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Key Features & Design
EPIC™ PLUS STENTED TISSUE VALVES
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Epic™ Plus Stented Tissue Valves

Silicone-filled aortic cuff allows for supra-annular implantation

FlexFit™ polymer stent
• Withstands up to approximately 8 atm pressure during balloon

valvuloplasty procesures1

• Eases implant
• Accommodates MIS procedures

Unique pericardial shield provides a tissue-to-tissue interface to 
help prevent the risk of abrasion

Flexible mitral cuff mitigates paravalvular leak and easily fits 
patient anatomy

Low stent post height mitigates risk of coronary obstruction 
in the aortic position and LVOT obstruction in the mitral 
position

Source: 1. Allen KB, Chhatriwalla A, Cohen DJ, et al.  Bioprosthetic valve fracture to facilitate transcatheter valve-in-valve implantation. Ann Thorac Surg. 2017;104:1501-1508.
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ENHANCEMENTS
Epic™ Plus Stented Tissue Valves

• Improved radiopacity increases visibility
under fluoroscopy and facilitates valve-in-
valve*

• Improved mitral valve delivery and
implant with intuitive screw-in mitral
holder and true one-cut holder
release

Lower holder 
profile

Smaller rigid 
handle tip

Maintain 
resistance 
to suture 
looping

Easy 
access to 
cut slot

*The safety and effectiveness of valve-in-valve procedures in an Epic™ Plus or an Epic™ Plus Supra valve have not been established.
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Epic™ Plus Changes – Radiopaque Wire Wraps

Configuration Epic™ Plus Supra

Wire 
Wraps

Wire Expansion Zone Note: Fluoro image from sheep study

• Four stainless steel wraps around annulus
o Bundle more readily apparent under x-ray or fluoro
o C-shaped configuration to maintain low valve expansion pressure

• Wire wrapping around stent post tips
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Epic™ Plus Mitral Delivery System

Mitral holder handle is a 
screw-in handle with a much 
smaller rigid segment to help 

access complex anatomies Quick button release

Low overall holder profile 
after button housing 

removal

Ratcheting feature 
maintained to prevent 

suture looping
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Epic™ Plus Mitral Holder

Epic™ PlusEpic™

Removal of button housing and 
shoulders results in reduction 

in bulk, which aids in 
visualization and knot tying

Centralized connection to 
button housing allows for low 

overall platform and can be 
grasped with surgical 

instruments

Drastic reduction in holder leg 
bulk and no overhand on cuff to 

improve access to knot tying 
and needle placement

Easy access, true one-
cut holder release 
eases use for MIS
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Resists Calcification with Linx™ AC Technology

• Linx™AC Technology* is a patented, proprietary valve treatment that in
animal studies has demonstrated calcification resistance in four ways:

1. Extracts lipids
2. Stabilizes leaflet collagen
3. Minimizes uptake of cholesterol
4. Reduces free aldehydes

Sources: 1. Frater RWM, Seifter E., Liao K,j Wasserman F. Advances in Anticalcific and Antidegenerative Treatment of Heart Valve Bioprostheses. Edited by Gabbay S. and Wheatley D. First Edition,  Silent partner, Inc.
1997;8:105-113. 2. Kelly SJ, Ogle MF,Carlyle WC, Mirsch MW, Biocompatibility and Calcification of Bioprosthetic Heart Valves. Soiewty of Biomaterials, Sixth WorldbiomaterialsCongress Trasaction,  2000;1353 3. Vyavahare,
N, Hirsch, D Lerner, E, Baskin JZ, Schoen FJ, Bianco R, Kruth HS, Zand R, Levy RJ. Prevention of Bioprosthetic Heart Valve Calcification by Ethanol Preincubation. Circulation  1997;95:479-488 4. Vyavahare, N, Hirsch D, Lerner, E 
Baskin J, Zand R, Schoen F, Levy R. Prevention of calcification of glutaraldehyde-crosslinked porcine aortic cusps by ethanol preincubation. J Biomed  Mater Res, 1998;40:577-585.

*There is no clinical data currently available that evaluates the long-term impact of anticalcification tissue treatment in humans.
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VALVE ȚESUT CU STENT EPIC™ PLUS 

Caracteristici esențiale și design
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Valve țesut cu stent Epic™ Plus 

Stent polimer FlexFit™ 

• Rezistă la o presiune de aproximativ 8 atm în timpul
procedurilor de valvuloplastie cu balon

• Facilitează implantul
• Facilitează procedurile MIS

Înălțimea redusă a postului stent reduce riscul de obstrucție 
coronoariană în poziția aortică și obstrucție LVOT în poziția 
mitrală

Teaca pericardică unică asigură o interfață țesut-țesut pentru a 
preveni riscul abraziunii

Manșonul mitral flexibil reduce scurgerea paravalvulară și se 
adaptează cu ușurință anatomiei pacientului

Manșonul aortic umplut cu silicon permite implantarea supra-anulară

9



Informațiile conținute în prezentul sunt destinate EXCLUSIV DISTRIBUȚIEI în afara S.U.A.. Verificați întotdeauna statutul de reglementare al dispozitivului în regiunea dvs..
©2021 Abbott. Toate drepturile rezervate. MAT-2114091 v1.0 Articol aprobat exclusiv pentru uzul Global OUS .

Sursă: 1. Allen KB, Chhatriwalla A, Cohen DJ, et al. Bioprosthetic valve fracture to facilitate transcatheter valve-in-valve implantation. Ann Thorac Surg. 2017;104:1501-1508.
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Profil suport 
mai redus

Vârf mâner 
rigid mai mic

Valve țesut cu stent Epic™ Plus
ÎMBUNĂTĂȚIRI

• Radioopacitatea îmbunătățită mărește
vizibilitatea sub fluoroscopie și facilitează
valva-în- valvă*

• Introducere îmbunătățită a valvei
mitrale și implantului cu suport
mitral înșurubat intuitiv și eliberare
efectivă a suportuli one-cut

Acces
facil la
fantă
tăiere

Menținerea
rezistenței  la
răsucirea
suturii
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* Siguranța și eficacitatea procedurilor valvă-în-valvă în valva Epic™ Plus sau Epic™ Plus Supra nu au fost stabilite.
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Înfășurări sârmă

Informațiile conținute în prezentul sunt destinate EXCLUSIV DISTRIBUȚIEI în afara S.U.A.. Verificați întotdeauna statutul de reglementare al dispozitivului în regiunea dvs..
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Modificări Epic™ Plus – Înfășurări de sârmă radioopace

• Patru înfășurări de sârmă din oțel inoxidabil în jurul inelului
o Mănunchi care apare mai clar sub raze X sau fluoro
o Configurație în formă de C pentru a menține o presiune redusă la expansiunea valvei

• Înfășurare sârmă în jurul vârfurilor posturilor stentului

Configurație Epic™ Plus Supra

Zonă expansiune sârmă Notă: Imagine fluoro dintr-un studiu pe oi
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Caracteristică cu clichet menținută pentru a împiedica răsucirea suturii

Profil suport de ansamblu redus după eliminarea carcasei butonului

Eliberare buton rapidă

Mânerul suportului mitral este un mâner înșurubat cu un segment rigid mult mai mic pentru a facilita accesul la anatomiii complexe

Informațiile conținute în prezentul sunt destinate EXCLUSIV DISTRIBUȚIEI în afara S.U.A.. Verificați întotdeauna statutul de reglementare al dispozitivului în regiunea dvs..
©2021 Abbott. Toate drepturile rezervate. MAT-2114091 v1.0 Articol aprobat exclusiv pentru uzul Global OUS .

Sistem de introducere mitral Epic™ Plus 
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Conexiunea centralizată la carcasa butonului permite platforma de ansamblu redusă și poate fi prinsă cu instrumente chirurgicaleScoaterea carcasei butonului și umerilor rezultă în reducerea volumului, ceea ce ajută la vizualizare și legarea nodurilor

Informațiile conținute în prezentul sunt destinate EXCLUSIV DISTRIBUȚIEI în afara S.U.A.. Verificați întotdeauna statutul de reglementare al dispozitivului în regiunea dvs..
©2021 Abbott. Toate drepturile rezervate. MAT-2114091 v1.0 Articol aprobat exclusiv pentru uzul Global OUS .

Easy access, true one- cut holder release eases use for MIS

Suport mitral Epic™ Plus 

Epic™ Epic™ Plus

Eliberarea suportului cu 
acces facil, one-cut 
efectiv, facilitează 
utilizarea MIS

Reducere drastică a volumului
piciorului suportului și nicio

mișcare de jos în sus pe manșon,
pentru a îmbunătăți accesul la
legarea nodurilor și plasarea

acelor
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Rezistă la calcificare cu tehnologia Linx™ AC 

• Tehnologia Linx™ AC T* este un tratament brevetat, proprietar cu valve,
care a demonstrat în cadrul studiilor pe animale rezistența la calcificare în
patru moduri:

1. Extrage lipide
2. Stabilizează colagenul cuspidei
3. Minimizează absorbția colesterolului
4. Reduce aldehidele libere

* Niciun fel de date clinice disponibile în prezent nu au evaluat impactul pe termen lung al tratării anticalcificare a țesutului la oameni.
Surse: 1. Frater RWM, Seifter E., Liao K,j Wasserman F. Advances in Anticalcific and Antidegenerative Treatment of Heart Valve Bioprostheses. Edited by Gabbay S. and Wheatley D. First Edition, Silent partner, Inc. 
1997;8:105-113. 2. Kelly SJ, Ogle MF,Carlyle WC, Mirsch MW, Biocompatibility and Calcification of Bioprosthetic Heart Valves. Soiewty of Biomaterials, Sixth WorldbiomaterialsCongress Trasaction, 2000;1353 3. Vyavahare, 
N, Hirsch, D Lerner, E, Baskin JZ, Schoen FJ, Bianco R, Kruth HS, Zand R, Levy RJ. Prevention of Bioprosthetic Heart Valve Calcification by Ethanol Preincubation. Circulation 1997;95:479-488 4. Vyavahare, N, Hirsch D, Lerner, 
E Baskin J, Zand R, Schoen F, Levy R. Prevention of calcification of glutaraldehyde-crosslinked porcine aortic cusps by ethanol preincubation. J Biomed Mater Res, 1998;40:577-585.
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Valve cardiace biologice

biologica cu stent - EpicTM

cu Tehnologie LinxTM AC
Valve aortice biologice cu stent 

Caracteristicile produsului
Identic în design cu valva biologica cu stent BiocorTM care rezultate de durabilitate dovedite de peste
20 de ani3,4

Include Tehnologia Linx AC

Trei cuspide porcine separate sunt potrivite pentru a optimiza coaptarea cuspelor reduce stersul cuspelor

din -la-
reduce riscul abraziunii
Stentul FlexFitTM reduce stersul cuspelor inelul circular pentru a ajuta
nodului de sutura pivotii stentului 

clearence-ul optim al orificiului coronarian

biologica cu stent (1 unitate pe cutie)

(mm)
Diametru inel

(mm)

Diametru intern
(mm) (mm)

E100-21A 21 21 19 9 14
E100-23A 23 23 21 9 15
E100-25A 25 25 23 10 16
E100-27A 27 27 25 11 17
E100-29A 29 29 27 12 19

Diametru intern

Protruzie 

Diametru inel c

anti- .
Produsul la care se face referirea este aprobat pentru Marcajul CE.

Pagina TH4
GMCSD175EN (Iunie 2010)

©2010 St. Jude Medical. Toate drepturile rezervate
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Traducere din limba engleza 
 

 

00164267 Rev.A (Engleza) 
 

Declaratie de conformitate  
 

Declaratie de conformitate UE  MDR 
 

Valve tisulare stentate EpicTM Plus,  Set de calibratori de valve cardiace EpicTM Plus , 

 Mânere de prindere (aortice/mitrale) EpicTM Plus  
 

Producator Abbott Medical 

Nr. SRN  producator US-MF-000018613 

Adresa producatorului Abbott Medical 
177 County Road B East 
St.Paul, MN 66117 /  SUA 
 

St. Jude Medical Brasil Ltda 
Rua Professor Jose Vieira de Mendonca,  1301 
Bairro Engenho Nogueira 
Belo Horizonte Minas Gerais,  BR 31.310-260 

Reprezentanta autorizata, 
Denumire, adresa si nr. unic de 
inregistrare (SRN)  

Abbott Medical 
The Corporate Village 
Da Vincilaan,  11,  CP F1 
1935 Zaventem  /  Belgia 

Denumirea comerciala a 
produsului 

Valve tisulare stentate EpicTM Plus 
Valva tisulara stentata EpicTM Plus Supra 

Set de calibrtori de valve cardiaca EpicTM Plus 
Mâner de prindere [aortic] EpicTM Plus 
Mâner de prindere [mitral ]  EpicTM Plus 

Nr. model Denumirea dispozitivului Model Nr.  

 Valve  

Valve tisulare stentate EpicTM Plus 
 

E200-21A 

E200-23A 

E200-25A 

E200-27A 

E200-29A 

Valva tisulara stentata EpicTM Plus Supra 
 

E200-25M 

E200-27M 

E200-29M 

E200-31M 

E200-33M 

Set de calibratori de valva cardiaca EpicTM Plus 
 

ESP200-19 

ESP200-21 

ESP200-23 

ESP200-25 

ESP200-27 

ESP200-29 

Accesorii  

Set de calibratori de valve cardiaca EpicTM Plus E2000 

Mâner de prindere EpicTM Plus [aortic] E2000-HA 

Mâner de prindere EpicTM Plus [mitral ]   E2000-HM 

Acest document confidential este proprietatea Abbott Medical si nu trebuie reprodus, distribuit, divulgat sau folosit 
fara acordul expres, scris, al Abbott Medical 
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00164267 Rev.A (Engleza) 
 

Declaratie de conformitate  
 

Declaratie de conformitate UE  MDR 
 

Valve tisulare stentate EpicTM Plus,  Set de calibratori de valve cardiaca EpicTM Plus , 

 Mânere de prindere (aortice/mitrale) EpicTM Plus  
 

Destinatia   Valve: 
Valvele EpicTM Plus și EpicTM Plus Supra sunt destinate să înlocuiască valvele 
cardiace aortice sau mitrale native sau valvele protetice mitrale sau aortice 
implantate anterior. 
 
Set de calibratori:  
Seturile de calibratori E2000 sunt destinate pentru a ajuta in selectarea 
dimensiunii corecte a Valvei  tisulare EpicTM Plus. 
 
Manere de prindere (aortic/mitral) 
Manerul  de prindere este destinat pentru a facilita manevrarea valvei in 
timpul procedurii de implat a valvei cardiace tisulare 

Clasificarea riscurilor si 
reguli 

Valva 
Clasa III , regula 8 per MDR,  anexa VIII 
 
Set de calibratori / Manere de prindere 
Clasa III , regula 8 per MDR,  anexa VIII 

Codul EMDN Valve cardiace tisulare Epic Plus – aortice si valve cardiac tisulare Epic Plus 
Supra 
P070301010101 Valve biologice aortice stentate pentru implant chirurgical – 
tesutul valvei de origine animala ;  
 
Valve cardiace tisulare Epic Plus – mitrale  
P070301010102  Valve biologice mitrale  stentate pentru implant chirurgical 
– tesutul valvei de origine animala ; 
 

Set de calibratori  Epic Plus 
P07038991 – Calibratori de implant de valve cardiace 
 

Manere de prindere Epic Plus (aortica si mitrala) 
P07038099 – Accesorii de valve cardiace - altele 

Codul GMDN 60242 (modele de valva aortica) 

60244 (modele de valva mitrala) 
 

 

 

 

 

 

 

 

Acest document confidential este proprietatea Abbott Medical si nu trebuie reprodus, distribuit, divulgat sau folosit 
fara acordul expres, scris, al Abbott Medical 
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Declaratie de conformitate  
 

 

Declaratie de conformitate UE  MDR 
 

Valve tisulare stentate EpicTM Plus,  Set de calibratori de valve cardiaca EpicTM Plus , 

 Mânere de prindere (aortice/mitrale) EpicTM Plus  

 

UDI-DI de baza Dispozitiv Epic Plus UDI-DI de baza Descrierea UDI-DI de baza 

Valve tisulare stentate EpicTM 
Plus - aortice 

5415067SHV1001PD  
Produse pentru valve 
cardiace chirurgicale 

Valve cardiace tisulare 
(din tesut) 

Valve tisulare stentate 
EpicTM Plus - mitrale 

5415067SHV1001PD 

Valve tisulare  stentate 
stentate EpicTM Plus Supra 

5415067SHV1001PD 

Set de calibratori de supapa 
cardiaca EpicTM Plus 

5415067SHV9000R3  
Produse pentru valve 
cardiace chirurgicale 

Calibratori  Epic Plus si 
accesorii 

Maner de prindere EpicTM 
Plus (aortic) 

5415067SHV9006RF 

Maner de prindere EpicTM 
Plus (mitral) 
 

5415067SHV9006RF 
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00164267 Rev.A (Engleza) 
 

Declaratie de conformitate  
 

 

 

Declaratie de conformitate UE  MDR 
 

Valve tisulare stentate EpicTM Plus,  Set de calibratori de valve cardiaca EpicTM Plus , 

 Mânere de prindere (aortice/mitrale) EpicTM Plus  

 

Aceasta declaratie de conformitate a fost eliberata pe raspunderea exclusivă a producatorului.  

 

Eu, subsemnatul, pentru si in numele Abbott Medical, declar prin prezenta ca dispozitivul/-vele medical/-e 

specificat/-e  de mai sus,  respecta Cerintele generale de siguranta si performanta, in vigoare, enumerate 

in Anexa I si toate prevederile relevante din regulamentul UE 2017/ 745.   

 

Directiva 2006/42/CE privind mașinile și Directiva  89/686/CEE (si Regulamentul (UE) inlocuitor 2016/425) 

privind echipamentul individual de protecție, nu se aplică. 

 

Specificații comune utilizate - Nu există specificații comune aplicabile 

 

Organism notificat: 

BSI Group The Netherlands B.V. 

NB$:  2797 

Say Building 

John M. Keynesplein  9 

1066 EP  Amsterdam 

Tarile de Jos 

 

Procedeul de evaluare a conformitatii:  

Evaluarea conformitatii pentru valvele Epic Plus si accesorii se bazeaza pe un sistem de management al 

calitatii si evaluarea documentatiei tehnice conform anexei IX.  

 

Certificat (-e)  justificativ(e) 

- Certificat pentru sistemul de management al calitatii UE :  MDR 750915 

- Certificat de evaluare a documentatiei tehnice, numar:  MDR 773424 
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fara acordul expres, scris, al Abbott Medical 

  

 
 

90923010_SH EU MDR DOC TEMPLATE  Rev. A                                                                           pag. 4  din 6 

 

42
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Declaratie de conformitate  
 

 

 

Declaratie de conformitate UE  MDR 
 

Valve tisulare stentate EpicTM Plus,  Set de calibratori de valve cardiaca EpicTM Plus , 

 Mânere de prindere (aortice/mitrale) EpicTM Plus  

 

 

Această secțiune de semnături este aplicabilă tuturor declarațiilor de conformitate, inclusiv 

altor legislații ale Uniunii Europene, dacă este cazul: 

 

Pregatit de:  semnatura indescifrabila    Data: 23 ianuarie 2024 

Josh Clarin,  Director Asoc. Afaceri de Reglementare 

 

 

Semnatura autorizata:  semnatura indescifrabila   Data: 24  ianuarie 2024 

Christopher Gallivan, DVP,  Nucleul structura de calitate, PRRC de calitate (persoana 

responsabila pentru conformitatea reglementărilor) 

 

 

 

Eliberat in :   St. Paul, Minnesota, SUA   data eliberarii:  24 ianuarie 2023 
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Declaratie de conformitate  
 

 

 

Declaratie de conformitate UE  MDR 
 

Valve tisulare stentate EpicTM Plus,  Set de calibratori de valve cardiaca EpicTM Plus , 

 Mânere de prindere (aortice/mitrale) EpicTM Plus  

 

 

Lista cu produsele din Declaratia de conformitate 

 

Model Nr. Denumirea comerciala a produsului UDI-DI de baza 
 

 

Valve tisulare stentate EpicTM Plus aortice  
 
 
 

5415067SHV1001PD 

Valve tisulare stentate EpicTM Plus 
Mitrale  
 
 
 

Valve tisulare stentate EpicTM Plus Supra  
 
 
 
 
 

Set de calibratori de valve cardiaca EpicTM Plus 5415067SHV9000R3 

Maner de prindere EpicTM Plus (aortic) 5415067SHV9006RF 

Maner de prindere EpicTM Plus (mitral) 

 

 

 

 

 

Acest document confidential este proprietatea Abbott Medical si nu trebuie reprodus, distribuit, divulgat sau folosit 
fara acordul expres, scris, al Abbott Medical 

  

 
 

90923010_SH EU MDR DOC TEMPLATE  Rev. A                                                                           pag. 6  din 6 

 

 

 

 

 

44



 

 

 

45



 

EU Technical Documentation Assessment Certificate
Regulation (EU) 2017/745, Annex IX Chapter II

MDR 773424 R000

First Issue Date: 2023-12-22 Starting Validity Date: 2023-12-22

Current Issue Date: 2023-12-22 Expiry Date: 2028-12-21

Page 1 of 4

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

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

EU Technical Documentation Assessment Certificate
Regulation (EU) 2017/745, Annex IX Chapter II

MDR 773424 R000
 
Manufacturer: Abbott Medical

Address:
177 County Road B East
St. Paul
Minnesota
55117
USA
 Single Registration Number: US-MF-000018613
 
EU Authorised Representative: Abbott Medical
 Address:
The Corporate Village
Da Vincilaan 11 Box F1
1935
Zaventem
Belgium

Scope: See attached Device Schedule
On the basis of our assessment of the technical documentation in accordance with Regulation (EU) 2017/745, Annex
IX Chapter II and Regulation (EU) 722/2012, the technical documentation meets the requirements of the Regulation.
For the placing on the market of these devices an additional Annex IX Chapter I and III certificate is required.

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

Graeme Tunbridge, Senior Vice President Medical Devices

First Issue Date: 2023-12-22 Starting Validity Date: 2023-12-22

Current Issue Date: 2023-12-22 Expiry Date: 2028-12-21

Page 1 of 4

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

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Technical Documentation Assessment Certificate
Regulation (EU) 2017/745, Annex IX Chapter II

MDR 773424 R000

First Issue Date: 2023-12-22 Starting Validity Date: 2023-12-22

Current Issue Date: 2023-12-22 Expiry Date: 2028-12-21

Page 2 of 4

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

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

Device Schedule:

Risk Classification: Class III Implantable

Type (per EU 2017/2185): MDN 1101

Basic UDI-DI: 5415067SHV1001PD

Device Name Valve Size
(mm)

Epic Plus
Aortic Epic Plus Supra Epic Plus Mitral Intended Purpose

(as per the IFU)
Epic™ Plus
Stented Tissue
Valves

19 N/A ESP200-19 N/A The Epic™ Plus Valve
and Epic™ Plus Supra
Valve are intended to
replace native mitral or
aortic heart valves or
previously implanted
mitral or aortic
prosthetic valves.

21 E200-21A ESP200-21 N/A
23 E200-23A ESP200-23 N/A
25 E200-25A ESP200-25 E200-25M
27 E200-27A ESP200-27 E200-27M
29 E200-29A ESP200-29 E200-29M
31 N/A N/A E200-31M
33 N/A N/A E200-33M

Additional Information: The Epic™ Plus Stented Tissue Valves are part of the Epic Plus™ Tissue Heart Valve System.
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EU Technical Documentation Assessment Certificate
Regulation (EU) 2017/745, Annex IX Chapter II

MDR 773424 R000

First Issue Date: 2023-12-22 Starting Validity Date: 2023-12-22

Current Issue Date: 2023-12-22 Expiry Date: 2028-12-21

Page 3 of 4

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

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

 
Risk Classification: Class III

Type (per EU 2017/2185): MDN 1208

Basic UDI-DI: See table below.

Device Name Model Basic UDI-DI Intended Purpose
(as per the IFU)

Epic™ Plus Heart
Valve Sizer Set

E2000 5415067SHV9000R3 The E2000 sizer sets are intended to aid
in the selection of the appropriate Epic™
Plus Tissue Valve size.

Epic™ Plus Holder
Handle (Aortic)

E2000-HA 5415067SHV9006RF The Holder Handle is intended to facilitate
valve handling during the tissue heart
valve implant procedure.Epic™ Plus Holder

Handle (Mitral)
E2000-HM

Additional Information: The Epic Plus™ Sizers and Accessories are part of the Epic Plus™ Tissue Heart Valve System.
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EU Technical Documentation Assessment Certificate
Regulation (EU) 2017/745, Annex IX Chapter II

MDR 773424 R000

First Issue Date: 2023-12-22 Starting Validity Date: 2023-12-22

Current Issue Date: 2023-12-22 Expiry Date: 2028-12-21

Page 4 of 4

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

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

Certificate History
(References to applicable Common Specifications, Harmonized Standards complied with, and the relevant test and audit reports that support
any of the below certificate changes may be requested from Certificate.Verification@bsigroup.com)

Date Reference Number Action
Current 3702357 Issued
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Traducere din limba engleza  

bsi. 
Certificat UE de evaluare a documentatiei tehnice 
Regulamentul (UE) 2017/745 Anexa IX, Capit.II  
 

MDR 773424  R000 
 

Producator 
 

Adresa 
 
 
 
 

Abbott Medical  
 

177 County Road B East 
St.Paul 
Minnesota 
55117 
SUA  
 

Cod unic de inregistrare US-MF-000018613 
 

Reprezentanta autorizata UE 
 

Abbott Medical 
 

Adresa: 
 

The Corporate Village 
Da Vincilaan 11 Box F1 
1935 
Zaventem 
Belgia  

 
Destinatia:   vezi Tabelul dispozitivelor, anexat 
Pe baza evaluarii noastre a documentatiei tehnice în conformitate cu Regulamentul UE 2017/745, 
Anexa IX, Capitolul II, si a Regulamentului (UE) 722/2012, documentatia tehnica îndeplinește 
cerințele Regulamentului.  Pentru punerea pe piață a acestor dispozitive este necesar un 
certificate suplimentar Anexa IX capit.I si III.  
 

Pentru si in numele BSI,  organism notificat pentru Regulamentul de mai sus (Organism notificat 
nr: 2797) 
 

Semnatura indescifrabila 
Graeme Tunbridge,  Vicepresedinte Senior –Dispozitive Medicale  
 

Data primei eliberarii:   22.12.2023   Valabilitatea incepe  la 22.12.2023 
Data actuala a eliberarii: 22.12.2023   Data expirarii: 21.12.2028  
 

Pag. 1 din 4 
 

Valabilitatea acestui certificat este condiționată de menținerea sistemului de calitate al Producătorului la cerințele regulamentului, 
așa cum este demonstrat prin activitățile de supraveghere necesare ale organismului notificat. 
Acest certificat a fost eliberat electronic și este legat de condițiile contractului. 
 
NB Contact:  BSI Group The Netherlands B.V. Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands.  Tel +31 (0) 
20 346 07 80  
Corporate contact: BSI Group Assurance Limited, inregistrat in Anglia sub nr. 05435540 in  389 Chiswick High Road, London, W4  
4AL,  Marea Britanie 
Membru al grupului de companii BSI.  
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bsi. 
 

Certificat UE de evaluare a documentatiei tehnice 
Regulamentul (UE) 2017/745 Anexa IX, Capit.II  
 

MDR 773424  R000 
 
 

Tabelul dispozitivelor: 
Clasificarea riscului:   clasa III, implantabil 
Tip (per UE2017/20185):  MDN 1101 
UDI-DI de baza:  5415067SHV1001PD 
    

Denumirea 
dispozitivului 

Dimensiunea 
valvei   (mm) 

Epic Plus 
Aortic 

Epic Plus 
Supra 

Epic Plus 
Mitral 

Destinatia utilizarii 
(conform IFU) 

Valve de tesut 
stentate EpicTM 
Plus 

19 Nu este 
cazul 

ESP200-19 Nu este 
cazul 

Valva EpicTM Plus și valva 
EpicTM Plus Supra sunt 
destinate să înlocuiască 
valvele cardiace mitrale sau 
aortice native sau valvele 
protetice mitrale sau aortice 
implantate anterior. 
 

21 E200-21A ESP200-21 Nu este 
cazul 

23 E200-23A ESP200-23 Nu este 
cazul 

25 E200-25A ESP200-25 E200-25M 

27 E200-27A ESP200-27 E200-27M 

29 E200-29A ESP200-29 E200-29M 

31 Nu este 
cazul 

Nu este 
cazul 

E200-31M 

33 Nu este 
cazul 

Nu este 
cazul 

E200-33M 

 
Informatii suplimentare:  valvele de țesut stentate EpicTM Plus fac parte din sistemul de valve cardiacel 
tisulare  (de țesut)   Epic Plus

TM 
 
 

Data primei eliberarii:      22.12.2023   Valabilitatea incepe  la 22.12.2023 

Data actuala a eliberarii: 22.12.2023   Data expirarii:                21.12.2028  
 
 

Pag. 2 din 4 
 
 

Valabilitatea acestui certificat este condiționată de menținerea sistemului de calitate al Producătorului la cerințele regulamentului, 
așa cum este demonstrat prin activitățile de supraveghere necesare ale organismului notificat. 
Acest certificat a fost eliberat electronic și este legat de condițiile contractului. 
 
NB Contact:  BSI Group The Netherlands B.V. Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands.  Tel +31 (0) 
20 346 07 80  
Corporate contact: BSI Group Assurance Limited, inregistrat in Anglia sub nr. 05435540 in  389 Chiswick High Road, London, W4  
4AL,  Marea Britanie 
Membru al grupului de companii BSI.  
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bsi. 
 

Certificat UE de evaluare a documentatiei tehnice 
Regulamentul (UE) 2017/745 Anexa IX, Capit.II  
 

MDR 773424  R000 
 
 

Clasificarea riscului:   clasa III, implantabil 

Tip (per UE2017/20185):  MDN 1208 

UDI-DI de baza:  vezi tabelul de mai jos 

    

Denumirea dispozitivului Model UDI-DI de baza Destinatia utilizarii  
(conform IFU) 

Set de calibratori ai valvei 
cardiace EpicTM Plus 

E2000 5415067SHV900043 Setul de calibratori E2000 este 
destinat pentru a ajuta in 
selectarea marimii corecte a valvei 
tisulare(de tesut) EpicTM Plus 

Maner de prindere EpicTM Plus 
(aortic) 

E2000-HA 5415067SHV9006RF 
 
 
5415067SHV9006RF 

Manerul de prindere este destinat 
pentru a facilita manevrarea valvei 
in timpul procedurii de implantare 
a valvei cardiace de tesut (tisulare) Maner de prindere EpicTM Plus 

(mitral) 
E2000-HM 

 
Informatii suplimentare:  Calibratorii EpicPlusTM  si accesoriile sunt parte a Sistemului de valve cardiace de 
tesut(tisulare) EpicPlusTM   
 
 
 

Data primei eliberarii:      22.12.2023   Valabilitatea incepe  la 22.12.2023 

Data actuala a eliberarii: 22.12.2023   Data expirarii:                21.12.2028  

 
 
 

Pag. 3 din 4 
 
 

Valabilitatea acestui certificat este condiționată de menținerea sistemului de calitate al Producătorului la cerințele regulamentului, 
așa cum este demonstrat prin activitățile de supraveghere necesare ale organismului notificat. 
Acest certificat a fost eliberat electronic și este legat de condițiile contractului. 
 
NB Contact:  BSI Group The Netherlands B.V. Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands.  Tel +31 (0) 
20 346 07 80  
Corporate contact: BSI Group Assurance Limited, inregistrat in Anglia sub nr. 05435540 in  389 Chiswick High Road, London, W4  
4AL,  Marea Britanie 
Membru al grupului de companii BSI.  
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bsi. 
 

Certificat UE de evaluare a documentatiei tehnice 
Regulamentul (UE) 2017/745 Anexa IX, Capit.II  
 

MDR 773424  R000 
 
 

 

ISTORICUL CERTIFICATULUI  

 (referiri la specificațiile comune aplicabile, standardele armonizate respectate și rapoartele relevante de 
testare și audit care susțin oricare dintre modificările de mai jos pot fi solicitate pe 
Certificate.Verification@bsigroup.com 
 

Data Nr.referinta Actiunea 

Prezent 3702357 Eliberare  

 

    

 
 

Data primei eliberarii:      22.12.2023   Valabilitatea incepe  la 22.12.2023 

Data actuala a eliberarii: 22.12.2023   Data expirarii:                21.12.2028  

 
 
 
 

Pag. 4 din 4 
 
 

Valabilitatea acestui certificat este condiționată de menținerea sistemului de calitate al Producătorului la cerințele regulamentului, 
așa cum este demonstrat prin activitățile de supraveghere necesare ale organismului notificat. 
Acest certificat a fost eliberat electronic și este legat de condițiile contractului. 
 
NB Contact:  BSI Group The Netherlands B.V. Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands.  Tel +31 (0) 
20 346 07 80  
Corporate contact: BSI Group Assurance Limited, inregistrat in Anglia sub nr. 05435540 in  389 Chiswick High Road, London, W4  
4AL,  Marea Britanie 

Membru al grupului de companii BSI.  
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EU Quality Management System Certificate
Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 750915 R000

First Issue Date: 2022-04-21 Starting Validity Date: 2023-12-22

Current Issue Date: 2023-12-22 Expiry Date: 2027-04-20

Page 1 of 6

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

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

EU Quality Management System Certificate
Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 750915 R000
 
Manufacturer: Abbott Medical

Address:
177 County Road B East
St. Paul
Minnesota
55117
USA
 Single Registration Number: US-MF-000018613

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

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

Graeme Tunbridge, Senior Vice President Medical Devices

First Issue Date: 2022-04-21 Starting Validity Date: 2023-12-22

Current Issue Date: 2023-12-22 Expiry Date: 2027-04-20

Page 1 of 6

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

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Quality Management System Certificate
Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 750915 R000

First Issue Date: 2022-04-21 Starting Validity Date: 2023-12-22

Current Issue Date: 2023-12-22 Expiry Date: 2027-04-20

Page 2 of 6

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

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

EU Authorised Representative:  Abbott Medical
Address:
The Corporate Village
Da Vincilaan 11 Box F1
1935 Zaventem
Belgium

EU Authorised Representative: Abbott Vascular International BVBA
Address:
Park Lane, Culliganlaan 2B
1831 Diegem
Belgium

EU Quality Management System Certificate
Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 750915 R000

First Issue Date: 2022-04-21 Starting Validity Date: 2023-12-22

Current Issue Date: 2023-12-22 Expiry Date: 2027-04-20

Page 2 of 6

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

NB Contact: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands. Tel: + 31 (0) 20 346 07 80
Corporate Contact: BSI Group Assurance Limited, registered in England under number 05435540 at 389 Chiswick High Road, London, W4 4AL, UK.
A Member of the BSI Group of Companies.
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EU Quality Management System Certificate
Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 750915 R000

First Issue Date: 2022-04-21 Starting Validity Date: 2023-12-22

Current Issue Date: 2023-12-22 Expiry Date: 2027-04-20

Page 3 of 6

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

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

Device Schedule: Class III and Class IIb devices

Class III, Implantable Intended purpose
Amplatzer™ Talisman™ PFO Occlusion System See MDR 751010
Navitor™ Transcatheter Aortic Valve See MDR 751017
Amplatzer™ Amulet™ Left Atrial Appendage Occluder See MDR 751008
Portico™ Transcatheter Aortic Valve See MDR 751019
MitraClip G4 System See MDR 751009
Amplatzer™ Duct Occluder See MDR 777151
Amplatzer™ Duct Occluder II
Amplatzer™ Piccolo™ Occluder

See MDR 777152

Masters Series HP™ Valved Graft with Gelweave Valsalva™ technology (VAVGJ) See MDR 772712
Masters Series™ Aortic Valved Graft with Hemashield™ Graft Technology (CAVGJ) See MDR 772713
Tendyne Transcatheter Mitral Valve System See MDR 772768
TriClip™ G4 System See MDR 777146
Master Series™ Mechanical Heart Valves See MDR 775965
Amplatzer™ Multifenestrated Septal Occluder – “Cribriform”
Amplatzer™ Septal Occluder

See MDR 777149

Epic™ Max Stented Tissue Valves See MDR 781775
Epic™ Plus Stented Tissue Valves See MDR 773424
Class III Intended purpose
FlexNav™ Delivery System See MDR 751005
Amplatzer™ Amulet™ Delivery Sheath
Amplatzer™ Steerable Delivery Sheath
Amplatzer™ Trevisio™ Intravascular Delivery System
Amplatzer™ TorqVue™ Delivery System
Amplatzer™ TorqVue™ Exchange System
Amplatzer™ TorqVue™ 2 Delivery Sheath
AmplatzerTM TorqVueTM LP Catheter and Delivery System

See MDR 750953

Amplatzer™ Sizing Balloon II See MDR 777443
Epic™ Max Heart Valve Sizer Set and Holder Handle See MDR 781775
Epic™ Plus Heart Valve Sizer Set and Holder Handles See MDR 773424
Class IIb, Implantable Intended purpose
Amplatzer™ Vascular Plug, Amplatzer™ Vascular Plug II, Amplatzer™ Vascular Plug 4 See MDR 767903
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EU Quality Management System Certificate
Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 750915 R000

First Issue Date: 2022-04-21 Starting Validity Date: 2023-12-22

Current Issue Date: 2023-12-22 Expiry Date: 2027-04-20

Page 4 of 6

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

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

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

Device(s) Risk Classification
Transcatheter Aortic Heart Valve Loading System Class Is
Tendyne Loading System Class Is
Tendyne Stand Components Class Is
For Class Is devices, the Notified Body conformity assessment is limited to the aspects relating to establishing, securing and maintaining
sterile conditions.
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EU Quality Management System Certificate
Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 750915 R000

First Issue Date: 2022-04-21 Starting Validity Date: 2023-12-22

Current Issue Date: 2023-12-22 Expiry Date: 2027-04-20

Page 5 of 6

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

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

Certificate History
(References to applicable Common Specifications, Harmonized Standards complied with, and the relevant test and audit reports that support
any of the below certificate changes may be requested from Certificate.Verification@bsigroup.com)

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

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

2022-09-29 3677048 Amended – Addition of subcontractor.
2022-11-11 3795938 Supplemented – Addition of Portico™ Transcatheter Aortic Valve.

Amended – Administrative update to previous entries Reference
Number 3682747 and Reference Number 3677048.

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

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

2023-03-20 3873040 Supplemented – Addition of Amplatzer™ TorqVue™ 2 Delivery Sheath.
2023-05-17 3894086 Supplemented – Addition of Amplatzer™ Amulet™ Delivery Sheath,

Amplatzer™ Duct Occluder, Amplatzer™ Duct Occluder II, and
Amplatzer™ Piccolo™ Occluder.

2023-06-14 3869869 Supplemented – Addition of Masters HP™ Valved Graft with Gelweave
Valsalva™ technology (VAVGJ) and Masters Series™ Aortic Valved
Graft with Hemashield™ Technology (CAVGJ).
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EU Quality Management System Certificate
Regulation (EU) 2017/745, Annex IX Chapter I and III

MDR 750915 R000

First Issue Date: 2022-04-21 Starting Validity Date: 2023-12-22

Current Issue Date: 2023-12-22 Expiry Date: 2027-04-20

Page 6 of 6

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

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

Date Reference Number Action
2023-08-25 30002038 Amended – Minor update to clarify the device name from

“Transcatheter Heart Valve Loading System” to “Transcatheter Aortic
Heart Valve Loading System”.
Supplemented – Addition of TriClip™ G4 System, Tendyne
Transcatheter Mitral Valve System, Master Series™ Mechanical Heart
Valves, Tendyne Loading System and Tendyne Stand Components.

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

2023-12-07 30057065 Amended – Minor formatting update to consolidate devices with same
MDR TDA certificate number into the same column of the device
schedule.
Supplemented – Addition of Amplatzer™ Septal Occluder and
Amplatzer™ TorqVue™ LP Catheter and Delivery System.

Current 30072385 Supplemented – Addition of Epic™ Max Stented Tissue Valves, Epic™
Plus Stented Tissue Valves, Epic™ Max Heart Valve Sizer Set and
Holder Handle, and Epic™ Plus Heart Valve Sizer Set and Holder
Handles.
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Traducere din limba engleza  

bsi. 
Certificat UE pentru sistemul de management al calitatii 
Regulamentul (UE) 2017/745 Anexa IX, Capit.I si III 
 
 

MDR 750915   R000 
 
 

Producator 
 

Adresa 
 
 
 
 

Abbott Medical  
 

177 County Road B East 
St.Paul 
Minnesota 
55117 
SUA  
 

Cod unic de inregistrare US-MF-000018613 
 
 
Destinatia:   vezi Tabelul dispozitivelor, anexat 
Pe baza examinarii noastre a sistemului de calitate în conformitate cu Regulamentul UE 2017/745, 
Anexa IX, Capitolul I, si III, sistemul de calitate îndeplinește cerințele Regulamentului.  Pentru 
punerea pe piață a dispozitivelor din Clasa III,  si a dispozitivelor implantabile din Clasa IIb care nu 
sunt considerate tehnologii bine stabilite, asa cum se specifica in Art. 52(4) este necesar un 
certificat suplimentar Anexa IX capit.II.  
 
 
 

Pentru si in numele BSI,  organism notificat pentru Regulamentul de mai sus (Organism notificat 
nr: 2797) 
 
 

Semnatura indescifrabila 
Graeme Tunbridge,  Vicepresedinte Senior –Dispozitive Medicale  
 

 
Data primei eliberarii:   21.04.2022   Valabilitatea incepe  la 22.12.2023 
 
Data actuala a eliberarii: 22.12.2023   Data expirarii: 20.04.2027  
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Valabilitatea acestui certificat este condiționată de menținerea sistemului de calitate al Producătorului la cerințele 
regulamentului, așa cum este demonstrat prin activitățile de supraveghere necesare ale organismului notificat. 
Acest certificat a fost eliberat electronic și este legat de condițiile contractului. 
 
NB Contact:  BSI Group The Netherlands B.V. Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands.  
Tel +31 (0) 20 346 07 80  
Corporate contact: BSI Group Assurance Limited, inregistrat in Anglia sub nr. 05435540 in  389 Chiswick High Road, 
London, W4  4AL,  Marea Britanie 
Membru al grupului de companii BSI.  
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Reprezentant autorizat UE 
 
Adresa 
 
 
 
 

Abbott Medical  
 
The Corporate Village 
Da Vincilaan 11  BOX F1 
1935 Zaventem 
Belgia 
 

Reprezentant autorizat UE Abbott Vascular International BVBA 
 
Adresa 

 
Park Lane,  Culliganlaan  2B 
1831 Diegem 
Belgia  

 

 
 
 
 
Data primei eliberarii:   21.04.2022   Valabilitatea incepe  la 22.12.2023 
 
Data actuala a eliberarii: 22.12.2023   Data expirarii: 20.04.2027  
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Valabilitatea acestui certificat este condiționată de menținerea sistemului de calitate al Producătorului la cerințele 
regulamentului, așa cum este demonstrat prin activitățile de supraveghere necesare ale organismului notificat. 
Acest certificat a fost eliberat electronic și este legat de condițiile contractului. 
 
NB Contact:  BSI Group The Netherlands B.V. Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands.  
Tel +31 (0) 20 346 07 80  
Corporate contact: BSI Group Assurance Limited, inregistrat in Anglia sub nr. 05435540 in  389 Chiswick High Road, 
London, W4  4AL,  Marea Britanie 
Membru al grupului de companii BSI.  
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MDR 750915  R000 
 

Tabelul dispozitivelor:   dispozitive clasa III si clasa IIb 
 

Clasa III, implantabile Scopul vizat 

Sistem de ocluzie AmplatzerTM TalismanTM  PFO Vezi MDR 751010 

Valva aortica transcateter Navitor TM Vezi MDR 751017 

Ocluzator a apendicelui atrial stâng AmplatzerTM  AmuletTM Vezi MDR 751008 

Valva aortica transcateter Portico TM Vezi MDR 751019 

Sistem MitraClip G4 Vezi MDR 751009 

Ocluzor de duct AmplatzerTM Vezi MDR 777151 

Ocluzor de Duct II AmplatzerTM  
Ocluzor Amplatzer TM  PiccoloTM 

Vezi MDR 777152 

Grefă cu valvă Masters Series HPTM cu tehnologie Gelweave ValsalvaTM  
(VAVGJ)  

Vezi MDR 772712 

Grefă cu valvă aortica Masters Series HPTM cu tehnologie de grefa 
Hemashield TM  (CAVGJ) 

Vezi MDR 772713 

Sistem transcateter de valve mitrala Tendyne Vezi MDR 772768 

Sistem G4 TriClipTM   Vezi MDR 777146 

Valve cardiace mecanice Master SeriesTM Vezi MDR 775965 

Ocluzor septal multifenestrat AmplatzerTM  - Cribriform“ 
Ocluzor Septal AmplatzerTM 

Vezi MDR 777149 

Valve stentate tisulare (din tesut) EpicTM Max Vezi MDR 781775 

Valve stentate tisulare (din tesut) EpicTM Plus Vezi MDR 773424 

Clasa III Scopul vizat 

Sistem de livrare FlexNavTM Vezi MDR 751005 

Manta pt.livrare AmplatzerTM AmuletTM 

Manta pt.livrare  orientabila  AmplatzerTM  
Sistem de livrare intravascular  AmplatzerTM   TrevisioTM 

Sistem de livrare AmplatzerTM  TorqVueTM 
Sistem de schimb AmplatzerTM   TorqVueTM 

Manta de livrare 2  AmplatzerTM  TorqVueTM 

Cateter LP AmplatzerTM  TorqVueTM si Sistem de livrare 

Vezi MDR 750953 
 

Valon de dimensionare II AmplatzerTM Vezi MDR 777443 

Set de calibratori de valve cardiaca  EpicTM Max  si maner de prindere Vezi MDR 781775 

Set de calibratori de valve cardiaca  EpicTM Plus  si manere de prindere Vezi MDR 773424 

Clasa IIb, implantabil Scopul vizat 

Dop vascular AmplatzerTM, Dop vascular II AmplatzerTM, Dop vascular 4 
AmplatzerTM 

Vezi MDR 767903 

 
Data primei eliberarii:   21.04.2022   Valabilitatea incepe  la 22.12.2023 
Data actuala a eliberarii: 22.12.2023   Data expirarii: 20.04.2027  
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Tabelul dispozitivelor:   dispozitive clasa IIb, personalizate si altele 
 

Dispozitive Clasificarea riscului 

Sistem transcateter de încărcare a valvei cardiace aortice Clasa Is 

Sistem de incarcare Tndyne 
 

Clasa Is 

Componentele suportului Tendyne Clasa Is 

Pentru dispozitivele clasa Is, evaluarea conformității de catreOrganismul notificat se limitează la aspectele 
legate de stabilirea, asigurarea și menținerea condițiilor sterile. 
 
 
 
 
 

Data primei eliberarii:   21.04.2022   Valabilitatea incepe  la 22.12.2023 

Data actuala a eliberarii: 22.12.2023   Data expirarii: 20.04.2027  
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Valabilitatea acestui certificat este condiționată de menținerea sistemului de calitate al Producătorului la cerințele regulamentului, 
așa cum este demonstrat prin activitățile de supraveghere necesare ale organismului notificat. 
Acest certificat a fost eliberat electronic și este legat de condițiile contractului. 
 
NB Contact:  BSI Group The Netherlands B.V. Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands.  Tel +31 (0) 
20 346 07 80  
Corporate contact: BSI Group Assurance Limited, inregistrat in Anglia sub nr. 05435540 in  389 Chiswick High Road, London, W4  
4AL,  Marea Britanie 
Membru al grupului de companii BSI.  
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MDR 750915  R000 
 

Istoricul certificatelor  
(referiri la specificațiile comune aplicabile, standardele armonizate respectate și rapoartele relevante de 
testare și audit care susțin oricare dintre modificările de mai jos pot fi solicitate pe 
Certificate.Verification@bsigroup.com 
 

Data Nr.referinta Actiunea 

21.04.2022 3447260 Eliberare 

16.08.2022 3682747 Modificat – adaugare de subcontractanti.  Adaugarea de servicii pentru 
subcontractant.  Servicii  microbiologie. Indepartearea serviciilor pentru 
subcontractant:  etichetare si ambalare.  
Suplimentat – adaugarea valvei transcateter aortica NavitorTM, sistemului 
de licrare FlexNavTM, ocluzor apendice atrial stang AmplatzerTM  AmuletTM  
si sistem transcateter de încărcare a valvei cardiace aortice 

29.09.2022 3677048 Modificat – adaugare de subcontractant 

11.11.2022 3795938 Suplimentat – adaugare de valva transcateter aortica PorticoTM. 
Modificat – update administrativ la numar de referinta anterior 3682747 si  
numar de referinta 3677048 

29.11.2022 3766365 Suplimentat – adaugare Sistem MitraClip G4, manta de livrare orientabila 
AmplatzerTM  si dop vascular AmplatzerTM,  dop vascular II AmplatzerTM, dop 
vascular 4 AmplatzerTM 
Modificat -  adaugare de subcontractant 

21.02.2023 3854349 Suplimentat – adaugare de Sistem de livrare AmplatzerTM TorqVueTM, 
Sistem de schimb AmplatzerTM TorqVueTM, Sistem de livrare intravascular 
AmplatzerTM TrevisioTM 

20.03.2023 3873040 Suplimentat – adaugare de manta de livrare AmplatzerTM TorqVueTM 2 

17.05.2023 3894086 Suplimentat – adaugare de manta de livrare AmplatzerTM AmuletTM, Oclusor 
de duct AmplatzerTM, Ocluzor de duct II AmplatzerTM, si Ocluzor AmplatzerTM 

PiccoloTM 

14.06.2023 3869869 Suplimentat – adaugare de grefă cu valve Masters HPTM cu tehnologie 
Gelweave ValsalvaTM (VAVGJ)  și grefă cu valvă aortică Masters SeriesTM cu 
tehnologie Hemashield TM (CAVGJ) 

 

Data primei eliberarii:   21.04.2022   Valabilitatea incepe  la 22.12.2023 

Data actuala a eliberarii: 22.12.2023   Data expirarii: 20.04.2027  
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Valabilitatea acestui certificat este condiționată de menținerea sistemului de calitate al Producătorului la cerințele regulamentului, 
așa cum este demonstrat prin activitățile de supraveghere necesare ale organismului notificat. 
Acest certificat a fost eliberat electronic și este legat de condițiile contractului. 
 

NB Contact:  BSI Group The Netherlands B.V. Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands.  Tel +31 (0) 
20 346 07 80  
Corporate contact: BSI Group Assurance Limited, inregistrat in Anglia sub nr. 05435540 in  389 Chiswick High Road, London, W4  
4AL,  Marea Britanie 
Membru al grupului de companii BSI.  
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Regulamentul (UE) 2017/745 Anexa IX, Capitolele I și III  
 

MDR 750915  R000 
 

Istoricul certificatelor  
(referiri la specificațiile comune aplicabile, standardele armonizate respectate și rapoartele relevante de 
testare și audit care susțin oricare dintre modificările de mai jos pot fi solicitate pe 
Certificate.Verification@bsigroup.com 
 

Data Nr.referinta Actiunea 

25.08.2023 30002038 Modificat- actualizare minora pentru a clarifica denumirea dispozitivului  
din “Sistem transcateter de incarcare a valvei cardiace” in  “Sistem 
transcateter de incarcare a valvei cardiace aortice” 
Suplimentat – Adaugarea de Sistem  TripClipTM  G4,  Sistem de valva mitrala 
Transcateter Tendyne,  Valve cardiace mecanice Master SeriesTM, Sistem de 
incarcare Tendyne si Componente de suport Tendyne 

15.11.2023 30007555 Suplimentat – adaugare de  Ocluzor Septic Multifenestrat AmplatzerTM, 
Balon II de dimensionare “Cribriform” si Amplatzerv la tabelul cu dispozitve 
Modificat – corectie administrative a denumirilor dispozitivelor din tabelul 
cu dispozitive pentru  grefă cu valve Masters HPTM cu tehnologie Gelweave 
ValsalvaTM (VAVGJ)  și grefă cu valvă aortică Masters SeriesTM cu tehnologie 
Hemashield TM (CAVGJ) 

07.12.2023 30057065 Modificat - actualizare minoră de formatare pentru a consolida 
dispozitivele cu același număr de certificat MDR TDA în aceeași coloană a 
tabelului cu dispozitive.  
Suplimentat – Adaugarea de Ocluzor Septal Amplatzerv si  Cateter LP 
AmplatzerTM  TorqVueTM  si Sistem de livrare 

Prezent 30072385 Suplimentat – adaugare de  Valve tisulare stentate EpicTM Max, valve 
tisulare stentate EpicTM Plus,  set de calibratori  pentru valve cardiaca 
EpicTM Max  si Maner de prindere si  Set de calibratori de valve cardiaca 
EpicTM Plus si manere de prindere.  

 

Data primei eliberarii:   21.04.2022   Valabilitatea incepe  la 22.12.2023 

Data actuala a eliberarii: 22.12.2023   Data expirarii: 20.04.2027  
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Valabilitatea acestui certificat este condiționată de menținerea sistemului de calitate al Producătorului la cerințele regulamentului, 
așa cum este demonstrat prin activitățile de supraveghere necesare ale organismului notificat. 
Acest certificat a fost eliberat electronic și este legat de condițiile contractului. 
 

NB Contact:  BSI Group The Netherlands B.V. Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, Netherlands.  Tel +31 (0) 
20 346 07 80  
Corporate contact: BSI Group Assurance Limited, inregistrat in Anglia sub nr. 05435540 in  389 Chiswick High Road, London, W4  
4AL,  Marea Britanie 
Membru al grupului de companii BSI.  
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