Sl. Sl
-By Royal Q.,m_.nm_. m< Royal nzm;mﬂ

EC Certificate - Full Quality >mmcqm:nm m<mﬁm3 EC Certificate. - Full Quality Assurance m<m83

_u__lmnn_<m mw\am\mmn o: Zma_nm_ Devices, Annex IT excluding Section 4

Supplementary Information to CE 578287

X Tssued To; 3 3 i st. uEu_m me.ﬂ_
e 5287 177 County Road B East
Issued To: St. Jude-Medical St Paul - :
: 177 County Road B East ’ i i Minnesota
: St Paul g : ' 55117
Minnesota : " o = USA
55117 '
USA
Number - Device Name Intended Purpose per IFU
In respect of: i Class ITT o
Design and manufacture of Mechanical and Tissue Heart Valves, Transcatheter Heart Valves, Masters Series Mechanical Heart Valve — Mechanical Heart' | See CE'578290
Valved Grafis, Annuloplasty Rings and Related Accessories. Valves
Masters Series Mechanical Heart Valve with Expanded
: vo__\mhm.. Sewing Cuff — Mechanical Heart Valves
Masters Series Mechanical Heart Valve with PTFE mms.._:m
Cuff — Mechanical Heart Valves
Masters Series Mechanical Heart Valve with Expanded FTFE
Sewing Cuff — Mechanical Heart Valves 5
Masters Series Mechanical Heart Valve with Hemodynamic
on the basis of our examination of the quality assurance system under the requirements of Coundl Directive Plus (HP) Sewing Cuff — Mechanica! Heart Valves
93/42/EEC, Annex II exduding section 4. The quality assurance system meels the q.mnE:w:m:M of the directive. For - Masters Series Mechanical Heart Valve with Expanded:
the placing on the market anmmm ITI products an Annex 11 4 certificat ired.
PRng P SR Section oS fea Hernodynamic Plus (HP) Sewing Cuff — Mechanical Heart
Valves
For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797): Regent Heart Valve — Mechanical Heart Valves
: = . 'Regent Heart Valve with FlexCuff — Mechanical
Q Heart Valves
Gary E Slack,:Senior; Vice President Medical Dévices S
T\ T TR T e =
First Issued: 2012-01-30  Date: 2019-12-11 Fxpiry Date: 2024-05-26 oo FisUssed: 2012:00-30 . Dae: 201912211 Bxpiry Doter e =
.making excellence a habit” § : making excellence a habit”
Page 1 of 4 = Page 2 of 4
Valigity of thes certificatz fs conditional oo the quality system being mairtanes: o the requiternents o the Diredive as demonstrated through the required /..\\,\ mw_r aﬁ«w,u Walickty: Rim _nmﬂm is conditional on the quality system being msitainer tn e mqurements of the Dirdhve 25 damonstrated thmugh the required.
sunvSilance acivites of the Notified Body. This approval excludes ali produces amﬁ:ma and/or menufactured by a third Um&gcﬁﬁqomn.moo_.«ﬁmi \ survellanc #iiies of the Notified Body. This approval exdudes alt produds designed and/or manufachured by a thind um:.<o: v&&mgqmﬂnﬁmi
ramed on this cartificats, unless specifically agresd with BSL . ] /, * o, " s n@..u_mﬂr unless spedifically agresd with B3I,
This certificate was issued electrorscally and is bourd by the monditicns of the ontract., L . A ..(..w.z..:...‘ nﬂﬁamémm_mﬂaam_meg_ﬂ_zﬂd_mga by the conditions of the cortract.

v ey, e ey
Informetion and no:ﬁﬂ“ BSI, Say Building, John M. Keynesplein 9, 1066 B Amsterdam, The Netherlands Tel: + 31 20 346 0780 ///..0.. i ] | A

BSI Group The Netherlands B.V. registered in The Netherlands under 33264284, =
Amember of BSI Group of Companies.

J L i Contact: BSI, Say Building, Johr M. Keynesplein 9, 1066 EP Amsterdamn, The Netherlands Tel: + 31 20 346 0780
e e * Netherlands BV, registered in The Netherlands under 33264284.

Amernber Q BSI Group of Companies.
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By Roval Charter

EC Certificate - Full Quality Assurance System EC Certificate - Full Quality Assurance System

Supplementary Information to CE 578287 Supplementary Information to CE 578287

Issued To: St. Jude Medical Issued To: . St. Jude Medical
177 County Road B East 177 County Road B East
St Paul St Paul
Minnesota Minnesota
55117 - 55117
USA USA
Number Device Name Intended Purpose per IFU Number Device Name Intended Purpose per IFU
Class ITT ) = ClassIla 8 =
13 Masters HP Valved Graft with Gelweave Vaisalva Technology See CE 578291 MDO106, Mechanical Heart Valve Leaflet Tester — Related Accessories | —
(VAVG)) - Valved Grafts ’ MDS7006 .
= Masters Valved Graft with Hemashield Graft Technology (CAVG)) | See CE 578292 MD0106 = Masters Series Mechanical Heart Valve Replacement -
— Valved Grafts : : Holder/Rotators — Related Accessories :
] Tailc f = = .y TR i = i o |+ Masters Series Hemodynamic Plus (HP) Mechanical Heart
ﬂ:ﬂ%h_mmﬁ_mﬂwwﬁm E:m and Tailor Annuioplasty Band [ See CE 578289 Valve Replacement Holder/Rotators — Related Accessories
=l - o 5 2 ; *  Regent Mechanical Heart Valve Replacement £
Rigid Saddle Ring Annuloplasty Ring = Annuloplasty Rings * . Holder/Rotators — Related Accessories ]
== Seguin Annuloplasty Ring — Annuloplasty Rings See CE 578288 2 W@a Saddle Ring Annuloplasty Sizer Set~ Related
ccessories
s Poitico Transcatheter Aortic Heart Valve System — Transcatheter | See CE 585003 + Tailor Annuloplasty Ring Sizer Set— Related Accessories
Heart Valves : - Tailor Ring Robotic Sizer Set — Related Accessories
— Trifecta and Trifecta GT — Tissue Heart Valves See CE 617862 Seguin Annuloplasty Ring Sizer Set — Related Accessories
; - - «  Mechanical Heart Valve Sizer — Related Accessories
- Biocor, Epic and Epic Supra — Tissue Heart Valves See CE 617865 +  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 i Firstissued: 2012-01-30 Date: 2019-12-11 Expiry Date: 2024-05-26

_.making excellence a habit”

~imaking excellence a habit”
Page 3 of 4

Page 4 of 4

Weliclity of this cerificate is eonditional on the quality system being maintained to the requirements of the Directive as demofstrated through the required
sunvedliance activities of the Notifies Body. This approval sdudss 2l produss desgred andfor marnufaared by a third party on behalf of the company It
ramest on this certificete, unless specifically agrees] with B, vamed on thigtesrbogtis, unless specifically agreed with BSL,
This certificate was issued slectronically ara is bourd By the conditions of the oortract > \ . ] .

Information and Cortact: BSI, Say Buiiding, John M. Keynesplein 9, 1066 EP Amsterdam, The Nethedands Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. regstered in The Netherlands under 33264284,
Amember of BSI Group of Companies.

ﬁﬂmﬁﬁﬁ& Gostiace: 851, Say Building, John M, Keynesplein 9, 1066 EP Amsterdam, The Nethedands Tel: + 31 20 346 0780

=2 e flatherdands BV, registered in The Netherfands under 33264284,
Ameriber of BSI Group of Companies.
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EC Certificate - Full Quality Assurance m<mﬁm3

Directive mwk@ EEC on Medical Devices, Annex IT excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

e B {;ﬁ

bsi.
m< Royal njm;m_.

EC Certificate - Full Quality Assurance m<m.ﬁm3

Directive 93/42/EEC on Medical _umsnnm , Annex I excluding Section 4

List of m_@::. icant Subcontractors

wmnooz_mma as being involved in services ..m_mazm to the _u_.oacnn covered by:

Certificate No: CE 578287 Certificate No: nm 578287
Date: 2019-12-11 Date: ! 2019-12-11 .
Issued To: St. Jude Medical Issued To: " St Jude Medical
177 County Road B East - 177 Oo.._:q Road B mwn
St Paul - StPaul - Cid
Minnesota Minnesota
55117 55117
USA USA
-Subcontractor: = : = ~Service(s) supplied SUBCORATACGET : ST Sarvica(s) supplicd
Abbott’ Medical Manufacture Agropecudria Bolson Ltda. . Animal Tissues [ Derivatives
5050 Nathan Lane North (Bolson) = ) ;
Plymouth Rua Vereador Weldomiro Franco de
Minnesota Souzz, $/N - Zona Suburbana
55442 Toledo
USA Parana
Brasil
Abbyland PorkPak Inc. Animal Tissues [ Derivatives ;
539 North Meridian Street Bierig Brethers Inc. Animal Tissues [/ Derivatives
Curtiss 3539 Reilly Gt.
Wisconsin Vineland
54422 New Jersey
USA 08360
USA
Agrodanieli Indistria e Comérdo Ltda Animal Tissues:/ Derivatives
Rodivia 463, KM 14,5 = BRF - Brasii Foods S.A. Animal Tissues | Derivatives
Disrito Industriai Rua Senador Atilio Fontana, 86,
Vila Langaro 9:83_m\mn
Rio Grande do Sul |
Erasi

..making excellence a-habit”

Page 1 of 14

Information and Cortadt: B, Say Building, John M. Keynesplein 9, 1066 BP Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netherlands B. V. registered in The Netherlands under 33264284,
A mamber of BSL Group of Companies.
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m_.&,QJ.EF mm mm<mc__n__8§:3§m:mpommmu>:ﬁmamajm§m\_m:&._.&+m»~o.ﬁm0umo
S5 i The Neterianc B V. registered in The Netherlards under 33264284,
“Frmember e ES Group of Companies,
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EC Certificate - Full Quality Assurance m<m,83

Directive mw\AN\mmn on Medical _um<_nmm~ Annex II excluding Section 4

m< Royal Q.m;m_.

EC Certificate - Full Quality Assurance m<m.ﬁm3

Directive ow\hw\_umn on Medical Um<_nmm ESmx u exduding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

List of Significant Subcontractors

Recognised as being involved in services relating to the product cavered by:

Certificate No: CE 578287 Certificate No: CE 578287
Date: 2019-12-11 Date: 2019-12-11
Issued To: St. Jude Medical Issued To: St. Jude Medical
177 County Road B East 177 County Road B East
St Paul St Paul
Minnesota Minnesota
55117 55117
USA USA
~Suboontractor;: Service(s) supplied -~ Subcontradtor: ~ Service(s) supplied
Frigoestrela S.A. Animal Tissues / Derivatives InterVasaular SAS - Manufacture
Estrada Vidnal Romdo Lopes Z1 Athélia 1
Martins, S/N - KM 0+700M, 13705 La Cotat Cedex
Jardim Marabd, Tupa/SP France

Brasil

Frigorifico Miclar Ltda

Estrada para Fazenda Mazurana S/,

Animal Tissues /| Derivatives

Irmdos do Valle
(IDV)
Rodovia BR 116, KM 116

Amimal Tissues [ Derivatives

Dois Vizinhos/PR Caixa Postal 04 - Bairro:

Brasil Campo Alto - Santa Cedilia
Santa Catarina

Frimesa Cooperstiva Central Animal Tissues /[ Derivatives Brasil

Rua Bahia, 159,

Medianeira/PR Isomedix Operations, Inc. ETO Sterilization

Brasil 380 90th Averue NW
s_:nmmuc_m

Hereaus Medical Companents, LLC Manufacture Minnesota

5030 Centerville Road 55433 -

St Paul _-~USA

Minnesota = L h

55127

USA

_making excellence a habit*

Page 3 of 14

Information and Cortadt: BSI, Say Building, John M. Keynesplein 9, 1066 P Amsterdam, The Netherlands Tel: + 31 20 346 0780
BSI Group The Netheriands B.V. registered in The Netherlands under 33264284,

A member: of BSI Group of Companies
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EC Certificate - Full Quality Assurance m<mﬁm3

U_BQ_% 93/42/EEC on Medical Um<_nmm Annex II excluding Section 4

List of Significant Subcontractors

mmnoms_mmﬁ_ as being involved in services qm_ma:@ to the uBacQ 8<m_.ma by:

Om._dw_o%m No: CE 578287
Date: 2019-12-11
Issued To: - St. Jude Medical
’ g 177. no::q mea_ B East
StPaul-: -
3.:=mmo—ﬂ
55117
usa
— Subcontractor: e Service(s) supplied i
JBS Aves Ltda Animal Tissues / Derivatives
Rua Jodo Andricllo, '
1167, Ana Rech
Caxias do Sul/RS
Brasil
JBS S.A. Animal Tissues / Derivatives

Pargque Industrial S/N
Distrito Industrial, LINS/SP

,w.l\l..
J.? Hy

m< xo<m Cha nm

EC Certificate - Full Quality >mmca:nm System

Directive ow\AN\ EEC on Zma_nm_ Devices, Annex II exduding Section 4

List of _m_@_,__:. cant Subcontractors

mmnboz_mma as being _:<o_<ma in mm_.<_nm relating to the product covered by:

Certificate No: ~ CE uuﬁmu
Date: = Nﬁo-un 11
Tssued To: - St Jude Medical -
2 o mef) H«Nno..:g;ounwmwmn

St Paul.

3.::80#.

13 b i AR
UsA
 Subcontractor: T T Service(s) supplied

1BS S.A. Facility 1 Animal Tissues [ Derivatives
Av. Duque de Caxias 7255 | j .
Vila Nova
Campo Grande/MS
Brasil
Mac Frics Animal Tissues [ Derivatives

Rod. Anténio de Paiva Cantelmo,
PR 566- KM 02, Zona Rural,

Brasil Frandisco Beltrdo/PR

 Brasil
JBS S.A. Animal Tissues / Derivatives :
Rodovia, GO 164, Km 167 S/M, ; Marcho Farms Inc. Animal Tissues [ Derivatives
Zona Rural, 519 Allentown Road
Mozarlandia/GO Franconia
Brasil Pennsylvania

18924

JBSSA Animal Tissues [ Derivatives
Rim Principal 5/N, Vila Miisa, i =
Thiidaha /M
Brasil

~making excellence a habit”

Page 5 of 14

Infarmation and Contact: BSI, Say Buitding, John M. Keynesplein 9, 1066 EP Amsterdam, ._.jm Netherlands Tal: + 31 20 346 0780
BSI Group The Netherands B.V. registered in The Netherlands under 33264284
A member of BSI Group of Companies.
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Or.__@uui Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780

TTESI Group The Netheslands B.v. registered in The Netherlands under 33264284,

A rmesmiber of 581 Group of Companies.
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U__‘mnn_<m owﬁw\mmn on Zma_om_ _um<_nmm Annex IT excduding mmn_“_o: 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

bsi.

m< Royal Charter

EC Certificate - Full o:m__Q Assurance m<m.nm3

Directive 93/42/EEC on Medical _um<_nmm‘ Annex II exduding Section 4

List of m_@:_ﬁ icant Subcontractors:

x@om:_mmx_ as being involved in services relating to the product cover ma by:

Certificate No: CE 578287 Certificate No: CE 578287
Date: 2019-12-11 Date: 2019-12-11
Issued To: St. Jude Medical Issued To: St. Jude Medical

177 County Road B East 177 County Road B East

St Paul St Paul

Minnesota Minnesota

55117 55117

USA USA

- Subcontractor: —= Service(s) supplied - T o ~ Subcontractor: “Service(s) supplied
Midwest Sterilization Corporation ETO Sterilization Phillips-Medisize, LLC Manufacture
1204 Lenco Avenue 705 Wisconsin Drive
Jackson New Richmond
Missouri Wisconsin
63755 54017
USA UsA
Oakey Abattoir Animal Tissues / Derivatives POCO Graphite, Inc. an Entegris Company Crucial Supplier
Lot 1, Oakey Connection Road, 300 Old Greenwood Road
Oakey QLD 4401 Decatur
>_._mn_m=m Texas
= 76234
P&N vwa@usm H:n Animal Tissues [ Derivatives UsA
11627 Route 187
Wyalusing Quality Centrai de Esterilizagdo ETO Sterilization
Pennsylvania Esfrada Celso Charur, i22
18853 Aracciaba de Serr:
usa Sao Paulo
=== 18190-000

..making excellence a habit”
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Information and Contact: 851, Say Building, John M. Keynesplein S, 1066 EP Amsterdam, The Netherlands Tel: +-31 20 346 0780
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284
Amember of BII Group of Companies.

st
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ohn M. Keymesplen 9, 1066 BP Amsterdam, The Netherdands Tel: + 31 20 346 G780
iserert in The Netheriands under 33264264,
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List of Significant Subcontractors

mmnoo:_mma as being involved in services ﬂm_mﬂ_:m to the product 8<m_,ma g\

Certificate No: CE 578287
Date: 2019-12-11

Tssued To: St. Jude Medical
177 County Road B East

St Paul
Minnesota
55117
usa

~Subcontractor:

m< Royal n:m_.ﬁm_.

EC Certificate - Full Ocm__a\ Assurance m<mﬁm3

U:mnﬁzm owk_m\mmn on Zma_nm_ _um<_nnm Annex I mxn_:a_?m mm&o: A

Rio Branco Alimentos S.A, (Pif Paf)
BR 365 Km 455,
Patrodnio/MG

" Brasil

Animal Tissues [ Derivatives

Seara Alimentos Ltda
Rua Tranquilo Damo,
209 -Santo Antonio,
Frederico Westphalen/RS
Brasil

Animal Tissues [ Derivatives

4241 U.S. 75 Ave
Sioux-Center
Iowa

1250

Usa

Sioux-Preme Packing noanm.é

Animal Tissues [ Derivatives

bsi.

By xo<m_ n:mnm_.

EC Certificate - Full Quality Assurance m<mﬂm3

,_M__‘mﬂEm ww\AN\mm.m on Z.m.n__n,m_ Devices, Annex 11 excluding Section 4

List of Significant Subcontractors

Recogriised as being involved in services rélating to the product covered by:

Rua Professor Jose Vierra de Mendonca
1301 Bairro Engenho Nogueira
Pampulha, Belo Horizonte

Minas Gerais.

Certificate No: CE 578287-
Date: 2019-12-11
Issued To: St. Jude Medical
177 County Road B East
St Paul
Minnesota
55117
USA
~ Subcontractor: - i .. = — Service{s) supplied TR e =
St. Jude Medical Manufacture
14801 DeVeau Place
Minnetonka
Minnesota
55345-2126
USA .
St Jude Medical Final Inspection
177 County Road B East Labelling
St Paul Manufacture
Minnesota Moist Heat Sterilization
55117 Packaging
USA
St Jude Medical Brasil Lida. Manufacture

Information and Cortact: BSI, Say Building, John M. Keynesplein 9, 1066 B Amsterdam, The Netherlands Tel: + 31 20 346 0780

.making excellénce a habit”

BSI Group The Netherlands B V. registered in The Netherlands under 33264284,

A member of Bl Group of Companiies,

NP B L 4

= of BY Group of Companies
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xmﬁo.,w « Coatact: BSI, Say Building, John M. Keynespiein 9, 1066 EP Amsterdam, The Nathedands Tel: + 31 20 346 0780
i e Nethertands B,V registered in The Netherlands under 33264284.
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EC Certificate - Full Quality Assurance m<mﬁm3 |

Directive 93/42/EEC on Medical Devices, Annex 11 exduding Section 4

List of Significant Subcontractors

Recognised as _um_:u S<o_<ma in services _.m_ma:n to the uﬁoacnﬁ covered by:

Certificte No:~ CE 578287
Date: *." -  2019-12°11
Issued To: , St Jude Medical
177 County Road B East
St Paul
Minnescta
55117
USA
- m—.—ggﬂn - — LT U —ese — |Im|ammsﬂﬂwv.mnﬂ.ﬂm_-—.mn = Ll - v A - -
St. Jude Medical Coordination Center BVBA EU Representative
The Corporate Village Labelling
Da Vindlaan 11 Box F1 3 Packaging
1935 Zaventem
Belgium
St. Jude Medical Costa Rica Ltda. Manufacture
Edificio #44 -
Calle 0, Ave. 2

Zona Franca Coyol
El Coyol, Alajuela
Costa Rica

St. Jude Medical PR LLC Final Inspection

Caguas West Industrial Park Manufacture

Lot 20 i Moist Heat Sterilization
Caguas

00725 .

Puerto Rico

bsi.

. By Roval njm_.ﬁm_.

EC nm_\n_:nm.nm Full ocm__Q Assurance m<mﬁm3

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

List of Significant Subcontractors

Wmnonz_mma as _um_:u _:<o_<ma in mmgnm relating to the product covered by:

Certificate No: CE 578287
Date: 2019-12-11
Issued To: St. Jude Medical
177 County Road B East
St Paul
Minnesota
55117
UsA
Subcontractor: . | "~ Service(s) supplied
St. Jude Medical Puerto Rico LIC ETO Sterilization

Lot A Interjor - #2 Rd Km. 67.5
Santana Industrial Park
Aredbo

Puerto Rico

00612

USA

Sterigenics Costa Ria SRL. . ETO Sterilization
Zona Franca Propark .

Calle Prindpal, ma.mn_o Ho m_ no<o_ '

Alajuela - - ] -

20101

Costa Rica

Sterigenics US, LLC ETO Sterilization
7775 South Quincy

= Wiillowbrook
Z g WY =it

..making excellence a habit’

Page 11 of 14

Information and Contact: BSI, Say Building, John M. Keynésplein 9, 1066 EP Amsterdam, The Nethertands Tel: + 31 20 346 0780
BSI Group The Netherlands m.< registered in The Netherdands under 33264284,
Amember of B Group of Companies.
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= |§8m&n§ﬁp.mm Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 0780

BSI Group The Netherlands B.\, registered in The Netherlands under 33264284,
A member of BSI Group of Companies. .
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_um_.m.nn?m 93/42/EEC on, Medical Devices, Annex II mx.,n_:n.ic Section 4

By Royal n:mqnmﬂ

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on ' Medical Devi es, Annex IT exduding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

List of Significant Subcontractors

_Nmnom:_mmn_ as being involved in services relating to the product 8<mﬂma by:

Certificate No: CE 578287

Tamworth, NSW
Australia

Certificate No: CE 578287
Date: 2019-12-11 Date: 2019-12-11
Issued To: St. Jude Medical Issued To: St. Jude Medical
177 County Road B East 177 County Road B East
St Paul ‘St Paul
Minnesota Minnesota
55117 55117
usa Usa
~Subcontractorr—— “Service(s) supplied ~ “Subcontracior: & “Service(s) supplied
Sterigenics US, LLC ~ ¥ ETO Sterilization Vascutek Limited Animal Tissues [ Derivatives
5725 West Harold mm_H< _u_._<m Newmains Avenue Manufacture
Salt Lake City Inchinnan
Utah PA4 9RR
84116 United Kingdom
USA
Steris-Isomedix Puerto Rico LLC Gamma Irradiation
State Road 630
KM 1.7 Barrio Sabana Hoyos
Vega Alta 00692
Puerto Rico
UsA
_ Teys Australia Sol Tamworth Animal Tissues / Derivatives
Phoeriix street-

..,._.:mwi@m.xmm__m:.nm a habit”

Page 13 of 14

Information and Contact: B, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The §Rm3& Tel: + 31 20 346 0780
BST Group The Netherlandé B registered in The Netherlands under 33264284. -

A member of BSI Group of Companies.
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ey wa.m_nc_._n.unnmﬂ Savy Esiding, John M. Keynesplein 9, ~Ommm_u>:.mnmdm=r._jm§m._m_dm.ﬂm_ +wHNDuAm3mo
LA Ega_#lzﬁ_\ﬁ.ﬁ..ﬁm B\ megistenad in The Netherfands under 33264284,
—=——#mesiber of B Group of Companies.
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EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 578287
Date: 2019-12-11
Issued To: St. Jude Medical
177 County Road B East
St Paul
Minnesota
55117
usa
Date _Nmﬁ.m.‘m:nm Action
Number
30 January 2012 | 7727627 First issue of mirror certificate to CE 544668
8 June 2012 7816634 Addition of significant subcontractor for sterilization to St Jude
Medical Puerto Rico LLC for VAVG] devices.
16 November 2012 7910273 Transcatheter valves added to the scope.
| et =il Fa=a==r> | Addition of St Jude Medical (Minnetonka), St Jude Medical
(Maple Grove), Marcho Farms and Abbyland PorkPak to the iist
of subcontractors.
13 December 2012 7930677 Update to subcontractor address St Jude Medica! PR LLC.
16 January 2013 7943381 St Jude Medical (Costa Rica) added to the list of
subcontractors. ;
18 April 2013 7984806 St Jude Medical {(Maple Grove) removed from the list of
subcontractors.
10 November 2013 | 8071312 Addition of significant subcontractor InterVascular SAS
(Maquet) La Ciotat France fadility as a fabric supplier for SIM
Mechanical Heart Valves, Valved Grafts and Annulcpiasty
Rings.
15 November 2014 8245105 Certificate renewal.
01 December 2014 8154269 Tissue valves and pericardi | patches added to the scope
(transferred from another Notified Body). St Jude Medical
Brasil, Philiips Plastics and bovine porcine abattoirs added to
thetist df subcontractors, — ———————————— ——— ————

U L
m_.
. L
By Royal Charter

EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 578287

Date: 2019-12-11

Issued To: St. Jude Medical

177 County Road B East
St Paul
Minnesota
55117
USA
Reference -
Date Number Action
|16 March 2015 8297445 _Addition of Packaging_& Labelling to_activities of St. Jude Medicat
Coordination Center BVBA.

08 July 2015 8288225 Addition of the US abattoir Greater Omaha Packaging Company
as a Bovine Tissue Source for Trifecta™ Heart Valve. Removal of
subcontractors STERIS Spartanburg and Maguet Cardiovascular.

- STl 1 03-August 2015 18351515 -Addition-of Brazilian-abbatoirs Frigerifico k-Celet-Alimentos,- ———
Primaz Frigorifico Ltda, and SBR Suinos Brazil Ltda as porcine
cusps suppliers for the manufacture of the Biocor, Epic and Epic
Supra Heart Valves. g

07 December 2015 8433259 Addition of Sterigenics US, LLC, Willowbrook, IL as a significant
subcontractor for ETO sterilization.

01 August 2016 8520657 JBS S.A. Facility I added as a bovine pericardium supplier.

23 January 2017 8632751 Removal of subcontractor W&G Marketing.

30 March 2017 8576083 Addition of Agropecuaria Bolson Ltda., Irmaos do Valle and
WR&G Marketing Company as animal tissue suppliers.

4 September 2017 8693815 Addition of subcontracter Quality Central de Esterilizacdce, Brasil
as an alternate sterilizer for Biocor Pericardial Patch.

26 Cctober 201 8694453 Addition of Poco Graphite as crucial supplier and Sterigenics
Costa Rica as EO sterilizer. Removal of Steris Minneapolis.

02 May 2018 8917138 Addition of Bierig Brothers Inc. and P&N Packaging inc. as

4 N __ bovine pericardium suppliers for the Portico valve.

..making excellence a habit”
Page 10f 3

valicity of this certifiate is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the required
surveliznce activities of the Notified Body. This approval exdudes all produdts designed ardor manufadured by a third party on behalf of the company
named on this cestificate, unless specifically agreed with BSI, 3

This certificate was issued electronically and is bound oy the conditions of the contract.

Hjﬁgmzo:maﬁozﬁmﬂmm‘mgmc,ELQJ:Z.53&0.@,3@@8@@%@&&3?2&&@#@4@:+mHNowAm\owmo
ESI Group The Nethertands B.V. registered in The Netherands under 33264284, N
A member of 35 Group of Companies
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St.

By Royal Charter

EC nm_\_“_dn_nm.nm Full Ocm__a\ >mm:_\m:nm m<mﬁm3
nm_d.n_nmﬁm_ I_mﬁo_.«\.

Certificate No: CE 578287
Date: 2019-12-11
Issued To: St. Jude Medical
177 County Road B East
St Paul
Minnesota
55117
USA
Reference ]
Date Number Action
07 March 2019 7780704 Traceable to NB 0086.
07 May 2019 9752176 Addttion of Sterigenics US, LLC, Salt Lake City, Utah USAasa
. significant subcontractor for ETO Sterilization.
03 December 2019 | 9688437 Addition of Isomedix Operations Inc. (Steris), Minneapolis USA
...... as a significant subcontractor for ETO sterilization, following |
inadvertent deletion.
Current 9775758 Certificate Renewal. Removal of Pericardial Patches from the

scope. Addition of product table. Removal of discontinued animal
tissue suppliers: Greater Omaha Packaging Company, Frigorifico

Argus Ltda, Frigorifico K-Celet Alimentos; Primaz Frigorifico Ltda

and W&G Marketing Company.

Additicn of Abbott Medical Plymouth Site as a subcontractor for
Manufacture,

Addition of Midwest Sterilization Corporation as a subcontractor
for ETO sterilization.

Change subcontractor name *SBR Suinos Brazil _.Em to
.»u_.onm:_om Ind(stria e Coméreio Ltda’

Additional minor alignments of subcontractor name and
addresses with I1SO certificates.

- Validity of tiis certificate is conditioral on the quislity system besng mairesined 1o the mguirements of the Diredive as
sunveillance activities of the Notified Body: This spproval sxdudes 2 prodcts desigred andfor menufactured by-a third pary &
ramed on this certificate, unless specifically agread with BSL.

This certificate was issued electronically and is bound by the conditions of the cortract.:

Information and Contact: BSI, Say Building, Jobn M. Keynesplein 9, 1066 mub_.:mnmam:._ The Netherlands Tal: + 31 Nowamoumo
BSI Group The Netherlands B.V. registered in The Netherlands under 33264284,

A member of Bl Group of Companies.
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90453898 Rev. K

Declaration of Canformity

ST. JUDE MEDICAL

SJM Declaration of Conformity
- - . .Mechanical Heart Valves and Valved Grafts

S Jude Medical {SIM) hereby declares that the foilowing SIM facifilies and praducts conform 1o the applicable
provisions of Annex, |l of Ihe Medical Device Directive D) 93/42/EEC as amendead by 200F/47/EC, Yalved Graft
producis containing bovine material conform to Regulation 722/2012. Alt supporting dacumentation is retained under
the premises of SJM. We declare no application has been lodged with any other notified bady for. the same taacnpm
This declaration is issued under the sole responsibility of the manufacturer. ;.m amommqmmaa supersedas any
declaration issued previousty for the same product{s],

Manufacturer Address: 5S¢ Jude Medical
177 County Road B East
8L Paul, Minriesota 55117 USA
European Representative: St Jude Medical Coordination Canier BYBA
i The Corporale Village
Da Vincitaars 11 Box F1
1935 Zaventem, Belgium

~----——Product-Type:- Mechanicai Heart Valves—
Valved Grafts
Annulopiasiy Rings
Product Name(s): SJM Masters Series (Rotatable)
3.UM Regert Valve (Rolatable}
x —SHA™ Masters Serles Aortic Valved Grafwithr = =
Hemashield™ graft technolegy
SJM #asters HP™ Valvedd Graft with Gelweave
Vaisalva™ Technology ;
Rigid Saddle Ring .=
St. Jude Medical Seguin >:::_02qu Ring
Tailor Annuloplasty Ring
Tailor Anrisioptasty Band
Model Number(s): See attached.
Classification: tesharical Heart Vatves: Class fll per MDD, Annex X,
rute 8
Valved Grafts: Class Hi per MDD, Annex IX, ruie 17
Annuloplasty Rings: Class Ul per MDD, Annex IV, rule 8
GMDN Code(s}: Mechanical Heart Valves:

« Aocic ~ 60240
4 Mitraf - mom.ﬂ
Yalved Grafie:

EEE 90453899 Rev. K

"““ MA.. .—C DE >> EDICAL Declaration of Conformity
5JM Declaration of Conformity
. Mechanical Heart Valves and Valved Grafts
Original CE Mark Date: See attached,
FQA Certificate No and expiration date: Cartificate Na: CE 578287
Expiration Date: 26 May 2024
Annex (| DE Certificate No and expiration See attachad.
date;
Applicable Quality System Standards: ISQ 13485 2003 + AC:2007
Notified Body: 8BS} Group The Netherlarids B.V
Say Building
John 8. Keynesplein 9
106G’ EP Amsterdam
The Netherlands .
Notified Body Number: 27971
Manufacturing Facilities:—— Stdude Medical-
177 County Road B East
St Paul, Minnesota 55117 USA
Si.:Jude Medical Puerto Rico LLC Lot 20-B Streel
Omw:mm Wesl _:ncw_:m_ nm} nmmcam Puedo Rico 00725
wﬁmmﬂ:
o BN it
nnl\ 17 »VM\.I. 1

Jeff Sturm <= issue Date
Assaciate Director, Regulatocy Aflairs

*  Aoric - 60423
Arinutopiasty Rings:

«  Mitral - 45577

«  Miral/Tricusmd - 45

Lol

fﬂx

a7

86480 SJM Declaration of Cordormity Template Rev B

BHCIET,

,21--—»__

31 document (s dhe property of St Jude Medical and m?.:_

distributed. distinsed or used without he exprass writfen cansent of ﬂ.
L\

cﬁ’

86480 SJM Declaration of Conformity Template Rey 8 Page 2 of 2

This confide focument is the progiedy of St Jude Medical and shalf nol be reproduces,

sedf or used withou! the express sritten consent of St. Jude Medical,




Masters Series Mechanical Heart Valve
(Page 1 of 3)
Mitral Valves

Product Highlights

« Pyrolytic carbon leaflets and orifice ring offer exceptional durability

and increased thromboresistance'®

= B5 degree leaflet opening angle offers improved laminar flow

and reduces lurbulence?*

= Contralled torque rotation mechanism allows for easy rotation

and intracperative adjustrnent

= St. Jude Medical heart valves are MR conditionals

Ordering Information
Contents: Mitral Valve (1 unit per bax)

Masters Series Mechanical Heart Valve

(Page 2 of 3)

Mitral Valves

Product Highlights

« Pyralytic carbon leatlets and or

e ring offer excentional dura
and increased thromboresistance’™

# 85 degree {eaflet opening angle offers improved laminar flow

and reduces turbulence*

= Controlied torque rotation mechanism allows for easy rotation

and intraoperative adjustment

= The expanded mitral cuff has approximately 25% more cuff than

the standard mitral cuff

= St. Jude Medical heart valves are MR conditional®

Ordering Informaticn

Madel/Reorder Tissue Annulus Valve Orifice Innier Geometric Orifice Contents: Mitral Valve (1 unit per box)
Number Diameter (mm} Diameter (mm) Area (cm?) Cuff Style . )
19MJ-501 19 . 14.8 1.63 Staridard ModetiReorder Tissue Annulus Valve Orifice fnner Geometric Orifice :
ZIMI-501 21 167 206 Stendard Jlhishio % Diameter (mm) Dizmeted(nmn) yfrea o), UL 3 Culf Stle
Z3MI-501 23 186 2.55 * Standard lsMEciS02 18 _ Experded
250501 24 a0 Sandend =i 2IMECI502 2 Expanded.
ceaLEnl "~ amn B ..._n.wlll S el 2IMEL .J_JN. = ﬂ .n_._.n.n.u_.._..:l. i —
MmZC:mOu ..m S T th b,b_. — i ...Ilmﬂ.:a.m.”al i Mm._s.mO.TwOM . 25 m.kﬂm_.—.amn_
31MJ-501 31 26.1 518 Standard < ZIMECLS02 ZRER 727 Expanded
33MJ-501 33 261 518 . Standard 29MECS-502 2 Bangeg
35M-501 35 26.1 518 | 7 Slandard 31 Expanded
I7MI-501 37 . 26.1 518 Standarg S o T < L 518 Ead o Brpptit o o
Product referanced s agproves for CE Merk.
A
E% ST. JUDE MEDICAL ot i s et oon 228 ST. JUDE MEDICAT
Hil 5 oS A LIV e ©2010 St. Jude Medical All Rights Resecved Hodica 3l Rights Reserved. Pagé M9 L L i v

A ] A e Ay
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Masters HP™ Mechanical Heart Valve
(Page 1 of 2)

Aottic Valves

Product Highlights

= Sewing cuff redesigned to facilitate supra-annular placement, allowing
for an increase in orifice size for 2 given tissue annulus diameter

= Increased effective orifice zrea {(EOA), lower pressure gradients,
and improved performiance*’®

= 85 degree _mmﬂmﬁ opening angle offers impraved laminar flow
and reduces turbulence®

= Controlled torque rotation mechanism allows for easy rotation
and intragperative adjustment

= St. Jude Medical heart valves are MR conditionial®

Ordering Information
Contents: Adrtic Valve (1 unit per box).

yes |

Masters HP™ Mechanical Heart Valve
(Page 2 of 2)

Aortic Valves

Product Highlights

* Sewing cuff redesigned to facilltate supra-annular placement, allowing
for an increase in orifice m_Nm for a given tissue annulus diameter

and improved performance®47®

# Increased effective o.‘_w_om -area AmOE lower Qmmm:_.m gradients,

* 85 degree leaflet openifg angle offers _aca<mn laminar flow

and reduces tyrbulerice

* Contralled torque aﬁmco: mechanism allows *2 easy rotation

and _::mouma”zm ma_:mz.:m:ﬁ

= The mxnu:amu HP cuff has muuax_amﬁm_v\ 15% more ncm thanthe

standard HP cuff .

3 SI. Jude Medical heart valvés ma MR gonditional®

Ordering Information
Contents: >o&n Valve (1 c:; per box)

. Tissue Annulus Valve Grifice Geometric Effective .
Model/Reorder Diameter Inner Diameter Orifice Afea Orifice Ared® Tissue Annulus Valve Orifice Geometric Effective
z:,GcQ (mm) E (mm} (em?) {cm?) . Cuff Style Model/Rearder Dlarneter’ Inner o_»am.mq Orifice Area Orifice Area
17AHP.-505 17 148 163 116 . Standad Mumber. . (mm) (mri) Cur ey Stistyle
19AHF 505 15 187 206 Standard TTAERFF ucu 17 145 B L8 Bapanded
21AHFJ-505 21 18 255 Standard 19AEHRPL-505 #m.u _N..Qm _._...wp = mn.uu:umn_ e
23AHP1-505 23 204 3 Standart! 21AEHPIS05 136 255 203 Expanded
25AHPIE0S 25 s Standad 23pEHPISGS 23 204 309 255 Expanded
TAHPIS0S . 27 . 242 T S MRS 25 5 3e7 308 Expanded
B ] e i 27AEHPIE0S 27 242 441 373

Expanded

Praduct raferenced is approved for CE Mark

Cardiac Surgery Inlernztlonal Satatogue 113
GMCSOI76EN (Une 2010)  © -
6201051, Jude Medical. All Rights Reserved Paze M43 nE»

- s ook

ST _c_um ngn\»ﬁ

e v

Fage MHA

Cardisc Surgery International Catslogue
[ EN {June 2010)
©2010 St Jude Medic

Rights Reserved.



dmmcm

Epic™ Supra Stented Tissue Valve
with Linx™ AC Technology

Aortic Supra-Annular Stented Valves

Praduct Highlights . :
= Provides a larger stent-to-annulus _.m»_o than m_u_n aortic valve -

e Includes Linx AC Technology which is designed to improve long-term Umao:._._mz.nm
and valve durability*

aﬂ:ammmnvma,m uo_.n__._m _mmnm.m ma :._mﬁsmn:o onga_Nm _mmzm” nomnﬁ_o: m:u
reduce stress . .

B j.,m outilow edge is covered with a um:om_a_m_ shield, providing a __mm_._m.#o.:mm:m
_anmnm {o reduce the :mx of mu_.mm_n_._

= FlexFit™ stert retfuces taalie! strass,. mamuﬁm easily to annulus to m:_._m:om knot

g, and returns stent posts to. original shape .QO« amﬁ_ma_o:

= Low profile design provides aptimal naa:mé,oﬂ_m,n_m.m.ﬂm:nm .

® Short 2 x 10 second rinse time

Ordering Information
Coritents: Anrtic, Stipra-Annular Stented !
Modet/Reorder Slze »:_._E:m Diameter - Protusion Height
Number (tmm]) Diameter (mm) {mm) © (mm) (mm)
ESF1D0-13 12 B i9 11 14
ESP100-21 .2l g 1 21 " 21 11 15
m.wn_.c.u.wm = 23 23 - 13 16
ESPOO%5 % 25 0% - B b
L ;o W, ©
nmvH8Mm B I . | 15
Internal
Oiamater
._u_u.
“There isno clinical data currently m<m__mc_n that evalyates the long-tefm impact of arzicalic e
[ cas i-spnfoved for CE Mark H
o
:_m; .
~ardiac Surgery International Satalogue il ﬂv,/
3VCSDI7SEN (lune 2010) waE
©2210 St Jude Medical, All Rights Reserved., Pege THI mES /
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