardiografice referitoare la cazurile deja
raportate nu sunt adecvate pentru a determina etiologia eroziunii.

Nu alegeti o dimensiune de dispozitiv mai mare de 1,5 ori decat diametrul ASD masurat prin
ecocardiografie nainte de determinarea dimensiunii balonului.

Nu eliberati dispozitivul de pe cablul de aplicare daca dispozitivul nu este conform
configuratiei sale originale sau daca pozitia dispozitivului este instabila sau daca dispozitivul
interfereaza cu orice structura cardiaca adiacentd, cum ar fi vena cava superioara (VCS),
vena pulmonara (VP), valva mitrala (VM), sinusul coronar (SC) sau aorta (AO). Recuperati
dispozitivul si reamplasati-l. Daca pozitia este tot nesatisfacatoare, recuperati dispozitivul si
nlocuiti-l cu un dispozitiv nou.

Amplasarea dispozitivului de inchidere ASD poate afecta interventiile cardiace viitoare,

de exemplu, punctia transseptala si repararea valvei mitrale.

Pacientji care au alergie la nichel pot avea reactii alergice la acest dispozitiv.
Nu folositi dispozitivul daca bariera sterila a ambalajului este deschisa sau deteriorata.
A se utiliza n sau Thaintea ultimei zile a lunii de expirare inscrisa pe cutia produsului.

Dispozitivul este sterilizat cu oxid de etilena si este numai pentru unica folosinta. A nu se
reutiliza sau resteriliza. Incercarile de resterilizare a dispozitivului pot cauza functionarea
defectuoasa a dispozitivului, sterilizarea neadecvata, sau lezarea pacientului.

Medicii trebuie sa fie pregatiti pentru a face fatad unor situatii de urgenta, precum embolizarea
dispozitivului, ceea ce necesita indepartarea dispozitivului. Aceasta include disponibilitatea
unui chirurg la fata locului.

Acest dispozitiv trebuie utilizat numai de medici care au fost instruiti in tehnicile de
cateterism. Medicul trebuie sa determine care pacienti sunt candidati adecvati pentru
procedurile care utilizeaza acest dispozitiv.
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Precautii
« Utilizarea acestui dispozitiv nu a fost studiata la pacientii cu foramen ovale patent.
« Utilizati tehnici standard de interventie prin cateterism cardiovascular la folosirea produselor
AMPLATZER™.

Medicul trebuie sa efectueze o estimare clinica in situatiile care implica utilizarea de
anticoagulante sau medicamente antiplachetare nainte de, in timpul, si/sau dupa
implantarea acestui dispozitiv.

Selectia pacientilor

Anumiti pacienti pot fi supusi unui risc marit de complicatii precum eroziuni ale tesuturilor

si embolizarea dispozitivului. In cazul pacientilor cu risc marit care au dispozitive implantate,
se impune o urmarire mai stricta (a se vedea sectiunea Instructiuni dupa procedeu). Pacientii
cu risc marit includ:

- Pacientii cu deformarea dispozitivului la radacina aortei.
- Pacientii cu defecte superioare (borduri minimale aortice si superioare).
- Pacientii cu deficiente de bordura IVC (risc de embolizare a dispozitivului).

Pacienti cu ASD-uri multiple
nchiderea ASD-urilor multiple trebuie incercatd numai de doctorii care au dobandit
o experienta suficientd (mai mult de 10-15 cazuri) pentru a se angaja la proceduri mai
dificile din punct de vedere tehnic.
Daca 2 ASD-uri mari sunt separate de o zona de tesut mai mare de 7 mm, implantarea
a 2 dispozitive poate fi justificata.
- Daca mai multe fenestrari sunt apropiate intre ele, poate fi utilizat un dispozitiv pentru
a acoperi toate defectele atunci cand este plasat in defectul cel mai mare.
Utilizarea la populatii specifice
- Sarcina — trebuie acordata atentie pentru a reduce la minim expunerea la radiatii
a fatului si mamei.
- Mama care alapteaza — nu exista o evaluare cantitativa a prezentei substantelor ce pot
fi puse in libertate in laptele mamei.
Acceptat RM?

Prin testare neclinica s-a dovedit ca dispozitivele AMPLATZER™ sunt acceptate RM.
Un pacient cu un dispozitiv AMPLATZER™ implantat poate fi scanat in conditji de siguranta
imediat dupa plasarea dispozitivul in urmatoarele conditii:

- Camp magnetic static de 3 T sau mai putin
- Gradient spatial de camp magnetic de 720 G/cm sau mai putin

- Rata maxima de absorbtie pe media intregului corp (SAR) de 3 W/kg pentru 15 minute
de scanare raportata pentru sistemul RM

in timpul testérii, dispozitivul a produs o crestere de temperaturd nesemnificativa din punct
de vedere clinic la maximul de RM raportat pentru sistem, o ratd maxima de absorbtie pe
media intregului corp (SAR) de 3 W/kg pentru 15 minute de scanare intr-un sistem RM de
3 tesla utilizand o bobina de corp emitatoare/receptoare.

Calitatea imaginii RM poate fi compromisa daca aria de interes este in exact aceeasi zona

sau relativ aproape de pozitia dispozitivului. Prin urmare, poate fi necesara optimizarea
parametrilor de vizualizare RM pentru a compensa prezenta acestui dispozitiv.

1. Acceptat RM conform definitiei ASTM F 2503-05.
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Reactii adverse

Reactii adverse observate — eroziune de tesut

Eroziunea de tesut se refera la eroziunea sau abraziunea tesutului atriului, in primul rand in zona
boltei unuia sau ambelor atrii, si/sau a rad&cinii aortice adiacente (sinus necoronarian). in
literatura de specialitate s-a raportat un nivel estimat al incidentei eroziunii tisulare bazat pe meta-
analize retrospective de 0,1 pana la 0,3%.2 Desi rara, eroziunea tisulara este considerata o
urgenta chirurgicald, din cauza riscului iminent sau aparitiei efective a instabilitatii hemodinamice,
ca rezultat al tamponadei cardiace, putand conduce la morbiditate severa sau chiar deces.
Absenta peretelui retroaortic si utilizarea unui dispozitiv de dimensiune prea mare pot fi alti factori
asociati care favorizeaza incidenta eroziunii.

Reactii adverse posibile

Reactiile adverse posibile care pot surveni in timpul sau dupa o procedura de plasare a acestui
dispozitiv includ, dar nu se limiteaza la embolie gazoasa, reactie alergica, apnee, aritmie, fistule
arteriovenoase, sangerare, lezarea plexului brahial, perforare cardiaca, tamponada cardiaca,
deces, embolizarea/migrarea dispozitivului, sectionare, endocardita, eroziune, febra, embolie cu
material strain, cefalee/migrena, bloc cardiac, hematom/pseudoanevrism incluzand pierderi de
sange ce necesita transfuzie, hemoliza, hipertensiune/hipotensiune, infectie, infarct miocardic,
perforare, revarsat pericardic, embolie periferica, pierderea pulsului periferic, lezarea nervului
frenic, revarsare pleurald, sunt rezidual, atac/atac ischemic tranzitor, eveniment trombo-embolic,
formare de tromb/embolizare, traumatism/lezare de tesut, deteriorarea valvulei, insuficienta
valvulara, complicatii la locul de acces vascular, traumatizarea/deteriorarea vasului.

Studii clinice
Vezi sectiunea Studii clinice in limba engleza la pagina 4 pentru datele clinice.

Instructiuni de utilizare

Materiale recomandate pentru utilizarea cu dispozitivul
+ Sistemul de aplicare AMPLATZER™ 45° sau sistemul de aplicare AMPLATZER™
TorqVue™ 45° (ambele vandute separat) este recomandat pentru utilizare cu dispozitivul de
inchidere de sept AMPLATZER™.

» Cablu de ghidare de pasaj de 0,035 toli cu varf ,J”
» Balon de masurare AMPLATZER™ ||

Tratament inainte de procedura

Se recomanda ca cu cel putin 24 de ore nainte de procedura pacientul sa primeasca aspirina
(81 mg sau 325 mg) sau un antiplachetar/anticoagulant alternativ daca pacientul are intoleranta
fata de aspirina.

Procedura

1. Pregatiti pacientul pentru o procedura standard de cateterism. Mentineti un timp activ
recomandat de coagulare (ACT) mai mare de 200 secunde. Terapia eficienta
anticoagulare trebuie mentinuta in timpul si dupa procedura conform deciziei medicului.

2. Perforati vena femurala si efectuati un cateterism cardiac drept standard.

3. Efectuati o angiograma pentru a demonstra defectul atrial. Cateterizati atriul stang
utilizand o pozitie de 45° LAO (stanga anterior oblic) si un unghi cranian de 35-45°.
Injectati mediu de contrast in vena pulmonara a lobului drept superior.

Observatie: Dimensiunea si plasarea dispozitivului de inchidere se bazeaza pe locurile
defectelor.

4. Utilizati cablul de ghidare cu varf ,J” pentru a realiza accesul la atriul stang.

2. Crawford GB, Brindis RG, Krucoff MW, et al. Percutaneous atrial Septal Occluder devices and
cardiac erosion: A review of the literature (Dispozitivele de inchidere de sept atrial percutanate si
eroziunea cardiaca: o trecere in revista a literaturii de specialitate). Articol publicat pentru prima data
online: 2 MAI 2012. Data publicarii: 10.1002/ccd.24347
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13.
14.

Ghidare ecografica: Procedura trebuie efectuata sub ghidare ecografica, pentru a permite
evaluarea cuprinzatoare a tuturor inelelor (cu un accent specific pe caracterul adecvat al
inelului anterior-superior) si structurilor cardiace, astfel incat sa se asigure amplasarea si
pozitionarea corespunzatoare a dispozitivului ASD, si pentru a se evalua daca inchiderea
ASD acuta s-a realizat fara interferente patologice sau atingerea unor structuri cardiace
importante din jur. Utilizati masuratori radiografice si un balon de masurare
AMPLATZER™ || pentru a determina diametrul defectului. Consultati instructiunile pentru

utilizare incluse cu balonul de masurare AMPLATZER™ Il pentru informatji suplimentare.

Observatie: Dacéd in plus fata de mésurétorile ecocardiografice se efectueazad ]
determinarea dimensiunii balonului, trebuie utilizatd o tehnica prin ,oprirea scurgeri”.

Introduceti un cateter cu balon adaptat de-a lungul cablului de ghidare in atriul stang si

determinati diametrul defectului.

- Cu ghidare fluoroscopica si ecocardiografica, plasati cateterul cu balon peste defect si
umflati balonul cu mediu de contrast diluat pana cand scurgerea stanga-dreapta pe
sunt inceteaza.

- Dezumflati balonul pana se vede scurgere, apoi umflati balonul din nou pana cand
suntarea inceteaza.

AVERTIZARE: Nu umflati balonul dincolo de punctul de ,oprire a scurgerii” sau peste

volumul maxim de umflare a balonului. Umflarea peste punctul de oprire a scurgerii poate

dilata defectul (cauzand determinarea inexacta a dimensiunii defectului) si/sau

deteriorarea balonului.

Observatie: In balon poate apérea o gétuire f&ra oprirea scurgerii. Aceasta ar apérea

daca ar exista mai mult de un ASD. Determinarea dimensiunii trebuie sa survina pe baza

opririi scurgerii, nu la aparitia gatuiturii.

- Masurati defectul utilizand vizualizare ecocardiografica, fluoroscopie, sau prin utilizarea
placutei de masurare AMPLATZER™.

Dupa ce diametrul defectului a fost determinat, selectati un dispozitiv egal, sau cu

1 treapta mai mare decéat diametrul defectului. Consultati Tabelul T1 de pe partea pliata

a copertei din spate.

AVERTIZARE: Nu alegeti o dimensiune de dispozitiv mai mare de 1,5 ori decat diametrul
ASD stabilit ecocardiografic inainte de determinarea dimensiunii balonului.
indepartati cateterul cu balon si lasati cablul de ghidare in pozitie.

Selectati sistemul de aplicare corespunzator pentru dimensiunea dispozitivului
(a se vedea Tabelul T1).

Pregatiti sistemul de aplicare pentru utilizare in conformitate cu instructiunile pentru
utilizare ale fabricantului.

Introduceti dilatatorul in teaca de aplicare si strangeti conectorul luer rotativ. Avansati
dilatatorul si teaca de aplicare peste cablul de ghidare, prin defect, si in vena pulmonara
stanga superioara. Verificati pozitia corecta a tecii printr-o injectie test manuala de mediu
de contrast sau prin ecocardiografie.

ATENTIE: Nu avansati sistemul de aplicare daca se simte o rezistenta.

Prindeti supapa de hemostaza la capatul proximal al incarcatorului si spélati cu solutie
salina sterila. Indepartati incet dilatatorul pentru a preveni patrunderea aerului. Permiteti
refluxului sdngelui sa elimine tot aerul din sistem.

Scoateti incet cablul de ghidare si spalati teaca de aplicare cu solutie salina sterila.

Pregatiti dispozitivul pentru utilizare

- Inspectati ambalajul steril si verificati sa nu fie deschis sau deteriorat. Nu folositi
dispozitivul daca bariera sterild a ambalajului este deschisa sau deteriorata.

- Deschideti cu grija ambalajul steril.
Avansati cablul de aplicare prin supapa de hemostaza si incarcator.
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16. Prindeti dispozitivul de capatul distal al cablului de aplicare rotind dispozitivul in sensul
acelor de ceasornic aproximativ 5 ture pana cand dispozitivul este fix. Rotiti apoi
dispozitivul in sens opus acelor de ceasornic 1/8 de tura pentru a usura eliberarea
dispozitivului.

17. Imersati dispozitivul si incarcatorul in solutie salina sterila si trageti inapoi de cablul de
aplicare pentru a retrage dispozitivul in interiorul incarcatorului.

18. Cuplati incarcatorul la teaca de aplicare si strangeti conectorul luer rotativ pentru a bloca
impreuna componentele.

ATENTIE: Prindeti strans incarcatorul de teaca pentru a asigura ca intre suprafetele
interioare ale celor 2 componente nu exista goluri.

19. Avansati cablul de aplicare si dispozitivul prin teaca de aplicare pana cand dispozitivul
ajunge la varful tecii de aplicare. Nu rotiti cablul de aplicare.

ATENTIE: Nu avansati cablul de aplicare si dispozitivul daca se simte o rezistenta.

20. Utilizati angiografia si ecocardiografia pentru ghidare. Tineti cablul de aplicare in loc,
in timp ce retrageti teaca de aplicare pentru a amplasa discul atrial stang si partea
corsajului de interconectare. Trageti usor dispozitivul fata de septul atrial. Acest lucru
poate fi simtit si observat prin ecocardiografie.

21. Mentineti o tractiune usoara pe cablul de aplicare in timp ce retrageti teaca de aplicare
aproximativ 5-10 cm pentru a amplasa discul atrial drept.

22. Utilizati angiografia si ecocardiografia pentru a confirma ca dispozitivul este in pozitie
si pentru a evalua suntul rezidual sau insuficienta valvei.

ATENTIE: Nu eliberati dispozitivul de pe cablul de aplicare daca dispozitivul nu este
conform configuratiei sale originale sau daca pozitia dispozitivului este instabila sau
interfereaza cu orice structura cardiaca adiacenta (cum ar fi VCS, VP, VM, SC, AO).
Avansati teaca de aplicare pentru a recupera si reamplasa dispozitivul. Daca pozitia
dispozitivului este tot nesatisfacatoare, recuperati dispozitivul si Tnlocuiti-I cu un dispozitiv
nou sau abandonati procedura.

23. Utilizati imagistica pentru a verifica pozitia corecta a dispozitivului.

24. Cand plasarea dispozitivului este confirmata dispozitivul poate fi eliberat.

- Desprindeti dispozitivul rotind menghina din plastic in sens opus acelor de ceasornic.
Observatie: In cazul putin probabil c& desprinderea dispozitivului nu este posibila,

avansati teaca de aplicare fata de discul atrial drept pentru a fixa dispozitivul si pentru
a facilita desprinderea.

- Indepartati cablul si teaca de aplicare din pacient.

Instructiuni dupa procedeu
« Toti pacienti trebuie retinuti peste noapte pentru a fi tinuti sub observatie. inainte de
externare trebuie efectuata o ecocardiografie transtoracica.

Pacientii cu orice revarsat pericardic observat dupa implantarea dispozitivul trebuie

monitorizati indeaproape efectuand serii de ecocardiografii pana la rezolvarea

revarsatului pericardic.

» Desi nu exista factori de predictie clinici sau imagistici cunoscuti pentru identificarea
pacientilor cu risc de eroziune, medicii trebuie sa monitorizeze pacientii cu risc ridicat si sa se
bazeze pe propria judecata clinica atunci cand stabilesc frecventa vizitelor medicale de
urmarire si necesitatea examenelor ecocardiografice.

- Pentru acesti pacienti cu risc ridicat, se recomanda monitorizarea la momentul
implantarii, la 1 zi post-implantare, inainte de externare si din nou la 1 saptamana,
1 luna, 6 luni si 12 luni post-implantare. De asemenea, se recomanda o consultatie
cardiologica de specialitate o data pe an in cazul pacientilor cu risc ridicat.

- Pacientii trebuie instruiti sa solicite imediat asistenta medicala, care sa includa
o ecocardiograma, daca dezvolta semne sau simptome de instabilitate hemodinamica,
precum dureri toracice, aritmie, lesin sau greutate in respiratie.
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- Se va recomanda pacientilor sa evite activitatile solicitante timp de cel putin 1 luna
dupa implantarea dispozitivului sau conform recomandarii medicului. Activitatile
solicitante pot creste riscul de aparitie a reactiilor adverse, printre care si eroziunea. Se
va reaminti pacientilor ca, daca prezinta orice simptome de dificultate in respiratie sau
dureri toracice, in orice moment si mai ales dupa o activitate solicitanta, trebuie sa
solicite imediat Tngrijiri medicale.

 Pacienti trebuie sa ia masuri corespunzatoare de profilaxie a endocarditei timp de 6 luni de la

implantarea dispozitivului. Decizia de a continua profilaxia endocarditei mai mult de 6 luni

este la discretia medicului.

Pacienti trebuie supusi unei terapii cu antiplachetare/anticoagulante, precum aspirina timp

de 6 luni dupa implant. Decizia de a continua terapia antiplachetara/anticoagulare mai mult

de 6 luni este la discretia medicului.

Mergeti la www.amplatzer.com/templDcard/ pentru a tipari cartela temporara de identificare

a pacientului. Completati aceasta cartela si dati-o pacientului.

» Daca pacientul doreste sa primeasca o cartela permanenta de identificare a pacientului,
completati formularul de inregistrare a implantului si trimiteti formularul completat la AGA
Medical.

Debarasarea

+ Cutia si instructiunile pentru utilizare sunt reciclabile. Debarasati-va de toate materialele
de ambalare dupa caz.

+ Dispozitivele pot fi returnate la AGA Medical pentru debarasare. Luatj legatura cu
reprezentantul AGA Medical sau returns@amplatzer.com pentru instructiuni.

» Dispozitivele pot fi debarasate urmand procedurile standard pentru deseuri solide cu risc
biologic.

Garantie

AGA Medical Corporation garanteaza cumparatorului ca pentru o perioada egala cu durata utila
validata a produsului, acest produs corespunde specificatiilor produsului stabilite de fabricant cand
este utilizat in conformitate cu instructiunile pentru utilizare ale fabricantului si este lipsit de defecte
materiale si de executie. Obligatia AGA Medical Corporation conform acestei garantii se limiteaza
la inlocuirea sau remedierea, dupa optiunea sa, la fabrica sa, a acestui produs daca este returnat
n interiorul perioadei de garantie la AGA Medical Corporation si dupa ce s-a confirmat de catre
fabricant ca este defect.

CU EXCEPTIA CELOR STIPULATE EXPRES IN ACEASTA GARANTIE, AGA MEDICAL
CORPORATION DECLINA ORICE DECLARATIE SAU GARANTIE DE ORICE FEL, EXPRESA
SAU IMPLICITA, INCLUZAND ORICE GARANTIE PRIVIND VANDABILITATEA SAU
POTRIVIREA PENTRU UN ANUMIT SCOP.

Pentru informatii suplimentare consultati termenii si conditiile de vanzare.
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AMPLATZER™ TREVISIO™
INTRAVASCULAR DELIVERY SYSTEM
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MORE CONTROL

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

DISCOVER THE UNIQUE
AMPLATZER™ TREVISIO™

regulatory status of the device in areas where CE marking is not the regulation in force.



RELIABLE PRECISION
WHEN IT MATTERS MOST

The Amplatzer™ Trevisio™ Intravascular Delivery System is an ultra-flexible delivery
system enabling interventional cardiologists to perform their work with complete

confidence. It leverages the one-piece cable design utilized by the Amplatzer™ TorgVue™
Delivery System, also know as the Classic Amplatzer™ Delivery System'. Trevisio is

designed for no compromises on torque strength, sheath diameter and pushability.

ULTRA-FLEXIBLE TIP

- Improves assessment of device
position before cable release.

- Reduces bias on the device.

i\

=\

Vs

A

—

FLEXIBLE VYAV
TRANSITION SECTION

Maintains sheath position during

deployment of the device.

Information contained herein for DISTRIBUTION outside of the U.S. ONLY. Check the regulatory status of the device in areas
where CE marking is not the regulation in force



CLASSIC AMPLATZER™ AMPLATZER™ TREVISIO™
DELIVERY SYSTEM’ INTRAVASCULAR DELIVERY SYSTEM

ULTRA-
FLEXIBLE TIP

FLEXIBLE
TRANSITION
SECTION

STIFF
PROXIMAL
SECTION

Flexible tip reduces the bias on the device and improves the

assessment of device position prior to cable release.

CTTTUU=|=\, STIFF PROXIMAL

SECTION
Maintains pushability of the

AAAAAAAA delivery system.



DELIVERY SYSTEM DIMENSIONS

DELIVERY SYSTEM
(SHEATH SIZE)

INNER DIAMETER

OF SHEATH

OUTER DIAMETER

OF SHEATH

MODEL NUMBER/DELIVERY
SYSTEM SIZE (MM)

6 Fr 2.11 mm (0.08 in) 2.79 mm (0.11 in) 9-ATVO06F45/60
7 Fr 2.44 mm (0.10 in) 3.18 mm (0.13 in) 9-ATVO07F45/60
7 Fr 2.44 mm (0.10 in) 3.18 mm (0.13 in) 9-ATV07F45/80
8Fr 2.69 mm (0.11 in) 3.45 mm (0.14 in) 9-ATVO08F45/60
8 Fr 2.69 mm (0.11in) 3.45mm (0.14 in) 9-ATVO08F45/80
9Fr 3.00 mm (0.12 in) 3.81 mm (0.15 in) 9-ATVO09F45/80
10 Fr 3.30 mm (0.13 in) 4.14 mm (0.16 in) 9-ATV10F45/80
12 Fr 3.99 mm (0.16 in) 4.80 mm (0.19 in) 9-ATV12F45/80
13 Fr 4.32 mm (0.17 in) 5.13 mm (0.20 in) 9-ATV13F45/80

*Amplatzer™ TorqVue™ Delivery System

DOWNLOAD NOW

Download the free Amplatzer™ Portfolio

AMPLATZER"

App from your favorite app store.

# Download on the GETITON
@& App Store }‘ Google Play

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. Check the
regulatory status of the device in areas where CE marking is not the regulation in force.

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

Abbott

Park Lake, Culliganlaan 2b, 1831 Diegem, Belgium

www.cardiovascular.abbott

™ Indicates a trademark of the Abbott group of companies.

+ Indicates a third party trademark, which is property of its respective owner.

© 2020 Abbott. All Rights Reserved. MAT-2001046 v1.0 | Item approved for OUS use only.

Abbott



AMPLATZER™TREVISIO™

INTRAVASCULAR
DELIVERY SYSTEM

DEVICE DESCRIPTION

The Amplatzer™ Trevisio™ Intravascular Delivery System is an ultra-flexible delivery
system enabling interventional cardiologists to perform their work with complete
confidence. It leverages the one-piece cable design utilized by the Amplatzer™
TorqVue™ Delivery System, also known as the Classic Amplatzer™ Delivery System.
Trevisio is designed for no compromises on torque strength, sheath diameter and
pushability.

The Amplatzer™ Trevisio™ Intravascular Delivery System comes with a 45° sheath
curve in 60 or 80 cm lengths from 6Fr to 13Fr.

INDICATIONS AND USAGE

ULTRA-
FLEXIBLETIP

FLEXIBLE
TRANSITION
SECTION

STIFF
PROXIMAL
SECTION

The Amplatzer™ Trevisio™ Intravascular Delivery System is intended to facilitate the attachment, loading, delivery and
deployment of the Amplatzer™ Occluder devices. The Amplatzer™ Trevisio™ Intravascular Delivery System is indicated for use

by interventional cardiologists to place an Amplatzer™ Occluder device.

ULTRA-FLEXIBLE TIP

- Improves assessment of device
position before cable release.

- Reduces bias on the device.

FLEXIBLE \SASAACOR STIFF PROXIMAL SECTION
TRANS!T!ON SECTION Y, m Maintains pushability
Maintains sheath 000000007 of the delivery system.
position during —

deployment of
the device.

DEVICE SPECIFICATIONS

Model Number/
Delivery System Size

Outer Diameter

of Sheath

Inner Diameter

of Sheath

Delivery System
(Sheath Size)

mm mm (inch) mm (inch)

9-ATVO6F45/60 6 2.1 (0.08) 2.79 (0.11) 60
9-ATVO7F45/60 7 2.44 (0.10) 3.18 (0.13) 60
9-ATV07F45/80 7 2.44 (0.10) 3.18 (0.13) 80
9-ATVO8F45/60 8 2.69 (0.11) 3.45 (0.14) 60
9-ATVO8F45/80 8 2.69 (0.11) 3.45 (0.14) 80
9-ATV09F45/80 9 3.00 (0.12) 3.81(0.15) 80
9-ATV10F45/80 10 3.30 (0.13) 414 (0.16) 80
9-ATV12F45/80 12 3.99 (0.16) 4.80 (0.19) 80
9-ATV13F45/80 13 4.32(0.17) 5.13 (0.20) 80 Abbott




PACKAGING INFORMATION
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Note that the device and the delivery system are being sold separately.

ASSOCIATED AMPLATZER™ PRODUCTS

Loader - Introduces an Amplatzer™ device into the sheath

Hemostasis valve with extension tube and stopcock — Allows
flushing of the delivery system and controls blood backflow

Sheath - Provides a pathway through which an Amplatzer™
device is delivered
Dilator - Eases penetration of tissue and minimizes vessel

trauma

Delivery cable - Attaches to the device to control its
movement through the sheath

Plastic vise — Attaches to the delivery cable and serves as a
handle for disconnecting (unscrewing) the delivery cable
from a device

Amplatzer™ Trevisio™ Intravascular Delivery System Sizes

9-ASD-004 9-ASD-011 9-ASD-018 9-ASD-020 9-ASD-026 9-ASD-032  9-ASD-032

9-ASD-005 9-ASD-012 9-ASD-019 9-ASD-022 9-ASD-028 9-ASD-034  9-ASD-034

9-ASD-006 9-ASD-013 - 9-ASD-024 9-ASD-030 9-ASD-036  9-ASD-036

Amplatzer™ 9-ASD-007 9-ASD-014 - - - 9-ASD-038  9-ASD-038

Septal (ASD) Occluder 9-ASD-008 9-ASD-015 - - - 9-ASD-040  9-ASD-040
9-ASD-009 9-ASD-016 - - - - -
9-ASD-010 9-ASD-017 - - - - -
Amplatzer™ - - 9-ASD-MF-018 - -
Multi-fenestrated - - 9-ASD-MF-025 9-ASD-MF-035 9-ASD-MF-040 - -
ASD (Cribriform) Occluder - - 9-ASD-MTF-030 - -
- - 9-PFO-018 - - -
?g’g ISEZC‘;SZH - - 9-PFO-025 9-PFO-035 - - -
- - 9-PF0O-030 - - -
9-VSD-MUSC-004 - - -
Amplatzer™ 9-VSD-MUSC-006 9-VSD-MUSC-014 - - -

Muscular ———————————— 9-VSD-MUSC-012 9-VSD-MUSC-018

VSD Occluder 9-VSD-MUSC-008 9-VSD-MUSC-016 _ _ N
9-VSD-MUSC-010 - - -
Amplatzer™ = = = 9-VSDMUSCPI-016 o Do USCPT-020 = =
Muscular P - - - 9-VSDMUSCPI-022 - -
VSD Occluder 9-VSDMUSCPI-018 oV SOMUSCPL 024 - -

LATEX-FREE INFORMATION

These Amplatzer™ products do not contain latex.

Abbott Vascular International BVBA
Park Lane, Culliganlaan 2B, B-1831 Diegem, Belgium, Tel: +32 2 714 14 11

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. Illustrations are artist’s representations only and should not be considered as engineering drawings or
photographs. Photo(s) on file at Abbott. Information contained herein for DISTRIBUTION in Europe, Middle East and Africa ONLY. Please check the
regulatory status of the device before distribution in areas where CE marking is not the regulation in force.

For more information, visit our web site at www.abbott.com

© 2020 Abbott. All rights reserved. 9-EH-1-11038-01 03-2020

Abbott



AMPLATZER™

SIZING BALLOON li

DEFECT VISUALIZATION FOR ACCURATE DEVICE SELECTION

Featuring a radiopaque marker system for better visualization and positioning, the Amplatzer™

Sizing Balloon Il provides a simple, precise method for visualization of cardiovascular defects in

patients undergoing a transcatheter implant procedure. It features compliant balloon material

to accurately visualize cardiovascular defects of various shapes and tissue properties.

DESIGNED FOR ACCURATE DEFECT MEASUREMENT

Radiopaque Marker Bands

o Are strategically placed to assist with alignment
of imaging and support proper sizing calibration
(Figure 1)

The balloon shall be available in 3 sizes,
18mm, 24mm and 34mm.
* A minimum of 20mm when inflated with a max

inflation volume of 15cc of saline

. . . * A minimum of 25mm when inflated with a max
Soft Distal Tip and Flexible Shaft ) ) )
. inflation volume of 30cc of saline
* Offer smooth access for atraumatic balloon o . .
o * A minimum of 40mm when inflated with a max
positioning . . .
inflation volume of 90 cc of saline

Compliant Balloon Material

* Allows precise visualization of a variety
of defect shapes and tissue properties when
using a stop-flow technique = - —— W E——

e Supports low-pressure inflation

Figure 1: The most proximal marker band is for sizing calibration.

The two central marker bands provide visual alignment for
catheter placement in the cardiovascular defect.

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



ORDERING INFORMATION

Amplatzer™ Sizing Balloon Il Specifications

Model/Reorder Nominal Dimension Nominal Inflation Max Defect Size® Useable Length Guidewire Max Balloon Inflation
Number (mm) Volume (cc) (mm) (cm) (inch) Volume (cc)
9-SB-018 18 10 20 70 0.035 15
9-SB-024 24 25 25 70 0.035 30
9-SB-034 34 55 40 70 0.035 90
a. Maximum defect size refers to diameter of native defect as measured by echocardiography.
Note: Do not insert balloon catheter through an introducer sheath.
@[> %‘ : — ?
Figure 2 b A | i
| = sy al 18 g
O— : 7 ;

SUPPLEMENTAL INFORMATION

1: Catheter distal tip - Eases penetration of tissue

and minimizes vessel trauma.

2/3: Catheter — The catheter shaft is composed of

a tri-lumen tube. Two lumens provide a pathway

for inflating and deflating the balloon. There are
several inflation holes (3) along the distal end of the
shaft to facilitate uniform inflation and deflation of
the balloon with inflation medium. The third lumen
accepts a guidewire which facilitates advancement of
the balloon through the vasculature and positioning
of the balloon within the defect.

4: Balloon - The balloon is filled with contrast
medium within the defect and visualized via imaging

for defect assessment.

5: Marker bands - Provide visual markers for

orienting imaging equipment.

6/7/8: Bifurcation hub - Molded component (6) that
provides a pathway for a guidewire lumen (7) and
a balloon inflation/deflation lumen (8) for balloon

inflation/deflation.

9/10/11: Inflation/deflation sidearm (9) - Attaches
to the bifurcation hub balloon inflation/deflation
lumen. A stopcock (10) on the inflation/deflation
sidearm allows for control of balloon inflation volume.
A balloon inflation/deflation port (11) allows for a luer
lock syringe to be attached for inflation/deflation of
the balloon.

12: Protective balloon cover - protective cover to
prevent balloon damage during handling prior to the
procedure.

NOTE: Figure 2 shows the balloon both uninflated (inside the protective balloon
cover) and inflated.

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.

Illustrations 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-2314177 v1.0 | Item approved for OUS use only. (MDR Version)

Abbott



AMPLATZER" GUIDEWIRES

Ordering Information
Contents: 1 guidewire

Model/ Floppy Tip  Tip Usable
Reorder No Diam (in)  Body Lgth (cms)  Description Lgth (cm)
9-GW-001  0.035  Super Stiff 6 7.5 mm, 260
Modified
J-tip
9-GW-002 0.035 Super Stiff 5 1.5 mm, 260
Modified
J-tip
9-GW-003  0.035  Super Stiff 20 6 mm, 300
J-tip
9-GW-004" 0.035  Soft Tip, NA 6 mm, 300
Fixed Core J-tip

“9-GW-004, also referred to as “Noodlewire,” is a soft tip, flexible guidewire
recommended for establishing an arterial-venous loop, facilitating closure of

ventricular septal defects.

48 | AMPLATZER" Product Portfolio

TABLE OF CONTENTS



00123585 Rev. A [English]

a Abett Declaration of Conformity

EU MDR Declaration of Conformity
Amplatzer™ Septal Occluder and
Amplatzer™ Multifenestrated Septal Occluder — “Cribriform”

This declaration of conformity is issued under the sole responsibility of the manufacturer.

I, the undersigned, for and on behalf of Abbott Medical, hereby declare that the medical device(s) specified
above conform(s) with the applicable General Safety & Performance Requirements listed in Annex | and all
relevant provisions of Regulation (EU) 2017/745.

Directive 2006/42/EC on Machinery and Directive 89/686/EEC (and the superseding Regulation (EU)
2016/425) on Personal Protective Equipment do not apply.

Common Specifications Utilized:
No applicable common specifications

Notified Body:
BSI Group The Netherlands B.V.
NB #: 2797
Say Building
John M. Keynesplein 9
1066 EP Amsterdam
The Netherlands

Conformity Assessment Procedure:

Conformity assessment for the Amplatzer™ Septal Occluder and Amplatzer™ Multifenestrated Septal
Occluder — “Cribriform” is based on a quality management system and assessment of the technical
documentation as per Annex IX.

Supporting Certificate(s):
e EU Quality Management System Certificate: MDR 750915
¢ Technical Documentation Assessment Certificate Number: MDR 777149

This confidential document is the property of Abbott and shall not be reproduced, distributed, disclosed or used without the express written
consent of Abbott.

90923010_SH EU MDR DoC Template_Ver. A Page 2 of 5



00123585 Rev. A [English]
a Abbott Declaration of Conformity
EU MDR Declaration of Conformity
Amplatzer™ Septal Occluder and
Amplatzer™ Multifenestrated Septal Occluder — “Cribriform”

This signature section is applicable to all declarations of conformity, including to other European
Union legislation, if applicable:

Prepared By: %W W Date: 05- FEB - »wIH

Nicolette Pedersen, Regulatory Affairs Spemahst I

Authorized Signatory:
Christopher Gallivan, DV!

Date: 05 - F&€9- 2924
ality Person Responsible for Regulatory Compliance (PRRC)

Place of Issue: Santa Clara, California, USA Issue Date: 05 - F- <b-722 “‘/

This confidential document is the property of Abbott and shall not be reproduced, distributed, disclosed or used without the express written
consent of Abbott.

90923010_SH EU MDR DoC Template_Ver. A Page 3 of 5



) Abbott

Amplatzer™ Multifenestrated Septal Occluder — “Cribriform”

00123585 Rev. A [English]
Declaration of Conformity

EU MDR Declaration of Conformity
Amplatzer™ Septal Occluder and

Declaration of Conformity Product List

Model Numbers

Product Trade Name

Basic UDI-DI

' Original MDR CE
Mark Date

9-ASD-004

9-ASD-005

9-ASD-006

9-ASD-007

9-ASD-008

9-ASD-009

9-ASD-010

9-ASD-011

9-ASD-012

9-ASD-013

9-ASD-014

9-ASD-015

9-ASD-016

9-ASD-017

9-ASD-018

9-ASD-019

9-ASD-020

9-ASD-022

9-ASD-024

9-ASD-026

9-ASD-028

9-ASD-030

9-ASD-032

9-ASD-034

9-ASD-036

9-ASD-038

9-ASD-040

Amplatzer™ Septal Occluder

5415067AMP1100DV

07-Dec-2023

This confidential document is the property of Abbott and shall not be reproduced, distributed, disclosed or used without the express written

consent of Abbott.

90923010_SH EU MDR DoC Template_Ver. A

Page 4 of 5




00123585 Rev. A [English]

a Abett Declaration of Conformity

EU MDR Declaration of Conformity
Amplatzer™ Septal Occluder and
Amplatzer™ Multifenestrated Septal Occluder — “Cribriform”

Model Numbers Product Trade Name Basic UDI-DI - Original MDR CE

: Mark Date

9-ASD-MF-018

9-ASD-MF-025

Amplatzer™ Multifenestrated Septal

9-ASD-MF-030 Oeriader.— " Cribsiarm’ 5415067AMP1100DV 15-Nov-2023

9-ASD-MF-035

9-ASD-MF-040

This confidential document is the property of Abbott and shall not be reproduced, distributed, disclosed or used without the express written
consent of Abbott.

90923010_SH EU MDR DoC Template_Ver. A Page 5 of 5




00107821 Rev. E [English]
Declaration of Conformity

) Abbott

EU MDR Declaration of Conformity
Amplatzer™ Delivery Systems

Manufacturer’s Name:

Abbott Medical

Manufacturer's Single Registration
Number {SRN):

US-MF-000018613

Manufacturer's Address:

177 County Road B East
St. Paul, MN 55117
USA

Authorized Representative's Name,
Address, and Single Registration
Number {SRN):

Abbott Medical
The Corporate Village
Da Vincilaan 11 Box F1

1935 Zaventem, Belgium

SRN: BE-AR-000008744

Amplatzer™ TorqVue™ Delivery System
Amplalzer™ TorqVue™ Exchange System
Amplatzer™ Trevisio™ Intravascular Delivery System
Amplatzer™ TorqVue™ 2 Delivery Sheath
Amplatzer™ Amulet™ Delivery Sheath

Amplatzer™ TorgVue™ LP Delivery System

Product Trade Name(s):

Model Number(s}): See attached Praduct List

Intended Purpose: See attached Product List

Risk Classification and Rule: See attached Product List

EMDN Code(s): See attached Product List
GMDN Code(s): 45419 — Cardiac Occluder Delivery Kit
Basic UDI-DI: See attached Product List

This confidential document is the properly of Abbott and shall not be reproduced, disiributed, disclosed or used without the express written consent
of Abbott.

90923010 SH EU MDR DoC Template Ver. A Page 1 of §



00107821 Rev. E [English]

a Abett Declaration of Conformity

EU MDR Declaration of Conformity
Amplatzer™ Delivery Systems

This declaration of conformity is issued under the scle responsibility of the manufacturer.

,, the undersigned, for and on behalf of Abbott Medical, hereby declare that the medical device(s) specified
above conform(s) with the applicable General Safety & Performance Requirements listed in Annex | and all
relevant provisions of Regulation (EU) 2017/745.

Directive 2006/42/EC on Machinery and Directive 89/686/EEC (and the superseding Regulation (EU)
2016/425) on Personal Protective Equipment do not apply.

Commeon Specifications Utilized:
+ No applicable common specifications

Notified Body:
BSI Group The Netherlands B.V.
NB #: 2797
Say Building
John M. Keynesplein 9
1066 EP Amsterdam
The Netherlands

Conformity Assessment Procedure:
Conformity assessment for the Amplatzer™ Delivery Systems is based on a quality management system and
assessment of the technical documentation as per Annex IX.

Supporting Certificate(s):
¢+ EU Quality Management Sysiem Certificate: MDR 750915
¢ Technical Documentation Assessment Certificate Number; MDR 750953

This signature section is applicable to all declarations of conformity, including to other European
Union legislation, if applicable:

Prepared By: MQ‘(‘R gh‘-’\— Date: 10 J“y 2024

Ashley Starr, Associate Direc\o{. Regulatory Affairs

Authorized Signatory: C W[M_—— Date: /o Ju ,‘f Z20 24
Christopher Gallivan, DVP, QL@ Person Responsible for Regulatory Compliance (PRRC}

Place of Issue: St. Paul, Minnesota, USA Issue Date: 10 \)W|‘3 20)1'1

This confidential document is the property of Abbott and shall not be reproduced, distributed, disclosed or used without the exprass wrilten consent
of Abbolt.

90923010 _SH EU MDR DoC Template Ver. A Page 2 of 5



) Abbott

EU MDR Declaration of Conformity

Amplatzer™ Delivery Systems

Declaration of Conformity Product List

00107821 Rev. E [English]

Declaration of Conformity

Original MDR Risk
Model Numbers Product Name CE Mark Date Intended Purpose Ciassification | EMDN Code Basic UDI-DI
and Rule
9-ITVO6F 45/60
9-ITVO7F45/60
9-ITVO7F45/80
9-ITVOSF45/60
8-ITVO8F45/80 The Amplatzer™
9-ITV09F45/80 TorgVue™ Delivery
9-ITV10F45/80 Amplatzer™ System is intended to Class Il : .
9-ITVA2F45/80 TorqVue™ 21-Fep2023 | facilitate the Rule 7, Intresiigin Shacity,
Delivery attachment, loading, MDR per Valved 9 '
9-1TV13F45/80 System delivery, and Annex VIl
9-ITVOSF 180/60 deployment of
8-ITVOGF 180/60 occluders.
o-ITVOSE180/80 5415067 AMP1500EH
9-ITVO7F180/80
9-ITVO8F180/80
9-ITVO9F180/80
The Amplatzer™
9-EITVO9F45/80 TorqVue™ Exchange
System is intended to
Amplatzer™ -
9-EITV12F45/80 TorqVue™ Lax(glr'::r:e éh:f r:?;;ﬂ . gljzs_llil. €0502 - Cardiovascular
Exchange 21-Feb-2023 9¢ ry - Introducing Sheaths,
System sheath with one of equal MDR per Valved
9-EITVO6F180/80 ¥ or larger diameter to Annex VIII
enable the recapture and
S-EITVO8F180/80 replacement of an
occluder.

90923010_SH EU MDR DaC Template_Ver. A

This confidential document is the property of Abbolt and shall not be reproduced, distributed, disciosed or used without the express written consent of Abbott.

Page 3of 5




] Abbott

EU MDR Declaration of Conformity
Amplatzer™ Delivery Systems

00107821 Rev. E [English]

Declaration of Conformity

Original MDR Risk
Model Numbers Product Name CE Mark Date intended Purpose Classification | EMDN Code Basic UDI-DI
and Rule

9-ATVDEF45/60
9-ATVO7F45/60 The Amolatzer™
93-ATVO7FA5/80 ﬁgsil:itg?; ™ Trevisioe"' Intravascular Class Il
9-ATV08F45/60 (N Delivery System is Rul :7 ' C0502 - Cardiovascular
9-ATVO8F45/80 Delivery 21-Feb-2023 intended to facilitate the MDR p‘er Introducing Sheaths, 5415067AMP1500EH
9-ATVOQF45/80 System attachment, loading, Annex Vil Valved
9-ATV10F45/80 3?2‘23332?5 deployment
9-ATV12F45/80 '
9-ATV13F45/80

The Amplatzer™
9-TV2-05F120

TorqVue™ 2 Delivery

Amplatzer™ Sr::’ﬁz s '";;’:S:d s | Class C0501 - Cardiovascular
9-TV2-06F120 TorqVue™ 2 | 20-Mar-2023 f;hich " dé’vice isy 9" | Rule 7, Introducing Sheaths, 5415067AMP1500EH
Delivery Sheath introduced within the MDR per Non-Valved

0-TV2-07F120 chambers and coronary iR

vasculature of the heart.

90923010_SH EU MDR DoC Template_Ver. A

This confidential document is the property of Abbolt and shall not be reproduced, distributed, disclosed or used without the express writtan consent of Abboft.
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) Abbott

EU MDR Declaration of Conformity
Amplatzer™ Delivery Systems

00107821 Rev. E [English]
Declaration of Conformity

et Original MDR Riski 3
el Numbers Product Name CE Mark Date intended Purpose Classification | EMDN Code Basic UDI-DI
and Rule
DS-TVA5X45-12F-08D The Amplatzer™ Amulet™
Delivery Sheath is Class I, 0501 -
Amplatzer™ intended to provide a Rule 6 Cardiovascular
Amulet™ Delivery | 2023-May-17 | pathway through which MDR ' or Introducing Sheaths 5415067AMP1001DS
Sheath devices are introduced Anne:)VIIl Non-Valve% '
DS-TVA5X45-14F-080 within the chambers of the
heart.
9-TVLP4F30/060 The Amplatzer™
R ™ TorgVue™ LP Delivery Class lil, €0501 -
S-TVLP4F90/080 #::pat;e; LP 2023-Dec-07 System is intended to Rule 7, Cardiovascular 5415067 AMP1401EE
9-TVLP5F90/060 Delgre Svstem facilitate the attachment, MDR per Introducing Sheaths,
¥y Sy loading, delivery, and Annex VIl Non-Valved

9-TVLP5F90/080

deployment of occluders.

This confidential document is the property of Abbolt and shall not be reproduced, distributed, disclosed or used without the express written consent of Abbott.
90923010_SH EU MOR DoC Template_Ver. A
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) Abbott

00123585 Rev. A [English]
Declaration of Conformity

EU MDR Declaration of Conformity
Amplatzer™ Septal Occluder and
Amplatzer™ Multifenestrated Septal Occluder — “Cribriform”

Manufacturer’s Name:

Abbott Medical

Manufacturer’s Single Registration
Number (SRN):

US-MF-000018613

Manufacturer’'s Address:

177 County Road B East
St. Paul, MN 55117
USA

Authorized Representative’s Name,
Address, and Single Registration
Number (SRN):

Abbott Medical

The Corporate Village
Da Vincilaan 11 Box F1
1935 Zaventem, Belgium

SRN: BE-AR-000008744

Product Trade Name(s):

See attached product list

Model Number(s):

See attached product list

Intended Purpose:

The Amplatzer™ Septal Occluder is a device intended
for the nonsurgical occlusion of ostium secundum atrial
septal defects or fenestrations.

The Amplatzer™ Multifenestrated Septal Occluder —
“Cribriform” is a device intended for the occlusion of a
multifenestrated atrial septal defect.

Risk Classification and Rule:

Class Ill, Rule 8, MDR per Annex VI

EMDN Code(s):

P07040302

GMDN Code(s):

45418

Basic UDI-DI:

See attached product list

This confidential document is the property of Abbott and shall not be reproduced, distributed, disclosed or used without the express written

90923010_SH EU MDR DoC Template_Ver. A

consent of Abbott.
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) Abbott

00133784 Rev. A [English]
Declaration of Conformity

EU MDR Declaration of Conformity
Amplatzer™ Sizing Balloon I

Manufacturer’s Name:

Abbott Medical

Manufacturer’s Single Registration
Number (SRN):

US-MF-000018613

Manufacturer’s Address:

177 County Road B East
St. Paul, MN 55117
USA

Authorized Representative’s Name
Address, and Single Registration
Number (SRN):

Abbott Medical

The Corporate Village
Da Vincilaan 11 Box F1

1935 Zaventem, Belgium

SRN: BE-AR-000008744

Product Trade Name;

Amplatzer™ Sizing Balloon I

Model Number:

9-SB-018
9-SB-024
9-SB-034

Intended Purpose:

The Amplatzer™ Sizing Balloon |l is intended to
facilitate sizing of a cardiovascular defect.

Risk Classification and Rule:

Class Ill, Rule 7, MDR per Annex VIII

EMDN Code: C0104020103
GMDN Code: 42417
Basic UDI-DI: 5415067AMP1101DX

This confidential document is the property of Abbott and shall not be reproduced, distributed, disclosed or used without the express written

90923010_SH EU MDR DoC Template_Ver. A

consent of Abbott,
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00133784 Rev. A [English]
a Abbott Declaration of Conformity
EU MDR Declaration of Conformity
Amplatzer™ Sizing Balloon Il

This declaration of conformity is issued under the sole responsibility of the manufacturer.

I, the undersigned, for and on behalf of Abbott Medical, hereby declare that the medical device(s) specified
above conform(s) with the applicable General Safety & Performance Requirements listed in Annex | and all
relevant provisions of Regulation (EU) 2017/745.

Directive 2006/42/EC on Machinery and Directive 89/686/EEC (and the superseding Regulation (EU)
2016/425) on Personal Protective Equipment do not apply.

Common Specifications Utilized:
No applicable common specifications

Notified Body:
BSI Group The Netherlands B.V.
NB #: 2797
Say Building
John M. Keynesplein 9
1066 EP Amsterdam
The Netherlands

Conformity Assessment Procedure:

Conformity assessment for the Amplatzer™ Sizing Balloon Il is based on a quality management system and
assessment of the technical documentation as per Annex IX.

Supporting Certificate(s):
e EU Quality Management System Certificate: MDR 750915
o Technical Documentation Assessment Certificate Number: MDR 777443

This signature section is applicable to all declarations of conformity, including to other European
Union legislation, if applicable:

Prepared By: /) ; /ﬂ:&& s /MMM Date: 29 - Moui\; -2024

Nicolette Pedersen, Regulatoryfﬂ\ffairs Specialist Il

Authorized Signatory: (/.}M/ Date: _9¢ May- 2o 7/

Christopher Gallivan, DVP, Q@y/Person Responsible for Regulatory Compliance (PRRC)

Place of Issue: Santa Clara, California, USA Issue Date: %@~ ﬂ/"’tfi ?07‘7/

This confidential document is the property of Abbott and shall not be reproduced, distributed, disclosed or used without the express written
consent of Abbott.

90923010_SH EU MDR DoC Template Ver. A Page 2 of 2
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EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II
MDR 777149 R000

Manufacturer: Abbott Medical

Address:

177 County Road B East
St. Paul

Minnesota

55117

USA

Single Registration Number: US-MF-000018613

EU Authorised Representative: Abbott Medical
Address:

The Corporate Village

Da Vincilaan 11 Box F1

1935 Zaventem

Belgium

Scope: See attached Device Schedule

On the basis of our assessment of the technical documentation in accordance with Regulation (EU) 2017/745, Annex
IX Chapter II, the technical documentation meets the requirements of the Regulation. For the placing on the market
of these devices an additional Annex IX Chapter I and III certificate is required.

For and on behalf of BSI, a Notified Body for the above Regulation (Notified Body Number 2797):

C\"m‘* \\u\)swiér

Graeme Tunbridge, Senior Vice President Medical Devices

First Issue Date: 2023-11-15 Starting Validity Date: 2023-12-07
Current Issue Date: 2023-12-07 Expiry Date: 2028-11-14

..making excellence a habit”

Page 1 of 5

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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By Royal Charter

EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 777149 R000

Device Schedule:

Intended Purpose as per the Instructions for Use:

The Amplatzer™ Multifenestrated Septal Occluder — “Cribriform” is a device intended for the occlusion of a multifenestrated

atrial septal defect.

Type (Codes as per (EU) 2017/2185): MDN 1101
Risk Classification: Class III Implantable
Basic UDI-DI: 5415067AMP1100DV

Device Name Model Left Atrial Right Atrial Waist
Disc Disc Length
Diameter Diameter mm
mm mm

9-ASD-MF-018 18 18 3
9-ASD-MF-025 25 25 3
Amplatzer™ Multifenestrated Septal Occluder — “Cribriform” | 9-ASD-MF-030 30 30 3
9-ASD-MF-035 35 35 3
9-ASD-MF-040 40 40 3

First Issue Date: 2023-11-15
Current Issue Date: 2023-12-07

Starting Validity Date: 2023-12-07
Expiry Date: 2028-11-14
..making excellence a habit”

Page 2 of 5

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated

through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.

A Member of the BSI Group of Companies.
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EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 777149 R000

Intended Purpose as per the Instructions for Use:

The Amplatzer™ Septal Occluder is a device intended for the nonsurgical occlusion of ostium secundum atrial septal defects or
fenestrations.

Type (Codes as per (EU) 2017/2185): MDN 1101
Risk Classification: Class III Implantable
Basic UDI-DI: 5415067AMP1100DV

Device Name Model Waist Left Atrial Right Atrial Waist
Diameter Disc Disc Length
mm Diameter Diameter mm
mm mm
9-ASD-004 4 16 12 3
9-ASD-005 5 17 13 3
9-ASD-006 6 18 14 3
9-ASD-007 7 19 15 3
9-ASD-008 8 20 16 3
9-ASD-009 9 21 17 3
9-ASD-010 10 22 18 3
9-ASD-011 11 25 21 4
Amplatzer™ Septal Occluder 9-ASD-012 12 26 22 4
9-ASD-013 13 27 23 4
9-ASD-014 14 28 24 4
9-ASD-015 15 29 25 4
9-ASD-016 16 30 26 4
9-ASD-017 17 31 27 4
9-ASD-018 18 32 28 4
9-ASD-019 19 33 29 4
9-ASD-020 20 34 30 4
First Issue Date: 2023-11-15 Starting Validity Date: 2023-12-07
Current Issue Date: 2023-12-07 Expiry Date: 2028-11-14

..making excellence a habit”

Page 3 of 5

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 777149 R000

Device Name Model Waist Left Atrial Right Atrial Waist
Diameter Disc Disc Length
mm Diameter Diameter mm
mm mm
9-ASD-022 22 36 32 4
9-ASD-024 24 38 34 4
9-ASD-026 26 40 36 4
9-ASD-028 28 42 38 4
™ 9-ASD-030 30 44 40 4
Amplatzer™ Septal Occluder 9-ASD-032 3 46 4 4
9-ASD-034 34 50 44 4
9-ASD-036 36 52 46 4
9-ASD-038 38 54 48 4
9-ASD-040 40 56 50 4
First Issue Date: 2023-11-15 Starting Validity Date: 2023-12-07
Current Issue Date: 2023-12-07 Expiry Date: 2028-11-14

..making excellence a habit”

Page 4 of 5

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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By Royal Charter

EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 777149 R000

Certificate History

Date Reference Number Action
2023-11-15 3746939 Issued
Current 3746937 Supplemented — Addition of Amplatzer™ Septal Occluder
devices.
First Issue Date: 2023-11-15 Starting Validity Date: 2023-12-07
Current Issue Date: 2023-12-07 Expiry Date: 2028-11-14

..making excellence a habit”

Page 5 of 5

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 750915 R000

e

By Royal Charter

Manufacturer: Abbott Medical

Address:

177 County Road B East
St. Paul

Minnesota

55117

USA

Single Registration Number: US-MF-000018613

Scope: See attached Device Schedule

On the basis of our examination of the quality system in accordance with Regulation (EU) 2017/745, Annex IX
Chapter I and III, the quality system meets the requirements of the Regulation. For the placing on the market of
Class III devices, and Class IIb implantable devices that are not considered well-established technologies as specified
in Article 52(4) an additional Annex IX Chapter II certificate is required.

For and on behalf of BSI, a Notified Body for the above Regulation (Notified Body Number 2797):

Cw \\u\)swiér

Graeme Tunbridge, Senior Vice President Global Regulatory & Quality

First Issue Date: 2022-04-21 Starting Validity Date: 2024-06-21
Current Issue Date: 2024-06-21 Expiry Date: 2027-04-20

..making excellence a habit”

Page 1 of 7

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80

Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 750915 R000

EU Authorised Representative: Abbott Medical

Address:

The Corporate Village
Da Vincilaan 11 Box F1
1935 Zaventem
Belgium

By Royal Charter

EU Authorised Representative: Abbott Vascular International BVBA

Address:

Park Lane
Culliganlaan, 2B
1831 Diegem
Belgium

First Issue Date: 2022-04-21 Starting Validity Date: 2024-06-21
Current Issue Date: 2024-06-21 Expiry Date: 2027-04-20

..making excellence a habit”

Page 2 of 7

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 750915 R0O00

Device Schedule: Class III and Class IIb devices

e e

By Royal Charter

Class 111, Implantable

Intended purpose

Amplatzer™ Talisman™ PFO Occlusion System

See MDR 751010

Navitor™ Transcatheter Aortic Valve
Navitor Titan™ Transcatheter Aortic Valve

See MDR 751017

Amplatzer™ Amulet™ Left Atrial Appendage Occluder

See MDR 751008

Portico™ Transcatheter Aortic Valve

See MDR 751019

MitraClip G4 System

See MDR 751009

Amplatzer™ Duct Occluder

See MDR 777151

Amplatzer™ Duct Occluder II
Amplatzer Piccolo™ Occluder

See MDR 777152

Masters Series HP™ Valved Graft with Gelweave Valsalva™ technology
(VAVGD)

See MDR 772712

Masters Series™ Aortic Valved Graft with Hemashield™ Graft Technology

(CAVGJ)

See MDR 772713

Tendyne Transcatheter Mitral Valve System

See MDR 772768

TriClip™ G4 System

See MDR 777146

Master Series™ Mechanical Heart Valves

See MDR 775965

Amplatzer™ Multifenestrated Septal Occluder — “Cribriform”
Amplatzer™ Septal Occluder

See MDR 777149

Epic™ Max Stented Tissue Valves

See MDR 781775

Epic™ Plus Stented Tissue Valves

See MDR 773424

Séguin™ Annuloplasty Ring
SIM Tailor™ Annuloplasty Ring
SIM Tailor™ Annuloplasty Band
Rigid Saddle Ring

See MDR 777154

Amplatzer™ Valvular Plug III

See MDR 777143

Amplatzer™ Muscular VSD Occluder
Amplatzer™ P.I. Muscular VSD Occluder

See MDR 777441

Regent™ Mechanical Heart Valve
Regent™ Mechanical Heart Valve with FlexCuff™

See MDR 775967

First Issue Date: 2022-04-21
Current Issue Date: 2024-06-21

Starting Validity Date: 2024-06-21
Expiry Date: 2027-04-20
..making excellence a habit”

Page 3 of 7

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated

through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.

A Member of the BSI Group of Companies.
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EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

R e,

By Royal Charter

MDR 750915 R0O00

Class 111 Intended purpose
FlexNav™ Delivery System See MDR 751005
Amplatzer™ Amulet™ Delivery Sheath See MDR 750953

Amplatzer™ Trevisio™ Intravascular Delivery System
Amplatzer™ TorqVue™ Delivery System

Amplatzer™ TorgVue™ Exchange System

Amplatzer™ TorqVue™ 2 Delivery Sheath

Amplatzer™ TorqVue™ LP Catheter and Delivery System
Amulet™ Steerable Delivery Sheath

Amplatzer™ Sizing Balloon II See MDR 777443
Epic™ Max Heart Valve Sizer Set and Holder Handle See MDR 781775
Epic™ Plus Heart Valve Sizer Set and Holder Handles See MDR 773424
Mechanical Heart Valve Accessories — Holder Handles, Leaflet Tester, See MDR 775966

Replacement Holder/Rotators and Sizer Set

Séguin™ Annuloplasty Ring Sizer Set, Holder Handle and Extension Handle See MDR 777154
SIM Tailor™ Annuloplasty Ring Sizer Set

Rigid Saddle Ring Sizer Set

Regent™ Mechanical Heart Valve Accessories - Replacement Holder/Rotators  See MDR 775967
and Sizer Set

Class IIb, Implantable Intended purpose
Amplatzer™ Vascular Plug, Amplatzer™ Vascular Plug II, Amplatzer™ See MDR 767903
Vascular Plug 4

Device Schedule: Class I1a, Custom-made and other devices

Device(s) Risk Classification
Transcatheter Aortic Heart Valve Loading System Class Is
Tendyne Loading System Class Is
Tendyne Stand Components Class Is

For Class Is devices, the Notified Body conformity assessment is limited to the aspects relating to establishing, securing and
maintaining sterile conditions.

First Issue Date: 2022-04-21 Starting Validity Date: 2024-06-21
Current Issue Date: 2024-06-21 Expiry Date: 2027-04-20

..making excellence a habit”

Page 4 of 7

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

e

By Royal Charter

MDR 750915 R0O00

Certificate History

Date Reference Number Action
2022-04-21 3447260 Issued
2022-08-16 3682747 Amended — Addition of subcontractors. Addition of service for

subcontractor: Microbiology service. Removal of services for
subcontractor: Labelling and packaging.
Supplemented - Addition of Navitor™ Transcatheter Aortic Valve,
FlexNav™ Delivery System, Amplatzer™ Amulet™ Left Atrial
Appendage Occluder, and Transcatheter Heart Valve Loading System.

2022-09-29 3677048 Amended — Addition of subcontractor.

2022-11-11 3795938 Supplemented — Addition of Portico™ Transcatheter Aortic Valve.
Amended — Administrative update to previous entries Reference
Number 3682747 and Reference Number 3677048.

2022-11-29 3766365 Supplemented — Addition of MitraClip G4 System, Amplatzer™
Steerable Delivery Sheath, and Amplatzer™ Vascular Plug,
Amplatzer™ Vascular Plug II, Amplatzer™ Vascular Plug 4.
Amended — Addition of subcontractor.

2023-02-21 3854349 Supplemented — Addition of Amplatzer™ TorgVue™ Delivery System,
Amplatzer™ TorgVue™ Exchange System, Amplatzer™ Trevisio™
Intravascular Delivery System

2023-03-20 3873040 Supplemented — Addition of Amplatzer™ TorqVue™ 2 Delivery Sheath.

2023-05-17 3894086 Supplemented — Addition of Amplatzer™ Amulet™ Delivery Sheath,
Amplatzer™ Duct Occluder, Amplatzer™ Duct Occluder II, and
Amplatzer™ Piccolo™ Occluder.

2023-06-14 3869869 Supplemented — Addition of Masters HP™ Valved Graft with Gelweave
Valsalva™ technology (VAVGJ]) and Masters Series™ Aortic Valved
Graft with Hemashield™ Technology (CAVGJ).

First Issue Date: 2022-04-21 Starting Validity Date: 2024-06-21
Current Issue Date: 2024-06-21 Expiry Date: 2027-04-20

..making excellence a habit”

Page 5 of 7

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

e

By Royal Charter

MDR 750915 R0O00

Date Reference Number Action

2023-08-25 30002038 Amended — Minor update to clarify the device name from
“Transcatheter Heart Valve Loading System” to “Transcatheter Aortic
Heart Valve Loading System”.
Supplemented — Addition of TriClip™ G4 System, Tendyne
Transcatheter Mitral Valve System, Master Series™ Mechanical Heart
Valves, Tendyne Loading System and Tendyne Stand Components.

2023-11-15 30007555 Supplemented — Addition of Amplatzer™ Multifenestrated Septal
Occluder — “Cribriform” and Amplatzer™ Sizing Balloon II to device
schedule.
Amended — Administrative correction of device names in device
schedule for Masters Series HP™ Valved Graft with Gelweave
Valsalva™ Technology (VAVGJ) and Masters Series™ Aortic Valved
Graft with Hemashield™ Graft Technology (CAVGJ)

2023-12-07 30057065 Amended — Minor formatting update to consolidate devices with same
MDR TDA certificate number into the same column of the device
schedule.

Supplemented — Addition of Amplatzer™ Septal Occluder and
Amplatzer™ TorqVue™ LP Catheter and Delivery System.

2023-12-22 30072385 Supplemented — Addition of Epic™ Max Stented Tissue Valves, Epic™
Plus Stented Tissue Valves, Epic™ Max Heart Valve Sizer Set and
Holder Handle, and Epic™ Plus Heart Valve Sizer Set and Holder
Handles.

2024-03-08 30092058 Supplemented — Addition of Séguin™ Annuloplasty Ring, Séguin™
Annuloplasty Ring Sizer Set, Holder Handle and Extension Handle,
Mechanical Heart Valve Accessories — Holder Handles, Leaflet Tester,
Replacement Holder/Rotators and Sizer Set, Amplatzer™ Valvular Plug
IIT and Navitor Titan™ Transcatheter Aortic Valve.

First Issue Date: 2022-04-21 Starting Validity Date: 2024-06-21
Current Issue Date: 2024-06-21 Expiry Date: 2027-04-20

..making excellence a habit”

Page 6 of 7

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

R e,

By Royal Charter

MDR 750915 R0O00

Date Reference Number Action

2024-04-26 30106034 Supplemented — Addition of Amplatzer™ Muscular VSD Occluder and
Amplatzer™ P.I. Muscular VSD Occluder, Regent™ Mechanical Heart
Valve and Regent™ Mechanical Heart Valve with FlexCuff™, and
Regent™ Mechanical Heart Valve Accessories — Replacement
Holder/Rotators and Sizer Set.

2024-06-06 30167623 Supplemented — Addition of SJM Tailor™ Annuloplasty Ring, SIM
Tailor™ Annuloplasty Band, Rigid Saddle Ring, SIM Tailor™
Annuloplasty Ring Sizer Set, Rigid Saddle Ring Sizer Set

Current 30169950 Supplemented — Addition of Amulet™ Steerable Delivery Sheath
Restricted — Removal of Amplatzer™ Steerable Delivery Sheath, no
longer placed on the market.
Amended — Correction of typo for Piccolo device to remove the
trademark (™) symbol from the word Amplatzer

First Issue Date: 2022-04-21 Starting Validity Date: 2024-06-21
Current Issue Date: 2024-06-21 Expiry Date: 2027-04-20

..making excellence a habit”

Page 7 of 7

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 750953 R000

Manufacturer: Abbott Medical

Address:

177 County Road B East
St. Paul

Minnesota

55117

USA

Single Registration Number: US-MF-000018613

EU Authorised Representative: Abbott Medical
Address:

The Corporate Village

Da Vincilaan 11 Box F1

1935 Zaventem

Belgium

Scope: See attached Device Schedule

On the basis of our assessment of the technical documentation in accordance with Regulation (EU) 2017/745, Annex
IX Chapter II, the technical documentation meets the requirements of the Regulation. For the placing on the market
of these devices an additional Annex IX Chapter I and III certificate is required.

For and on behalf of BSI, a Notified Body for the above Regulation (Notified Body Number 2797):

C\"m‘* \\u\)swiér

Graeme Tunbridge, Senior Vice President Global Regulatory & Quality

First Issue Date: 2022-11-29 Starting Validity Date: 2024-06-21
Current Issue Date: 2024-06-21 Expiry Date: 2027-11-28

..making excellence a habit”

Page 1 of 7

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 750953 RO00

Device Schedule:
Risk Classification: Class III
Type (Codes as per (EU) 2017/2185): MDN 1203

Basic UDI-DI: 5415067AMP1001DS

. Sheath Size Usable Intended purpose
Device Name Model (Fr) Length (cm) (as per the IFU)
Amulet™ STRBL-14F-075 14 75 The Amulet™ Steerable Delivery Sheath is intended
Steerable Delivery to provide a pathway through which devices are
Sheath introduced within the chambers of the heart.
First Issue Date: 2022-11-29 Starting Validity Date: 2024-06-21
Current Issue Date: 2024-06-21 Expiry Date: 2027-11-28

..making excellence a habit”

Page 2 of 7

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 750953 RO00

Risk Classification: Class III
Type (Codes as per (EU) 2017/2185): MDN 1203

Basic UDI-DI: 5415067AMP1500EH

Device Name Model Sheath Size Curve Usable Length Intended purpose
(Fr) Radius (cm) (as per the IFU)
9-ITVO6F45/60 6 45° 60
9-ITV07F45/60 7 45° 60
9-ITV07F45/80 7 45° 80
9-ITVO8F45/60 8 45° 60
9-ITVO8F45/80 8 45° 80
9-ITVO9F45/80 9 45° 80

The Amplatzer™ TorgVue™ Delivery

Amplatzer™ 9-ITV10F45/80 10 45° 80 i =
TorqVue™ 9-ITV12F45/80 12 450 80 System is |ntendefj to fac_llltate the
. attachment, loading, delivery and
Delivery System 9-ITV13F45/80 13 45° 80
deployment of occluders.
9-ITV05F180/60 5 180° 60
9-ITV06F180/60 6 180° 60
9-ITV06F180/80 6 180° 80
9-ITV07F180/80 7 180° 80
9-ITV0O8F180/80 8 180° 80
9-ITV09F180/80 9 180° 80
First Issue Date: 2022-11-29 Starting Validity Date: 2024-06-21
Current Issue Date: 2024-06-21 Expiry Date: 2027-11-28

..making excellence a habit”

Page 3 of 7

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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By Royal Charter

EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 750953 RO00

Risk Classification: Class III
Type (Codes as per (EU) 2017/2185): MDN 1203

Basic UDI-DI: 5415067AMP1500EH

Device Name Model Sheath Size Curve Usable Length Intended purpose
(Fr) Radius (cm) (as per the IFU)
9-EITVO9F45/80 9 45° 80 The Amplatzer™ TorgVue™
9-EITV12F45/80 12 45° 80 Exchange System is intended to
Amplatzer™ =
9-EITVO6F180/80 6 180° 80 facilitate the removal and exchange
TorgVue™ ) L
of a delivery sheath with one of
Exchange equal or larger diameter to enable
System 9-EITVO8F180/80 8 180° 80 i !
the recapture and replacement of
an occluder.
Risk Classification: Class III
Type (Codes as per (EU) 2017/2185): MDN 1203
Basic UDI-DI: 5415067AMP1500EH
. Sheath Size Curve Usable Length Intended Purpose
Device Name Model (Fr) Radius (cm) (as per the TFU)
9-ATV06F45/60 6 45° 60
9-ATV07F45/60 7 45° 60
T 9-ATV07F45/80 7 45° 80 The Amplatzer™ Trevisio™
TrepvisioTM 9-ATVO08F45/60 8 45° 60 Intravascular Delivery System is
Intravascular 9-ATVO08F45/80 8 45° 80 intended to facilitate the
. 9-ATV09F45/80 9 45° 80 attachment, loading, delivery, and
Delivery System °
9-ATV10F45/80 10 45 80 deployment of occluders.
9-ATV12F45/80 12 45° 80
9-ATV13F45/80 13 45° 80

First Issue Date: 2022-11-29
Current Issue Date: 2024-06-21

Starting Validity Date: 2024-06-21
Expiry Date: 2027-11-28
..making excellence a habit”

Page 4 of 7

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated

through the required surveillance activities of the Notified Body.

This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.

A Member of the BSI Group of Companies.
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EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 750953 RO00

Risk Classification: Class III
Type (per EU 2017/2185): MDN 1203

Basic UDI-DI: 5415067AMP1500EH

. Sheath Size | Usable Length Intended purpose
Device Name Model (F) (cm) (as per the IFU)
Amplatzer™ 9-TV2-05F120 5 120 The Amplatzer™ TorgqVue™ 2 Delivery Sheath is
s 9-TV2-06F120 6 120 intended to provide a pathway through which a

TorqVue™ 2

Delivery Sheath 9-TV2-07F120 7 120 device is introduced within the chambers and

coronary vasculature of the heart.

Risk Classification: Class III
Type (Codes as per (EU) 2017/2185): MDN 1203

Basic UDI-DI: 5415067AMP1001DS

. Sheath Size Usable Intended purpose
Device Name Model (Fr) Length (cm) (as per the IFU)
Amplatzer™ DS-TV45X45-12F-080 12 80 The Amplatzer™ Amulet™ Delivery Sheath is
Amulet™ intended to provide a pathway through which
Delivery DS-TV45X45-14F-080 14 80 devices are introduced within the chambers of
Sheath the heart.
First Issue Date: 2022-11-29 Starting Validity Date: 2024-06-21
Current Issue Date: 2024-06-21 Expiry Date: 2027-11-28

..making excellence a habit”

Page 5 of 7

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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By Royal Charter

EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 750953 RO00

Risk Classification: Class III
Type (per EU 2017/2185): MDN 1203

Basic UDI-DI: 5415067AMP1401EE

. French _Lengt!1 Delivery Wire Intended purpose
Device Name Model i Dimension
Size (cm) Length (cm) (as per the IFU)
Amplatzer™ 9-TVLP4F90/060 4F 60 160 The Amplatzer™ TorgVue™ LP
TorqVue™ LP 9-TVLP4F90/080 4F 80 195 Delivery System is intended to
Delivery System 9-TVLP5F90/060 SF 60 160 facilitate the attachment, loading,
delivery, and deployment of
9-TVLP5F90/080 5F 80 195 Rt
Risk Classification: Class III
Type (per EU 2017/2185): MDN 1203
Basic UDI-DI: 5415067AMP1401EE
Length
Device Name Model Fre:nch Dimension Iotended parposs
Size (as per the IFU)
(cm)
Amplatzer™ 9-TVLPC4F90/080 4F 80 The Amplatzer™ TorqVue™ LP Catheter is intended to
TorqVue™ LP facilitate the loading, delivery, and deployment of
Catheter occluders.

First Issue Date: 2022-11-29
Current Issue Date: 2024-06-21

Starting Validity Date: 2024-06-21
Expiry Date: 2027-11-28
..making excellence a habit”

Page 6 of 7

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.

A Member of the BSI Group of Companies.
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EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 750953 RO00

Certificate History

Date Reference Number Action

2022-11-29 3586410 Issued

2023-02-21 3447531 Supplemented — Addition of Amplatzer™ TorgVue™
Delivery System and Amplatzer™ TorqVue™ Exchange
System.

3447788 Supplemented — Addition of Amplatzer™ Trevisio™

Intravascular Delivery System.

2023-03-20 3447784 Supplemented — Addition of Amplatzer™ TorqVue™ 2
Delivery Sheath.

2023-05-17 3447786 Supplemented — Addition of Amplatzer™ Amulet™ Delivery
Sheath.

2023-12-07 3746933 Supplemented — Addition of Amplatzer™ TorqVue™ LP
Delivery System, and Amplatzer™ TorqVue™ LP Catheter

Current 30003596 Supplemented — Addition of Amulet™ Steerable Delivery

Sheath (STRBL-14F-075)
Restricted — Removal of Amplatzer™ Steerable Delivery
Sheath (ASDS-14F-075) no longer placed on the market.

First Issue Date: 2022-11-29 Starting Validity Date: 2024-06-21
Current Issue Date: 2024-06-21 Expiry Date: 2027-11-28

..making excellence a habit”

Page 7 of 7

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II
MDR 777443 R000

Manufacturer: Abbott Medical

Address:

177 County Road B East
St. Paul

Minnesota

55117

USA

Single Registration Number: US-MF-000018613

EU Authorised Representative: Abbott Medical
Address:

The Corporate Village

Da Vincilaan 11 Box F1

1935 Zaventem

Belgium

Scope: See attached Device Schedule

On the basis of our assessment of the technical documentation in accordance with Regulation (EU) 2017/745, Annex
IX Chapter II, the technical documentation meets the requirements of the Regulation. For the placing on the market
of these devices an additional Annex IX Chapter I and III certificate is required.

For and on behalf of BSI, a Notified Body for the above Regulation (Notified Body Number 2797):

C\"m‘* \\u\)swiér

Graeme Tunbridge, Senior Vice President Medical Devices

First Issue Date: 2023-11-15 Starting Validity Date: 2023-11-15
Current Issue Date: 2023-11-15 Expiry Date: 2028-11-14

..making excellence a habit”

Page 1 of 3

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 777443 R000

Device Schedule:

Device Name: Amplatzer™ Sizing Balloon II
Type (Codes as per (EU) 2017/2185): MDN 1203

Intended Purpose as per the Instructions for Use: The Amplatzer™ Sizing Balloon II is intended to facilitate sizing of a
cardiovascular defect.

Risk Classification: Class III

Basic UDI-DI: 5415067AMP1101DX

Model Number Nominal Outer Nominal Inflation Usable Length | Minimum Outer Maximum
Diameter (mm) Volume (cc) (cm) Diameter at Inflation
Maximum Volume (cc)
Inflation
Volume (mm)
9-SB-018 18 10 70 20 15
9-SB-024 24 25 70 25 30
9-SB-034 34 55 70 40 90
First Issue Date: 2023-11-15 Starting Validity Date: 2023-11-15
Current Issue Date: 2023-11-15 Expiry Date: 2028-11-14

..making excellence a habit”

Page 2 of 3

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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By Royal Charter

EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 777443 R000

Certificate History

Date Reference Number Action

Current 3748975 Issued
First Issue Date: 2023-11-15 Starting Validity Date: 2023-11-15
Current Issue Date: 2023-11-15 Expiry Date: 2028-11-14

..making excellence a habit”

Page 3 of 3

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.



OCLUDER AMPLATZER™ PFO

UN DISPOZITIV DE REFERINTA.

SI UN PUNCT DE COTITURA
PENTRU INCHIDEREA PFO.

Abbott



Fiind dispozitivul care a creat categoria, ocluderul AMPLATZER™ PFO a
ramas in frunte de-a lungul deceniilor de utilizare prin urmarirea
datelor clinice - chiar si dupa data de incheiere a studiului initial -
devenind primul dispozitiv sustinut de rezultate pozitive ale studiilor
PFO!. Astazi, continuam sa inovam privind avansul sigurantei pacientilor si
reducerea riscului pentru pacientii din intreaga lume.

UN DISPOZITIV DE REFERINTA. SI UN PUNCT
DE COTITURA PENTRU INCHIDEREA PFO.

e Dispozitiv lider In industrie, conceput pentru usurinta in utilizare si
inchiderea eficienta

e Sustinut de cel mai mare studiu cu cea mai extinsa urmarire a pacientilor

e A demonstrat o siguranta si o eficacitate excelenta!

INDICATII $I UTILIZARE Ocluderul PFO AMPLATZER™ este indicat pentru inchiderea percutanata transcateter a unui foramen ovale patent (PFO) pentru a reduce
riscul de accident vascular cerebral ischemic recurent la pacientii cu varste cuprinse predominant intre 18 si 60 de ani, care au avut un accident vascular cerebral
criptogenic din cauza unei presupuse embolii paradoxale, determinat de un neurolog si cardiolog in urma unei evaluéri pentru a exclude cauzele cunoscute ale
accidentului vascular cerebral ischemic.

Consultati informatiile importante de siguranta incluse aici.

DE CE MIl DE MEDICI DIN INTREAGA
LUME SE BAZEAZA PE OCLUDERUL
AMPLATZER PFO?

GLOBAL PESTE
NOI STABILIM STANDARDUL

1 O0.000 e Tratament de pionierat cu un dispozitiv specific PFO

IMPLANTURI * Peste 100.000 de dispozitive implantate la nivel global

RIDICAM STAFETA: STUDIUL RESPECT

DE REFERINTA'
" e Urmarirea cea mai extinsa a pacientilor, >2X mai mult

decat alte studii PFO

ANI-PACIENT DE e Singurul studiu ce include pacientii sub terapie cu
DATE anticoagulante, o parte reprezentativa din lumea
reala a pacientilor

990 DEMONSTRAM EXCELENTA

PACIENTI IMPLANTATI * ZERO eroziuni, trombi sau evenimente de embolizare
CU DISPOZITIV iN cauzate de dispozitiv in SASE** studii publicate cu
RCT-uri* 990 de pacienti'*

* Rate de inchidere efective de 94,2% la 6 luni

* RCT-uri= Studii clinice randomizate
**Pacientii din grupul de dispozitive din fiecare studiu implantati cu dispozitiv ocluder AMPLATZER PFO: RESPECT = 465, PREMIUM = 119, PC = 191,
CLOSE = 121, DEFENSE = 53, PRIMA = 41. RCT-uri=Studii clinice randomizate




ADESEA IMITAT, NICIODATA EGALAT

Dispozitiv lider in industrie. Dezvoltat special pentru tratarea

inchiderii PFO.
AVANTAJE DE DESIGN CARE FAC DIFERENTA UN PAS INAINTE: MINIMIZAREA COMPLEXITATII INCHIDERII
PLASA DURABILA DIN DESIGN ASIMETRIC
SARMA DE NITINOL CU CU DISC DUBLU DISCURI AUTO-EXPANDABILE UNICE
FIR DE POLIESTER L : . . o

T ) Minimizeaza materialul Legate printr-o sectiune mediana cu
Vizibilitate excelenta din atriul stang conexiune scurta, discurile se aliniaza la

sub fluorescenta PFO fara un pas suplimentar de ,blocare”.

LIVRARE CU PROFIL JOS

Tecile de introducator 8 F si 9 F pentru mai
multe dimensiuni (18, 25, 35 mm) permit

tratarea pacientilor cu vasculatura mai mica.

RATA DE INCHIDERE™"

la 6 luni in

studiul SO DESIGN CU RECAPTURARE §I CU
RESPECT KOXOORNP REPOZITIONARE COMPLETA
adn Permite confirmarea pozitionarii dispozitivului
inainte de eliberarea finala a dispozitivului.

TRATARE SARMA
INTAGLIO™

Proiectat pentru a reduce scurgerile de nichel’

*La dimensiunile utilizate cel mai frecvent (dispozitive de 25 mm si 35 mm)
+inchidere efectivi

Consultati informatiile importante de siguranta incluse aici.



PUNCT DE COTITURA
PENTRU INCHIDEREA PFO

Trei studii publicate concomitent in NEJM ofera dovezi concludente
privind superioritatea inchiderii PFO fata de gestionarea medicala
in reducerea riscului de accident vascular cerebral recurent.

RESPECT'

100% Ocluder

Dispozitive utilizate AMPLATZER™ PFO

Pacienti 980

Ani-pacient de 5810
urmarire (medie 5.9 ani)

Anticoagulant permis Da
in Grupul de control?

62%
Reducere relativa (Accident vascular
a riscului cerebral ischemic
recurent cu mecanism
necunoscut)

94.2%

Absenta a >9 bule
(evaluat dupa 6
luni)

inchidere eficienta

*Nu este raportat
Consultati informatiile importante de siguranta incluse aici.

REDUCE®

39%
GORE*HELEX,
61%
GORE Cardioform

664

2232

(medie 3.2 ani)

Nu

7%
(Accident vascular

cerebral ischemic
recurent)

94.5%

Absenta a >25 de
bule (evaluat
dupa 12 luni)

CLOSE*

51% Ocluder
AMPLATZER PFO;

49% alte dispozitive

PFO aprobate

473

NR'
(medie 5.4 ani)

Nu

97%
(Accident vascular

cerebral ischemic
recurent)

DATELE PUBLICATE
EVIDENTIAZA
SIGURANTA
EXCELENTA

RISC SCAZUT DE EVENIMENTE
LEGATE DE DISPOZITIV

RESPECT' | REDUCE?®

Embolizare/
dislocare
dispozitiv

Eroziune/
disectie
aortica

Tromb
cauzat de
dispozitiv

Datele studiului CLOSE nu sunt incluse din cauza evenimentelor legate
de dispozitiv si de procedura raportate combinat.

m RISC SCAZUT DE FIBRILATIE

{' ATRIALA (AF)

RATA RESPECT' | REDUCE®

(PE 100 ANI-
PACIENT)

AF**/flutter
grav

Orice AF/
flutter

Datele studiului CLOSE neincluse ca ani-pacient de urmarire nu au fost raportate.

*Rate calculate pe baza datelor din publicatia finala.

**In RESPECT, FA grav a fost adjudecat de un consiliu independent de medici.
in REDUCE, a fost stabilit de anchetatorul local.




OCLUDER AMPLATZER™ PFO

Specificatii dispozitiv
Ocluder AMPLATZER™ PFO
Model / Numar comanda Diametru disc atrial drept [A] Diametru disc atrial stang [B] Dim. minima recomandata teaca
9-PFO-018 18 mm 18 mm 8 F; curba 45°
9-PFO-025 25 mm 18 mm 8 F; curba 45°
9-PFO-035 35 mm 25 mm 9 F; curba 45°

SISTEM DE LIVRARE
Sistem de livrare AMPLATZER™ TorqVue®45°

Model / Numar comanda Dimensiune teaca Unghi varf Diametru interior teaca Diametru exterior teaca Lungime utila
9-ITV08F45/80 8F 45° 2.69 mm/0.11 inch 3.45mm/0.14 inch 80 cm
9-ITVO9F45/80 9F 45° 3.00 mm/0.12 inch 3.81 mm/0.15 inch 80 cm

PRODUSE AUXILIARE

Fir de ghidare AMPLATZER™
Model / Numar comanda Diametru Corp Descriere varf Lungime utila
9-GW-002 0.035 inch Super rigid 1.5 mm, varf J modificat 260 cm

Sisteme de schimb AMPLATZER™ TorqVue®
Informatii de comanda — Continut: in fiecare céte 1 teaca de livrare, dilatator, fir de schimb, supapa de hemostaza, incarcétor i menghina din plastic

Model / Numar comanda Dimensiune teaca Unghi varf Diametru interior teaca Diametru exterior teaca Lungime utila
9-EITVO9F45/80 9F 45° 3.00 mm/0.12 inch 3.81 mm/0.15 inch 80 cm
9-EITV12F45/80 12F 45° 3.99 mm/0.16 inch 4.80 mm/0.19 inch 80 cm

REFERINTE

1. Saver JL, Can’u]l D, Thaler DE si colab. Long-term outcomes of patent foramen ovale closure or medical therapy after stroke. N EnglJ Med 2017; 377: 1022-32. 2. Tobis J, Charles A, Silbertson D si colab. Prospective, randomized investigation to evaluate incidence of headache reduction in subjects with
frequent migraine and PFO using the AMPLATZER PFO occluder to medical management. J Am Coll Cardiol 2017; 70:2766-74. 3. Meier B, Kalesan B, Mattle HP si colab. Percutaneous closure of patent foramen ovale in cryptogenic embolism. N EnglJ Med 2013; 368: 1083 - 91.4. Mas J-L, Derumeaux G, Guillon B
sl colab Patent foramen vale closureor anticoagultion vs antiplateles after stroke N Engl/ Med 2017;377:1011-21 s anexa suplimentars. 5. Lee PH,Song)- €. Kim IS i colab, CryptogenicsStroke and High-Risk Patent Foramen Ovale: The DEFENSE-PFO Tria, Journalof the American College of Cardiology
(2018), doi: 10.1016 /j.jacc.2018.02.046. 6. Heinrich P. Mattle, Stefan Evers, David Hildick-Smith si colab. Percutaneous closure of patent in ithaura,a controlled trial, European Heart Journal, volumul 37, publicatia 26, 7 iulie 2016, paginile 2029-2036.7. Pe baza testelor
interne de laborator. Date in dosar la Abbott. 8. Spndergaard L, Kasner SE, Rhodes F si colab. P: lecl v therapy for cryptogenic stroke. N Engl.J Med 2017; 377: 1033-42.

Pentru mai multe informatii despre ocluderul AMPLATZER™ PFO sau despre studiul RESPECT,
contactati reprezentantul dvs. de vanzari Abbott sau vizitati CRYPTOGENICSTROKE.COM.

INDICATII S$I INFORMATII IMPORTANTE DE SIGURANTA

onLY

INDICATII $I UTILIZARE Ocluderul PFO AMPLATZER™ este indicat pentru inchiderea percutanata transcateter a unui foramen ovale patent (PFO) pentru a reduce riscul de accident vascular cerebral ischemic
recurent la pacientii cu varste cuprinse predominant intre 18 si 60 de ani, care au avut un accident vascular cerebral criptogenic din cauza unei presupuse embolii paradoxale, determinat de un neurolog si
cardiolog in urma unei evaluari pentru a exclude cauzele cunoscute ale accidentului vascular cerebral ischemic. CONTRAINDICATII Pacienti cu masa intracardiaca, vegetatie, tumora sau tromb la locul prevazut
pentru implant sau dovezi documentate de tromb venos in vasele prin care se obtine acces la PFO. « Pacientii a cdror vasculatura, prin care se obtine acces la PFO, este inadecvata sa cuprinda dimensiunea
corespunzdtoare de teaca. » Pacientii cu anatomie in care dimensiunea dispozitivului AMPLATZER™ PFO necesard ar interfera cu alte structuri intracardiace sau intravasculare, cum ar fi valvele sau venele
pulmonare. » Pacienti cu alti sursa de sunturi de la dreapta la stanga, inclusiv un defect septal atrial si/sau sept fenestrat. » Pacienti cu endocarditi activa sau alte infectii netratate. AVERTIZARI Pacientii care
prezintd un risc crescut de evenimente tromboembolice venoase trebuie gestionati cu un regim de reducere a riscului tromboembolic dupa inchiderea PFO urménd standardul de ingrijire. « Nu utilizati acest
dispozitiv daca ambalajul steril este deschis sau deteriorat. e Pregatiti-va pentru situatiile care necesita indepartarea percutanata sau chirurgicald a acestui dispozitiv. Aceasta include disponibilitatea unui chirurg.
« Dispozitivele embolizate trebuie indepartate deoarece pot perturba functiile cardiace critice. Nu indepartati un ocluder embolizat prin structurile intracardiace decat dacd ocluderul este complet recapturat in
interiorul unui cateter sau al unei teci. » Pacientii care sunt alergici la nichel pot avea o reactie alergica la acest dispozitiv. ¢ Acest dispozitiv trebuie utilizat numai de citre medici care sunt instruiti in tehnici
standard transcateter. « in timpul plasarii dispozitivului poate fi intalnit un compromis hemodinamic tranzitoriu, care poate necesita inlocuirea lichidelor sau alte medicatii, dupa cum este stabilit de medic. « Nu
eliberati dispozitivul de cablul de livrare daca dispozitivul nu este conform cu configuratia sa originald sau daca pozitia dispozitivului este instabila sau daca dispozitivul interfereaza cu orice structura cardiaca
adiacentd (cum ar fi vena cavd superioara (SVC), vena pulmonard (PV), valva mitrald (VM), sinusul coronarian (CS), aorta (A0)). Daca dispozitivul interfereaza cu o structurd cardiacd adiacentd, recapturati
dispozitivul si relansati. Daca este inca nesatisfacator, recapturati dispozitivul si fie inlocuiti cu un dispozitiv nou, fie trimiteti pacientul la un tratament alternativ. e Asigurati-va ca exista o distanta suficienta de la
PFO pana la radacina aortica sau SVC (definitd de obicei ca 9 mm sau mai mult conform masurarii). ATENTIONARI Siguranta si eficacitatea ocluderului AMPLATZER™ PFO nu a fost stabilitd la pacienti (cu):

e Varsta mai mica de 18 ani sau mai mare de 60 de ani, deoarece inscrierea in studiul pivot (testul RESPECT) a fost limitatd la pacientii cu varsta cuprinsa intre 18 si 60 de ani ¢ O stare de hipercoagulabilitate,
inclusiv cele cu un test pozitiv pentru anticorpi anticardiolipina (IgG sau IgM), anticoagulant lupus, anticorpi beta-2 glicoproteina-1 sau homocisteina plasmatica in repaus alimentar crescuta in mod persistent in
ciuda terapiei medicale ¢ Care nu pot urma terapie antiplachetara ¢ Ateroscleroza sau alte arteriopatii ale vaselor intracraniene si extracraniene asociate cu o stenoza luminald >50% e Angina instabila sau infarct
miocardic acut sau recent (in decurs de 6 luni) « Anevrism sau akinezie ventriculard stinga e Stenozd de valvd mitrala sau insuficienta mitrala severd, indiferent de etiologie » Stenoza de valva aortica (gradient
mediu mai mare de 40 mmHg) sau insuficientd severa a valvei aortice » Vegetatie sau proteza de valva aortica sau mitrald ¢ Placi ale arcului aortic care patrund mai mult de 4 mm in lumenul aortic
 Cardiomiopatie dilatata a ventriculului stang cu fractiune de ejectie ventriculara stanga (FEVS) mai micd de 35% e Fibrilatie atriala cronicd, persistentd sau paroxistica sau flutter atrial « Hipertensiune arteriald
necontrolata sau diabet zaharat necontrolat  Diagnostic de infarct lacunar probabil datorat unui vas mic intrinsec ca eveniment calificat de accident vascular cerebral  Disectie arteriala ca o cauzd a unui accident
vascular cerebral cu indice n de accident vascular cerebral avand rezultat slab (scor Rankin modificat mai mare de 3) ¢ Sarcina la momentul implantului ¢ Insuficienta multipla de organe e Utilizarea in sau inainte
de ultima zi a lunii de expirare imprimata pe eticheta ambalajului produsului.  Acest dispozitiv a fost sterilizat cu oxid de etilena si este de unica folosinta. Nu reutilizati si nu resterilizati acest dispozitiv.
incercirile de resterilizare a acestui dispozitiv pot cauza o defectiune, sterilizare insuficienti sau vitimarea pacientului. ¢ Dispozitivul ocluder AMPLATZER™ PFO consti dintr-un aliaj de nichel-titan, care este in
general considerat sigur. Cu toate acestea, testele in vitro au demonstrat ca din acest dispozitiv se elibereaza nichel timp de cel putin 60 de zile. Pacientii care sunt alergici la nichel pot avea o reactie alergica la
acest dispozitiv, in special cei cu antecedente de alergii la metale. Anumite reactii alergice pot fi grave; pacientii trebuie instruiti sa isi anunte imediat medicii dacd banuiesc ca se confrunta cu o reactie alergica, cum
ar fi dificultati de respiratie sau inflamatie la nivelul fetei sau gatului. Unii pacienti pot dezvolta, de asemenea, o alergie la nichel dacd acest dispozitiv este implantat. e A se pastra intr-un loc uscat. ¢ Sarcind -
Minimizati expunerea la radiatii a fitului si a mamei. « Mame care aldpteaza - Nu a existat o evaluare cantitativa a prezentei de substante care se secreta in laptele matern. EVENIMENTE ADVERSE Evenimentele
adverse potentiale care pot aparea in timpul sau dupa o procedura care utilizeaza acest dispozitiv pot include, dar nu se limiteaza la: Embolie aeriand; Reactie alergica la medicamente; Reactie alergica la colorant;
Reactie alergica la metal: Nitinol (nichel, titan), platind/iridiu, otel inoxidabil (crom, fier, mangan, molibden, nichel); Reactii la anestezie; Apnee; Aritmie; Endocarditd bacteriana; Sdngerare; Leziuni ale plexului
brahial; Perforatie cardiacd; Tamponada cardiacd; Tromb cardiac; Dureri in piept; Embolizare dispozitiv; Eroziune cauzata de dispozitiv; Tromboza venoasa profunda; Moarte; Endocardita; Leziuni ale esofagului;
Febrd; Durere de cap/migrena; Hipertensiune/hipotensiune; Infarct miocardic; Plasarea stimulatorului cardiac langa inchiderea dispozitivului PFO; Palpitatii; Efuziune pericardica; Tamponada pericardica;
Pericarditd; Embolie perifericd; Efuziune pleurald; Embolie pulmonard; Reinterventie pentru indepartare dispozitiv/sunt rezidual; Septicemie; Accident vascular cerebral; Atac ischemic tranzitoriu; Tromby;
Insuficientd valvulara; Leziuni ale locului de acces vascular; Perforare vas.

ATENTIE: Acest produs este destinat utilizarii de catre sau sub indrumarea unui medic. inainte de utilizare, consultati Instructiunile de utilizare din interiorul cutiei
produsului (daca sunt disponibile) sau la manuals.sjm.com pentru informatii mai detaliate despre indicatii, contraindicatii, avertismente, precautii si evenimente adverse.
Abbott Structural Heart

3200 Lakeside Dr., Santa Clara, CA. 95054 SUA, Tel: 1.800.227.9902

™ Indicd o marca inregistrata a grupului de companii Abbott.

+ Indicd o marca comerciald de tertd parte, care apartine proprietarului respectiv
©2018 Abbott. Toate drepturile rezervate SfM-AMPLP-0418-0090 | Articol aprobat numai pentru utilizare in SUA.
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Does not contain
natural rubber
latex components

Does not contain natural rubber latex components / He cbabp»a KOMNOHEHTU OT
ecTtecTBeH rymeH narekc / Ne sadrzi komponente prirodnog gumenog lateksa /
Neobsahuje slozky pfirodniho latexu / Indeholder ikke komponenter af naturlig
gummilatex / Enthalt keine Naturlatex-Komponenten / Agv Trepiéxel e§apTripaTa
atmré Quaiko eAaaTikéd AdTeg / No contiene componentes de latex natural / Ei sisalda
naturaalsest latekskummist komponente / Ei sisélla luonnonkumilateksista
valmistettuja osia / Ne contient pas de composants en latex de caoutchouc
naturel / Ne sadrzi dijelove od lateksa / Nem tartalmaz természetes gumilatexbdl
késziilt alkotéelemeket / Non contiene componenti in lattice di gomma naturale /
MR 2l A MZ o|&F / Néra natiralios gumos latekso komponenty /
Nesatur dabiskas gumijas lateksa komponentus / Bevat geen onderdelen van
natuurlijk rubberlatex / Inneholder ikke komponenter av naturgummilateks / Nie
zawiera elementéw wykonanych z naturalnej gumy lateksowej / Ndo inclui
componentes em latex de borracha natural / Nu contine componente de latex din
cauciuc natural / He cogepXvT HaTypanbHOro natekca unm ero KOMnoHeHToB /
Neobsahuje €asti z prirodnej latexovej gumy / Ne vsebuje sestavnih delov iz
naravnega lateksa / Nuk pérmban pérbérés lateksi t&€ gomés natyrale / Ne sadrzi
komponente od prirodnog gumenog lateksa / Innehaller inga komponenter av
naturgummi / Dogal kauguk lateks bilesenler icermez /| FEEMR ALK RS /

Gl Sa o s 58 Y Jatex dxpk didalhae

Inner diameter / BbTpeweH auametsp / Unutradnji precnik / Vnitini pramér /
Indvendig diameter / Innendurchmesser / Ecwrtepikr| diapeTpog / Didmetro interno /
Sisediameeter / Sisalapimitta / Diamétre interne / Unutarnji promjer / Belsd atméré /
Diametro interno / LI / Vidinis skersmuo / lek$€jais diametrs / Binnendiameter /
Innvendig diameter / Srednica wewnetrzna / Diametro interior / Diametru interior /
BHyTpenHuin guameTp / Vnutorny priemer / Notranji premer / Diametri i brendshém /
Unutrasnji precnik / Innerdiameter / i¢ gap / & / 1101 ,Lay

Outer diameter / BbHweH anametsbp / Vanjski precnik / Vnéjsi primér / Udvendig
diameter / AuRendurchmesser / E§wtepikr didueTpog / Didmetro externo /
Valisdiameeter / Ulkolapimitta / Diameétre externe / Vanjski promjer / Kiilsé atméré /
Diametro esterno / 2|2 / 15orinis skersmuo / Argjais diametrs / Buitendiameter /
Utvendig diameter / Srednica zewnetrzna / Diametro exterior / Diametru exterior /
HapyxHbin gnametp / Vonkajsi priemer / Zunanji premer / Diametri i jashtém /
Spoljni pre¢nik / Ytterdiameter / Dig gap / S ME [ s il Ll
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Length / ObmxuHa / Duzina / Délka / Laengde / Lange / MAkog / Longitud / Pikkus /
Pituus / Longueur / Duljina / Hosszuséag / Lunghezza / 210l / ligis / Garums /
Lengte / Lengde / Dtugo$¢ / Comprimento / Lungime / nuHa / Dizka / DolZina /
Gjatésia / Duzina / Léangd / Uzunluk / & / J skl

Usable length / MonesHa abmxuHa / Upotrebljiva duzina / Vyuzitelna délka /
Brugbar laengde / Nutzbare Lange / Xpnoipotroioipo pikog / Longitud atil /
Toopikkus / Kayttopituus / Longueur utile / Korisna duljina / Hasznos hosszusag /
Lunghezza utile / AH& 7t Z 0] / Tinkamas naudoti ilgis / Lietderigais garums /
Bruikbare lengte / Arbeidslengde / Dtugo$¢ uzytkowa / Comprimento til /
Lungime util& / MonesHas anuHa / VyuZitelna dizka / Uporabna dolZina /

Gjatésia e pérdorur / Korisna duzina / Arbetslangd / Kullanilabilir uzunluk /

A FAKE / alasindl &l J gkl

— S

Recommended delivery sheath dimensions / MpenopbunTenHu pasmepu Ha
MaHLLUOHa 3a BbBexaaHe / Preporuc¢ene dimenzije uvodnice / Doporu¢ené rozmeéry
zavadeéciho pouzdra / Anbefalede dimensioner for indfaringshylster / Empfohlene
MaRe der Einfuhrschleuse / ZuvioTwueveg dilaoTdoelg Brikng rpowbnang /
Dimensiones recomendadas del introductor / Soovitatavad sisestushdilsi
modtmed / Suositellut sisdénviejaholkin mitat / Dimensions recommandées pour la
gaine de pose / Preporu¢ene dimenzije uvodne cjevcice / A bevezetShiively
ajanlott méretei / Dimensioni consigliate per la guaina di introduzione / H& 4{&
%|4* / Rekomenduojami jvedimo movos iSmatavimai / leteiktie ievadidanas
apvalka izméri / Aanbevolen afmetingen plaatsingsschacht / Anbefalte mal for
innfaringshylse / Zalecane wymiary koszulki wprowadzajacej / Dimensdes da
bainha introdutora recomendadas / Dimensiunile recomandate ale tecii de
aplicare / PekomeHayemble pa3mepbl focTaBoYHoOM kancynbl / Odporucéané
rozmery navadzacieho puzdra / Priporo¢ene dimenzije uvajalnega tulca /
Pérmasat e rekomanduara té& mbéshtjelljes / Preporu¢ene dimenzije dopremnog
omotaca / Rekommenderade dimensioner for inféringsskidan / Onerilen tagima
kilifi boyutlar: / HEFREEBE R T / @ sl sl et ciluls

Do not use if package is damaged / [la He ce n3nonaea, ako onakoskaTa e
nospegaeHa / Ne koristiti ako je pakovanje ostec¢eno / Nepouzivejte, je-li baleni
poskozeno / Produktet ma ikke anvendes, hvis pakken er beskadiget / Bei
beschadigter Packung nicht verwenden / Mn xpnoIPOTIOIEITE AV N CUOKEUATTQ EXEI
utrooTei {nuia / No utilice este producto si el envase esta dafiado / Arge kasutage,
kui pakend on vigastatud / Ei saa kayttaa, jos pakkaus on vaurioitunut / Ne pas
utiliser si I'emballage est endommagé / Nemojte upotrebljavati ako je omot
oSteéen / Ne hasznalja, ha a csomagolas sérilt / Non usare se la confezione &
danneggiata / Z&0| £4 & Z< AH&3HX| 0t& A2 / Nenaudoti, jei pakuoté yra
pazeista / Nelietot, ja iepakojums ir bojats / Niet gebruiken als de verpakking is
beschadigd / Ma ikke brukes hvis pakken er skadet / Nie uzywac, jezeli
opakowanie jest uszkodzone / N&o usar se a embalagem estiver danificada /
Nu utilizati daca ambalajul este deteriorat / He ncnonb3osatb, ecnu ynakoska
nospexaeHa / Nepouzivajte, ak je obal poSkodeny / Ne uporabljajte, ¢e je
embalaza poskodovana / Mos e pérdorni nése éshté démtuar ambalazhi /
Ne koristiti ako je pakovanje oSte¢eno / Far ej anvandas om férpackningen ar
skadad /Ambalaj hasar gérmisse kullanmayin / 1R IEEHH , EREER /
A5 5 gaall S 1) Al i
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Package contains 1 item / OnakoBkata cbabpxa 1 aptukyn / Pakovanje sadrzi
jednu stavku / Baleni obsahuje 1 polozku / Pakken indeholder 1 genstand /
Packung enthalt: 1 Stiick / To Trakéto Trepiéxel 1 oToixeio / El paquete contiene
1 articulo / Pakend sisaldab 1 seadet / Pakkaus siséltda 1 nimikkeen / 1 article par
emballage / Pakiranje sadrzi 1 artikal / A csomagolas 1 tételt tartalmaz / Pakuotéje
yra 1 dalis / Z&oll 1 7}X| Z5 Z &/ La confezione contiene 1 articolo /
Lepakojuma 1 vieniba / De verpakking bevat 1 item / Pakken inneholder 1 artikkel /
Opakowanie zawiera 1 sztuke / A embalagem contém 1 item / Ambalajul contine 1
element / YnakoBka copepxut 1 ea. npoaykuuu / Balenie obsahuje 1 kus /
Pakiranje vsebuje 1 artikel / Paketa pérmban 1 artikull / Pakovanje sadrzi 1 artikal /
Férpackningen innehaller 1 produkt / Ambalajda 1 Griin bulunmaktadir / 1 8% /
e bgrell sgios

Ay o

PFO Occluder

PFO Occluder / YcTpoiicTBo 3a 3aTBapsiHe Ha nepcucTupall popameH oBarne
(PFO) / Okluder za otvor izmedu pretklijetki / Okludér otevieného foramen ovale
(PFO) / PFO-okklusionsanordning / PFO-Okkluder / Zuokeur amré@pagng avoiktod
woeldoug Tpriparog (PFO) / Oclusor de FOP / Ovaalmulgu sulgur / Avoimen
soikean aukon sulkija / Dispositif d'occlusion de PFO / Okluder za zatvaranje
otvora izmedu pretklijetki (PFO) / Nyitott foramen ovalét elzaré eszkdz / Occlusore
per FOP / ted = 70 = H A4 7| / AOA okliuderis / AOA nosprostotajs / PFO-
occluder / PFO-lukkeanordning / Korek do zamykania droznego otworu owalnego
(PFO) / Dispositivo de oclusdo do FOP / Dispozitiv de inchidere de FOP /
Okkniofep oTKpbITOro osanbHoro okHa / Okluzor otvoreného foramen ovale /
Zapiralo OO0 / Okludues PFO / Okluder za PFO / Anordning for slutning av
dppetstaende foramen ovale / PFO okliider / SR[FEFLAH] (PFO) Ef452% /

Aa sidall 4y gaand) A 32l
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Federal law (USA) restricts this device to sale by or on the order of a physician
(or properly licensed practitioner). / Cnopen hefepanHoTo 3akoHo4aTENCTBO
(Ha CALL) npopaxbata Ha ToBa YCTPOWCTBO MOXeE Aa CTaHe caMo Mo Nopbyka
Ha Nnekap (Unn Ha CbOTBETHO NLEH3NPaH 3apaBeH paboTHuK). / Savezni zakon
(SAD) ograni¢ava prodaju ovog uredaja samo liekaru ili po narudzbi ljekara (ili
liekara prakti¢ara sa ispravnom licencom). / Federalni zakon (USA) povoluje
prodej tohoto zafizeni jen na objednavku lékafe (nebo zdravotnika s nalezitou
licenci). / Ifalge amerikansk lovgivning (USA) ma denne anordning kun szelges af
eller efter ordinering af en leege (eller andet autoriseret sundhedspersonale). /
Nach US-amerikanischem Recht darf dieses Produkt nur auf &rztliche Anordnung
(oder auf Anordnung eines lizenzierten with Mediziners) verkauft werden. / H
opooTrovdiakr vopobeoia Twv H.M.A. Trepiopiel TNV TTWANGN TNG GUOKEUNG AUTAG
po6vo atrd 1aTpd ) KAToTTIV EVTOANG 1aTPOU (1) EVTETAAPEVOU ETTAYYEAPATIO TOU TOUEQ
uyeiag). / La ley federal de los Estados Unidos permite la venta de este dispositivo
unicamente a médicos o bajo prescripcion facultativa (o de un profesional
debidamente autorizado). / Ameerika Uhendriikide foderaalseadused lubavad
kaesolevat toodet miita ainult arsti (voi litsentseeritud isiku) tellimusel voi loal. /
Yhdysvaltain liittovaltion lain mukaan tdman laitteen saa myyda vain laakari tai
|aakarin maarayksesta. / La loi fédérale (des Etats-Unis) limite la vente de ce
dispositif aux médecins (ou aux praticiens titulaires d’une licence) ou sur
ordonnance médicale. / Savezni zakon (USA) ograni¢ava prodaju ove naprave
samo lijecniku ili po narudzbi lijeénika (ili prakticara s ispravnim odobrenjem). /
Az Amerikai Egyesiilt Allamok szdvetségi térvényei értelmében az eszkdz csak
szakorvos (vagy megfelel6 engedéllyel rendelkezd orvos) altal vagy rendelvényére
értékesithetd. / Le leggi federali statunitensi limitano la vendita di questo
dispositivo a medici o a personale qualificato oppure in possesso di prescrizione
medica. / A HE (0|=)2 0| 7|7|1& 2fAHEE MESH5{7tE w2 o 7el) 7t
2 EofstAHLE ol Ate] X|Alol of s M Bt Erof g 4= AE S M SR, /
Federalinis jstatymas (JAV) leidZia pardavinéti Siuos jtaisus tik gydytojams (ar
tinkamai licencijuotiems praktikams) arba jy nurodymu. / Saskana ar ASV federalo
likumu 3o ierici drikst pardot tikai arstiem un atbilstosi licencétiem medicinas
darbiniekiem vai abu minéto kategoriju pilnvarotam personam. / Volgens de
Amerikaanse wetgeving mag dit hulpmiddel alleen door of op voorschrift van een
arts (of gediplomeerd beoefenaar van de geneeskunde) worden verkocht. /
Faderal lov (i USA) begrenser salg av dette utstyret til lege eller etter forordning fra
lege (eller kvalifisert helsepersonell). / Prawo federalne (USA) dopuszcza
sprzedaz tego urzadzenia wytacznie przez lekarza lub na jego polecenie (lub
posiadajgcego odpowiednie uprawnienia pracownika stuzby zdrowia). / A lei
federal dos E.U.A. limita a venda deste dispositivo a médicos ou sob receita
destes (ou profissional paramédico devidamente licenciado). / Legile federale
(SUA) permit vanzarea acestui dispozitiv numai cu sau pe baza de reteta eliberata
de medic (sau alt specialist cu licenta adecvata). / B cootBeTcTBUM C
denepanbHbiM 3akoHom CLUA npogaxa AaHHOro ycTponcTsa paspeluaercs
TOMbKO Bpayy (Mnu MpakTUKYHOLLEMY Bpady C COOTBETCTBYIOLLEN NULIEH3NEN) Nnn
no ero npeanucanuio. / Federalny zakon (USA) povoluje predaj tohto zariadenia
lekarom alebo na objednavku od lekara (alebo riadne registrovaného
zdravotnickeho pracovnika). / Zvezni zakon (ZDA) omejuje prodajo tega
pripomocka samo zdravnikom ali po narocilu zdravnika (oz. strokovne osebe s
primerno licenco). / Ligji federal (SHBA) parashikon shitjen e késaj pajisjeje vetém
nga njé mjek apo me rekomandim nga mjeku (apo praktikanti i licencuar). /
Americki federalni zakon ograniava prodaju ovog uredaja tako da se vrsi od
strane ili na recept lekara (ili zdravstvenog radnika sa odgovarajuéom licencom). /
Enligt amerikansk federal lag far denna anordning endast séljas av eller pa order
av lakare (eller behorig legitimerad sjukvardspersonal). / Bu cihazin satigi, ABD
federal yasalarina gére sadece hekimlerce (ya da uygun ruhsatli pratisyenlerce)
veya onlarin emri uyarinca yapilabilir. / ZEBFEERENZRRERESE
(FEBELHBHESAR) HEXEERBHE. /
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AMPLATZER™ Patent Foramen Ovale Occluder

ro: Instructiuni pentru utilizare

Descrierea dispozitivului

AMPLATZER™ PFO Occluder este un dispozitiv de inchidere cu disc dublu autoexpandant
din burete de nitinol. Cele 2 discuri sunt legate impreuna printr-un corsaj scurt de
interconectare care permite fiecarui disc sa se miste liber. Pentru a-i mari capacitatea de
inchidere, dispozitivul este umplut cu o tesatura de poliester cusuta ferm de fiecare disc cu
un fir de poliester.

Dispozitivele AMPLATZER™ PFO Occluder si AMPLATZER™ Delivery System sunt
ambalate separat.

Pentru mai multe informatii despre dispozitivul de inchidere, consultati ilustratiile si tabelele
de pe coperta plianta de la sfarsit. Dimensiunile dispozitivului de inchidere sunt date in

tabelul T1.
Tabelul T1 Figura F1 A Figura F1 B
C. Disc atrial drept Atriul stang Atriul stang
D. Disc atrial stang Defect la aorta VCI (vena cava inferioara)
Atriul drept Defect la VCS
R&déacina aortei VCS (vena cava superioard)
Atriul drept

Indicatii si utilizare

AMPLATZER™ PFO Occluder este un dispozitiv de ocluzionare transcutanata prin
cateterism, destinat inchiderii tuturor tipurilor de foramen ovale patent (respectiv cele clasice,
cat si cele cu anevrism al septului) la pacientii cu anamneza de atac sau atacuri ischemice
tranzitorii (AIT) diagnosticate prin ecocardiografie cu sunt dreapta-stanga in timpul manevrei
Valsalva.

Contraindicatii
« Prezenta trombului in locul avut in vedere pentru implant sau dovada documentata a
trombului venos in vasele prin care se realizeaza accesul la defect.

Endocardita acuta sau alte infectii generatoare de bacteremie.

Pacientii a caror retea vasculara prin care se realizeaza accesul la defect este
inadecvata pentru a gazdui teaca cu dimensiunea corespunzatoare.

Anatomii la care dimensiunea ceruta a dispozitivului AMPLATZER™ PFO ar
interactiona cu alte structuri intracardiace sau intravasculare, precum valvulele sau
venele pulmonare.

Pacientii care nu suporta terapia antiplachetara/anticoagulare.
Pacientii cu stari de hipercoagulare cunoscute.
Pacientii cu conglomerate sau vegetatii intracardiace, tromb sau tumoare.

Avertismente

« Pacientii care au alergie la nichel pot avea reactii alergice la acest dispozitiv.

« Acest dispozitiv trebuie utilizat numai de medici care au fost instruiti in tehnicile de
cateterism. Medicul trebuie sa determine care pacienti sunt candidati adecvati pentru
procedurile care utilizeaza acest dispozitiv.

Medicii trebuie sa fie pregatiti pentru a aborda situatiile urgente care necesita
indepartarea dispozitivelor embolizate care au drept rezultat un risc hemodinamic critic.
Aceasta include disponibilitatea unui chirurg la fata locului.

Dispozitivele embolizate trebuie indepartate intrucat ele pot deregla functii cardiace
critice. Dispozitivele embolizate nu trebuie retrase prin structurile intracardiace decat
daca au fost stranse corespunzator in interiorul tecii.
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« A nu se utiliza atunci cand bariera sterila a fost cat de putin compromisa.

Tn timpul pozitionérii dispozitivului se poate produce colapsul hemodinamic tranzitoriu,
care poate necesita substitutia lichidiana sau alte tratamente medicamentoase conform
deciziei doctorului.

Nu eliberati dispozitivul AMPLATZER™ PFO Occluder de pe cablul de aplicare daca
dispozitivul nu este conform configuratiei sale originale sau daca pozitia dispozitivului
este instabild. Recuperati dispozitivul si reamplasati-l. Daca pozitia este tot
nesatisfacatoare, recuperati dispozitivul si inlocuiti-l cu un dispozitiv nou.

Daca dispozitivul vine in contact cu peretele atrial liber sau cu oricare structura
cardiaca, recuperati-l si inlocuiti-l cu un dispozitiv mai mic, daca e disponibil sau
abandonati procedeul.

* Nu implantati dispozitivul AMPLATZER™ PFO Occluder daca distanta de la FOP la
radacina aortei sau VCS este mai mica de 9 mm (masurata prin ecografie).

A se utiliza in sau Tnaintea ultimei zile a lunii de expirare inscrisa pe cutia produsului.

* A se pastra intr-un loc uscat.

Nu folositi dispozitivul daca bariera sterila a ambalajului este deschisa sau deteriorata.
Dispozitivul este sterilizat cu oxid de etilena si este numai pentru unica folosinta. A nu
se reutiliza sau resteriliza. Incercarile de resterilizare a dispozitivului pot cauza
functionarea defectuoasa a dispozitivului, sterilizarea neadecvata sau lezarea
pacientului.

Precautii
Selectia dimensiunii dispozitivului

« Ecocardiografia transesofagiana (TEE) sau ecocardiografia intracardiaca (ICE) este
necesara pentru a masura distanta de la defect la radacina aortei si distanta de la
defect la orificiul venei cave superioare.
Dimensionati defectul astfel incat raza discului atrial drept sa nu depaseasca cea mai
mica din cele doua masuratori, cu exceptia cazului unui anevrism septal atrial, unde
trebuie luata in considerare plasarea unui dispozitiv de inchidere mai mare in efortul de
a acoperi anevrismul. Consultati sectiunea Selectia dispozitivului.
Elemente privind procedura
Se recomanda inceperea administrarii de aspirina (3—5 mg/kg/zi) (sau un antiplachetar/
anticoagulant alternativ daca pacientul are intoleranta fata de aspirina) cu cel putin
24 ore inainte de procedura.
Antibioticele trebuie administrate perioperator.

Pacientii trebuie sa fie complet heparinizati pe toata durata procedurii, utilizand un dozaj
adecvat astfel incat sa se mentind ACT (timpul activat de coagulare) mai mare de 200.
Ecocardiografia transesofagiana (TEE) sau ecocardiografia intracardiaca (ICE) este
necesara ca element ajutator in plasarea dispozitivului AMPLATZER™ PFO Occluder.
Daca este utilizata TEE, anatomia esofagiana a pacientului trebuie sa fie adecvata plasarii
si manipularii sondei TEE.

Tn timpul pozitionérii dispozitivului este utilizat ghidajul fluoroscopic cu raze X. Beneficiile
potentiale ale acestei tehnici trebuie cantarite in lumina riscului de expunere crescuta la
radiatii a pacientelor insarcinate.

Nu eliberati dispozitivul AMPLATZER™ PFO Occluder de pe cablul de aplicare daca
dispozitivul nu este conform configuratiei originale sau daca pozitia dispozitivului este
instabild. Recuperati dispozitivul si reamplasati-l. Daca pozitia este tot nesatisfacatoare,
recuperati dispozitivul si Tnlocuiti-l cu un dispozitiv nou.

« Trebuie avut grija ca sub partea atriald dreapta a dispozitivului sa nu se stranguleze
retelele atriale drepte Chiari sau valvulele mari ale venei cave inferioare.

Dupa implant
« Pacientii trebuie sa ia masuri corespunzatoare de profilaxie a endocarditei timp de 6

luni de la implantarea dispozitivului. Decizia de a continua profilaxia endocarditei mai
mult de 6 luni este la discretia medicului.
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« Pacientii trebuie supusi unei terapii cu antiplachetare/anticoagulante, precum aspirina,
timp de 6 luni dupa implant. Decizia de a continua terapia antiplachetara/anticoagulare
mai mult de 6 luni este la discretia medicului.

« Daca se identifica un tromb pe partea stanga, pacientul trebuie evaluat pentru o stare
de hipercoagulabilitate si trebuie initiata administrarea unei terapii anticoagulante
agresive. Daca pacientul nu reactioneaza la terapia anticoagulanta trebuie luata in
considerare tromboliza si inlaturarea chirurgicala.

* Nepericulos la RM (rezonanta magnetica)

- Prin testare neclinica s-a dovedit ca dispozitivul AMPLATZER™ PFO Occluder nu
este periculos in imagistica de rezonanta magnetica (RM) la intensitati ale
campului de pana la 3,0 Tesla cu o ratd maxima de absorbtie pe media intregului
corp (SAR) de 3,83 W/kg la 1,5 Tesla si 5,57 W/kg la 5,0 Tesla pentru o expunere
de 20 de minute la un B1 de 118 pT. Dispozitivul AMPLATZER™ PFO Occluder
nu trebuie sa migreze in acest mediu RM. Nu au fost efectuate teste neclinice
pentru a elimina posibilitatea migratiei la intensitati ale cAmpului mai mari de 3,0
Tesla.

n aceasta testare, dispozitivul a produs o crestere de temperaturd de 1,1 °C la
1,5 Tesla side la 1,6 °C la 5,0 Tesla.

Imaginea RM poate fi compromisa daca aria de interes este in exact aceeasi zona
sau relativ aproape de pozitia dispozitivului.

Reactii adverse
Pozitionarea dispozitivului AMPLATZER™ PFO Occluder implica utilizarea unor tehnici
standard de interventie prin cateterism cardiac. Reactjile posibile specifice pozitionarii
dispozitivului includ, dar nu se limiteaza la: embolus gazos, reactie alergica la colorant,
reactie alergica la medicament, reactie la anestezie, apnee, aritmie, endocardita bacteriana,
hemoragie, lezare a plexului brahial, perforatie cardiaca, tamponada cardiaca, durere
toracica, deces, embolizarea dispozitivului, eroziunea dispozitivului, febra, hipertensiune/
hipotensiune, infarct miocardic, plasare de stimulator cardiac in subsidiar cu inchiderea cu
dispozitiv FOP, palpitatii, efuziune pericardica, embolie periferica, revarsare pleurala,
repetarea interventiei pentru indepartarea dispozitivului, atac, trombus, atac ischemic
tranzitoriu, regurgitare valvulara, lezare la locul de acces vascular.
« Reactji adverse observate
- In faza | a studiului din S.U.A. s-a determinat ca urmétoarele reactii adverse au
fost cu certitudine, probabil sau posibil legate de dispozitiv sau de procedura.
Douazeci si sase (26) dintre cei 77 de pacienti care au primit un dispozitiv au
raportat 37 de reactii adverse: aritmii cardiace (9), fibrilatie atriala (5), simptome
cardiovasculare (5), palpitatii (4), hematom/pseudoanevrism (3), fistula
arteriovenoasa (2), infectii, inclusiv endocardita (2), simptome neurologice (2),
efuziune pericardica (2), dureri inghinale (1), dureri toracice (1), reactie alergica la
medicament (1).

Instructiuni pentru utilizare

AMPLATZER™ Delivery System

AMPLATZER™ Delivery System include:

« Teaca de aplicare cu adaptor Touhy-Borst — utilizat pentru a aplica dispozitivul.
« Dilatator — utilizat pentru a usura penetrarea tesutului.

« Incarctor — utilizat pentru a introduce dispozitivul AMPLATZER™ PFO Occluder in teaca
de aplicare.

« Menghina din plastic — faciliteaza controlul directional si serveste ca ,maner* pentru
deconectarea (desurubarea) cablului de aplicare de pe dispozitiv.

« Cablu de aplicare — dispozitivul este insurubat pe varful distal al cablului de aplicare, ceea
ce permite plasarea (si, daca este necesar, recuperarea) dispozitivului.
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Selectia dispozitivului
Efectuati doua masuratori liniare prin TEE* sau ICE dupa cum este prezentat mai jos:

» Distanta de la defect la radacina aortei in sectiune de 30 de grade (interval de O la
45 grade pentru a vizualiza radacina aortei din fata); si

+ Distanta de la defect la orificiul venei cave superioare (VCS) in sectiune bicavala de
90 de grade (interval de 80 la 125 grade pentru a reduce la minim eroarea de perspectiva
a VCS). Dimensionati dispozitivul astfel incat raza discului atrial drept sa nu depaseasca
cea mai mica din cele doua masuratori, cu exceptia cazului unui anevrism septal atrial,
unde trebuie luata in considerare plasarea unui dispozitiv de inchidere mai mare in efortul
de a acoperi anevrismul (a se vedea tabelul de mai jos). Verificati circulatia din VCS, VCI
si din sinusul coronar dupa amplasarea dispozitivului, dar inainte de desprindere.
(Consultati figura F1).

* Daca TEE nu poate localiza clar defectul, plasati un cablu prin foramen ovale patent pentru
a ajuta la localizarea defectului.

Distanta cea mai scurta de la defect la radacina . ) % oo " .

aortei, sau distanta de la defect la orificiul venei cave Dimensiunea propusa a dispozitivului
; AMPLATZER™ PFO Occluder (mm)

superioare (mm)

Mai mare sau egal cu 17,5 35

15,0-17,4 30

12,5-149 25

9-12,4 18

mai putin de 9 Nu implantati dispozitivul

AVERTISMENT: Nu implantati dispozitivul daca distanta de la foramen ovale patent
la radacina aortei sau VCS este mai mica de 9 mm (masurata prin ecografie).

Instructiuni pentru utilizare

Pacientji trebuie sa fie complet heparinizati pe toata durata procedurii, utilizand un dozaj
adecvat astfel incat sa se mentina ACT (timpul activat de coagulare) mai mare de 200.
Dupa punctja transcutanata a venei femurale, treceti un cateter de diagnosticare prin
foramen ovale patent in atriul stang si introduceti un cablu de ghidare de pasaj cu varf,J” in
atriul stang.

Consultati sectiunea Selectia dispozitivului.

Treceti cablul de aplicare prin incarcator si ingurubati dispozitivul pe cablul de aplicare.
Odata ce dispozitivul este cuplat ferm la cablu, imersatj dispozitivul si incarcatorul in solutie
salina si trageti dispozitivul in incarcator.

Scoateti cateterul Iasand cablul de ghidare in loc.

Introduceti dilatatorul in teaca de aplicare si fixati la teaca cu mecanismul de blocare.
Introduceti ansamblul dilatator/teaca de aplicare. Odata ce teaca de aplicare ajunge la vena
cava inferioard, scoateti dilatatorul pentru a permite refluxului sanguin sa elimine tot aerul
din sistem.

Conectati supapa de hemostaza si spalati cu o seringa inainte de intrarea in atriul
stang.

Avansati teaca peste cablul de ghidare prin foramen ovale patent si in atriul stang.
Pozitia corecta a tecii de aplicare este verificata prin injectarea unui mediu de contrast
n scop de testare. Odata ajunsa in pozitie satisfacatoare, scoateti cablul de ghidare si
spalati teaca cu solutie salina.

Introduceti dispozitivul de incarcare la teaca de aplicare. Avansati dispozitivul in teaca
impingand (fara rotatie) cablul de aplicare.

Sub ghidaj fluoroscopic si ecocardiografic, amplasati discul atrial stang tragand energic
fatd de septul atrial, ceea ce poate fi simtit si observat prin ecocardiografie.
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« Tragand usor de cablul de aplicare, trageti teaca inapoi si amplasati discul atrial drept.
Asigurati pozitia fixa peste foramen ovale patent, care poate fi observata prin
ecocardiografie.

Confirmati pozitionarea corecta. Avansati teaca aproape de discul atrial drept si
administrati o injectie de mediu de contrast pentru a confirma pozitia corecta.

AVERTISMENT: Trebuie efectuata o evaluare atenta a muchiei dispozitivului de-a
lungul peretelui atrial liber prin ecocardiografie si angiografie. Daca dispozitivul este
n contact cu peretele atrial liber, dispozitivul trebuie indepartat si inlocuit cu unul
mai mic, daca este disponibil, sau procedura trebuie abandonata.

Eliberati dispozitivul. Cuplati menghina din plastic la cablul de aplicare, strangeti
surubul si desurubati dispozitivul de pe cablu rotind cablul in sens opus acelor de
ceasornic (indicat de ségeata de pe menghina). In cazul putin probabil ca acest lucru
nu este posibil, teaca poate fi avansata fata de discul atrial drept pentru a fixa
dispozitivul, ceea ce faciliteaza desprinderea.

AVERTISMENT: Nu eliberatj dispozitivul AMPLATZER™ PFO Occluder de pe cablul de
aplicare daca dispozitivul nu este conform configuratiei sale originale sau daca pozitia
dispozitivului este instabila. Recuperati dispozitivul si reamplasati-l. Daca pozitia este tot
nesatisfacatoare, recuperati dispozitivul si inlocuitj-l cu un dispozitiv nou.

Instructiuni post-interventie
« Accesati www.amplatzer.com/templDcard pentru a tipari o cartela temporara de
identificare a pacientului. Completati aceasta cartela si dati-o pacientului.
« Daca pacientul doreste sa primeasca o cartela permanenta de identificare a

pacientului, completati formularul de inregistrare a implantului si trimiteti formularul
completat la AGA Medical.

Debarasarea

« Cutia si instructiunile pentru utilizare sunt reciclabile. Debarasati-va de toate materialele
de ambalare dupa caz.

« Dispozitivele pot fi returnate la AGA Medical pentru debarasare. Contactati
reprezentantul AGA Medical sau trimiteti un e-mail la returns@ampltzer.com pentru
instructiuni.

« Dispozitivele pot fi debarasate urmand procedurile standard pentru deseuri solide cu
risc biologic.

Garantie

AGA Medical Corporation garanteaza cumparatorului ca pentru o perioada egala cu durata
utila validata a produsului, acest produs corespunde specificatiilor produsului stabilite de
fabricant cand este utilizat in conformitate cu instructiunile pentru utilizare ale fabricantului si
este lipsit de defecte materiale si de executie. Obligatia AGA Medical Corporation conform
acestei garantii se limiteaza la inlocuirea sau remedierea, dupa optiunea sa, la fabrica sa, a
acestui produs daca este returnat in interiorul perioadei de garantie la AGA Medical
Corporation si dupa ce s-a confirmat de catre fabricant ca este defect.

CU EXCEPTIA CELOR STIPULATE EXPRES IN ACEASTA GARANTIE, AGA MEDICAL
CORPORATION DECLINA ORICE DECLARATIE SAU GARANTIE DE ORICE FEL,
EXPRESA SAU IMPLICITA, INCLUSIV ORICE GARANTIE PRIVIND VANDABILITATEA
SAU ADECVAREA PENTRU VREUN ANUMIT SCOP.

Pentru informatii suplimentare consultati termenii si conditiile de vanzare.
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AMPLATZER™
PFO OCCLUDER

INDICATII DE UTILIZARE

Amplatzer™ PFO Occluder este un dispozitiv de ocluzie percutanat,
transcateter, destinat sd inchida toate tipurile de PFO (adica cele clasice,
precum si cele cu anevrism de sept) la pacientii cu antecedente de accident
vascular cerebral sau atacuri ischemice tranzitorii (TIA) diagnosticati prin
ecocardiografie cu sunt de la dreapta la stanga In timpul manevrei Valsalva.

INFORMATII DISPOZITIV

Informatii conditionale MR
Prin teste non-clinice, Amplatzer™ PFO Occluder s-a dovedit a fi MR
Conditional. Poate fi scanat In sigurantd In urmatoarele conditii:

e Camp magnetic static de 1,5 Tesla sau 3,0 Tesla

e Camp de gradient spatial mai mic sau egal cu 30 T/m

» Rata maximad de absorbtie specifica (SAR) medie pentru intregul corp de 2,0
W/kg (mod de functionare normal) pentru 15 minute de scanare

in testele non-clinice, dispozitivul Amplatzer™ PFO Occluder a produs o
crestere a temperaturii mai mica sau egala cu 1,79 ° C la o rata de absorbtie
specifica (SAR) medie de 3,4 W/kg pentru 15 minute de MR, scanarea intr-
un sistem MR de 3,0 Tesla (Siemenst MAGNETOM Triot, SYNGO+ MR A35
4VA35A software, Erlangen, Germany).

in testele non-clinice, dispozitivul Amplatzer™ PFO Occluder a produs o
crestere a temperaturii mai mica sau egald cu 1,61 ° Cla o ratd de absorbtie
specifica (SAR) medie pentru intregul corp maxim de 2,9 W/kg pentru 15
minute de scanare RM intr-un Sistem MR de 1,5 Tesla (Siemen#
MAGNETOM Espree#, SYNGO+ MR B17 software, Erlangen, Germany).

Calitatea imaginii RM poate fi compromisa daca zona de interes este in aceeasi

zona sau relativ aproape de pozitia dispozitivului. Prin urmare, poate fi
necesar sa se optimizeze parametrii imagistici RM in prezenta acestui implant.

INFORMATE FARA LATEX

Aceste produse Amplatzer™ nu sunt fabricate cu latex de cauciuc natural.

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



Amplatzer™ PFO Occluder

Model/Numar Diametru disc atrial drept  Diametru disc atrial stdng Dimensiune recomandata
de comanda A B Sistem de livrare
9-PF0-018 18 mm 18 mm 8 F; 45° curve
9-PF0-025 25 mm 18 mm 8 F; 45° curve
9-PF0-030 30 mm 30 mm 8 F; 45° curve
9-PF0-035 35 mm 25 mm 9 F; 45° curve

SISTEM DE LIVRARE

Sistem de livrare intravascular Amplatzer™ Trevisio™

Model/Numar de comanda Dimensiune teacd Unghi varf Diametru interior teaca Diametru exterior teacd Lungime utilizabila
9-ATVO08F45/80 8F 45 2.69 mm 3.45 mm 80 cm
9-ATV09F45/80 9F 45 3.00 mm 3.81 mm 80 cm

Amplatzer™ Guidewire
Model/Numar de comanda Diametru Corp Descriere varf Lungime utilizabila
9-GW-002 0.035 inch Super Stiff 1.5 mm, Modified J-tip 260 cm

GHID DIMENSIONARE DISPOZITIV

Cea mai scurta distanti de la defect la radacina aortica sau distanta

g . . Dimesiune recomandata Amplatzer™ PFO Occluder size (mm)
de la defect la orificiul venei cave superioare (mm)

Mai mare sau egal cu 17.5 35
15.0-17.4 30
12.5-14.9 25
9-12.4 18
Mai mic 9 Nu implantati dispozitivul

AVERTIZARE: Nu implantati un dispozitiv daca distanta de la PFO la rddécina aorticad sau SVC este mai micd de 9 mm (mdsurata prin eco).

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



AVERTIZARE: Acest produs este destinat utilizarii de catre sau sub indrumarea unui medic.

Inainte de utilizare, consultati Instructiunile de utilizare, in interiorul cutiei produsului (daci este disponibil) sau
la eifu.abbottvascular.com sau la medical. abbott/manuale pentru informatii mai detaliate despre indicatii,
contraindicatii, avertismente, precautii si evenimente adverse.

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

Ilustratiile sunt doar reprezentdri ale artistilor si nu trebuie considerate desene sau fotografii de inginerie.

Abbott

Park Lane, Culliganlaan 2b, 1831 Diegem, Belgium, Tel: +322 714 1411
www.cardiovascular.abbott

™ Indicates a trademark of the Abbott group of companies.

F Indicates a third party trademark, which is property of its respective owner.

© 2020 Abbott. All Rights Reserved. MAT-2003588 v1.0 | Item approved for Global OUS use only
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AMPLATZER™ TALISMAN™
PFO OCCLUDER

INDICATII DE UTILIZARE

Amplatzer™ Talisman™ PFO Occluder este indicat pentru inchiderea
percutanata transcateter a unui patent foramen ovale (PFO) pentru a reduce
riscul de accident vascular cerebral ischemic recurent la pacientii care au
avut un accident vascular cerebral ischemic din cauza unei presupuse
embolii paradoxale

INFORMATII DISPOZITIV

Informatii conditionale MR

Testele non-clinice au demonstrat cd Amplatzer™ Talisman™ PFO

Occluder este MR conditionata. Un pacient cu Amplatzer™

Talisman™ PFO Occluder poate fi scanat in siguranta intr-un sistem

MR in urmatoarele conditii:

« Camp magnetic static de 1,5 Tesla (1,5T) sau 3,0 Tesla (3,0T)

* Camp de gradient spatial maxim de 19 T/m (1900 G/cm).

 Sistemul RM maxim raportat, rata de absorbtie specifica (SAR)
medie pentru Tntregul corp de 2,0 W/kg (mod normal de
functionare)

In conditiile de scanare definite mai sus, este de asteptat ca
dispozitivul sa produca o crestere maxima a temperaturii mai mica
sau egala cu 3°C dupa 15 minute de scanare continua.

Tn testele non-clinice, artefactul de imagine cauzat de dispozitiv se extinde
la aproximativ 16 mm de Amplatzer™ Talisman™ PFO Occluder atunci
cand este fotografiat cu o secventd de impulsuri de ecou gradient intr-un
sistem MR 3.0T.

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



DIMENSIUNEA S| SELECTAREA DISPOZITIVELOR

Amplatzer™ Talisman™ PFO Occluder

Model/Numdr de Diametru disc atrial drept ~ Diametru disc atrial stdng Dimensiune recomandatd
comanda A B Sistem de livrare
9-PFO-1818 18 mm 18 mm 8 F; 45° curve
9-PFO-2518 25 mm 18 mm 8 F; 45° curve
9-PFO-3025 30 mm 25 mm 9 F; 45° curve
9-PFO-3525 35mm 25 mm 9 F; 45° curve

SISTEM DE LIVRARE

Sistem de livare Amplatzer™ Talisman™

Model/Numdr de comanda Dimensiune teacd Unghi varf Diametru interior teaca Diametru exterior teacd Lungime utilizabild
9-TDS-08F45-80 8F 45° 2.69 mm 3.45mm 80 cm
9-TDS-09F45-80 9F 45° 3.00 mm 3.81mm 80 cm

Amplatzer™ Guidewire
Model/Numar de comandd Diametru Corp Descriere varf Lungime utilizabild
9-GW-002 0.035 inch Super Stiff 1.5 mm, Modified J-tip 260 cm

GHID DIMENSIONARE DISPOZITIVE

Morfologia PFO Exemplu de caracteristici anatomice Dimensiune recomandatd Amplatzer™
Talisman™ PFO Occluder (mm)

PFO simplu sau PFO cu un ASA neprominent 1. Absenta ASA, tunel lung si sept secundum 25

PFO unde o pozitie sigura a dispozitivului ingrosat

si inchiderea eficientd a PFO-ului poate fi 2. ASA neproeminentd (<20 mm abatere totala) fara

realizatd atunci cand se utilizeaza tunel lung (= 10 mm lungime) si fard sept secundum

dispozitiv cu dimensiunea de 25 mm ingrosat (>10 mm grosime)

Complex PFO 1. ASA (= 10 mm abatere) cu tunel lung (>

PFO cu una sau mai multe 10 mm lungime) 300r 35

caracteristici anatomice care pot 2. ASA (abatere > 10 mm) cu sept secundum

complica capacitatea de a obtine o ingrosat (= 10 mm grosime)

pozitie sigurd a dispozitivului si o 3. ASA proeminent cu mobilitate excesiva

inchidere eficientd a PFO atunci cand (= 20 mm abatere totals)

s utili_zs:azé fiimensiunea 4. Hipertrofia lipomatoasa a septului secundum

dispozitivului de 25 mm (= 15 mm grosime)

PFO cu anatomie mica 1. Lungimea septului primum < 20 mm 18

Anatomie nu este adecvata pentru
dimensiunea dispozitivului de 25 mm din
cauza interferentei cu structurile cardiace
adiacente

Nota: Evaluati pozitia dispozitivului dupa deschidere, dar inainte de detasare. Utilizati ecocardiografia pentru a va asigura ca dispozitivul nu afecteaza
peretele atrial liber sau radacina aortica. Daca dispozitivul interfereaza cu o structura cardiaca adiacenta (cum ar fi peretele atrial liber sau radacina
aorticd), recapturati dispozitivul si reinstalati. Daca pozitia dispozitivului rimane nesatisfacatoare, recapturati dispozitivul si inlocuiti- cu un
dispozitiv mai mic (18 mm sau 25 mm) sau trimiteti pacientul pentru un tratament alternativ.

Numai prezenta unui ASA nu impiedica neaparat inchiderea cu succes a PFO cu o dimensiune a dispozitivului de 25 mm. in RESPECT!, 180 de
pacienti (36%) din grupul de inchidere a dispozitivului au avut ASA. Marimea dispozitivului de 25 mm a fost utilizata la majoritatea pacientilor cu
ASA (77%) pentru a inchide PFO, iar la 6 luni dupa implant, inchiderea eficienta a fost obtinuta la 95% dintre acesti pacienti. Nu au existat cazuri de
embolizare a dispozitivului la niciun pacient din studiu.

L saver JL, Carroll JD, Thaler DE, et al. Long-term outcomes of patent foramen ovale closure or medical therapy after stroke. N Engl ] Med. 2017;377:1022-32.

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



ATENTIE: Acest produs este destinat utilizarii de catre sau sub indrumarea unui medic. inainte de utilizare,
consultati Instructiunile de utilizare din interiorul cutiei produsului (daca sunt disponibile) sau la
eifu.abbottvascular.com sau la medical.abbott/manuals pentru informatii mai detaliate despre indicatii,
contraindicatii, avertismente, precautii si evenimente adverse.

Informatiile continute aici sunt NUMAI PENTRU DISTRIBUTIA in afara S.U.A. Verificati
intotdeauna starea de reglementare a dispozitivului din regiunea dvs Ilustratiile sunt doar
reprezentari artistice si nu trebuie considerate ca fiind fotografii sau desene tehnice.
Fotografie(i) In dosar la Abbott.

Abbott

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

www.structuralheart.abbott

™ |ndicates a trademark of the Abbott group of companies.

1 Indicates a third-party trademark, which is property of its respective owner.

© 2021 Abbott. All Rights Reserved. MAT-2114855 v1.0 | Item approved for Global OUS use only.
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THE GOLD STANDARD FOR OVER 20 YEARS

OFTEN IMITATED,
NEVER MATCHED

INTAGLIO™ ASYMMETRIC
WIRE TREATMENT DOUBLE DISC
DESIGN*

Unique design features
set the Amplatzer™ Talisman™
PFO Occluder apart from the rest.

DOWNLOAD NOW CLOSURE RATE?

Download the free 6 hs i
Amplatzer™ Portfolio App at 6O months In

from your favorite app store. RESPECT tria|1 DURABLE NITINOL

WIRE MESH WITH
POLYESTER
FABRIC THREAD

0y

_ ; Vit
| - DR

Abbott Vascular International BVBA
Park Lane, Culliganlaan 2B, B-1831 Diegem, Belgium, Tel: +32 2 714 14 11

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. Illustrations are artist’s representations only and should not be considered as
engineering drawings or photographs. Photo(s) on file at Abbott. Information contained herein for DISTRIBUTION in Europe, Middle East
and Africa ONLY. Please check the regulatory status of the device before distribution in areas where CE marking is not the regulation in force.

1 Effective closure
* Note: Only the 18mm size is not asymmetric.

! Saver JL, Carroll JD, Thaler DE, et al. Long-term outcomes of patent foramen ovale closure or medical therapy after stroke. N Engl J Med 2017;
377:1022-32

For more information, visit our web site at www.abbott.com
© 2022 Abbott. All rights reserved. 9-EH-2-13625-01 09-2022 Abbott
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AMPLATZER™ TALISMAN™
PFO OCCLUDER

INDICATION FOR USE

The Amplatzer™ Talisman™ PFO Occluder is indicated for percutaneous
transcatheter closure of a patent foramen ovale (PFO) to reduce the risk of
recurrent ischemic stroke in patients who have had an ischemic stroke due to
a presumed paradoxical embolism.

PRODUCT HIGHLIGHTS

MR Conditional Information

Non-clinical testing has demonstrated the Amplatzer™ Talisman™

PFO Occluder is MR Conditional. A patient with the Amplatzer™

Talisman™ PFO Occluder can be safely scanned in an MR system

under the following conditions:

« Static magnetic field of 1.5 Tesla (1.5T) or 3.0 Tesla (3.0T)

» Maximum spatial gradient field of 19 T/m (1900 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 device is expected to
produce a maximum temperature rise of less than or equal to 3°C
after 15 minutes of continuous scanning.

In non-clinical testing, the image artifact caused by the device extends
approximately 16 mm from the Amplatzer™ Talisman™ PFO Occluder
when imaged with a gradient echo pulse sequence in a 3.0T MR system.

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

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



Amplatzer™ Talisman™ PFO Occluder

Model/Reorder Right Atrial Disc Diameter Left Atrial Disc Diameter =~ Recommended Sheath Size
Number A B

9-PF0-1818 18 mm 18 mm 8 F; 45° curve
9-PF0O-2518 25 mm 18 mm 8 F; 45° curve
9-PF0-3025 30 mm 25 mm 9 F; 45° curve
9-PF0O-3525 35mm 25 mm 9 F; 45° curve

DELIVERY SHEATH

Amplatzer™ Talisman™ Delivery Sheath

Model/Reorder Number Sheath Size Tip Angle Sheath Inner Diameter Sheath Outer Diameter Usable Length
9-TDS-08F45-80 8F 45° 2.69 mm 3.45 mm 80 cm
9-TDS-09F45-80 9F 45° 3.00 mm 3.81 mm 80 cm

ANCILLARY PRODUCTS

Amplatzer™ Guidewire

Model/Reorder Number Diameter Body Tip Description Usable Length

9-GW-002 0.035 inch Super Stiff 1.5 mm, Modified J-tip 260 cm

DEVICE SIZING GUIDELINES

PFO Morphology Example Anatomical Characteristics Suggested Amplatzer™ Talisman™ PFO
Occluder Size (mm)
Simple PFO or PFO with a non-prominent ASA 1. Absence of ASA, long tunnel, and thickened 25
PFO where a secure device position septum secundum
and effective PFO closure can be achieved 2. Non-prominent ASA (<20 mm total excursion)
when using the 25 mm device size without a long tunnel (= 10 mm length) and without
a thickened septum secundum (= 10 mm thickness)
Complex PFO 1. ASA (= 10 mm excursion) with long tunnel 30o0r35
PFO with one or more anatomical (=10 mm length)
characteristics that may complicate 2. ASA (= 10 mm excursion) with thickened
the ablhty to achieve a secure device septum secundum (= 10 mm thickness)
position and effective PFO closure 3. Prominent ASA with excessive mobility
when using the 25 mm device size (= 20 mm total excursion)

4. Lipomatous hypertrophy of septum secundum
(=15 mm thickness)
PFO with small anatomy 1. Septal primum length < 20 mm 18
Anatomy not suitable for 25 mm device
size secondary to interference with adjacent
cardiac structures

Note: Evaluate the position of the device after deployment, but before detachment. Use echocardiography to ensure that the device does not impinge
on the free atrial wall or aortic root. If the device interferes with an adjacent cardiac structure (such as free atrial wall or aortic root), recapture

the device and redeploy. If device position remains unsatisfactory, recapture the device and either replace with a smaller device (18 mm or 25 mm)
or refer the patient for alternative treatment.

The presence of an ASA alone does not necessarily prevent successful PFO closure with a 25 mm device size. In RESPECT?, 180 patients (36%) in the
device closure group had an ASA. The 25 mm device size was used in the majority of patients with an ASA (77%) to close the PFO, and at 6-months
post-implant, effective closure was achieved in 95% of these patients. There were no cases of device embolization in any patient in the study.

1 Saver JL, Carroll JD, Thaler DE, et al. Long-term outcomes of patent foramen ovale closure or medical therapy after stroke. N Engl J Med. 2017;377:1022-32.

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



PFO CLOSURE:
FROM RARE TO ROUTINE

“..closing the PFO may reduce the risk of having another stroke better than
medication alone.'” —Steven R. Messé, M.D.

Updated guidance from physician societies around the world supports percutaneous
closure of a patent foramen ovale (PFO) to prevent stroke recurrence in select patients.

An expanded body of evidence prompted the American Academy of Neurology (AAN) and American Heart Association/American Stroke
Association (AHA/ASA) to update their guidances regarding percutaneous PFO closure and risk of recurrent stroke.??

A multidisciplinary team of neurologists, internists and cardiologists was convened for the AAN practice advisory to review the results
from a meta-analysis of eight clinical studies.

In addition to the AAN findings, the updated AHA/ASA guideline also favors PFO closure, recommending it for patients with
a PFO that have high-risk anatomical features, such as atrial septal aneurysm and/or large right-to-left shunt.

p Absolute risk reduction
of stroke at 5 years:

3.4%

AAN SUMMARY
OF EFFECTS OF i,
PERCUTANEOUS 3.9%

PFO CLOSURE? B Increased absolute rate

Relative risk reduction for of non-periprocedural
recurrent stroke compared to atrial fibrillation:
medical management: 0.33% Per Year

59%

P Periprocedural

AAN CLINICAL IMPLICATIONS? AHA/ASA CLINICAL IMPLICATIONS?

PFO closure may be recommended for people < 60 years of age: PFO closure may be recommended in patients 18-60 years of age:

e When a PFO is present and no other mechanism of stroke has » When stroke is thought to be caused by a PFO with high-risk
been identified after a thorough diagnostic evaluation. anatomic features, such as atrial septal aneurysm and/or

 After discussing the potential benefits and risks. large shunt.

e If PFO is considered low risk anatomically and RoPE Score has
PFO closure may be offered for people 60-65 years of age: been factored into clinical decision.
 After a thorough evaluation, including prolonged monitoring

for atrial fibrillation.

. . ™ : ™
« With very limited degree of traditional vascular risk factors For more information about the Amplatzer™ Talisman™ PFO Occluder

(hypertension, diabetes, hyperlipidemia, smoking).

or updated guidelines, contact your Abbott sales representative.

» In whom no other mechanism of stroke has been detected.

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



RECOMMENDED BY MULTIPLE PHYSICIAN SOCIETIES
FROM AROUND THE WORLD

Beyond the U.S,, an increasing number of physician societies recommend PFO closure

for well selected patients with a PFO-associated stroke, including:

« Japanese Stroke Society* - 2021

 Australian Stroke Council® - 2019

e Chinese Stroke Association® - 2019

» German Society of Neurology/DSG German Stroke Society/ German Cardiology Society” - 2018

EFFECTIVE PFO CLOSURE MADE
EASIER’, WITH THE AMPLATZER™
TALISMAN™ PFO OCCLUDER

EXTENSIVE EXPERIENCE CONFIDENCE IN CLOSURE

OVER 180,000 PATIENTS TREATED GLOBALLY?

#1 device selected An unmatched Wide range of
for PFO closure track record device sizes
W(iith Ogel‘ tV;’O including a o
ecades o re-engineered 30mm 4 °
cverience i >94% CLOSURE RATE
atrial disc at 6 months in RESPECT trial”

SIMPLIFIED PREPARATION AND ENHANCED EASE OF USE

e The Amplatzer™ Talisman™ PFO Occluder comes assembled and ready for use,
reducing preparation time.

 Fully recapturable and repositionable, ensuring optimal anatomical placement
of the device for effective closure.

LONG-TERM PATIENT FOLLOW-UP" EXCELLENT SAFETY™
» Device erosions o *
5,810 5.9 ZERO » Device thrombus < 1 /O AF
patient-years of data years median patient * Device embolization events Low risk of serious
follow up * Wire frame fractures atrial fibrillation

For more information about the Amplatzer™ Talisman™ PFO Occluder or updated guidelines,

contact your Abbott sales representative.

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



THE LANDMARK RESPECT TRIAL

RIGOROUS DESIGN DEMONSTRATING
SIGNIFICANT STROKE REDUCTION'

* MOST EXTENSIVE patient follow-up (13+ years of data)

* LARGEST trial, with broad inclusion criteria (including patients
on anticoagulation therapy)

¢ EXCELLENT safety profile

- Studied in the landmark RESPECT trial, the ° 1 : h mi str k
e the londmerk WESPECL trish the SIGNIFICANTLY reduced risk of recurrent ischemic stroke

device comprised of Nitinol mesh and polyester fabric.

~2 5.9

TIMES YEARS

More Patient-Years Longer Median Follow-up

cJ

Abbott



THE LANDMARK PFO TRIAL

THE LARGEST TRIAL, WITH BROAD INCLUSION CRITERIA

The trial enrolled 980 patients with a PFO who had previously suffered a cryptogenic ischemic stroke.
Patients on anticoagulation therapy were not excluded from the trial.

Total Patients Enrolled

The landmark trial included
more patients than any other
PFO trial conducted.

1:1 Randomization

Patients were randomly
assigned to receive either the
AMPLATZER" PFO Occluder
or medical therapy.

Anticoagulation Therapy

Trial participants included
approximately 20% of patients
on anticoagulation therapy

(a patient population thought
to have a higher risk of
venous thromboembolism).

EXCELLENT PROCEDURAL RESULTS

The device demonstrated significant technical and procedural
success, and achieved excellent effective closure.

Technical Success

Designed for optimized ease
of use, the device showed
highly successful delivery
and release.

Procedural Success

An excellent rate of successful
implantation without in-hospital
SAEs was demonstrated.

Effective Closure
(n<9 Bubbles at 6 months)

Effective closure was achieved
according to highly stringent
criteria (2x more stringent
than the criteria utilized in
other PFO device trials).



DEMONSTRATING INVALUABLE PATIENT BENEFITS

AN EXCELLENT
SAFETY PROFILE

Low rates of Serious Adverse Events (SAES)
were reported, including any SAE (0.064 per pt-yr
rate), device related SAE (0.004 per pt-yr rate)
and death (0.002 per pt-yr rate). Additionally,

the trial showed no device embolization, no aortic
erosion/dissection, no thrombus formation

and low risk of atrial fibrillation, consistent

with medical therapy.

DEVICE EMBOLIZATION
AORTIC EROSION/DISSECTION
DEVICE THROMBUS

LOW RISK OF SERIOUS
ATRIAL FIBRILLATION (AF)

There was no statistical difference in
serious AF events between the closure
and medical therapy groups (0.48 vs.
0.34 per 100 patient-years, P = 0.36).

Abbott

SIGNIFICANTLY REDUCED
RISK OF RECURRENT STROKE

The RESPECT trial demonstrated a clear benefit
of closure with AMPLATZER"™ PFO Occluder
for reducing the risk of recurrent stroke and
helping patients live healthy through significant
stroke reduction.

Freedom from Recurrent Ischemic Stroke
(Intention to Treat)

090 M AMPLATZER™ PFO Occluder
(# strokes = 18)

Medical Management
(#strokes = 28)

Risk Reduction: 45%
HR: 0.55 (95% CI: 0.305, 0.999)
Log-rank 2-sided p-value=0.046

Event-free Probability

0.85

0.00
0 1 2 3 4 5 6 7 8 9 10

#atRisk i izati

P Time from Randomization (Years)

AMPLATZER  499(0%) 476(14%) 464 (16%) 447(L6%) 421(19%) 352(26%) 262(33%) 197(45%) 128(50%) 77(50%) 41(50%)
MM 481(0%) 433(1.8%) 394(3.2%) 380(37%) 354 (4.7%) 282(50%) 218(50%) 150 (6.6%) 104 (7.3%) 59(85%) 31(125%)

The RESPECT trial showed there was a
45% RELATIVE RISK REDUCTION

for any recurrent ischemic stroke over nearly
six years of follow-up with the use of the

AMPLATZER™ PFO Occluder.

Freedom from Recurrent Ischemic Stroke
of Unknown Mechanism (Intention to Treat)

1.00 g

>
£ o9
i
[i:}
0
& B AMPLATZER™ PFO Occluder
o 090 (# strokes = 10)
B~ Medical Management
;E; (#strokes = 23)
s 08 }
Risk Reduction: 62%
HR: 0.38 (95% ClI: 0.18, 0.79)
Log-rank 2-sided p-value=0.007
0.00
0 1 2 3 4 5 6 7 8 9 10
iatRisk Time from Randomization (Years)

(KM Estimates)

AMPLATZER ~ 499(0%) 476(1.2%) 464 (12%) 447(12%) 421(15%) 352(20%) 262(23%) 197 23%) 128(23%) 77(23%) 41(23%)
MM 481(0%) 433(L3%) 394(27%) 380 (35%) 354 (4.0%) 282 (40%) 218(40%) 150(51%) 104(58%) 59(70%) 31(1L1%)

The AMPLATZER™ PFO Occluder also
demonstrated a 62% RELATIVE RISK

REDUCTION for recurrent ischemic stroke

of unknown mechanism.




ATENTIE: Acest produs este destinat utilizarii de citre sau sub indrumarea unui medic. Inainte de utilizare, faceti
referire la Instructiunile de utilizare, in interiorul cutiei de carton a produsului (atunci cand este disponibil) sau la
eifu.abbottvascular.com sau la medical.abbott/manuals pentru mai multe informatii detaliate cu privire la indicatii,
contraindicatii, avertismente, precautii si evenimente adverse.

Informatii continute aici pentru distributie DOAR fin afara SUA. Verificati starea de reglementare a
dispozitivului in zonele in care marcajul CE nu este regulamentul in vigoare. Ilustratiile sunt doar
reprezentari ale artistului si nu ar trebui considerate desene sau fotografii ingineresti. Foto(e) la dosar la
Abbott.

Abbott Vascular International BVBA

Park Lake, Culliganlaan 2b, 1831 Diegem, Belgia

www.cardiovascular.abbott

™ Indica o marca comerciala a grupului de companii Abbott.

I Indica o marca comerciald tertd parte, care este proprietatea proprietarului sau respectiv. © Abbott
2019.

Toate drepturile rezervate.
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Informatii clinice

AMPLATZER™ INTERVENTIISTR

TRATAMENTUL INTAGLIO™

MESAJE CHEIE

« Intaglio este un tratament chimic etch pentru firele de nitinol
utilizate in fabricarea de dispozitive Amplatzer.

Desi produsele Amplatzer au indeplinit intotdeauna
standardele pentru percolarea nichelului, acestea au fost
imbunatatite prin utilizarea tratamentului cu sarma Intaglio.

Tratamentul firelor Intaglio reduce cantitatea de nichel
care poate fi levigata din dispozitiv cu mai mult de 95% in
functie de model. A se vedea pagina urmatoare pentru
reducerea nichelului prin Intaglio in tabelul 1 si exemplul
PFO din graficul 1.

Intaglio face parte din angajamentul Abbott de a creste
calitatea tuturor produselor.

INTRODUCERE

Dispozitivele de ocluzie Amplatzer au fost fabricate istoric
folosind fire de nitinol cu oxid negru. In 2014, finisajul
Intaglio gravat chimic a fost introdus in dispozitivele de
ocluzie Amplatzer.

SEMNIFICATIA INTAGLIO

Produsele Amplatzer au fost caracterizate folosind un studiu
robust de percolare chimica in vitro pentru a evalua riscurile de
toxicitate legate de materiale asociate cu eliberarea nichelului
dupa implantare. Conversia la procesul de gravare chimica
Intaglio a redus si mai mult acesti factori de risc toxicologic in
ceea ce priveste scurgerea nichelului. Performanta mecanica a
dispozitivului raiméne neschimbata odata cu conversia in fir
gravat chimic.

TRATAMENTUL INTAGLIO

Tratamentul Intaglio este un pas secundar la materialul Nitinol
utilizate anterior in productia de produse Amplatzer cu un
finisaj oxid negru. Firul metalic sufera un etch chimic ca
proces final in fabricarea produsului, rezultdnd un strat de oxid
mai subtire si mai consistent pe dispozitiv. Proprietatile
mecanice ale firului si ale dispozitivului finit nu sunt afectate
de acest proces, astfel incat performanta clinica dovedita
ramane neschimbata. Dispozitivele tratate cu Intaglio au o
usoard nuanta albastra sau violet in comparatie cu
dispozitivele anterioare cu un finisaj oxidic negru.

URALE

CONCLUZII

Dispozitivele Amplatzer Occluder si introducerea gravurii
chimice Intaglio fac parte din angajamentul Abbott de a
fmbunatati continuu produsul. Desi produsele Amplatzer au un
profil de siguranta excelent si au indeplinit intotdeauna
standardele pentru percolarea nichelului, acestea au fost
imbunatatite prin utilizarea tratamentului cu sirma Intaglio.
Testarea dispozitivelor Amplatzer Occluder cu gravura
chimica Intaglio a demonstrat in mai multe dispozitive mai
mult de 95% (variind in functie de modelul dispozitivului) o
reducere suplimentara a levigarii nichelului in comparatie cu
dispozitivele fabricate cu un finisaj oxid negru. Niveluri mai
scazute de nichel este intuitiv mai bine pentru pacientii si
poate reduce potentialul de o reactie adversa la nichel.

Informatii continute aici pentru distributie in afara SUA NUMAI. Verificarea starii de
reglementare a dispozitivului in zonele in care marcajul CE nu este regulamentul in vigoare.

‘ ‘ 34513_AMPLP_clinicallnsights_CL_r1a_FNL.indd 1-2
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TABELUL 1: REDUCEREA NICHELULUI PRIN INTAGLIO PENTRU PRODUSELE DE OCLUZIE AMPLATZER*

negry, Intaglio, Intaglio, Percolare
Percolaremaxima | Percolare maxima Percolare maxima Nila 10 zile
Ni primazi [ug] Nila10zile [ug] maxima Ni prima [g]
PFO 771 179 0.17 97.7% 99.1%
ADOIL 45.2 0.74 0.08 98.4% 98.9%
ASD 78.1 21.8 3.36 1.05 95.7% 95.2%
« Tratamentul cu sdrma Intaglio reduce cantitatea de nichel care poate fi levigatad din dispozitiv cu mai mult de 95% in functie de
model.
« Niveluri mai scizute de nichel creste siguranta si poate reduce potentialul de o reactie adversa la nichel
* Caracterizarea chimica a datelor de testare pe fisier la Abbott. Pentru precautii specifice produsului din nichel, va rugam sa
verificati Instructiunile de utilizare.
GRAFICUL 1: REDUCEREA LEVIGATULUI DE NICHEL CU INTAGLIO - PFO
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Informatii continute aici pentru distributie DOAR in afara SUA.
Verificarea starii de reglementare a dispozitivului in zonele in care marcajul CE nu este regulamentul in vigoare.
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Abbolt Medical
177 County Road B East

St Paul, MN 55117, USA
Abbott Tl #1855 478 553

0072181 Rev. B

MDR Declaration of Conformity

Manufacturer: Abbott Medical
Manufacturer SRN: US-MF-000018613
Address: 177 County Road B East

St. Paul, MN 55117 USA

Manufacturing Site(s): Abbott Medical
5050 Nathan Lane North

Plymouth, Minnesota 55442 USA

European Authorized Representative: Abbott Medical

The Corporate Village
Da Vincilaan 11 Box F1
1935 Zaventem, Belgium

European Authorized Representative SRN: BE-AR-000008744

This declaration of conformity is issued under the sole responsibility of the manufacturer.
Product Type: Cardiac Occluder & Delivery System
Product Trade Name(s): Amplatzer™ Talisman™ PFO Occlusion System

Amplatzer™ Talisman™ PFO Occluder
Amplatzer™ Talisman™ Delivery Sheath

Model Number(s): Amplatzer™ Talisman™ PFO Occluder:

9-PFO-1818
9-PFO-2518
9-PFO-3025
9-PFO-3525

Amplatzer™ Talisman™ Delivery Sheath:

9-TDS-08F45-80
9-TDS-09F45-80

SignW 2 Bpei) 2022

Teleshia Taylor De Sanchez Issue Date
Sr. Director Quality, Abbott Medical Structural
Heart On behalf of Abbott Medical, signed at 177 County Road B
East, St. Paul, Minnesota 55117
88136 MDR Declaration of Conformity Template Rev F Page 1 of 4

This confidential document is the property of Abbott Medical and shall not be reproduced, distributed,
disclosed or used without the express written consent of Abbott Medical.

lﬁ



Abbott Medical
177 County Road B East

St. Paul, MN 55117 USA
Abb ott Tel: +1 855 478 5833

0072181 Rev.B

MDR Declaration of Conformity

Intended Purpose: Amplatzer™ Talisman™ PFO Occluder:

The Amplatzer™ Talisman™ PFO Occluder is a
percutaneous, transcatheter occlusion device intended to
close a patent foramen ovale.

Amplatzer™ Talisman™ Delivery Sheath:

The Amplatzer™ Talisman™ Delivery Sheath is intended
to facilitate the delivery and deployment of an
Amplatzer™ Talisman PFO Occluder.

_Risk Classification: Amplatzer™ Talisman™ PFO Occluder:

Class lll, per Medical Device Regulation 2017/745,
Annex VIII, Chapter lll, Section 5.4

Amplatzer™ Talisman™ Delivery Sheath:

Class lll, per Medical Device Regulation 2017/745,
Annex VIII, Chapter Ill, Section 5.2

Classification Rationale: Amplatzer™ Talisman™ PFO Occluder:

Rule 8 - All implantable devices and long-term surgically
invasive devices are classified as class llb unless they
are intended to be used in direct contact with the heart,
the central circulatory system or the central nervous
system, in which case they are classified as class IlI.

Amplatzer™ Talisman™ Delivery Sheath:

Rule 6 - All surgically invasive devices intended for
transient use are classified as class lla unless they are
intended to be used in direct contact with the heart, the
central circulatory system or the central nervous system,
in which case they are classified as class |II.

EMDN Code(s): P07040303 - Cardiac Occluders, Patent Foramen Ovale
And Patent Ductus Arteriosus

CO05 - Cardiovascular Introducing Sheaths

Basic UDI-DI: Structural Intervention, Talisman System:
5415067 AMP2000DX
Structural Intervention, Talisman System (implant):
5415067AMP2001DZ
The signature is applied on page 1
88136 MDR Declaration of Conformity Template Rev F Page 2 of 4

This confidential document is the property of Abbott Medical and shall not be reproduced, distributed,
disclosed or used without the express written consent of Abbott Medical.




Abbott Medical

177 County Road B East
St. Paul MN 55117, USA
Abbott Tel: +1 855 478 5833

0072181 Rev B

MDR Declaration of Conformity

Structural Intervention, Talisman Sheath (DS):
5415067AMP2002E3

The products described in this declaration are in conformity with all applicable EU harmonized legislation, including:

® Regulation (EU) 2017/745, and the applicable General Safety & Performance Requirements in Annex 1
Directive 2006/42/EC on Machinery and Directive 89/686/EEC (and the superseding Regulation (EU)
2016/425) on Personal Protective Equipment do not apply.

Common Specifications No applicable common specifications
Applied:
STED # 0000044760
Notified Body: BSI Group The Netherlands B.V.
NB #: 2797
Say Building

John M. Keynesplein 9
1066 EP Amsterdam
The Netherlands

Supporting Certificate(s): EC Certificate No: MDR 751010 R0O00
Expiration Date: 2027-04-20

QMS Certificate: MDR 750915 R000
Expiration: 2027-04-20

Ori inal CE Mark Date: 2022-04-21
Conformit Assessment: Annex X
Device Photograph:

Figure 1. Talisman ccluder

| JIS N

Fi ure 2. Talisman Delive Sheath

The signature is applied on page 1
88136 MDR Declaration of Conformity Template Rev F Page 3 of 4

This confidential document is the property of Abbott Medical and shall not be reproduced, distributed,
disclosed or used without the express written consent of Abbott Medical.

|



Abbott Medrcal

177 County Road B East
St Paul, MN 55117, USA
Abbott Tel +1 855 478 5833

0072181 Rev.B

MDR Declaration of Conformity

The products in the attached Declaration of Conformity Product List are approved under EC Certificate MDR

751010.
Declaration of Conformity Product List
Model No. Description UDI-DI
9-PFO-1818 Amplatzer Talisman PFO Occluder 05415067033307
9-PFO-2518 Amplatzer Talisman PFO Occluder 05415067033314
9-PFO-3025 Amplatzer Talisman PFO Occluder 05415067033321
9-PFO-3525 Amplatzer Talisman PFO Occluder 05415067033345
9-TDS-08F45-80 Amplatzer Talisman Delivery Sheath  05415067033352
9-TDS-09F45-80 Amplatzer Talisman Delivery Sheath  05415067033369

The signature is applied on page 1
88136 MDR Declaration of Conformity Template Rev F Page 4 of 4

This confidential document is the property of Abbott Medical and shall not be reproduced, distributed,
disclosed or used without the express written consent of Abbott Medical.

o —————————————



bsi.

EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

MBR 758915 R668

Manufacturer: Abbott Medical

Address:

177 County Road B East
St. Paul

Minnesota

55117

USA

Single Registration Number: US-MF-000018613

Scope: See attached Device Schedule

On the basis of our examination of the quality system in accordance with Regulation (EU) 2017/745, Annex IX
Chapter I and III, the quality system meets the requirements of the Regulation. For the placing on the market of

Class III devices, and Class IIb implantable devices that are not considered well-established technologies as specified
in Article 52(4) an additional Annex IX Chapter II certificate is required.

For and on behalf of BSI, a Notified Body for the above Regulation (Notified Body Number 2797):

Oy rev P

Graeme Tunbridge, Senior Vice President Global Regulatory & Quality

First fsste Bate: 3033:04-31 Starting Validity Bate: 3834-84-36
EUFrent fssue Bate: 3034-04:-36 ExpiFy Bate: 3637-84-38

..making excellence a habit’

Page 1 of 7

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.

This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80

Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.



bsi.

EUSHAIY, MANdHErEnt Syster eertifiedte

Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 750915 RO00

EU Authorised Representative: Abbott Medical

Address:

The Corporate Village
Da Vincilaan 11 Box F1
1935 Zaventem
Belgium

EU Authorised Representative: Abbott Vascular International BVBA

Address:

Park Lane
Culliganlaan, 2B
1831 Diegem
Belgium

First Issue Date: 2022-04-21 Starting Validity Date: 2024-04-26
Current Issue Date: 2024-04-26 Expiry Date: 2027-04-20

..making excellence a habit’

Page 2 of 7

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.



bsi.

EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 750915 R0O00

Device Schedule: Class III and Class IIb devices

Class III, Implantable

Intended purpose

Amplatzer™ Talisman™ PFO Occlusion System

See MDR 751010

Navitor™ Transcatheter Aortic Valve
Navitor Titan™ Transcatheter Aortic Valve

See MDR 751017

Amplatzer™ Amulet™ Left Atrial Appendage Occluder

See MDR 751008

Portico™ Transcatheter Aortic Valve

See MDR 751019

MitraClip G4 System

See MDR 751009

Amplatzer™ Duct Occluder

See MDR 777151

Amplatzer™ Duct Occluder II
Amplatzer™ Piccolo™ Occluder

See MDR 777152

Masters Series HP™ Valved Graft with Gelweave Valsalva™ technology
(VAVGY)

See MDR 772712

Masters Series™ Aortic Valved Graft with Hemashield™ Graft Technology

(CAVG))

See MDR 772713

Tendyne Transcatheter Mitral Valve System

See MDR 772768

TriClip™ G4 System

See MDR 777146

Master Series™ Mechanical Heart Valves

See MDR 775965

Amplatzer™ Multifenestrated Septal Occluder — “Cribriform”

See MDR 777149

Amplatzer™ Septal Occluder

Epic™ Max Stented Tissue Valves

Epic™ Plus Stented Tissue Valves

Séguin™ Annuloplasty Ring

Amplatzer™ Valvular Plug III

Amplatzer™ Muscular VSD Occluder
Amplatzer™ P.I. Muscular VSD Occluder
Regent™ Mechanical Heart Valve

Regent™ Mechanical Heart Valve with FlexCuff™

See MDR 781775
See MDR 773424
See MDR 777154
See MDR 777143
See MDR 777441

See MDR 775967

First Issue Date: 2022-04-21
Current Issue Date: 2024-04-26

Starting Validity Date: 2024-04-26
Expiry Date: 2027-04-20
..making excellence a habit’

Page 3 of 7

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.



bsi.

EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 750915 R0O00

Class III Intended purpose
FlexNav™ Delivery System See MDR 751005
Amplatzer™ Amulet™ Delivery Sheath See MDR 750953

Amplatzer™ Steerable Delivery Sheath

Amplatzer™ Trevisio™ Intravascular Delivery System
Amplatzer™ TorqVue™ Delivery System

Amplatzer™ TorqVue™ Exchange System

Amplatzer™ TorqVue™ 2 Delivery Sheath

Amplatzer™ TorqVue™ LP Catheter and Delivery System

Amplatzer™ Sizing Balloon II See MDR 777443
Epic™ Max Heart Valve Sizer Set and Holder Handle See MDR 781775
Epic™ Plus Heart Valve Sizer Set and Holder Handles See MDR 773424
Mechanical Heart Valve Accessories — Holder Handles, Leaflet Tester, See MDR 775966

Replacement Holder/Rotators and Sizer Set

Séguin™ Annuloplasty Ring Sizer Set, Holder Handle and Extension Handle See MDR 777154
Regent™ Mechanical Heart Valve Accessories - Replacement Holder/Rotators  See MDR 775967
and Sizer Set

Class IIb, Implantable Intended purpose
Amplatzer™ Vascular Plug, Amplatzer™ Vascular Plug II, Amplatzer™ See MDR 767903
Vascular Plug 4

Device Schedule: Class I1a, Custom-made and other devices

Device(s) Risk Classification
Transcatheter Aortic Heart Valve Loading System Class Is
Tendyne Loading System Class Is
Tendyne Stand Components Class Is

For Class Is devices, the Notified Body conformity assessment is limited to the aspects relating to establishing, securing and
maintaining sterile conditions.

First Issue Date: 2022-04-21 Starting Validity Date: 2024-04-26
Current Issue Date: 2024-04-26 Expiry Date: 2027-04-20

..making excellence a habit’

Page 4 of 7

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.



bsi.

EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 750915 R0O00

Certificate History

Date Reference Number Action
2022-04-21 3447260 Issued
2022-08-16 3682747 Amended — Addition of subcontractors. Addition of service for

subcontractor: Microbiology service. Removal of services for
subcontractor: Labelling and packaging.
Supplemented - Addition of Navitor™ Transcatheter Aortic Valve,
FlexNav™ Delivery System, Amplatzer™ Amulet™ Left Atrial
Appendage Occluder, and Transcatheter Heart Valve Loading System.

2022-09-29 3677048 Amended — Addition of subcontractor.

2022-11-11 3795938 Supplemented — Addition of Portico™ Transcatheter Aortic Valve.
Amended — Administrative update to previous entries Reference
Number 3682747 and Reference Number 3677048.

2022-11-29 3766365 Supplemented — Addition of MitraClip G4 System, Amplatzer™
Steerable Delivery Sheath, and Amplatzer™ Vascular Plug,
Amplatzer™ Vascular Plug II, Amplatzer™ Vascular Plug 4.
Amended - Addition of subcontractor.

2023-02-21 3854349 Supplemented — Addition of Amplatzer™ TorqVue™ Delivery System,
Amplatzer™ TorqVue™ Exchange System, Amplatzer™ Trevisio™
Intravascular Delivery System

2023-03-20 3873040 Supplemented — Addition of Amplatzer™ TorqVue™ 2 Delivery Sheath.

2023-05-17 3894086 Supplemented — Addition of Amplatzer™ Amulet™ Delivery Sheath,
Amplatzer™ Duct Occluder, Amplatzer™ Duct Occluder II, and
Amplatzer™ Piccolo™ Occluder.

2023-06-14 3869869 Supplemented — Addition of Masters HP™ Valved Graft with Gelweave
Valsalva™ technology (VAVGJ) and Masters Series™ Aortic Valved
Graft with Hemashield™ Technology (CAVGJ).

First Issue Date: 2022-04-21 Starting Validity Date: 2024-04-26
Current Issue Date: 2024-04-26 Expiry Date: 2027-04-20

..making excellence a habit’

Page 5 of 7

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.



bsi.

EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 750915 R0O00

Date Reference Number Action

2023-08-25 30002038 Amended - Minor update to clarify the device name from
“Transcatheter Heart Valve Loading System” to “Transcatheter Aortic
Heart Valve Loading System”.
Supplemented — Addition of TriClip™ G4 System, Tendyne
Transcatheter Mitral Valve System, Master Series™ Mechanical Heart
Valves, Tendyne Loading System and Tendyne Stand Components.

2023-11-15 30007555 Supplemented — Addition of Amplatzer™ Multifenestrated Septal
Occluder — “Cribriform” and Amplatzer™ Sizing Balloon II to device
schedule.
Amended — Administrative correction of device names in device
schedule for Masters Series HP™ Valved Graft with Gelweave
Valsalva™ Technology (VAVGJ) and Masters Series™ Aortic Valved
Graft with Hemashield™ Graft Technology (CAVGJ)

2023-12-07 30057065 Amended — Minor formatting update to consolidate devices with same
MDR TDA certificate number into the same column of the device
schedule.

Supplemented — Addition of Amplatzer™ Septal Occluder and
Amplatzer™ TorqVue™ LP Catheter and Delivery System.

2023-12-22 30072385 Supplemented — Addition of Epic™ Max Stented Tissue Valves, Epic™
Plus Stented Tissue Valves, Epic™ Max Heart Valve Sizer Set and
Holder Handle, and Epic™ Plus Heart Valve Sizer Set and Holder
Handles.

2024-03-08 30092058 Supplemented — Addition of Séguin™ Annuloplasty Ring, Séguin™
Annuloplasty Ring Sizer Set, Holder Handle and Extension Handle,
Mechanical Heart Valve Accessories — Holder Handles, Leaflet Tester,
Replacement Holder/Rotators and Sizer Set, Amplatzer™ Valvular Plug
IIT and Navitor Titan™ Transcatheter Aortic Valve.

First Issue Date: 2022-04-21 Starting Validity Date: 2024-04-26
Current Issue Date: 2024-04-26 Expiry Date: 2027-04-20

..making excellence a habit’

Page 6 of 7

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.



bsi.

EU Quality Management System Certificate

Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 750915 R0O00

Date Reference Number Action

Current 30106034 Supplemented — Addition of Amplatzer™ Muscular VSD Occluder and
Amplatzer™ P.I. Muscular VSD Occluder, Regent™ Mechanical Heart
Valve and Regent™ Mechanical Heart Valve with FlexCuff™, and
Regent™ Mechanical Heart Valve Accessories — Replacement
Holder/Rotators and Sizer Set.

First Issue Date: 2022-04-21 Starting Validity Date: 2024-04-26
Current Issue Date: 2024-04-26 Expiry Date: 2027-04-20

..making excellence a habit’

Page 7 of 7

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80

Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.



bsi.

EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MBR 751818 R868

Manufacturer: Abbott Medical

Address:

177 County Road B East
St. Paul

Minnesota

55117

USA

Single Registration Number: US-MF-000018613

EU Authorised Representative: Abbott Medical

Address:

The Corporate Village
Da Vincilaan 11 Box F1
1935 Zaventem
Belgium

Scope: See attached Device Schedule

On the basis of our assessment of the technical documentation in accordance with Regulation (EU) 2017/745, Annex
IX Chapter II, the technical documentation meets the requirements of the Regulation. For the placing on the market
of these devices an additional Annex IX Chapter I and III certificate is required.

For and on behalf of BSI, a Notified Body for the above Regulation (Notified Body Number 2797):

N rov ST

Graeme Tunbridge, Senior Vice President Medical Devices

First fssued: 3633-04-31 Bate: 3033-04-31 Expiry Bate: 3037-84-38
..making excellence a habit’

Page 1 of 4

Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.



bsi.

EU Technical Documentation Assessment Certificate

Regulation (EU) 2017/745, Annex IX Chapter II

MDR 751010 R0O00

Device Schedule:

Device Name: Amplatzer™ Talisman™ PFO Occlusion System
Basic UDI-DI: 5415067AMP2000DX (system)

Device Name: Amplatzer™ Talisman™ PFO Occluder

Risk Classification: Class III Implantable

Intended Purpose as per the Instructions for Use:

The Amplatzer™ Talisman™ PFO Occluder is a percutaneous, transcatheter occlusion device intended to
close a patent foramen ovale.

Type: MDN 1101
Basic UDI-DI: 5415067AMP2001DZ

Amplatzer™ Talisman™ PFO Occluder

Model Right Atrial Disc Diameter (mm) Left Atrial Disc Diameter (mm)
9-PFO-1818 18 18
9-PFO-2518 25 18
9-PFO-3025 30 25
9-PFO-3525 35 25
First Issued: 2022-04-21 Date: 2022-04-21 Expiry Date: 2027-04-20
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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Device Name: Amplatzer™ Talisman™ Delivery Sheath
Risk Classification: Class III
Intended Purpose as per the Instructions for Use:

The Amplatzer™ Talisman™ Delivery Sheath is intended to facilitate the delivery and deployment of an Amplatzer™ Talisman™
PFO Occluder.

Type: MDN 1203
Basic UDI-DI: 5415067AMP2002E3

Amplatzer™ Talisman™ Delivery Sheath

Model French Size Sheath Inner Sheath Outer Usable Length
Diameter (mm) Diameter (mm) (cm)
9-TDS-08F45-80 8F 2.69 3.45 80
9-TDS-09F45-80 9F 3.00 3.81 80
First Issued: 2022-04-21 Date: 2022-04-21 Expiry Date: 2027-04-20
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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Certificate History
Date Reference Number Action
Current 3447814 Issued
First Issued: 2022-04-21 Date: 2022-04-21 Expiry Date: 2027-04-20
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Validity of this certificate is conditional on the Manufacturer’s quality system being maintained to the requirements of the Regulation as demonstrated
through the required surveillance activities of the Notified Body.
This certificate was issued electronically and is bound by the conditions of the contract.

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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