Tailor”
Inel si banda flexibile pentru anuloplastie

FLEXIBLE AND ADAPTABLE
PENTRU SUSTINEREA MISCARII FIZOi Gle k.
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cation: dova

Inelul si banda de anuloplastie flexibila St. Jude Medical Tailor sunt concepute pentru a mentine
dimensiunea unui inel mitral sau tricuspidian reparat, sustinand in acelasi timp miscarea
fiziologica. Flexibilitatea inelului si a benzii le permite sa isi schimbe forma in timpul ciclului
cardiac,”? care este menit sa ajute la optimizarea hemodinamicii si la mentinerea functiei

ventriculare naturale.'3

INELUL OFERA DESIGN PERSONALIZABLE

= Suportul anterior si posterior permite miscarea
inelara dinamica in timpul ciclului cardiac.

= Inelul complet flexibil poate fi adaptat pentru a
raspunde nevoilor specifice ale pacientului.

BANDA OFERA O ALTERNATIVE SIMPLE

= Banda C standard pretaiata ofera simplitate care
economiseste timp.

= Suportul posterior permite miscarea inelara dinamica.

= Banda ofera o alternativa pentru repararea valvei
tricuspide.

DESIGN-ul OFERA BENEFICII CLINICE

= Manseta din poliester cu velur dublu poate
fncuraja cresterea tesuturilor.*®

= Designul flexibil ajuta la debitul cardiac si la functia
ventriculara stanga, sustinand o hemodinamica
optima.'"?

= Miezul de silicon radioopac asigura vizibilitatea pe
radiografie sau fluoroscopie.

CARACTERISTICILE DE PROPRIETATE USORA IMPLANTAREA
= Zona tinta mare usureaza suturarea.

= Suportul ergonomic si manerul se ataseaza si se
detaseaza rapid pentru a economisi timp n timpul
implantului.

= Suportul deschis faciliteaza vizualizarea prospectului si
mentine forma in timpul suturii.

CONCEPUT PENTRU A SE ACCODA NEVOILOR PROCEDURALE

= Potrivit pentru implant folosind sternotomie deschisa,
abordari minim invazive si robotizate.

= Utilizat in mod obisnuit pentru boli mixomatoase si
degenerative ale valvelor mitrale si tricuspide.
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Informatii despre comanda

Inel si banda flexibila pentru anuloplastie Tailor™

Numarul Numarul de Marimea Dimensiunea Dimensiunea Dimensiunea intertrigonala
de model model al inelului (A) interioara (B)(mm) exterioara (C)(mm) (A)(mm)

al inelului benzii (mm)

TARP-25 TAB-25 25 28.4 34.4 25

TARP-27 TAB-27 27 31.2 37.2 27

TARP-29 TAB-29 29 34.0 40.0 29

TARP-31 TAB-31 31 36.6 42.6 31

TARP-33 TAB-33 33 39.4 45.4 33

TARP-35 TAB-35 35 40.9 47.9 35

Accesorii

Numar Model Continuturi P C " -
TAR-505 Set de marimi inele pentru anuloplastie

Un (1) maner de suport maleabil

Un (1) maner de extensie

Sase (6) sizers (25, 27, 29, 31, 33, 35)
Evenly Spaced Evenly Spaced
Un (1) tavé autoclavabild pentru depozitarea componentelor Suture Markers Suture Markers

Un (1) capac tava autoclavabil
TAR-505R Set de calibrare robotica Tailor and Attune™ Ring

Sase calibratoare robotizate cu profil redus in tava
autoclavabila

HH-05 Méner de inlocuire pentru suport

EX-05 Méner de extensie de schimb

Caracteristici Robotic Sizer
Ring/Band Specifications Sizer Specifications

Tesatura: Poliester Dublu Velour TAR-505R Sizer: Titan

Miez:  Silicon radioopac TAR-505 Maner: Polyphenylsulfone

Ax: Nitinol
Cap: Polysulfone

. Yamaura Y, Yoshikawa J, Yoshida K, et al. Three-dimensional analysis of configuration and dynamics in patients with an annuloplasty ring by multiplane transesophageal
echocardiography: Comparison between flexible and rigid annuloplasty rings. J Heart Valve Dis. 1995;4(6)618-22.

Kunzelman K, Reimink S, Cochran P. Flexible versus rigid ring annuloplasty for mitral valve annular dilatation: A finite element model. J Heart Valve Dis. 1998;7(1)108.
David T, Armstrong S, Sun Z. Left ventricular function after mitral valve surgery. J Heart Valve Dis. 1995;4(Supl) $175-80.

Haverich A, Maatz W, Stegmann T, et al. Experimental and clinical experiences with double-velour woven Dacron prostheses. Thorac Cardiovasc Surg. 1986;34(1):52-3.
Sato O, Tada Y, Takagi A. The biologic fate of Dacron double velour vascular prostheses. Jpn J Surg. 1989;19(3):301-11.
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Tailor™
Flexible Annuloplasty Ring and Band

FLEXIBLE AND ADAPTABLE
TO SUSTAIN PHYSIOLOGIC MOVEMENT.

The St. Jude Medical Tailor Flexible Annuloplasty Ring and Band are designed to maintain the size of
a repaired mitral or tricuspid annulus while sustaining physiologic movement. The flexibility of the ring
and band allows them to change shape during the cardiac cycle,'? which is intended to help optimize
hemodynamics and maintain natural ventricular function.’-

RING PROVIDES CUSTOMIZABLE DESIGN

= Anterior and posterior support allows dynamic annular
motion during the cardiac cycle.

= Full, flexible ring can be tailored to address specific
patient needs.

BAND OFFERS SIMPLE ALTERNATIVE

= Standard pre-cut C-band provides time-saving simplicity.

= Posterior support allows dynamic annular motion.

= Band provides an alternative for tricuspid valve repair.

DESIGN OFFERS CLINICAL BENEFITS

= Polyester double-velour cuff may encourage tissue
in-growth.*5

= Flexible design aids cardiac output and left ventricular
function, supporting optimal hemodynamics.!-

= Radiopaque silicone core ensures visibility on x-ray
or fluoroscopy.

PROPRIETARY FEATURES EASE IMPLANTATION
= | arge target area eases suturing.

= Secure ergonomic holder and handle quickly attach
and detach to save time during implant.

= Open holder facilitates leaflet visualization and maintains
shape while suturing.

DESIGNED TO ACCOMMODATE PROCEDURAL NEEDS

= Suitable for implant using open sternotomy, minimally
invasive and robotic approaches.

= Commonly used for myxomatous and degenerative disease
in the mitral and tricuspid valves.

1]
O ST. JUDE MEDICAL

MORE CONTROL. LESS RISK.



Ordering Information

Tailor™ Flexible Annuloplasty Ring and Band

Ring Model Band Model Ring Size (A) Inside Dimension (B)
Number Number (mm) (mm)
TARP-25 TAB-25 25 28.4
TARP-27 TAB-27 27 31.2
TARP-29 TAB-29 29 34.0
TARP-31 TAB-31 31 36.6
TARP-33 TAB-33 33 39.4
TARP-35 TAB-35 35 40.9
Accessories

Model

Number Contents

TAR-505 Tailor Annuloplasty Ring Sizer Set

One (1) malleable holder handle
One (1) extension handle
Six (6) sizers (25, 27, 29, 31, 33, 35)
One (1) autoclavable tray for storage of components
One (1) autoclavable tray cover
TAR-505R Tailor and Attune™ Ring Robotic Sizer Set

Six low-profile robotic sizers in autoclavable tray

HH-05 Replacement Holder Handle
EX-05 Replacement Extension Handle
Specifications

Outside Dimension (C)

(mm)

34.4 25
37.2 27
40.0 29
42.6 31
45.4 33
479 35

Intertrigonal Dimension (A)
(mm)

Evenly Spaced
Suture Markers

Evenly Spaced
Suture Markers

!

Ring/Band Specifications

Fabric: Polyester Double Velour
Core: Radiopaque Silicone

Robotic Sizer

Sizer Specifications

TAR-505R Sizer:  Titanium
TAR-505 Handle: Polyphenylsulfone
Shaft:  Nitinol
Head: Polysulfone

1. Yamaura Y, Yoshikawa J, Yoshida K, et al. Three-dimensional analysis of configuration and dynamics in patients with an annuloplasty ring by multiplane transesophageal
echocardiography: Comparison between flexible and rigid annuloplasty rings. J Heart Valve Dis. 1995;4(6)618-22.

2. Kunzelman K, Reimink S, Cochran P. Flexible versus rigid ring annuloplasty for mitral valve annular dilatation: A finite element model. J Heart Valve Dis. 1998;7(1)108.
3. David T, Armstrong S, Sun Z. Left ventricular function after mitral valve surgery. J Heart Valve Dis. 1995;4(Supl) S175-80.

4. Haverich A, Maatz W, Stegmann T, et al. Experimental and clinical experiences with double-velour woven Dacron prostheses. Thorac Cardiovasc Surg. 1986;34(1):52-3.
5. Sato O, Tada Y, Takagi A. The biologic fate of Dacron double velour vascular prostheses. Jpn J Surg. 1989;19(3):301-11.

ATRIAL FIBRILLATION CARDIAC RHYTHM MANAGEMENT

Cardiovascular Division
177 East County Road B
St. Paul, Minnesota 55117
USA

+1 651 490 4470

+1 651 490 4466 Fax

Global Headquarters

One St. Jude Medical Drive
St. Paul, Minnesota 55117
USA

+1 651 756 2000

+1 651 756 3310 Fax

St. Jude Medical (Hong Kong) Ltd.
Suite 1608, 16/F Exchange Tower

St. Jude Medical Japan Co., Ltd.
3-1-30, Minami-Aoyama

33 Wang Chiu Road Minato-ku
Kowloon Bay, Kowloon Tokyo 107 0062
Hong Kong SAR Japan

+852 2996 7688
+852 2956 0622 Fax

+81 33423 6450
+81 3 3402 5586 Fax

SJMprofessional.com

CARDIOVASCULAR

St. Jude Medical

Coordination Center BVBA

The Corporate Village

Avenue Da Vinci laan 11 Box F1
B-1935 Zaventem

Belgium

+3227746811

+32 277283 84 Fax

NEUROMODULATION

St. Jude Medical Brasil Ltda.
Rua Frei Caneca, 1380

7° a0 9° andares

01307-002 - S&o Paulo (SP)
Brazil

+55 11 5080 5400

+55 11 5080 5423 Fax

(1]
meH ST. JUDE MEDICAL

MORE CONTROL. LESS RISK.

Brief Summary: Please review the Instructions for Use prior to using this device for a complete listing of indications, contraindications, precautions, potential

adverse events, and directions for use.

Tailor, Attune, ST. JUDE MEDICAL, the nine-squares symbol and MORE CONTROL. LESS RISK. are registered and unregistered trademarks and service marks of
St. Jude Medical, Inc. and its related companies. ©2009 St. Jude Medical, Inc. All rights reserved.

Printed in Belgium. Item No: 100025245EN



INSTRUCTIUNI DE UTILIZARE

Inel Anuloplastie SIM Tailor™ sau Bandi
Anuloplastie SJM Tailor™
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DESCRIERE

Inelul pentru anuloplastie SIM Tailor™ si banda pentru
anuloplastie SJM Tailor™ (denumite in continuare inel /
banda) pot fi utilizate pentru a repara valvele mitrale sau
tricuspide.

Inelul pentru anuloplastie SJIM Tailor poate fi utilizat intr-
o configuratie completa sau partiala. Daca chirurgul
opteaza, inelul poate fi taiat in portiunea anterioara in
interiorul zonei de taiere indicate de cele doua fante
crestate de pe suport (Figura 1a). Banda pentru
anuloplastie SJM Tailor nu trebuie sa fie tadiata.

Inelul / banda sunt alcatuite dintr-o tesatura de
poliester, dublu-velur. O banda de silicon impregnata cu
sulfat de bariu este incorporata in sectiunea posterioara
a inelului / benzii pentru a permite vizualizarea
radioopaca.

Pentru a ajuta la aliniere in timpul implantarii, inelul /
banda dispun de trei ghidaje de sutura si suportul de inel
/ bandd dispune de doua suprafete indicatoare ale
trigonului (a se vedea Figura 1a, 1b si 1c). Inelul / banda
sunt premontate pe un suport de unica folosinta.

NOTA: Distanta dintre trigoane este masuratd de
punctele centrale ale celor doud suprafete indicatoare
ale trigonului si nu de markerii negri de pe inel / banda
(a se vedea Figurile 1a, 1b, 1c).

Inelul / banda sunt destinate a fi folosite numai o singura
data, pentru un singur pacient.



Numerele de model si dimensiunile inelului pentru
anuloplastie SIM Tailor (TARP) si benzii pentru
anuloplastie SJM Tailor sunt enumerate mai jos:

Numar Model Dimensiune Nominala
TARP-25 / TAB-25 25 mm

TARP-27 / TAB-27 27 mm

TARP-29 / TAB-29 29 mm

TARP-31/ TAB-31 31 mm

TARP-33 / TAB-33 31 mm

TARP-3S / TAB-35 35 mm

INDICATII

Inelul / banda sunt indicate pentru utilizare in repararea
valvei mitrale sau tricuspide, care este bolnava sau
deteriorata datorita bolii valvulare dobandite sau
congenitale. Este responsabilitatea chirurgului sa
stabileasca daca valva este reparabila. Decizia de a
efectua anuloplastia poate fi luata numai dupa o analiza
vizuald a patologiei valvei. Numai chirurgii care au
beneficiat de o pregatire corespunzdtoare trebuie sa
efectueze repararea valvei folosind inelul / banda.

CONTRAINDICATII
Utilizarea inelului / benzii este contraindicata in cazurile
in care leziunile organice grave cu cordaje tendinoase
retractate necesita inlocuire valvulara si acolo unde

4



implantarea inelului.

e Pentru a evita deteriorarea materialului care
acopera inelul / banda, nu trebuie utilizate ace
chirurgicale cu varf triunghiular pentru sutura
musculara si cutanata, iar manevrarea cu o pensa
trebuie evitata in timpul implantarii.

e Daca sutura unui implant perforeaza din greseala
bucla de fixare a unui inel / unei benzi, suportul nu
poate fi eliberat din inel / banda. Pentru a facilita
eliberarea, taiati sutura buclei de fixare aproape de
sutura implantului.

e nl3turati orice suturd sau fir sldbit, care poate fi o
sursa de tromboza sau tromboembolism.

e Tratamentul profilactic cu antibiotice trebuie sa fie
luat Tn considerare pentru toti pacientii supusi unor
proceduri dentare sau alte proceduri cu potential
de bacteriemie.

iN CONDITII DE SIGURANTA DIN PUNCT DE VEDERE AL
REZONANTEI MAGNETICE
Testarea non-clinicd a demonstrat ca inelul / banda
depind de rezonanta magnetica. Acestea pot fi scanate
in siguranta in urmatoarele conditii:

e Camp magnetic static 3-Tesla sau inferior

e Gradient spatial de 525 Gauss / cm sau

inferior



NOTA: Distanta dintre trigoane este mdasurati de
punctele centrale ale celor doua suprafete indicatoare
ale trigonului, si nu de markerii negri de pe inel / banda
(a se vedea Figurile 1a si 1b).

2. Odata ce toate suturile au fost plasate pe inelul de
suturd, se poate cobori inelul / banda in anulus.
Daca se doreste, suportul de inel / banda poate fi
utilizat pentru a mentine forma inelului / benzii in
timp ce suturile sunt inchise.

3. Pentru a facilita inchiderea, manerul poate fi
indepartat din suportul de inel / banda cu ajutorul
unei pense pentru a apdsa pe butonul de eliberare,
asa cum este prezentat in Figura 9. Odata ce toate
suturile au fost Tnchise, manerul poate fi reatasat
suportului pentru a facilita indepartarea.

4. Pentru a indeparta suportul de inel / banda, taiati
suturile de fixare asa cum este prezentat in Figura
10.

5. Dupa ce inelul / banda au fost implantate, apasati
butonul de eliberare pentru a indeparta manerul
suportului de inel / banda din suportul de inel /
bandd, asa cum este prezentat in Figura 11.
Suportul de inel / banda trebuie inlaturat.

ATENTIE: Pentru a evita deteriorarea materialului care
acopera inelul / banda, in timpul implantarii nu trebuie
18



Unele state din Statele Unite ale Americii nu permit
limitari referitoare la durata garantiei implicite, astfel
incat este posibil ca limitarile de mai sus sa nu se aplice
in cazul dvs. Aceastd garantie limitata va ofera drepturi
legale specifice si este posibil sa aveti alte drepturi care
variaza de la o jurisdictie la alta.

Descrierile specificatiilor care apar in literatura de
specialitate a SIM sunt destinate exclusiv pentru a
descrie, in general, dispozitivul la momentul fabricarii si
nu constituie o garantie explicita.

*In functie de disponibilitate.

Suprafete indicatoare ale trigonului
Trigone indicator tabs

Zond de tdiere

Figure Ja The S)M Tailor annuloplasty ring

Figura 1a: Inel pentru anuloplastie SIM Tailor

23
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Declarstion of Cenformiry
£l Juge Medical
E ST. JUDE MEDICAL Carsiovasuinr Diisicn
Munr comian Liss 25 177 County Road B, East
S1 Paul, MN 55117 USA
Tel 6817564470
Fax -651-756-4488
ANNEX 11

DECLARATION OF CONFORMITY

St. Jude Medical (SIM) hereby declares that the following products conform to the applicable provisions of
Annex 11 of the Medical Device Directive (MDD) 93/d2/EEC as amended by 200747/EC. All SIM

Manufacturer Corporate Address; St. Jude Medical
177 County Rd B Fast
St. Paul, MN 55117

European Representative: St. Jude Medical Coordinetion Center BVBA
I'he Corporate Village
Da Vincilaan | 1, Box FI
1935 Zaventem, Belgium

Manufacturing Facilities: St Jude Medical

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

Caguas West Industrial Park
Caguas, Puerto Rico 00725 USA

Produet Type(s): ﬁmar::lmﬂmn Valves

Annuloplasty Rings

GMDN Codes: Mechanical Heart Valves:

Aortic 60240
Mitral 60241

Valved Grafis;
Aortic 50423

Annuloplasty Rings:
Mitral 45577
Mitral Tricuspid 45578

Annex 11, Clause 3: Certificate: CE 578287
Expiratien Date: 15 December 2016

Declaration of Conformity Page | of 4



0089714 Ver. K
Declaration of Conformity

al ST. JUDE MEDICAL Cadvinata

177 Ru:m
ML ComwE fasy LTS 5 P ll‘lﬂ"h‘l
664470

Tei 6517
Fax -651-756.4485

MECnamC: LA L1V
EC Certificate no.: CE 578200
Expiration date: 17 February 2019

Aortic Standard Cuff-Polyester, sizes 19.1 Imm et s assscss ) ]
Mitral Standard Cufl-Polyester, sizes 19-33mm BRI Tt i SR % 7,
Original CE Mark Dase. 03 Jan 1995 for the ghave modely

¥ 4
aelies Mechanicy

EC Certificate no.: CE 578290
Expiration date: 17 February 2019

Aortic Hemodynamie Plus (HP), sizes !727mm_AHPJSM
Original CE Mark Date; 13 Sep 1995

Aortic Standard Cuff-Polyester, sizes 19-31mm e RO | 171
Mitra] Standard Cuff-Polyester, sizes I?—Hm..;-ﬂ Ml-501
Aortic Expanded Cull-Polyester, sizes 19.3 o e ISR ¥ - o) AL 7, -1
Mitral Expanded Cufl-Polyester, sizes 19-33mm s s s st s e MBS
Mitra! Hemodynamic Plus (TIP), sizes 1?-27mm.,..., MHPI-505
Aortic Expanded Hemodynamic Plus (HP), sizes 17-27mm st sy i s AEHPJ-S0S
Original CE Mark Date: 30 Jan 1996

Mitral Standard Cuff-Polyester, sizes 15~3Tm-.._ MJ-501
Original CE Mark Date: 02 Nov 1998

Aortic Standard PTEE cuff, sizes 19—!1mm.............,.....,..,........_......i...‘.....,,......_....h......ATJ-SD!
Mitral Standard PTFE cuff, sizes 19-33mm S e SN ;-
Mitral Expanded PTFE cuff, sizes 19-33mm e e ME T304
Original CE Mark Date: 3) Jul 1997

EC Cenificate no.: CE 578290
Expiration date: 17 February 2019
Aortic standard cuff - polyester, sizes 17 - ZMFHAGN-TSI

Original CE Mark Date: 27 Dee 1999

Declartion of Conformity Page 2 of &
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Declaration of Confermity

=1 B . St Jude Medical

ST. JUDE MEDICAL Cardiovaseular Divsion

' MURE Co i Lis sk Lﬂm@;#m
Tel 851-7584470
Fax -351-TE5-4468
e :
EC Certificate no.: CE 578289
Expiration date: 30 March 2019

SIM Tailar™ Amnuloplasty Ring, sizes 25-35mm S . 1 ¥ =)
Original CE Mark Date. 28 Jan 2002

SIM Tailor™ Annuloplasty Band, sizes 25-35mm e s srsin. | De(5128)
Original CE Mark Date: 24 Oct 2002

SIM Anune™ Flexible Adjustable Annuloplasty Ring, sizes 25-43 MM e, ... AFR-(Si28)
Sizes 25 - 35mm. Original CE Mark Daye: 30 Apr 2009
Sizes 37 - 43mm. Original CE Mark Date: 2} Dee 2009

SIM Rigid Saddle Ring, 1265 24 — 34MM ... RSAR-(size)
Original CE Mark Date: 24 Feb 2005

SIM Seguin Annuloplasty Ring
EC Certificate no.: CE 578288
Expiration date: 14 May 2019

SIM Seguin Annuloplasty Ring, sizes ermu"uuw*{ﬂu}
Original CE Mark Daze: 28 Jan 2002

Valved Grafs'
T

EC Certificate no.: CE 578292
Expiration date: 14 May 2020

SIM™ Masters Valved Graft with Hemashield ™ Techno
Woven Double Velour Graft, sizes 19 - 33mm ..o sl CAVGI-514 00
Original CE Mark Date: 04 May 2001

EC Centificate no. : CE 57829]
Expiration date: 19 August 2015

'mmwmﬁmmmhwmu
Declaration of Conformity Page 3 of 4
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0BT 14 Ver, K
Declzration of Conformiry
1 . 8t Jude Medical
ST. JUDE MEDICAL Carsovatestis Dvien
Msig Lom aDg EEs e :r’mnmg El;:

Tal 651-T56.-4470
Fax -B51-788-4486

SIM™ Masters HP Series Valved Graft with Geiweave Valsalva™ T

Sizes 19 - 29mm.......... e s st vissrs s remrsrrressssnennen VA VEL-81 5

Original CE Mark Date: 19 Aug 2005

ISO 13485: 2003 + AC:2007

Notified Body: BSI Product Service
Kitemark House, Maylands Avenue
Hemel Hempstead. Hertfordshire
HP2 48Q, UK

Notified Body Number; 0086

Thisdmlwnﬂmi:mwdeomhehnﬁmfmﬁmlImtiﬁoHuinudbyBﬁlProdm&rﬁmtuSJM(i.a.
the quality system cenificates and the EC-Design-Examination certificates). This declaration authorizes
SIM to affix CF marking to the products described within this document in accordance with Article |17 of
the MDD 93/42/EEC of 14 June 1993,

ML F %;/k _ 3 may zors
Michael Coyle Date
Suﬁnrnnmdamyﬁffmnhw

Declaration of Cenformity Page 4 of 4
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90089714 Ver.K
Declaratie de Conformitate

; St.Jude Medical
m St ]UDEMED'W Cardiovascular Division

177 County Road B, East
St.Paul, MN 55117 SUA
Tel. 651-756-4470
Fax 631-756-4466

ANEXA LI
DECLARATIE DE CONFORMITATE

StJude Medical (SIM) declard in cele inserise aici cd urmdtoarele produse sunt conform prevederilor
aplicabile ale Anexei Il a Directivei Dispozitivului Medical (MDD) 93/42/EEC, dupid cum s-a amendat de
2007/47/EC. Toate produsele SIM listate in cadrul acestei Declaraii de Conformitate sunt Clasa 111 per MDD
93/42/EEC Anexa IX, regulament 8. In plus, toate produsele continind materiale de origine animald sunt
Clasa 111 per MDD 93/42/EEC Anexa IX, regulament 17. Produsele grefli cu valvi contindnd material bovin
sunt conform Regulamentului 722/2012.

Adresa Corporatiei Fabricantului: St.Jude Medical
177 County Rd B East
St.Paul, MN 55117

Reprezentant European: St.Jude Medical Coordination Center BVBA
The Corporation Village

Da Vincilaan 11, Box F

1935 Zaventem, Belgia

Facilititi de Fabricare: St.Jude Medical
177 County Road B, East
St.Paul, MN 55117 SUA

St.Jude Medical Puerto Rico LLC
Lot 20-B §t.

Caguas West Industrial Park
Caguas, Puerto Rico 00725 SUA

Tip (uri) produs: Valve mecanice inimi
Grefe cu valva
Inele anuloplastie

Coduri GMDN: Valve mecanice inima:
Aoriicd 60240
Mitrald 60241

Grefe cu valva:
Aortich 60423

Inele anuloplastie:
Mitral 45577
Mitral, Tricuspid 45578

Anexa 11, Clauza 3: Certificat: CE 578287
Data expirarii: 15 Decembrie 2019

Declarafie de Conformitate Pagina | din 4
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Dieclarajie de Conformitate
St Jude Medical
E ST. }UDE !WPIM Cardiovascular Division
177 County Road B, East
St.Paul. MN 55117 SUA
Tel. 631-756-4470
Fax 651.756-4466
Produse valvid mecanici
Valvii mecanicd inima SIM™ (ne-rotativa)
Certificat EC Nr: CE 578290
Data expirdrii: 17 Februarie 2019
Mangon-poliester standard aortic, dimensiuni 19-31 mm. ..A-101
Mangon-poliester standard mitral, dimensiuni 19-33 mm.. sveivinad=101
Data Marcafului Original CE: 03 lamwarie 1995 pentru mndee’efe de el s1ee
Valva mecanicd inima Seria SIM™ Masters
Certificat EC Nr: CE 578290
Data expirdrii: 17 Februarie 2019
Hemodinamic Plus Aortic (HP), dimensiuni 17-27 mm........... -.AHPI-105
Data Marcajului Original CE: |3 Septembrie 1993
Mangon-poliester standard aortic, dimensiuni 19-31 MIM,.........oeeeeiriiiemeinrirsecemmssiesssnsssreen =501
Mangon-poliester standard mitral, dimensiuni 19-37 Mmoo irsssrees i MI-501
Mangon-poliester expandat aortic, dimensiuni 19-31 mmM......oooeeiiiviiniersrsrersenreosnsnnne. . AECI-502
Mangon-poliester standard mitral, dimensiuni 19-33 mmM.........ooiiiinnriiiiniiinrierinnn e MECJ-502
Hemodinamic Plus Mitral (HP), dimensiuni 17-27 MM oooviiiiiinins i iiessiosssssessssenn MHPJ-505
Hemodinamic Plus Expandat Aortic (HP), dimensiuni 17-27 M., .eenveeeeeeeeeeeseoeeesessseno, AEHPI-505
Darta Marcajului Original CE. 30 Ianuarie 1996
Manson-poliester standard mitral. dimensiuni 3537 mm..........ooooiireeiiriiisii . .MI-501
Dara Marcajului Original CE: 02 Noiembrie 1998
Marigon-PTFE standard aortic, dimensiuni 19-31 MM iite s siensans R ATI-503
Manson PTFE standard mitral, dimensinni 19-33 M. co.oveveeir oo sisesisrsss s semeee e MT1-503
Mangon PTFE expandat mitral, dimensiuni 19-33 Mmoo i s oo METI-504
Data Marcajuli Original CE: 31 lulie 1997
Y canicil inim ™
Certificat EC Nr: CE 578290
Data expirdrii: 17 Februarie 2019
Mangon poliester standard aortic, dimensiuni 17-29 mm....... R L GAGN-TS
Mangon poliester flexibil aortic, dimensiuni 17-29 mm...........coovernnnnn. e AGFN-T756

Data Marcajului Original CE: 27 Decenbrie {999

Declaratie de Conformitate

Pagina 2 din 4
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90089714 Ver.K
Declaratie de Conformitate
18 - St Jude Medical
+ T ST- JUDE@EPIN Cardigvascular Division

177 County Road B, East
St.Paul, MN 55117 SUA
Tel. 631-756-4470)
Fax 651-756-4466

use reparatie valv:

Inel anuloplastie SIM Tailor™
Certificat EC Nr: CE 578289

Data expiriirii: 30 Martie 2019

Inel anuloplastie SIM Tailor™, dimensiuni 2535 mm............ccooevvriveeeneernrnenn.. TARP-(dimensiune)
Data Mareajului Original CE: 28 lanuarie 2002

Bandi anuloplastie SIM Tailor™, dimensiuni 25-35 mm...........cocoooivriiirninneinronn . TAB-(dimensiune)
Data Marcajului Original CE: 24 Octombrie 2002

Inel anuloplastie reglabil flexibil SIM Attune™ , dimensiuni 2543 mm.................AFR<(dimensiune)
Dimensiyni 25-35 mm: Data Marcajului original CE: 30 Aprilie 2009
Dimensiuni 37-43 mm: Data Marcajului origingl CE: 21 Decembrie 2009

Ine| brigard SIM Rigid, dimensiomi 24-34 MM, ooioviiiniemsiieeressisiisssiosisseessas RSAR- (dimensiune)
Data Marcajulul Oviginal CE: 24 Februarie 2003

Inel anuloplastie SIM Seguin
Certificat EC Nr: CE 578288
Data expirarii; 14 Mai 2019

Inel anuloplastie SIM Seguin, dimensiuni 28-40 MIN......oeevvseeresiressesnieanss ..SARP«(dimensiune)
Data Maurcajului Original CE: 28 lanuvarie 2002

Grefe cu valvi'

Grele ica SIm™ ters cu t ie e i Hemashield™
Certificat EC Nr; CE 578292

Data expiririi: 14 mai 2020

Grefe cu valva SIM™ Masters cu tehnologie I;lammjg_iﬁ_l‘:jg
Grefi de velur dublu tesutd, dimensiuni 19-33 M. oo CANVGI-514 00
Dara Marcajului Oviginal CE: 4 Mai 200/

Grefi cu valvi seria SIM™ Masters cu tehnologie Gelweave Valsalva™
Certificat EC Nr: CE 578291
Data expirdrii: 19 August 2015

! Aceste produse continind material bovin sunt conforme cu Regulamentul 722/2012
Declaratie de Conformitate Pagina 3 din 4



18

S0089714 Ver K
Declaratie de Conformitate
. . St.Jude Medical
i ST. ]UDERMBPIC&L Cardiovascular Division

177 County Road B, East
St.Panl. MM 55117 SUA
Tel, 651-756-4470
Fax 631-T360-4466

Grefi cu valvi seria SIM™ Masters cu tehnologie Gelweave Valsalva™
Dimensiuni 19-29mm.................., B e e e R B MG SRR R AR A A VAVGIS1S
Data Mareajului Original CE: 19 August 2005

Standarde Aplicabile Sistemul Calitatii [SO13485:2003 + AC:2007

Organism Notificat: BSI Product Service

Kitemark House, Maylands Avenue
Hemel Hempstead, Hertfordshire
HP2 45Q, UK

Organism Notificat Nr: (086

Aceastd declaratie este ficutd pe baza certificatelor Anexa Il emise de BS| Product Service la SIM (adici
certificatele de sistem calitate i certificatele de Examinare-Design-EC). Aceastd declaratie autorizeazi SJM
de a aplica marcajul CE la produsele descrise in interiorul acestui document in conformitate cu Articolul 17 al
MDD 93/42/EEC din 14 Iunie 1993,

Semndturf indescifrabila 13 Mai 2015
Michael Covle ! Data
Senior Manager Regulatory Affairs
Declaratie de Conformitate Pagina 4 din 4
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bsi
Sl.
By Royal Charter

EC Certificate - Full Quality Assurance System

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

No. CE 578287

Issued To: St. Jude Medical
177 County Road B East
St Paul
Minnesota
55117
USA

In respect of:

Design and manufacture of Mechanical and Tissue Heart Valves, Transcatheter Heart Valves,
Valved Grafts, Annuloplasty Rings and Related Accessories.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required.

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

( CAAN C_ ot

Gary E Slack, Senior Vice President Medical Devices

First Issued: 2012-01-30 Date: 2019-12-11 Expiry Date: 2024-05-26

..making excellence a habit”
Page 1 of 4

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 approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

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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bsi
Sl.
By Royal Charter

EC Certificate - Full Quality Assurance System

Supplementary Information to CE 578287

Issued To: St. Jude Medical
177 County Road B East
St Paul
Minnesota
55117
USA

Number Device Name Intended Purpose per IFU

Class III

--- « Masters Series Mechanical Heart Valve — Mechanical Heart See CE 578290
Valves

» Masters Series Mechanical Heart Valve with Expanded
Polyester Sewing Cuff — Mechanical Heart Valves

* Masters Series Mechanical Heart Valve with PTFE Sewing
Cuff — Mechanical Heart Valves

* Masters Series Mechanical Heart Valve with Expanded PTFE
Sewing Cuff — Mechanical Heart Valves

» Masters Series Mechanical Heart Valve with Hemodynamic
Plus (HP) Sewing Cuff — Mechanical Heart Valves

» Masters Series Mechanical Heart Valve with Expanded
Hemodynamic Plus (HP) Sewing Cuff — Mechanical Heart
Valves

* Regent Heart Valve — Mechanical Heart Valves
* Regent Heart Valve with FlexCuff — Mechanical
Heart Valves

First Issued: 2012-01-30 Date: 2019-12-11 Expiry Date: 2024-05-26

..making excellence a habit”
Page 2 of 4

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 approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

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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bsi.

By Royal Charter

EC Certificate - Full Quality Assurance System

Supplementary Information to CE 578287

Issued To: St. Jude Medical
177 County Road B East
St Paul
Minnesota
55117
USA

Number Device Name Intended Purpose per IFU

Class III

Masters HP Valved Graft with Gelweave Valsalva Technology See CE 578291
(VAVG)) — Valved Grafts

Masters Valved Graft with Hemashield Graft Technology (CAVG]) | See CE 578292
— Valved Grafts

Tailor Annuloplasty Ring and Tailor Annuloplasty Band — See CE 578289
Annuloplasty Rings

Rigid Saddle Ring Annuloplasty Ring — Annuloplasty Rings

Seguin Annuloplasty Ring — Annuloplasty Rings See CE 578288
Portico Transcatheter Aortic Heart Valve System — Transcatheter | See CE 585003
Heart Valves
Trifecta and Trifecta GT — Tissue Heart Valves See CE 617862
Biocor, Epic and Epic Supra — Tissue Heart Valves See CE 617865
First Issued: 2012-01-30 Date: 2019-12-11 Expiry Date: 2024-05-26

..making excellence a habit”
Page 3 of 4

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 approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

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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bsi.
EC Certificate - Full Quality Assurance S;B/vthve!%t

Supplementary Information to CE 578287

Issued To: St. Jude Medical
177 County Road B East
St Paul
Minnesota
55117
USA
Number Device Name Intended Purpose per IFU
Class I1a
MDO0106, Mechanical Heart Valve Leaflet Tester — Related Accessories | ---
MDS7006
MD0106 »  Masters Series Mechanical Heart Valve Replacement

Holder/Rotators — Related Accessories

» Masters Series Hemodynamic Plus (HP) Mechanical Heart
Valve Replacement Holder/Rotators — Related Accessories

* Regent Mechanical Heart Valve Replacement
Holder/Rotators — Related Accessories

* Rigid Saddle Ring Annuloplasty Sizer Set — Related
Accessories

» Tailor Annuloplasty Ring Sizer Set- Related Accessories

» Tailor Ring Robotic Sizer Set — Related Accessories

»  Seguin Annuloplasty Ring Sizer Set — Related Accessories

» Mechanical Heart Valve Sizer — Related Accessories

* Regent Mechanical Heart Valve Sizer Set— Related
Accessories

» Trifecta Valve Series Sizer Set — Related Accessories

» Bioprosthetic Heart Valve Sizer Set — Related Accessories

First Issued: 2012-01-30 Date: 2019-12-11 Expiry Date: 2024-05-26

..making excellence a habit”
Page 4 of 4

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 approval excludes all products designed and/or manufactured by a third party on behalf of the company
named on this certificate, unless specifically agreed with BSI.

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.

By Royal Charter

Certificat CE - Sistem complet de asigurare a calitatii

Directiva 93/42/CEE privind dispozitivele medicale, anexa I, cu exceptia sectiunii 4

Nr. CE 578287

Eliberat pentru: St. Jude Medical
177 County Road B East
St Paul
Minnesota
55117
SUA

Cu privire la:

Proiectarea si fabricarea de valve cardiace mecanice si de tesut, valve cardiace transcateter, grefe
cu valve, inele de anuloplastie si accesorii conexe.

pe baza examinarii noastre a sistemului de asigurare a calitatii in conformitate cu cerintele Directivei 93/42/CEE a
Consiliului, anexa Il, cu exceptia sectiunii 4. Sistemul de asigurare a calitatii indeplineste cerintele directivei. Pentru
comercializarea produselor de clasa lll este necesar un certificat cu anexa Il sectiunea 4.

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

{ CAAA C_ ol

Gary E Slack, Vicepresedinte Senior Dispozitive medicale

Prima emitere: 2012-01-30 Data: 2019-12-11 Data expirarii: 2024-05-26

..making excellence a habit”
Pagina 1 din 4

Valabilitatea acestui certificat este conditionatd de mentinerea sistemului de calitate conform cerintelor Directivei, asa cum se demonstreaza prin activitatile de
supraveghere necesare ale Organismului Notificat. Aceasta aprobare exclude toate produsele proiectate si/sau fabricate de o terta parte in numele companiei
mentionate Tn acest certificat, cu exceptia cazului in care s-a convenit in mod specific cu BSI.

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. inregistratd in Olanda cu 33264284.
Un membru al Grupului de companii BSI.
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By Royal C.h.arter

Certificat CE - Sistem complet de asigurare a calitati

Informatii suplimentare la CE 578287

Eliberat pentru: St. Jude Medical
177 County Road B East St
Paul
Minnesota
55117
SUA

Numar Nume dispozitiv Scopul prevazut cf. IFU
Clasallll

- » Valva cardiaca mecanica seria Masters — Valve cardiace Vedeti CE 578290
mecanice

* Valva cardiaca mecanica seria Masters cu inel de
sutura din poliester expandat — Valve cardiace
mecanice

* Valva cardiaca mecanica seria Masters cu inel de sutura
din PTFE — Valve cardiace mecanice

* Valva cardiaca mecanica seria Masters cu inel de sutura
din PTFE expandat — Valve cardiace mecanice

» Valva cardiaca mecanica seria Masters cu inel de sutura
Hemodynamic Plus (HP)— Valve cardiace mecanice

» Valva cardiaca mecanica seria Masters cu inel de sutura
Hemodynamic Plus (HP) expandat — Valve cardiace
mecanice

* Valva cardiaca Regent — Valve cardiace mecanice
» Valva cardiaca Regent cu FlexCuff — Valve
cardiace mecanice

Prima emitere: 2012-01-30 Data: 2019-12-11 Data expirarii: 2024-05-26

..making excellence a habit”
Pagina 2 din 4

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. Aceastad aprobare exclude toate produsele proiectate si/sau fabricate de o terta parte ih numele companiei
mentionate in acest certificat, cu exceptia cazului in care s-a convenit in mod specific cu BSI.

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 33264284.
Un membru al Grupului de companii BSI.




bsi.

By Royal C.h.arter

Certificat CE - Sistem complet de asigurare a calitati

Informatii suplimentare la CE 578287

Eliberat pentru: St. Jude Medical
177 County Road B East St
Paul
Minnesota
55117
SUA

Numar Nume dispozitiv Scopul prevazut cf. IFU
Clasalll

--- Grefa cu valva Masters HP cu tehnologia Gelweave Vedeti CE 578291
Valsalva (VAVGJ) — Grefe cu valve

- Grefa cu valva Masters cu tehnologia Hemashield Graft (CAVGJ) | Vedeti CE 578292
— Grefe cu valve

-— Inel de anuloplastie Tailor si banda de anuloplastie Tailor — Vedeti CE 578289
Inele de anuloplastie

Inel de anuloplastie inel rigid Tn forma de sa — Inele de

anuloplastie
- Inel de anuloplastie Seguin — Inele de anuloplastie Vedeti CE 578288
- Sistem de valve cardiace aortice transcateter Portico — Valve Vedeti CE 585003
cardiace transcateter
- Trifecta si Trifecta GT — Valve cardiace de tesut Vedeti CE 617862
- Biocor, Epic si Epic Supra — Valve cardiace de tesut Vedeti CE 617865
Prima emitere: 2012-01-30 Data: 2019-12-11 Data expirarii: 2024-05-26

..making excellence a habit”
Pagina 3 din 4

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. Aceasta aprobare exclude toate produsele proiectate si/sau fabricate de o terta parte in numele companiei
mentionate Tn acest certificat, cu exceptia cazului in care s-a convenit in mod specific cu BSI.

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 33264284.
Un membru al Grupului de companii BSI.




bsi.

By Royal C.h.arter

Certificat CE - Sistem complet de asigurare a calitati

Informatii suplimentare la CE 578287

Eliberat pentru: St. Jude Medical
177 County Road B East St
Paul
Minnesota
55117
SUA
Numar Nume dispozitiv Scopul prevazut cf. IFU
Clasa lla
MDO0106, Tester de disc valve cardiace mecanice — Accesorii conexe | ---
MDS7006
MDO0106 » Valva cardiaca mecanica seria Masters de schimb -

Suport/rotatori de schimb — Accesorii conexe

»  Suport/rotatori de schimb valva cardiaca mecanica
Hemodynamic Plus (HP) seria Masters — Accesorii conexe

» Valva cardiaca mecanica Regent
Suport/rotatori de schimb — Accesorii conexe

+ Set de dimensionare de anuloplastie inel rigid in forma
de sa — Accesorii conexe

» Set de dimensionare inel de anuloplastie Tailor — Accesorii
conexe

» Set de dimensionare de anuloplastie inel robotic Tailor —
Accesorii conexe

+ Set de dimensionare inel de anuloplastie Seguin — Accesorii
conexe

+ Set de dimensionare valva cardiaca mecanica — Accesorii
conexe

* Set de dimensionare valva cardiaca mecanica Regent —
Accesorii conexe

Prima emitere: 2012-01-30 Data: 2019-12-11 Data expirarii: 2024-05-26

..making excellence a habit”
Pagina 4 din 4

Valabilitatea acestui certificat este conditionatd de mentinerea sistemului de calitate conform cerintelor Directivei, asa cum se demonstreaza prin activitatile de
supraveghere necesare ale Organismului Notificat. Aceasta aprobare exclude toate produsele proiectate si/sau fabricate de o terta parte ih numele companiei
mentionate in acest certificat, cu exceptia cazului in care s-a convenit Th mod specific cu BSI.

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 33264284.
Un membru al Grupului de companii BSI.




Abbott Medical

177 County Road B East
St. Paul

Minnesota

55117

USA

22 Nov 2023

Notified Body Confirmation Letter
Reference: EU2023-607/ ID 628634

To whom it may concern,

Confirmation of the status of a formal application, written agreement, and appropriate
surveillance in the framework of Regulation (EU) 2023/607 amending Regulations (EU)
2017/745 and (EU) 2017/746 as regards the transitional provisions for certain medical
devices and in vitro diagnostic medical devices

This letter confirms that, BSI Group The Netherlands B.V., a Notified Body (NB) designated against
Regulation (EU) 2017/745 (MDR) and identified by the number 2797 on NANDO, has received a formal
application in accordance with Section 4.3, first subparagraph of Annex VII of MDR and has signed a
written agreement in accordance with Section 4.3, second subparagraph of Annex VII of MDR with the
following manufacturer:

Abbott Medical

177 County Road B East
St. Paul

Minnesota

55117

USA

SRN Number (if available): US-MF-000018613

The devices covered by the formal application and the written agreement mentioned above are identified in
the Tables below. Table 1 identifies the devices for which an MDR application has been received, written

27



28

agreement concluded and for which the NB is also responsible for appropriate surveillance of the
corresponding devices under the applicable Directive. Table 2 identifies the devices for which an MDR
application has been received and a written agreement concluded, but the NB has not yet taken the
responsibility for appropriate surveillance of the corresponding devices under the applicable Directive.

In the case of devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or Directive
93/42/EEC (MDD) that expired after 26 May 2021 and before 20 March 2023, without having been
withdrawn, this letter also confirms that the manufacturer signed the written agreement under MDR by the
date of MDD/AIMDD certificate expiry; or provided evidence that a competent authority of a Member State
had granted a derogation or exemption from the applicable conformity assessment procedure in
accordance with Article 59(1) of MDR or Article 97(1) of the MDR respectively, by the 20 Mar 2023 for the
relevant devices.

The transition timelines that apply to the devices covered by this letter, subject to the manufacturer’s
continued compliance to the other conditions specified in Article 120.3c of MDR (as amended by (EU)
2023/607), are shown below:

e 26 May 2026 for Class III custom-made implantable devices
31 December 2027 for Class III devices and Class IIb implantable devices excluding Well-
established technologies (WET - sutures, staples, dental fillings, dental braces, tooth crowns,
screws, wedges, plates, wires, pins, clips and connectors)

e 31 December 2028 for other Class IIb devices, Class Ila, Class I devices placed on the market in
sterile condition or have a measuring function

e 31 December 2028 for devices not requiring the involvement of a notified body under MDD but
requiring it under MDR (e.qg., class I devices that qualify as re-usable surgical instruments)

On behalf of BSI Group The Netherlands B.V.,
— —

Graeme Tunbridge
Senior Vice President, Medical Devices



Table 1: Devices covered by this letter and for which the NB is also responsible for appropriate

surveillance of the corresponding devices under the applicable Directive:

Device name or Basic
UDI-DI (under MDR
application)

MDR Device classification
(as proposed by the
manufacturer and verified
at the pre-application

If the MDR device is a

substitute device,
identification of the
corresponding

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB

stage) MDD/AIMDD device Identification
Amplatzer™ Valvular Plug Class III N/A CE 707326; NB 2797
1 CE 694788; NB 2797
Amplatzer™ Guidewires Class III N/A CE 694955; NB 2797
CE 694788; NB 2797
Amplatzer™ TorgVue™ LP Class III N/A CE 694956; NB 2797
Delivery System CE 694788; NB 2797
Amplatzer™ TorqVue™ LP Class III N/A CE 694956; NB 2797
Catheter CE 694788; NB 2797
Amplatzer™ Muscular VSD Class III N/A CE 694951; NB 2797
Occluder CE 694788; NB 2797
Amplatzer™ P.l. Muscular Class III N/A CE 694951; NB 2797
VSD Occluder CE 694788; NB 2797
AmpllatzerTM Class III N/A CE 694948; NB 2797
e o ce a7 s 2757
MF)
Amplatzer™ Duct Occluder Class III N/A CE 694957; NB 2797
CE 694788; NB 2797
Amplatzer™ Duct Occluder Class III N/A CE 694957; NB 2797
I CE 694788; NB 2797
Amplatzer Piccolo™ Class III N/A CE 694957; NB 2797
Occluder CE 694788; NB 2797
Amplatzer™ Septal Occluder | Class III N/A CE 694948; NB 2797
CE 694788; NB 2797
Amplatzer™ Amulet™ Class III N/A CE 694956; NB 2797
Delivery Sheath CE 694788; NB 2797
Amplatzer™ TorgVue™ 2 Class III N/A CE 694956; NB 2797
Delivery Sheath CE 694788; NB 2797
Amplatzer™ TorgVue™ Class III N/A CE 694956; NB 2797

Delivery System (ITV)

CE 694788; NB 2797
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Device name or Basic
UDI-DI (under MDR
application)

MDR Device classification
(as proposed by the
manufacturer and verified
at the pre-application

If the MDR device is a
substitute device,
identification of the
corresponding

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB

stage) MDD/AIMDD device Identification
Amplatzer™ TorgVue™ Class III N/A CE 694956; NB 2797
Exchange System (EITV) CE 694788; NB 2797
Amplatzer™ Trevisio™ Class III N/A CE 694956; NB 2797
Intravascular Delivery .
System (ATV) CE 694788; NB 2797
Amplatzer™ Sizing Balloon Class III N/A CE 694959; NB 2797
I CE 694788; NB 2797
Amplatzer™ Vascular Plug, Class IIb implantable non- N/A CE 694788; NB 2797
Amplatzer™ Vascular Plug WET
II, Amplatzer™ Vascular
Plug 4
Amplatzer™ Amulet™ Left Class III N/A CE 694961; NB 2797
Atrial Appendage Occluder CE 694788; NB 2797
Epic™ Plus Heart Valve, Class III Epic™ and Epic™ Supra Heart  CE 617865; NB 2797
Epic™ Plus Supra Heart Valves .
Valve, Epic™ Plus Sizer Set CE 578287; NB 2797
and Holder Handles
Masters Series™ Aortic Class III N/A CE 578292; NB 2797
Valved Graft with )
Hemashield™ Graft CE 578287; NB 2797
Technology (CAVGJ)
Masters Series HP™ Valved | Class III N/A CE 578291; NB 2797
Graft with Gelweave
Valsalva™ Technology CE 578287; NB 2797
(VAVG))
Masters Series™ Mechanical | Class III N/A CE 578290; NB 2797
Hear O AL CE 578287; NB 2797
Mechanical Heart Valve Class III N/A CE 578287; NB 2797

Leaflet Tester

Masters Series™ Mechanical
Heart Valve Replacement
Holder/Rotators - Related
Accessories

Masters HP Series™
Mechanical Heart Valve

Replacement Holder/Rotator

- Related Accessories

Mechanical Heart Valve
Sizer - Related Accessories
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Device name or Basic
UDI-DI (under MDR
application)

MDR Device classification
(as proposed by the
manufacturer and verified
at the pre-application

If the MDR device is a

substitute device,
identification of the
corresponding

31

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB

stage) MDD/AIMDD device Identification
Regent™ Mechanical Heart
Valve Holder/Rotators -
Related Accessories
Regent™ Mechanical Heart
Valve Sizer Set — Related
Accessories
Regent™ Mechanical Heart Class III N/A CE 578290; NB 2797
Valve and Regent™ .
Mechanical Heart Valve with CE\578287; NB 2797
FlexCuff™
Séguin™ Annuloplasty Ring | Class III N/A CE 578288; NB 2797
(SARP) and Accessories CE 578287; NB 2797
Rigid Saddle Ring (RSAR) Class III N/A CE 578289; NB 2797
and Accessories CE 578287; NB 2797
Tailor™ Annuloplasty Ring Class III N/A CE 578289; NB 2797

(TARP) and Tailor™
Annuloplasty Band (TAB)
and Accessories

CE 578287; NB 2797

Table 2: Devices covered by this letter and for which the NB is NOT responsible for appropriate
surveillance of the corresponding devices under the applicable Directive:

Device name or Basic
UDI-DI (under MDR
application)

MDR Device classification
(as proposed by the
manufacturer and verified
at the pre-application
stage)

If the MDR device is a

substitute device,
identification of the
corresponding
MDD/AIMDD device

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification

N/A

N/A

Confirmation Letter Revision History

Date
2023/06/01
2023/08/14

2023/11/22

Action

Initial issue

N/A

N/A

Addition of Amplatzer™ Amulet™ Left Atrial Appendage Occluder to table 1, addition of MDD
FQA cert number to table 1, correction made to update document reference ID, and
correction made to update the date listed on revision history for initial issue.

Addition of Epic™ Plus Heart Valve, Epic™ Plus Supra Heart Valve, Epic™ Plus Sizer Set and
Holder Handles, Masters Series™ Aortic Valved Graft with Hemashield™ Graft Technology
(CAVG)), Masters Series HP™ Valved Graft with Gelweave Valsalva™ Technology (VAVGJ),



Date
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Action

Masters Series™ Mechanical Heart Valves (MHV), Mechanical Heart Valve Leaflet Tester,
Masters Series Mechanical Heart Valve Replacement Holder/Rotators - Related Accessories,
Masters HP Series™ Mechanical Heart Valve Replacement Holder/Rotator - Related
Accessories, Mechanical Heart Valve Sizer - Related Accessories, Regent™ Mechanical Heart
Valve Holder/Rotators - Related Accessories, Regent™ Mechanical Heart Valve Sizer Set —
Related Accessories, Regent™ Mechanical Heart Valve and Regent™ Mechanical Heart Valve
with FlexCuff™, Séguin™ Annuloplasty Ring (SARP) and Accessories, Rigid Saddle Ring
(RSAR) and Accessories, Tailor™ Annuloplasty Ring (TARP) and Tailor™ Annuloplasty Band
(TAB) and Accessories to table 1, and change in signatory.



Abbott Medical

177 County Road B East
St. Paul

Minnesota

55117

S.U.A.

22 noiembrie 2023

Scrisoare de confirmare a organismului notificat
Referinta: EU2023-607/ ID 628634

In atentia persoanelor interesate,

Confirmarea stadiului unei cereri oficiale, acord scris si supravegheri adecvate in cadrul
Regulamentului (UE) 2023/607 de modificare a Regulamentelor (UE) 2017 /745 si (UE)
2017/746 in ceea ce priveste dispozitiile tranzitorii pentru anumite dispozitive
medicale si pentru anumite dispozitive medicale pentru diagnostic in vitro

Prezenta scrisoare confirma ca BSI Group The Netherlands B.V., Organism Notificat (ON) desemnat
in baza Regulamentului (UE) 2017/745 (RDM) si identificat cu numdrul 2797 in NANDO, a primit
cererea oficiald in conformitate cu Sectiunea 4.3, primul subparagraf din Anexa VII la RDM, si a semnat
un acord scris in conformitate cu Sectiunea 4.3, al doilea subparagraf din Anexa VII la RDM cu
urmatorul producator:

Abbott Medical

177 County Road B East
St. Paul

Minnesota

55117

S.U.A.

Numar SRN (daca este disponibil): US-MF-000018613

Dispozitivele acoperite de cererea oficiald si de acordul scris mentionate mai sus sunt identificate n
Tabelele de mai jos. Tabelul 1 identifica dispozitivele pentru care a fost primita o cerere RDM, a fost
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incheiat un acord scris si pentru care ON este deasemenea responsabil pentru supravegherea
adecvata a dispozitivelor corespunzdtoare in baza Directivei aplicabile. Tabelul 2 identifica
dispozitivele pentru care a fost primitd o cerere RDM si a fost incheiat un acord scris, insd ON nu si-a
asumat inca responsibilitatea pentru supravegherea adecvata a dispozitivelor corespunzatoare in
baza Directivei aplicabile.

in cazul dispozitivelor acoperite de certificate eliberate in baza Directivei 90/385/CEE (DDMAI) sau
Directivei 93/42/CEE (DDM), care au expirat dupd data de 26 mai 2021 si inainte de data de 20 martie
2023, fara a fi fost retrase, prezenta scrisoare confirma deasemenea ca producatorul a semnat acordul
scris in baza RDM pana la data expirarii certificatului DDM/DDMAI; sau a furnizat dovezi ca o autoritate
competenta dintr-un stat membru a acordat o derogare sau o scutire de la procedura de evaluare a
conformitdtii aplicabild, in conformitate cu Articolul 59(1) din RDM sau, respectiv, cu Articolul 97(1) din
RDM, pana in data de 20 martie 2023 pentru dispozitivele respective.

Termenele de tranzitie care se aplicd dispozitivelor acoperite de prezenta scrisoare, cu conditia
respectarii continue de catre producdtor a celorlalte conditii specificate in Articolul 120.3c din RDM
(modificat de (UE) 2023/607), sunt mentionate mai jos:

e 26 mai 2026 pentru dispozitivele implantabile din Clasa III fabricate la comanda

e 31 decembrie 2027 pentru dispozitivele din Clasa III si dispozitivele implantabile Clasa IIb,
cu excluderea tehnologiilor recunoscute (WET — materiale de suturd, capse, materiale pentru
plombe, aparate dentare, coroane dentare, suruburi, pene, fire metalice pentru placi, ace,
cleme si conectori)

e 31 decembrie 2028 pentru alte dispozitive din Clasa IIb, Clasa IIa, Clasa I introduse pe piata in
stare sterild sau care au o functie de masurare

e 31 decembrie 2028 pentru dispozitive care nu necesitd implicarea unui organism notificat in
baza DDM, insa care o necesitd in baza RDM (de ex., dispozitive din clasa I care sunt
considerate instrumente chirurgicale reutilizabile)

in numele BSI Group The Netherlands B.V.,

- _

Graeme Tunbridge
Vice-Presedinte Senior, Dispozitive Medicale
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Tabelul 1: Dispozitive acoperite de prezenta scrisoare si pentru care ON este responsabil
deasemenea pentru supravegherea adecvata a dispozitivelor corespunzatoare in baza

Directivei aplicabile:

Denumirea
dispozitivului sau
UDI-DI de baza (in
baza cererii RDM)

Clasificarea Dispozitivului
RDM (asa cum este
propusa de producator si
verificata in etapa
dinaintea cererii)

Daca dispozitivul RDM este
un dispozitiv de inlocuire,
identificarea dispozitivului

DDM/DDMAI corespunzator

Referinta Certificat in
cf. cu DDM/DDMAI
pentru dispozitivele in
baza cererii RDM si
identificarea ON

Dop valvular Amplatzer™
I11

Conductoare de sarma
Amplatzer™

Sistem de introducere LP
Amplatzer™ TorgVue™

Cateter LP Amplatzer™
TorgVue™

Obturator DSV muscular
Amplatzer™

Obturator DSV muscular
P.I. Amplatzer™

Obturator septal

multifenestrat Amplatzer™-
"Cribriform" (ASD- MF)

Obturator tract Amplatzer™
Obturator tract
Amplatzer™ II

Obturator
Amplatzer Piccolo™

Obturator septal Amplatzer™
Teaca de introducere
Amplatzer™ Amulet™

Teaca de introducere 2
Amplatzer™ TorgVue™

Sistem de introducere (ITV)
Amplatzer™ TorgVue™

Clasa III

Clasa III

Clasa III

Clasa III

Clasa III

Clasa III

Clasa III

Clasa III

Clasa III

Clasa III

Clasa III

Clasa III

Clasa III

Clasa III

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

N/A

CE 707326; ON 2797
CE 694788; ON 2797
CE 694955; ON 2797
CE 694788; ON 2797
CE 694956, ON 2797
CE 694788; ON 2797
CE 694956, ON 2797
CE 694788; ON 2797
CE 694951; ON 2797
CE 694788; ON 2797
CE 694951; ON 2797
CE 694788; ON 2797
CE 694948; ON 2797
CE 694788; ON 2797

CE 694957; ON 2797
CE 694788; ON 2797
CE 694957; ON 2797
CE 694788; ON 2797
CE 694957; ON 2797
CE 694788; ON 2797
CE 694948; ON 2797
CE 694788; ON 2797
CE 694956, ON 2797
CE 694788; ON 2797
CE 694956; ON 2797
CE 694788; ON 2797
CE 694956; ON 2797
CE 694788; ON 2797
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Denumirea
dispozitivului sau
UDI-DI de baza (in
baza cererii RDM)

Clasificarea Dispozitivului
RDM (asa cum este
propusa de producator si
verificata in etapa
dinaintea cererii)

Daca dispozitivul RDM este
un dispozitiv de inlocuire,
identificarea dispozitivului
DDM/DDMAI corespunzator

Referinta Certificat in
cf. cu DDM/DDMAI
pentru dispozitivele in
baza cererii RDM si
identificarea ON

Sistem de schimb (EITV)
Amplatzer™ TorgVue™

Sistem de introducere
intravascular (ATV)
Amplatzer™ Trevisio™

Balon cu dublu lumen II
Amplatzer™

Dop vascular Amplatzer™,
dop vascular IT Amplatzer™,
dop vascular 4 Amplatzer™

Obturator cavitatea atriala
stanga Amplatzer™
Amulet™

Valva cardiaca plus Epic™,
valva cardiaca supra plus
Epic™, set calibrator si
manere suport plus Epic™

Grefon valva aortica
Masters Series™ cu
tehnologie grefon
(CAVGJ) Hemashield™

Grefon valva Masters
Series HP™ cu Tehnologie
(VAVG]) Gelweave
Valsalva™

Valve cardiace mecanice
(MHV) Masters Series™

Dispozitiv de testare
cuspida valva cardiacd
mecanica

Suport inlocuire/Dispozitive
de rotire valva cardiaca
mecanica - Accesorii
aferente Masters Series™

Suport
inlocuire/Dispozitive de
rotire valva cardiaca
mecanica - Accesorii
aferente Masters HP
Series™

Calibrator valva cardiaca
mecanica — accesorii
aferente

Clasa III

Clasa III

Clasa III

Clasa IIb implantabile
non- WET

Clasa III

Clasa III

Clasa III

Clasa III

Clasa III

Clasa III

N/A

N/A

N/A

N/A

N/A

Valve cardiace Supra Epic™ si
Epic™

N/A

N/A

N/A

N/A

CE 694956; ON 2797
CE 694788; ON 2797
CE 694956; ON 2797
CE 694788; ON 2797

CE 694959; ON 2797
CE 694788; ON 2797
CE 694788; ON 2797

CE 694961; ON 2797
CE 694788; ON 2797
CE 617865; ON 2797
CE 578287; ON 2797

CE 578292; ON 2797
CE 578287; ON 2797

CE 578291; ON 2797
CE 578287; ON 2797

CE 578290; ON 2797

CE 578287; ON 2797
CE 578287; ON 2797
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Denumirea Clasificarea Dispozitivului | Daca dispozitivul RDM este | Referinta Certificat in

dispozitivului sau RDM (asa cum este un dispozitiv de inlocuire, cf. cu DDM/DDMAI

UDI-DI de baza (in propusa de producator si identificarea dispozitivului | pentru dispozitivele in

baza cererii RDM) verificata in etapa DDM/DDMAI corespunzator | baza cererii RDM si
dinaintea cererii) identificarea ON

Suport /Dispozitive de rotire
valva cardiaca mecanica -
Accesorii aferente Regent™

Set calibrator valva cardiaca

mecanica — accesorii

aferente Regent™

Valva cardiaca mecanica Clasa III N/A CE 578290; ON 2797

Regent™ si valva cardiacd .
mecanicd Regent™ cu CE 578287; ON 2797
FlexCuff™

Inel anuloplastie (SARP) si Clasa III N/A CE 578288; ON 2797
accesorii Séguin CE 578287; ON 2797

Tnel tip sa rigid (RSAR) si | Clasa III N/A CE 578289; ON 2797
accesorit CE 578287; ON 2797

Inel anuloplastie (TARP) Clasa III N/A CE 578289; ON 2797

Tailor™ si banda .
anuloplastie (TAB) si CE 578287; ON 2797

accesorii Tailor™

Tabelul 2: Dispozitive acoperite de prezenta scrisoare si pentru care ON NU este responsabil
pentru supravegherea adecvata a dispozitivelor corespunzatoare in baza Directivei aplicabile:

Denumirea Clasificarea Dispozitivului | Daca dispozitivul RDM este @ Referinta Certificat in

dispozitivului sau RDM (asa cum este un dispozitiv de inlocuire, cf. cu DDM/DDMAI

UDI-DI de baza (in propusa de producator si identificarea dispozitivului | pentru dispozitivele in

baza cererii RDM) verificata in etapa DDM/DDMAI corespunzator baza cererii RDM si
dinaintea cererii) identificarea ON

N/A N/A N/A N/A

Istoric al revizuirilor scrisorii de confirmare

Data Actiune
01.06.2023 Versiunea initiald
14.08.2023 Addugarea unui Obturator cavitate atriala stdngd Amplatzer™ Amulet™ in tabelul 1,

adaugare numar cert. FQA DDM in tabelul 1, corectie efectuatd pentru actualizarea ID-ului
de referintd document si corectie efectuatd pentru a actualiza data mentionata privind
istoricul revizuirilor pentru versiunea initiald.

22.11.2023 Adaugarea urmatoarelor: valva cardiaca plus Epic™, valva cardiaca supra plus Epic™, set
calibrator si manere suport plus Epic™, grefon valva aortica Masters Series™ cu tehnologie
grefon (CAVGJ) Hemashield™, grefon valva Masters Series HP™ cu tehnologie (VAVGJ)
Gelweave Valsalva™,



Data

38

Actiune

valve cardiace mecanice (MHV) Masters Series™, dispozitive de testare cuspida valva
cardiacd mecanica, suport inlocuire/dispozitive de rotire valva cardiaca mecanica - Accesorii
aferente Masters Series™, suport inlocuire/rdispozitive de rotire valva cardiacd mecanica -
Accesorii aferente Masters HP Series™, calibrator valva cardiacd mecanicad — accesorii
aferente, suport /dispozitive de rotire valva cardiacd mecanica - Accesorii aferente
Regent™, set calibrator valva cardiacd mecanica — accesorii aferente Regent™, valva
cardiacd mecanica Regent™ si valva cardiaca mecanica Regent™ cu FlexCuff™, inel
anuloplastie (SARP) si accesorii Séguin™, inel tip sa rigid (RSAR) si accesorii Tailor™, inel
anuloplastie (TARP) Tailor™ si banda anuloplastie (TAB) si accesorii Tailor™ in tabelul 1, si
schimbarea semnatarului.



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

INTERPRET §SI'T
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0000139227 Rev. B English

BEN
Een ST. JUDE MEDICAL

Manufacturer’s Declaration of Certificate Validity

Manufacturer’s Declaration:

In relation to Regulation 2023/607 amending Regulations (EU) 2017/745 and (EU) 2017/746 as regards the transitional
provisions for certain medical devices and in vitro diagnostic medical devices, in particular with respect to

* the validity of certificates issued under Council Directive 90/385/EEC on Active Implantable Medical Devices
{AMMDD) or Council Directive 93/42/EEC on Medical Devices (MDD) {Directive Certificates) and/or'

» the compliance of the devices and us as their manufacturer with the conditions for the continued placing on the
market and putting into service

Manufacturer name St Jude Medical

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

Not Available for St. Jude Medical.
Products are being rebranded under Abbott
Medical for MDR registrations with SRN US-MF-

Manufacturer address & confact details

Single Registratton Number (SRN) (if available)

000018613

Authorised Representative name (if applicable) St. Jude Medical Coordination Center BVBA
The Cerporate Village

"Authorised Representative address and contact details Da Vincilaan 11 Box F1
1935 Zaventem, Belgium

Single Registration Number {(SRN) {if available) BE-AR-000008417

BSI Group, The Netherlands B.V.

Notified body name (if applicable) See attached schedule

) . . 2797
Notified body number (if applicable) K See attached schedule

CE 578287 (FQA)
CE 617865 (DE)

Directive Certificate number(s) CE 578292 (DE)
to which this confirmation is made (if applicable) CE 578291 (DE)
CE 578290 (DE)
CE 578288 (DE)
CE 578289 (DE)

! The first condition is not applicable in case of devices for which the conformity assessment procedure pursuant to MDD did not require the

involvernent of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which the conformity assessment
procedure pursuant to this Regulation requires the involvement of a notified body.

89440 Ver, C, Template Page 1 of13

This confidential docurment is the property of Abbott and shall not be reproduced, distributed, disclosed or used without the express witlten consent
of Abbott.
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ann
mss ST. JUDE MEDICAL
1 ]

0000139227 Rev B English

Manufacturer’s Declaration of Certificate Validity

X See attached schedule

Original expiry date as indicated on the Directive Certificate prior
to the extension of the validity (if applicable}

CE 578287 2024-05-26 (FQA)
CE 617865 2024-05-26 (DE)
CE 578292 2024-05-26 (DE)
CE 578291 2024-05-26 (DE)
CE 578290 2024-02-17 (DE)
CE 578288 2024-05-14 (DE)
CE 578289 2024-03-30 (DE)
X See attached schedule

End date of extended validity/firansition period

2027-12-31 (FQA)
2027-12-31 (DE)
™ See attached schedule

89440 Ver. G, Tempiate

Page 2 of 13

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

of Abbott.
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0000135227 Rev. B English

[ 1]
B ST. JUDE MEDICAL

Manufacturer’s Declaration of Certificate Validity

We, as the manufacturer declare under our sole responsibility:

» for the above listed Directive Certificate (or see attached schedule, if multiple certificates) the conditions for the
legal extension of validity as required in Article 120.2 of the MDR are met and/or?

» the listed device(s) in the attached schedule and we as their manufacturer are in compliance with the conditions
listad in Article 120.3c of the MDR for continued placing on the market and putting into service,

namely by fulfilling the following conditions:

> Directive Certificate{s} as listed above or in the attached schedule

e Directive Certificate(s) covering the listed device(s) wasiwere issued after 25 May 2017, was/were valid on 26
May 2021, wasfwere not withdrawn afterwards.

Choose applicabie statement(s):
(O Expired before 20 March 2023:

[0 Before the original date of expiry as indicated on the Directive Certificate(s), we and the notified body
have signed written agreement(s} in accordance with Section 4.3, second subparagraph of Annex Vil to
this Regulation for the conformity assessment(s) in respect of the device(s) covered by the expired
certificate(s) or in respect of device(s) intended to substitute that/those device(s), or

O A Competent Authority has granted a derogation from the applicable conformity assessment procedure
in accordance with Article 58(1) MDR (may be provided upon request), or

O A Competent Authority has required the manufacturer, in accordance with Article 97(1) MDR, to camry
out the applicable conformity assessment procedure (may be provided upon request)

Choose one of the following staterments only if @ derogelion per Article 38(1) or a requirement per Article

97(1) has been granted by a Competent Authority:

T Formal application(s) to the notified body in accordance with Section 4.3, first subparagraph of Annex
VIl MDR for conformity assessment has/have been made or will be made/submitted by us to a notified
body no later than 26 May 2024 for the device(s) listed in the attached schedule or its/their substitute(s)
and signed written agreement(s) is/will be in place in accordance with Section 4.3, second subparagraph
of Annex Vil MDR before 26 September 2024.

[0 We do not intend to lodge an application for conformity assessment by 26 May 2024, therefore the
transition period will end on 26 May 2024,

X Expired/expires after 20 March 2023:

Choose one applicable statement:

2 The first condition is not applicable in case of devices for which the conformity assessment procedure pursuant to MDD did not require the
involvement of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which the conformity assessment
procedure pursuant to this Regulation requires the involvernent of a notified body

89440 Ver. C, Tempiate Page 3 0of 13

This confidential docurnent is the property of Abbolt and shall not be reproduced, distibuled, disclosed or used without the express written consent
of Abbolt.



1000139227 Rev. 8 English

[ ] ]
88 ST. JUDE MEDICAL
L[]

Manufacturer’s Declaration of Certificate Validity

X A formal application to the notified body in accordance with Section 4.3, first subparagraph of Annex Vil
MDR for conformity assessment has/have been made or will be made/submitted by us to a notified body
no later than 26 May 2024 for the device(s) listed in the aftached schedule or its/their substitute(s) and
signed written agreement{s) is/will be in place in accordance with Section 4.3, second subparagraph of
Annex Vil MDR before 26 September 2024,

O We do not intend to lodge an application for conformity assessment by 26 May 2024, therefore the
transition period will end on 26 May 2024.

»  Upclassified devices J Not Applicable

In case of devices for which the conformity assessment procedure pursuant to MDD did not require the involvement
of a notified body, for which the declaration of conformity was drawn up prior to 26 May 2021 and for which the
conformity assessment procedure pursuant to this Regulation requires the involvement of a notified body:

Choose one applicable statement:

X Formal application{s) to the notified body in accordance with Section 4.3, first subparagraph of Annex VIl
MDR for conformity assessment has/have been made or will be made/submitted by us to a notified body no
later than 26 May 2024 for the device(s) listed in the attached schedule or its/their substitutes and signed
written agreement(s) is/will be in place in accordance with Section 4.3, second subparagraph of Annex Vi
MDR before 26 September 2024.

O We do not intend to lodge an application for conformity assessment by 26 May 2024, therefore the transition
pericd will end on 26 May 2024.

» Quality Management System (QMS)
Choose one applicable statement:
7 A QMS in accordance with Article 10{9) MDR will be put in place by no later than 26 May 2024.
O A QMS in accordance with Article 10(9) MDR is in piace.
R A notified body has issued the attached certificate for the MDR-compliant QMS.
» Device(s) as listed in the attached schedule
e The device(s) continue to comply with the AIMDD or MDD.

+ There are no significant changes in the design and intended purpose,
» The davice(s) do not present an unacceptable risk to health or safety of patients, users or other persons, or to
other aspects of the protection of public health.

Signed for and on behalf of the manufacturer:

Fuli Company Name: St. Jude Medical

89440 Ver. C, Tempiate Page 4 of 13

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

Manufacturer’s Declaration of Certificate Validity

0000139227 Rev. B English

Location & Date:

177 County Road B East
St. Paul, MN 55117

Date: Ol ~ Febo - 202y

Signature, Print Name, Title:

Christo%_

BVP, Quality

Contact Details
(Email address, at a minimum)

christopher.gallivan@abbott.com

89440 Ver. C, Template

Page 50f 13

This confidential document is the property of Abbott and shall not be reproduced, distributed, disclosed or used withoul the express written consent

of Abbott.
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0000139227 Rev. B Engleza

ST. JUDE MEDICAL

Declaratia Producatorului privind valabilitatea certificatului

Declaratia Producatorului:

Tn leg&turd cu Regulamentul 2023/607 de modificare a Regulamentelor (UE) 2017/745 si (UE) 2017/746 in ceea ce priveste
dispozitiile tranzitorii pentru anumite dispozitive medicale si pentru anumite dispozitive medicale pentru diagnostic in vitro, in
particular cu privire la

» Valabilitatea certificatelor eliberate in baza Directivei Consiliului 90/385/CEE privind dispozitivele medicale active
implantabile (DDMAI) sau Directivei Consiliului 93/42/CEE privind dispozitivele medicale (DDM) (Certificate in
conformitate cu Directiva) si/sau’

« Conformitatea dispozitivelor si a noastra n calitate de producatori ai acestora cu conditiile pentru introducerea
in continuare pe piata si punerea in functiune

Denumirea producatorului St. Jude Medical

177 County Road B East
St. Paul, MN 55117, S.U.A.

Nedisponibil pentru St. Jude Medical.

Produsele sunt re-marcate Abbott

Medical pentru inregistrarile MOR cu SRN: US-MF-
000018613

Adresa si datele de contact ale producatorului

Numar Unic de Tnregistrare (SRN) (dac& este disponibil)

Numele reprezentantului autorizat (daca este cazul) St. Jude Medical Coordination Center BVBA

The Corporate Village
Adresa si datele de contact ale reprezentantului autorizat Da Vincilaan 11 Box F1
1935 Zaventem, Belgia

Numaér Unic de Tnregistrare (SRN) (daca este disponibil) BE-AR-000008417

BSI Group, The Netherlands B.V.

Denumirea organismului notificat (daca este cazul) .
® A se vedea anexa atasata

2797

Numarul organismului notificat (daca este cazul) .
A se vedea anexa atasata

CE 578287 (FQA)
CE 617865 (DE)

Numere Certificate in conformitate cu Directiva CE 578292 (DE)
pentru care se face aceastd confirmare (dacé este cazul) CE 578291 (DE)
CE 578290 (DE)
CE 578288 (DE)
CE 578289 (DE)

" Prima conditie nu este aplicabila in cazul dispozitivelor pentru care procedura de evaluare a conformitatii conform DDM nu a prevazut implicarea
unui organism notificat, pentru care declaratia de conformitate a fost intocmita anterior datei de 26 mai 2021 si pentru care procedura de evaluare a
conformitatii conform acestui Regulament prevede implicarea unui organism notificat.

89440 Ver.C, Model Pagina 1 din 13
Acest document confidential este proprietatea Abbott si nu va fi reprodus, distribuit, divulgat sau utilizat fara consimtamantul expres in scris al Abbott.
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ST. JUDE MEDICAL

0000139227 Rev B Engleza

Declaratia producatorului privind valabilitatea certificatului

@ A se vedea anexa atasata

Data expirarii initiala, asa cum este mentionata in Certificatul
in conformitate cu Directiva anterior prelungirii valabilitatii (daca
este cazul)

CE 578287 2024-05-26 (FQA)
CE 617865 2024-05-26 (DE)
CE 578292 2024-05-26 (DE)
CE 578291 2024-05-26 (DE)
CE 578290 2024-02-17 (DE)

CE 578288 2024-05-14 (DE)
CE 578289 2024-03-30 (DE)
@ A se vedea anexa atasata

Data incheierii perioadei de valabilitate prelungité/de tranzitie

31.12.2027 (FQA)
31.12.2027 (DE)

@ A se vedea anexa atasata

89440 Ver. C, Model

Pagina 2 din 13
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0000139227 Rev. B Engleza

ST. JUDE MEDICAL

Declaratia producatorului privind valabilitatea certificatului

Noi, Tn calitate de producator, declaram pe propria raspundere ca:

} Tn ceea ce priveste Certificatul in conformitate cu Directiva mentionat mai sus (sau a se vedea anexa atasata,
daca exista certificate multiple), conditiile pentru prelungirea legala a valabilitatii, prevazute in Articolul 120.2 din
RDM sunt indeplinite si/sau?

} dispozitivele mentionate in anexa atasata si noi, in calitate de producator al acestora, respectam conditiile
mentionate in Articolul 120.3c din RDM pentru introducerea continua pe piata si punerea in functiune,

adica prin indeplinirea conditiilor urmatoare:

} Certificate in conformitate cu Directiva, asa cum sunt mentionate mai sus sau in anexa atasata

» Certificatele Tn conformitate cu Directiva, acoperind dispozitivele mentionate, au fost eliberate dupa data de 25
mai 2017, au fost valabile la data de 26 mai 2021, nu au fost retrase ulterior.

Alegeti afirmatia aplicabila:
O Au expirat Tnainte de data de 20 martie 2023:

O Tnainte de data expirérii initiald asa cum este mentionata in Certificatul in conformitate cu Directiva, noi si
organismul notificat am semnat acorduri scrise in conformitate cu Sectiunea 4.3, al doilea subparagraf
din Anexa VIl la acest Regulament privind evaluarea conformitatii in legatura cu dispozitivele acoperite
de certificatul expirat sau in legatura cu dispozitivele destinate sa le inlocuiasca pe acelea, sau

O O Autoritate competenta a acordat o derogare de la procedura de evaluare a conformitatii aplicabila in
conformitate cu Articolul 59(1) RDM (poate fi furnizata la cerere), sau

O O Autoritate Competenta a cerut producatorului, in conformitate cu Articolul 97(1) RDM, sa efectueze
procedura de evaluare a conformitatii aplicabila (poate fi furnizata la cerere)

Alegeti una dintre afirmatiile urmatoare numai daca Autoritatea Competenta a acordat o derogare conform

Articolului 59(1) sau o cerinta conform Articolulului 97(1):

O Am efectuat sau vom efectua/transmite cereri oficiale catre organismul notificat in conformitate cu
Sectiunea 4.3, primul subparagraf din Anexa VIl la RDM pentru evaluarea conformitatii, pana cel mai
tarziu in data de 26 mai 2024 pentru dispozitivele mentionate in anexa atasata sau cele de inlocuire si
exista/vor exista acorduri scrise semnate conform Sectiunii 4.3, al doilea subparagraf din Anexa VIl la
RDM inainte de data de 26 septembrie 2024.

O Nu intentionam sa depunem o cerere de evaluare a conformitatii pana in data de 26 mai 2024, prin
urmare, perioada de tranzitie se va Incheia in data de 26 mai 2024.

@ A expirat/expira dupa data de 20 martie 2023:

Alegeti o afirmatie aplicabila:

2 Prima conditie nu este aplicabila in cazul dispozitivelor pentru care procedura de evaluare a conformitatii conform DDM nu a prevazut implicarea
unui organism notificat, pentru care declaratia de conformitate a fost intocmita anterior datei de 26 mai 2021 si pentru care procedura de evaluare a
conformitatii conform acestui Regulament prevede implicarea unui organism notificat

89440 Ver.C,Model Pagina 3 din 13
Acest document confidential este proprietatea Abbott si nu va fi reprodus, distribuit, divulgat sau utilizat fara consimtamantul expres in scris al Abbott.
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Declaratia producatorului privind valabilitatea certificatului

@ Am efectuat sau vom efectua/transmite o cerere oficiala catre organismul notificat in conformitate cu
Sectiunea 4.3, primul subparagraf din Anexa VII la RDM pentru evaluarea conformitatii, pana cel mai
tarziu in data de 26 mai 2024 pentru dispozitivele mentionate in anexa atasata sau cele de inlocuire si
exista/vor exista acorduri scrise semnate conform Sectiunii 4.3, al doilea subparagraf din Anexa VIl la
RDM inainte de data de 26 septembrie 2024.

O Nu intentionam s& depunem o cerere de evaluare a conformitatii pana in data de 26 mai 2024, prin
urmare, perioada de tranzitie se va incheia in data de 26 mai 2024.

} Dispozitive clasificate superior [ Neaplicabil

In cazul dispozitivelor pentru care procedura de evaluare a conformitatii conform DDM nu a prevazut implicarea unui
organism notificat, pentru care declaratia de conformitate a fost intocmita anterior datei de 26 mai 2021 si pentru
care procedura de evaluare a conformitatii conform prezentului Regulament necesitd implicarea unui organism
notificat:

Alegeti o afirmatie aplicabila:
@ Am efectuat sau vom efectua/transmite o cerere oficiala catre organismul notificat in conformitate cu
Sectiunea 4.3, primul subparagraf din Anexa VII la RDM pentru evaluarea conformitatii, pana cel mai
tarziu in data de 26 mai 2024 pentru dispozitivele mentionate in anexa atasatad sau cele de inlocuire si

exista/vor exista acorduri scrise semnate conform Sectiunii 4.3, al doilea subparagraf din Anexa VIl la
RDM inainte de data de 26 septembrie 2024.

O Nu intentionam sa& depunem o cerere de evaluare a conformitatii pana in data de 26 mai 2024, prin
urmare, perioada de tranzitie se va incheia in data de 26 mai 2024.

} Sistem de Managementul Calitatii (SMC)

Alegeti o afirmatie aplicabila:
1 Un SMC in conformitate cu Articolul 10(9) RDM va fi implementat pana cel mai tarziu in data de 26 mai 2024.
[0 Un SMC in conformitate cu Articolul 10(9) RDM este implementat.

@ Un organism notificat a emis certificatul atasat pentru SMC in conformitate cu RDM.

’ Dispozitive asa cum sunt mentionate in anexa atasata
» Dispozitivele continua sa respecte DDMAI sau DDM.
* Nu exista modificari semnificative in proiectare si destinatia avuta in vedere.

» Dispozitivele nu prezinta un risc inacceptabil pentru sanatatea sau siguranta pacientilor, utilizatorilor sau altor
persoane, sau pentru alte aspecte privind protectia sanatatii publice.

Semnat pentru si in numele producatorului:

Denumirea completa a societatii: St. Jude Medical
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ST. JUDE MEDICAL

0000139227 Rev. B Engleza

Declaratia producatorului privind valabilitatea certificatului

Locul si data:

177 County Road B East
St. Paul, MN 55117

Data: 01 Feb.2024

Semnatura, nume cu litere de tipar, functie:

Semnatura indescifrabila
Christopher Gallivan
Vice-Presedinte Adjunct - Calitate

Date de contact
(La minimum adresa de email)

christopher.gallivan@abbott.com

89440 Ver. C, Model
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