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INDRUMARI ESC/EACTS 2017
INR tinta pentru proteze mecanice

Trombogenitate | Factori care tin de
a protezelor pacient*

VALVA MECANICA VALVE DIN TESUT

Scazutb
CAZURI DE SANGERARE REINTERVENTIE Mediu¢ 3.0 3.5
ASUPRA VALVEI 5
Inalt: 35 4.0

INR = procent normalizat international; LVEF = fractie de
evacuare ventriculard stang3. *Inlocuirea valvei mitrale sau
tricuspide; tromboembolism anterior; fibrilatie arteriala;

< 40 45 50 55 60 65 70 75 > b Carbomedics, Medtronic Hall, ATS, Medtronic Open-Pivot, St
Jude Medical, OnX, Sorin Bicarbon.

c Alte valve cu doud foi cu date insuficiente.

MECANICA ORICARE VALVA TESUT d Lillehei-Kaster, Omniscience, Starr-Edwards (valve cu bild),
. . Bjorik-Shiley si alte valve cu disc pivotant.
OPERATI
CU FAPTE

VALVELE CARDIACE MECANICE ABBOTT
PREZINTA TROMBOEMBOLISM MAI MIC, TROMBOZA S| CAZURI DE
SANGERARE LA O RATA INR MICA

Studiu randomizat 197 pacienti cu implant* (44 cu valve Abbott, 153 cu valve LivaNova, 5 ani
Tromboembolism 0.09%/pt-an

Tromboza 0%/pt-an

Cazuri de sangerare 0.56%/pt-an

Studiu randomizat 1137 pacienti** (toti cu valve Abbott), 2 ani
Tromboembolism 0%/pt-an, 0.58%/pt-an***
Evenimente de sangerare 0.58%/pt-an, 1.07%/pt-ant

Studiu randomizat 375 pacienti (toti cu valve On-X), 3 ani
Tromboembolism 2.67%/pt-an
Cazuri de sdngerare 2.67%/pt-an




O GAMA LARGA DE SOLUTII CE POT FI PERSONALIZATE
IMPLANTAREA FIECARUI PACIENT

Regent
HEMODINAMICA EXCEPTIONALA

iN POZITIE AORTICA LA PACIENTI CU
RADACINA AORTICA MICA

VALVA AORTICA

2 . » j Masters HP
e & SSe 111 ) b# HEMODINAMICA FATA iN FATA CU
¥y % GRADUL DE IMPLANTARE ATAT

iN POZITIE MITRALA CAT SI AORTICA,
DISPONIBILA ACUM SI PENTRU SUGARI SI

MASTERS HP* NOU-NASCUTII

Masters
GRAD OPTIM DE IMPLANATARE ATAT iN

POZITIE MITRALA CAT SI AORTICA

masTers O (I, )

cu cele mai mici valve
mecanice din lume
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VALAVA REGENT™ Seria MASTERS HP Seria MASTERS

MARIME FLEXCUFF™ 4 MANTETA MANTETA
(MM) EXPANDATA 1,3 EXPANDATA 1,3

15 15AHPJ-505
17 17AGN-751 17AGFN-756 17AHPJ-505 17AEHP]-505

19 19AGN-751 19AGFN-756 19AHP]-505 19AEHP]-505 19AJ-501 19AEC]-502 19ATJ-503
21 21AGN-751 21AGFN-756 21AHPJ-505 21AEHPJ-505 21AJ-501 21AEC]-502 21ATJ-503
23 23AGN-751 23AGFN-756 23AHPJ-505 23AEHPJ-505 23AJ-501 23AEC]-502 23ATJ-503
25 25AGN-751 25AGFN-756 25AHPJ-505 25AEHP]-505 25A]-501 25AEC]-502 25ATJ-503
27 27AGN-751 27AGFN-756 27AHPJ-505 27AEHP]-505 27AJ-501 27AEC]-502 27AT]-503
29 29AGN-751 29AGFN-756 29AJ-501 29AEC]-502 29ATJ-503
31 31AJ-501 31AECJ-502 31ATJ-503

Seria MASTERS HP Seria MASTERS

MARIME MANTETA EXPANDATA 1,3 PTFE EXPANDAT
(MM)

15 15MHPJ-505

17 17MHPJ-505

19 19MHPJ-505 19M]J-501 19MECJ-502 19MTJ-503 19METJ-504
21 21MHPJ-505 21MJ-501 21MECJ-502 21MTJ-503 21METJ-504
23 23MHPJ-505 23M]J-501 23MEC]-502 23MT]-503 23MET]-504
25 25MHPJ-505 25M]J-501 25MEC]J-502 25MTJ-503 25METJ-504
27 27MHPJ-505 27MJ-501 27MECJ-502 27MTJ-503 27MET]J-504
29 29M]J-501 29MEC]J-502 29MTJ-503 29METJ-504
31 31MJ-501 31MECJ-502 31MTJ-503 31METJ-504
33 33M]J-501 33MEC]-502 33MTJ-503 33METJ-504
35 35M]J-501

37 37MJ-501
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Set Calibrator Universal contine calibratoare de

905 valve de 17-33 mm si maner de valva model
905-HH.
905-15 Calibrator mitral si aortic cu doud capete pentru Masters HP 15 mm.
905-35 Calibrator valva Seria Masters 35 mm
905-37 Calibrator valva Seria Masters 37mm

905-MHH | Maner de valva mitrala.

905-RHH Maner rigid de valva.

Set Calibrator Regent contine calibratoare de valve de

907 17-29mm si maner de valvd model 905-HH.

A-RHR Contine calibratoare ménere/rotoare aortice de 19 mm - 31 mm Seria
Masters.

M-RHR Contine calibratoare manere/rotoare mitrale de 19 mm - 37mm Seria
Masters.
Contine marimi manere/rotoare de 17mm - 27mm Seria

AHP-RHR i/ A
Masters Hemodynamic Plus.

AG-RHR Contine marimi manere/rotoare de 17mm - 29mm RegentTM.

LT100 Tester foite pentru valve mecanice.




Eu, NAWADIA Dimitria-loana, traducdtor si interpret atestat de limba englezd, pe baza Licentei
nr. 108 din 20.06.2012, emisd de Ministerul Culturii si Patrimoniului National, certific
exactitatea traducerii din limba englezd in limba romdnd, si faptul c¢d document nu a suferit
modificari de continut si sens.

TRADUCATOR SI INTERPRET ATESTAT,
NAWADIA Dimitria-loana
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2017 ESC/EACTS GUIDELINES

PATIENT AGE
| Prosthesis
\B (ombogeEly | None | 2lrisk factor

Target INR for mechanical prostheses

Patient-related factors®

N .
MECHANICAL VALVE TISSUE VALVE Low 2.5 30
BLEEDING VALVE Medium® 30 35
EVENTS REINTERVENTION .
Highd 35 40
INR = international normalized ratio; LVEF = left ventricular ejection fraction.
® Mitral or tricuspid valve replacement; previous thromboembolism; atrial
fibrillation; mitral stenosis of any degree; LVEF <35%.
< 40 45 50 55 60 65 70 75 > b Carbomedics, Medtronic Hall, ATS, Medtronic Open-Pivot, St Jude Medical,

OnX, Sorin Bicarbon.
MECHANICAL EITHER VALVES TISSUE ¢ Other bileaflet valves with insufficient data.
¢ Lillehei-Kaster, Omniscience, Starr-Edwards (ball-cage), Bjorik-Shiley and

. D . other tilting-disc valves.

OPERATE
WITH THE FACTS

ABBOTT MECHANICAL HEART VALVES
SHOW LOWER THROMBOEMBOLISM, THROMBOSIS
AND BLEEDING EVEN AT A LOW INR RANGE

Randomized Study 197 patients implanted* (44 with Abbott valves, 153 with LivaNova valves), 5 years

Thromboembolism 0.09%/pt-year
Thrombosis 0%/pt-year
Bleeding Events 0.567%/pt-year

Randomized Study 1137 patients™ (all Abbott valves), 2 years
Thromboembolism  0%/pt-year, 0.587%/pt-year***
Bleeding Events 0.587%/pt-year, 1.07%/pt-yeart

Randomized Study 375 patients (all On-X Valves), 3 years

Thromboembolism  2.677%/pt-year
Bleeding Events 2.677%pt-year
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A BROAD RANGE OF SOLUTIONS TO TAILOR
THE IMPLANTATION TO EVERY PATIENT

AORTIC VALVE Regent
EXCEPTIONAL HEMODYNAMICS

IN THE AORTIC POSITION IN SMALL
AORTIC ROOT PATIENTS

84%

§ Orifice to Annulus Ratio | |
REGENT™ I @ Ll | Masters HP
HEMODYNAMICS MEETS
IMPLATABILITY IN BOTH THE
AORTIC AND MITRAL POSITION,
NOW AVAILABLE ALSO FOR BABIES
AND NEWBORNS

MASTERS HP* (L kbl

Masters
OPTIMAL IMPLANTABILITY IN BOTH

THE AORTIC AND MITRAL POSITION

MASTERS

FIND OUT HOW TO MINIMIZE AV BLOCK
WHEN IMPLANTING
A MECHANICAL HEART VALVE

Valve Size 19

WATCH
SADIE’S STORY



REGENT™ VALVE MASTERS HP Series MASTERS Series

SIZE (MM) FLEXCUFF™# EXPANDED CUFF ** EXPANDED CUFF *?

15 15AHPJ-505

17 17AGN-751 17AGFN-756 17AHPJ-505 17AEHPJ-505

19 19AGN-751 19AGFN-756 19AHPJ-505 19AEHPJ-505 19AJ-501 19AECJ-502 19ATJ-503
21 21AGN-751 21AGFN-756 21AHPJ-505 21AEHPJ-505 21AJ-501 21AECJ-502 21ATJ-503
23 23AGN-751 23AGFN-756 23AHPJ-505 23AEHPJ-505 23AJ-501 23AECJ-502 23ATJ-503
25 25AGN-751 25AGFN-756 25AHPJ-505 25AEHPJ-505 25AJ-501 25AECJ-502 25ATJ-503
27 27AGN-751 27AGFN-756 27AHPJ-505 27AEHPJ-505 27AJ-501 27AECJ-502 27ATJ-503
29 29AGN-751 29AGFN-756 29AJ-501 29AECJ-502 29ATJ-503
31 31AJ-501 31AECJ-502 31ATJ-503

MASTERS HP

Series

MASTERS Series

SIZE (MM) EXPANDED CUFF *? EXPANDED PTFE?

15 15MHPJ-505

17 17MHPJ-505

19 19MHPJ-505 19MJ-501 19MECJ-502 19MTJ-503 1I9METJ-504
21 21MHPJ-505 21MJ-501 21IMECJ-502 2IMTJ-503 21IMETJ-504
23 23MHPJ-505 23MJ-501 23MECJ-502 23MTJ-503 23METJ-504
25 25MHPJ-505 25MJ-501 25MECJ-502 25MTJ-503 25METJ-504
27 27MHPJ-505 27MJ-501 27MECJ-502 27MTJ-503 27METJ-504
29 29MJ-501 29MECJ-502 29MTJ-503 29METJ-504
31 31IMJ-501 3IMECJ-502 31IMTJ-503 3IMETJ-504
33 33MJ-501 33MECJ-502 33MTJ-503 33METJ-504
35 35MJ-501

37 37MJ-501
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Model No. ‘ DESCRIPTION
905 Universal Sizer Set contains 17-33 mm valve sizers
and valve holder handle model 905-HH.
905-15 Mitral and Aortic Double-Ended Sizer for Masters HP 15 mm.
905-35 35mm Masters Series valve sizer.
905-37 37mm Masters Series valve sizer.
905-MHH Mitral valve holder handle.
905-RHH Rigid valve holder handle.
907 Regent Sizer Set contains 17-29mm valve sizers and valve
holder handle model 905-HH.
A-RHR Contains sizes 19mm-31mm aortic Masters Series holder/rotators.
M-RHR Contains sizes 19mm-37mm mitral Masters Series holder/rotators.
AHP-RHR Contains sizes 17mm-27mm Masters Series Hemodynamic
Plus holder/rotators.
AG-RHR Contains sizes 17mm-29mm RegentTM holder /rotators.

LT100

Mechanical valve leaflet tester.
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Manualul medicului
Valve mecanice St. Jude Medical

Indicatii
Grefa
e Cuspidele si orificiul inelar
e Manseta de cusut
» Seria valvelor SJM Masters
» Valve Standard
» Seria valvelor HP
Impachetarea
Sterilizarea
e Resterilizarea valvelor mecanice
e Sterilizarea dispozitivelor de masurare
Manuirea inainte de implantare
Consideratii chirurgicale
e Tehnica de masurare
e Orientarea dispozitivul de sustinere pentru seria de valve SJM Masters
e Orientarea dispozitivului de sustinere pentru seria devalve cu manseta
standard si HP
Tehnici de realizare a suturilor
e Atasarea mansetei
e Legarea valvei prin suture
e Precautii in realizarea suturilor
Rotirea valvelor din seria SJM Masters
Atentionari cu privire la manuirea valvei in timpul implantarii

10. Consideratii post-operative

e Anticoagularea
e Efecte adverse potentiale
e Vizualizarea valvei cu ajutorul razelor X

Indicatii

Valva mecanica St. Jude Medical este folosita cu scopul de a inlocui valva aortica sau
mitrala malformata, afectata de boala sau supusa unei traume. Poate fi de asemenea
utilizata pentru inlocuirea unei valve prostetice aortice sau mitrale implantate anterior.

Descriere

Valvele mecanice St. Jude Medical sunt disponibile in 2 forme: rotative sau non-rotative.

ATENTIE: NUMAI SERIA DE VALVE SIM MASTERS ESTE MODEL ROTATIV.
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Cuspidele si orificiul inelar

Cuspidele si orificiul inelar au la baza un substrat de grafit care este acoperit de carbon
pirolitic.. Acest tip de carbon (LTI) a fost ales pentru biocompatibilitatea si durabilitatea
sa. Substratul de grafit al cuspidelor este impregnat cu tungsten pentru radioopacitate.
Fiecare cuspida se deschide la 85° descriind un arc de 55° la marimile de 17mm pana la
25 mm si 60° la marimile de 27mm pana la 33 mm. Cuspidele se deschid si se inchid
acoperind aproape in intregime suprafata orificiului inelar. Inaltimea standard a valvelor
de implantat este de la 3,6 mm pana la 7,1 mm pentru marimile de 19 mm pana la 33mm.

Balansarea cuspidelor este controlata de niste nise localizate in paza pivotului.

Proiectiile de pe cuspide “plutesc” in interiorul acestor nise, care sunt spalate de sange in
timpul sistolei si a diastolei, minimalizand trombogeneza.

Seria de valve SIM Masters prezinta un orificiu inelar care poate fi rotit in interiorul
mansetei de cusut dupa ce valva a fost fixata prin suturi.

SERIA DE VALVE SJM MASTERS

Seria de valve SIM Masters este disponibila in configuratie mitrala si aortica (vezi
“Specificatii” pentru marimea valvelor si pentru configuratii). Un mecanism radioopac
din interiorul mansetei de cusut cu care valvele SIM Masters sunt prevazute permite ca
orificiul inelar al valvei sa fie rotit in pozitia in situ dorita de mediculul chirurg.

Manseta de cusut a modelului aortic are trei markeri de sutura. Modelul mitral are patru
markeri de sutura. Acesti markeri pot fi folositi ca puncte de referinta pentru orientarea
valvei sau plasarea suturilor.

VALVE STANDARD

Patru tipuri de mansete sunt oferite cu valvele standard:
e Manseta standard din poliester
e Manseta expansibila din poliester
e Manseta standard PTFE
e Manseta expansibila PTFE

Valva standard este disponibila intr-o configuratie mitrala prevazuta cu o manseta de
cusut supra-inelara si intr-o configuratie aortica prevazuta cu o manseta de cusut sub
forma de guler vertical. Manseta standard din poliester este alcatuita din fibre de
poliester imbinate cu un strat dublu de velour care permite cresterea rapida si controlata a
tesutului peste intreaga manseta. Manseta este atasata de orificiul inelar prin multiple
infasurari ale suturilor. Manseta expansibila din poliester are cu 10% mai mult material
din manseta in configuratia mitrala si cu 25% mai mult material in configuratia aortica.

SERIA DE VALVE HP

Trei tipuri de mansete sunt disponibile odata cu aceste valve:
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Regente



ATINGAND COTE NOL.

Valva cardiaca SJM Regent® repre

Raportul orificiu - annulus — 19mm valva?

Valva Seria HP

Valva Standard

Valva cardiaca SJM Regente
ofera un raport orificiu —
annulus de pana la 84% - cel
mai mare pentru o valva
cardiacd mecanica.

21

Imbunititire evolutivia

Dezvoltarea valvei cardiace la St. Jude Medicale
a dus la obtinerea unei arii geometrice din ce in
ce mai mare a orificiului Tn cadrul unei
dimensiuni a tesutului annulus.

Seria SJM- Masters de valve cardiace mecanice
- Mansetd intra-anulara
- Rama de carbon.

Valva Hemodynamic Plus din Seria SIM- Masters
- Mansetad supraanulara.
- Rama de carbon rdmane intraannulara.

Valva cardiaca SJM Regent-
- Manseta supraannulara .
- Rama de carbon migreaza in pozitie supraannulara.

- Un nou mecanism de rotire este complet
addpostit de rama de carbon.
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VALVA CARDIACA SJM REGENT ®

Hemodinamica faria precedent

Valva cardiaca SJM Regent® ofera o hemodinamica si performante exceptionale in timp ce pastreaza caracteristicile de
concept care au pus baza standardului pentru rate mici de complicatii, integritate structurala si durabilitate la o valva
mecanicd. Valvele cardiace SJIM Regent® ofera:

Gradient de presiune in vivo de o singura cifra — - Reducere semnificativd a Masei LV.3 Numeroase
chiar si la valvele de dimensiuni mici de 19mm.3 studii au ardtat o corelatie directa intre hipertrofia
EOAs semnificativ mai mare.3 LV si morbiditate.>*® Chiar si hipertrofia moderata

LV poate avea ca rezultat: insuficienta cardiaca

Compatibilitate* excelenta pacient-protezd—chiar 1y e e ) PR )
congestiva,'’ aritmii,” infarct miocardic,'” si morti

si la cele de dimensiuni mic.

subite.>!”:
Gradient sistolic mediu3 Aria efectivi a orificiului mediu®
12 3
la 1 an postop La 1 an postop 2,5 2,6
9 9,0
8,2 2 2,0
on o~ 1,7
£6 5,7 &t £ ’
o
£ 1
3
0 0
19mm 21 mm 23 mm 25 mm 19 mm 21 mm 23 mm 25 mm
n=14 n=43 n=54 n=36 n=14 n=41 n=53 n=36
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Fiabilitate traditionala

Valva cardiaca SJIM Regent® retine aceleasi caracteristici de proiectare care au definit standardul de fiabilitate pentru

valvele cardiace mecanice de la St. Jude Medical® si au dat dovada de performanta timp de peste 25 de ani.

- Toate suprafetele care intra in contact cu sangele raman nemodificate.

- La sapte categorii mari de teste de integritate structurald si durabilitate, valva cardiacd SJM Regent® a intrunit toate
standardele impuse de valvele cardiace mecanice? anterioare de la St. Jude Medical®

- Valva cardiaca SJM Regent® este facuta din acelasi carbon pirolitic folosit la peste un milion de implanturi de valva
cardiaca mecanica St. Jude Medical® .


Highlight

Highlight


Tehnica de implantare a valvei cardiace SJM Regent® ramane aceeasi ca si la celelalte valve
cardiace mecanice de la st. Jude medical® . Pentru un confort suplimentar, este disponibila in

doua configuratii care sa se potriveasca preferintelor dumneavoastra pentru implant.

+ Ofera un grad mai mare de conformare I1= » Manseta rotunjita conceputd pentru
si suprafatd tintd maxima de sutura, un grad Y si
oferind in acelasi timp o flansa laterala ST,
pentru a cuprinde tesutul annulus.
Specificatii de produs*
Marime valva Diametrul Inaltime totald Inaltimea Suprafata
tesutului implantului geometricd a Valvi cardiacid SJM Regents
Annulus orificiului
mm mm Open (mm mm cm2
(mm) (mm) pen (mm) (mm) (cm2) - o
17 17,0 10,6 53 1,87 g'a‘ﬂm implantul
ui
19 19,0 11,5 5,9 2,39 totala
21 21,0 12,5 6,7 2,90 Diametrul
23 23,0 13,7 73 345 fesutulu
25 25,0 13,9 7,6 4,02
27 27,0 14,9 8,5 4,69
*Din datele producatorului Marimile 17 mm $i 29 mm nu sunt in prezent aprobate in Statele Unite.
Referinte:
1 Walker DK, Brendzel AM, Scotten LN. Noua valva cardiaca mecanica de la St. Jude 1L Kannel WB’ Cobb J. Hipertrofie ventriclularé St'{‘“gé si mortalitate—rezultate din
Medical Regent: masurtori de laborator ale performantei hemodinamice. | Heart Valve Studiul Framingham. Cardiology. 1992:81(4-5):291-298.
Dis. 1999 Nov;8(6)89:687-696. D Levy D, Garrison RJ, Savage DD, Kannel WB, Castelli WP. Implicatiile de

2 Centrul de Eval i Proiect: Produselor, St. Jude Medical, Inc. prognostic ale masei ventriculare stangi determinate prin ecocardiografie in Studiul
R Inimii al lui Framingham. N Engl | Med. 1990 Dec 13:323(24):1706-1707.

3 St. Jude Medical, Inc., Cerere de aprobare inainte de introducerea lor pe piatd— S : -
Cloteibastor dls Szt g B e, Vel et S Razar: B Dunn FG, McLenachan J, Isles CG, et al. Hipertrofie ventriculara stanga si
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' Clinic. | Hypertens. 1990 Aug:8(8):775-782.

4 Pibarot P, Dumesnil JG. Impactul hemodinamic si clinic al incompatibilitatii . : :
dintre protezi si pacient in cazul pozitiei aortice a valvei si al preventiei sale. | K Krayenbuehl HP, Hess OM, Monrad ES, Schneider J, Mall G, Turina M. Structura

; : : - miocardicd ventriculara stdnga in maladia valvei aortice, inainte, la durata medie si la
Am Coll Cardiol. 2000 Oct;36(4):1131-1141. lunga durati dupa inlocuirea valvei aortice. Circulation. 1989 Apr;79(4):744-755.
5 De Paulis R, Sommariva L, Colagrande L, et al. Regresia hipertrofiei ventriculare stanga
dupa inlocuirea valvei aortice pentru stenoza aortica cu diferiti inlocuitori de valve. |
Thorac Cardiovasc Surg. 1998 Oct;116(4):590-598.

15 Orsinelli DA, Aurigemma GP, Battista S, Krendel S, Gaasch WH. Hipertrofie
ventriculara stanga si mortalitate dupa inlocuirea valvei aortice in cazul stenozei
aortice. Un sub-grup de risc mare identificat dupa grosimea relativa preoperatorie a

6 Jin XY, Gibson DG, Yacoub MH, Pepper JR. Evaluarea perioperatorie a transplantului peretelui. ] Am Coll Cardiol. 1993 Nov 15:22(6):1679-1683.
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& & Ppo): . disfunctiei diastolice in stenoza aorticd mult dupa inlocuirea valvei. Circulation. 1995
7 Jin XY, Zhang ZM, Gibson DG, Yacoub MH, Pepper JR. Efectele inlocuitorului de May 1;91(9):2353-2358.
valva la schimbarile functiei ventriculare stangi si hipertrofiei dupa inlocuirea valvei

. Surg. 1996 Sep:62(3):683-690. 17 Christakis GT, Joyner CD, Morgan CD, et al. Regresia masei ventriculare stangi la

scurt timp dupa inlocuirea valvei aortice. Ann Thorac Surg. 1996 Oct:62(4):1084-
8 Del Rizzo DF, Goldman BS, Christakis GT, David TE. Beneficiile hemodinamice ale 1089.

yalvei fara T . ] Th Cardi Surg. 1996 Dec;112(6):1431-1445; S
e it rveateo, I Wietiaere Qoo Si2eg = © 18 Bach DS, Goldbach M, Sakwa MP, Petracek M, Errett L, Mohr F. Hemodinamica si
discutie 1445-1446. : : : e e :
. performanta timpurie a protezei de valva aortica de la St. Jude Medical Regent. |
9 Lund O. Inlocuirea valvei pentru stenoz aortica: potentialul curativ al operatiei timpurii. Heart Valve Dis. 2001 Jul;10(4):436-442.
Scand ] Thorac Cardiovasc Surg. 1993;40(Suppl):1-137.

10 He GW, Grunkemeier GL, Gately HL, Furnary AP, Starr A. Supravietuire de pana
la treizeci de ani dupa inlocuirea valvei aortice din radacina aortica mica. Ann
Thorac Surg. 1995 May;59(5):1056-1062.
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ATENTIE: LEGEA FEDERALA RESTRICTIONEAZA VANZAREA ACESTUI DISPOZITIV DE CATTRE SAU LA COMANDA UNUI MEDIC SAU A UNUI PRACTICANT CU LICENTA.

Valvele cardiace protetice de la St. Jude Medical unt indicate pentru a fi folosite drept valve de inlocuire la pacientii care sufera de o boala a valvei naturale sau protetice, de o defectiune sau
functionare defectuoasa a acesteia. Posibile efecte secundare pentru toate implanturile de valva includ, dar fara a se limita la, regurgitare, fenomene tromboembolice, rezistenta la flux, infectie,
hemoliza, disritmii si dehiscenta protetica sau criza cardiaca. Anti-coagularea este recomandata pacientilor cu implanturi de valve mecanice. Consultati manualul medicului pentru o descriere
completa a indicatiilor, contraindicatiilor, efectelor secundare, masurilor de siguranta, avertismente si instructiuni de utilizare.

SJM si St. Jude Medical sunt marci inregistrate ale St. Jude Medical, Inc. FlexCuff si The Global Leader in Heart Valve Devices sunt marci inregistrate ale St. Jude Medical, Inc. US Pat # 6,007,577 si
5,876,436; alte patente americane si straine in curs. St. Jude Medical Cardiac Surgery. ©2002, 2004 St. Jude Medical, Inc. Toate drepturile rezervate. Imprimat in SUA. ARTICOL
1420B/0604/3.5M/EN/GRG

The Global Leader in Heart Valve Devices.m
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Eu, NAWADIA Dimitria-loana, traducdtor si interpret atestat de limba englezd, pe baza
Licentei nr. 108 din 20.06.2012, emisd de Ministerul Culturii si Patrimoniului National, certific
exactitatea traducerii din limba englezd in limba romdnd, si faptul c¢d document nu a suferit
modificdri de continut §i sens.

TRADUCATOR SI INTERPRET ATESTAT,
NAWADIA Dimitria-loana

i - - .
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Valvi mecanica cardiaca Regent™

Valve Aortice

Caracteristicile produsului

Traducere din limba Englezd

Valve mecanice cardiace

e Destinate pentru a furniza o hemodinamica si performanta exceptionald, cu mentinerea ratelor mici

de complicatii, a integritatii structurale si a durabilitatii

e Gradienti presionali dintr-o singura cifra, chiar si la dimensiuni valvulare mici 19mm!

e Raport orificiu la inelul annular pana la 84%

o Unghiul de deschidere al valvei de 85 grade oferd o curgere laminard imbunatatitd si reduce
turbulenta®*

e Plasare supra-annulara si indltime de implant mica

e Manseta FlexCuff™ este prevazuta cu flanse si mult mai pliabila dect manseta standard
e Valvele cardiace St. Jude Medical sunt Conditionate MR?>

Informatii de comandare
Continut: Valva aortica (1 unitate pe cutie)

Model/Numar Diametru inel Diametru interior | Zona orificiu | Zona orificiu Stil manson
comanda annular (mm) orificiu valva geometric efectiv® (cm?)
noui* (mm) (cm?)
17AGN-751 17 15,9 1,87 1,42 Standard
19AGN-751 19 17,8 2,39 1,84 Standard
21AGN-751 21 19,6 2,90 2,47 Standard
23AGN-751 23 214 3,45 2,91 Standard
25AGN-751 25 23,0 4,02 3,34 Standard
27AGN-751 27 24,9 4,69 4,28 Standard
29AGN-751 29 26,8 5,44 Neraportat Standard
17AGFN-756 17 15,9 1,87 1,42 FlexCuff
19AGFN-756 19 17,8 2,39 1,84 FlexCuff
21AGFN-756 21 19,6 2,90 2,47 FlexCuff
23AGFN-756 23 214 3,45 2,91 FlexCuff
25AGFN-756 25 23,0 4,02 3,34 FlexCuff
27AGFN-756 27 24,9 4,69 4,28 FlexCuff
29AGFN-756 29 26,8 5,44 Neraportat FlexCuff

* Nu sunt disponibile toate dimensiunile Tn mod curent pe toate pietele.
Produsul la care se face referirea este aprobat pentru Marcajul CE.
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Certificat CE - Sistem complet de asigurare a calitatii

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

NF. ! CE 578287 ]

Eliberat pentru: St. Jude Med|ca|
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 |l este necesar un certificat cu anexa Il sectiunea 4.

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

cun C_SNeed ¢

Gary E Slack, Vicepresedinte Senior Dispozitive medicale

Prima emitere: 2012-01-30 - Data: 2019-12-1%1— Data expirarii: 2024-05-26'

Pagjna 1 djn 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 eléctronic si este legat de conditiile contractulu|

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

Certificat CE - Sistem complet de asigurare a calitatii

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 cardiacé mecanica seria Masters — Valve cardiace Vedeti CE 578290
mecanice

« Valva cardiacad mecanica seria Masters cu inel de
sutura din poliester expandat — Valve cardiace
mecanice

* Valva cardiacd mecanica seria Masters cu inel de suturd
din PTFE - Valve cardiace mecanice

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

* Valva cardiacd 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

Pagina 2 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 Winiterl Justiyier !
BSI Group The Netherlands B.V. inregistrata in Olanda cu 33264284. [ Traducator si Interpre; Autarizat I
Un membru al Grupului de companii BSI.



BY Koyal Lharter

Certificat CE - Sistem complet de asigurare a calitatii

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 lll
- 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 in 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

Pagina 3 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 ih 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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Traducator s Interpre: Autorizat
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BY Koyal Lharter

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
MDO01086, 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

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. Aceastd 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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_11.;2.207007, eliberata de Ministerul Justitiei din Romania, certific exactitatea
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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

Supplementary Information to CE 578287

ﬁgged To: CE sigﬁe Medical

ounty Road B East
Issued To: St. JsidesMedical

177 domtytRoad B East
St paat*”

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):

Gary E Slack, Senior Vice President Medical Devices

FIFst fested: 20812-01-38 Bate: 2813-15-11 EXBIFy Bate: 2834:83-28

malinAa aveallanca 2 hahit™

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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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

malinAa aveallanca 2 hahit™

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

malinAa aveallanca 2 hahit™

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 IIa

MDO0106,
MDS7006

Mechanical Heart Valve Leaflet Tester — Related Accessories

MDO0106

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

malsinAa aveallanca 2 hahid

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.
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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
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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 Il custom-made implantable devices

e 31 December 2027 for Class 111 devices and Class Ilb 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 I1b devices, Class lla, Class | 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 | devices that qualify as re-usable surgical instruments)

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

Graeme Tunbridge
Senior Vice President, Medical Devices
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Table 1: Devices covered by this letter and for which the NB is also responsible for appropriate
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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

Amplatzer™ Valvular Plug
1

Amplatzer™ Guidewires

Amplatzer™ TorqVue™ LP
Delivery System

Amplatzer™ TorqVue™ LP
Catheter

Amplatzer™ Muscular VSD
Occluder

Amplatzer™ P.|. Muscular
VSD Occluder

Amplatzer™
Multifenestrated Septal
Occluder-"Cribriform" (ASD-
MF)

Amplatzer™ Duct Occluder

Amplatzer™ Duct Occluder
1

Amplatzer Piccolo™
Occluder

Amplatzer™ Septal Occluder

Amplatzer™ Amulet™
Delivery Sheath

Amplatzer™ TorqVue™ 2
Delivery Sheath

Amplatzer™ TorgVue™
Delivery System (ITV)

Class 111

Class 111

Class 111

Class 111

Class 111

Class 111

Class 111

Class 11

Class Il

Class 111

Class Il

Class 111

Class 111

Class 111

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; NB 2797
CE 694788; NB 2797
CE 694955; NB 2797
CE 694788; NB 2797
CE 694956; NB 2797
CE 694788; NB 2797
CE 694956; NB 2797
CE 694788; NB 2797
CE 694951; NB 2797
CE 694788; NB 2797
CE 694951; NB 2797
CE 694788; NB 2797
CE 694948; NB 2797
CE 694788; NB 2797

CE 694957; NB 2797
CE 694788; NB 2797
CE 694957; NB 2797
CE 694788; NB 2797
CE 694957; NB 2797
CE 694788; NB 2797
CE 694948; NB 2797
CE 694788; NB 2797
CE 694956; NB 2797
CE 694788; NB 2797
CE 694956; NB 2797
CE 694788; NB 2797
CE 694956; NB 2797
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
stage)

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device
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MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification

Amplatzer™ TorgVue™
Exchange System (EITV)

Amplatzer™ Trevisio™
Intravascular Delivery
System (ATV)

Amplatzer™ Sizing Balloon
1

Amplatzer™ Vascular Plug,
Amplatzer™ Vascular Plug
Il, Amplatzer™ Vascular
Plug 4

Amplatzer™ Amulet™ Left
Atrial Appendage Occluder

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 (CAVGJ)

Masters Series HP™ Valved
Graft with Gelweave
Valsalva™ Technology
(VAVGJ)

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

Class 111

Class 111

Class 111

Class Ilb implantable non-
WET

Class 111

Class 111

Class 111

Class Il

Class 11

Class 111

N/A

N/A

N/A

N/A

N/A

Epic™ and Epic™ Supra Heart
Valves

N/A

N/A

N/A

N/A

CE 694956; NB 2797
CE 694788; NB 2797
CE 694956; NB 2797
CE 694788; NB 2797

CE 694959; NB 2797
CE 694788; NB 2797
CE 694788; NB 2797

CE 694961; NB 2797
CE 694788; NB 2797
CE 617865; NB 2797
CE 578287; NB 2797

CE 578292; NB 2797
CE 578287; NB 2797

CE 578291; NB 2797
CE 578287; NB 2797

CE 578290; NB 2797
CE 578287; NB 2797

CE 578287; 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
stage)

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device
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MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification

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

Table 2: Devices covered by this letter and for which the NB is NOT responsible for appropriate

Class 111

Class 111

Class 111

Class 111

N/A

N/A

N/A

N/A

CE 578290; NB 2797
CE 578287; NB 2797

CE 578288; NB 2797
CE 578287; NB 2797

CE 578289; NB 2797
CE 578287; NB 2797

CE 578289; NB 2797
CE 578287; NB 2797

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
(CAVGJ), Masters Series HP™ Valved Graft with Gelweave Valsalva™ Technology (VAVGJ),
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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.
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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 confirmd cd BS1 Group The Netherlands B.V., Organism Notificat (ON) desemnat
in baza Regulamentului (UE) 2017/745 (RDM) si identificat cu numarul 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 in
Tabelele de mai jos. Tabelul 1 identifica dispozitivele pentru care a fost primita o cerere RDM, a fost

BSI Group The Netherlands B.V. bsigroup.com Pagina1din6
Say Building bsigroup.nl
John M. Keynesplein 9, 1066 EP T: +31 20 346 0780 SUSTAINABLE

Amsterdam, Olanda eg% DEVE'_LOPMENT
e GLIALS

@

Valabilitatea prezentei scrisori poate fi verificata scriind la Certificate.Verification@bsigroup.com
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incheiat un acord scris si pentru care ON este deasemenea responsabil pentru supravegherea
adecvata a dispozitivelor corespunzatoare in baza Directivei aplicabile. Tabelul 2 identifica
dispozitivele pentru care a fost primitd o cerere RDM si a fost incheiat un acord scris, insa ON nu si-a
asumat inca responsibilitatea pentru supravegherea adecvata a dispozitivelor corespunzatoare in
baza Directivei aplicabile.

n cazul dispozitivelor acoperite de certificate eliberate in baza Directivei 90/385/CEE (DDMAI) sau
Directivei 93/42/CEE (DDM), care au expirat dupa 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 péana 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
conformitatii 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 aplica dispozitivelor acoperite de prezenta scrisoare, cu conditia
respectarii continue de catre producator 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 Il fabricate la comanda

e 31 decembrie 2027 pentru dispozitivele din Clasa III si dispozitivele implantabile Clasa IIb,
cu excluderea tehnologiilor recunoscute (WET — materiale de sutura, 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 Ilb, Clasa lla, Clasa I introduse pe piata in
stare sterild sau care au o functie de masurare

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

Tn numele BSI Group The Netherlands B.V.,

Graeme Tunbridge
Vice-Presedinte Senior, Dispozitive Medicale

BSI Group The Netherlands B.V. bsigroup.com Pagina 2din 6
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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 Tnlocuire,
identificarea dispozitivului

DDM/DDMAI corespunzator

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

Dop valvular Amplatzer™ Clasa Il N/A CE 707326; ON 2797
i CE 694788; ON 2797
Conductoare de sarma Clasa 111 N/A CE 694955; ON 2797
Amplatzer™ CE 694788; ON 2797
Sistem de introducere LP Clasa Il N/A CE 694956; ON 2797
Amplatzer™ TorgVue™ CE 694788: ON 2797
Cateter LP Amplatzer™ Clasa 111 N/A CE 694956; ON 2797
Torgvue™ CE 694788; ON 2797
Obturator DSV muscular Clasa 111 N/A CE 694951; ON 2797
Amplatzer™ CE 694788; ON 2797
Obturator DSV muscular Clasa 111 N/A CE 694951; ON 2797
P.1. Amplatzer™ CE 694788; ON 2797
Obturator septal Clasa Il N/A CE 694948; ON 2797
; ™_

et e ce 694753 on 277
Obturator tract Amplatzer™ | Clasa Il N/A CE 694957; ON 2797

CE 694788; ON 2797
Obturator tract Clasa Il N/A CE 694957; ON 2797
Amplatzer™ 1 CE 694788; ON 2797
Obturator Clasa 111 N/A CE 694957; ON 2797
Amplatzer Piccolo™ CE 694788: ON 2797
Obturator septal Amplatzer™ | Clasa Il N/A CE 694948; ON 2797

CE 694788; ON 2797
Teacd de introducere Clasa 11l N/A CE 694956; ON 2797
Amplatzer™ Amulet™ CE 694788: ON 2797
Teaca de introducere 2 Clasa Il N/A CE 694956; ON 2797
Amplatzer™ TorgVue™ CE 694788: ON 2797
Sistem de introducere (ITV) | Clasa Il N/A CE 694956; ON 2797

Amplatzer™ TorgqVue™

CE 694788; ON 2797

BSI Group The Netherlands B.V.

Say Building

John M. Keynesplein 9, 1066 EP

Amsterdam, Olanda

bsigroup.com
bsigroup.nl
T: +31 20 346 0780

Valabilitatea prezentei scrisori poate fi verificata scriind la Certificate.Verification@bsigroup.com
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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 Tnlocuire,
identificarea dispozitivului
DDM/DDMAI corespunzator

52

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

Sistem de schimb (EITV)
Amplatzer™ TorgqVue™

Sistem de introducere
intravascular (ATV)
Amplatzer™ Trevisio™

Balon cu dublu lumen |1
Amplatzer™

Dop vascular Amplatzer™,
dop vascular 11 Amplatzer™,
dop vascular 4 Amplatzer™

Obturator cavitatea atriald
stangd Amplatzer™
Amulet™

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

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

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

Valve cardiace mecanice
(MHV) Masters Series™

Dispozitiv de testare
cuspida valva cardiaca
mecanica

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

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

Calibrator valva cardiaca
mecanicd — accesorii
aferente

Clasa Il

Clasa 111

Clasa 111

Clasa 111

Clasa Il

Clasa Il

Clasa Il

Clasa Il

Clasa Il

Clasa Ilb implantabile
non- WET

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

BSI Group The Netherlands B.V.

Say Building
John M. Keynesplein 9, 1066 EP
Amsterdam, Olanda

bsigroup.com
bsigroup.nl
T: +31 20 346 0780

Valabilitatea prezentei scrisori poate fi verificata scriind la Certificate.Verification@bsigroup.com
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Denumirea Clasificarea Dispozitivului | Daca dispozitivul RDM este | Referinta Certificat in
dispozitivului sau RDM (asa cum este un dispozitiv de Tnlocuire, cf. cu DDM/DDMAI
UDI-DI de baza (in propusa de producator si identificarea dispozitivului | pentru dispozitivele Tn
baza cererii RDM) verificata in etapa DDM/DDMAI corespunzator | baza cererii RDM si
dinaintea cererii) identificarea ON

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

Set calibrator valva cardiaca

mecanica — accesorii

aferente Regent™

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

Regent™ si valva cardiaca ]
mecanicd Regent™ cu CE 578287; ON 2797

FlexCuff™

Inel anuloplastie (SARP) si Clasa Il N/A CE 578288; ON 2797
ez

accesorii Séguin CE 578287: ON 2797

Inel tip sa rigid (RSAR) si Clasa 111 N/A CE 578289; ON 2797
accesor CE 578287; ON 2797

Inel anuloplastie (TARP) Clasa 111 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 Tnlocuire, 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 atriald stanga Amplatzer™ Amulet™ in tabelul 1,

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

22.11.2023 Addugarea urmatoarelor: valva cardiacd plus Epic™, valva cardiacd 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™,
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Data Actiune

valve cardiace mecanice (MHV) Masters Series™, dispozitive de testare cuspida valva
cardiaca mecanica, suport inlocuire/dispozitive de rotire valva cardiaca mecanica - Accesorii
aferente Masters Series™, suport inlocuire/rdispozitive de rotire valvd cardiacd mecanicd -
Accesorii aferente Masters HP Series™, calibrator valva cardiacd mecanicd — accesorii
aferente, suport /dispozitive de rotire valva cardiacd mecanica - Accesorii aferente
Regent™, set calibrator valva cardiaca mecanica — accesorii aferente Regent™, valva
cardiacd mecanicd Regent™ si valva cardiacd 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.
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Subsemnata BORSAN LILIANA ANGELA, interpret si traducétor 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 englezd in limba roména, ca textul
prezentat a fost tradus complet, fard omisiuni, §i cd, prin traducere, inscrisului nu i-a fost
denaturat continutul si sensul.

INTERPRET SI TRABTGA UZAT

BSI Group The Netherlands B.V. bsigroup.com Pagina 7 din 6

Say Building bsigroup.nl

John M. Keynesplein 9, 1066 EP T: +31 20 346 0780 SUSTAINABLE
DEVELOPMENT

Amsterdam, Olanda

G:ALS

Valabilitatea prezentei scrisori poate fi verificatd scriind la Certificate.Verification@bsigroup.com


mailto:Certificate.Verification@bsigroup.com

56

0000139227 Rev. B English

(] "
=ss 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
{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 LIS-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, Belgium

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

BSI Group, The Netherlands B.V.

Notified body name (if applicable) X See attached schedule

Notified body number (if applicable) 2797 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

invoivement 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.
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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/transition period

2027-12-31 (FQA)
2027-12-31 (DE)
X See altached schedule
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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
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
listed 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

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

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

0O 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

[ 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 dercogation per Arlicle 58(1) or a requirement per Article

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

O Forma! application(s} fo 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,

1 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;

Z The first condition is not applicabie in case of davices 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
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X A formal application fo the notified body in accordance with Section 4.3, first subparagraph of Annex VH
MDR for conformity assessment has/have been made or will be made/submitied by us to a notified body
no later than 26 May 2024 for the device(s) listed in the attached schedule or itsftheir 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

] 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 VI
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

period will end on 26 May 2024,
» Quality Management System (QMS)

Choose one applicable statement:

O AQMS 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 place.

R A nofified body has issued the attached certificate for the MDR-compliant QMS.

> Device{s) as listed in the attached schedule

¢ The device(s) continue to comply with the AIMDD or MDD.

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

e 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
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Location & Date:

177 County Road B East
St. Paul, MN 55117

Date: O = Febo - 2oy

Signature, Print Name, Title:

Christom,

DVP, Quality

Contact Details
(Email address, at a minimum)

christopher.gallivan@abbott.com
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Schedule of Devices
The above Manufacturer's Declaration is valid for the following devices:
Model Product Trade Directive Original expiry Notified Body Notified Body End date of Substitute
Numboer/ Name Certificate date as indicated | name and number | name and number | extended Device(s)
Catalogue number{s) to on the Directive that issued the where the MDR validity/transition | (if applicable)
number which this Certificate(s) prior | Directive application was period
confirmation is to the extension of | Certificate jodgedicontract
made the validity (if applicable) signed
{if applicable} (if applicable) _ {if applicable)
ESP100-19 Epic™ and Epic™ CE 578287 (FQA) 2024-05-26 BS! Group, The BSI Group, The 2027-12-31 Epic™ Plus and
ESP100-21 Supra Stented Netherlands B.V., Netherlands B.V., Epic™ Plus
ESP100-23 Porcine CE 617865 (DE) 2024-05-26 2797 2797 Supra Stented
ESP100-25 Bioprosthetic Valve Porcine Tissue
ESP100-27 Valve
ESP100-29
E100-21A,
E100-23A,
E£100-25A,
E100-27A
E100-29A
E100-25M,
E100-27M,
E100-29M,
E100-31M,
E100-33M
B1000 Bioprosthetic Heart | CE 578287 (FQA) 2024-05-26 BSI Group, The BSI Group, The 2027-12-31 Epic™ Plus and
Valve Accessories: Netherlands B.V., Netherlands B.V., Ep|cTM Plus
2797 2797
89440 Ver. C, Template Page 6 of 13
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w88 5T. JUDE MEDICAL

Manufacturer’s Declaration of Certificate Validity

UT2000
CE 578287 (FQA) 2024-05-26 BSI Group, The BS! Group, The 2027-12-31 Not Applicable
Netherlands B.V., Netherlands B.V.,
CE 578292 (DE) 2024-05-26 2797 2797
2027-12-31
89440 Ver. C, Template Page 7 of 13
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19AJ-501
21AJ-501
23AJ-501
25AJ-501
27AJ-501
29AJ-501
31AJ-501
18MJ-501
21MJ-501
23MJ-501
25MJ-501
27MJ-501
29MJ-501
31MJ-501
33MJ-501
35MJ-501
37MJ-501

SJM™ Masters
Series Mechanical
Heart Valves (MHV)

Polyester Cuff

CE 578287 (FOA)
CE 578290 (DE)

2024-05-26

2024-02-17

BSI Group, The
Netherlands B.V.,
2797

BSI Group, The
Netherlands B.V.,
2797

2027-12-31

Not Applicable

19AECJ-502
21AECJ-502
23AECJ-502
26AECJ-502
27AECJ-502
20AECJ-502
31AECJ-502
19MECJ-502
21MECJ-502
23MECJ-502
256MECJ-502
27MECJ-502
29MECJ-502
JMMECJ-502
33MECJ-502

SIM™ Masters
Series Mechanical
Heart Valves (MHV)

Expanded Polyester
Cuff

CE 578287 (FQA)
CE 578290 (DE)

2024-05-26
2024-02-17

BSI Group, The
Netherlands B.V.,
2797

B3I Group, The
Netherlands B.V.,
2797

2027-12-31

Not Applicable

88440 Ver. C, Template
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Eg8 ST. JUDE MEDICAL

Manufacturer’s Declaration of Certificate Validity

CE 578287 (FQA) 2024-05-26 BSI Group, The BSt Group, The 2027-12-31 Not Applicable
Metherlands B.V., Netharands B.V.,
CE 578290 (DE) 2024-02-17 2797 2797
SJM™ Masters CE 578287 (FQA) 2024-05-26 BSI Group, The £85I Group, The 2027-12-31 Not Applicable
Series Mechanical Netherlands B.V., Netherands B.V.,
Heart Valves (MHV} CE 578290 (DE) 2024-02-17 2797 2797
Polyester
Hemodynamic Plus
(HP) Cuff
SJM™ Masters CE 578287 (FQA) 2027-12-31
Series Mechanical

Heart Valves (MHV)  CE 578290 (DE)
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mgn ST. JUDE MEDICAL

Manufacturer’s Declaration of Certificate Validity

CE 578287 (FQA) 2024-05-26 BSI Group, The BS!1 Group, The 2027-12-31 Not Applicable
Netherlands B.V., Netherlands B.V.,
2797 2797
2024-05-26 2027-12-31 Not Applicable
2024-02-17
89440 Ver, C Tempiate Page 10 of 13
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23AGFN-756 Valve with
25AGFN-756 FlexCuff™
27AGFN-756
29AGFN-756
™ 26 BSI Group, The BSI Group, The 2027-12-31 Not Applicable
907 hRﬂee%f\ra‘Lical Heart CE 576287 (FOA) 2024-05- Nelherlanr:'ls BV, Netherlands BV, el
AG-RHR Valve Accessories: 2797 2797
» Regent™
Mechanical
Heart Valve
Sizer Set
(modei 907)
s Regent™
Mechanical
Heart Valve
Replacement
Holder/Rotators
(model AG-
RHR)

X ™ i 4.05-26 BSI Group, The BSI Group, The 2027-12-31 Not Applicable
gizg-gg ?nmaggtl;:nmng CE 678267 (FQA) 2024-05 Netherlan%s BV, Netherlands B.V., PP
SARP-28 (SARP) and CE 578288 (DE) | 2024-05-14 2797 2797
SARP-30 Accessories
SARP-32
SARP-34
SARP-36
SARP-38
SARP-40
SAR-501
HH-05
EX-05

89440 Var. C, Template
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RSAR-24 SJM™ Rigid Saddle | CE 578287 (FQA) | 2024-05-26 2027-12-31 Not Applicable

RSAR-26 Ring (RSAR) and

RSAR-28 Accessories CE 578289 (DE) 2024-03-30

RSAR-30

RSAR-32

RSAR-34

RSAR-507A

HH-05, EX-05

TARP-25 SJM Tailor™ CE 578287 (FQA) | 2024-05-26 BSI Group, The B5I Group, The 2027-12-31 Not Applicable

TARP-27 Annuloplasty Ring Netherlands B.V., Netherlands B.V.,

TARP-29 (TARP) and SJM CE 578289 (DE) 2024-03-30 2797 2797

TARP-31 Tailor™

TARP-33 Annuloplasty Band

TARP-35 {TAB) and

TAB-25 Accessories

TAB-27

TAB-29

TAB-31

TAB-33

TAB-35

TAR-505

HH-05

EX-05

TAR-510R SJM Tailor™ CE 578287 (FQA)  |2024-05-26 BS| Group, The BSI Group, The 2027-12-31 SJM Tailor™
Annuloplasty Ring Netherlands B.V., Netherlands B.V., Annuloplasty
(TARP) and SJM 2797 2797 Ring (TARP)
Tailor™ and SJM
Annuloplasty Band Tailor™
(TAB) Accessory Annuloplasty

Band {TAB}
Accessory
89440 Ver C, Template Page 12 of 13
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==E ST. JUDE MEDICAL

Manufacturer’s Declaration of Certificate Validity

DCV History
Revision Summary of Change
A First revision of Surgical Devices DCV
B Added models 81000, UT2000, and TAR-510R to the DCV and updated the template to version C
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ST. JUDE MEDICAL

Declaratia Producatorului privind valabilitatea certificatului

Declaratia Producatorului:

Tn legatura 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/saut

« 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) oA q tasatd
@ 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.
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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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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 in 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 n 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
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@ 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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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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Pagina 5 din 13

Acest document confidential este proprietatea Abbott si nu va fi reprodus, distribuit, divulgat sau utilizat fdra consimtamantul expres in scris al Abbott.


mailto:christopher
mailto:gallivan@abbott.com

Lista de dispozitive

ST. JUDE MEDICAL

74

0000139227 Rev . B Engleza

Declaratia producatorului privind valabilitatea certificatului

Declaratia de mai sus a Producatorului este valabila pentru urmatoarele dispozitive:

Numar model/

Denumire

Numar Certificat in

Data expirarii

Numele si numarul

Numele si numarul

Data incheierii

Dispozitive de

Numar comerciala produs - ! initiala asa cum Organismului Organismului perioadei de inlocuire
catalog cf. cu Directiva este mentionata in | Notificat care a Notificat unde a valabilitate (dacé este cazul)

pentru care se face | certificatul in cf. eliberat fost depusa prelungita/de

aceastd confirmare | ¢, pjrectiva, Certificatul in cf. | cererea RDM/a tranzitie

(daca este cazul) anterior prelungirii | cu Directiva fost semnat

valabilitatii (daca (daca este cazul) contractul
este cazul) (daca este cazul)

ESP100-19 Valva bioprotetica CE 578287 (FQA) | 2024-05-26 BSI Group, The BSI Group, The 31.12.2027 Valva tesut
ESP100-21 porcina cu stent Netherlands B.V., Netherlands B.V., porcin cu stent
ESP100-23 Epic™ si Epic™ CE 617865 (DE) 2024-05-26 2797 2797 Epic™ Plus si
ESP100-25 Supra Epic™ Plus
ESP100-27 Supra
ESP100-29
E100-21A,
E100-23A,
E100-25A,
E100-27A
E100-29A
E100-25M,
E100-27M,
E100-29M,
E100-31M,
E100-33M
B1000 Accesorii valva CE 578287 (FQA) 26.05.2024 BSI Group, The BSI Group, The 31.12.2027 Accesorii valva

cardiaca
bioprostetica

Netherlands B.V.,
2797

Netherlands B.V.,
2797

tesut porcin cu
stent Epic™
Plus si Epic™
Plus Supra
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UT2000 e Set calibrator ® Maner
(model B1000) suport set
e Maner suport (aortic si
flexibil (model mitral)
UT2000)
19CAVGJ-514 | Grefon cu valva CE 578287 (FQA) 26.05.2024 BSI Group, The BSI Group, The 31.12.2027 Neaplicabil
00 21CAVGJ- aorticd SJM™ Netherlands B.V., Netherlands B.V.,
514 00 Masters Series cu | CE 578292 (DE) 26.05.2024 2797 2797
tehnologie grefon
(CAVGJ)
23CAVGJ-514 | Hemashield™
0025CAVGJ-
514 00
27CAVGJ-514
00
29CAVGJ-
51400
31CAVGJ-514
00 33CAVGJ-
514 00
19VAVGJ-515 | Grefon cu valva SJM | CE 578287 (FQA) 26.05.2024 BSI Group, The BSI Group, The 31.12.2027 Neaplicabil
21VAVGJ-515 Masters Series HP™ Netherlands B.V., Netherlands B.V.,
23VAVGJ-515 | cu tehnologie CE 578291 (DE) 26.05.2024 2797 2797

25VAVGJ-515
27VAVGJ-515
29VAVGJ-515

Gelweave Valsalva™
(VAVG))
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19AJ-501
21AJ-501
23AJ-501
25AJ-501
27AJ-501
29AJ-501
31AJ-501
19MJ-501
21MJ-501
23MJ-501
25MJ-501
27MJ-501
29MJ-501
31MJ-501
33MJ-501
35MJ-501
37MJ-501

Valve cardiace
mecanice (MHV)
SJM™ Masters
Series

Manson de poliester

CE 578287 (FQA)

CE 578290 (DE)

26.05.2024

17.02.2024

BSI Group, The

2797

Netherlands B.V.,

BSI Group, The

Nether1ands B.V.,

2797

31.12.2027

Neaplicabil

19AECJ-502
21AECJ-502
23AECJ-502
25AECJ-502
27AECJ-502
29AECJ-502
31AECJ-502
19MECJ-502
21MECJ-502
23MECJ-502
25MECJ-502
27MECJ-502
29MECJ-502
31MECJ-502
33MECJ-502

Valve cardiace
mecanice (MHV)
SJM™ Masters
Series

Manson de poliester
expandat

CE 578287 (FQA)

CE 578290 (DE)

26.05.2024

17.02.2024

BSI Group, The

2797

Netherlands B.V.,

BSI Group, The
Netherlands B.V.,
2797

31.12.2027

Neaplicabil

89440 Ver.

C, Model

Acest document confidential este proprietatea Abbott si nu va fi reprodus, distribuit, divulgat sau utilizat far& consimtamantul expres in scris al Abbott.

Pagina 8 din 13




ST. JUDE MEDICAL

Declaratia producatorului privind valabilitatea

certificatului

77

0000139227 Rev. B Engleza

19ATJ-503 Valve cardiace CE 578287 (FQA) 26.05.2024 BSI Group, The BSI Group, The 31.12.2027 Neaplicabil
21ATJ-503 mecanice (MHV) Netherlands B.V., Netherlands B.V.,
23ATJ-503 SJM™ Masters CE 578290 (DE) 17.02.2024 2797 2797
25ATJ-503 Series

27ATJ-503

29ATJ-503 Manson PTFE

31ATJ-503

19MTJ-503

21MTJ-503

23MTJ-503

25MTJ-503

27MTJ-503

29MTJ-503

31MTJ-503

33MTJ-503

15AHPJ-505 Valve cardiace CE 578287 (FQA) 26.05.2024 BSI Group, The BSI Group, The 31.12.2027 Neaplicabil
17AHPJ-505 mecanice Netherlands B.V., Netherlands B.V.,
19AHPJ-505 | (MHV)SJM™ CE 578290 (DE) 17.02.2024 2797 2797
21AHPJ-505 Masters Series

23AHPJ-505

25AHPJ-505 Manson de

27AHPJ-505 poliester

15MHPJ-505 Hemodynamic Plus

17MHPJ-505 (HP)

19MHPJ-505

21MHPJ-505

23MHPJ-505

25MHPJ-505

27MHPJ-505

17AEHPJ-505 | Valve cardiace CE 578287 (FQA) 26.05.2024 BSI Group, The BSI Group, The 31.12.2027 Neaplicabil
19AEHPJ-505 mecanice (MHV) Netherlands B.V., Netherlands B.V.,
21AEHPJ-505 | SIM™ Masters CE 578290 (DE) 17.02.2024 2797 2797

23AEHPJ-505

Series
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25AEHPJ-505
27AEHPJ-505

Manson de poliester
expandat
Hemodynamic Plus
(HP)

905-17 Valva cardiaca CE 578287 (FQA) 26.05.2024 BSI Group, The BSI Group, The 31.12.2027 Neaplicabil
905-19 mecanica si Netherlands B.V., Netherlands B.V.,
905-21 accesorii grefoane 2797 2797

905 -23 cu valva : Accesorii

905-25 ambalate individual

905-27 si vandute separat.

905-29 e Set calibrator

905-31 Model 905 si

905-33 accesorii

905-HH o gupott/digpozitiv

905-15 de rotire de

905-35 inlocuire

905-37 ® Dispozitivde

905-MHH testare valva

905-RHH Model LT100

A-RHR

AHP-RHR

M-RHR

LT100

17AGN-751 Valva cardiaca CE 578287 (FQA) 26.05.2024 BSI Group, The BSI Group, The 31.12.2027 Neaplicabil
19AGN-751 mecanicaSJM Netherlands B.V., Netherlands B.V.,
21AGN-751 Regent™ CE 578290 (DE) 17.02.2024 2797 2797
23AGN-751

25AGN-751

27AGN-751

29AGN-751

17AGFN-756 Valva cardiaca

19AGFN-756 mecanica SIM

21AGFN-756 Regent™ cu

89440 Ver. C, Model
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23AGFN-756 | FlexCuff™
25AGFN-756
27AGFN-756
29AGFN-756
907 Accesorii valva CE 578287 (FQA) | 26.05.2024 BSI Group, The BSI Group, The 31.12.2027 Neaplicabil
cardiaca Netherlands B.v., Netherlands B.v.,
AG-RHR mecanica 2797 2797
Regent™:
e Set
calibrator
valva
cardiaca
mecanica
Regent™
(model907)
e  Suport/
dispozitive de
rotire Tnlocuire
valva cardiaca
mecanica
Regent™
(model AG-
RHR)
SARP-24 Inel anuloplastie CE 578287 (FQA) 26.05.2024 BSI Group, The BSI Group, The 31.12.2027 Neaplicabil
SARP-26 Seguin (SARP) si Netherlands B.V., Netherlands B .v.,
SARP-28 accesorii SJIM™ CE 578288 (DE) 14.05.2024 2797 2797
SARP-30
SARP-32
SARP-34
SARP-36
SARP-38
SARP-40
SAR-501
HH-05
EX-05
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RSAR-24
RSAR-26
RSAR-28
RSAR-30
RSAR-32
RSAR-34
RSAR-507A
HH-05, EX-05

Inel tip sa rigid
(RSAR) si accesorii
SIM™

CE 578287 (FQA)

CE 578289 (DE)

26.05.2024

30.03.2024

31.12.2027

Neaplicabil

TARP-25
TARP-27
TARP-29
TARP-31
TARP-33
TARP-35
TAB-25
TAB-27
TAB-29
TAB-31
TAB-33
TAB-35
TAR-505
HH-05
EX-05

Inel anuloplastie
(TARP) SIUM
Tailor™ si banda
anuloplastie (TAB)
si accesorii SIM
Tailor™

CE 578287 (FQA)

CE 578289 (DE)

26.05.2024

30.03.2024

BSI Group, The
Netherlands B.V.,
2797

BSI Group, The
Netherlands B.V.,
2797

31.12.2027

Neaplicabil

TAR-510R

Inel anuloplastie
SJMTailor™
(TARP) si
Accesoriu banda
anuloplastie (TAB)
SIM

Tailor™

CE 578287 (FQA)

26.05.2024

BSI Group, The
Netherlands B.V.,
2797

BSI Group, The
Netherlands B.V.,

2797

31.12.2027

Inel anuloplastie
SJMTailor™
(TARP) si
Accesoriu
banda
anuloplastie

TAB) SUIM
ailor™
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(model TAR-505)

Istoric DCV
Revizie Sumar modificari
A Prima revizie a Surgical Devices DCV
B Modele adaugate B1000, UT2000, si TAR-510R la DCV si actualizare model la versiunea C
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