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Product Service

Applied Standard{s):  EN!SO13485:2016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(180 13485:2016)
DIN EN IS0 13485:2016

Facility(ies); Medtronic Mexico S.de R.L.de CV

Av. Paseo Cucapah, 10510 El Lago, C.P. 22210 Tijuana, Baja

California, MEXICO
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U8, Food & Brug Administration
16503 Hew Hampshirs Avsnue
8ilver Spring, MD 20993

HETEATION
; v fda.gov

iindeii izt

o WITN

)

.,
Terizs

Ceortificate No. 2088-14-2022
CERTIFICATE TO FOREIGN GOVERNMENT

in order to allow the importation of United States products info foreign countries , the U.S, Food and Drug
Administration (FDA) certifies the foliowing information concaming the product(s) to be exported listed below.

Name of Product(s) Name of Manufacturer/Distributor, Address
See Attached List See Allached List
{Four Pages) {One Page)

The product{s) described abova (and the manufacturing/distribution site(s) which produces/distributes it) is subject
to the jurisdiction of the FDA under the Federal Food, Drug, and Cosmetic Act.

itis certified that the above product{s) may be marketed in, and legally exported from, the United Stales of
America at this time. The manufacturing plant(s) in which the product{s) is produced is subject to pariodic
inspections, The last such inspeclion showed that the plant(s), at that time, appeared ta be In substantial
compliance with current good manutacturing practice requirements for the product(s) liated above.

Sincerely,

o ap itremn,—

CDR Cesar A. Persz, PhD, Director

DRP2: Division of Establishment Support
Cffice of Regulatory Programs

Office of Product Evaluation and Quality
Center for Devicas and Radiologlical Heslth
U.S. Food and Drug Administration, DHHS

This certificate s valld from November 23, 2022 to November 22, 2024,

Ashley S
Notary Public
£ Minnesota

by Conmisson Exgines January 31, 2021
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Cartificats No. 2098.11-2022
Cartificats to Forolgn Governmaent - Rame of Manufacturer/Distributor Attachment Pags 1 of 1

Namg of Ownar Oporator
Medtronic, Inc.
710 Medtronic Parkway
Minneapolis, MN
USA 55432

Name of Manufaclurer
Medtronic Hearl Valves Division
1851 EASY DEERE AVE,
Sanla Ang, CA
USA 62705

Medtronic Mexico 8, de R.L. de GV
Av. Pageo Cucapah 10510 Et Lago
Thuana, BoJa California

MEXICO C.P, 22210

~~END OF MANUFACTURER/DISTRIBUTOR LIST——

1.S. Food & Drog Admvalitration
10903 Hew Hampshite Avenue
Sllver Speng, MD 20093
wernldrgoy



U.8, Food & Drug Admialsliation
10503 Hew Himpshlee Avertue
Silvar 8pting. KD 20833
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Cenlificate No. 2088-11-2022
Certificate to Foralgn Governmont - Name of Product{s) Attachment Page 1 of 4
Name of Owner Oporator

thedtronic, Inc

710 Medlronic Parkway
Minneapalis, NN

USA 65432

Namo of Manufacturar
Medtronic Hean Valves Diviskon
1051 EAST DEERE AVE.

Santa Ang, CA

USA 92705

Name of Produci{e)

Contegra ™ Pulmonary Velvad Condult, Model 200 ( unsupported)
pve212 Slze 12 mm
PVG214 Size 14 mm
PVC210 Size 16 mm
PVC218 She 18 mm
PVC220 Sizs 20 mm
PVC222 Sire 22 mm

Contegra™ Puimonary Vaived Condult, Model 2008 (supported)
PVG2128 Size 12 mm
PVC2148 Size 14 mm
PVYC2165 Size 16 mm
PVC2185 Shze 18 mm
PVC2208 Size 20 mm
PVC2225 Siza 22 mm

Haeoth ™ Vatved Condul, Mada! 105 (kny porosity)
HC106-12  Size 12mm
HC108.14  Size 14 mm
HC10518  Sizs 6 mm
HC105-18  Sizg 18 mm
HC105-20  Size 20 mm
RC105-22  Size 22 mm
HC105-26  Size 28mm

Hancock™ Valved Conduit, Moded 150 {modified ofifice)
HC160-12  Size 12mam
HC160-14  Size 14 mm
MC150:16  Slze 16 mm
HC{50.18  Size 1B mm
HC150:20  Size 20 v
HC150-22  Suze 22nm
HC150-25  Size 25 mwn

Freestytn ™ Bioprosthesis, Nodel 995 (aortic 1ool)
FR895-18  Size {3 mm
FR895-29  Size 21 mm
FR995-23  Ske 23mm
FRO85.26  Sue 25 mm
FR895-27  Size 27 mm
FREY5-28  Size 28mm

Freostyln™ Bloprosibasis, Mode! 895CS (complote subcoronary)
995CSi8  Swe 19 mm
£I5C82¢ Swzo 2t mm

\%"S e/
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Certificate No, 2098-14-2022

Cortificate to Forelgn Governiment - Name of Product{a) Attachment Page 2 of 4
995C823  Six6 23 mm

BO50625  Skze 25 mam

9950827 Size 27 mm

Freestyle™ Bioprosthesis, Model 335M8 (modified subcoronssy)
9I5MS19  Size 18 mm
995MS21  Stze 2t mm
P95MS23  Bize 23 mm
995MS8Z5  Swze 25 im
OREMSRT  Sixe 27 mm
995M529  Size 29 mm

Mossie™ Bioprosthesls, Mode! 306 {aortic)
3050219 Sizs 19 mm
306C221 Size 21 mm
306C223  Sza23mm
305C225  Siza 25mm
305C227  Sixa 27 mm
3050229  Sire 20 mm

Mossie Ulra™ Biprosthesls, Model 305 (acxtic)
3050219 Sire 18.mm
305U221 Size 21 mm
305U223  Slxa23mm
306U225  Size25mm
3050227 Size 27 mm
3050229  Size28mm

Moszc™ Bipprostheels, Modet 310 (mitrsl)
310C28 Slze 25 mm
310C27 Size 27 mm
310028 Size 28 mm
310C31 Siza 31 mm
310033 Sizo 33 mm

Hancock™ If Bioprosthests, Model T505 (aottic)
T505G21  Sue 21 mm
T605C223  Gira 23 mm
T505C225 Size 25mm
T505C227  Size 27 mm
T505C228 Size 28 mm

Hanoock 11 Uttra™ Bloprasthesls, Model TS0 {aoriic)
T506U221 Size 23 mm
TS05U223  Size 23 mm
T505U225  Sixe 25mm
T505U227  SBizo 27T mm
T505U228  Sizo 29mm

Hancock™ { Bioprosthesis, Model T810 (mitrsd)
T510C26 8izo 25 rom
T510C27 Size 27 mn
1510628 Size 26 mun
1510031 Slze 31 mm
T610C33 Size 33 mm

ACGESSORIES
Fraaatyla™ Aostie Oblurators, Model 7930

(1.8, Food & Drug Adminlstration
10903 New Hampshire Avenus

8itvet Bpring, 130 20993

wrav lda.gov
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Cortificato No, 2098-11-2022

Cartiflcats to Forelgn Government - Nams of Product{s) Attachment Pape 3 of 4

7800SET

Hosaic™ Aortic Sizers, Model 7308C
7308C

Maossaic Uire ™ Maxdic Sizers, Model 7308U
308U

Mosaic™ Mitral Obturslorg, Model 7310
7310

Hancock™ 1] Aortic Obturators. Model 7505
T506SET

Hencock If Ulra™ Supra X™ Aortic Sizars. Modal 7505UX
7505UX

Hancock™ 1f Mitral Oblurators, Moded 7510
T5108ET

Valve Harxile, Model 7639
7639 234 men

T839XL 388 mm
Lock Nut. Model 7642
7642

Avalus™ Sizers, Model 74005
74008

Vaiva Handle, Model 7420
7420

Name of Owner Operator
Medtronic, Inc.

710 Modtronle Parkwey
Ninnespolis, MH

USA 55432

Nama of tdanufacturer
Medtronk: Heart Valves Division
1851 EAST DEERE AVE

Sanla Ann, CA

USA 82706

Madlronic Mexico S, de R.L de CV
Ay. Passo Cucapah 10510 Ef Lapo
Truana, Baja Califomia

MEXICO C.P, 22210

Name of Product{s)

Avalus™ Bioprosthesis, Mode! 400
40010 Size 18 mm

40021 Size 21 mm

1,5, Food & Drug Adminisization
10901 Hew Hampshire Avenue
Silver Speing, MO 20983
wwvildigov
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Certiflcate No. 2098-11.2022
Cortificate to Foralgn Government - Name of Produci(s) Attachment Page 4 of 4

40023 Size 23 mm
40025 Size 25 mm

40027 Stze 27 mm
s e END OF PRODUCT LIS T oo cmim e am s e

S

U.4. Faed & Drug Admialslration
10903 Newr Hampshire Avenua
Silves Bpring, WD 20993
vretLlda.gov




12/21/23, 1:57 PM Premarket Approval (PMA)

FLA

FDA Home? Medical Devices? Databases?

Premarket Approval (F’MA?

a G107 IDeNovoBiRegisiaton & (advarse IRecatsPmal2lHpE Bloiassification ! 4Stendards1®

C @7 ChRW Listing® Events!0

Fm CER Tide 21 8lmadiation-Emitting Products IX-Ray Assembler!8tadsun Reports¥loLia20lTpLc?!
New Search?? Back to Search Results

Note: This medical device record is a PMA supplement. A supplement may have changed the
device description/function or indication from that approved in the original PMA. Be sure to

look at the griginal PMAZ? record for more information,

Device Avalus Bioprosthesis

Generic Name heart-valve, non-allograft tissue
Medtronic Inc.

Applicant 1851 E. Deere Avenue
Santa Ana, CA 92705

PMA Number P170006

Supplement Number S030

Date Received 11/15/2023

Decision Date 11/28/2023

Praduct Code L-}f‘f_P:M

Advisary Committee Cardiovascular

Supplement Type 30-Day Notice

Supplement Reason Process Change -
Manufacturer/Sterilizer/Packager/Supplier

Expedited Review

Granted?

Combination ProductNo

Approval Order Statement

a change to the sub-tier suppliers of the fibers and coating used to

manufacture and coat sutures

No

Links on this page:
. hitp://www.addthis.com/bookmark.php?u508=true&v=152&username=fdamain

. http://www.addthis.com/bookmark.php

1

2

3. https://www.fda.gov/

4. https://www.fda.gov/Medical-Devices
5

. https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-
assistance/medical-device-databases

. /scripts/cdrh/devicesatfda/index.cfm

. /scripts/cdrh/cfdocs/cfPMN/pmn.cfm

. /scripts/cdrh/cfdocs/cfpmn/denovo.cfm

. /scripts/cdrh/cfdocs/cfRL/rlefm

10. /scripts/cdrh/cfdocs/cfMAUDE/TextSearch.cfm
11. /scripts/cdrh/cfdocs/cfRES/res.cfm

O & N O

htips:/www.accessdalta.fda.gov/scripts/cdrhicfdocs/cipmal/pma.cim?id=P 170006 S030

-

\Ei’x &
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12121123, 1:57 PM Premarket Approval (PMA)

12. /scripts/cdrh/cfdocs/cfPMA/pma.cfm

13. /scripts/cdrh/cfdocs/cFHDE/hde.cfm

14, /scripts/cdrh/cfdocs/cfPCD/classification.cfm

15. /scripts/cdrh/cfdocs/cfStandards/search.¢fm

16. /scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm

17. /scripts/cdrh/cfdocs/cfPCD_RH/classification.cfm

18. /scripts/cdrh/cfdocs/cfAssem/assembler.cfm

19, /scripts/cdrh/cfdocs/Medsun/searchReportText.cfm

20, /scripts/cdrh/cfdocs/cfClia/Search.cfm

21. /scripts/cdrh/cfdocs/cfTPLC/tplc.cfm

22, /scripts/cdrh/cfdocs/cfpma/pma.cfim

23. /scripts/cdrh/éfdocs/cfpma/pma.cfm?id=P170006

24, /scripts/cdrh/cfdocs/cfPCD/classification.cfm?start_search=18&ProductCode=LWR
Page Last Updated: 12/20/2023

Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers

and Players,
Language Assistance Available: Espafiol | 587 | Tigng Vidt | 2H20] | Tagalog | Pycckuil | i | Kreydl Ayisye
| Frangais | Polski | Portugués | Italiano | Deutsch | HZ&GE | <4 | English

Accessibility Contact FDA Caresers FDA Basics FOIA No FEAR Act Nondiscrimination Website Policies / Privacy

FOA

U.S. Food and Drug Administration
10903 New Hampshire Avenue

Silver Spring, MD 20993

Ph. 1-888-INFO-FDA (1-888-463-6332)
Contact FDA

THAom

For Government For Press

Combination Preducts Advisory Committees Science & Research Regulatory Information Safety Emergency
Preparedness International Programs News & Events Training and Continuing Education
Inspections/Compliance State & Local Officials Consumers Industry Health Professionals FDA Archive

Vulnerability Disclosure Policy
:}/‘)( U.5. Department of Health & Human Services

Links on this page:
. http://www.addthis.com/bookmark.php?u508=true&v=152&username=fdamain

. http://www.addthis.com/bookmark.php
. https://www.fda.gov/
. https://www.fda.gov/Medical-Devices

g W N e

. https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-
assistance/medical-device-databases

. /scripts/cdrh/devicesatfda/index.cfm

. /scripts/cdrh/cfdocs/cfPMN/pmn.cfm C@
. /scripts/cdrh/cfdocs/cfpmn/denovo.cfm

. /scripts/edrh/cfdocs/cfRL/rl.cfm

o O N

hitps:iivnnv.accessdata.fda.goviscripts/cdri/cfdacs/cipmalpma.cim?id=P 170006 S030 213



12121723, 1:57 PM Premarket Approval (PMA)

10

11.
12,
13,
14,
15,
16.
17.
18,
1.
20.
21,
22,
23,
24,

. /scripts/cdrh/cfdocys/chAUDE/TextSearch.cfm
/scripts/cdriv/cfdocs/cfRES/res.cfm
/scripts/cdrh/cfdocs/cfPMA/pma.cfm
/scripts/cdrh/cfdocs/cfHDE/hde.cfm
/scripts/cdrh/cfdocs/cfPCD/classification.cfm
/scripts/cdrh/cfdocs/cfStandards/search.cfm
/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfim
/scripts/cdrh/cfdocs/cfPCD_RH/classification.cfm
/scripts/edrh/cfdocs/cfAssem/assemblercfm
/scripts/cdrh/cfdocs/Medsun/searchReportText.cfm
/scripts/cdrh/cfdocs/cfClia/Search.cfm
/scripts/cdrh/cfdocs/cFTPLC/tplc.cfm
/scripts/cdrh/cfdocs/cfpma/pma.cfim
/scripts/cdrh/cfdocs/cfpma/pma.cfm?id=P170006

https:/iwww.accessdata.fda.goviscripts/edrhfefdocs/cfpmalpma.cfm?id=P 1700065030

/scripts/edrh/cfdocs/cfPCD/classification.cfim?start_search=1&ProductCode=LWR
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The Avalus bioprosthesishMgaé"l ii56”5655'&‘5{5‘“'b'iv‘”émpo[yester covered base frame and trileaflet

support frame structure shaped to the geometry of a trileaflet valve. The base frame and trileaflet

support frame are injection-molded using Polyetheretherketone (PEEK) material. The base frame

PEEK material is impregnated with barium sulphate to allow for radiographic visualization. The

leaflets are L

aser cut from bovine tissue that have been cross-linked in buffered ¢lutaraldehyde,
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NEWCODE Hordndun

identifier
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65011113001768

Avalus Bioprosthesis

40019

MEDTRONIC MEXICO, S. DE RL. DE CV.
(MEXICO) Av. Paseo Cucapah 10510 El Lago,
C.P. Tijuana Baja California MEX 22210

Size 19mm

65011113001769

Avalus Bioprosthesis

40021

MEDTRONIC MEXICO, S. DE RL. DE CV.
(MEXICO) Av. Paseo Cucapah 10510 Et Lago,
C.P. Tijuana Baja California MEX 22210

Size 2imm

65011113001770

Avalus Bioprosthesis

40023

MEDTRONIC MEXICO, S. DE RL. DE CV.
(MEXICO} Av. Paseo Cucapah 10510 EL Lago,
C.P. Tijuzna Baja California MEX 22210

Size 23mm

65011113001771

Avalus Bioprosthesis

40025

MEDTRONIC MEXICO, S. DE R.L. DECV,
(MEXICO) Av. Paseo Cucapah 10510 El Lago,
C.P. Tijuana Baja California MEX 22210

Size 25mm

6501113001772

Avalus Bioprosthesis

40027

MEDTRONIC MEXICO, S. DE R.L. DE CV.
(MEXICO) Av. Paseo Cucapah 10510 E Lavo,
C.P. Tijuana Baja California MEX 22210

Size 27Tmm

65026933001775

Avalus Bioprosthesis

40019

MEDTRONIC HEART VALVE DIVISION 1851 East
Deere Avenue Santa Ana California USA 92705

Size 19mm

65026933001776

Avalus Bioprosthesis

40021

MEDTRONIC HEART VALVE DIVISION 1851 East
Deere Avenue Santa Ana California USA 92705

Size 21mm

65026933001777

Avalus Bioprosthesis

40023

MEDTRONIC HEART VALVE DIVISION 1851 East
Deere Avenue Santa Ana California USA 92705

Size 23rnm

65026923001778

Avalus Bioprosthesis

40025

MEOTRONC HEART VALVE DIVISION 1851 East
Deere Avenue Santa Ana California USA 92705

Size 25mm

65026933001779

Avalus Bioprosthesis

40027

MEDTRONIC HEART VALVE DIVISION 1851 East
Deere Avenue Santa Ana California USA 92705

Size 27Tmm

65026933001780 Avalus Sizers

74005

MEDTRONIC HEART VALVE DIVISION 1851 East
Deere Avenue Santa Ana California USA 92705

Sizers

65026933001781 Valve Handle

1420

MEDTRONIC HEART VALVE DIVISION 1851 Last
Deere Avenue Santa Ana California USA 92705

Handle
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! < <
wauIELAS g lounmy Cardiology

reuvIsLnFaviounyy Clinical Laboratory

! A - ¢ .
YouBLAIpailaLnyy Implants

‘ < «i Y i H
yauwiAsadlounyy Intensive Care Unit

saveiasosdiaunne Minimally Invasive Surgery

YounELASpsiiaunme Neurology

] d [4
YauvuASeaiiounny Neurosurgery

YauwELApaiiounwng NUrsing Services

' - a « .
Yaurneaseellouwng Orthopedics

! - 2 ¢ H
YOUUELAS o lauwny Perfusion

! o @ 4 . £
yauveiasedlounny Physical Medicine

Co , ‘
vounaidaadiawwng Pulmonary Medicine

RN S Foo
YoueAsesilownny Radiology

(U?JU‘quEJLﬂ'%@QﬁE)LLWWé Respiratory Care Services

' d} I3 L "
VBUVELIATD IS DU INY SUrgery
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2. Neurology
3. Anesthesiotogy
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1. Gastroenterology 2. Nephrology
3. Obstetrics 4. Otolaryngology
5. Pediatrics 6. Urology
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I. Cardize Rhythm Management & Cardine Ablation Selution
2, Coronary and Renal Denervation
3. Cardiac Surgery
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. Aortic and Peripheral Vascular

.

. Structure Heart

6. Diabetes

7. Advanced Surgical Teehnology

o

. General Surgical Technology

9. Hardware Surgical Technology

10, Gastrointestinal and Hepatology (GIH)

1. Respiratory Interventions (R1), Patient Monitoring (PM)
12. Surgical Robotics

13, Spinal and Spinal Interventional

14, China Orthopedics (Kanghui)

15, Enabling Technology (Transformative solution, Large capital Sale, Power Neurosurgery Cerebrospinal
{luid, ete.)

16. Ear Nose Throat and Imagine System — Ear Nose Throat
17, Neurovascular

18. Neuromodulation (Deep Brain Stimulation, PAIN Targeted Drug Delivery ete.) (“Products”)
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Senior Director, Medtronic Thailand



