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Gertificate No, 12736-8-2020
Certificate to Foreign Government - Name of Product(s) Attachment Page 4 of 7
306-05P0R - HMS Contrel, Otange

305-09POR - HMS Control, PurpietBlack

313.50 - HEPLine Kit

550.08 - CLOTtrae HR Abnormai Control '

55009 - CLOTtrac LR Abnormal Control

550-10 - CLOTtrac RACT Abaormial Conirol

§50-01 - CLOTrac CWE Control

£50-07 - CLOTtrag HR Conlrol

§50-11 - CLOTrac Calcium Chioride, 5 ML

450-12 - CLOTwac HTC Control

£50-13 « CLOTIrac Pack (HR and HR AB)

Nama of Owner Oparator
MEDTRONIC INC.

710 Medlronic Plvy.
Minneapolis, MN USA 55432

Name of Manufacturer
Manufacturing Facllity
WEDTRONIC PERFUSION SYSTEMS
7611 Norhland Dr

Minneapolis, MN USA 55428

Manufacturing Facility

Medironic Mexico S. de R.L. de CV

Av. Paseo Cucapah 10510 Bl Lago

Tijuana. Baja California MEXICO C.P, 22210

Name-of Product{s)

CEBP-50 - Bio-Pump® Gentrifugal Pump with Cortiva™ BioActive Sudace, Pediatic
CBBPX-80 - Bio-Pump® Plus Centrifugal Bloed Pump with Corliva™ BipActive Surface
BFX-80T - Sio-Pumpd Pius Centrifigal Bloog Pump with THlbm® *

DPABT - Bio-Probe® Trillium™ Adult Flow Prehe 38

DP-38PT - Blo-Probe® Trillium™ Pedialic Flow Perobe 114

CB2080 - Bio-Probe® Aduit Flow Probe 38 vith.Cortiva™ BioActivi Surface

€ B2880P0LY - Bio-Probe® Adull Flow Probe 3/8 with Cortiva ™ BicAclive Surface
CB452T - Bio-Probe® Pedialric Flow Probe 144 wilki Cortiva™ BioAdtive Surlace
11452671 - Bulk Non-Slerile Assembly, TMCS0

1545267-501 - Bulk Non-Stele Assembly, TMC38

1145267-502 - Bulk Non-Sterile Assembly, TMC25 ] v

1473R1 - TMC25 Tri-Oplic Measurement Cell, ¥4 x %" wilh 6° Extension

1474R1 - TMG38 Tri-Oplic Measurement Cell, 3/8” x 318° with 6* E)dens'on
1475R1 - TMC50 Tri-Oplic Measurement Cejli W xY4" wilh §'Extension

CB4714R1 - TMC25 Tri-Oplic Measurement Cell, ™ x ¥~ with 8

Extension wiih Cortiva ™ Bloaclive Surface

CM?15R1 TMC38 Tr-Optic Measurernant ‘Cell, 3/8" x 38" with 6™

Extension wilh Cortiva™ BicActive Surface

CBATIBR1 - TMCS0 Tri-Optic Measure{nenl Cell, Y5 x ¥~ with 6”

Extension with Cortlva™ BicActive Surface

TMC25 - Tri-Oplic Measurement Cell, ¥4*

TMC38 - Tri-Oplic Measurement Gell, 3/8"

TMCSD - Tri-Qptic Measutement Cell, ¥

CB351 - AFFINITY® 38y Asterial Blood Filler with Cortiva™ BioActive Burface
CB353 - AFFINITY® 20 Aderial Filter Loop, Cortiva™ BloAcive; Surface

CB4014 - Affinity® Pedialic Arterial Fiter with Corllvd™ BioActive Surfaoa

CBB51 - Alinity® AF160 Arleria! Fiiter with Cortiva™ BloActive Surlace

CB4225R% - MYOlherm XP Dalivery Line with Certiva™ BioAclive Surface

CBXP41B - MYDtherm XP® Cardioptegia Delivery-Systems with Cortiva™ BioAclive Surface
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Certificate No, 12736- 82020

Certificate to Foreign Government - Name of Producl(s) Attachment Page 5 of 7
CBXP41 - MYOtherm XP® Cardfoptegla Delivery System with Conn}a‘“ BioActive Surface

XP41BT - MYOtherm XPd 4:1BT Cardioplégla Delivery System vl TriZiupd) B iopassive

Surface with Bridge Betweeh Blocd Bnd Crystalleid Lines

XP41T MYOlherm XP3 4:1T Cardioplegia Detivery System with Tn1l|um@ Bissurface

95215 - AFFINITY® NT Oxygenator with ith Talium® Biosurface 51 1T=

A

s

85217 - AFFINITY® NT Integrated CVR Oxygenator with Tnliaum@ B:nsurlaca §419T

05216 - AFFINITY® NT Integrated Oxygenalot {ilh (PRF} with Tnlhun@ Giosurace and
Integrated AFFINITY® NT GVR Righl side pump mountS41T-R ;

95250 AFFINITY® NT Integrated Oxygenator Tnlllumf)wlth Ca:d;nlomy Vencds fleservolr
wm'l Tmhum@ 541TT i

95252 - AFFINITY® NT Integrated Oxyganaior with Trillism® Bmsurtaca

and Integrated AFFINITY® NT Tillium® CVR Right sige pump mounl B4TT-R

CBP211 - Affinity Poda™. Hollow. Fiber Oxygenalor with Cortiva™ Bx:Aclwe Sudace
CBP241 « Affinily Pixie™ Hollow Fiber Oxygenator and CardaolomyNemus Reservoir
wilh Corliva™ BioAdlive Surfice

CB511 - AFFINITY@ NT Oxygenalor vilh PRF vith Corfiva™ BioActiva Sutface
CB541 - AFFINITY® NT Integrated CVRMemixane Oxygenalor {PRF) Oxygenator with
Cortiva™ BioActive Surface

CB811 . Affinity Fusion® Oxy wi Integraled Arteria] Filter and Conwa“-' BioAclve Surface
CRY41 - Affinity Fusion® Oxygenalor with Integraled Arterial Filter ams Coftiva™
BioActive.Surface and Cardictomy/enous Reserveir yilh Balance@ Bsosurlaoe
CBMVRE00 - MVR Venous Reservolr Bag 800m) 'with Cortiva ™" B;oAcuve Sarface
CBMVR1600 - MVR Venous Reservalr Bag 1,600 ml with Cortiva™ BtoAchve Surface
EL2120 - Reservoir, Blood Collection, Hardshell, 4 Liter, 120 Micron

EL240 - Reservoir, Blood Collectian, Hardshell, 4 Litor, 40 Micion

EL400 - Reservair, Cardiotomy, Hardshiell, 4 Liter, 120 Micion

EL402 - Reservoir, Cardiotomy, Hardshell, 4 Liter, 20 Micron

EL404 - Reservoir, Cardiotory, Hardshel, 4 Liter, 40 Micron

MVR1600 - MVR Venous Reservoir Bag, Collapsible, 1,660 ml

MVREDD - MVR Venous Reservoit Bag, Collapsidle, 800 i

711 - Rasling Hean® Sysfem Modute

1351 - INTERSEPT® Cardiotamy Réservoir with Fitler - 2,600 ml

1443016-1 - MVRE00 Buik Nonsterile

1143016-501 - MVR1E600 Bulk Nonstenle

1143016-502 - MVR800 N/S WIO Temperature Proba

1143016-503 - MVRIB00 NIS WIO Temperatuce Probe

RCLE41 - Alénily Fusion™ Reciroutation Line

67265 - VARD AAR1000 Cable

MO58170T001- AFFINITY® VARD with Cortiva Biéac).ive Surlace

Name of Owner Operator
MEDTRONIC ING.

710 Medtienic Pkwy.
Minneapolis, MN USA 55432

Name of Manufacturer
Manufacturing Facility
MEDTRONIC PERFUSION SYSTEMS
7611 Nortniand Dir

Minneapols. MN USA 55428

Manufacturing FacHity

Medironic Mexica 5. dé R.L..de CV

Av. Pased Cucapah 10510.61 Lagy

Tijvana, Baja Califoria MEXIGO C.P. 22210

ﬂm“ﬂﬁuﬂﬁ'iﬂi}'ﬁm'lﬁzﬂ'liﬂ’itﬂ')ﬂﬁﬂ'li]tﬁﬂ‘fﬁﬂﬂﬂ '

Contract Manufacturer
KYQCERA Cotparation Shiga Yasu Plant
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Ceniﬁcate No. 127'36 8-2020

Certlficate to Forelgn Government - Name of Product(sj Attachment Page 6 of 7

800 Ichimiyake
Yasu-shi; Siga JAPAN 520-2362

Marne of Product{s)
AP0 Afinity® CP, Cemnh:gal Blood Pump . :

BRAP4O - Mﬁnﬂy“‘ CP Centnfugal Blocd Pumrg. with Balanca“‘ BuoSurlace
CBAP40 Affinity™ Cp Centrifigat Biood Pump vith Cortiya™ BloAchve Surfaca

N'ame or Owﬁer Operalu'r_
MEDTRONIC INC.

710 Medironic Phwy.
Minnzapolis, MN USA 65432

Name of Manufacturer
Manufacturing Faclity
MEDTRONIC PERFUSION SYSTEMS
7611 Nofthand D7

Minneapohs, MN USA 55428

Contract Manhufacturer
KLUGE DESIGN INC.
14150 Northdale Bivd
Rogers, MN USA 65374

Name of Product{s}

APAOAST - Afficity™ GP Adapter

AUH2033 - Affinlty Orbit Holder

AMH2014 - Affinity tanifold Helder

HR4014 - Holder for Affinity Pixie™ Pediatric Arterial Filter

Name of Owner Oporator
MEDTRONIC INC.

710 Medtronic Pkwy.
Minneapo¥s. MN USA 55432

Nama of Manufacturer

Manufacturing Facillty

MEDTRONIC PERFUSION SYSTEMS

7611 Nortntand Dr

Minneapatis, MN USA 55428 .

Gontract Manufacturor
Measurement Specialiies Inc
1711 13%ih Lo NW

Andover, MN-USA 55304

Name of Product{s)

ATP210 - Afinity Temperalure Probe
TP - Temperature Probe

1384 - Temperature Probe

Name of Owner Operator
MEDTRONIG ING,

710 Medlbronic Pkwy.
Minneapolis. MN USA 55432

Mame of Manufacturar
Manufacturing Facllity

-
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Certificate No. 12736- 8-2020

Cemrcate to. Fore;gn Government Name of Product(s) Attachment Page 7 of 7
HEDTRONIC PERFUSION SYSTEMS

7611 Nortband Dr

Minaeapotis, MN USA 65428

Coptract Manufacturer
Vran! Medical, Inc.
620 WATSON SW
GR,MI USA 40504

Name of Product{s)

66000 - DLP® Pressure Display Box

51000 - Slapcock, Pressure Display Set; 45in (1.14 m} averall leng!h
62000, Male lver, Pressure Display-Sel. 45 in(1.14 m) overall Iangtgt‘
61006 - Stopcodt Prassure Display Set. 72in {1. 83 m) overall lenglh
62006, Mala luer, Pressure Display Sel, 72in (1. 83 m) overall !ength

Name-of Owner Operator
MEDTRONIC INC.

710 Medlronic Phwy-
Minaeapolis., MN USA 55432

Name of Manufacturer
Manufactucdng Facility
MEDTRONIC PERFUSION SYSTEMS
7611 Northland Dr

Minneapolis, MN USA 55428

Contract Manufacturer

Plexus Manufacturing Sdn..Bhd.

Bayan Lepas Free Indusiral Zona, Phase il
Bayan Lepas, Pulau Pinang MALAYSIA 11900

Name of Product{s}

§60A - External Drive Motor

HC150A - Handerank
remrainennesnmmmemansannamre—END OF PRODUCT LIST
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wautiapsosiisunne Cardiology

gauTieAIasiownnd Implants

Jaudheasaiiaunmd Intensive Care Unit

] AE = i w a
puUeIAIBddaunme Minimally Invasive Surgery

gauturIasiawnng Neurosurgery

¥ o - v . ‘.
JaUBIEBATBINOUNE Nursing Services

' | =
geutaLAIesiiounnd Orthopedics

gaudnaIasiiauying Perfusion

1 ‘4 = - . _ .
JputBAIBdiialnwd Physical Medicine

gauteasetdisunng Pulmonary Medicine

i A o « R
YaudaATaIlaLnye Radiology

deuteasasliaunnd Respiratory Care Services

1 E] -
FaUYIBIATASIBLHNE Surgery
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@  Cardinc Riyythim Heart Failure;
@ Coronary and Structural Heart;

@ Aortic and Peripheral Vascular;

© Diabetes;
@ Neuwomedulalion;
© Spine and Biologics;

@  Surgical Technology; and

@ Mininnally Invasive Therapics Group

2  Ncurovascular
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