Inel rigid in forma de sa SIM®

Inel de anuloplastie rigid

DESIGNUL NATURAL IN FORMA DE SA PERMITE::
REMODELAREA COMPLETA, DURABEA:""

Forma unica a Inelului rigid in forma de sa este conceputa pentru a imita un inel mitral sanatos. Studii
multiple arata ca forma de sa contribuie la distribuirea eficientd a tensionarii si solicitarilor asupra foitelor
si cordoanelor tendinoase.*~® Aceasta redistribuire a solicitarilor poate creste durabilitatea reparatiilor.?3*

FORMA IMITA UN INEL SANATOS
= Designul tri-dimensional restabileste forma naturald de sa.l=*
= Raportul intre inaltimea inelului si latimea comisurii de 15 procente imita un inel mitral sanatos.?

=  Miezul complet din aliaj de titan mentine forma anatomica si asigura remodelarea inelara.

BENEFICII CLINICE
=  Forma de sa contribuie la distribuirea eficienta a solicitarilor foitelor si a tensionarii cordoanelor.-3

= Redistribuirea solicitarilor foitelor si a tensionarii cordoanelor prin remodelarea in forma de sa,
poate creste durabilitatea reparatiei.?35

= Manseta cu velur dublu din poliester EZ Suture™ poate incuraja cresterea tesutului.®’

CARACTERISTICILE PROPRIETARE U$UREAZA IMPLANTAREA
= Manseta EZ Suture este sustinuta de un miez triunghiular unic pentru o tinta mai mare de sutura.
=  Suportul transparent si bine marcat este proiectat pentru a creste vizibilitatea in timpul implantarii.

=  Manerul ergonomic sigur se fixeaza si se detaseaza rapid pentru a economisi timp pe parcursul
implantarii.
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Informatii de comanda

Inel rigid in forma de sa

Numaér Dimensiune Dimensiune comisura (A) Dimensiune Dimensiune Dimensiune A-P Zona orificiu 2-D
model inel (mm) (mm) interioara (B) (mm) exterioard (C) (mm) (D) (mm) internd (mmgz)
RSAR-24 24 24 22 30 13.6 227
RSAR-26 26 26 24 32 15.1 276
RSAR-28 28 28 26 34 16.2 331
RSAR-30 30 30 28 36 17.9 387
RSAR-32 32 32 30 38 19.2 450
RSAR-34 34 34 32 40 20.6 511
Accesorii
Numar model  Continut
RSAR-507A Set de dimensionare complet RSAR ;
Un (1) maner de sustinere maleabil
Un (1) maner de extensie A
Sase (6) dimensionari (24, 26, 28, 30, 32, 34) I N
O (1) tava autoclavabild pentru depozitarea componentelor A
Un (1) capac tava autoclavabila D m
HH-05 Méner de sustinere de schimb
EX-05 Maner de extensie de schimb

Specificatii
Specificatii inel rigid in forma de sa

Tesatura: velur dublu din poliester
Miez: Titan Ax:
Cap:

Specificatii dimensionare
Maner: Polifenilsulfona
Nitinol

Polisulfona

Lo

Jimenez JH, Soerensen DD, He Z si colab. Effects of a saddle shaped annulus on mitral valve function and chordal force distribution: an in vitro study. Ann Biomed Eng. 2003;31(10):1171-81.
Salgo IS, Gorman JH 3", Gorman RC si colab. Effect of annular shape on leaflet curvature in reducing mitral leaflet stress. Circulation. 2002;106(6):711-7.

Jimenez JH, Liou SW, Padala M si colab. A saddle-shaped annulus reduces systolic strain on the central region of the mitral valve anterior leaflet. J Thorac Cardiovasc Surg.
2007;134(6):1562-8.

Flachskampf FA, Chandra S, Gaddipatti A si colab. Analysis of shape and motion of the mitral annulus in subjects with and without cardiomyopathy by echocardiographic 3-

dimensional reconstruction. J Am Soc Echocardiogr. 2000;13(4):277-87.

. Gorman JH 3', Jackson BM, Enomoto Y si colab. The effect of regional ischemia on mitral valve annular saddle shape. Ann Thorac Surg. 2004;77(2):544-8.

Haverich A, Maatz W, Stegmann T si colab. Experimental and clinical experiences with double-velour woven Dacron prostheses. Thorac Cardiovasc Surg. 1986;34(1):52-3.
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MORE CONTROL. LESS RISK.

Atentie: Legea federala limiteaza acest dispozitiv la vanzarea de catre sau la ordinul unui medic sau al unui practician autorizat in mod
corespunzator. Consultati manualul medicului pentru o descriere completa a indicatiilor, contraindicatiilor, efectelor secundare, precautiilor,
avertismentelor si instructiunilor de utilizare.

Numai Rx

Scurt sumar: Consultati instructiunile de utilizare Tnainte de a utiliza acest dispozitiv pentru o listd completa de indicatii, contraindicatii, masuri
de precautie, eventuale efecte adverse si instructiuni de utilizare.

SJM, EZ Suture, ST. JUDE MEDICAL, simbolul cu noua patrate si MORE CONTROL. LESS RISK. sunt marci comerciale si marci de servicii
nregistrate si neinregistrate ale St. Jude Medical, Inc. si companiile sale afiliate. ©2009 St. Jude Medical, Inc. Toate drepturile rezervate.
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SJM® Rigid Saddle Ring
Rigid Annuloplasty Ring

NATURAL SADDLE-SHAPED DESIGN ALLOWS
DURABLE, FULL REMODELING.

The unigue shape of the Rigid Saddle Ring is designed to mimic a healthy mitral annulus. Multiple studies
show that the saddle shape contributes to the efficient distribution of stresses and tension over the leaflets
and chordae tendineae.'3 This redistribution of stress may increase repair durability.?3°

SHAPE MIMICS A HEALTHY ANNULUS
= Three-dimensional design restores the natural saddle shape.**
= Annular-height-to-commissural-width ratio of 15 percent mimics a healthy mitral annulus.?

= Complete titanium alloy core maintains anatomical shape and provides annular remodeling.

CLINICAL BENEFITS
= Saddle shape contributes to efficient distribution of leaflet stress and chordal tension.!-3

= Redistribution of leaflet stress and chordal tension through saddle-shape remodeling may
increase repair durability.235°

™

= Polyester double-velour EZ Suture™ Cuff may encourage tissue in-growth.5’

PROPRIETARY FEATURES EASE IMPLANTATION
= EZ Suture Cuff is supported by a unique triangular core for a larger suture target.
= Clear, well-marked holder is designed to increase visibility during implant.

= Secure ergonomic handle quickly attaches and detaches to save time during implant.

EEN
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Ordering Information

Rigid Saddle Ring

Model Ring Size Commissure Dimension (A) Inside Dimension (B) Outside Dimension (C) A-P Dimension (D) Internal 2-D Orifice Area
Number (mm) (mm) (mm) (mm) (mm) (mm?)

RSAR-24 24 24 22 30 13.6 227

RSAR-26 26 26 24 32 15.1 276

RSAR-28 28 28 26 34 16.2 331

RSAR-30 30 30 28 36 17.9 387

RSAR-32 32 32 30 38 19.2 450

RSAR-34 34 34 32 40 20.6 511

Accessories

Model
Number Contents
RSAR-507A RSAR Sizer Set Complete ¢
B
One (1) malleable holder handle A

One (1) extension handle

Six (6) sizers (24, 26, 28, 30, 32, 34)

One (1) autoclavable tray for storage of components T A

One (1) autoclavable tray cover D m
HH-05 Replacement Holder Handle
EX-05 Replacement Extension Handle

Specifications
Rigid Saddle Ring Specifications Sizer Specifications
Fabric: Polyester Double Velour Handle: Polyphenylsulfone
Core: Titanium Shaft:  Nitinol
Head: Polysulfone
1. Jimenez JH, Soerensen DD, He Z, et al. Effects of a saddle shaped annulus on mitral valve function and chordal force distribution: an in vitro study. Ann Biomed Eng. 2003;31(10):1171-81.
2. Salgo IS, Gorman JH 3, Gorman RC, et al. Effect of annular shape on leaflet curvature in reducing mitral leaflet stress. Circulation. 2002;106(6):711-7.
3. Jimenez JH, Liou SW, Padala M, et al. A saddle-shaped annulus reduces systolic strain on the central region of the mitral valve anterior leaflet. J Thorac Cardiovasc Surg. 2007;134(6):1562-8.
4. Flachskampf FA, Chandra S, Gaddipatti A, et al. Analysis of shape and motion of the mitral annulus in subjects with and without cardiomyopathy by echocardiographic 3-dimensional

reconstruction. J Am Soc Echocardiogr. 2000;13(4):277-87.

Gorman JH 3, Jackson BM, Enomoto Y, et al. The effect of regional ischemia on mitral valve annular saddle shape. Ann Thorac Surg. 2004;77(2):544-8.

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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Caution: Federal Law restricts this device to sale by or on the order of a physician or properly licensed practitioner. Please see the physician’s manual
for a full description of indications, contraindications, side effects, precautions, warnings, and instructions for use.

Rx Only
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.
SJM, EZ Suture, ST. JUDE MEDICAL, the nine-squares symbol and MORE CONTROL. LESS RISK. are registered and unregistered trademarks and service c €
marks of St. Jude Medical, Inc. and its related companies. ©2009 St. Jude Medical, Inc. All rights reserved.
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INSTRUCTIUNI DE UTILIZARE

Inel Rigid in Forma de Sa SIM™
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Destinat a fi folosit numai o singura data, pentru un
singur pacient.

DESCRIERE

Inelul Rigid in form& de Sa SIM™ este un inel pentru
anuloplastie compus dintr-un miez de titan, inconjurat
de un inel de sutura din tesatura de poliester, dublu
velur. Inelul este montat pe un suport de inel pentru a
ajuta la procedura de implantare.

Designul in forma de sa al inelului este destinat pentru
a imita configuratia anatomica a valvei mitrale umane
native.

Pentru a ajuta la aliniere Tn timpul implantarii, inelul
include doi markeri verzi ai comisurii si un marker
negru al cuspei posterioare. Inelul are, de asemenea, o
linie orientativa de suturd verde continua, pentru a
facilita plasarea suturii.

Miezul de titan al inelului permite vizualizarea
radioopaca.

iN CONDITII DE SIGURANTA DIN PUNCT DE VEDERE AL
REZONANTEI MAGNETICE

Componentele continute in Inelul Rigid in forma de Sa
SIM sunt sigure din punct de vedere al rezonantei
magnetice atunci cand scanerele functioneaza cu un
camp magnetic static 3-Tesla sau mai putin. Totusi,
acestea pot cauza alterari nedorite ale imagisticii prin
rezonanta magnetica sau distorsiuni care nu sunt



neobisnuite la dispozitivele protetice supuse IRM. 7
Aceste fenomene nu produc efecte nocive asupra
pacientului.

Inel Rigid in forma de Sa SJIM

Inelul este disponibil cu dimensiuni de 24 mm, 26 mm,
28 mm, 30 mm, 32 mm si 34 mm. Numerele de model
pentru aceste dimensiuni sunt dupa cum urmeaza:

Numar Model Dimensiune Nominala
RSAR-24 24 mm
RSAR-26 26 mm
RSAR-28 28 mm
RSAR-30 30 mm
RSAR-32 32 mm
RSAR-34 34 mm

INDICATII PENTRU UTILIZARE

Inelul Rigid in forma de Sa SIJM este indicat pentru
utilizare in vederea corectarii dilatarii anulare, maririi
coaptarii cuspei si prevenirii dilatarii ulterioare a
anulusului valvei mitrale cauzate de stari de boala, cum
ar fi bolile degenerative, bolile reumatice, ischemie sau
boald vasculara. Combinatia dintre inelul protetic cu
valvuloplastie poate fi folosita in toate insuficientele
mitrale dobandite sau congenitale cu dilatarea si
deformarea anulusului mitral fibros.

Pentru insuficientele mitrale fara leziuni subvalvulare si



INSTRUCTIUNI DE UTILIZARE

Utilizati numai Setul de Sizere de Inele Rigide in
forma de Sa SJIM Modelele RSAR-507 sau RSAR- 507A
pentru a stabili dimensiunea corespunzatoare a
Inelului Rigid in forma de Sa SIM.

Dimensionarea Inelului

Dimensionarea si selectarea inelului se pot baza pe
distanta dintre cele doua comisuri sau aria suprafetei
cuspei anterioare. Urmatoarele doua tehnici pot fi
utilizate pentru a selecta dimensiunea
corespunzatoare a inelului:

1. Comparati distanta crestaturii de pe sizer cu
distanta dintre comisuri a valvei mitrale. Pentru
a facilita aceastda comparatie, puteti aplica
tensiune pe cuspa anterioara pentru a intinde
cuspa si expune comisurile. Aliniati marginile
exterioare ale crestaturilor sizerului cu cele doua
comisuri ale valvei (vezi Figura 2). ldentificati
sizerul cu distanta crestaturii care se potriveste
cel mai bine cu distanta dintre comisuri si
utilizati dimensiunea corespunzatoare a inelului.

2. Comparati aria suprafetei cuspei anterioare a
valvei mitrale cu aria suprafetei sizerului. Pentru
a facilita aceasta comparatie, puteti aplica
tensiune pe cordajele tendinoase. Selectati
dimensiunea inelului care corespunde sizerului



Indicatori Comisurd
Commissure Indicators

terigr Marker
Mgrqéeeplgzsterior

Figura 1
Inel Rigid in formd de Sa SIM
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90089714 Ver. K
Declaration of Conformiry
il 51 Jude Medizal
I!= ST. JUDE MEDICAT Cardlovaacular Divisien
Tal B81-756-4470
Fax -851-786-4488
ANNEX I1

DECLARATION OF CONFORMITY

St. Jude Medical (SIM) hereby declares that the following products conform to the applicable provisions of
Annex II of the Medical Device Directive (MDD) 93/42/EEC as amended by 2007/47/EC. All SIM
products listed within this Declaration of Conformity are Class I per MDD 93/42/EEC Annex IX, rule B.
In addition, all products containing materials of animal origin are Class II per MDD 93/42/EEC Annex IX,
rule 17. Valved Graft products containing bovine material conform to Regulation 722/2012.

Manufacturer Corporate Address: St. Jude Medical
177 County Rd B East
St. Paul, MN 55117

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

Manufacturing Facilities: St, Jude Medical

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

St. Jude Medical Puerto Rico LLC
Lot 20-B 8¢,

Caguas West Industrial Park
Caguas, Puerto Rico 00725 USA

Product Type(s): E:;cl::mﬁn:.lmﬂcm Valves
5
Annuloplasty Rings

GMDN Codes: Mechanical Heart Valves:

Aortic 60240
Mitral 60241

Valved Grafis;
Aortic 60423

Annuloplasty Rings:
Mitral 45577
Mitral/ Tricuspid 45578

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

Declaration of Conformity Page | of 4
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Q0089714 Ver. K
Declaration of Conformity

E!! ST. JUDE MEDICAL

MUREL CONTIEL Ay hask

Mechanical Valve Products

SIM™ M, ical H ve (Non-Ro le
EC Certificate no.- CF 5 78290

Expiration date: 17 February 2019

Aortic Standard Cuff-Polyester, sizes 19-21mm

Mitral Standard Cuff-Polyester, sizes 19-33mm

Original CE Mark Date: 03 Jan 1995 for the abave moviore ™"

SIM™ Masters Series Mechanical Heart Valye
EC Centificate no,: CE 578290

Expiration date: 17 February 2019

Aortic Hemodynamic Plus (HP), sizes 17-27mm

Original CE Mark Daze. 13 Sep 1905

Aortic Standard Cuff-Polyester, sizes 19-31mm
Mitral Standard Cuff-Polyester, sizes L P ‘
Aortic Expanded Cufl-Polyester, sizes 19-31mm HAPimenspares s sascnenrs
Mitral Expanded Cuff-Polyester, sizes 19-33mm

Mitral Hemodynamic Plus (HP), sizes 17-27mm.,..... .

Aortic Expanded Hemodynamic Plus (HP), sizes 17.37mm .~~~

Original CE Mark Date: 30 Jan 1996

Mitral Standard Cuff-Polyester, sizes 35—3?mm

Original CE Mark Date- (2 Nav 1904

Aortic Standard PTFE cuff, sizeg T e )

Mittal Standard PTFE cuff sizes 19-33mm. ... .~ T

Mitral Expanded PTFE cuff, sizes 19-33mm... .
Original CE Mark Date: 31 Jul 1997

M T ical Heart Valve
EC Certificate no,: CE 578290
Expiration date: 17 February 2019

Aortic standard cuff - polyester, sizes 17 - 29111:11
Aortic flex cuff - polyester, sizes 17-29mm o _—

Original CE Mark Date- 37 Dec 1990

Declaration of Conformity

5t Juce Madical
Cardiovascuiar Divigion
177 County Rosd B, Easl
51 Paul. MN 35117 USA
Tal B51-768-4470

Fax -651-T56.4488

ERToER— e 1] |
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srinnrnanner MI<5(1
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SEIT14 Ver. K
Declaration of Conformity
i St Jude Medical
H88 ST. JUDE MEDICAL et s
MAURE GO gy Ly g st Pmm E&H?'IJEA
Tel B51-758-4470
Fax -851-756-4468
Valve Repair Products
Tailgrm™ Ri
EC Certificate no.: CE 578289
Expiration date: 30 March 2019
SIM Tailor™ Annuloplasty Ring, sizes 25-35mm s s TARP(SIZE)

Original CE Mark Date: 28 Jan 2002

SIM Tailor™ Annuloplasty Band, sizes 25-35mm P s e LAB=(8128)
Original CE Mark Date: 24 Oct 2002

SIM Attune™ Flexible Adjustable Annuloplasty Ring, sizes 25-43 mm SE— VB
Sizes 25 - 35mm: Original CE Mark Date: 3 0 Apr 2009
Sizes 37— 43mm: Original CE Mark Dare: 2] Dee 2009

SIM Rigid Saddle Ring, sizes 24 — 34mm P e ROAR=(8128)
Original CE Mark Date: 24 Feb 2005

i opla i
EC Certificate no.: CE 578288
Expiration date: 14 May 2019

SIM Seguin Annuloplasty Ring, sizes 24—44]111::15&&?-[51&}
Original CE Mark Date: 28 Jan 2002

Valved Grafts'
SIM™ Masters Series Aortic Val ved Grafl with Hemashield"™ Graft Technology

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

SIM™ Masters Valved Graft with Hemashield ™ Technology
Woven Double Velour Graft, sizes 19 — 33N e,

i dCAVGE5T4 00
Original CE Mark Date: 04 May 2001

SITHMs e1g HEP S -Id_.j
EC Certificate no. ;: CE 57829
Expiration date: 19 August 2015

" These products containing bovine material conform to Regulation 72212012

Declaration of Conformity Page 3 of 4



90089714 Ver, K
Declaration of Conformity
51 Jude Medical
Eﬁ ST. JUDE MEDICAL <l Y
MORE G0N RO Lis uiw, ngFEmH;’:% E;:‘
Tl 851-756-4470
Fax -B57-758-4488
SIM™ Masters HP Series Valved Graft with Gelweave Valsalva™ Technology
Original CE Mark Date: 19 4 ug 2003
lica u tems H IS0 13485: 2003 + AC:2007
Notified Body: BSI Product Service

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

Notified Body Number: 0086

This declaration is made on the basis of the Annex 11 certificates issued by BSI Product Service to S5IM (i.e.
the quality system certificates and the EC-Design-Fxamination certificates). This declaration authorizes

SIM to affix CE marking to the products deseribed within this document in accordance with Article 17 of
the MDD 93/42/EEC of 14 June 1993,

_M . %}A I3 MAy Zors

Michael Coyle Date
Senior Regulatory Affairs Manager

Declaration of Conformity Page 4 of 4
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90089714 VerK
Declaratie de Conformitate

ﬂi ST. JUDE MEDICAL St.Jude Medical
AL L]}

Cardiovascular Division
177 County Road B, East
St.Paul, MN 55117 SUA
Tel. 651-756-4470

Fax 6351-756-4466

WO RGE Lk

ANEXA II
DECLARATIE DE CONFORMITATE

St.Jude Medical (SIM) declard in cele inserise aici ci urmatoarele produse sunt conform prevederilor
aplicabile ale Anexei Il a Directivei Dispozitivului Medical (MDD) 93/42/EEC, dupd cum s-a amendat de
2007/47/EC. Toate produsele 8IM listate in cadrul acestei Declaratii de Conformitate sunt Clasa 111 per MDD
93/42/EEC Anexa IX, regulament 8. In plus, toate produsele continind materiale de origing animala sunt
Clasa Ill per MDD 93/42/EEC Anexa IX, regulament 17. Produsele grefi 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 F1

1935 Zaventem, Belgia

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

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

Caguas West Industrial Park
Caguas, Puerto Rico 00725 SUA

Tip (uri) produs: Valve mecanice inima
Grrefe cu valva
Inele anuloplastie

Coduri GMDN: Valve mecanice inimi:
Aortich 60240
Mitrala 60241
Grefe cu valva:
Aortich 60423
Inele anuloplastie:
Mitral 45577
Mitral, Tricuspid 45578

Amnexa II, Clauza 3: Certificat: CE 578287
Data expirérii: 15 Decembrie 2019

Declaratie de Conformitate Pagina 1 din 4



90089714 Ver K
Declarafie de Conformitate

kuE ST. JUDE MEDICAL

MALTEE (o g Lesa apan

Produse valvi mecanica

Valvii mecanici inima SIM™ (ne-rotativa)
Certificat EC Nr: CE 578290

Data expirérii: 17 Februarie 2019

Mangon-poliester standard aortic, dimensiun 19-31 mm. ... e,
Mangon-poliester standard mitral, dimensiuni 19-33 mm.......ccooiiiiinniiniiririersiinnrens

Data Marcafului Original CE: 03 lanuarie [995 pentru modelele de mai sus

Valva mecanica inima Seria SIM™ Masters
Certificat EC Nr: CE 578290

Data expirdrii: 17 Februarie 2019

Hemodinamic Plus Aortic (HP), dimensiuni 17-27 mMmM....ooovreieeineiiesisscisionsssssnns

Data Marcajului Original CE: 13 Septembrie 1093

Manson-poliester standard aortic, dimensiuni 1931 M. ......ovieeeeiis e
Mangon-poliester standard mitral, dimensiuni 19-37 mm.......ovvvveeeenininn,

Mangon-poliester standard mitral, dimensiuni 19-33 MM.......oooiiiiiiinniriiiesianinnns
Hemodinamic Plus Mitral (HP), dimensiuni 17-27 mm..ooveeenieireeeanninnn,
Hemodinamic Plus Expandat Aortic (HP), dimensiuni 17-27 mmi,..............

Data Marcajului Original CE: 30 Ianuarie 1996

Mangon-poliester standard mitral, dimensiuni 35-37 Mmoot e

Data Marcajului Original CE. 02 Noiembrie 1998

Mangon-PTFE standard aortic, dimensiuni 19-31 mm.......coveenvivivveinnenns,
Mangson PTFE standard mitral, dimensiuni 19-33 mm.......ooiiiiiires e,
Manson PTFE expandat mitral, dimensiuni 19-33 mm............ooovvviinnnnn.

Data Marcajului Original CE:31 Tulie 1997

Valvd mecanicil inima SIM Rrgenlm

Certificat EC Nr: CE 578290
Data expiririi: 17 Februarie 2019

Mangon poliester standard aortic, dimensiuni 17-29 mm..........ovveeieenn..

Mangon poliester flexibil aortic, dimensiuni 17-29 mm....... ..o,
Data Marcajulyi Original CE: 27 Decembrie 1999

Declaratie de Conformitate
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St Jude Medical
Cardiovascular Division
177 County Road B, East
St.Paul, MN 53117 SUA
Tel. 651-756-4470

Fax 651-756-44606
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Declaratie de Conformitate
¥ . St.Jude Medical
EH ST- ]UDEI%EPICAL Cardiovascular Division

177 County Road B, East
St.Paul, MN 55117 SUA
Tel. 651-736-4470
Fax 631-756-4466

Produse reparatie valvi

Inel anuloplastie SIM Tailor™
Certificat EC Nr: CE 578289

Data expiririi: 30 Martie 2019
Inel anuloplastie SIM Tailnrm, dimensiuni 25-35 mm..........ooeeieeiiiiieiennnone..  TARP-(dimensiune)
Data Marcajului Origingl CE: 28 Tanuarie 2002

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

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

Inel britard SIM Rigid, dimensiuni 24-34 MM ..c.oviinnniinrirrres i i RSAR- (dimensiune)
Data Marcajului Original CE: 24 Februarie 2005

Inel anuloplastie SIM Sepuin
Certificat EC Nr: CE 578288

Data expirarii: 14 Mai 2019

Inel anuloplastie SIM Seguin, dimensiuni 24-40 MM, ......eoeveverieeesireriieee s .-BARP-(dimensiune)
Dara Marcajului Origingl CE: 28 lanuarie 2002

Grefe cu valva'

Grefe cu valva aorticd SIM™ Masters cu tehnologie eu grefi Hemashield™
Certificat EC Nr: CE 578292

Data expirdrii: 14 mai 2020

Grefe cu valva SIM™ Masters cu tehnologie Hemashield™

Grefa de velur dublu fesutd, dimensiuni 1933 mm............oooooiiiiieiiiiennn e CAVGI-514 00
Data Marcajului Oviginal CE: 4 Mai 200/

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

! Aceste produse confindnd material bovin sunt conforme cu Regulamentul 722/2012

Declarajie de Conformitate Pagina 3 din 4
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90089714 Ver K

Declaratie de Conformitate

EEE : St.Jude Medical

IEE ST, IUDE_.PP:E.EH!L%I: ClarRvassalar IHEIGH

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

Grefi cu valvi seria SIM™ Masters cu tehnologie Gelweave Valsalva™
Dimensiuni IF}-EQmmVAVGJ-S]S
Data Marcajului Original CE: 19 August 2005

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

Organism Notificat: BSI Product Service

Kitemark House, Maylands Avenue
Hemel Hempstead, Hertfordshire
HP2 450, UK

Organism Notificat Nr: (086

Aceastd declaratie este ficutd pe baza certificatelor Anexa Il emise de BSI Product Service la SIM (adica
certificatele de sistem calitate si 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,

Semnituri indescifrabila 13 Mai 2015

Michael Coyle ! Data
Senior Manager Regulatory Affairs

Declaratie de Conformitate Pagina 4 din 4
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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):

coy C_SRacd ¢

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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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 II1

--- « 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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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 111

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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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 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.

22



S o

I .

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 I, 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):

e C_ el ¢

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.




bsi.

Certificat CE - Sistem complet de asigurare a c

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. 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 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
Certificat CE - Sistem complet de asigurare a caéfffaélfﬁarter

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 Th 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.
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Certificat CE - Sistem complet de asigurare a c

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. 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 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. inregistratd 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
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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.,

— N

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 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.,

_‘ﬂ\
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™
III

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 cardiaca .
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
accesor 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 referinta 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 valvad cardiacd mecanica — 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 traducator autorizat de limba engleza
in temeiul autorizatiei nr 12150 din 2004, eliberatd de Ministerul Justitiei din Roménia, certific
exactitatea traducerii efectuate in intregime din limba englezd in limba roména, ca textul
prezentat a fost tradus complet, fard omisiuni, §i ca, prin traducere, inscrisului nu i-a fost
denaturat confinutul si sensul.

INTERPRET SIT
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0000139227 Rev. B English

EEE
meN ST. JUDE MEDICAL
L E ]

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
(AIMDD) 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 & contact details

Single Registration Number {(SRN) (if available)

000018613

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

*Authorised Representative address and contact details Da Vincilaan 11 Box F1
1935 Zaventem, Beigium

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

BSi Group, The Netherlands B.V.

Notified body name (if applicable) 8 See attached schedule

Notified body number (if applicable) 2rer 5 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

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 te this Regulation requires the involvement of a notified body.

85440 Ver. C, Template Page 1 of 13

This confidential decument is the property of Abbott and shail not be reproduced, distributed, disclosed or used without the express writlen consent
of Abbott.

40



aun
ms® ST. JUDE MEDICAL
([ ] ]

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 appiicable)

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)
& See attached schedule

End date of extended validity/transition period

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

89440 Ver. C, Template

Page 2 of 13

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

of Abbott.
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0000139227 Rev. B English

AR :
O 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
iegal 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
listed in Article 120.3c of the MDR for continued placing on the market and putting into service,

namely by fuifilling the fallowing conditions:

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

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

Choose applicable statementi(s):
O Expired before 20 March 2023;

O 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

0 A Competent Authority has granted a derogation from the applicable conformity assessment procedure
in accordance with Article 59(1) MDR (may be provided upon request), or

O A Competent Authority has required the manufacturer, in accordance with Article 97(1) MDR, to carry
out the applicable conformity assessment procedure (may be provided upon request)
Choose one of the following statements only if a derogation per Arficie 538(1) or a requirement per Article

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

[0 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.

B Expired/expires after 20 March 2023:

Choose one applicable statement:

2 The first condition is nat 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

§9440 Ver. C, Template Page 3 of 13

This confidential document is the proparty of Abbott and shall not be reproduced, distributed, disclosed or used without the express written consent
of Abbott.
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Manufacturer’s Declaration of Certificate Validity

0000139227 Rev. B English

X A formai application to the notified body in accordance with Section 4.3, first subparagraph of Annex Vii
MDR for conformity assessment has/have been made or wili 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.

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

[0 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:

® 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 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.
» Quality Management System (QMS)

Choose one applicable statement:

O A QMS in accordance with Article 10(9) MDR will be put in place by no later than 26 May 2024.

O AQMS in accordance with Article 10(9) MDR is in place.

& 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.

s There are no significant changes in the design and intended purpose.

» The device(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:

Full Company Name:

St. Jude Medical

85440 Ver. C, Template

Page 4 of 13

This confidential document is the properly 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: DI~ Febo -~ Zo2y

Signature, Print Name, Title:

o

Christopher GAllivan

DVP, Quality

Contact Details
(Email address, at a minimum)

christopher.gallivan@abbott.com

89440 Ver. C, Template

Page 5 of 13

This confidential document is the property of Abbott and shall not be reproduced, distributed, disclosed or used without the express writlen 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
fn 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
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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
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Acest document confidential este proprietatea Abbott si nu va fi reprodus, distribuit, divulgat sau utilizat fara consimtamantul expres in scris al Abbott.

54



0000139227 Rev. B Engleza

ST. JUDE MEDICAL

Declaratia producatorului privind valabilitatea certificatului

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

} In 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 urméatoare 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
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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 intocmitd 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 atasata sau cele de inlocuire si

exista/vor exista acorduri scrise semnate conform Sectiunii 4.3, al doilea subparagraf din Anexa VIl la
RDM finainte 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.

} 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

89440 Ver. C, Model Pagina 4 din 13
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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
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