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OCLUDERE DE DUCT
AMPLATZER™

INDICATII

Ocluderul de duct Amplatzer™ si ocluderul de duct Amplatzer™ II
sunt dispozitive de ocluzie percutanata, transcateter, destinate inchiderii
nechirurgicale a unui duct arterial permeabil (PDA) la pacientii cu o
greutate de 6 kg sau mai mult.

Ocluderul Amplatzer Piccolo™ este un dispozitiv de ocluzie percutanat,
transcateter, destinat inchiderii nechirurgicale a unui duct arterial
permeabil (PDA) la pacientii cu o greutate de 700 de grame si mai mult la
momentul procedurii.

INFORMATII DE SIGURANTA IRM

Prin teste non-clinice, dispozitivele Amplatzer™ s-au dovedit a fi
conditionate RM. Consultati Instructiunile de utilizare aferente pentru a
obtine informatii de scanare IRM mai detaliate.

Calitatea imaginii RM poate fi compromisa daca zona de interes se afla in
aceeasi zona cu sau relativ aproape de pozitia dispozitivului. Prin urmare,
poate fi necesar sa se optimizeze parametrii imagistici RM pentru prezenta
acestui implant.

SPECIFICATII DISPOZITIV $I COMPATIBILITATE SISTEM DE LIVRARE

Ocluder de duct Amplatzer™ Sistem de livrare Amplatzer™ TorqVue™ 180°
Diametru Diametru
dispozitiv la dispozitiv la Diametru ) Dimensiune Diametru Diametru
Model/ aorta artera guler de L-ungm-u? Model/ minimé interior exterior
Numér descendentd  pulmonard retentie dispozitiv @ o recomandati teaca teaca
comandi (mm) A (mm) B (mm) C (mm)D  comandi teacd (mm[inch])  (mm [inch])
9-PDA-003 5 4 9 5 9-ITV05F180/60 5F 1.83[0.072] 2.5110.099]
9-PDA-004 6 4 10 7
9-PDA-005 8 6 12 7 9-ITV06F180/80 6F 2.1110.083] 2.7910.110]
9-PDA-006 10 8 16 8
9-PDA-007 12 10 18 8
9-PDA-008 14 12 20 8 9-ITV07F180/80 TF 2.4410.096]  3.18[0.125]
9-PDA-009 16 14 22 8
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SPECIFICATII DISPOZITIV S| COMPATIBILITATE SISTEM DE LIVRARE

Ocluder de duct Amplatzer™ II Sistem de livrare Amplatzer™ TorqVue™ LP
Diametru ) ) Dimensiune Diametru Diametru
sectiune Lungime Diametru minim3 interior exterior
Model/ mediani dispozitiv disc Model/ recomandati cateter cateter
Numar comanda (mm) A (mm) B (mm) C Numar comanda cateter (mm [inch]) (mm [inch])
9-PDA2-03-04 3 4 9
9-PDA2-03-06 3 6 9 9-TVLP4F90/060
sau 4F 1.17 [0.046] 1.40 [0.055]
Pa2:04:04 4 4 10 9-TVLP4F90/080
9-PDA2-04-06 4 6 10
9-PDA2-05-04 5 4 1
9-PDA2-05-06 5 6 1" 9-TVLP5F90/060 5F 150 [0.059] 1.73[0.068]
sau
-PDA2-06-04 6 4 12
L 060 9-TVLP5F90/080
9-PDA2-06-06 6 6 12

SPECIFICATII DISPOZITIV $| COMPATIBILITATE SISTEM DE LIVRARE

Ocluder Amplatzer™ Piccolo™ Cateter Amplatzer™ TorqVue™ LP
Lungime

Diametru intre Dimensiune

sectiune discurile de  Diametru minima Diametru Diametru
Model/ mediana retentie (mm) disc Model/ recomandata interior cateter  exterior cateter
Numar comanda (mm) A B (mm) C Numar comanda cateter (mm [inch]) (mm [inch])
9-PDAP-03-02-L 4.000.157) 3.00(0.118)  2.00(0.079)
9-PDAP-03-04-L 4.00(0.157) 3.000.118)  4.00(0.157)
9-PDAP-03-06-L 4.00(0.157) 3.00(0.118)  6.00(0.236)
9-PDAP-04-02-L 5.25(0.207) 4.000.157)  2.00(0.079)
9-PDAP-04-04-L 5.25(0.207)  4.00(0.157) 4.00(0.157)  9-TVLPC4F90/080 4F 1.17 [0.046] 1.410.055]
9-PDAP-04-06-L 5.25(0.207) 4.000.157)  6.00(0.236)
9-PDAP-05-02-L 6.50(0.256) 5.00(0.197)  2.00(0.079)
9-PDAP-05-04-L 6.50(0.256) 5.00(0.197)  4.00(0.157)
9-PDAP-05-06-L 6.50(0.256) 5.00(0.197)  6.00(0.236)

SPECIFICATII PRODUS AUXILIAR
Fir de ghidare Amplatzer™

Model/Numar comanda Diametru (inch) Corp Descriere varf Lungime utila (cm)

9-GW-001 0.035 Super rigid 7.5 mm, varf J modificat 260

INFORMATII PENTRU PRODUSE CARE NU CONTIN LATEX

Aceste produse Amplatzer™ nu contin latex.

ATENTIE: Acest produs este destinat utilizarii de citre 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.

[ustratiile sunt doar reprezentari artistice si nu trebuie considerate ca fiind fotografii sau desene tehnice.

Abbott
3200 Lakeside Dr, Santa Clara, CA 95054, SUA Tel: 1.800.227.9902
www.cardiovascular.abbott

™ Indicd o marca comerciala a grupului de companii Abbott.

1 Indica o marca comerciala de terta parte, care apartine proprietarului respectiv.

© 2020 Abbott. Toate drepturile rezervate.

37971 MAT-2002324 v2.0 | Articol aprobat numai pentru utilizarea de catre Global OUS.
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TERAPIE CARDIACA STRUCTURALA

FAMILIA DE
OCLUDERE DE DUCT

AMPLATZER™

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



MAI MULTE MODELE DE DISPOZITIV

PENTRU OCLUZIA SIGURA
S| COMPLETA A
PERSISTENTEI DE CANAL
ARTERIAL

este una dintre cele mai frecvente dintre toate anomaliile congenitale. Familia de
ocludere de duct Amplatzer™ ofera o linie extinsa de dispozitive si o optiune simpla de
tratament pentru ocluzia PDA. Fiecare ocluder de duct a fost proiectat pentru a inchide
PDA-uri de diferite forme si dimensiuni. Cu o procedura de lansare usor de efectuat,
medicul implantator poate avea incredere in plasarea cu precizie a dispozitivului.

OCLUDERUL DE DUCT
AMPLATZER™

INTERVAL TRATAMENT
Diametru duct: 2.0-12.0 mm
Lungime duct: Mai mare de 3.0 mm

INCREDERE iN INCHIDEREA UNUI PDA MARE Forma conici: Proiectat pentru a se conforma

Ocluderul de duct Amplatzer™ este proiectat sa ducturilor conice si pentru a favoriza ocluzia®
cuprinda PDA-uri mari cu un sihgur dispozitiv y CONCEPUT SA OFERE O
ceea ce poate reduce complexitatea procedurii. OCLUZIE COMPLETA

inchiderea completd a PDA: La peste 98% dintre

CONCEPUT SA_ REDUCA _RISCUL _ pacienti prezentand o ocluzie completa la sase luni'
Guler de retentie: Construit pentru a oferi o Material de poliester: Favorizeaza ocluzia si
pozitionare sigura in interiorul ductului si pentru dezvoltarea in interior a tesuturilor

a preveni embolizarea®

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



OCLUDERUL DE DUCT
AMPLATZER ™ ]I

INTERVAL TRATAMENT
Diametru maxim duct: 12.0 mm
Lungime maxima duct: 5.5 mm

VERSATILITATE iN INCHIDEREA PDA
Ocluderul de duct Amplatzer™ Il se
conformeaza unei varietati de ducturi, obtinand
in acelasi timp inchiderea completéa printr-un
abord pulmonar sau aortic.?

CONCEPUT PENTRU FLEXIBILITATE
Plasa multistratificata flexibila si discuri
duble articulate: Ofera o conformare
ridicatd pentru a trata majoritatea
clasificarilor de persistenta de canal arterial®

Design simetric: Ofera flexibilitate
procedurala pentru alegerea dintre un abord
prin artera aortica sau pulmonara?®

FAVORIZEAZA OCLUZIA RAPIDA

Sase planuri de ocluzie: Creati o acoperire
completa in sectiune, conceputa pentru o
inchidere rapida?, completa?

Tehnologie fara material textil: Permite livrarea
printr-un cateter cu profil redus, mentinand in
acelasi timp o rata ridicata de ocluzie?

OCLUDERUL
AMPLATZER PICCOLO™

INTERVAL TRATAMENT
Diametru duct: Mai putin de 4.0 mm
Lungime duct: Mai mare de 3.0 mm

> INCHIDERE PDA DOVEDITA PENTRU
PACIENTII DE PESTE 700 G

Ocluderul Amplatzer Piccolo™ este singura
solutie de inchidere PDA indicata pentru copiii
prematuri (2700g + cu varsta 23 zile) si dovedita
ca ofera o inchidere sigura si eficienta.

FIABILITATE PRIN DESIGN

Plasa cu un singur strat strans tesuta:
Conceputéa pentru a minimiza sunturile reziduale
imediat dupa plasare

Proiectat pentru structura si rezistenta: inchide
ducturile minimizand in acelasi timp penetrarea in
vasculatura din jur

Tratarea Intaglio a firelor: Conceputa pentru
reducerea percolarii de nichel

LIVRARE LINA CHIAR SI iN CELE MAI
DIFICILE MORFOLOGII

Plasare previzibila: Dimensiunea si forma
discului concepute pentru o pozitionare
previzibila in duct

Livrabil in 4 sisteme de trecere: Cateterul 4 F
faciliteaza livrarea in vasculaturi mici
Flexibilitate procedurala: Designul simetric
ofera flexibilitate procedurala pentru alegerea
dintre un abord anterograd (venos) sau retrograd
(arterial).

Pentru sugarii cu greutatea < 2kg se recomanda
abordul venos
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INFORMATII DE COMANDA

Ocluderul de duct AMPLATZER™ Ocluderul de duct AMPLATZER™ II
Model/ Diametru dispozitiv Diametru Guler de Lungime Model/ Di u L i Diametru disc
Numir comanda la aorta dispozitiv la retentie (mm) Numar da til nc la / (mm)
descendenta (mm) ?rlr"tﬁlr)a pulmonara (mm) dian (mm) di itiv (mm)
9-PDA-003 5 4 9 5 SRR 8 @ e
9-PDA-004 6 4 10 7 ERRAZ0E0G @ © %
9-PDA-005 8 6 12 7 ERRAEN @ ) uw
9-PDA-006 10 8 16 8 ERDAIEINE) @ @ @
9-PDA-007 12 10 18 8 SR0A0S0Y @ ) (]
9-PDA-008 14 12 20 8 ER0AS0H L) ") W
9-PDA-009 16 14 22 8 ERDRPENE @ @ @
9-PDA2-06-06 6 6 12

AMPLATZER PICCOLO™

Model/ Diametru Lungime intre Diametru disc
Numir comanda sectiune discuri (mm) (mm)
mediana (mm)
9-PDAP-03-02-L 3 2 4
9-PDAP-03-04-L 3 4 4
9-PDAP-03-06-L 3 6 4
9-PDAP-04-02-L 4 2 5.25
9-PDAP-04-04-L 4 4 5.25
9-PDAP-04-06-L 4 6 5.25
9-PDAP-05-02-L 5 2 6.50
9-PDAP-05-04-L 5 4 6.50
9-PDAP-05-06-L 5 6 6.50

REFERINTE:

1. Instructiuni de utilizare Ocluderul de duct AMPLATZER.

2.8aliba Z, El-Rassi |, Abi-Warde MT si colab. The Amplatzer Duct Occluder II: A New Device for Percutaneous Ductus Arteriosus
Closure. J Interv Cardiol. 2009;22(6):496-502.

3. Test(e) efectuat(e) de si date in dosar la Abbott.

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

llustratiile 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, SUA

www.structuralheartsolutions.com Abb ot-t
™ |ndica o marca comerciald a grupului de companii Abbott.

© 2021 Abbott. Toate drepturile rezervate. MAT-2004321 v1.0 | Articol aprobat numai pentru utilizarea de catre Global OUS.
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AMPLATZER™ Duct Occluder I
ro: Instructiuni pentru utilizare

Descrierea dispozitivului

Dispozitivul AMPLATZER Duct Occluder Il este un dispozitiv autoexpandant din burete de ( 1 5 3)
nitinol pentru inchiderea nechirurgicala a canalului arterial persistent (PDA). Configuratia
dispozitivului consta dintr-un corsaj central cu 2 discuri de retinere. Corsajul central este
destinat umplerii canalului, iar cele 2 discuri de refinere sunt destinate amplasarii in artera
( 5 6) pulmonara si in partile aortice canalului. Dispozitivul este disponibil cu 2 lungimi. Benzile de
’ marcaj radioopace de la cele doua capete ale dispozitivului asigura ghidarea vizuala cu
fluoroscopie.

Consultati figurile si tabelele de pe partea pliata a copertei din spate pentru informatji
suplimentare despre dispozitiv. Dimensiunile dispozitivului si ale cateterului de aplicare sunt
date n tabelul T1, iar informatiile privind determinarea dimensiunii dispozitivului sunt date in
tabelul T2. Urmatoarele componente ale dispozitivului sunt identificate in figurile F1 si F2:

Figura F1 Figura F2
Discuri J.  Diametrul canalului
Benzi de marcaj radioopace K. Lungimea canalului

Corsaj

Accesoriu cu surub la capat ( 1 5)

Indicatii si utilizare
( 1 ) Dispozitivul AMPLATZER Duct Occluder Il este un dispozitiv de ocluzionare transcutanata
prin cateterism, destinat inchiderii nechirurgicale a canalului arterial persistent.

oo >

Contraindicatii

Dispozitivul AMPLATZER Duct Occluder Il este contraindicat pentru urmatoarele:
« Pacientii cu greutatea mai mica de 6 kg
« Pacientii avand varsta sub 6 luni

« Pacientii cu permeabilitate de tip fereastra a canalului arterial (respectiv, cu lungimea
mai mica de 3 mm)

« Pacientii cu sunt dreapta-stanga prin canalul arterial persistent

« Pacientii cu anomalii cardiace necesitand corectie chirurgicala sau interventie

« Pacientii care au avut mai mult de 2 infectii respiratorii inferioare in cursul ultimului an
« Pacientii cu o infectie activa

« Pacientii cu contraindicatii pentru tratament anticoagulant

« Pacientii cu tromb in locul avut in vedere pentru implant

« Pacientii a caror retea vasculara, prin care se realizeaza accesul la canal, este
inadecvata pentru a gazdui cateterul cu dimensiunea corespunzatoare

« Pacientii cu hipertensiune pulmonara cu rezistenta vasculara pulmonara mai mare de
8 unitati Wood sau Rp/Rs mai mare de 0,4

 Pacientii cu canal arterial persistent avand lungimea mai mare de 12 mm la angiografie 8
« Pacientii cu canal arterial persistent avand diametru mai mare de 5,5 mm la angiografie ( )

Avertizare
» Acest dispozitiv nu a fost studiat in pacienti cu varsta de peste 18 ani.
« A se utiliza in sau Tnhaintea ultimei zile a lunii de expirare inscrise pe cutia produsului.
« Nu folositi dispozitivul daca bariera sterila a ambalajului este deschisa sau deteriorata.

* Acest dispozitiv 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 vatamarea pacientului.

89
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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 in afara SUA. Verificati starea de reglementare a
dispozitivului in zonele in care marcajul CE nu este regulamentul in vigoare. Ilustratiile sunt doar
reprezentdri 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

™ Indicd o marcd comerciald a grupului de companii Abbott.

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

Toate drepturile rezervate.

34513-SIM-AMPLP-0519-0121c¢ | Articol aprobat numai pentru Chile.

SL-16047-01 09/2019
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TRATAMENTUL
INTAGLIO™

Amplatzer™ Interventii
structurale
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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 sairma 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
dupd 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 raméane neschimbata odatd 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 suferd un etch chimic ca
proces final in fabricarea produsului, rezultand 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
imbunatati 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 sarma Intaglio.
Testarea dispozitivelor Amplatzer Occluder cu gravurd
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 NUMALI. 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

¢

TABELUL 1: REDUCEREA NICHELULUI PRIN INTAGLIO PENTRU PRODUSELE DE OCLUZIE AMPLATZER*

Oxidnegru, Oxidnegru, Intaglio, Percolare e ol
Percolaremaxima | Percolare maxima maxima Ni la 10 zile 1020%)
Ni prima zi [ug] Nila 10zile [ug]
PFO 771 184 1.79 0.17 97.7% 99.1%
ADOIL 45.2 7.0 0.74 0.08 98.4% 98.9%
ASD 78.1 21.8 3.36 1.05 95.7% 95.2%
« Tratamentul cu sarma Intaglio reduce cantitatea de nichel care poate fi levigata din dispozitiv cu mai mult de 95% in functie de
model.
* Niveluri mai scazute de nichel creste siguranta si poate reduce potentialul de o reactie adversa la nichel
* Caracterizarea chimicd 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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SISTEM DE LIVRARE
AMPLATZER™TORQVUE™LP

Informatii necesare realizarii unei comenzi
Continut: 1 cablul de livrare, cateter de livrare, supapa
de hemostaza, incarcator si menghina din plastic

Model/ Dimen-  Unghiul  Lungime  Diametrul  Diametrul  Lungime
Nr. comandi siunea  Varfului  Utila (em) Interioral  Exterioral Cablu de
noui Tecii Tecii Tecii Livrare
(mm/in) (mm/in) (cm)
9-TVLP4F90/060 4F %° 60 1,17/0,046  1,40/0,055 160
9-TVLP4F90/080 4F %0° 80 1,17/0,046  1,40/0,055 195
9-TVLP5F90/060 5F %’ 60 1,50/0,059  1,73/0,068 160
9-TVLP5F90/080 5F %’ 80 1,50/0,059  1,73/0,068 195

40 Portofoliu de Produse AMPLATZER™

CUPRINS
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Sisteme de aplicare AMPLATZER™ TorqVue™ 45° si 180°

ro: Instructiuni pentru utilizare

Descrierea dispozitivului

Sistemele de aplicare AMPLATZER™ TorqVue™ 45° si 180° sunt destinate sa aplice
dispozitive AMPLATZER™. Dispozitivul si sistemul de aplicare sunt livrate separat.

Corpul tecii este radioopac pentru vizibilitate la fluoroscopie.

Consultati figura si tabelul de pe partea pliata a copertei din spate pentru detalii despre
sistemele de aplicare. Dimensiunile sistemelor de aplicare sunt date in tabelele T1 si T2.
Urmatoarele componente sunt identificate in figurile F1 si F2:

A. Incércator — introduce un dispozitiv AMPLATZER™ in teacé.

B. Supapa de hemostaza cu tub prelungitor si robinet de inchidere — permite spalarea sistemului
de aplicare si controleaza refluxul sangelui.

C. Teaca — asigura o cale prin care se aplica un dispozitiv AMPLATZER™.
D. Dilatator — usureaza penetrarea tesutului si minimalizeaza traumatizarea vasului.
E. Cablu de aplicare — se prinde de dispozitiv pentru a-i controla deplasarea prin teaca.

F. Menghina din plastic — se prinde de cablul de aplicare si serveste ca méaner pentru

deconectarea (desurubarea) cablului de aplicare de un dispozitiv. ( 1 1 1 3 )
)

Utilizare

Sistemul de aplicare AMPLATZER™ TorqVue™ este destinat sa faciliteze atasarea,
incarcarea, aplicarea si desfasurarea dispozitivelor de inchidere AMPLATZER™.

Indicatii pentru utilizare

Sistemul de aplicare TorqVue™ este indicat pentru utilizarea de catre cardiologi la interventii,
in vederea amplasarii unui dispozitiv de inchidere AMPLATZER™.

Contraindicatii
Nu se cunoaste nici una.

Avertismente
« A se utiliza pana in ultima zi, inclusiv, a termenului de valabilitate imprimat pe eticheta
de pe ambalajul produsului.

Acest dispozitiv a fost sterilizat cu oxid de etilena si poate fi utilizat o singura data. Nu
reutilizati sau resterilizati dispozitivul. Incercarea de resterilizare a dispozitivului poate
avea ca rezultat functionarea defectuoasa, sterilizarea inadecvata, sau i poate afecta
pe pacienti.

Nu utilizati acest dispozitiv daca pachetul steril este deschis sau deteriorat.

Teaca este destinata utilizarii cu incarcatorul. Nu prindeti siringa direct de teaca
deoarece dimensiunea este incompatibila si poate cauza patrunderea aerului sau
sangerare excesiva.

Utilizati supapa de hemostaza pentru a impiedica refluxul sangelui in timpul procedurii
de implantare.

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

« Indepértati incet dilatatorul si teaca din pacient pentru a preveni patrunderea aerului.
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GHIDURI AMPLATZER”

Information Comanda

Contine: 1 ghid
Model/ Lungime Descriere Lungime
Nr.comandd Diam(in) (orp varf (cms)  varf utila (cm)
9-GW-001 0.035  Super Stiff 6 7.5 mm, 260
Modified
J-tip
9-GW-002 0.035  Super Stiff 5 1.5mm, 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, denumit si ,,Noodlewire”, este un ghid flexibil cu varf moale,
recomandat pentru stabilirea unei
inchiderea defectelor septului ventricular.

48 | AMPLATZER" Product Portfolio
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AMPLATZER™
DUCT OCCLUDERS

INDICATIONS

The Amplatzer™ Duct Occluder and Amplatzer™ Duct Occluder IT are
percutaneous, transcatheter occlusion devices intended for the nonsurgical
closure of a patent ductus arteriosus (PDA) in patients with a weight of 6 kg
or larger.

The Amplatzer Piccolo™ Occluder is a percutaneous, transcatheter occlusion
device intended for the nonsurgical closure of a patent ductus arteriosus (PDA)
in patients with a weight 700 grams and up at time of the procedure.

MRI SAFETY INFORMATION

Through nonclinical testing, Amplatzer™ devices have been shown to be MR
Conditional. Refer to the appropriate Instructions for Use
to obtain more detailed MRI scanning information.

MR image quality may be compromised if the area of interest is in the same area
as or relatively close to the position of the device. Therefore, it may be necessary
to optimize MR imaging parameters for the presence of this implant.

DEVICE SPECIFICATIONS AND DELIVERY SYSTEM COMPATIBILITY

Amplatzer™ Duct Occluder Amplatzer™ TorqVue™ 180° Delivery System
Device Device
Diameter at Diameter at R i Sheath Sheath
Model/ Descending Pulmonary Skirt Device Minimum Inner Outer
Reorder Aorta Artery (mm) Diameter Length Model/Reorder Recommended Diameter Diameter
Number (mm) A B (mm) C (mm)D  Number Sheath Size (mm [inch]) (mm [inch])
( 1 0 1 1 1 2) 9-PDA-003 5 4 9 5 9-ITVO5F180/60 5F 1.83[0.072]  2.51[0.099]
b
> 9-PDA-004 6 4 10 7
9-PDA-005 8 6 12 7 9—ITV06F180/80 6F 2.11[0.083] 2.79 [0.110]
9-PDA-006 10 8 16 8
9-PDA-007 12 10 18 8
9-PDA-008 14 12 20 8 9—ITVO7F180/80 7F 2.44[0.096] 3.18[0.125]
9-PDA-009 16 14 22 8

(13)

Information contained herein for DISTRIBUTION outside of the U.S. ONLY. Always check the regulatory status
of the device in your region.
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DEVICE SPECIFICATIONS AND DELIVERY SYSTEM COMPATIBILITY

Amplatzer™ Duct Occluder |l Amplatzer™ TorqVue™ LP Delivery System
Catheter Catheter ( 1 3)
Waist Device Disc Minimum Inner Outer
Model/Reorder Diameter Length Diameter Model/Reorder Recommended Diameter Diameter
Number (mm) A (mm) B (mm) C Number Catheter Size (mm [inch]) (mm [inch])
9-PDA2-03-04 3 4 9
10 1 1 12 9-PDA2-03-06 3 6 9 9-TVLP4F90/060
N 5 or 4F 117[0.046]  1.40[0.055]
9-PDA2-04-04 4 4 10 9-TVLP4F90,/080
9-PDA2-04-06 4 6 10
9-PDA2-05-04 5 4 11
9-PDA2-05-06 5 6 1 9-TVLP5F90/060
or 5F 1.50[0.059]  1.73[0.068]
9-PDA2-06-04 6 4 12 9-TVLP5F90/080
9-PDA2-06-06 6 6 12
DEVICE SPECIFICATIONS AND DELIVERY SYSTEM COMPATIBILITY
Amplatzer™ Piccolo™ Occluder Amplatzer™ TorqVue™ LP Catheter
Length
Between Catheter Catheter
Waist Retention Disc Minimum Inner Outer
Model/Reorder Diameter Discs Diameter Model/Reorder Recommended Diameter Diameter
Number (mm) A (mm) B (mm) C Number Catheter Size (mm [inch]) (mm [inch])
9-PDAP-03-02-L 4.00(0.157)  3.00(0.118) 2.00(0.079)
9-PDAP-03-04-L 4.00(0.157)  3.00(0.118) 4.00(0.157)
9-PDAP-03-06-L 4.00(0.157)  3.00(0.118) 6.00(0.236)
9-PDAP-04-02-L 5.25(0.207) 4.00(0.157) 2.00(0.079)
9-PDAP-04-04-L 5.25(0.207) 4.00(0.157) 4.00(0.157) 9-TVLPC4F90/080 4F 1.17 [0.046] 1.4 [0.055]
9-PDAP-04-06-L 5.25(0.207) 4.00(0.157) 6.00(0.236)
9-PDAP-05-02-L 6.50(0.256) 5.00(0.197) 2.00(0.079)
9-PDAP-05-04-L 6.50(0.256) 5.00(0.197) 4.00(0.157)
9-PDAP-05-06-L 6.50(0.256) 5.00(0.197) 6.00(0.236)

ANCILLARY PRODUCT SPECIFICATIONS

Amplatzer™ Guidewire

Model/Reorder Number Diameter (inch) Body Tip Description Useable Length (cm)

( 1 4) 9-GW-001 0.035 Super Stiff 7.5 mm, Modified J-tip 260

LATEX-FREE INFORMATION

These Amplatzer™ products do not contain latex.

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

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

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

Abbott
3200 Lakeside Dr, Santa Clara, CA 95054, USA Tel: 1.800.227.9902
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.
37971 MAT-2002324 v2.0 | Item approved for Global OUS only. Abett
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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. Photo(s) on file at Abbott.

Abbott Vascular International BVBA

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.

© 2019 Abbott. All Rights Reserved. 34513-SJM-AMPLP-0519-0121c | Item approved for Chile only.
SL-16047-01 09/2019

‘ ‘ 34513_AMPLP_clinicallnsights_CL_r1a_FNL.indd 1-2

Abbott

THE INTAGLIO™
WIRE TREATMENT

Amplatzer™ Structural Interventions

9/27/19 9:53AM‘ ‘
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Clinical Insights

KEY MESSAGES

« Intaglio is a chemical etch treatment of Nitinol wire used in the
manufacturing of Amplatzer Devices.

e Although Amplatzer products have always met the standards for
nickel leaching, they were improved through the use of Intaglio
wire treatment.

* The Intaglio wire treatment reduces the amount of nickel that
may be leached from the device by more than 95% depending on
the model. See next page for Nickel Reduction from Intaglio in
Table 1 and PFO example in Graph 1.

« Intaglio is part of Abbott’s commitment to increasing quality of all
products.

INTRODUCTION

The Amplatzer Occlusion Devices have historically been
manufactured using Black Oxide Nitinol wire. In 2014, the Intaglio
chemically etched finish was introduced to Amplatzer Occlusion
devices.

SIGNIFICANCE OF INTAGLIO

Amplatzer products have been characterized utilizing a robust
in-vitro chemical leaching study to assess the materials-related
toxicity risks associated with nickel release after implantation. The
conversion to the Intaglio chemical etching process has further
reduced these toxicological risk factors with respect to nickel
leaching. The mechanical performance of the device remains
unchanged with the conversion to chemically etched wire.

INTAGLIO TREATMENT

The Intaglio treatment is a secondary step to the Nitinol material
previously utilized in the production of Amplatzer products with

a Black Oxide finish. The metal wire undergoes a chemical etch as
a final process in the manufacturing of the product resulting in a
thinner, more consistent oxide layer on the device. The mechanical
properties of the wire and finished device are not affected by this
process so the proven clinical performance remains unaltered.
Devices treated with Intaglio have a slight blue or purple hue
compared to previous devices with a Black Oxide finish.

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.

‘ ‘ 34513_AMPLP_clinicallnsights_CL_r1a_FNL.indd 1-2

AMPLATZER™ STRUCTURAL INTERVENTIONS

THE INTAGLIO™ WIRE TREATMENT

CONCLUSIONS

Amplatzer Occluder Devices and the introduction of Intaglio
chemical etching are part of Abbott’s commitment to continuous
product improvement. Although Amplatzer products have an
excellent safety profile and have always met the standards for nickel
leaching, they were improved through the use of Intaglio wire
treatment. Testing of Amplatzer Occluder devices with Intaglio
chemical etching has demonstrated in multiple devices more than
95% (varying depending on device model) further reduction in
nickel leaching compared to devices manufactured with a Black
Oxide finish. Lower levels of nickel is intuitively better for patients
and may reduce the potential for an adverse reaction to nickel.

(5)

TABLE 1: NICKEL REDUCTION FROM INTAGLIO IN AMPLATZER OCCLUSION PRODUCTS*

Black Oxide, Max Ni | Black Oxide, Max Ni Intaglio, Max Ni Intaglio, Max Ni . 15':Piyllf-edu;tlc::h 10:: [')(a{ E ed:ctu: :
Leach 1st Day [pg] Leach 10th Day [pg] Leach 1st Day [pg] Leach 10th Day [pg] o Ilzt:gli:a(i/ )WI o llfut:gli:a(:/ )WI
PFO 771 184 1.79 0.17 97.7% 99.1%
ASD 78.1 21.8 3.36 1.05 95.7% 95.2%

* The Intaglio wire treatment reduces the amount of nickel that may be leached from the device by more than 95% depending on the model.

« Lower levels of nickel increase safety and may reduce the potential for an adverse reaction to nickel

*Chemical Characterization Testing data on file at Abbott. For product specific Nickel precautions, please check the Instructions for Use.

GRAPH 1: NICKEL LEACH REDUCTION WITH INTAGLIO - PFO
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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.
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AMPLATZER" TORQVUE" LP
DELIVERY SYSTEM

Ordering Information
Contents: 1 delivery cable, delivery catheter,
hemostasis valve, loader and plastic vise

Usable Inner Diam

Outer Diam Delivery

Model/ Cath Tip Lgth  of Catheter of Catheter Cable Lgth
Reorder No Sz Angle (cm)  (mm/in) (mm/in) (cm)
9-TVLP4F90/060 4F 90° 60 1.17/0.046 1.40/0.055 160
9-TVLP4F90/080 4F 90° 80 1.17/0.046 1.40/0.055 195
9-TVLP5F90/060 5F 90° 60 1.50/0.059 1.73/0.068 160
9-TVLP5F90/080 5F 90° 80 1.50/0.059 1.73/0.068 195

40 | AMPLATZER" Product Portfolio
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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
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STRUCTURAL HEART THERAPY

AMPLATZER"

FAMILY OF DUCT
OCCLUDERS
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Information contained herein for DISTRIBUTION outside of the U.S. ONLY.

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



MULTIPLE DEVICE DESIGNS

FOR CONFIDENT AND
COMPLETE PATENT DUCTUS
ARTERIOSUS OCCLUSION

Patent Ductus Arteriosus (PDA) is one of the most common of all congenital anomalies.
The Amplatzer™ Family of Duct Occluders offers an extensive line of devices and a simple
treatment option for PDA occlusion. Each duct occluder has been designed to occlude
PDAs of various shapes and sizes. With an easy-to-perform deployment procedure, the

implanting physician can be confident in placing the device with precision.

AMPLATZER™
DUCT OCCLUDER

TREATMENT RANGE
Ductus Diameter: 2.0-12.0 mm
Ductus Length: Greater than 3.0 mm

CONFIDENCE IN LARGE PDA CLOSURE Cone Shape: Engineered to conform to
The AmplatzerTM Duct Occluder is designed to tapering ducts and promote occlusion?

accommodate large PDAs with a single device-which
DESIGNED TO PROVIDE

may reduce the complexity of the procedure. COMPLETE OCCLUSION

Complete Closure of PDA: With over 98% of
DESIGNED TO REDUCE RISK patients showing complete occlusion at six months!
Retention Skirt: Built to provide secure Polyester Material: Promotes occlusion
positioning within the ductus and prevent and tissue in-growth
embolization®

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



AMPLATZER™
DUCT OCCLUDERIII

TREATMENT RANGE
Max Dustuc Diameter: 12.0 mm

Max Ductus Length: 5.5 mm

VERSATILITY IN PDA CLOSURE
The Amplatzer™ Duct Occluder IT conforms to a
variety of ducts while achieving complete closure

from a pulmonary or aortic approach.2

DESIGNED FOR FLEXIBILITY

Compliant, Multi-layered Mesh and

Dual Articulating Discs: Provide high
conformability to treat most classifications of patent

ductus arteriosus?

Symmetrical Design: Offers procedural
flexibility to choose an aortic or pulmonary artery

approach?®

PROMOTES RAPID OCCLUSION

Six Planes of Occlusion: Create full crosssectional
coverage designed for rapid?, complete closure?
Fabric-free Technology: Allows for delivery
through a low-profile catheter while maintaining a

high rate of occlusion?

AMPLATZER
PICCOLO™ OCCLUDER

TREATMENT RANGE
Ductus Diameter: Less than 4.0 mm
Ductus Length: Greater than 3.0 mm

PROVEN PDA CLOSURE FOR PATIENTS
700G AND UP

The Amplatzer Piccolo™ Occluder is the only PDA
closure solution indicated for premature infants
(2700g + =3 days old) and proven to deliver safe and

effective closure.

RELIABILITY BY DESIGN

Tightly woven single-layer mesh: Designed to
minimize residual shunt immediately after placement
Engineered for structure and strength: Occludes
ducts while minimizing protrusion into surrounding

vasculature

Intaglio wire treatment: Designed to reduce

nickel leaching

SMOOTH DELIVERY IN EVEN THE MOST
CHALLENGING MORPHOLOGIES

Predictable placement: Disc size and shape
designed for predictable positioning in the duct
Deliverable in 4 through systems: 4 F catheter
facilitates delivery small vasculatures

Procedural flexibility: Symmetrical design offers
procedural flexibility to choose an anterograde
(venous)or retrograde (arterial) approach.

For infants < 2kg a venous approach is recommended



ORDERING INFORMATION

AMPLATZER™ Duct Occluder AMPLATZER™ Duct Occluder Il
Model / Reorder Device Diameterat Device Diameter  Retention Length Model / Reorder Waist Diameter Device / Nominal Disc Diameter
Number Descending Aorta at Pulmonary Skirt (mm)  (mm) Number (mm) Length (mm) (mm)
(mm) Artery (mm)
9-PDA-003 5 4 9 5 9-PDA2-03-04 3 4 9
9-PDA-004 6 4 10 7 9-PDA2-03-06 3 6 9
9-PDA-005 8 6 12 7 9-PDA2-04-04 4 4 10
9-PDA-006 10 8 16 8 9-PDA2-04-06 4 6 10
9-PDA-007 12 10 18 8 9-PDA2-05-04 5 4 11
9-PDA-008 14 12 20 8 9-PDA2-05-06 5 6 11
9-PDA-009 16 14 22 8 9-PDA2-06-04 6 4 12
9-PDA2-06-06 6 6 12

AMPLATZER PICCOLO™

Model / Reorder Waist Diameter Length between  Disc Diameter
Number (mm) discs (mm) (mm)
9-PDAP-03-02-L 3 2 4
9-PDAP-03-04-L 3 4 4
9-PDAP-03-06-L 3 6 4
9-PDAP-04-02-L 4 2 5.25
9-PDAP-04-04-L 4 4 5.25
9-PDAP-04-06-L 4 6 5.25
9-PDAP-05-02-L 5 2 6.50
9-PDAP-05-04-L 5 4 6.50
9-PDAP-05-06-L 5 6 6.50

REFERENCES:
1. AMPLATZER Duct Occluder Instructions for Use.

2. Saliba Z, El-Rassi I, Abi-Warde MT, et al. The Amplatzer Duct Occluder II: A New Device for Percutaneous Ductus Arteriosus Closure.

J Interv Cardiol. 2009;22(6):496-502.
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.structuralheartsolutions.com

™ Indicates a trademark of the Abbott group of companies.

© 2021 Abbott. All Rights Reserved. MAT-2004321 v1.0 | Item approved for Global OUS use only.
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SJM Declaration of Conformity

St. Jude Medical (SJM) hereby declares that the following SJM faciliies and products conform to the applicable
provisions of Annex Il of the Medical Device Directive (MDD) 93/42/EEC. All supporting documentation is retained
under the premises of SIM. We declare no application has been lodged with any other notified bedy for the same
products. This declaration is issued under the sole responsibility of the manufacturer. This declaration supersedes
any declaration issued previously for the same product(s).

Manufacturer Address: AGA Medical Corporation
5050 Nathan Lane North
Plymouth, Minnesota 55442, USA

European Representative: St. Jude Medical Coordination Center BVBA
The Corporate Village
Da Vincilaan 11 Box F1
1935 Zaventem, Belgium

Product Type: Cardiac Occluder
Product Name(s): AMPLATZER Duct Occluder
AMPLATZER Duct Occluder Il
AMPLATZER Duct Occluder |l Additional Sizes

Model Number(s):

Original
Product Model Numbers CE Mark Date
SIS soonor
AMPLATZER Duct Occluder 9-PDA-008 24 February 1998 (1 7)
9-PDA-005 9 PDA-003
9-PDA-006
9.PDA2-03-04 9-PDA2-03-06
9-PDA2-04-04 9-PDA2-04-06
AMPLATZER Duct Occluder I 9-PDA2-05-04 9.PDA2-05-06 07 February 2008
9-PDA2-06-04 9-PDA2-06-06
g:ggﬁ:g:gg:gij: 9-PDA2AS-04-06-L.
AMPLATZER Duct Occluder Il | oo 0 2A0 3" < 9.PDAZAS-05-02-L | (o) o0
Additional Sizes 9-PDA2AS.04.02.L 2-PDA2AS-05-04-L ry
) ) ) 9-PDA2AS-05-06-L
9-PDA2AS-04-04-L

A1y

Issue Date

@»’Z{:tor, RegUlatory Affairs

86480 SJM Declaration of Conformity Template Rev C Page 1 of 2

This confidential document is the property of St. Jude Medical and shall not be reproduced,
distributed, disclosed or used without the express writter: consent of St. Jude Medical,
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=== ST. }UDE MEDICAL Declaration of Conformity

SJM Declaration of Conformity

Classification: Class HI {(Rule 8) Annex I, Section 4
GHTF Class D
GMDN Code(s): 45418
EC Design Certificate No and Expiration Certificate No: CE 594295
Date: Expiration Date: 23 February 2023
Annex ll, Clause 3 Certificate No and Certificate No: CE 590631
Expiration Date: Expiration Date: 23 February 2023
Applicable Quality System Standards: ISO 13485
Notified Body: BSI
Kitemark Court
Davy Avenue
Knowilhill
Milton Keynes
MKS 8PP
UK
Notified Body Number: 0086

Sig

L\lsa Becng Issue Date
r, Regulatory Affairs

86480 SIM Declaration of Conformity Template Rev C Page 2 of 2

This confidential document is the property of St. Jude Medical and shall not be reproduced,
distributed, disclosed or used without the express wrilfen consent of 3t. Jude Medical.



bsi.

EC Design-Examination Certificate

Directive 93/42/EEC on Medical Devices, Annex II Section 4

e K T,

By Royal Charter

No. CE 594295

Issued To: AGA Medical Corporation
5050 Nathan Lane North
Plymouth
Minnesota
55442
USA

In respect of:

AMPLATZER Duct Occluder, AMPLATZER Duct Occluder IT and AMPLATZER Duct Occluder II
Additional Sizes

BSI has performed a design examination on the above devices in accordance with the Council Directive 93/42/EEC,
Annex II Section 4. The design conforms to the requirements of this directive. For marketing of these products an
additional Annex II excluding Section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 0086):

S M J/‘e-\.'.

Stewart Brain, Head of Compliance & Risk -
Medical Devices

First Issued: 2013-02-24 Date: 2018-02-15 Expiry Date: 2023-02-23

..making excellence a habit’

Page 1 of 5

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive 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.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.
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EC Design-Examination Certificate

O T4

By Royal Charter

Supplementary Information to CE 594295

Issued To: AGA Medical Corporation
5050 Nathan Lane North
Plymouth
Minnesota
55442
USA

Amplatzer Duct Occluder:

Device Di_ameter at | Device Diameter Retention Length
Order Number Descending Aorta at Pulmonary Skirt (mm) (mm)
(mm) Artery (mm)
9-PDA-003 5 4 9 5
9-PDA-004 6 4 10 7
9-PDA-005 8 6 12 7
9-PDA-006 10 8 16 8
9-PDA-007 12 10 18 8
9-PDA-008 14 12 20 8
9-PDA-009 16 14 22 8
First Issued: 2013-02-24 Date: 2018-02-15 Expiry Date: 2023-02-23
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive 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.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.
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By Royal Charter

Supplementary Information to CE 594295

Issued To: AGA Medical Corporation
5050 Nathan Lane North
Plymouth
Minnesota
55442
USA

Amplatzer Duct Occluder II:

Model Number Waisiéiz::r)neter Disc(ai?nn;eter Nomi?;I"I;)ength
9-PDA2-03-04 3 9 4
9-PDA2-04-04 4 10 4
9-PDA2-05-04 5 11 4
9-PDA2-06-04 6 12 4
9-PDA2-03-06 3 9 6
9-PDA2-04-06 4 10 6
9-PDA2-05-06 5 11 6
9-PDA2-06-06 6 12 6
First Issued: 2013-02-24 Date: 2018-02-15 Expiry Date: 2023-02-23
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive 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.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.
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EC Design-Examination Certificate

Supplementary Information to CE 594295

Issued To: AGA Medical Corporation
5050 Nathan Lane North
Plymouth

Minnesota

55442

USA

AMPLATZER Duct Occluder II Additional Sizes:

Model Number | RetentionDisc | Waist Diameter | iCie L TS
(mm)
9-PDA2AS-03-02-L 4.00 3.00 2.00
9-PDA2AS-03-04-L 4.00 3.00 4.00
9-PDA2AS-03-06-L 4.00 3.00 6.00
9-PDA2AS-04-02-L 5.25 4.00 2.00
9-PDA2AS-04-04-L 5.25 4.00 4.00
9-PDA2AS-04-06-L 5.25 4.00 6.00
9-PDA2AS-05-02-L 6.50 5.00 2.00
9-PDA2AS-05-04-L 6.50 5.00 4.00
9-PDA2AS-05-06-L 6.50 5.00 6.00

First Issued: 2013-02-24 Date: 2018-02-15 Expiry Date: 2023-02-23
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive 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.
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Supplementary Information to CE 594295

Issued To: AGA Medical Corporation
5050 Nathan Lane North
Plymouth
Minnesota
55442
USA

Certificate History

Reference

Number Action

Date

24 February 2013 10139227 First Issue — Transfer from another Notified Body.

Change the surface finish of the nitinol wire from black oxide to

28 May 2013 10141409 chemically etched.

25 August 2015 10156926 DuPont Tyvek Medical Transition Project update.

01 February 2016 10160623 Addition of Sterigenics Willowbrook, IL as a sterilizer.
Current 8872317 Certificate renewal.

First Issued: 2013-02-24 Date: 2018-02-15 Expiry Date: 2023-02-23
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
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M8007069 Rev. E
Declaration of Conformity

mes ST. JUDE MEDICAL
BEE

SJM Declaration of Conformity

St. Jude Medical (SJM) hereby declares that the following SJM faciliies and products conform to the applicable
provisions of Annex Il of the Medical Device Directive (MDD) 93/42/EEC. All supporting documentation is retained
under the premises of SIM. We declare no application has been lodged with any other notified bedy for the same
products. This declaration is issued under the sole responsibility of the manufacturer. This declaration supersedes
any declaration issued previously for the same product(s).

Manufacturer Address: AGA Medical Corporation

5050 Nathan Lane North
Plymouth, Minnesota 55442, USA
European Representative: St. Jude Medical Coordination Center BVBA
The Corporate Village

Da Vincilaan 11 Box F1

1935 Zaventem, Belgium

Product Type: Cardiac Occluder

Product Name(s): AMPLATZER Duct Occluder
AMPLATZER Duct Occluder I

AMPLATZER Duct Occluder |l Additional Sizes

Model Number(s):

Original
Product Model Numbers CE Mark Date
SroRes  sromow
AMPLATZER Duct Occluder 9-PDA-005 9-PDA-008 24 February 1998
9-PDA-006 9-PDA-003
9-PDA2-03-04 9-PDA2-03-06
9-PDA2-04-04 9-PDA2-04-06
AMPLATZER Duct Occluder I 9-PDA2-05-04 9.PDA2-05-06 07 February 2008
9-PDA2-06-04 9-PDA2-06-06
SEDRASOSOLL  sroamsacant
AMPLATZER Duct Occluder Il 9-PDA2AS-03-06-L 9-PDA2AS-05-02-L. 05 January 2014
Additional Sizes 9-PDA2AS.04.02.L 2-PDA2AS-05-04-L uary
i i i 9-PDA2AS-05-06-L
9-PDA2AS-04-04-L
( / Issue Date
iector, Regulatory Affairs
86480 SJM Declaration of Conformity Template Rev C Page 1 of 2

This confidential document is the property of St. Jude Medical and shall not be reproduced,
distributed, disclosed or used without the express writter: consent of St. Jude Medical,



— M8007069 Rev. E
=== ST. }UDE MEDICAL Declaration of Conformity

SJM Declaration of Conformity

Classification: Class HI {(Rule 8) Annex I, Section 4
GHTF Class D
GMDN Code(s): 45418
EC Design Certificate No and Expiration Certificate No: CE 594295
Date: Expiration Date: 23 February 2023
Annex ll, Clause 3 Certificate No and Certificate No: CE 590631
Expiration Date: Expiration Date: 23 February 2023
Applicable Quality System Standards: ISO 13485
Notified Body: BSI
Kitemark Court
Davy Avenue
Knowilhill
Milton Keynes
MKS 8PP
UK
Notified Body Number: 0086

Sig

L\lsa Becng Issue Date
r, Regulatory Affairs

86480 SIM Declaration of Conformity Template Rev C Page 2 of 2

This confidential document is the property of St. Jude Medical and shall not be reproduced,
distributed, disclosed or used without the express wrilfen consent of 3t. Jude Medical.



Certificat de Examinare CE de Design

Directiva 93/42/CEE privind Dispozitivele Medicale, Anexa Il Sectiunea 4

Nr. CE 594295
Eliberat citre: AGA Medical Corporation
5050 Nathan Lane North

Plymouth
Minnesota
55442
S.UA.

Cu privire la:

Canal Ocluzor AMPLATZER, Canal Ocluzor AMPLATZER 11 si Canal Ocluzor AMPLATZER 11
Dimensiuni Suplimentare

BSI (British Standards Institution / Institutia Britanica de Standardizare) a efectuat 0 examinare a designului dispozitivelor de mai
sus, Tn conformitate cu Directiva Consiliului 93/42/CEE, Anexa Il Sectiunea 4 si cu Regulamentul (UE) 722/2012. Designul este
conform cu cerintele acestei directive si cele ale regulamentului. Pentru comercializarea acestor produse este necesar suplimentar
certificatul Anexa Il, cu excluderea Sectiunii 4.

Pentru si in numele BSI, un Organism Notificat pentru Directiva mentionata mai sus (Numarul Organismului Notificat 0086):

JS m Jle—\.'.

Stewart Brain,
Directorul Departamentului Conformitate si Risc - Dispozitive Medicale

Prima Editie: 2013-02-24 Data: 2018-02-15 Data Expirarii: 2023-02-23

Pagina 1 din 5



Certificat de Examinare CE de Design

Informatii suplimentare la CE 594295

Eliberat catre:

AGA Medical Corporation
5050 Nathan Lane North

Plymouth

Minnesota

55442

S.UA.

Canal Ocluzor Amplatzer:
Diametrul Diametrul
< < Dispozitivului la Aorta Dispozitivului la Marginea de Lungime
Numir Comanda Dpescendentz'l (mm) ArteEa Pulmonari Retentie (mm) (mm)
(mm)

9-PDA-003 5 4 9 5
9-PDA-004 6 4 10 7
9-PDA-005 8 6 12 7
9-PDA-006 10 8 16 8
9-PDA-007 12 10 18 8
9-PDA-008 14 12 20 8
9-PDA-009 16 14 22 8

Prima Editie: 2013-02-24

Data: 2018-02-15

Data Expirarii: 2023-02-23

Pagina 2 din 5




Certificat de Examinare CE de Design

Informatii suplimentare la CE 594295

Eliberat catre:

Canal Ocluzor Amplatzer I1I:

AGA Medical Corporation
5050 Nathan Lane North

Plymouth
Minnesota
55442
S.UA.

Numir Model Diametru Talie Diametru Disc Lungimea Nominala
(mm) (mm) (mm)
9-PDA2-03-04 3 9 4
9-PDA2-04-04 4 10 4
9-PDA2-05-04 5 11 4
9-PDA2-06-04 6 12 4
9-PDA2-03-06 3 9 6
9-PDA2-04-06 4 10 6
9-PDA2-05-06 5 11 6
9-PDA2-06-06 6 12 6

Prima Editie: 2013-02-24

Data: 2018-02-15

Data Expirarii: 2023-02-23
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Certificat de Examinare CE de Design

Informatii suplimentare la CE 594295

Eliberat catre:

AGA Medical Corporation
5050 Nathan Lane North

Plymouth
Minnesota
55442
S.UA.

Canal Ocluzor AMPLATZER Il Dimensiuni Suplimentare:

Numir Model Diametru Disc iametru Talie (mm) Distanta dintre
Retentie (mm) Discurile de Retentie
(mm)
9-PDA2AS-03-02-L 4,00 3,00 2,00
9-PDA2AS-03-04-L 4,00 3,00 4,00
9-PDA2AS-03-06-L 4,00 3,00 6,00
9-PDA2AS-04-02-L 5,25 4,00 2,00
9-PDA2AS-04-04-L 5,25 4,00 4,00
9-PDA2AS-04-06-L 5,25 4,00 6,00
9-PDA2AS-05-02-L 6,50 5,00 2,00
9-PDA2AS-05-04-L 6,50 5,00 4,00
9-PDA2AS-05-06-L 6,50 5,00 6,00

Prima Editie: 2013-02-24

Data: 2018-02-15

Data Expirarii: 2023-02-23

Pagina 4 din 5



Certificat de Examinare CE de Design

Informatii suplimentare la CE 594295

Eliberat catre:

AGA Medical Corporation
5050 Nathan Lane North

Plymouth
Minnesota
55442
S.UA.

Istoricul Certificatului

Data Numar de Actiune
Referinta
24 februarie 2013 10139227 Prima Editie — Transfer de la un alt Organism Notificat.
28 mai 2013 10141409 Schlmbareg f."mvlsajulul suprafetei firului de nitinol de la oxid negru la
gravare chimica.
25 august 2015 10156926 Actualizarea Proiectului de Tranzitie Medicala DuPont Tyvek.
01 februarie 2016 10160623 Adaugarea Sterigenics Willowbrook, IL, in calitate de sterilizator.
Curent 8872317 Reinnoirea certificatului.

Prima Editie: 2013-02-24

Data: 2018-02-15 Data Expirarii: 2023-02-23
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Subsemnatul DUMITRACHE CRISTINA interpret si traducdtor autorizat
pentru limba strdind engleza in temeiul autorizatiei nr. 4044 din data de
11.12.2000 , eliberatd de Ministerul Justitiei din Romania, certific exactitatea
traducerii efectuate din limba engleza in limba romana, c3 textul prezentat a fost
tradus in totalitate, fard omisiuni, si cd, prin traducere, inscrisului nu i-a fost
denaturat continutul si sensul.

INTERPRET SI TRADUCATOR AUTORIZAT,




90445739 Rev. E
a Abettv Declaration of Conformity
Abbott Medical Declaration of Conformity

Abbott Medical (Abbott) hereby declares that the following Abbott facilities and products conform to the applicable
provisions of Annex Il of the Medical Device Directive (MDD) 93/42/EEC. All supporting documentation is retained
under the premises of Abbott. We declare no application has been lodged with any other notified body for the same
products. This declaration is issued under the sole responsibility of the manufacturer. This declaration supersedes
any declaration issued previously for the same product(s).

Manufacturer Address: Abbott Medical
5050 Nathan Lane North
Plymouth, Minnesota 55442, USA

European Representative: Abbott Medical
The Corporate Village
Da Vincilaan 11 Box F1
1935 Zaventem, Belgium

Product Type: Cardiac Occluder Delivery Kit

Product Name(s): Amplatzer TorgVue Delivery System
Amplatzer TorgVue Exchange System
Amplatzer TorgVue 2 Delivery Sheath
Amplatzer TorqVue LP Delivery System
Amplatzer TorqVue LP Catheter
Amplatzer TorgVue Delivery System with Pusher Catheter
Amplatzer TorgVue 45°x45° Delivery Sheath
Amplatzer Amulet Delivery Sheath
Amplatzer Trevisio Intravascular Delivery System

Signature:
J__—— Dol Ll 20620
—Michetté Grossman Issue' Date

Director, Regulatory Affairs

87971 Abbott Declaration of Conformity Template Rev B Page10of 3

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




) Abbott

90445739 Rev. E
Declaration of Conformity

Abbott Medical Declaration of Conformity

Model Number(s):

Original CE Mark

9-1TVO8F45/80
9-ITVO9F45/80
8-ITV10F45/80
9-ITV12F45/80

9-ITVO7F180/80
9-ITVO8F180/80
9-ITVO9F180/80

Product Model Numbers Date
9-ITVO6F45/60 9-ITV13F45/80
8-ITVQO7F45/60
9-ITVO5F180/60
9-ITVO7F45/80 ITVOSF180/60
. 9-ITVOSF45/60 ~ o-ITVOBF180
Amplatzer TorqVue Delivery System 9-ITVO6F180/80 10 October 2005

Amplatzer TorqVue Exchange System

9-EITVO9F45/80
9-EITV12F45/80
9-EITV06F180/80
9-EITVO8F 180/80
9-EITV10F180/80

10 October 2005

Amplatzer TorqVue 2 Delivery Sheath

9-TV2-05F120
9-TV2-06F120
9-TV2-07F120

19 February 2010

Amplatzer TorqVue LP Delivery System

9-TVLP4F90/060
O-TVLP4F90/080
9-TVLP5F90/060
9-TVLP5F90/080

07 February 2008

Amplatzer TorqVue LP Catheter

9-TVLPC4F90/080

28 April 2011

Amplatzer TorqVue Delivery System
with Pusher Catheter

9-ITVPO7F-180/80
9-ITVPO8F-180/80
8-ITVPO9F-180/80

21 June 2011

Amplatzer TorqVue 45°x45° Delivery
Sheath

9-TV45X45-09F-100
9-TV45X45-10F-100
9-TV45X45-12F-100
9-TV45X45-13F-100
9-TV45X45-14F-100

03 December 2008
(9-13 Fr)
24 February 2012
(14 Fr)

Ampiatzer Amulet Delivery Sheath

DS-TV45X45-12F-080
DS-TV45X45-14F-080

08 February 2017

ATV savooraono
Amplatzer Trevisio Intravascular 9-ATVO7F45/80 9-ATV10F45/80 20 April 2020
Delivery System 9-ATV12F45/80 P
ALV A0 9-ATV13F45/80
9-ATV08F45/80
??lre:
A April 21 2026
(__Aiichelle Grossman Issue Date
Director, Regulatory Affairs
87971 Abbott Declaration of Conformity Template Rev B Page 2 of 3

This confidential document is the property of Abbott and shall not be reproduced,
distributed, disclosed or used without the express written consent of Abbott,
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90445739 Rev. E
Declaration of Conformity

Abbott Medical Declaration of Conformity

Classification:

GMDN Code(s):

EC Design Certificate No and Expiration
Date:

Annex Il, Clause 3 Certificate No and
Expiration Date:

Applicable Quality System Standards:
Notified Body:

Notified Body Number:

Signature:

S o

Lg;méﬂé‘tfréssﬁan
irector, Regulatory Affairs

87971 Abbott Declaration of Conformity Template Rev B

Class lll (Rule 7) Annex II, Section 4
GHTF Class D

45419

Certificate No: CE 694956
Expiration Date: 23 February 2023

Certificate No: CE 694788
Expiration Date: 23 February 2023

ISO 13485

BSI Group The Netherlands B.V.
Say Building

John M. Keynesplein 9

1066 EP Amsterdam

The Netherlands

2727

dywnl 2l 2010

Issue Date

Page 3 of 3

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




bsi.

EC Design-Examination Certificate

Directive 93/42/EEC on Medical Devices, Annex II Section 4

No. CE 694956

Issued To: Abbott Medical
5050 Nathan Lane North
Plymouth
Minnesota
55442
USA

In respect of:

Amplatzer Delivery Systems

BSI has performed a design examination on the above devices in accordance with the Council Directive 93/42/EEC,
Annex II Section 4. The design conforms to the requirements of this directive. For marketing of these products an
additional Annex II excluding Section 4 certificate is required.

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

chu/\ C_Sack

Gary E Slack, Senior Vice President Medical Devices

First Issued: 2018-09-03 Date: 2020-04-20 Expiry Date: 2023-02-23

..making excellence a habit’

Page 1 of 8

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive 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.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Design-Examination Certificate

i BT Nl

By Royal Charter

Supplementary Information to CE 694956

Issued To: Abbott Medical
5050 Nathan Lane North
Plymouth
Minnesota
55442
USA

Amplatzer™ TorqVue™ Delivery System

Intended purpose per IFU:

The Amplatzer™ TorqVue™ Delivery System is intended to facilitate the attachment, loading, delivery and deployment of the

Amplatzer™ Occluder devices.

Classification: Class III

Model, Type
Catalogue Number - .
Sheath Size (Fr) Tip Angle Usable Length (cm)

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
9-ITV10F45/80 10 45° 80
9-ITV12F45/80 12 45° 80
9-ITV13F45/80 13 45° 80
9-ITVO5F180/60 5 180° 60
9-ITV06F180/60 6 180° 60
9-ITVO6F180/80 6 180° 80
9-ITV07F180/80 7 180° 80
9-ITVO8F180/80 8 180° 80
9-ITVO9F180/80 9 180° 80

First Issued: 2018-09-03 Date: 2020-04-20 Expiry Date: 2023-02-23

..making excellence a habit’

Page 2 of 8

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive 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.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Design-Examination Certificate
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By Royal Charter

Supplementary Information to CE 694956

Issued To: Abbott Medical

5050 Nathan Lane North
Plymouth

Minnesota

55442

USA

Amplatzer™ TorqVue™ Exchange System

Intended purpose per IFU:

The Amplatzer™ TorqVue™ Exchange System is intended for removal of an Amplatzer™ Delivery Sheath and subsequent
exchange for an Amplatzer™ Delivery Sheath of equal or larger diameter.

Classification: Class III

Model, Type
Catalogue Number - :
Sheath Size (Fr) Tip Angle Usable Length (cm)
9-EITVO9F45/80 9 45° 80
9-EITV12F45/80 12 45° 80
9-EITVO6F180/80 6 180° 80
9-EITVO8F180/80 8 180° 80
9-EITV10F180/80 10 180° 80

Amplatzer™ TorqVue™ 2 Delivery Sheath
Intended purpose per IFU:

The Amplatzer™ TorqVue™ 2 Delivery Sheath is intended to provide a pathway through which devices are introduced within the
chambers and coronary vasculature of the heart or in the peripheral vasculature.

Classification: Class III

Model, Type
Catalogue Number - :
Sheath Size (Fr) Tip Angle Usable Length (cm)
9-TV2-05F120 5 none 120
9-TV2-06F120 6 none 120
9-TV2-07F120 7 none 120

First Issued: 2018-09-03

Date: 2020-04-20

Expiry Date: 2023-02-23
..making excellence a habit’
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive 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.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.



bsi.

EC Design-Examination Certificate
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By Royal Charter

Supplementary Information to CE 694956

Issued To: Abbott Medical
5050 Nathan Lane North
Plymouth
Minnesota
55442
USA

Amplatzer™ TorqVue™ Delivery System with Pusher Catheter
Intended purpose per IFU:

The Amplatzer™ TorqVue™ Delivery System with Pusher Catheter is intended to facilitate the attachment, loading, delivery and
deployment of the Amplatzer™ Membranous VSD Occluder device.

Classification: Class III

Model, Type
Catalogue Number - -
Sheath Size (Fr) Tip Angle Usable Length (cm)
9-ITVP07F180/80 7 180° 80
9-ITVPO8F180/80 8 180° 80
9-ITVPO9F180/80 9 180° 80

Amplatzer™ TorqVue™ LP Delivery System

Intended purpose per IFU:

The Amplatzer™ TorqVue™ LP Delivery System is intended to facilitate the attachment, loading, delivery, and deployment of the
Amplatzer™ devices.

Classification: Class III

Model, Type
Catalogue Number . . . . Delivery Wire
Device Size (Fr) Curve Dimension Length (cm) Length (cm)
9-TVLP4F90/060 4 90° 60 160
9-TVLP4F90/080 4 90° 80 195
9-TVLP5F90/060 5 90° 60 160
9-TVLP5F90/080 5 90° 80 195
First Issued: 2018-09-03 Date: 2020-04-20 Expiry Date: 2023-02-23

..making excellence a habit’
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive 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.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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Supplementary Information to CE 694956

Issued To: Abbott Medical
5050 Nathan Lane North
Plymouth
Minnesota
55442
USA

Amplatzer™ Trevisio™ Intravascular Delivery System

Intended purpose per IFU:
The Amplatzer™ Trevisio™ Intravascular Delivery System is intended to facilitate the attachment, loading, delivery and
deployment of the Amplatzer™ Occluder devices.

Classification: Class III

Model, Type
Catalogue Number - -
Sheath Size (Fr) Tip Angle Usable Length (cm)
9-ATVO06F45/60 6 45° 60
9-ATV07F45/60 7 45° 60
9-ATV07F45/80 7 45° 80
9-ATVO08F45/60 8 45° 60
9-ATVO08F45/80 8 45° 80
9-ATVO9F45/80 9 45° 80
9-ATV10F45/80 10 45° 80
9-ATV12F45/80 12 45° 80
9-ATV13F45/80 13 45° 80
First Issued: 2018-09-03 Date: 2020-04-20 Expiry Date: 2023-02-23

..making excellence a habit’
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Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive 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.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Design-Examination Certificate

Supplementary Information to CE 694956

Issued To:

Abbott Medical

5050 Nathan Lane North

Plymouth
Minnesota
55442

USA

G FTETLz

By Royal Charter

Amplatzer™ TorqVue™ LP Catheter

Intended purpose per IFU:

The TorgVue™ LP Catheter is intended to facilitate the loading, delivery, and deployment of Amplatzer™ devices.

Classification: Class III

Model, Type
Catalogue Number Device Size (Fr) Usable Length Tip Outer Diameter | Tip Inner Diameter
(cm) mm (in) mm (in)
9-TVLPC4F90/080 4 80 1.40 (.055) 1.17 (0.046)

Amplatzer™ TorqVue™ 45x45 Delivery Sheath

Intended purpose per IFU:

The Amplatzer™ TorqVue™ Delivery Sheath is intended to provide a pathway through which devices are introduced within the
chambers of the heart.

Classification: Class III

Model, Type
Catalogue Number -
Sheath Size (Fr) Length (cm)

9-TV45X45-09F-100 9 100
9-TV45X45-10F-100 10 100
9-TV45X45-12F-100 12 100
9-TV45X45-13F-100 13 100
9-TV45X45-14F-100 14 100

First Issued: 2018-09-03 Date: 2020-04-20 Expiry Date: 2023-02-23

..making excellence a habit’

Page 6 of 8

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive 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.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Design-Examination Certificate

G FTETLz

By Royal Charter

Supplementary Information to CE 694956

Issued To: Abbott Medical
5050 Nathan Lane North
Plymouth
Minnesota
55442
USA

Amplatzer™ Amulet™ Delivery Sheath

Intended purpose per IFU:

The Amplatzer™ Amulet™ Delivery Sheath is intended to provide a pathway through which devices are introduced within the
chambers of the heart.

Classification: Class III

Model, Type
Catalogue Number -
Sheath Size (Fr) Length (cm)
DS-TV45X45-12F-080 12 80
DS-TV45X45-14F-080 14 80
First Issued: 2018-09-03 Date: 2020-04-20 Expiry Date: 2023-02-23

..making excellence a habit’

Page 7 of 8

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive 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.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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By Royal Charter

EC Design-Examination Certificate

Supplementary Information to CE 694956

Issued To:

Abbott Medical

5050 Nathan Lane North
Plymouth

Minnesota

55442

USA

Certificate History

Date

Reference Number

Action

03 September 2018

8957249

First Issue. Mirror certificate to CE 594294.

20 February 2019 8243107 Traceable to NB 0086.

20 March 2019 9738457 Addition of Sterigenics US LLC, Salt Lake City, Utah for ETO Sterilization.

16 December 2019 3053900 Addition of Midwest Sterilization Corporation, Jackson, Missouri USA for ETO
Sterilization in chambers 1, 2, 3, 6, and 13.

Current 9784335 Extension to scope to include the Amplatzer™ Trevisio™ Intravascular Delivery

System.

Revision to scope statement to remove "TorqVue" brand name.
Reformat product tables.

Correction of delivery wire length for Amplatzer™ TorqVue™ LP Delivery
System.

Correction of tip outer diameter for Amplatzer™ TorqVue™ LP Catheter.

First Issued: 2018-09-03

Date: 2020-04-20 Expiry Date: 2023-02-23

..making excellence a habit’

Page 8 of 8

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive 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.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.




90445739 Rev. A

a Abbﬂtt Declaratie de conformitate

Declaratie de conformitate ABT

Abbott Medical (ABT) declara prin prezenta ca urmatoarele unitati si produse ABT respecta prevederile aplicabile
din anexa Il la Directiva privind dispozitivele medicale (MDD) 93/42/CEE. Toate documentele justificative sunt
pastrate n incinta ABT. Declaram ca nu a fost depusa nicio cerere la niciun alt organism notificat pentru aceleasi
produse. Aceasta declaratie este eliberatd sub raspunderea exclusivd a producatorului. Aceasta declaratie
inlocuieste orice declaratie emisé anterior pentru acelasi produs (aceleasi produse).
Adresa producator: Abbott Medical
5050 Nathan Lane North
Plymouth, Minnesota 55442, SUA

Reprezentant european: Abbott Medical
The Corporate Village
Da Vincilaan 11 Box F1
1935 Zaventem, Belgia

Tip produs: Set de livrare ocluzor cardiac

Nume produs: Sistem de livrare TorqgVue Amplatzer
Sistem de schimb TorqVue Amplatzer
Teaca de livrare TorgVue 2 Amplatzer
Sistem de livrare TorqVue LP Amplatzer
Cateter TorqVue LP Amplatzer
Sistem de livrare TorqVue Amplatzer cu cateter Tmpingator
Teaca de livrare TorqVue 45°x45° Amplatzer
Teaca de livrare Amulet Amplatzer

Semnatura:

Gabrielle Zaeska Data emiterii
Manager, Reglementare

86480 SJM Format declaratie de conformitate Rev C Pag.1din 3

Acest document confidential este proprietatea St. Jude Medical si nu poate fi reprodus, distribuit,
dezvaluit sau folosit firé consimtdmantul scris expres al St. Jude Medical.



— ] Abbott

Nr. model:

Declaratie de conformitate ABT

90445739 Rev. A
Declaratie de conformitate

Produs

Numere model

Data marcaj CE original

Sistem de livrare TorqVue Amplatzer

9-ITVO6F45/60
9-ITVO7F45/60
9-ITVO7F45/80
9-ITVO8F45/60
9-ITVO8F45/80
9-ITVO9F45/80
9-ITV10F45/80
9-ITV12F45/80
9-ITV13F45/80
9-ITVO5F180/60
9-ITVO6F180/60
9-ITVO6F180/80
9-ITV07F180/80
9-ITVO8F180/80
9-ITVO9F180/80

10 octombrie 2005

Sistem de schimb TorqVue Amplatzer

9-EITVO9F45/80
9-EITV12F45/80
9-EITVO6F180/80
9-EITVO8F180/80
9-EITV10F180/80

10 octombrie 2005

Teaca de livrare TorqVue 2 Amplatzer

9-TV2-05F120
9-TV2-06F120
9-TV2-07F120

19 februarie 2010

Sistem de livrare TorqVue LP Amplatzer

9-TVLP4F90/060
9-TVLP4F90/080
9-TVLP5F90/060
9-TVLP5F90/080

07 februarie 2008

Cateter TorqVue LP Amplatzer

9-TVLPC4F90/080

28 aprilie 2011

cateter impingator

Sistem de livrare TorqVue Amplatzer cu

9-ITVPO7F-180/80
9-ITVPO8F-180/80
9-ITVPO9F-180/80

21 iunie 2011

Teaca de livrare TorqVue 45°x45° Amplatzer

9-TV45X45-09F-100
9-TV45X45-10F-100
9-TV45X45-12F-100
9-TV45X45-13F-100
9-TV45X45-14F-100

03 decembrie 2008
(9-13 Fr)
24 februarie 2012 (14 Fr)

Teaca de livrare Amulet Amplatzer

DS-TV45X45-12F-080
DS-TV45X45-14F-080

08 februarie 2017

Semnatura:

Gabrielle Zaeska
Manager, Reglementare

86480 SJM Format declaratie de conformitate Rev C

Data emiterii
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Acest document confidential este proprietatea St. Jude Medical si nu poate fi reprodus, distribuit,
dezvaluit sau folosit fara consimtaméantul scris expres al St. Jude Medical.




90445739 Rev. A

a Abbott, Declaratie de conformitate

Declaratie de conformitate ABT

Clasificare: Clasa Il (norma 7) anexa ll, sectiunea 4
GHTF Clasa D

Cod (uri) GMDN: 45419

Certificat de proiectare CE nr. si data Certificat nr.: CE 694956

expirarii: Data expirarii: 23 februarie 2023

Certificat anexa Il, clauza 3 nr. si data Certificat nr.: CE 694788

expirarii: Data expirarii: 23 februarie 2023

Standarde aplicabile sistem de calitate: ISO 13485

Organism notificat: BSI Group The Netherlands

B.V. Say Building
John M. Keynesplein 9
1066 EP Amsterdam

Olanda
Numar organism notificat: 2797 (identificabil la NB 0086, referinta nr. 8243107)
Gabrielle Zaeska Data emiterii
Manager, Reglementare
86480 SJM Format declaratie de conformitate Rev C Pag. 3 din 3

Acest document confidential este proprietatea St. Jude Medical si nu poate fi reprodus, distribuit,
dezvaluit sau folosit fard consimtdmantul scris expres al St. Jude Medical.



bsi.

Proiectare CE - Certificat de examinare

Directiva 93/42/CEE privind dispozitivele medicale, anexa |l sectiunea 4

sk =t DT

By Rovyal Charter

Nr. CE 694956

Eliberat pentru: Abbott Medical
5050 Nathan Lane North
Plymouth
Minnesota
55442
SUA

Cu privire la:

Sisteme de livrare TorqVue Amplatzer

BSI a efectuat o examinare a proiectarii dispozitivelor de mai sus, in conformitate cu Directiva 93/42/CEE a
Consiliului, anexa |l sectiunea 4. Proiectarea este conforma cu cerintele acestei directive. Pentru comercializarea
acestor produse este necesar un certificat suplimentar cu anexa Il, cu exceptia sectiunii 4.

Pentru si Tn numele BSI, un Organism Notificat pentru Directiva de mai sus (numar Organism Notificat 2797):

=S

Albert Roossien, Conducere Reglementare

Prima emitere: 2018-09-03 Data: 2019-02-20 Data expirarii: 2023-02-23

..making excellence a habit’

Pag.1din 6

Valabilitatea acestui certificat este conditionata de mentinerea sistemului de calitate conform cerintelor Directivei, asa cum se demonstreaza prin activitatile
de supraveghere necesare ale Organismului Notificat.

Acest certificat a fost emis electronic si este legat de conditiile contractului.

Informatii si contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, Olanda Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. inregistrata in Olanda cu numarul 33264284.
Un membru al Grupului de companii BSI.



bsi.

Proiectare CE - Certificat de examinare

i i "'\:—gmf Ly
By Royal Charter

Informatii suplimentare la CE 694956

Eliberat pentru: Abbott Medical
5050 Nathan Lane North
Plymouth
Minnesota
55442
SUA

Numere de model si specificatii cheie Sistem de livrare TorqVue

Numar model tela)ci:??f?:ri\igié) Unghi varf Lung:::nrﬁ)utilé
9-ITVO6F45/60 6 45° 60
9-ITVO7F45/60 7 45° 60
9-ITVO7F45/80 7 45° 80
9-ITVO8F45/60 8 45° 60
9-ITVO8F45/80 8 45° 80
9-ITVO9F45/80 9 45° 80
9-ITV10F45/80 10 45° 80
9-ITV12F45/80 12 45° 80
9-ITV13F45/80 13 45° 80

9-ITVO5F180/60 5 180° 60

9-ITVO6F180/60 6 180° 60

9-ITVO6F180/80 6 180° 80

9-ITVO7F180/80 7 180° 80

9-ITVO8F180/80 8 180° 80

9-ITVO9F180/80 9 180° 80

Prima emitere: 2018-09-03 Data: 2019-02-20 Data expirarii: 2023-02-23

..making excellence a habit”

Pag. 2 din 6

Valabilitatea acestui certificat este conditionata de mentinerea sistemului de calitate conform cerintelor Directivei, asa cum se demonstreaza prin activitatile
de supraveghere necesare ale Organismului Notificat.
Acest certificat a fost emis electronic si este legat de conditiile contractului.

Informatii si contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, Olanda Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. inregistrata in Olanda cu numarul 33264284.
Un membru al Grupului de companii BSI.
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Proiectare CE - Certificat de examinare

By Royal Charter

Informatii suplimentare la CE 694956

Eliberat pentru: Abbott Medical

5050 Nathan Lane North
Plymouth

Minnesota

55442

SUA

Numere de model si specificatii cheie Sistem de schimb TorqVue

Numar model te::réng?aslit‘l:r::é) Unghi varf Lung::‘:nrs)utilé
9-EITVO9F45/80 9 45° 80
9-EITV12F45/80 12 45° 80
9-EITVO6F180/80 6 180° 80
9-EITV08F180/80 8 180° 80
9-EITV10F180/80 10 180° 80

Numere de model si specificatii cheie Teaca de livrare TorqVue 2

Numar model tegci;;n?f?asri]ir;é) Unghi varf Lung::lrs)utilé
9-TV2-05F120 5 none 120
9-TV2-06F120 6 none 120
9-TV2-07F120 7 none 120

Prima emitere: 2018-09-03 Data: 2019-02-20 Data expirarii: 2023-02-23

. - ™
..making excellence a habit.
Pag. 3din 6
Valabilitatea acestui certificat este conditionata de mentinerea sistemului de calitate conform cerintelor Directivei, asa cum se demonstreaza prin activitatile

de supraveghere necesare ale Organismului Notificat.
Acest certificat a fost emis electronic si este legat de conditiile contractului.

Informatii si contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, Olanda Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. inregistrata in Olanda cu numarul 33264284.
Un membru al Grupului de companii BSI.
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By Royal Charter

Proiectare CE - Certificat de examinare

Informatii suplimentare la CE 694956

Abbott Medical

5050 Nathan Lane North
Plymouth

Minnesota

55442

SUA

Eliberat pentru:

Numere de model si specificatii cheie Sistem de livrare LP TorqVue

Dimensiune Dimensiune Dimensiune Lungime fir
" u Numar model ' u lungime de livrare
dispozitiv curba
9 (cm) (cm)
(franceza)
4 franceza, 60 cm 9-TVLP4F90/060 90 grade 60cm 165
4 franceza, 80 cm 9-TVLP4F90/080 90 grade 80cm 190
5 franceza, 60 cm 9-TVLP5F90/060 90 grade 60cm 165
5 franceza, 80 cm 9-TVLP5F90/080 90 grade 80cm 190
Numere de model si specificatii cheie Cateter LP TorqVue
Di . L . Diametru Diametru
Numar model ér':er;sl':l'ne untglléme exterior varf interior varf
Ispozitiv utl mm (in) mm (in)
9-TVLPC4F90/080 4 Fr 80 cm 1.63 (0.064) 1.17 (0.046)

Numere de model si dimensiuni cheie Sistem de livrare TorqVue cu cateter impingator

umirmodel |, DITnSune, | yngnivar | Lundime
9-ITVPO7F-180/80 7 180 80
9-ITVPO8F-180/80 8 180 80
9-ITVPO9F-180/80 9 180 80

Prima emitere: 2018-09-03 Data: 2019-02-20 Data expirarii: 2023-02-23

..making excellence a habit”
Pag. 4 din 6

Valabilitatea acestui certificat este conditionata de mentinerea sistemului de calitate conform cerintelor Directivei, asa cum se demonstreaza prin activitatile
de supraveghere necesare ale Organismului Notificat.
Acest certificat a fost emis electronic si este legat de conditiile contractului.

Informatii si contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, Olanda Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. inregistrata in Olanda cu numarul 33264284.
Un membru al Grupului de companii BSI.



bsi.

Proiectare CE - Certificat de examinare

By Royal Charter

Informatii suplimentare la CE 694956

Eliberat pentru: Abbott Medical
5050 Nathan Lane North
Plymouth
Minnesota
55442
SUA

Numere de model si specificatii cheie Teaca de livrare TorqVue 45x45

« Dimensiune Lungime
Numar model <
teaca (fr) (cm)
9-TV45X45-09F-100 9 100
9-TV45X45-10F-100 10 100
9-TV45X45-12F-100 12 100
9-TV45X45-13F-100 13 100
9-TV45X45-14F-100 14 100

Numere de model si specificatii cheie Teaca de livrare Amulet AMPLATZER

Numar model Dimensiune Lungime
teaca (fr) (cm)
DS-TV45X45-12F-080 12 80
DS-TV45X45-14F-080 14 80
Prima emitere: 2018-09-03 Data: 2019-02-20 Data expirarii: 2023-02-23

..making excellence a habit”

Pag. 5din 6

Valabilitatea acestui certificat este conditionata de mentinerea sistemului de calitate conform cerintelor Directivei, asa cum se demonstreaza prin activitatile
de supraveghere necesare ale Organismului Notificat.
Acest certificat a fost emis electronic si este legat de conditiile contractului.

Informatii si contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, Olanda Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. inregistrata in Olanda cu numarul 33264284.
Un membru al Grupului de companii BSI.
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Proiectare CE - Certificat de examinare
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By Royal Charter

Informatii suplimentare la CE 694956

Eliberat pentru: Abbott Medical
5050 Nathan Lane North
Plymouth
Minnesota
55442
SUA

Istoric certificat

Data Numa_r d? Actiune
referinta ’
03 septembrie 2018 | 8957249 Prima emitere. Certificat in oglinda la CE 594294.
Curenta 8243107 Identificabil la NB 0086.
Prima emitere: 2018-09-03 Data: 2019-02-20 Data expirarii: 2023-02-23

..making excellence a habit”

Pag. 6 din 6

Valabilitatea acestui certificat este conditionata de mentinerea sistemului de calitate conform cerintelor Directivei, asa cum se demonstreaza prin activitatile de
supraveghere necesare ale Organismului Notificat.

Acest certificat a fost emis electronic si este legat de conditiile contractului.

Informatii si contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, Olanda Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. inregistrata in Olanda cu numarul 33264284.
Un membru al Grupului de companii BSI.



Subsemnatul DUMITRACHE CRISTINA interpret si traducdtor autorizat
pentru limba strdind engleza in temeiul autorizatiei nr. 4044 din data de
11.12.2000 , eliberatd de Ministerul Justitiei din Romania, certific exactitatea
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denaturat continutul si sensul.

INTERPRET SI TRADUCATOR AUTORIZAT,




M8007068 Rev E
Declaration of Conformity

EEE ST. JUDE MEDICAL

SJM Declaration of Conformity

St. Jude Medical (SJM) hereby declares that the following SJM facilities and products conform to the applicable
provisions of Annex Il of the Medical Device Directive (MDD} 93/42/ECC. All supporting documentation is retained
under the premises of SIM. We declare no application has been lodged with any other notified body for the same
praducts. This declaration is issued under the sole responsibility of the manufacturer. This declaration supersedes
any declaration issued previously for the same produci(s).

Manufacturer Address:

European Representative:

Product Type:
Product Name(s):
Model Number{s):

Classification:

GMDN Code(s):

Original CE Mark Date:

EC Certificate No and expiration date:

Annex ll, Clause 3:

AGA Medical Corporation

5050 Nathan Lane North

Plymouth, Minnesota 55442, USA

St. Jude Medical Coordination Center BVBA
The Corporate Village

Da Vincilaan 11 Box F1

1835 Zaventem, Belgium

Catheter Guide Wire

AMPLATZER Guidewires

9-GW-001, 8-GW-002, 9-GW-003, 9-GW-004

Class lll (Rule 7) Annex |, Secticn 4
GHTF Class D

35094
22 March 2001 (1-3), 22 Sept 2003 (4, Noodlewire)

Certificate No: CE 594203
Expiration Date: 23 Feb 2023

Certificate No: CE 590831
Expiration Date: 23 Feb 2023

Applicable Quality System Standards: SO 13485
Notified Body: B3I
Kitemark Court
Davy Avenue
Knowlhilt
Milton Keynes -
MKS 8PP
UK
Notified Body Number: 0086
Signature: g
LW LLJ Issue Date
Sewi rectgh, RegVetory Affairs
86480 SJM Declaration of Conformity Template Rev C Page 1 of 1

This confidential document is the property of St. Jude Medical and shail not be reproduced,
distributed, disclosed or used without the express wrilteri consent of St. Jude Medical.



bsi.

EC Design-Examination Certificate

Directive 93/42/EEC on Medical Devices, Annex II Section 4

i BT T, i

By Royal Charter

No. CE 694955

Issued To: Abbott Medical
5050 Nathan Lane North
Plymouth
Minnesota
55442
USA

In respect of:

AMPLATZER Guidewires

BSI has performed a design examination on the above devices in accordance with the Council Directive 93/42/EEC,
Annex II Section 4. The design conforms to the requirements of this directive. For marketing of these products an
additional Annex II excluding Section 4 certificate is required.

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

=

Albert Rowossien, Regulatory Lead

First Issued: 2018-09-03 Date: 2019-02-20 Expiry Date: 2023-02-23

..making excellence a habit’

Page 1 of 3

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive 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.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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EC Design-Examination Certificate
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By Royal Charter

Supplementary Information to CE 694955

Issued To: Abbott Medical
5050 Nathan Lane North
Plymouth
Minnesota
55442
USA
Part Number Description
9-GW-001 JFC-SS Modified ], Fixed, PTFE Coated, Super Stiff
9-GW-002 J1.5FC-SS, Modified J, Fixed, PTFE Coated, Super Stiff
9-GW-003 JOFC-FS-LLLT Fixed Core, Long (20 cm) PTFE Coated, Finger-Straightenable
9-GW-004 Noodlewire Guidewire
First Issued: 2018-09-03 Date: 2019-02-20 Expiry Date: 2023-02-23

..making excellence a habit’

Page 2 of 3

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive 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.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.




bsi.

EC Design-Examination Certificate
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By Royal Charter

Supplementary Information to CE 694955

Issued To: Abbott Medical
5050 Nathan Lane North
Plymouth
Minnesota
55442
USA

Certificate History

Date Reference Action
Number
03 September 2018 | 8957249 First Issue. Mirror certificate to CE 594293.
Current 8243107 Traceable to NB 0086.
First Issued: 2018-09-03 Date: 2019-02-20 Expiry Date: 2023-02-23

..making excellence a habit’

Page 3 of 3

Validity of this certificate is conditional on the quality system being maintained to the requirements of the Directive 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.

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284.
A member of BSI Group of Companies.
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Proiectare CE - Certificat de examinare

Directiva 93/42/CEE privind dispozitivele medicale, anexa Il sectiunea 4

By Royal Charter

Nr. CE 694955

Eliberat pentru: Abbott Medical
5050 Nathan Lane North
Plymouth
Minnesota
55442
SUA

Cu privire la:

Fire de ghidaj AMPLATZER

BSI a efectuat o examinare a proiectarii dispozitivelor de mai sus, in conformitate cu Directiva 93/42/CEE a
Consiliului, anexa Il sectiunea 4. Proiectarea este conforma cu cerintele acestei directive. Pentru comercializarea
acestor produse este necesar un certificat suplimentar cu anexa Il, cu exceptia sectiunii 4.

Pentru si in numele BSI, un Organism Notificat pentru Directiva de mai sus (numar Organism Notificat 2797):

7=

Albert Roossien, Conducere Reglementare

Prima emitere: 2018-09-03 Data: 2019-02-20 Data expirarii: 2023-02-23
..making excellence a habit’
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Valabilitatea acestui certificat este conditionata de mentinerea sistemului de calitate conform cerintelor Directivei, asa cum se demonstreaza prin activitatile
de supraveghere necesare ale Organismului Notificat.

Acest certificat a fost emis electronic si este legat de conditiile contractului.

Informatii si contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, Olanda Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. inregistrata in Olanda cu numarul 33264284.
Un membru al Grupului de companii BSI.



bsi.

Proiectare CE - Certificat de examinare

By Royal Charter

Informatii suplimentare la CE 694955

Eliberat pentru: Abbott Medical
5050 Nathan Lane North
Plymouth
Minnesota
55442
SUA
Numar articol Descriere
9-GW-001 JFC-SS, J modificat, fix, acoperit PTFE, foarte rigid
9-GW-002 J1.5FC-SS, J modificat, fix, acoperit PTFE, foarte rigid
9-GW-003 JOFC-FS-LLLT, miez fix, lung (20 cm) acoperit PTFE, poate fi indreptat cu degetele
9-GW-004 Fir de ghidaj ,Noodlewire”
Prima emitere: 2018-09-03 Data: 2019-02-20 Data expirarii: 2023-02-23
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Valabilitatea acestui certificat este conditionata de mentinerea sistemului de calitate conform cerintelor Directivei, asa cum se demonstreaza prin activitatile de
supraveghere necesare ale Organismului Notificat.

Acest certificat a fost emis electronic si este legat de conditiile contractului.

Informatii si contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, Olanda Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. inregistrata in Olanda cu numarul 33264284.
Un membru al Grupului de companii BSI.



bsi.

Proiectare CE - Certificat de examinare

By Royal Charter

Informatii suplimentare la CE 694955

Eliberat pentru: Abbott Medical
5050 Nathan Lane North
Plymouth
Minnesota
55442
SUA

Istoric certificat

Numar de £
Data referinta Actiune
03 septembrie 2018 | 8957249 Prima emitere. Certificat in oglinda la CE 594293.
Curenta 8243107 Identificabil la NB 0086.
Prima emitere: 2018-09-03 Data: 2019-02-20 Data expirarii: 2023-02-23

..making excellence a habit’
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Valabilitatea acestui certificat este conditionata de mentinerea sistemului de calitate conform cerintelor Directivei, asa cum se demonstreaza prin activitatile de
supraveghere necesare ale Organismului Notificat.

Acest certificat a fost emis electronic si este legat de conditiile contractului.

Informatii si contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, Olanda Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. inregistrata in Olanda cu numarul 33264284.
Un membru al Grupului de companii BSI.



Subsemnatul DUMITRACHE CRISTINA interpret si traducdtor autorizat
pentru limba strdind engleza in temeiul autorizatiei nr. 4044 din data de
11.12.2000 , eliberatd de Ministerul Justitiei din Romania, certific exactitatea
traducerii efectuate din limba engleza in limba romana, c3 textul prezentat a fost
tradus in totalitate, fard omisiuni, si cd, prin traducere, inscrisului nu i-a fost
denaturat continutul si sensul.

INTERPRET SI TRADUCATOR AUTORIZAT,




22 Martie 2023

Pentru cei interesatj,

Noi, Abbott Medical, cu sediul la 5050 Nathan Lane North, Plymouth, MN USA 55442,
confirmam prin prezenta ca dispozitivele enumerate in Tabelul 1 indeplinesc urmatoarele
conditii, astfel cum sunt prevazute in Regulamentul (UE) 2023/607 din 20 martie 2023:

(a) dispozitivele respective continua sa respecte Directiva 90/385/CEE sau Directiva
93/42/CEE, dupa caz;

(b) nu exista modificari semnificative in proiectarea si scopul propus;

(c) dispozitivele nu prezinta un risc inacceptabil pentru sanatatea sau siguranta pacientilor,
utilizatorilor sau a altor persoane sau pentru alte aspecte ale protectiei sanatatii publice;

(d) péna la 26 mai 2024, producatorul a instituit un sistem de management al calitatii in
conformitate cu articolul 10 alineatul (9);

(e) pana la 26 mai 2024, producatorul sau reprezentantul autorizat a depus o cerere
oficiala la un organism notificat in conformitate cu sectiunea 4.3 primul paragraf din
anexa VIl pentru evaluarea conformitatii cu privire la un dispozitiv mentionat la
alineatul (3a). sau 3b din prezentul articol sau in ceea ce priveste un dispozitiv
destinat sa inlocuiasca acel dispozitiv si, pana la 26 septembrie 2024, organismul
notificat si producatorul au semnat un acord scris in conformitate cu sectiunea 4.3
al doilea paragraf din anexa VII.

Cu sinceritate,

M G ROSS Digitally signed by
MGROSSMA
MA Date: 2023.03.22
18:35:08 -07'00'
Michelle Grossman
Director Senior, Departament Reglementare



Table 1.

Numar
Nume Articol certificate Prima Editie | Data Expirare
MDD

Amplatzer™ Guidewires CE 694955 03-Sep-18 23-Feb-23
Amplatzer™ TorqVue™ LP Delivery CE 694956 03-Sep-18 23-Feb-23
System

Amplatzer™ TorgVue™ LP Catheter CE 694956 03-Sep-18 23-Feb-23
Amplatzer™ Muscular VSD Occluder CE 694951 03-Sep-18 23-Feb-23
Amplatzer™ P.l. Muscular VSD Occluder CE 694951 03-Sep-18 23-Feb-23
gTCﬁLaJZf_r,,TCMri'\g:i‘g‘;ﬂfs"ated Septal CE 694948 | 03-Sep-18 | 23-Feb-23
Amplatzer™ Duct Occluder CE 694957 03-Sep-18 23-Feb-23
Amplatzer™ Duct Occluder Il CE 694957 03-Sep-18 23-Feb-23
Amplatzer Piccolo™ Occluder CE 694957 03-Sep-18 23-Feb-23
Amplatzer™ Septal Occluder CE 694948 03-Sep-18 23-Feb-23
Amplatzer Valvular Plug Il CE 707326 20-Jan-20 26-May-24
Amplatzer™ Amulet™ Delivery Sheath CE 694956 03-Sep-18 23-Feb-23
Amplatzer™ TorgVue™ 2 Delivery System | CE 694956 03-Sep-18 23-Feb-23

™ ™ I

oo e mer | CEaisse  Casepts | 2aren:
Amplatzer™ Trevisio™ Intravascular CE 694956 03-Sep-18 23-Feb-23
Delivery System

Amplatzer™ Sizing Balloon |l CE 694959 03-Sep-18 23-Feb-23

"Numarul certificatului eliberat in conformitate cu Directiva 90/385/CEE (MDD)

iData de expirare de pe certificatul eliberat in conformitate cu Directiva 90//385/CEE (MDD)




Abbott Medical
5050 Nathan Lane North

i l Abettv Plymouth, MN 55442 USA

22 March 2023

To Whom it May concern

We, Abbott Medical, located at 5050 Nathan Lane North, Plymouth, MN USA 55442, hereby
confirm that the devices listed in Table 1 meet the following conditions as laid out in Regulation
(EU) 2023/607 dated 20 March 2023:

(a) those devices continue to comply with Directive 90/385/EEC or Directive 93/42/EEC, as
applicable;

(b) there are no significant changes in the design and intended purpose;

(c) the devices do not present an unacceptable risk to the health or safety of patients, users
or other persons, or to other aspects of the protection of public health;

(d) no later than 26 May 2024, the manufacturer has put in place a quality management
system in accordance with Article 10(9);

(e) no later than 26 May 2024, the manufacturer or the authorised representative has
lodged a formal application with a notified body in accordance with Section 4.3, first
subparagraph, of Annex VII for conformity assessment in respect of a device referred to
in paragraph 3a or 3b of this Article or in respect of a device intended to substitute that
device, and, no later than 26 September 2024, the notified body and the manufacturer
have signed a written agreement in accordance with Section 4.3, second subparagraph,
of Annex VII.

Sincerely,

Michelle Grossman
Sr. Director Regulatory Affairs
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Abbott Medical
5050 Nathan Lane North
Plymouth, MN 55442 USA

) Abbott

Table 1.
MDD )
Device Name Certifica_te First issued Expiry Date"
Number'

Amplatzer™ Guidewires CE 694955 03-Sep-18 23-Feb-23
Amplatzer™ TorgVue™ LP Delivery CE 694956 03-Sep-18 23-Feb-23
System

Amplatzer™ TorqVue™ LP Catheter CE 694956 03-Sep-18 23-Feb-23
Amplatzer™ Muscular VSD Occluder CE 694951 03-Sep-18 23-Feb-23
Amplatzer™ P.l. Muscular VSD Occluder CE 694951 03-Sep-18 23-Feb-23
grg‘cplLaJZf_r,,TCMri'\é'rt:]lg‘:fn”f’smted Septal CE 694948 | 03-Sep-18 | 23-Feb-23
Amplatzer™ Duct Occluder CE 694957 03-Sep-18 23-Feb-23
Amplatzer™ Duct Occluder Il CE 694957 03-Sep-18 23-Feb-23
Amplatzer Piccolo™ Occluder CE 694957 03-Sep-18 23-Feb-23
Amplatzer™ Septal Occluder CE 694948 03-Sep-18 23-Feb-23
Amplatzer Valvular Plug lll CE 707326 20-Jan-20 26-May-24
Amplatzer™ Amulet™ Delivery Sheath CE 694956 03-Sep-18 23-Feb-23
Amplatzer™ TorqgVue™ 2 Delivery System | CE 694956 03-Sep-18 23-Feb-23

™ ™ i

Amplazer™ ToraVue™ Exchange System | CE 64986 | 03:Sep-18 | 23:Feb-23
Amplatzer™ Trevisio™ Intravascular CE 694956 03-Sep-18 23-Feb-23
Delivery System

Amplatzer™ Sizing Balloon Il CE 694959 03-Sep-18 23-Feb-23

" Number of certificate issued under Directive 90/385/EEC (MDD)

i The expiry date on the certificate issued under Directive 90//385/EEC (MDD)
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