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CERENOVUS
NIMBUS™

geometric clot extractor Pinch-pull technology:

CERENOVUS NIMBUS hass spiral cells with
multiple pinch points to pull out tough clot

Spiral cells with wide opening
angles to engage with clot

Almost 20% Of Thrombectomies Fail To Revascularize The
Vessel Within 3 Retrieval Attempts®i-4
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CERENOVUS NIMBUS™ exceeds Solitaire™
performance for tough clot removal

10 What to do about fibrin rich “tough Spiral cells: pinch the clot from
(one pass) clots”"? Comparing the Solitaire™ stent the proximal end fo pull the clot

8 retriever with a novel geometric clot from the blood vessel . -
extractor in an in vitro stroke model Barrel section o maniain conirol

. k . A W ool of the clot during retrieval and

R e venTiagiagstrgery to funnel the clot/device into the

Fennell VS, Siddiqui AH et al. receiving catheter

4

2 Avg Pass = 3

Total Passes = 39
0

Solitaire GCE as 2nd Line
with single pass

Clot type: fibrin rich.
Mid markers for positioning

and to delineate the end
of the spiral section

Flow conditions: no flow arrest, no aspiration.

Success: MTICI = 2b | e W
erec

“In vitro Study M«"'M
s

[
b % *””M
ert

Proximal coil: radiopaque
for positioning guidance




CERENOVUS
NIMBUS™

geometric clot extractor

the
atibility

GCE45628 156-5.0mm 4.5mm 28mm 2.25mm 0.021" 20cm 193cm

+ Zaidat et al 2018, Primary results of the multicenter ARISE Il study A tough clot is an adherent, durable thrombus that has high
stiffness making if resistant to endovascular thrombectomy.
General characteristics of these clots are that they are fibrous
and consist of few RBCs. In vitro thrombectomy simulation with
tough clots result in inferior revascularization rates compared to
more compliant clots.

2 Lapergue et al 2019. Effect of endovascular contact aspiration vs stent retriever on revascularization in patients
with acute ischemic stroke and large vessel occlusion. The ASTER randomized clinical trial.

3 Turk et al 2019, Aspiration thrombectomy versus stent retriever thrombectomy as first-line approach for large
vessel occlusion (COMPASS): a multicenter, randomized, open label, blinded outcome, non-inferiority frial

“ Nogueira et al 2018. Safety and Efficacy of a 3-Dimensional Stent Retriever With Aspiration-Based
Thrombectomy vs Aspiration-Based Thrombectomy Alone in Acute Ischemic Stroke Intervention: A Randomized
Clinical Trial

5 Fennel et al 2018. What to do about fibrin rich “tough clots?” Comparing the Solitaire stet retriever with a novel
geometric clot extractor in an in vitro stroke model
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Neuroform Atlas™
STENT SYSTEM

Bending expectations of conformability and stability.

The Neuroform Atlas Stent System is purposefully designed to provide
enhanced conformability, stability and ease of use with the goal of improving
patient outcomes. The adaptive cell design provides the coil support and wall

apposition needed to perform effective stent-assisted coiling procedures.

Product Stent Stent Unconstrained = Recommended Parent

Number Diameter Length Stent Diameter Vessel Diameter
MOO3EZAS30150 3.0mm 15mm 3.5mm >2.0 and <3.0mm
MOO3EZAS30210* 3.0mm 21Tmm 3.5mm >2.0 and <3.0mm
MOO3EZAS30240 3.0mm 24mm 3.5mm >2.0 and <3.0mm
MOOQO3EZAS40150 4.0mm 15mm 4.5mm >3.0 and <4.0mm

MOO3EZAS40240 4.0mm 24mm 4.5mm >3.0 and <4.0mm
MOO3EZAS40300% 4.0mm 30mm 4.5mm >3.0 and <4.0mm
MOOQO3EZAS45210 4.5mm 2Tmm 5.0mm >4.0 and <4.5mm
MOO3EZAS45300 4.5mm 30mm 5.0mm >4.0 and <4.5mm

All stent sizes are compatible with Stryker Neurovascular 0.0165-0.017in (0.42-0.43mm) ID microcatheters, excluding Tracker™ 17 Microcatheter.
The stents above are available without a distal delivery wire tip.
*These stent sizes will be available starting January, 2016.

Neuroform Atlas™
STENT SYSTEM

See package insert for complete indications, contraindications, warnings and instructions for use.

INTENDED USE/INDICATIONS FOR USE

The Neuroform Atlas™ Stent System is intended to be used with occlusive devices in the treatment of intracranial aneurysms.

THIS DOCUMENT IS INTENDED SOLELY FORTHE USE OF HEALTHCARE PROFESSIONALS.
A physician must always rely on his or her own professional clinical judgment when deciding whether to use a particular product when treating a particular patient. Stryker does not
dispense medical advice and recommends that physicians be trained in the use of any particular product before using it in a procedure. The information presented is intended to

demonstrate the breadth of Stryker product offerings. A physician must always refer to the package insert, product label and/or instructions for use before using any Stryker product.

Products may not be available in all markets because product availability is subject to the regulatory and/or medical practices in individual markets. Please contact your Stryker
representative if you have questions about the availability of Stryker products in your area. The Stryker products listed above are CE marked according to the Medical Device
Directive 93/42/EEC.

Bench test results. n=1. Bench test results may not necessarily be indicative of clinical performance. Testing performed by Stryker Neurovascular. Data are on file at Stryker
Neurovascular and will be made available upon request. All photos and illustrations owned by Stryker Neurovascular. Sample images represent expected performance of
Neuroform Atlas Stent.

Stryker Corporation or its divisions or other corporate affiliated entities own, use or have applied for the following trademarks or service marks: Excelsior, Neuroform Atlas,
Segmental, Target, Tracker, XT-17. All other trademarks are trademarks of their respective owners or holders.
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RAQA Manager Stryker Neurovascular

Stryker France S.A.S. 47900 Bayside Parkway
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France strykerneurovascular.com
Date of Release : SEP/2015
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Neurovascular
Purposeful innovation in mind.

Bending expectations of
conformability and stability.

Neuroform Atlas™
STENT SYSTEM




CONFORMABILITY

\Xall apposition
The adaptive cell structure is designed to enhance stent

opening and conformability in bifurcations and tight curves.

STABILITY

Superior radial force

The high radial pressure of the Neuroform Atlas™ Stent leads to greater stent stability.
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12-crown
row designed to
provide flexibility,
improve scaffolding
and prevent ‘gapping’
on bends

Adaptive cell design with
varying strut width
The Neuroform Atlas™ Stent’s adaptive cell design

featuring 8- and 12-crown rows is designed to

8-crown
row designed to
provide support and
anchoring

optimize both device conformability and stability.

Segmental™ Expansion
Each segment of the Neuroform Atlas Stent acts
independently to provide high radial force, anchoring

the stent and ensuring that the stent opens fully.

Closed cell proximal end

The ring of closed cells on the proximal end
improves stent stability when recrossing

with a microcatheter.

EASE OF USE

Microcatheter compatibility
All sizes of the Neuroform Atlas™ Stent are deliverable down coiling microcatheters, such as
Excelsior™ SL-10™ Microcatheter™.

With Neuroform Atlas Stents and the Excelsior family of microcatheters, the same 2-tip
microcatheter can be used to deliver both stents and coils.

Predictable recrossability

The Neuroform Atlas Stent balances both
consistent neck coverage and recrossability.
The adaptive cell design facilitates
recrossability by 1.7F tip microcatheters
while providing a scaffold for the entire line
of Target™ Detachable Coils.

Low foreshortening

The very low foreshortening of the Neuroform Atlas Stent leads to higher deployment accuracy.

Stent Foreshortening %
LVIS Jr
8.0-40.0
Neuroform Atlas m

*Stryker Neurovascular 0.0165-0.017in ID microcatheters, excluding Tracker™ 17.
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The Avigo™ hydrophilic guidewire provides support for tracking, crossing and maintaining catheter stability.
Learn more about its Twister™ technology and MicroRidge™ technology here.

A\ |ndications, Safety & Warnings (https://europe.medtronic.com/xd-en/healthcare-
professionals/products/neurological/access-delivery-nv/avigo/indications-safety-warnings.html)

THE SUPPORT YOU NEED

TRACKING

The Avigo™ guidewire provides support for tracking 021 and 027 systems smoothly."

CROSSING

https://europe.medtronic.com/xd-en/healthcare-professionals/products/neurological/access-delivery-nv/avigo.html 1/6
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Increased tip buckling strength to cross challenge clots.?

MAINTAINING

The Avigo™ guidewire’s core wire design provides support for maintaining catheter stability during precise navigation.

TECHNOLOGIES TO IMPROVE THE WIRE'

TWISTER™ TECHNOLOGY

The core wire is twisted and annealed to improve torque.

MICRORIDGE™ TECHNOLOGY

The distal tip is designed to minimise prolapse, enhance proximal push forces, and provide distal tip support.

INDICATIONS

The Avigo™ hydrophilic guidewire is indicated for general intravascular use to aid in the selective placement of catheters
in the peripheral and cerebral vasculature during diagnostic and/or therapeutic procedures. The device is not intended for
use in the coronary arteries. Indications, contraindications, warnings and instructions for use can be found in the product

labeling supplied with each device.

https://europe.medtronic.com/xd-en/healthcare-professionals/products/neurological/access-delivery-nv/avigo.html 2/6
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IFU

View full instructions for use.

CHARACTERISTICS

= Platinum coil radiopaque marker

= Tungsten-doped radiopaque jacket with hydrophilic coating: 38cm
= Reshapeable tip: 2cm

= PTFE cover

= Stainless steel core wire

AVAILABLE CFN

Access and Delivery - Avigo | Medtronic

CFN Diameter (in) Total Length (cm) Coil Length (cm) Tip Shape
103-0606-200 0.014 205 5 Straight
RELATED PAGES

n Miraggm_Hydrophilic Guidewire (/xd-en/healthcare-professionals/products/neurological/access-delivery-

nv/mirage.html)

https://europe.medtronic.com/xd-en/healthcare-professionals/products/neurological/access-delivery-nv/avigo.html
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= Acute Ischemic Stroke Revascularisation Products (/xd-en/healthcare-
professionals/products/neurological/revascularization-stroke.html)

= Access & Delivery Products for Neurovascular (/xd-en/healthcare-professionals/products/neurological/access-
delivery-nv.html)

ANY QUESTIONS?

Do you need support for procedures? Or information on our products and solutions?

Our team is happy to help answer any questions you may have.

CONTACT US (/xd-en/e/neurovascular/stay-connected.html)

looking for
more in neurovascular?

go to neurovascular (/xd-en/e/neurovascular.html)

1
IFU 70719-001 Rev. 06/13

2
TRNV-10563 Rev. A
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(https://europe.medtronic.com/xd-en/healthcare-professionals.html)
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Informatii pentru comenzi - Firul de ghidaj hidrofil Avigo™.014”

Numar de referinta Diametru (inci) Lungime totala (cm) Lungime bobina (cm)

103-0606-200 014 205 5

Detaliile dispozitivului Firul de ghidaj hidrofil AvigoTM.014”

205 cm

Capac din PTFE 38 cm cu acoperire polimerica, hidrofil

- 014"

L (355 mm)

Miez din otel inoxidabil < 5 cm
Bobinad din platina

CARACTERISTICI FUNDAMENTALE FIRULUI DE GHIDAJ:

e o . , .. . Formatare “odatd cu banda”
Evita rasucirea firelor, pentru a Se hidrateaza timp de cel putin 30 de

. .. . - pentru a mentine integritatea
sustine performanta maxima. secunde, pentru a avea o buna lubrifiere.

varfului .

Ghidajul hidrofil este indicat pentru aplicatii intravasculare generale, pentru a ajuta la plasarea selectiva a cateterelor in vasculatura
periferica si cerebrald, in timpul procedurilor de diagnostic si / sau terapeutice. Dispozitivul nu este destinat utilizarii in arterele coronare.

Indicatiile, contraindicatiile, avertismentele si instructiunile de utilizare se gasesc pe eticheta aflata pe fiecare dispozitiv.

COVIDIEN, COVIDIEN cu sigla, sigla Covidien si sintagma , rezultate pozitive pentru viata” sunt marci comerciale ale Covidien AG, inregistrate in SUA si
I l COVI D | E N la nivel international. TM * - Marca comerciala a proprietarului respectiv. Alte marci sunt marci comerciale ale unei companii ce apartine Covidien.

© 2013 Covidien. 116713-001 (A) FEB/13

COVIDIEN +33 156 88 51 30 [0] www.covidien.com
106/108 Rue la Boetie - 75008 PARIS +33 6 08 23 10 59 [m]
FRANTA

EJ coviDiEN

positive results for life



http://www.covidien.com/

Avigo™.014” Fir de ghidaj hidrofil

Oferd o platformd FOARTE SOLIDA pentru plantarea dispozitivelor'

SUPORT DISTAL'

60
Firul de ghidaj Avigo™
50
o 40
Firul de ghidaj Stryker Transend™* EX
30
Firul de ghidaj Stryker SyW
20
Firul de ghidaj MicroVention Traxcess™*
10 -
0
3 4 5 6 7 8 9 070 N 12 13 14 15 16 17 18 19 . 21 22
DISTANTA FATA DE VARFUL DISTAL (cm)

Firul de ghidaj Avigo™ ofera asistenta necesara pentru urmarirea
fara probleme a sistemelor 021 si 027, de exemplu cu cateterul
Marksman™ pentru plantarea dispozitivului de embolizare
Pipeline™, sau cu micro-cateterul OrionTM-21 pentru plantarea
stentului.

Sisteme robuste de

URMARIRE

Firul de ghidaj Avigo™ ofera suportul necesar pentru traversarea
cheagului, cu prolaps redus la varf in traversul cateterului, in
cazurile de accident vascular cerebral ischemic.

TRAVERSARE
Cheaguri dificile

Miezul firului de ghidaj Avigo™ ofera suportul necesar pentru
MENTINEREA

pozitiei cateterului

mentinerea stabilitatii cateterului pe durata navigarii de precizie,
de exemplu atunci cand selectati anevrismele mici sau rupte, sau
atunci cand navigati in proximitatea anevrismelor “cu gat larg".

Caracteristici de design si avantaje

Tehnologie Twister™*
Tratare patentata a miezului firului de ghidaj?

e Suport pe sina, pentru urmarire si stabilitate
e Rezistenta la deformare

e Mentine controlul cuplului

Tehnologie
Microridge™*

Tratare patentata a
miezului firului de ghidaj?

e Navigare distala imbunatatita
e Urmarirea cateterului in zona distala

e Prolaps redus al varfului

Camasa radioopaca
de 38 cm, saturata cu
tungsten 2

e Radioopacitatea soft
permite vizualizarea
anatomiei cerebrale

Marker radioopac de 5 cm 2

e Vizualizare excelenta a varfului

" Pe baza analizei comparative interne; Testat comparativ cu Transend™*, Traxcess™* si Synchro™*. TRNV-10563, Test cu 3 puncte de indoire; Rezultatele testelor sunt ponderate; n=10 / model. 2012) > DWG50604
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Detalii dispozitiv

Lumen principal

Varf cateter

Conector aspiratie pentru balon
—_—a

Tnainte de umflare Balon umflat

Marcaje balon Marcaje balon

Gama de dispozitive

Lungime varf Diametru exterior Diametru interior Lungime totala

Nr, catalog Denumire produs |Manson conform (F) (mm) Lungime balon (mm) (inch) (inch) Lungime utild (cm) (cm)

10060 Cello 6F+ 2,0 mm (0,079) 0,051

10080 Cello 8F 2,7 mm (0,106) 0,075

Bibliografie

1. TR-NV13032 Rev A. Cateterul de ghidaj cu balon Cello™ Raport de evaluare clinica.

2. Mueller-Kronast, NH; Zaidat OO - Systematic Evaluation of Patients Treated With Neurothrombectomy Devices for Acute Ischemic
Stroke - Primary Results of the STRATIS Registry - Stroke. 2017;48:00-00. DOI: 10.1161/ STROKEAHA.117.016456.

3. Nguyen TN, et al. Balloon guide catheter improves revascularization and clinical outcomes with the Solitaire device: analysis of the
North American Solitaire Acute Stroke Registry. Stroke. Jan 2014;45(1):141-145.

4. Comparison of a Balloon Guide Catheter and a Non-Balloon Guide Catheter for Mechanical Thrombectomy, Aglae Velasco

5. Etichetare Cateter de ghidaj cu balon Cello™*.
6. TR-NV13900 Rev A. Cateterul de ghidaj cu balon, Test de fezabilitate.

Cateterul de ghidaj cu balon Cello ™ este indicat pentru a facilita insertia si ghidarea cateterelor intravasculare intr-un vas de sange
selectat, in sistemele periferice si neurovasculare. Balonul asigura ocluzie vasculara temporard in timpul acestor proceduri si al altor
proceduri angiografice.
- Indicatiile, contraindicatiile, avertismentele si instructiunile de utilizare se gasesc pe eticheta produsului, furnizata cu fiecare
Memronlc dispozitiv. Toate declaratiile si descrierile sunt destinate tarilor cu reglementari CE. Disponibilitatea acestor produse poate
varia in tarile din afara UE. Cateterul de ghidaj cu balon Cello ™ este destinat blocarii temporare a fluxului sanguin prin
extinderea unui balon in interiorul vaselor de sange in timpul operatiilor, cum ar fi: hemostaza de urgenta, hemostaza pentru

Europe chirurgie, perfuzie de sange in vasul periferic si injectie arteriald pentru chimioterapie.
Medtronic International Trading Sar

Route du Molliau 31 Consultati prospectul IFU pentru instructiunile complete.

Case postale

CH-1131 Tolochenaz Cello este produs de Fuji Systems Corporation

Tel: +471 (0}21 802 7000 200-2 Aza Ohira, Odakura, Nishigo, Nish Shirakawa Gun Fukushima, 961-8061 Japonia

Fax: +41{0}21 802 79 00 UC201801623 EE © Medtronic 2017. Toate drepturile rezervate. Imprimat in Europa.

www.medtronic.eu
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De sa folosim un Cateter de ghidaj cu balon De ce sa utilizam CELLO™*

. ) . - - eoam U] A ey
m Piata SUA potentiald, o singura ramura, m Optiuni in crestere, cu 4 marimi diferite
multi-centru, non-aleator Analiza rezultatelor BGC conform registrului STRATIS? : N 5 ) ) . . . - N . . e . ) . 1
! m Spirale impletite din Otel inoxidabil ofera report echilibrat intre rezistenta mecanica si rezistenta la sugrumare
m Evaluarea recuperatoarelor de stent Medtronic in

I RO N m Balon conform din silicon cu dous marcaje (proximal si distal) pentru pozitionare si control al umflarii*
situatii reale

Recuperare stent Recuperare stent
+BGC + DLBC

Valoare P

m 936 de pacienti ai STRATIS au fost inclusi in
analiza

ratd mai mare de MRS 0-2 la 90 zile 61,8% 50,2%
291/471) 138/275)

Recuperatoarele de stent Medtronic sunt
destinate a fi utilizate doar cu catetere de
ghidaj cu balon nr. 8F & 9F

Navigatia BGC cu un model ICA din Silicon® Durati dezumflare balon® Rigiditate vérf la BGC, la 2 mm de la capat”®

O whWwatowewo

m Concluzii: utilizarea BGC ca abordare primara in Numér total mai mic de |Numirul mediu de treceri ale 2,0+1,30
STRATIS a demonstrat o rati mai mare de treceri ale dispozitivului |yispositivului in acelasi vas =)
independenta functionald dupa 90 in
comparatie cu CGC (catetere de ghidaj
conventionale) si DLBC (catetere distale de
diametru mare).
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Forta de manevrabilitate, grame

8
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0 -
8F Cello™* (n=3) FlowGate2™* (n=3) 87 Cello™* (n=3) GF Cello™* (=3} FlowGate 2% (ne3) 9F Cello"™* (n=3) FlowGate2™%n=3]

Beneficiile utilizarii unui BGC cu un recuperator de stent Abordare coaxiala Abordare triaxiala

Sub-studiu BGC NASA® Articol VELASCO*

Valoare P Valoare P

BGC NBGC

|

S ' e '
Nr. de pacienti participanti % /‘
Duratd pana la re-vascularizare 20,5 min, (duratd procedurd)| 41 min, (durata procedura) P<0,0001

1 median 2 mediane 1 mediand 2 mediane

Caracteristicile
studiului si de referinta

Caracteristicile
procedurale

Numarul de treceri pentru a complete 1
revascularizare mediane

Dispozitiv TIMI 2b-3

12,2% (18/149) 9% (17/189)

Rezultate clinice

m Cateter de ghidaj cu balon Cello™ (9F OD) m Cateter de ghidaj cu balon Cello™ (9F OD)

Mortalitate la 90 zile 26,2% (33/149) 31,8% (55/189) . . n 9 ™
m Micro-cateter Marksman™ 153cm, Rebar 18, 27 (3F OD) m Cateter intra-cranial sau intermediar ARC™ (6F OD)

m Recuperator de stent Solitaire™ Platinum = Micro-cateter Marksman™ 160cm (3F OD)

ENT: Embolizare la un nou teritoriu TICI: Scara Trombolizei in Infarct cerebral:
N/A: Nu este cazul 2b: Umplerea complets a teritoriului vascular previdzut, conform Recuperator de stent Solitaire™ Platinum
NIHSS: National Institutes of Health Stroke Scale vizualizarii, dar umplerea este mai lenta decat normal.

NR: Neraportat 3: Perfuzie completd; curgerea antegrada in spatiul distal in raport cu

DAC: Cateter de acces distal obstructia apare la fel de rapid ca in interiorul obstructiei, iar

SA: Zona evaluata eliminarea substantei de contrast din spatiul implicat este la fel de

sICH: Hemoragie intra-craniand simptomatica rapida ca din cel neimplicat.

BGC: Cateter de ghidaj cu balon

NBGC: Cateter de ghidaj fara balon

Medtronic

Further, Together



MICROCATETER PHENOM™ 17
SPECIFICATII PENTRU COMENZI

MARKER DISTAL
MARKER PROXIMAL l
Y'Y

_____4..5_'..1) D

B .
I“SEGMENT MOALE DISTAL

c
SEGMENT FLEXIBIL BOBINA UNICA

A
LUNGIME PRACTICABILA

EXPLICATIE Nr. CODURI PIESE

Microcateter Phenom™* - MARKERI VARF FORMA VARF

Exemplu Microcateter Phenom™* 17

Diversele scenarii clinice au cerinte specifice de suport si de navigatie. Pentru microcatetere Phenom™*, va oferim specificatii
diversificate, pentru a va satisface nevoile. Pentru a va asigura dispozitivul adecvat, selectati cateterul:

MICROCATETERUL PHENOM™ 17: SELECTATI FORMA VARFULUI

D: DI CATETER E: DE PROXIMAL F: DE DISTAL FORMA VARF NUMAR PIESA

DREPT FG11150-0615-2S

Microcateter 0.017" 0.024" CURBAT, in ”J” FG11150-0615-2]
Phenom™" 17
(0.43mm) (1.8F) CURBAT,, la 45° FG11150-0615-2X

CURBAT la 90° FG11150-0615-2R

REFERINTE:

1. Document Cathera ML-0001.B
2. Document Cathera ML-0001.A
3. ENR-0029.A

Microcateterele Phenom™ sunt destinate introducerii dispozitivelor de interventie si perfuziei de agenti de diagnostic sau
terapeutici in vasculaturile neurologice, periferice si coronare.

1 Bobinele detasabile The Axium™ si Axium™ Prime nu sunt indicate pentru toti pacientii, si este posibil s& nu reprezinte
e r 0 n I C tratamentul adecvat pentru toate scenariile clinice.

Bobinele detasabile Axium™ si Axium™ Prime sunt destinate embolizarii endovasculare a anevrismelor intracraniene. Bobinele
Europa detasabile Axium ™ si Axium ™ Prime sunt, de asemenea, destinate embolizarii altor anomalii neurovasculare, cum ar fi
Medtronic International Trading Sari. v * oY e ” ’ g
Route du Molliau 31 malformatiile arteriovenoase si fistulele arteriovenoase.
Case postale
CH-1131 Tolochenaz Indicatiile, contraindicatiile, avertismentele si instructiunile de utilizare se gasesc pe eticheta existenta pe
Tel: +41 (0)21802 7000 fiecare dispozitiv.
Fax:+41 (0)21 802 79 00
UC201902266EE © 2018 Medtronic. Toate drepturile rezervate. Medtronic, sigla Medtronic , Further si Together, sunt marci
d . comerciale ale Medtronic. Phenom este o marca comerciala a Cathera, Inc.™* Marcile terte sunt marci comerciale ale
www.medtronic.eu proprietarilor respectivi. Toate celelalte marci sunt marci comerciale ale unei companii Medtronic.
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SOLUTII PENTRU
TRATAREA

ANEVRISMULUI
MICROCATETERUL
PHENOM™ 17
ACTIONEAZA CU
INCREDERE

Platforma de plantare Microcateterul
pentru bobine si stenturit Phenom™ 17

Medtronic

Further, Together




ONA
PROXIMALA
IMPLETITA

3 ZONE DE ACTIUNE CU
FLEXIBILITATE PROGRESIVA!

ZONA
DISTALA
BOBINATA!

Zona distala bobinata:

« Asigura flexibilitatea si stabilitatea
varfului, ceea ce permite
schimbarea tecii dispozitivului’

Zona mediala bobinata/impletita:

» Permite transferul constant al fortei de
impingere proximal > distal’

Zona proximala impletita:

« Ofera profil proximal redus si
impingere optima

’#Wimiﬁfahﬁ%% -

BOBINATA/
PLETITA!

MICROCATETERUL
PHENOM™ 17

Avantaje suplimentare:

= Varful cu profil redus permite
accesarea vasculaturii distale si
traversarea cu usurinta prin
interstitiile stentului 2

- Varf distal atraumatic moale si
totunjit?

. Lumenul interior, proiectat pentru a
preveni ovalizarea si a planta
dispozitivele cu frecare minima?

Platforma de plantare
pentru bobine si stenturi’

RIGIDITATE VARF® RIGIDITATE AX CATETER?®

41 700
40
600
s e
39 = TS
500 =
38 / /
)
E E
E 37 © 400 ’ l
g s
8 he] l
bl =
= * 300 I
35 /\%JM
200 r~— v
34 N N
33 100 /
— -
= 4
32 0
0 10 20 30 40 50 60
Distanta de la varf (cm)
Microcateterul Microcateterul Microcateterul
» ior™”Q - iorT™?” _ Microcateterul mmm Microcateterul Excelsior™* s Microcateterul Excelsior ™*
Phenom™” 17 Excelsior™”SL-10 Excelsior™” XT-17 Phenom™ 17 (n=1) SLA0 (n=1) XTAT, (o)

(n=1) (n=1) (n=1)

’ ’ FORTA DE IMPINGERE LA
3 :
FORTA URMARIRE CATETER N e e

(BOBINA AXIUM™ 3D, 20X50)

[=
2
=
©
=
S
w

o
—
0

Forta(lbf)

Urmarire distanta (in) Distanta (in)

Microcateterul Phenom™* 17 Microcateterul Excelsior™* Microcateterul Excelsior™* s Microcateterul Phenom™* Microcateterul Excelsior™*  mm Microcateterul Excelsior™*
(n=1) SL-10 (n=1) XT-17 (n=1) 17 (n=1) SL-10 (n=1) XT-17 (n=1)
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CATETERELE
PHENOM™
GHID DE
LUCRU

Medtronic
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CATETERELE
PHENOM™
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CUM SUNT PROIECTATE"

IR

Doar bobina
SS

i 1

V

/
\

Impletitura Tripla SS Impletiturd dubla

SS + bobina SS

impletitura SS
+ bobina

® 4 zone de tranzitie
® Proximal - impletitura tripla SS
® Ax medial - impletitura dubla SS si bobina
® Ax medial - impletitura SS si bobina unica
® Segment distal — bobina SS

® Materiale corp cateter

W Straturi exterioare din Pebax™ (strat interior din otel
inoxidabil impletit/bobinat, PTFE si elastomer
poliolefinic)

Varf distal rotunjit

" Captuseala interioara lubrifianta
® Marker radioopac

" Platina/lridiu

® Tub suport

® Nailon

3 Ghid de lucru, cateter Phenom™" 2016

Medtronic
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CONFIGURAREA VARFULUI DISTAL?
CE REPREZINTA?

EXPLICATII NUMAR PIESA

Cateter G Mirime A i B C ) MAarker F9rma
Phenomm- varf varf
Exemplu Cateter FG 11 150 - )6 15 - 2 S
Phenom -
017 MARKER.DISTAL
| l
4 PPoPPS _‘}.:mzn
>
SEGMENT DISTAL MOALE
SEGMENT FLEXIBIL, BOBINA UNICA o
& A - »
LUNGIME PRACTICABILA

B: Lungimea segmentului moale distal, in centimetri, masurata de la varful distal.
C: Lungimea segmentului ranforsat cu bobina unica, in centimetri, masurata de la varful distal.

Ghid de lucru, cateter Phenom™" 2016

Medtronic
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SPECIFICATII PENTRU COMENZF®

CATETERUL PHENOMm-027

D: DI Cateter E: DE Proximal F: DE Distal & Lungirpea .ﬂ%)(ib“é Numar piesa
cu bobina unica
Cateterul y ” , 15 cm FG15150-0615-1S
chenom™ 0oy 0-027" (0.69 mm)  0.040” (3.1F) 0.036” (2.8F) 0 o FG1E150.0820.15

5

Ghid de lucru, cateter Phenom™" 2016

Medtronic
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CATETERELE
PHENOM™
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CATETER PHENOM™ 027
AVANTAJE

Phenom™* 027 — comparatie pentru forta
de flambaj masurata a varfului distal (g)*

20

17.5

15

.2.5

1 10

-

7.5

forta de flambaj varf (g)

2.5

Cateter Excelsior XT-27TM* [n=2] Cateter MarksmanTM [n=2] Cateter PhenomTM* 027 [n=2]

Avantajele esentiale?

® |umenul cateterului este proiectat strategic, pentru a preveni ovalizarea si pentru durabilitate, cu scopul plantarii de dispozitive
terapeutice avansate, cu frictiune minima.

® varful distal rotunijit este conceput pentru a spori trasabilitatea acestuia peste fir, si pentru a ajuta la recaptarea dispozitivului.

® Modelele optimizate ale axului distal al cateterului Phenom™ sunt flexibile, dar stabile

Ghid de lucru, cateter Phenom™" 2016 Medtroni.c
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Medtronic International Trading Sarl.

Route du Molliau 31
Case postale

CH-1131 Tolochenaz
Tel: +41 (0)21 802 70 00
Fax: +41 (0)21 802 79 00
2016
www.medtronic.eu

UC201704796 EE © Medtronic

Toate drepturile rezervate.

REFERINTE
TR-NV12653A1 2. Document Cathera ML-0001.A 3. DC00039504B

COMPLICATII POTENTIALE: pentru lista completd de avertismente, precautii si
contraindicatii consultati instructiunile de utilizare.

Indicatiile, contraindicatiile, avertismentele si instructiunile de utilizare se gasesc pe
eticheta produsului existenta pe fiecare dispozitiv.

Cateterele Phenom™ sunt destinate plasarii dispozitivelor de interventie si a celor pentru
perfuzia de agenti de diagnostic sau terapeutici in vasculatura neurologica, periferica si

coronara.

™* Phenom este marca comerciala a Cathera, Inc. Marcile terte sunt marci comerciale

ale proprietarilor respectivi.
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SOLUTIONS FOR
ANEURYSM
TREATMENT
PIPELINE™ FLEX
WITH SHIELD
TRUSTED
INACTION

PIPELINE™ Flex Embolization Device
with SHIELD TECHNOLOGY™

i -
Y

v e "
v % "Medtronic
b Further, Together
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EFFICACY
SIMPLICITY




WHAT IS
SHIELD
TECHNOLOGY™?

FULL FLOW DIVERSION
LOW THROMBOGENIC
PROFILE

m  SHIELD TECHNOLOGY™ is designed to improve the
hemocompatibility and deliverability of the Pipeline™
implant by addressing material thrombogenicity:.

m  SHIELD TECHNOLOGY™ is a surface modification where synthetic
phosphorylcholine (PC) polymer is covalently-chemically-bonded
to the strands that make up the Pipeline™ device braid.

SHIELD TECHNOLOGY™ provides biomimicry properties
the blood cells won't react to the Pipeline™ implant.

Phosphorylcholine is present Synthetic phosphorylcholine
inthe is produced and covalently
of red blood cells bonded to the braid

OUTER SHIELD
MEMBRANE TECHNOLOGY™
OF RED

BLOOD CELLS




TRADITIONAL
COATINGS
VERSUS THE

SURFACE
MODIFICATION

FULL FLOW DIVERSION

LOW THROMBOGENIC
PROFILE

Method

Mode of Action

Thickness

Adhesion to the Substrate

Process

Shield Technology™
Inert Polymer

<3 Nanometers’
(0.01% of one braid strand)

Chemical Bonding

Chemical Reaction

PIPELINE™ Flex Embolization Device
with SHIELD TECHNOLOGY™

PC Coating

(Use on initial prototypes)

Polymer + Drug
>500 Nanometers’
Physical Encapsulation

Dipping, Spray or Brush

PIPELINE" Flex with
SHIELD TECHNOLOGY ™
Surface =

= Smoother with less
asperities for better
deliverability

= [ essthrombogenic risk

= Thinnerto keep the
optimal lumen diameter.
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THROMBOGRAM
ANALYSIS®

This test, peak thrombin?®
was measured as well as
the time to peak thrombin.

60

50 PEAK THROMBIN
S 40
£
[
e) 30
£
o
If 20
10
TIME TO PEAK
)
(0] 20 40 (510) 80 100
Time (min)

Measurement of thrombin generation?®
is central to understanding and developing
therapeutics for thrombosis treatment.

Increased thrombin generation predicts
an increased risk of thrombosis.



THROMBOGRAM
ANALYSIS?

Pipeline™ Flex with Shield Technology™ = significant reduction®in
thrombin peak and time to peak, leading to less thrombogenic risk

Thrombin peak is equal to stent with better clinical outcomes?®
in aneurysm treatment?

100

80

% — FD DEVICES — 1 T AB DEVICES m
c
S 60 * N f
£ I I
o
I_E 40
' I
©
CGL) ) . I
I
0
No Sample  Shield Flex FRED Silk Solitaire Leo

Devices

S53%°

LOWER PEAK LOWER PEAK
THROMBIN WITH THROMBIN WITH
SHIELD COMPARED SHIELD COMPARED
TO SILK TO FRED AND
PIPELINE FLEX




100

EE— FD DEVICES — T AB DEVICES .
80 I

60 I

H *

40

Time to Peak (min)
%
|_|

H*

20

No Sample  Shield Flex FRED Silk Solitaire Leo

Devices

45%°

HIGHERTIMETO HIGHER TIME TO
PEAK THROMBIN PEAK THROMBIN
WITH SHIELD WITH SHIELD
COMPARED TO SILK COMPARED TO FRED




PFLEX®

SOLUTIONS FOR
ANEURYSM TREATMENT
PIPELINE™ FLEX WITH
SHIELD TECHNOLOGY
TRUSTED IN ACTION

STUDY OBJECTIVE®

m  Joassess the incidence of safety outcomes in patients treated
with the Pipeline™ Flex Embolization Device with Shield Technology™

PRIMARY STUDY SAFETY ENDPOINT®

m  Occurrence of major stroke in the territory supplied by the treated
artery or neurological death at 1 year post-procedure

SECONDARY STUDY SAFETY ENDPOINT®

m  Pipeline™ Flex Embolization Device with Shield Technology™ —
related neurologic adverse event rate at one year post-procedure



ANEURYSM CHARACTERISTIC

Morphology Saccular 49 (98%)
Fusiform 1(2%)

Parent Artery Location Internal Carotid Artery 47 (94%)
Vertebral Artery 3(6%)

MEASUREMENT MEDIAN (MEAN = SD)
Aneurysm Max Diameter (mm) 7.15(8.82 + 6.15)
Neck Length (mm) 4.55(5.06 +2.12)

Dome-to-neck Ratio 1.30(1.52 + 8.85)



TARGET TARGET
ANEURYSM ANEURYSM
RECURRENCE RETREATMENT

. n (%)
ANEURYSM OCCLUSION [(YEX%9)

Complete Occlusion 27 (81.8%)
Residual Neck 2(6.1%)

Residual Aneurysm 4(12.1%)



INITIAL CLINICAL DATA
SHOWS THAT PIPELINE™ FLEX
WITH SHIELD TECHNOLOGY™
IS SAFE AND EFFECTIVE

FOR THE TREATMENT OF
INTRACRANIAL ANEURYSMS

0% 0%

MAJOR STROKE NEUROLOGICAL
IN THE TERRITORY DEATH
SUPPLIED BY THE

TREATED ARTERY

PRIMARY SAFETY ENDPOINTS

SECONDARY SAFETY ENDPOINTS®

m 14% (n=7) Pipeline™ Shield related neurologic adverse event
m  6in-stent stenosis; allasymptomatic and non-serious

®  |CAthrombosis; asymptomatic, serious, resulted in no clinical sequelae
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Indications

The Pipeline™ Flex embolization device is intended for endovascular embolization of cerebral aneurysmes.
The Pipeline™ Flex embolization device redefines the scope of treatment for large, giant, wide-necked,
failed-treatment, and fusiform aneurysms by reconstructing the parent artery and restoringits natural
course with or without the use of adjunctive embolic devices.

The Pipeline™ Flex embolization device with Shield Technology™ is intended for endovascular embolization
of cerebral aneurysms.

Indications, contraindications, instructions for use and caution statements can be found in the product
labelling supplied with each device.

Medtronic

Medtronic Intl. Trading SARL
Route du Molliau 31

Case Postale

CH-1131 Tolochenaz

Switzerland
Tel: 41.21.802.7000 UC201902503EE © 2018 Medtronic.
Fax: 41.21.802.7900 All Rights Reserved.
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» Healthcare Professional

AXIUM™

Patients & Caregivers

> Products > Neurologica

Detachable Coils

The Axium™

frame and soft finish

Healtheare Professonals

family offers an optimised packir

Pationts & Caregivers  Our Company

Our Company

Our Impact

EXPLORE THE AXIUM ™ DETACHABLE COILS FAMILY:

Axlum ™ Prime FC: stable &
conformabie framing cells

Axium ™ Micro FX
fibered colls (30 & holical)

Axium™ Prime S5: woft filing
<oils (3D & helical)

Axium™ Bare: conformable &
wtllity colls {30 & helical)

olume and provides z stable

S micracatheter

Our Impact

Axium™ Prime €5: coft finishing
<olis (3D & helical)

“Assisted delivery of Axium ™ cods

«

&
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AXIUM™ FAMILY
99.7% PROVEN BETTER TRACKABILITY MINIMAL
RELIABILITY OF THE THROUGH TORTUOUS MICROCATHETER
DETACHMENT SYSTEM ANATOMY KICK-BACK

{in a study inc

Captura website 4

Patients & Caregivers Qur Company Our Impact

PROGRESSIVE COIL DESIGN: LESS COILS, MORE VOLUME

Classic & Classic & Classic & Classic &
Frame Frame Frame Frame
0D:0.01157 OD:0.0125" OD:0.0135" 0OD:0.0145"
T— 1 { ll - - .i . - 1 1
Smm 10mm
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AXIUM™ PRIME FRAME

AXIUM™ PRIME FRAME (FC)

Axium™ Prime

cop configuration, |

e Memao yed nitinol ¢
ven & closed loops

Versatility to conform to different aneurysm morphologies with the
flexible OMEGA open loops®

Stability enhanced with OMEGA closed-loop patterns for the first and
ast loops?

Consistent and dense neck coverage as the successive loops change
directions®

Captura website 6

B Aoeaysm Tezment Prod x 4+

Medtronic Healthcare Professionals  Patients & Caregivers  Our Company

1" LOOP DELIVERY

Captura website 7

Healthcare Professionals Patients & Caragivers Our Company

Coil Q.. (in}

Diameter (mm)

Length (em)
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WHAT ARE THE KEY BENEFITS OF AXIUM™ PRIME ES AND SS COILS?
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or filling &
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Patients & Caregivers Our Company Our Impact

ES HELIX SS HELIX
Coll O.D. (in)

Diameter (mm)

Length (cm)

Vol. (mm?)

Captura website 10

Healthcare Professionals Patients & Caregivers Our Company Our Impact

f an Axiun

= Flow reduction across the neck®
L

ed thromb

nicity?

ss flow thraugh MicroFX™ coils vs. standard Axium™
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FOR VARIOUS SITUATIONS

Nylon Helix
Coil O.D. (in)

Diameter (mm)

Length (cm)

Vol. (mm?)

Captura website 12
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Axium™ Bare coils pioneered the Axium™ fami
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large loop diameter to sphere diameter ratio and
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CHARACTERISTICS
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Home > Healthcare Professionals » Products > Neurological » Access & Dellvery Products > Navien

Cateterul intracranian

NAVIEN™ A+

Cateterul de suport intracranian Navien™ A+ are un design unic, robust, pentru plantarea
versatild si controlata a dispozitivului. A fost conceput pentru a oferi suport optim si ovalizare
minima in procedurile de trombectomie mecanicé in tratamentul anevrismului, precum si in
tratamentul malformatiei arteriovenoase / fistulelor arteriovenoase (AVM / AVF).

A, Indicatii, siguranta si avertizari

Captura website 2

e v o

d. " Reading lis

e st situatii.  B§ Institutul National

A, Indicatii, siguranta si avertizari

PREZENTARE GENER

Designul bobinei de nitinol si pasul variabil al cateterului de suport intracranian
Navien™ A + ofera stabilitate si ovalizare minima, pentru controlul optim n
procedurile neurovasculare. Diametrul interior mare, pentru 5F sau 6F permite
manipularea usoara a dispozitivului si microcateterului, atunci cand se utilizeaza

PLANTARE combinatii diferite pentru:
CONTROLATA SI
DURABILITATE

Sistem embolic lichid

Dispozitive de deviere a fluxului si embolizare cu bobina
Contrast run

Embolie cu bobina, asistata cu balon
Extragerea/aspirarea trombilor si emboliilor moi, recente
Embolie cu bobina, asistata cu stent

DETALIILE DISPOZITIVULUI CATETERIC DE SUPORT INTACRANIAN NAVIEN™ A+
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DETALIILE DISPOZITIVULUI CATETERIC DE SUPORT INTACRANIAN NAVIEN™ A+

1. Bobina de nitinol cu fir plat - permite mentinerea diametrului interior al lumenului
2. Ofera stabilitate proximala si flexibilitate distala
3. Adeziv polimeric - agent de legare pentru straturi
4. Marker din platina pe bobina - asigura radioopacitatea varfului
5. Captuseala de PTFE — plantare lind a microcateterelor si a dispozitivelor de interventie
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AVANTAJE CLINICE"?

Diametrul interior mai mare (5F: 0.058" - 6F: 0.072") ofera optiuni de tratament suplimentare:

Debitul mai mare permite o mai buna injectare a substantei de contrast si o mai buna vizualizare

Volume mai mari de aspiratie

Captarea de bucati mai mari de cheag
Mai multa flexibilitate, permitand utilizarea diferitelor combinatii de dispozitive

Cu impletitura sa specificd, Navien™ A+ este un cateter de ghidaj durabil, cu procent redus de ovalizare

SPECIFICATII

INDICATII

Cateterul intracranian Navien™ este indicat pentru introducerea dispozitivelor de interventie /
diagnostic in vasculatura periferica, coronariana si in neurovasculatura. Cateterul intracranian | FU
Navien™ este, de asemenea, indicat pentru indepértarea / aspirarea emboliilor si trombilor

proaspeti si moi din anumite vase de sange din sistemul arterial, inclusiv in neurovasculatura.

Consultati instructiunile de utilizare integrale

NAVIEN IFU (PDF) o

A Indicatii, siguranta si avertizari
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CARACTERISTICI

® Navien ™ A + poate fi utilizat ca si cateter de aspiratie

" Lungime flexibila distald unica pentru toate dimensiunile: 8cm

®  Compatibilitatea firului: 0.035'70.038"

CFNS DISPONIBILE PENTRU NAVIEN™ 5F

COLUMNS: STACK v

Diametrul maxim exterior Diametrul interior Lungimea totala

(inci) (inci) (cm) Forma varfului

RFXA058-105-08 0.070 0.058 105 Drept

RFXA058-115-08 0.070 0.058 115 Drept

RFXA058-125-08 0.070 0.058 125 Drept

RFXA058-130-08 0.070 0.058 130 Drept
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CARACTERISTICI

® Navien ™ A + poate fi utilizat ca si cateter de aspiratie

" Lungime flexibila distald unica pentru toate dimensiunile: 8cm

®  Compatibilitatea firului: 0.035'70.038"
CFNS DISPONIBILE PENTRU NAVIEN™ 5F

COLUMNS: STACK ¥

CEN Diametrul maxim exterior Diametrul interior Lungimea totala

(inci) (inci) (@) Forma varfului

RFXA058-105-08

RFXA058-115-08

RFXA058-125-08

RFXA058-130-08
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CFNS DISPONIBILE PENTRU NAVIEN™ 6F
COLUMNS: STACK ¥
Diametrul maxim exterior Diametrul interior Lungimea totala
CFN (<)) (inci) (cm) Forma varfului
RFXA072-95-08 0.084 0.072 95 Drept
RFXA072-95-08MP 0.084 0.072 % Multi-scop, la 25°
RFXA072-105-08 0.084 0.072 105 Drept
RFXAQ72-10S-08MP 0.084 0.072 105 Multi-scop, la 25°
RFXA072-115-08 0.084 0.072 115 Drept
RFXA072-115-08MP 0.084 0.072 115 Multi-scop, la 25°
RFXA072-125-08 0.084 0.072 125 Drept
RFXA072-125-08MP 0.084 0.072 125 Multi-scop, la 25°
RFXA072-130-08 0.084 0.072 130 Drept
RFXA072-130-08MP 0.084 0.072 130 Multi-scop, la 25°
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PRODUCT DETAILS

SAFETY IN NUMBERS

The Pipeline™ Flex embalization device (Pipeline™ Flex) provides relizble safety across multiple aneurysm types.’#

Primary safety endpoint results at 1 year:
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TIME-TESTED EFFICACY

Pipeline™ Flex achieves relia oss multiple aneurysm types at 1 year® and out to 5 years.18

Primary effectiveness endpoint results at 1 year:
= PREMIER Study® — 74.8%

Long term complete occlusion rates:
= PUFs Stue 95% at 15 with I €

PUFs:
ita based on lollow up images av
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Medtronic

PIPELINE™ FLEX TECHNICAL FEATURES
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INVESTING IN EVIDENCE-BASED MEDICINE
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Guidewires

Avigo™ .014" Hydrophilic Guidewire

Product Catalog Number LENTE T Total Length Coil Length
(in) (cm) (cm)

103-0606-200 .014

Mirage™ .008" Hydrophilic Guidewire

Diameter Total Length Coil Length

Product Catalog Number (in) (cm) (cm)

103-0608 .012>.008 200 10

X-Pedion™ Hydrophilic Guidewire

Product Catalog Number Diameter Total Length Coil Length
(in) (ecm) (cm)

103-0605-200 .012>.010



Balloon
Guide Catheters

Effective
Length
(cm)

Total Length
(ecm)

. Balloon

Product Catalog Number Product | Conformable | Tip Length Length
Name Sheath (F) (mm)
(mm)

1610560 Cello 6F+ 7 3 7
1610570 Cello 7F+ 8 3 7
1610580 Cello 8F 8 3 10
1610590 Cello 9F 9 3 10

0.075
0.095
0.102
0.118

95
95
95
92

103

103
103
100



Distal Access
Catheters

Phenom™ Plus Catheter

Product Catalog Number Working Length Proximal Outer Diameter Distal Outer Diameter Catheter Inner Diameter
(ecm) (in) (in) (in)

FG19120-1030-1S 0.061 0.055 0.0445

Product Catalog Number Max OD Working Length
(in) (cm)

REACT-68 0.068 0.083

Working Length

Product Catalog Number 3 .
(em)

REACT-71 0.071 0.0855 132

nt ML-0001.A

Phenom is a trademark of Cathera




Radial Access O
System

The Rist™ Radial Access System features the first guide catheter designed for the unique demands of
accessing the neurovasculature through the radial pathway.™

Rist™ 079 Radial Access Guide Catheter?’

Working Length OD Hydrophilic Coating

107F-079-95 0.093/7F 0.079
107F-079-100 100 0.093/7F 0.079 25
107F-079-105 105 0.093/7F 0.079 25

Rist™ Radial Access Selective Catheter?®

Working Length

Product Catalog Number - Tip Shapes
105F-BER-120 120 0.070/5.5F 0.040 Berenstein
105F-BER-130 130 0.070/5.5F 0.040 Berenstein
105F-SIM-120 120 0.070/5.5F 0.040 Sim2
105F-SIM-130 130 0.070/5.5F 0.040 Sim2

1.INCTR-1

2.INCTR-12736

3.INC TR-13494

4.INCTR-13523
5. K191551

1
5
6.K201682
7




Intracranial
Support Catheters

Navien™ Intracranial Support Catheter

Maximum Inner Diameter Max Wire Flexible
Product Catalog Number Outer Di'ameter (in) Tip Shape Comp'atibility Distal Length
(GVAT)) (in) (cm)
RFX058-105-08 5/0.070 0.058 105 Straight 0.038 8
RFX058-115-08 5/0.070 0.058 115 Straight 0.038 8
RFX058-125-08 5/0.070 0.058 125 Straight 0.038 8
RFX058-130-08 5/0.070 0.058 130 Straight 0.038 8
RFX072-95-08 6/0.084 0.072 95 Straight 0.038 8
RFX072-95-08MP 6/0.084 0.072 95 Multi-Purpose 25° 0.038 8
RFX072-105-08 6/0.084 0.072 105 Straight 0.038 8
RFX072-105-08MP 6/0.084 0.072 105 Multi-Purpose 25° 0.038 8
RFX072-115-08 6/0.084 0.072 115 Straight 0.038 8
RFX072-115-08MP 6/0.084 0.072 115 Multi-Purpose 25° 0.038 8
RFX072-125-08 6/0.084 0.072 125 Straight 0.038 8
RFX072-125-08MP 6/0.084 0.072 125 Multi-Purpose 25° 0.038 8
RFX072-130-08 6/0.084 0.072 130 Straight 0.038 8
RFX072-130-08MP 6/0.084 0.072 130 Multi-Purpose 25° 0.038 8




Micro Catheters

Phenom™ 17 Catheter

Product Catalo Outer Inner Working Soft Distal Flexible Single Max.
9 Diameter Diameter Length Segment Coil Segment Tip Shape Guidewire
Number . 5
(F) (in) (cm) (em) (em) (in)

FG11150-0615-2S 2.2>1.8 0.017 150 6 15 Straight 0.014
FG11150-0615-2J 2.2>1.8 0.017 150 6 15 J Curve 0.014
FG11150-0615-2X 2.2>1.8 0.017 150 6 15 45 Curve 0.014
FG11150-0615-2R 2.2>1.8 0.017 150 6 15 90 Curve 0.014

Phenom™ 21 Catheter

Product Catalo Outer Inner Working Soft Distal Flexible Single Max.
9 Diameter Diameter Length Segment Coil Segment Tip Shape Guidewire
Number n .
(F) (in) (em) (em) (cm) (in)
FG13150-0615-2S 2.6>2.3 0.021 150 6 15 Straight 0.018
FG13160-0615-1S 2.6>2.3 0.021 160 6 15 Straight 0.018

Phenom™ 27 Catheter

Product Catalo Outer Inner Working Soft Distal Flexible Single Max.
9 Diameter Diameter Length Segment Coil Segment Tip Shape Guidewire
Number n o
(F) (in) (em) (em) (cm) (in)
FG15150-0615-1S o . 4 Straight 0.025
FG15150-0630-1S 3.1>2.8 0.027 150 6 30 Straight 0.025
FG15160-0615-1S 3.1>2.8 0.027 160 6 15 Straight 0.025

Rebar™ 18 Reinforced Micro Catheter

Product Catalog Number Outer Diameter Inner Diameter Usable Length Max. Guidewire
(F) (in) (ecm) (in)

105-5081-153* 2.7>2.4 153 0.018

Rebar™ 27 Reinforced Micro Catheter

Product Catalog Number Outer Diameter Inner Diameter Usable Length Max. Guidewire
(F) (in) (cm) (in)

105-5082-130 2.8>2.8 130 0.021



Micro Catheters

Apollo™ Onyx™ Delivery Micro Catheter

Product Catalo Proximal Outer | Distal Outer Inner Wire Minimum
Number 9 Diameter Diameter Diameter Compatibility Dead Space
(F/in) (F/in) (in) (in) (ml)
105-5095-000 2.7/0.036 1.5/0.020 0.013 165 E5 Straight DIt 5% 0..0‘1 g >0.23
hydrophilic
105-5096-000 2.7/0.036 1.5/0.020 0.013 165 3.0 | Straight | 0.008&0.010 > 0.20
hydrophilic

Marathon™ Flow Directed Micro Catheter

Stylet

Number (F) (in) (em) (em) (in)

Product Catalog Outer Diameter Inner Diameter Usable Length Distal Length Max. Guidewire

105-5056 Without 2.7>1.5 .015>.013 165 25 0.010

Marksman™ Micro Catheter

Product Catalog Number Outer I(DFi;\meter Inner I(Di:‘a;meter Usab::nljngth Dista;lal;e)ngth Max. GE;::;iewire
FA-55105-1015 3.2>2.8 0.027 105 10 0.021
FA-55135-1030 3.2>2.8 0.027 135 10 0.021
FA-55150-1030 3.2>2.8 0.027 150 10 0.021
FA-55160-1030 3.2>2.8 0.027 160 10 0.021

Echelon™ 10 Micro Catheter

Product Catalog Number Outer Diameter Inner D.lameter Usable Length Max. Gf.udewwe .Tup )
(F) (in) (cm) (in) Configuration

105-5091-150 2.1>1.7 .017 150 0.014 Straight
145-5091-150 2.1>1.7 .017 150 0.014 45°
190-5091-150 2.1>1.7 .017 150 0.014 90°

Echelon™ 14 Micro Catheter

Product Catalog Number Outer I()Fi)ameter Inner I()i'i:.-:)meter Usabzi;?ngth 1\ EVE G’E;lni;iewire conﬁ;il::)ration
105-5092-150 24>1.9 .017 150 0.014 Straight
145-5092-150 2.4>1.9 .017 150 0.014 45°
190-5092-150 24>1.9 .017 150 0.014 90°



Balloons

HyperForm™ Occlusion Balloon Systems

Product Catalog Usable Length | Balloon Diameter | Balloon Length Tip Length Proximal OD Distal OD | Guidewire
Number (cm) (mm) (mm) (mm) (FR) (FR) (in)
7 2.8 2.2

104-4370 150 3 2 .010
104-4153 150 3 15 2 2.8 2.2 .010
104-4470 150 4 7 2 2.8 2.2 .010
104-4415 150 4 15 2 2.8 2.5 .010
104-4420 150 4 20 2 2.8 2.5 .010
104-4770 150 7 7 2 2.8 3.0 .010
104-4715 150 7 15 2 2.8 3.0 .010

All systems packaged with an X-Pedion™ hydrophilic guidewire (103-0605-200). Balloon component not sold individually.

HyperGlide™ Occlusion Balloon Systems

Product Catalog Usable Length  Balloon Diameter  Balloon Length Tip Length Proximal OD Distal OD  Guidewire

Number (cm) (mm) (mm) (mm) (FR) (FR) (in)
104-4310 150 3 10 4 2.8 2.2 .010
104-4315 150 3 15 4 2.8 2.2 .010
104-4113 150 4 10 4 2.8 2.2 .010
104-4112 150 4 15 4 2.8 2.2 .010
104-4127 150 4 20 4 2.8 2.2 .010
104-4132 150 4 30 4 2.8 2.2 .010
104-4515 150 5 15 4 2.8 2.2 .010
104-4520 150 5 20 4 2.8 2.2 .010
104-4530 150 5 30 4 2.8 2.2 .010

All systems packaged with an X-Pedion™ hydrophilic guidewire (103-0605-200). Balloon component not sold individually.



Liquid Embolics

Onyx™ Liquid Embolic System

Product Catalog Number Description
105-7100-060 Onyx™ 18 LES
105-7100-080 Onyx™ 34 LES

The Onyx™ 18 and 34 LES Kits contain’:
1.5 ml vial of Onyx™ LES (1)
1.5 ml vial of DMSO (1)
1 ml DMSO syringe (1)
1 ml Onyx™ LES syringe (2)

Onyx™ LES Accessories

Product Catalog Number Description

103-1205-001 Vial Mixer

1.1FU 70862 Rev 10/13



3D Framing
Detachable Coils

Product Catalog Number Di(z-:r:‘nr:;er Pg’g'::i:i::;“
FC-3-6-3D 3 6 0.0115
FC-3-8-3D 3 8 0.0115
FC-3-10-3D g 10 0.0115
FC-3.5-6-3D 3.5 6 0.0115
FC-3.5-8-3D 385 8 0.0115
FC-3.5-10-3D 3.5 10 0.0115
FC-4-6-3D 4 6 0.0125
FC-4-8-3D 4 8 0.0125
FC-4-10-3D 4 10 0.0125
FC-4-12-3D 4 12 0.0125
FC-4-15-3D 4 15 0.0125
FC-5-8-3D 5 8 0.0125
FC-5-10-3D 5 10 0.0125
FC-5-15-3D 5 15 0.0125
FC-5-20-3D 5 20 0.0125
FC-6-10-3D 6 10 0.0125
FC-6-15-3D 6 15 0.0125
FC-6-20-3D 6 20 0.0125
FC-6-25-3D 6 25 0.0125
FC-7-12-3D 7 12 0.0135
FC-7-15-3D 7 15 0.0135
FC-7-20-3D 7 20 0.0135
FC-7-30-3D 7 30 0.0135
FC-8-15-3D 8 15 0.0135
FC-8-20-3D 8 20 0.0135
FC-8-30-3D 8 30 0.0135

10



3D Framing
Detachable Coils

Axium™ Prime Detachable Coils (Frame)

Product Catalog Number Di(al:‘n:;er P?igal::iie‘:e(::),“
FC-9-20-3D 9 20 0.0135
FC-9-30-3D 9 30 0.0135
FC-10-20-3D 10 20 0.0135
FC-10-30-3D 10 30 0.0135
FC-10-40-3D 10 40 0.0135
FC-12-30-3D 12 30 0.0145
FC-12-40-3D 12 40 0.0145
FC-12-50-3D 12 50 0.0145
FC-14-30-3D 14 30 0.0145
FC-14-40-3D 14 40 0.0145
FC-14-50-3D 14 50 0.0145
FC-16-40-3D 16 40 0.0145
FC-16-50-3D 16 50 0.0145
FC-18-40-3D 18 40 0.0145
FC-18-50-3D 18 50 0.0145
FC-20-50-3D 20 50 0.0145
FC-22-50-3D 22 50 0.0145
FC-25-50-3D 25 50 0.0145

ID Instant Detacher (5 Pack)

Product Catalog Number Description

ID-1-5 ‘ Axium™ ID Instant Detacher

11



3D Soft
Detachable Coils

Axium™ Prime 3D Detachable Coils (Soft)

Product Catalog Number Di(:::lr:;er P';igarn(::iievre(ﬁ‘),"
APB-4-6-3D-SS 4 6 0.0115
APB-4-8-3D-SS 4 8 0.0115
APB-4-10-3D-SS 4 10 0.0115
APB-4-12-3D-SS 4 12 0.0115
APB-5-8-3D-SS 5 8 0.0115
APB-5-10-3D-SS 5 10 0.0115
APB-5-15-3D-SS 5 15 0.0115
APB-6-10-3D-SS 6 10 0.0115
APB-6-15-3D-SS 6 15 0.0115
APB-6-20-3D-SS 6 20 0.0115

12



Helical Soft
Detachable Coils

Axium™ Prime Helical Detachable Coils (Soft)

Product Catalog Number Di(al:‘nr:;er P';g'::iievre(ﬁ?“
APB-4-6-HX-SS 4 6 0.0115
APB-4-8-HX-SS 4 8 0.0115
APB-4-10-HX-SS 4 10 0.0115
APB-4-12-HX-SS 4 12 0.0115
APB-5-10-HX-SS 5 10 0.0115
APB-5-15-HX-SS 5 15 0.0115
APB-5-20-HX-SS 5 20 0.0115
APB-6-12-HX-SS 6 12 0.0115
APB-6-20-HX-SS 6 20 0.0115

ID Instant Detacher (5 Pack)

Product Catalog Number Description

ID-1-5 ‘ Axium™ ID Instant Detacher

13



3D Extra Soft
Detachable Coils

Axium™ Prime 3D Detachable Coils (Extra Soft)

Product Catalog Number LT Progressive Coil
(mm) Diameter (in)

APB-1-2-3D-ES 2 0.0108
APB-1-3-3D-ES 1 3 0.0108
APB-1-4-3D-ES 1 4 0.0108
APB-1.5-2-3D-ES 1.5 2 0.0108
APB-1.5-3-3D-ES iES 3 0.0108
APB-1.5-4-3D-ES 1.5 4 0.0108
APB-2-2-3D-ES 2 2 0.0108
APB-2-3-3D-ES 2 3 0.0108
APB-2-4-3D-ES 2 4 0.0108
APB-2.5-4-3D-ES 2.5 4 0.0108
APB-2.5-6-3D-ES 2255 6 0.0108
APB-3-4-3D-ES 3 4 0.0108
APB-3-6-3D-ES 3 6 0.0108
APB-3-8-3D-ES 3 8 0.0108
APB-3.5-6-3D-ES 3.5 6 0.0108
APB-3.5-8-3D-ES 3.5 8 0.0108
APB-3.5-10-3D-ES 3.5 10 0.0108

14



Helical Extra Soft
Detachable Coils

Axium™ Prime Helical Detachable Coils (Extra Soft)

Product Catalog Number Di(arrne‘;er P:;’g'::stie‘ﬁ;‘;“
APB-1-1-HX-ES 1 1 0.0108
APB-1-2-HX-ES 1 2 0.0108
APB-1-3-HX-ES 1 3 0.0108
APB-1.5-1-HX-ES 1.5 1 0.0108
APB-1.5-2-HX-ES 1.5 2 0.0108
APB-1.5-3-HX-ES 1.5 3 0.0108
APB-1.5-4-HX-ES 1.5 4 0.0108
APB-2-1-HX-ES 2 1 0.0108
APB-2-2-HX-ES 2 2 0.0108
APB-2-3-HX-ES 2 3 0.0108
APB-2-4-HX-ES 2 4 0.0108
APB-2-6-HX-ES 2 6 0.0108
APB-2-8-HX-ES 2 8 0.0108
APB-2.5-3-HX-ES 25 3 0.0108
APB-2.5-4-HX-ES 225 4 0.0108
APB-2.5-6-HX-ES 2.5 6 0.0108
APB-2.5-8-HX-ES 25 8 0.0108
APB-3-4-HX-ES 3 4 0.0108
APB-3-6-HX-ES & 6 0.0108
APB-3-8-HX-ES 3 8 0.0108
APB-3-10-HX-ES & 10 0.0108

ID Instant Detacher (5 Pack)

Product Catalog Number Description

ID-1-5 ‘ Axium™ ID Instant Detacher
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3D
Detachable Coils

Axium™ 3D Detachable Coils

Product Catalog Number Di(al:‘n:;er Plggl::iievre(i(l:‘c;il
QC-2-2-3D 2 2 0.0115
QC-2-4-3D 2 4 0.0115
QC-2-6-3D 2 6 0.0115
QC-2.5-2-3D 25 2 0.0115
QC-2.5-4-3D 25 4 0.0115
QC-2.5-6-3D 25 6 0.0115
QC-2.5-8-3D 225 8 0.0115
QC-3-4-3D 3 4 0.0115
QC-3-6-3D 3 6 0.0115
QC-3-8-3D 3 8 0.0115
QC-3-10-3D 3 10 0.0115
QC-3.5-6-3D 3.5 6 0.0115
QC-3.5-12-3D 3.5 12 0.0115
QC-3.5-15-3D 3.5 15 0.0115
QC-4-6-3D 4 6 0.0125
QC-4-8-3D 4 8 0.0125
QC-4-10-3D 4 10 0.0125
QC-4-12-3D 4 12 0.0125
QC-5-8-3D 5 8 0.0125
QC-5-10-3D 5 10 0.0125
QC-5-15-3D 5 15 0.0125
QC-6-10-3D 6 10 0.0125
QC-6-15-3D 6 15 0.0125
QC-6-20-3D 6 20 0.0125
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3D
Detachable Coils

Axium™ 3D Detachable Coils

Product Catalog Number Di(z:‘n:;er P';g'::stze(::;"
QC-7-15-3D 7 15 0.0135
QC-7-20-3D 7 20 0.0135
QC-7-30-3D 7 30 0.0135
QC-8-15-3D 8 15 0.0135
QC-8-20-3D 8 20 0.0135
QC-8-30-3D 8 30 0.0135
QC-9-20-3D 9 20 0.0135
QC-9-30-3D 9 30 0.0135
QC-10-20-3D 10 20 0.0135
QC-10-30-3D 10 30 0.0135
QC-12-30-3D 12 30 0.0145
QC-12-40-3D 12 40 0.0145
QC-14-30-3D 14 30 0.0145
QC-14-40-3D 14 40 0.0145
QC-16-40-3D 16 40 0.0145
QC-18-40-3D 18 40 0.0145
QC-20-50-3D 20 50 0.0145
QC-22-50-3D 22 50 0.0145
QC-25-50-3D 25 50 0.0145
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Helical
Detachable Coils

Axium™ Helical Detachable Coils

Product Catalog Number Di(z-:::;er Plggr::iievre(if‘t))"
QC-1.5-1-HELIX 1.5 1 0.0115
QC-1.5-2-HELIX 1.5 2 0.0115
QC-1.5-3-HELIX 1.5 3 0.0115
QC-1.5-4-HELIX 1.5 4 0.0115
QC-2-1-HELIX 2 1 0.0115
QC-2-2-HELIX 2 2 0.0115
QC-2-3-HELIX 2 3 0.0115
QC-2-4-HELIX 2 4 0.0115
QC-2-6-HELIX 2 6 0.0115
QC-2-8-HELIX 2 8 0.0115
QC-2.5-2-HELIX 25 2 0.0115
QC-2.5-4-HELIX 25 4 0.0115
QC-2.5-6-HELIX 25 6 0.0115
QC-2.5-8-HELIX 2.5 8 0.0115
QC-3-4-HELIX 3 4 0.0115
QC-3-6-HELIX 3 6 0.0115
QC-3-8-HELIX g 8 0.0115
QC-4-8-HELIX 4 8 0.0125
QC-4-10-HELIX 4 10 0.0125
QC-4-12-HELIX 4 12 0.0125
QC-5-15-HELIX 5 15 0.0125
QC-5-20-HELIX 5 20 0.0125
QC-6-20-HELIX 6 20 0.0125
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Helical
Detachable Coils

Axium™ Helical Detachable Coils

Product Catalog Number Di(::::;er P';igarn(::iz'e(ii‘))“
QC-7-20-HELIX 7 20 0.0135
QC-7-30-HELIX 7 30 0.0135
QC-8-20-HELIX 8 20 0.0135
QC-8-30-HELIX 8 30 0.0135
QC-9-20-HELIX 9 20 0.0135
QC-9-30-HELIX 9 30 0.0135
QC-10-20-HELIX 10 20 0.0135
QC-10-30-HELIX 10 30 0.0135
QC-12-30-HELIX 12 30 0.0145
QC-12-40-HELIX 12 40 0.0145
QC-14-30-HELIX 14 30 0.0145
QC-14-40-HELIX 14 40 0.0145
QC-16-30-HELIX 16 30 0.0145
QC-16-40-HELIX 16 40 0.0145
QC-18-40-HELIX 18 40 0.0145
QC-20-40-HELIX 20 40 0.0145
QC-20-50-HELIX 20 50 0.0145

ID Instant Detacher (5 Pack)

Product Catalog Number ‘ Description

ID-1-5 Axium™ ID Instant Detacher
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PGLA 3D Coils

Axium™ MicroFX™ PGLA 3D Coil

Product Catalog Number Di(:-):r:;er Coirlﬁgiga:::st-ere(in)
PC-2-2-3D 2 2 0.0115
PC-2-4-3D 2 4 0.0115
PC-2-6-3D 2 6 0.0115
PC-3-4-3D 3 4 0.0115
PC-3-6-3D 3 6 0.0115
PC-3-8-3D 3 8 0.0115
PC-4-6-3D 4 6 0.0125
PC-4-8-3D 4 8 0.0125
PC-4-10-3D 4 10 0.0125
PC-4-12-3D 4 12 0.0125
PC-5-8-3D 5 8 0.0125
PC-5-10-3D 5 10 0.0125
PC-5-15-3D 5 15 0.0125
PC-6-10-3D 6 10 0.0125
PC-6-15-3D 6 15 0.0125
PC-6-20-3D 6 20 0.0125
PC-7-15-3D 7 15 0.0135
PC-7-20-3D 7 20 0.0135
PC-7-30-3D 7 30 0.0135
PC-8-15-3D 8 15 0.0135
PC-8-20-3D 8 20 0.0135
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PGLA 3D Coils

Product Catalog Number Di(:-::;;er Coil: ';iga::st-ere(in)
PC-8-30-3D 8 30 0.0135
PC-9-20-3D 9 20 0.0135
PC-9-30-3D 9 30 0.0135
PC-10-20-3D 10 20 0.0135
PC-10-30-3D 10 30 0.0135
PC-12-30-3D 12 30 0.0145
PC-12-40-3D 12 40 0.0145
PC-14-30-3D 14 30 0.0145
PC-14-40-3D 14 40 0.0145
PC-16-40-3D 16 40 0.0145
PC-18-40-3D 18 40 0.0145
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PGLA Helical Coils

Axium™ MicroFX™ PGLA Helix Coils

Product Catalog Number Di(::::;er CoiT ';ig:::st;ere(in)
PC-2-1-HELIX 2 1 0.0115
PC-2-2-HELIX 2 2 0.0115
PC-2-3-HELIX 2 3 0.0115
PC-2-4-HELIX 2 4 0.0115
PC-2-6-HELIX 2 6 0.0115
PC-2-8-HELIX 2 8 0.0115
PC-3-4-HELIX 3 4 0.0115
PC-3-6-HELIX 3 6 0.0115
PC-3-8-HELIX 3 8 0.0115
PC-4-8-HELIX 4 8 0.0125
PC-4-10-HELIX 4 10 0.0125
PC-4-12-HELIX 4 12 0.0125
PC-5-15-HELIX 5 15 0.0125
PC-5-20-HELIX 5 20 0.0125
PC-6-20-HELIX 6 20 0.0125
PC-7-20-HELIX 7 20 0.0135
PC-7-30-HELIX 7 30 0.0135
PC-8-20-HELIX 8 20 0.0135
PC-8-30-HELIX 8 30 0.0135
PC-9-20-HELIX 9 20 0.0135
PC-9-30-HELIX 9 30 0.0135
PC-10-20-HELIX 10 20 0.0135
PC-10-30-HELIX 10 30 0.0135
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Product Catalog Number Diameter
(mm)

NC-2-1-HELIX
NC-2-2-HELIX
NC-2-3-HELIX
NC-2-4-HELIX
NC-2-6-HELIX
NC-2-8-HELIX
NC-3-4-HELIX
NC-3-6-HELIX
NC-3-8-HELIX
NC-4-8-HELIX

NC-4-10-HELIX

ID Instant Detacher (5 Pack)

Product Catalog Number ‘

ID-1-5

A A W W W N NN DNMNDNDDD
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Axium™ ID Instant Detacher




Flow Diverters

Pipeline™ Flex Embolization Device with Shield Technology™ is designed to divert blood flow away from
certain brain aneurysms. The device features a braided cylindrical mesh that is implanted across the base or
neck of the aneurysm." Shield Technology™ builds on the clinically proven Pipeline™ Flex Embolization Device?
by introducing an innovative implant surface modification, designed to reduce material thrombogenicity.>*"

Pipeline™ Flex Embolization Device with Shield Technology™

Diameter Length
(mm) (mm)

Product Catalog Number

PED2-250-10
PED2-250-12
PED2-250-14
PED2-250-18
PED2-275-12
PED2-275-16
PED2-300-10
PED2-300-12
PED2-300-14
PED2-300-20
PED2-325-12
PED2-325-14
PED2-325-16
PED2-325-20
PED2-350-12
PED2-350-14
PED2-350-16
PED2-350-18
PED2-350-20
PED2-375-10
PED2-375-12
PED2-375-14
PED2-375-16
PED2-375-18
PED2-375-20
PED2-375-25
PED2-400-12

*Data is derived from the referenced pre-clinical studies and may not be representative of clinical performance.

1.M002318CDOC2_B. Pipeline Flex with Shield Technology IFU

2. Kallmes, DF et al. International Retrospective Study of the Pipeline Embolization Device: A Multicenter Aneurysm

Treatment Study, AINR Published online, Oct 29, 2014

3. Medtronic Internal Study, D00422708 Rev. A, Competitive Test Report - Material Thrombogenicity Evaluation of Flow Diversion Devices
4. Girdhar G, Li J, Kostousov L, Wainwright J, Chandler WL. In-vitro thrombogenicity assessment of flow diversion and aneurysm bridging devices

2.50
2.50
2.50
2.50
2.75
2.75
3.00
3.00
3.00
3.00
3.25
3.25
3.25
3.25
3.50
3.50
3.50
3.50
3.50
3.75
SV5
3.75
SV5
3.75
SV5
3.75
4.00

J Thromb Thrombolysis. 2015 Nov;40(4):437-43. doi: 10.1007/s11239-015-1228-0. PMID: 25975924
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10
12
14
18
12
16
10
12
14
20
12
14
16
20
12
14
16
18
20
10
12
14
16
18
20
25
12
For information on additional sizes not

listed above, contact your Medtronic
Neurovascular representative.



Flow Diverters

Pipeline™ Flex Embolization Device with Shield Technology™

Diameter
(mm)

Product Catalog Number

PED2-400-14 4.00 14
PED2-400-16 4.00 16
PED2-400-18 4.00 18
PED2-400-20 4.00 20
PED2-400-30 4.00 30
PED2-425-12 4.25 12
PED2-425-14 4.25 14
PED2-425-16 4.25 16
PED2-425-18 4.25 18
PED2-425-20 4.25 20
PED2-425-25 4.25 25
PED2-450-12 4.50 12
PED2-450-14 4.50 14
PED2-450-16 4.50 16
PED2-450-18 4.50 18
PED2-450-20 4.50 20
PED2-450-25 4.50 25
PED2-450-35 4.50 35
PED2-475-12 4.75 12
PED2-475-14 4.75 14
PED2-475-16 4.75 16
PED2-475-20 4.75 20
PED2-475-30 4.75 30
PED2-500-12 5.00 12
PED2-500-14 5.00 14
PED2-500-16 5.00 16
PED2-500-18 5.00 18
PED2-500-20 5.00 20
PED2-500-25 5.00 25
PED2-500-30 5.00 30
PED2-500-35 5.00 35
*Data is derived from the referenced pre-clinical studies and may not be representative of clinical performance. For information on additional sizes not
1.M002318CDOC2_B. Pipeline Flex with Shield Technology IFU listed above, contact your Medtronic

2. Kallmes, DF et al. International Retrospective Study of the Pipeline Embolization Device: A Multicenter Aneurysm
Treatment Study, AJNR Published online, Oct 29, 2014

3. Medtronic Internal Study, D00422708 Rev. A, Competitive Test Report - Material Thrombogenicity Evaluation of Flow Diversion Devices

Neurovascular representative.

4. Girdhar G, Li J, Kostousov L, Wainwright J, Chandler WL. In-vitro thrombogenicity assessment of flow diversion and aneurysm bridging devices.
J Thromb Thrombolysis. 2015 Nov;40(4):437-43. doi: 10.1007/511239-015-1228-0. PMID: 25975924
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Revascularization
Devices

The Solitaire™ X Revascularization Device is a mechanical thrombectomy device designed to restore blood
flow by removing thrombus to reduce disability in patients experiencing ischemic stroke due to large
intracranial vessel occlusion.” The Solitaire™ X device is designed with an optimized delivery system -
produces lower delivery force for improved procedural efficiency and smooth navigation through even
the most complicated anatomy.??

Recommended Minimum - # of Radiopaque Markers | Radiopaque
q Push Wire

Product Catalog Number e Micro Length 1L

9 Diameter Catheter ID (cngl) . Spacing

(mm) (in/ mm) Proximal (mm)
End

SFR4-3-20-10 3x20 1.5-3.0 0.017/0.43 200 3 1 10
SFR4-3-40-10 3 x40 1.5-3.0 0.017/0.43 200 3 1 10
SFR4-4-20-05 4x20 1.5-4.0 0.021/0.53 200 3 1 5
SFR4-4-20-10 4x20 1.5-4.0 0.021/0.53 200 3 1 10
SFR4-4-40-10 4 x40 1.5-4.0 0.021/0.53 200 3 1 10
SFR4-6-20-10 6x20 2.0-55 0.021/0.53 200 4 1 10
SFR4-6-24-06 6x24 2.0-55 0.021/0.53 200 4 1 6
SFR4-6-40-10 6 x40 2.0-55 0.021/0.53 200 4 1 10
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Aspiration

The React™ 68 Catheter and the React™ 71 Catheter feature a coil and braid design - easing navigation
to the M1 and M2 segments. Combined with the Riptide™ Aspiration System, these catheters are designed
to revascularize patients experiencing acute ischemic stroke."

MAP-1000 ‘ Riptide™ Aspiration System

Volume
(ml)

Product Catalog Number Description

MAC-1200 Riptide™ Collection Canister & Intermediate Tubing 1200

Inner Diameter Tubing Length Distal Length

Product Catalog Number Description (in) (in) (in)

MAT-110-110 Riptide™ Aspiration Tubing 0.110 112 7

Working Length

Product Catalog Number Description

(em)
REACT-68 React™ 68 Catheter 132 0.083 0.068
REACT-71 React™ 71 Catheter 132 0.0855 0.071

1.M994065ADOC2
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Accessories

The Cadence™ Precision Injector provides precision inflation of balloon catheters; 0.02 ml inflation per
rotation offers tactile feedback.

Cadence™ Precision Injector Accessory

PrOdUCt Catalog Number Ca(pn?lt;lty “

103-0304 ‘ 1 ‘ 5

1 ml Injection Syringe

Product Catalog Number Ca(p::;;'ty Syringes/Box

103-1203 ‘ 1 ‘ 10
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Indications for use

CAUTION: Federal (USA) law restricts this device to sale distribution
and use by or on order of a physician. Indications, contraindications,
warnings and instructions for use can be found in the product label-
ing supplied with each device.

Avigo™ Hydrophilic Guidewire

The Avigo™ Hydrophilic Guidewire is indicated for general intravascu-
lar use to aid in the selective placement of catheters in the peripheral
and cerebral vasculature during diagnostic and/or therapeutic proce-
dures. The device is not intended for use in the coronary arteries.

Mirage™ Hydrophilic Guidewire

The Mirage™ Hydrophilic Guidewires are indicated for general
intravascular use to aid in the selective placement of catheters in the
peripheral, visceral and cerebral vasculature during diagnostic and/or
therapeutic procedures.

X-Pedion™ Hydrophilic Guidewire

The X-Pedion™ Hydrophilic Guidewire is indicated for general
intravascular use to aid in the selective placement of catheters in the
peripheral, visceral and cerebral vasculature during diagnostic and/or
therapeutic procedures.

Phenom™ Plus and Phenom™ Catheter

Phenom™ Catheters are intended for the introduction of interven-
tional devices or diagnostic agents into the neuro, peripheral, and
coronary vasculatures.

React™ 68 and 71 Catheter

The React™ Catheter is indicated for the introduction of interventional
devices into the peripheral and neuro vasculature.

Rist™ 079 Radial Access Guide Catheter

The Rist™ 079 Radial Access Guide Catheter is indicated for the intro-
duction of interventional devices into the peripheral, coronary, and
neuro vasculature.

Rist™ Radial Access Selective Catheter

The Rist™ Radial Access Selective Catheter is indicated for the intro-
duction of interventional devices into the peripheral, coronary and
neuro vasculature. It can be used to facilitate introduction of diag-
nostic agents in the neuro vasculature. It is not intended to facilitate
introduction of diagnostic agents in coronary or peripheral arteries.

Cello™ Balloon Guide Catheter

The Cello™ Balloon Guide Catheter is indicated for use in facilitatin
the insertion and guidance of intravascular catheters into a selecte
blood vessel in the peripheral and neuro vascular systems. The bal-
loon provides temporary vascular occlusion during these and other
angiographic procedures.

Cello™ is a trademark of and is manufactured by Fuji Systems
Corporation.

Navien™ Intracranial Support Catheter

The Navien™ Intracranial Support Catheter is indicated for the
introduction of interventional devices into the peripheral and
neuro vasculature.

Rebar™ Micro Catheter

The Rebar™ Micro Catheter is intended for the controlled selective
infusion of physician-specified therapeutic agents or contrast media
into the vasculature of the peripheral and neuro anatomy.

Apollo™ Onyx™ Delivery Micro Catheter

This product is for the exclusive use by medical specialists expe-
rienced in angiographic and percutaneous neurointerventional
procedures.

Indications For Use: The Apollo™ Onyx™ Delivery Micro Catheter is
intended to access the neuro vasculature for the controlled selective
infusion of the Onyx™ Liquid Embolic System (LES).
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Contraindications:

+ The Apollo™ Onyx™ Delivery Micro Catheter is contraindicated when,
in the medical judgment of the physician, use of such product may
compromise the patient’s condition.

- Not intended for use in the coronary vasculature.

Precautions: 1) Select tip size based on angioarchitecture. The
detachment zone should never be distal to the last tortuous curve

of the vessel. Refluxing over the detachment zone distal to the last
tortuous curve may result in catheter entrapment. Do not place cath-
eter such that the detached tip could interfere with patent vessels.

2) Prior to use, carefully examine the Apollo™ Onyx™ Delivery Micro
Catheter and its packaging to verify that it has not been damaged
during shipment. Do not touch or manipulate the catheter tip prior

to use. 3) Prior to use, all accessory devices and agents should be
fully prepared according to the manufacturer’s instructions. 4) During
navigation, check that the distal tip of the catheter is not kinked
before passing the guidewire through it. Kinking or prolapsing of the
catheter may result in unintended rupture of the catheter. 5) Always
monitor infusion rates when using the catheter. 6) The Apollo™ Onyx™
Delivery Micro Catheter has a hygro hilic coating on the outside o
the catheter which must be kept hydrated. 7) This catheter is not in-
tended for use with chemotherapy agents. 8) When the infusion cath-
eter is in the body, it should be manipulated only under fluoroscopy.
Do not attempt to move the catheter without observing the resultant
tip response. 9) Navigating or repositioning the catheter while it is in
a wedged position or with vessels that are in vasospasm may cause
premature tip detachment. 10) When performing angiography, it

is recommended to use a 3cc syringe rather thana 1cc syringe to
reduce the risk of catheter over-pressurization. 11) The Apollo™
Onyx™ Delivery Micro Catheter is a flow directed micro catheter that
can optionally be used with hydrophilic, 0.010" or less sized guide-
wires. The Apollo™ Onyx™ Delivery Micro Catheter is not compatible
with non-hydrophilically coated guidewires or guidewires greater
than 0.010" in diameter. 12) Itis recommendeg that the Apollo™
Onyx™ Delivery Micro Catheter be used with an appropriately sized
guiding catheter which allows adequate clearance (minimum internal
diameter of 0.053" or 1.35mm). 13) When withdrawing the catheter,
monitor the distal tip under angiography. Pulling the catheter against
significant resistance can cause patient injury. If significant catheter
resistance is felt, refer to the precaution in the procedure section of
the Instructions for Use provided with the device for guidance. 14) If
catheter entrapment is suspected, fast catheter retrieval technique
may result in catheter shaft separation and potential vascular damage.
Follow catheter retrieval instructions at the end of instructions for use.

Potential Complications: Potential complications include, but are not
limited to: Puncture site hematoma, Vessel perforation, Vessel spasm,
Hemorrhage, Pain and tenderness, Thrombolytic episodes, Neurolog-
ical deficits including stroke and death, Vascular thrombosis.

Marathon™ Flow Directed Micro Catheter

The Marathon™ Flow Directed Micro Catheter is intended to access
periﬁheral and neuro vasculature for the controlled selective infusion
of physician- specified therapeutic agents such as embolization mate-
ria@ and of diagnostic materials such as contrast media. Not intended
for use in the coronary vasculature.

Marksman™ Micro Catheter

The Marksman™ Micro Catheter is intended for the introduction
of interventional devices and infusion of diagnostic or therapeutic
agents into the neuro, peripheral, and coronary vasculature.

Echelon™ Micro Catheter

The Echelon™ Micro Catheter is intended to access peripheral and
neuro vasculature for the controlled selective infusion of physi-
cian-specified therapeutic agents such as embolization materials
and of diagnostic materials such as contrast media.

Hyperform™ and HyperGlide™ Occlusion Balloon System

The Hyperform™ and HyperGlide™ Occlusion Balloon Catheters are
indicated for use in blood vessels of the peripheral and neuro vascu-
lature where temporary occlusion is desired. These catheters offer a
vessel selective technique of temporary vascular occlusion, which is
useful in selectively stopping or controlling blood flow; the occlusion
balloon catheters may also be used in balloon-assisted embolization
of intracranial aneurysms.



Indications for use

Onyx™ Liquid Embolic System (AVM)
This product is for the exclusive use by medical specialists experienced
in angiographic and percutaneous neurointerventional procedures.

Indications For Use: Presurgical embolization of brain arteriovenous
malformations (bAVMs).

Contraindications: The use of the Onyx™ LES is contraindicated when
any of the following conditions exist:

+ When optimal catheter placement is not possible.
+ When provocative testing indicates intolerance to the occlusion procedure.
+ When vasospasm stops blood flow.

Precautions: 1) The safety and effectiveness has not been studied

in the following patient populations: pregnant and nursing women,
individuals less than 18 years old, individuals with aneurysms not
associated with a bAVM nidus, or distal feeders to a bAVM nidus

or dural AV fistulas. 2) Some data indicate that dimethyl sulfoxide
potentiates other concomitantly administered medications. 3) A
garlic-like taste may be noted by the patient with use of the Onyx™
LES due to the DMSO component. This taste may last several hours.
An odor on the breath and skin may be present. 4) Inspect product
packaging prior to use. Do not use if sterile barrier is open or damaged.
5) Use prior to expiration date. 6) Verify that the catheters and
accessories (see directions for use) used in direct contact with the
Onyx™ LES polymer are clean and compatible with the material and
do not trég er polymerization or degrade with contact. Use only ev3
approved, Onyx™ LES/DMSO compatible micro catheters indicated
for use in the neurovasculature and ev3 syringes. Other micro
catheters or syringes may not be compatible with DMSO and their
use can resultin thromboembolic events due to catheter degradation.
Refer to the Warnings and Directions for Use sections. 7) Wait

a few seconds following completion of the Onyx™ LES injection
before attempting catheter retrieval. Failure to wait a few seconds

to retrieve the micro catheter after the Onyx™ LES injection ma

result in fragmentation of the Onyx™ LES into non-target vessers.

Difficult catheter removal or catheter entrapment may be caused

by any of the following: Angioarchitecture: very distal bAVM fed by
a%erent, lengthened, small, or tortuous pedicles, Vasospasm, Reflux,
Injection time. To reduce the risk of catheter entrapment, carefully
select catheter placement and manage reflux to minimize the factors
listed above.

Should catheter removal become difficult, the following will assist in
catheter retrieval: Carefully pull the catheter to assess any resistance
to removal. If resistance is felt, remove any “slack” in the catheter.
Gently apply traction to the catheter (approximately 3-4 cm of stretch
to the catheter). Hold this traction for a few seconds and release.

Assess traction on vasculature to minimize risk of hemorrhage. This
process can be repeated intermittently until catheter is retrieved.

Alternate Technique for Difficult to Remove Catheters: Remove all
slack from the catheter by putting a few centimeters of traction on the
catheter to create a slight tension in the catheter system. Firmly hold
the catheter and then pull it using a quick wrist snap motion (from left
to right) 10 - 15 centimeters to remove the catheter from the Onyx™
LES cast (Note: Do not apply more than 20 cm of traction to catheter,
to minimize risk of catheter separation).

For entrapped catheters: Under some difficult clinical situations, rather
than risk rupturing the malformation and consequent hemorrhagic
complications by applying too much traction on an entrapped cathe-
ter, it may be safyer to leave the micro catheter in the vascular system.
This is accomplished by stretching the catheter and cutting the shaft
near the entryfpoint of vascular access allowing the catheter to remain
in the artery. If the catheter breaks during removal, distal migration or
coiling of the catheter may occur. Same day surgical resection should
be considered to minimize the risk of thrombosis.

Potential Complications: The following adverse events occurred using
Onyx™ during a prospective, randomized, multi-center clinical trial
for the presurgical treatment of bAVMs: Death, Headache +/- nausea
and vomiting, Patient discomfort, Laboratory/Imaging abnormalities
(Endocrine/Metabolic, Hematologic, Asymptomatic MRI/CT Findings,
Respiratory/ Pulmonary, General, Gastrointestinal (GI)), Worsening
Neurologic Status (Persistent, Resolved), Hyperglycemia, Infection,
Bleeding and/or Low Hct requiring transfusion ?Sur ical Bleeding,
Decreased Hct Requiring Transfusion), Intracranial Hemorrhage,
Medication reaction, Failed access, Access site bleeding, Fever,
Delivery Catheter removal difficulty, Poor penetration/visualization,
Hypotension, Stroke, Cardiac arrhythmia, Hydrocephalus, SIADH
(Syndrome of inappropriate antidiuretic hormone secretion, dilutional
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hyponatremia), Vessel Dissection, Hypertension, Limb ischemia,
Respirator?/ failure, Seizures, UTI (Urinary tract infection), Vasospasm,
Vaso-vagal episode, catheter shaft rupture, delivery catheter rupture,
fragmentation of the Onyx™ LES, hypoxia, laryngospasm, peptic ulcer
disease, psychotic episode, pulmonary edema, skin abrasion, subinti-
mal injection, tachypnea, and tongue swelling.

Additional adverse events, which may be associated with embolization
procedures include: Allergic reaction, Thrombocytopenia, Pulmonary
embolism, Catheter entrapment, Catheter rupture, Device migration
and cast movement, Hemorrhagic complications related to attempts
to remove entrapped catheter.

WARNINGS: Serious, including fatal, consequences could result with
the use of the Onyx™ LES without adequate training. Contact your
Medotronic sales representative for information on training courses.

Complete indications, Contraindications, warnings and instructions for
use can be found in the product labeling supplied with each device.

Axium™ and Axium™ Prime Detachable Coils

The Axium™ and Axium™ Prime Detachable Coils are not intended for
all patients and may not be the appropriate treatment for all clinical
scenarios. Axium™ and Axium™ Prime Detachable Coils are intended
for the endovascular embolization of intracranial aneurysms. Axium™
and Axium™ Prime detachable coils are also intended for the embo-
lization of other neuro vascular abnormalities such as arteriovenous
malformations and arteriovenous fistulae. Axium™ Prime Detachable
Coil (Frame): The Axium™ Prime Detachable Coil System is indicated
for the endovascular embolization of intracranial aneurysms and
other neurovascular abnormalities, such as arteriovenous malforma-
tions and arteriovenous fistulae. The Axium™ Prime Detachable

Coils are also indicated for arterial and venous embolizations in

the peripheral vasculature.

Pipeline™ Flex Embolization Device with Shield Technology™
CAUTION: Federal (USA) law restricts this device to sale, distribution
and use by or on the order of a physician. Indications, contraindications,
warnings and instructions for use for the Pipeline™ Flex Embolization
Device with Shield Technology™ can be viewed at https://www.
medtronic.com/manuals. Indications for Use: The Pipeline™ Flex
Embolization Device with Shield Technology™ is indicated for the
endovascular treatment of adults (22 years of age or older) with large
or giant wide-necked intracranial aneurysms (IAs) in the internal carotid
artery from the petrous to the superior hypophyseal segments. The
Pipeﬁi/ne"” Flex Embolization Device with Shield Technology™ is also
indicated for use in the internal carotid artery up to the terminus for the
endovascular treatment of adults (22 years of age or older) with small
and medium wide-necked (neck widtK >4 mm or dome-to-neck ratio <
2) saccular or fusiform intracranial aneurysm (lAs) arising from a parent
vessel with a diameter = 2.0 mm and < 5.0 mm. Contraindications:

1) Patients with active bacterial infection. 2) Patients in whom dual
antiplatelet and/or anticoagulation therapy (aspirin and clopidogrel)

is contraindicated. 3) Patients who have not received dual antiplatelet
agents prior to the procedure. 4) Patients in whom a pre-existing stent is
in place in the parent artery at the target aneurysm location. 5) Patients
in whom the parent vessel size does not fall within the indicated range.
Warnings: 1) Pushing delivery wire without retracting the micro catheter
at the same time wiI?cause the open end braid to move distally in the
vessel. This may cause damage to the braid or vessel. 2) Use in tortuous
anatomy may result in difﬁcu?t or inability to deploy the Pipeline™ Flex
embolization device with ShieYd Technology™ and can lead to damage
to the Pipeline™ Flex Embolization Device with Shield Technology™ and
microcatheter. To mitigate potential problems as a result of increased
delivery forces, reduce the load in the system by: Unloading the
microcatheter to the inner curves of vessel by pulling back on the
system (i.e., the microcatheter and delivery wire together). Continue
unloading the system until advancement of the device (inside the
microcatheter) is observed, while minimizing the distal tip movement
to prevent loss of position. Begin to re-advance the delivery wire while
maintaining reduced load in the microcatheter. This process should be
repeated until the device passes through tortuous area and the delivery
force is decreased. 3) Resheathing of the Pipeline™ Flex Embolization
Device with Shield Technology™ more than 2 full cycles may cause
damage to the distal or proximal ends of the braiJ 4) Persons with
known allergy to platinum or cobalt/chromium alloy (including the
major elements platinum, cobalt, chromium, nickel, molybdenum or
tungsten) may suffer an allergic reaction to the Pipeline™ Flex Emboliza-
tion Device with Shield Technology™ implant. 5) Person with known
allergy to tin, silver, stainless steel, or silicone elastomer may suffer

an allergic reaction to the Pipeline™ Flex Embolization Device with
Shield Technology™ Delivery System. 6) Do not reprocess or resterilize.
Reprocessing and resterilization increase the risk of patient infection



Indications for use

and compromised device performance. 7) Post-procedural movement
(migration and/or foreshortening) of the Pipeline™ Flex Embolization
Device with Shield Technology™ implant may occur following implanta-
tion and can result in serious adverse events and/or death. 8) Factors
which may contribute to post procedural device movement include (but
are not limited to) the following: Failure to adequately size the implant
(i.e., under sizing), Failure to obtain adequate wall apposition during the
implant deployment, Implant stretching, Vasospasm, Severe vessel
tapering, Tortuous anatomy 9) Delayec?ru ture may occur with large and
giant aneurysms. 10) Placement of multiple Pipeline™ Flex Embolization
Device with Shield Technology™ may increase the risk of ischemic
complications. 11) Use in anatomy with severe tortuosity, stenosis or
parent vessel narrowing may result in difficulty or inability to deploy

the Pipeline™ Flex Embolization Device with Shield Technology™ and

can lead to damage to the Pipeline™ Flex Embolization Device with
Shield Technology™ and microcatheter. Advancement or retraction of
the Pipeline™ Flex Embolization Device with Shield Technology™ against
resistance may result in damage, including unintended device or
component separation, fracture, or breakage of the delivery system due
to inherent flexibility limits of device design. Device damage may result
in patient injury or death. Refer to page 4 in the instructions for use for
additional information. 12) Do not attempt to reposition the device after
full deployment. 13) The benefits may not outweigh the risks of treatment
of small and medium asymptomatic extradural intracranial aneurysms,
including those located in the cavernous internal carotid artery. The risk
of rupture for small and medium asymptomatic extradural intracranial
aneurysms is very low if not negligible. 14) A decrease in the proportion
of patients who achieve complete aneurysm occlusion without significant
parent artery stenosis has been observed with the use of the device in
the communicating segment (C7) of the internal carotid artery (47.4%
(9/19 subjects in the PREMIER study at 1 year)), including those |As fed
by the posterior circulation or have retrograde filling. Ensure appropriate
patient selection and weigh the benefits and risks of alternative
treatments Frior to use of this device for the treatment of intracranial
aneurysms located in this region of the ICA. The following anatomical
characteristics, associated with retrograde filling, should %e carefully
considered during procedural planning of C7 intracranial aneurysms:
PComm of fetal origin (A PCA of fetal origin is defined as a small,
hypololastic, or absent P1 segment of the PCA with the PComm artery
supp King a majority of blood flow to the ICA); PComm overlaﬁping
with the aneurysm neck; and/or PComm branch arising from the dome
of the aneurysm. 15) The safety and effectiveness of this device for radial
neurovasculature access in direct comparison to a transfemoral approach
has not been demonstrated. The risks and benefits for radial access
against a transfemoral approach should be carefully weighed and
considered for each patient. Precautions: 1) The Pipeline™ Flex Emboliza-
tion Device with Shield Technology™ should be used only by physicians
trained in percutaneous, intravascular techniques, and procedures at
medical facilities with the appropriate fluoroscopy equipment. 2)
Physicians should undergo appropriate training prior to using the
Pipeline™ Flex Embolization Device with Shield Technology™ in patients.
3) The Pipeline™ Flex Embolization Device with Shield Technology™ is
intendecffor single use only. Store in a cool, dry place. Carefully inspect
the sterile package and device components prior to use to verify that
they have not been damaged during shipping. Do not use kinked or
damaged components. Do not use product it the sterile package is
damaged. 4) Use the Pipeline™ Flex Embolization Device with Shield
Technology™ system prior to the “Use By"” date Frinted on the package.
5) The appropriate anti-platelet and anti-coagulation therapy should

be administered in accordance with standard medical practice.

6) A thrombosing aneurysm may aggravate pre-existing, or cause new,
symptoms of mass effect and may require medical therapy. 7) Use of
implants with labeled diameter larger than the parent vessel diameter
may result in decreased effectiveness and additional safety risk due to
incomplete foreshortening resulting in an implant longer than anticipat-
ed. 8) The Pipeline™ Flex Embolization Device with Shield Technology™
may create local field inhomogeneity and susceptibility artifacts during
magnetic resonance angiography (MRA), which may degrade the
diagnostic quality to assess effective intracranial aneurysm treatment.

9) Take all necessary precautions to limit X-radiation doses to patients
and themselves by using sufficient shielding, reducing fluoroscopy times,
and modifying X-ray technical factors where possible. 10) Carefully weigh
the benefits of treatment vs. the risks associated with treatment using the
device for each individual patient based on their medical health status
and risks factors for intracranial aneurysm rupture during their expected
life time such as age, medical comorbidities, history of smoking,
intracranial aneurysm size, location, and morphology, family history,
history of prior asymptomatic subarachnoid hemorrhage (aSAH),
documented growth of intracranial aneurysm on serial imaging,
presence of multiple intracranial aneurysms, and presence of concurrent

3

pathology. The benefits of device use may not outweigh the risks
associated with the device in certain patients; therefore, judicious patient
selection is recommended. 11) The safety and effectiveness of the device
has not been established for treatment of fusiform IAs. 12) There may be
a decrease in effectiveness and increase in safety events when the device
is used in patients = 60 years old. 13) The safety and effectiveness of the
device has not been evaluated or demonstrated for ruptured aneurysms.
14) If using radial artery access, perform a screening examination o]glthe
radial artery per institutional practices to ensure that radial access is
appropriate for the patient. Potential Complications: Potential complica-
tions of the device and the endovascular procedure include, but are

not limited to, the following: Access site complications like hematoma,
inflammation, infection, necrosis, pain and tenderness, granuloma;
Adverse reaction to anti-platelet/anticoagulation agents, anesthesia,
reactions due to radiation exposure (such as alopecia, burns ranging in
severity from skin reddening to ulcers, cataracts and delayed neoplasia)
or contrast media, including organ failure; Vascular Complications like
vasospasm, stenosis, dissection, per‘foration, rupture, fistula formation,
pseudo aneurysm, occlusion, thromboembolic complications including
ischemia (to unintended territory); Device complications like fracture,
breakage (including unintendedvdevice or component separation),
misplacement, migration/delayed foreshortening or reaction to device
materials may occur; Systemic Complications like: Infection, Pain, fever,
allergic reactions, organ failure, nerve damage; Bleeding/hemorrhagic
complication including retroperitoneal hemorrhage; Neurological
Deficits or dysfunctions including Stroke, Infarction, Loss of vision,
Seizures, TIA, Headache, Cranial Nerve Palsies, Confusion, Coma, Hand
Dysfunction; Decreased therapeutic response including need for target
aneurysm retreatment; Risks associated with visual symptoms include
Amaurosis Fugax/transient blindness, Blindness, Diplopia, Reduced
visual acuity/field, Retinal artery occlusion, Retinal ischemia, Retinal
infarction, Vision impairment including scintillations, blurred vision, eye
floaters; Intracranial Hemorrhage (including from Aneurysm Rupture)
Brain Edema, Hydrocephalus, Mass Effect; Death.

Solitaire™ X Revascularization Device

The Solitaire™ X Revascularization Device is indicated for use to restore
blood flow in the neurovasculature by removing thrombus for the
treatment of acute ischemic stroke to reduce disability in patients with

a persistent, proximal anterior circulation, large vessel occlusion, and
smaller core infarcts who have first received intravenous tissue plasmino-
gen activator (IV t-PA). Endovascular therapy with the device should be
started within 6 hours of symptom onset. The Solitaire™ X Revasculariza-
tion Device is indicated to restore blood flow by removing thrombus
from a large intracranial vessel in patients experiencing ischemic stroke
within 8 hours of symptom onset. Patients who are ineligible for IV t-PA or
who fail IV t-PA therapy are candidates for treatment. The Solitaire™ X
Revascularization Device is indicated for use to restore blood flow in

the neurovasculature by removing thrombus for the treatment of acute
ischemic stroke to reduce disability in patients with a persistent, proximal
anterior circulation, large vessel occlusion of the internal carotid artery
(ICA) or middle cerebral artery (MCA)-M1 segments with smaller core
infarcts (<70 cc by CTA or MRA,<25 cc by MR-DWI). Endovascular therapy
with the device should start within 6-16 hours of time last seen well in
patients who are ineligible for intravenous tissue plasminogen activator
(IV t-PA) or who fail IV t-PA therapy.

Indications, contraindications, warnings and instructions for use for
Solitaire™ X Revascularization Device can be viewed at www.medtronic.
com/manuals.

Indications, contraindications, warningfs and instructions for all other
products can be found in the product labeling supplied with each device.

Riptide™ Aspiration System

The Riptide™ Aspiration System is intended for use in the revasculariza-
tion of patients with acute ischemic stroke secondary to intracranial large
vessel occlusive disease (within the internal carotid, middle cerebral M1
and M2 segments, basilar, and vertebral arteries) within 8 hours of symp-
tom onset. Patients who are ineligible for intravenous tissue plasminogen
activator (IV t-PA) or who fail IV t-PA therapy are candidates for treatment.

Indication, contraindication, warnings and instructions for use for the Rip-
tide™ Aspiration System can be viewed at www.medtronic.com/manuals.

Cadence™ Precision Injector
The Cadence Precision Injector is intended for the controlled delivery
of fluids in the inflation and deflation of temporary occlusion balloons.
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GO DISTAL...

MORE TRACKABILITY
FOR MORE SUPPORT*

£

CERENOVUS CEREBASE"DA

guide sheath



ENGINEERED TO SECURE DISTAL
ACCESS FOR GEOMETRIC

ANCHORING

Dexterous (DEX) Tip
facilitates tight furns

8F Short Sheath
Compatible

Large Inner
Diameter
ID (.020")
for more
clearance

Available in 80, 90,
and 96cm lengths

MORE TRACKABILITY"

DEX TIP FACILITATES TIGHT TURNS FOR ENHANCED
TRACKING THROUGH CHALLENGING ANATOMY

MORE SUPPORT"

ENGINEERED TO SECURE DISTAL ACCESS FOR GEOMETRIC
ANCHORING, RESULTING IN MORE PROCEDURAL SUPPORT?2

FEATURES: FEATURES:

- DEX Tip - short, flexible and soft*
- Soft and compliant, rounded distal edges

- More proximal shaft stiffness designed

for arch support®
- More procedural support?

- Flexibility of the CEREBASE™ DEX Tip is similar to the
flexibility of an aspiration catheter

Smooth transition zones for pushability
- Excellent® kink resistance




CEREBASE DA

guide sheath

CEREBASE™ DA Guide She

Product Code OD (compuattible short sheath) Usable Length
GS9080SD 0.090" 8F 80cm
GS9090SD 0.090" 8F 90cm
GS9095SD 0.090" 8F 96cm

1 More trackability and more support than NeuronMax™, Infinity ™, Shuttle™ and Fubuki™. More support than Ballast™
2 More support than Neuron™ MAX, Infinity™, Shuttle™, Fubuki™ and Ballast™ when placed in a distal cervical position.
3 More shaft stiffness than Neuron™ MAX, Infinity™, Shuttle™, Fubuki™ and Ballast™

4 Short flexible and softer than Neuron™ MAX, Infinity™, Shuttle™, Fubuki™ and Ballast™

5 More kink resistance than Neuron™ MAX, Infinity™, Shuttle™, Fulbuki™, Ballast™
The third party trademarks used herein are the properties of their respective owners.

Competitive Test Report #103618595 Rev.2, April 2020

Competitive Test Report #103645699 Rev.1, April 2020

Competitive Test Report #103628641 October 2019 (Aspiration Catheter

Turk A, Manzoor MU, Nyberg EM, et la_ Initial experience with distal guide catheter placement in
the treatment of cerebrovascular disease: clinical safety and efficacy_J Neurointerv Surg_2013
Mayy;5(3):247-52. doi: 10.1136/neurintsurg-2011-010256. Epub 2012 Mar 13
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Further, Together



GOING "FURTHER, TOGETHER"

As a global leader in medical technology, services and solutions,
Medtronic improves the health and lives of millions of people
each year. We believe our deep clinical, therapeutic, and
economic expertise can help address the complex challenges —
such as rising costs, aging populations, and the burden of chronic
disease — faced by families and healthcare systems today. But
no one can do it alone. That's why we're committed to partnering
in new ways and developing powerful solutions that deliver better
patient outcomes.

We call this new approach “Further,Together.” "Further,” because
we will continue to drive progress in innovation, and devise
powerful solutions with proven clinical and economic value as

the basis of our offerings and value proposition. And “Together.”
because we will forge new, different, and stronger partnerships

to help our customers achieve their goal of delivering more
seamless, integrated care across the healthcare continuum.

The main tenets of "Further, Together.” focus on developing
meaningful innovations at the therapy, procedural, and system
levels; leveraging our capabilities and expertise to align value
among the various stakeholders in the healthcare system; and
expanding global access to healthcare — all while developing
new partnerships with those who are committed to transforming
healthcare.

Foundedin 1949 as a medical repair company, we're now among
the world's largest medical technology, services and solutions
companies, employing more than 85,000 people worldwide,
serving physicians, hospitals and patients in more than 155
countries. Join us in our commitment to take healthcare Further,
Together. Learn more at Medtronic.com.
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CORONARY CORONARY
STENTS STENTS

Resolute™ Resolute™
Drug-Eluting Stent System. Proven Value Drug-Eluting Stent System. Proven Value

GENERAL = Supplied sterile. = ltems per box: 1+ Label color: White MPLIANCE
P r e co c PRESSURE DIAMETER (MM)
CHARACTERISTICS DATA (ATM)
2.25
7 (709 kPa) 2.20 2.48 2.67 2.90 3.32 3.82
PRODUCT The Resolute zotarolimus-eluting rapid exchange coronary stent system offers safe long-term drug elution with the 8 (811kPa)
DESCRIPTION BioLinx polymer specifically designed for DES o (912 kPa)
10 (1013 kPa) 2.32 2.62 2.85 3.06 3.53 4.01
11 (1115kPa) 2.36 2.66 2.89 3.10 3.57 4.07
12 (1216 kPa) 2.40 2.70 2.93 3.15 3.63 4.11
Minimal balloon
overhz 13 (1317 kPa) 2.44 2.73 2.97 3.19 3.68 4.16
14 (1418kPa) 2.48 2.77 3.02 3.24 3.73 4.20
N . 15 (1520kPa) 2.52 2.81 3.07 3.29 3.78 4.25
16 (1621kPa) 2.56 2.85 3.11 3.34 3.84 4.29
17 (1722 kPa) 2.60 2.89 3.16 3.38 3.89 4.34
18 (1824 kPa) 2.65 - 3.20 3.44 3.94 4.38
MSID 3.50 3.50 3.50 4.75 4.75 4.75

Intermediate shaft
1.02 mm

1 A e - . Nominal pressure Rated burst pressure?! Maximum Stent |.D.?
1.02 mm (3.0F) for all 4.00 mm stent sizes

2.25-4.00 mm stents = 1.01-1.22 mm

mm of its nominal diameter

RESOLUTE PRODUCT CODE STENT DIAMETER  STENT LENGTH PRODUCT CODE STENT DIAMETER  STENT LENGTH

DRUG-ELUTING (MM) (MM) (MM) (MM)

STENT SYSTEM ERES22508X 2.25 8 ERES27518X 2.75 18
ERES25008X 2.50 8 ERES30018X 3.00 18
ERES27508X 2.75 8 ERES35018X 3.50 18
ERES30009X 3.00 9 ERES40018X 4.00 18
ERES35009X 3.50 9 ERES22524X 2.25 24
ERES40009X 4.00 9 ERES25024X 2.50 24
ERES22512X 2.25 12 ERES27524X 2.75 24
ERES25012X 2.50 12 ERES30024X 3.00 24
ERES27512X 2.75 12 ERES35024X 3.50 24
ERES30012X 3.00 12 ERES40024X 4.00 24
ERES35012X 3.50 12 ERES22530X 2.25 30
ERES40012X 4.00 12 ERES25030X 2.50 30
ERES22514X 2.25 14 ERES27530X 2.75 30
ERES25014X 2.50 14 ERES30030X 3.00 30
ERES27514X 2.75 14 ERES35030X 3.50 30
ERES30015X 3.00 15 ERES40030X 4.00 30
ERES35015X 3.50 15 ERES30038X 3.00 38
ERES40015X 4.00 15 ERES35038X 3.50 38
ERES22518X 2.25 18 ERES40038X 4.00 38

ERES25018X 2.50 18




CORONARY CORONARY
STENTS STENTS

Resolute Integrity™ Resolute Integrity™
Drug-Eluting Stent System. Everyday Performance Drug-Eluting Stent System. Everyday Performance

GENERAL * Supplied sterile. * ltems per box: 1= Label color: White COMPLIANCE SEESEURE DIAMETER (MM)
CHARACTERISTICS DATA (ATM)
2.25
PRODUCT The Resolute Integrity zotarolimus-eluting rapid exchange coronary stent system effectively combines the superior 6 (608 kPa) 2:20 245 270 2:90 530 375
DESCRIPTION deliverability® of the Integrity stent platform utilizing continuous sinusoid technology and offers key performance attributes 7 (709 kPa) 2.20 2.45 2.70 2.95 3.35 3.80
with the proven long-term safety and efficacy of Resolute DES.?
8 (811kPa)
0.69mMm (2.1 F) Minimal balloon 9 (012kPa)
proximal shaft overhang 10 (1013 kPa) 2.30 2.60 2.85 3.10 3.55 4.05
11 (1115kPa) 2.35 2.60 2.90 3.15 3.60 4.10
12 (1216 kPa) 2.40 2.65 2.95 3.20 3.65 4.15
13 (1317 kPa) 2.40 2.70 3.00 3.20 3.70 4.20
14 (1419kPa) 2.45 2.70 3.05 3.25 3.75 4.25
15 (1520kPa) 2.50 2.75 3.10 3.30 3.80 4.30
0.88mm (2.7 F) 1mm (2.7 F) | Proximal and distal 16 (1621kPa) 2.55 2.80 3.15 3.35 3.85 4.35
intermediate shaft distal shaft r Da narkers
17 (1723 kPa) 2.60 2.80 3.20 3.40 3.90 4.40
18 (1824 kPa) 2.60 2.85 3.25 3.45 3.95 4.45
RESOLUTE PRODUCT STENT DIAMETER STENT LENGTH PRODUCT CODE STENT DIAMETER STENT LENGTH 19 (1925kPa) _ 290 330 250 .00 450
INTEGRITY CODE (MM) (MM) (MM) (MM) 20 (2027 kPa) — 2.95 3.40 3.55 4.05 —
DRUG-ELUTING RSINT22508X 2.25 8 RSINT30018X 3.00 18 MSID 3.50 3.50 3.50 4.75 4.75 4.75
STENT SYSTEM RSINT22512X 2.25 12 RSINT30022X 3.00 22
RSINT22514X 2.25 14 RSINT30026X 3.00 26 Rated burst pressure? Maximum Stent |.D.?
RSINT22518X 2.25 18 RSINT30030X 3.00 30
RSINT22522X 2.25 22 RSINT30034X 3.00 34 2
RSINT22526X 2.25 26 RSINT30038X 3.00 38
RSINT22530X 2.25 30 RSINT35009X 3.50 9
RSINT25008X 2.50 8 RSINT35012X 3.50 12
RSINT25012X 2.50 12 RSINT35015X 3.50 15
RSINT25014X 2.50 14 RSINT35018X 3.50 18
RSINT25018X 2.50 18 RSINT35022X 3.50 22
RSINT25022X 2.50 22 RSINT35026X 3.50 26
RSINT25026X 2.50 26 RSINT35030X 3.50 30
RSINT25030X 2.50 30 RSINT35034X 3.50 34
RSINT27508X 2.75 8 RSINT35038X 3.50 38
RSINT27512X 2.75 12 RSINT40009X 4.00 9
RSINT27514X 2.75 14 RSINT40012X 4.00 12
RSINT27518X 2.75 18 RSINT40015X 4.00 15
RSINT27522X 2.75 22 RSINT40018X 4.00 18
RSINT27526X 2.75 26 RSINT40022X 4.00 22
RSINT27530X 2.75 30 RSINT40026X 4.00 26
RSINT30009X 3.00 9 RSINT40030X 4.00 30
RSINT30012X 3.00 12 RSINT40034X 4.00 34
RSINT30015X 3.00 15 RSINT40038X 4.00 38

2.RE

3. Intern




CORONARY CORONARY
STENTS STENTS

Resolute Onyx™ Resolute Onyx™
Drug-Eluting Stent System. Advanced Workhorse Drug-Eluting Stent System. Advanced Workhorse

GENERAL * Supplied sterile. = ltems per box: 1+ Label color: White COMPLIANCE e T ————
CHARACTERISTICS DATA (ATM)
2.00 2.25 2.50 2.75
PRODUCT Resolute Onyx zotarolimus-eluting coronary stent builds on the Integrity™ platform’s acute procedural success’ utilizing 7 (709 kPa) 1.85 2.05 2.25 2.45 2.75 3.05 3.60 4.10 4.55
DESCRIPTION Continuous Sinusoid Technology and introduces Core Wire Technology for increased radiopacity, deliverability? and
performance, the broadest size matrix to optimize treatment of complex clinical scenarios and the proven long-term 8 (811kPa) 190 210 230 255 2.80 515 570 420 465
safety and efficacy shown in the Global RESOLUTE Program 9 (912kPa) 1.90 2.15 2.35 2.60 2.90 3.25 3.80 4.30 4.80
10 (1013 kPa) 1.95 2.20 2.45 2.65 2.95 3.35 3.85 4.40 4.90
Lubricious hydrophilic ‘ 0.69mm (2.1F) ‘ PowerTrac™ technolog tube for 11 (1115kPa) 2.00 2.25 2.50 2.70 3.00 3.40 3.95 4.45 4.95
coating for reduced drag enhances deliverability column strength
12 (1216 kPa) 2.05 2.30 2.55 2.75 3.05 3.45 4.00 4.50 5.05
oy
/ 13 (1317 kPa) 2.05 2.35 2.55 2.80 3.10 3.50 4.05 4.55 5.10
= 14 (1419 kPa) 2.10 2.35 2.60 2.80 3.10 3.55 4.05 4.60 5.15
15 (1520kPa) 2.10 2.35 2.60 2.85 3.15 3.55 4.10 4.65 5.20
== 16 (1621kPa) 2.15 2.40 2.65 2.90 3.20 3.60 4.15 4.70 S¥25
Enhanced balloon material 0.91 mm (2.7 F) dista Platinum iridium atheter profile 17 (1723 kPa) 2.15 2.40 2.70 2.90 3.20 3.65 4.20 4.80 5.30
mproves flexibility shaft 4.50-5.00 mm marker bands under the stent enables
and trackability ‘ 1.07mm (3.2 F) enhance visibility lower crossing profiles 18 (1824 kPa) 22y GEE cals g3 S S Gz 485 535
19 (1925 kPa) 2.20 2.45 2.75 3.00 3.30 3.75 4.30 - -
RESOLUTE 20 (2027 kPa) 2.25 2.50 2.75 3.00 3.35 3.80 4.35 - -
PRODUCT CODE STENT DIAMETER STENT LENGTH PRODUCT CODE STENT DIAMETER STENT LENGTH
INTEGRITY (MM) (MM) (MM) (MM) 21 (2128kPa) 2.25 2.50 2.80 3.05 3.40 3.80 4.40 - -
DRUG-ELUTING RONYX20008X 2.00 8 RONYX30018X 3.00 18 MSID 3.25 3.25 3.25 3.75 3.75 4.75 4.75 5.75 5.75
STENT SYSTEM RONYX20012X 2.00 12 RONYX30022X 3.00 22
RONYX20015X 2.00 15 RONYX30026X 3.00 26
Rated burst pressure?! Maximum Stent I.D.2
RONYX20018X 2.00 18 RONYX30030X 3.00 30
RONYX20022X 2.00 22 RONYX30034X 3.00 34
RONYX20026X 2.00 26 RONYX30038X 3.00 38
RONYX20030X 2.00 30 RONYX35008X 3.50 8
RONYX22508X 2.25 8 RONYX35012X 3.50 12
RONYX22512X 2.25 12 RONYX35015X 3.50 15
RONYX22515X 2.25 15 RONYX35018X 3.50 18
RONYX22518X 2.25 18 RONYX35022X 3.50 22
RONYX22522X 2.25 22 RONYX35026X 3.50 26
RONYX22526X 2.25 26 RONYX35030X 3.50 30
RONYX22530X 2.25 30 RONYX35034X 3.50 34
RONYX22534X 2.25 34 RONYX35038X 3.50 38
RONYX22538X 2.25 38 RONYX40008X 4.00 8
RONYX25008X 2.50 8 RONYX40012X 4.00 12
RONYX25012X 2.50 12 RONYX40015X 4.00 15
RONYX25015X 2.50 15 RONYX40018X 4.00 18
RONYX25018X 2.50 18 RONYX40022X 4.00 22
RONYX25022X 2.50 22 RONYX40026X 4.00 26
RONYX25026X 2.50 26 RONYX40030X 4.00 30
RONYX25030X 2.50 30 RONYX40034X 4.00 34
RONYX25034X 2.50 34 RONYX40038X 4.00 38
RONYX25038X 2.50 38 RONYX45012X 4.50 12
RONYX27508X 2.75 8 RONYX45015X 4.50 15
RONYX27512X 2.75 12 RONYX45018X 4.50 18
RONYX27515X 2.75 15 RONYX45022X 4.50 22
RONYX27518X 2.75 18 RONYX45026X 4.50 26
RONYX27522X 2.75 22 RONYX45030X 4.50 30
RONYX27526X 2.75 26 RONYX50012X 5.00 12
RONYX27530X 2.75 30 RONYX50015X 5.00 15
RONYX27534X 2.75 34 RONYX50018X 5.00 18
RONYX27538X 2.75 38 RONYX50022X 5.00 22
RONYX30008X 3.00 8 RONYX50026X 5.00 26
RONYX30012X 3.00 12 RONYX50030X 5.00 30

RONYX30015X 3.00 15
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CORONARY CORONARY
STENTS STENTS

Integrity™ Integrity™
Bare-Metal Rapid Exchange Coronary Stent System Bare-Metal Rapid Exchange Coronary Stent System

GENERAL *Supplied sterile =Iltems per box: 1 MPLIANCE
co c PRESSURE DEPLOYED STENT I.D. (MM)
CHARACTERISTICS DATA KPA (ATM)
2.25 2.50
608 (6) 2.25 2.50 2.75 2.95 3.35 3.80
PRODUCT The Integrity™ Bare-Metal Rapid Exchange Coronary Stent System is a low-profile advanced cobalt alloy stent 709 (7) 2.25 2.50 2.80 3.00 3.40 3.85
DESCRIPTION manufactured using Continuous Sinusoid Technology and mounted on the extended-pressure, semi-compliant, rapid a11(8)
exchange MicroTrac delivery system with a low-profile exchange joint for 6 F KBT and 7 F KST* compatibility and an
enhanced tip design. 912(9)
1013 (10) 2.35 2.65 2.90 3.15 3.60 4.05
1115 (11) 2.40 2.70 2.95 3.20 3.65 4.15
0.69mMm (2.1F) Minimal balloon
proximal shaft overhang 1216 (12) 2.45 2.70 3.00 3.25 3.65 4.20
1317 (13) 2.50 2.75 3.05 3.30 3.70 4.20
1419 (14) 2.50 2.80 3.10 3.30 3.75 4.25
1520 (15) 2.55 2.80 3.10 3.35 3.80 4.30
1621 (16) 2.60 2.85 3.15 3.40 3.85 4.35
1723 (17) 2.65 2.90 3.20 3.45 3.90 4.40
0.88mMm (2.7 F) 091 mm (2.7 F) Proximal and distal 1824 (18) 2.70 2.95 3.25 3.50 3.90 4.45
intermediate shaft distal shaft radiopaque markers
1925 (19) 2.75 3.00 3.30 3.55 3.95 4.50
2027 (20) 2.80 3.05 3.40 3.60 4.00 —
INTEGRITY RAPID MSID 3.50" 3.50" 3.50" 475" 475" 4.75°
G PRODUCT CODE STENT DIAMETER STENT LENGTH PRODUCT CODE STENT DIAMETER STENT LENGTH
EXCHANGE (MM) (MM) (MM) (MM)
CORONARY INT22508X 2.25 8 INT30009X 3.00 9 Rated burst pressure! Maximum Stent I.D.?
STENT SYSTEM
INT22512X 2.25 12 INT30012X 3.00 12
1. Do not exceed rated burst pressure
INT30015X 3.00 15
INT22514X 2.25 14 2. Do not dilate the 2.25-2.75-mm stents to greater than 3.50 mm
Do not dilate the 3.00-4.00-mm stents to greater than 4.75 mm
INT22518X 2.25 18 INT30018X 3.00 18
INT22522X 2.25 22 INT30022X 3.00 22
INT22526X 2.25 26 INT30026X 3.00 26
INT22530X 2.25 30 INT30030X 3.00 30
INT25008X 2.50 8 INT35009X 3.50 9
INT25012X 2.50 12 INT35012X 3.50 12
INT25014X 2.50 14 INT35015X 3.50 15
INT25018X 2.50 18 INT35018X 3.50 18
INT25022X 2.50 22 INT35022X 3.50 22
INT25026X 2.50 26 INT35026X 3.50 26
INT25030X 2.50 30 INT35030X 3.50 30
INT27508X 2.75 8 INT40009X 4.00 9
INT27512X 2.75 12 INT40012X 4.00 12
INT27514X 2.75 14 INT40015X 4.00 15
INT27518X 2.75 18 INT40018X 4.00 18
INT27522X 2.75 22 INT40022X 4.00 22
INT27526X 275 26 INT40026X 4.00 26

INT27530X 2.75 30 INT40030X 4.00 30
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BALLOON
DILATATION




CATHETERS CATHETERS

™ ™
Euphora Euphora
Semicompliant Balloon Dilatation Catheter Semicompliant Balloon Dilatation Catheter
GENERAL * Supplied sterile = Items per box: 1 COMPLIANCE PRESSURE AVERAGE BALLOON DIAMETER (MM)
CHARACTERISTICS DATA KPA (ATM)
1.50
. ) . . IO 608 (6, 1.49 2.03 2.27 2.50 2.70 2.92 3.17 3.39 3.66 3.88
PRODUCT From materials to design, every Euphora™ balloon component was developed to provide superior deliverability® with ©
DESCRIPTION unmatched crossability* and pushability 709 (7) 1.51 2.05 2.30 2.52 2.73 2.95 3.21 3.43 3.70 3.93
912 (9) 1.54 2.09 2.35 2.58 2.80 3.03 3.30 3.53 3.80 4.04
FEATURES = Ultra-slim balloon material * Tapered shaft
o o 1013 (10) 1.55 2.12 2.38 2.61 2.84 3.06 3.34 3.58 3.85 4.10
* Optimised miniwrap *PowerTrac™ shaft technology
. 1115(11 1.57 2.14 2.41 2.64 2.87 3.10 3.38 3.62 3.90 4.14
*Low profile marker bands * Low-profile inner/outer shaft )
1216(12) 1.58 2.17 2.43 2.67 2.91 3.14 3.42 3.67 3.95 4.19
1317 (13) 1.60 2.19 2.46 2.70 2.94 3.17 3.46 3.71 4.00 4.23
Platinum iridium Proximal shaft 1419 (14) 1.61 2.22 2.49 2.73 2.98 3.21 3.51 3.76 4.05 4.28
marker bands
1520 (15) 1.62 2.25 2.52 2.76 3.02 3.25 3.56 3.81 4.10 433
—
1621 (16) 1.64 2.28 2.56 2.79 3.06 3.29 3.61 3.86 4.16 4.38
1723 (17) 1.65 — 2.60 2.83 3.11 3.34 3.66 3.91 4.22 4.43
Distal shaft Dura-Trac
h hili Ultra-slim
yd;.Op e balloon material 1. Nominal pressure: the pressure at which the balloon approximates its labeled diameter
coating 2. Rated burst pressure: the maximum pressure to which a balloon is designed to be inflated —do not exceed
PRODUCT EUP2006X
CODE .
Rapid exchange
L h TECHNICAL Catheter length 142cm
engt INFORMATION PR B o, o
D\ameter atinum iridium marker bands . mm Ingle
2.00-4.00 mm Double
Product code
Coating Selective Dura-Trac
Balloon material Ultra-Slim
MiniWra 1.50mm 2 folds
SIZE BALLOON BALLOON LENGTH (MM) P 2.00-3.50 mm 3 folds
MATRIX DIAMETER (MM) .00-3.
3.75-4.00 mm 5 folds
06 10
Shaft dimensions:
1.50 EUP1506X EUP1510X EUP1512X EUP1515X EUP1520X — — 1.50—3.50 mm Proximal 0.69 mm (2.1 F)
Distal 0.84mm (2.5F)
2.00 EUP2006X EUP2010X EUP2012X EUP2015X EUP2020X EUP2025X EUP2030X
Shaft dimensions:
2.25 EUP22506X EUP22510X EUP22512X EUP22515X EUP22520X EUP22525X — 3.75-4.00 mm Proximal 0.69 mm (2.1F)
Distal 0.91mm (2.7 F)
2.50 EUP2506X EUP2510X EUP2512X EUP2515X EUP2520X EUP2525X EUP2530X
MGCID For 1.50-4.00 mm 1.42 mm/0.056 in.
2.75 EUP27506X EUP27510X EUP27512X EUP27515X EUP27520X EUP27525X - balloon
Nominal pressure, atm 8
3.00 EUP3006X EUP3010X EUP3012X EUP3015X EUP3020X EUP3025X EUP3030X
Rated burst pressure (RBP), atm 14
3.25 EUP32506X EUP32510X EUP32512X EUP32515X EUP32520X EUP32525X —
Cycles to RBP 10
3.50 EUP3506X EUP3510X EUP3512X EUP3515X EUP3520X EUP3525X EUP3530X
Lesion entry profile 0.0161in.
3.75 EUP37506X EUP37510X EUP37512X EUP37515X EUP37520X EUP37525X —
4.00 EUP4006X EUP4010X EUP4012X EUP4015X EUP4020X EUP4025X EUP4030X

1. Competitive testing vs. NC Trek and NC Quantum Apex™ balloons on file at Medtronic

2. Rated burst pressure—do not exceed




CATHETERS CATHETERS

NC Euphora™ NC Euphora™
Noncompliant Balloon Dilatation Catheter Noncompliant Balloon Dilatation Catheter

GENERAL = Supplied sterile = Items per box: 1 COMPLIANCE PRESSURE  AVERAGE BALLOON DIAMETER (MM)
CHARACTERISTICS DATA KPA (ATM)
2.00 2.25 2.50 2.75
608 (6) 1.89 2.12 2.35 2.54 2.77 2.94 3.13 3.43 3.67 4.09 4.64
PRODUCT From material to design every NC Euphora™ balloon component was developed to provide superior growth profile and 709 (7) 191 2.15 2.37 2.57 2.80 2.97 3.17 3.47 3.72 414 4.71
DESCRIPTION deliverability, excellent recross and high-pressure capability 811 (8) 103 017 210 260 Sea So1 520 S50 i 410 179
912(9) 1.95 2.19 2.43 2.63 2.87 3.06 3.27 3.56 3.84 4.25 4.86
1013 (10) 1.97 2.21 2.46 2.66 2.91 3.10 3.32 3.61 3.90 4.31 4.92
FEATURES = Strong, durable and flexible LIGHT™ = Optimized tapered tip 1115(11) 1.98 2.23 2.48 2.69 2.94 3.14 3.37 3.66 3.95 4.37 4.95
(Low Inflation Growth, High Track) balloon material - PowerTrac™ shaft technology 1216 (12) 1.99 2.25 2.50 2.71 2.97 3.18 3.41 3.70 3.99 4.42 5.00
- Low profile platinum iridium marker bands - Low-profile inner/outer shaft 1317(13) 2.00 2.26 2.51 2.73 2.99 3.21 3.44 3.73 4.03 4.47 5.04
1419 (14) 2.02 2.28 2.53 2.75 3.01 3.23 3.47 3.76 4.07 4.51 5.08
1520(15) 2.03 2.29 2.54 2.77 3.03 3.26 3.50 3.78 4.10 454 5.12
1621(16) 2.04 2.30 2.56 2.78 3.05 3.28 3.52 3.81 4.13 4.58 5.15
Platinum iridium Proximal shaft
marker bands 1723(17) 2.05 2.31 2.58 2.80 3.07 3.30 3.55 3.83 4.15 4.60 5.19
1824(18) 2.06 2.33 2.59 2.81 3.09 3.33 3.57 3.86 4.18 4.63 5.23
) 1925 (19) 2.07 2.34 2.61 2.83 3.11 3.35 3.59 3.88 4.21 4.66 5.27
2128(21) 2.10 2.37 2.65 2.86 3.15 3.39 3.64 3.93 4.28 4.72 5.35
= 2229 (22) 2.12 2.39 2.66 2.88 3.17 3.41 3.66 3.96 431 4.75 5.39
2330(23) 2.14 2.40 2.68 2.90 3.20 3.43 3.69 3.99 4.34 4.78 —
: Dura-Trac LIGHT™ (I0ow inflation
Distal shaft hydrophilic growth, high track) 2432(24) 2.15 2.42 2.71 2.92 3.22 — 3.71 — — 4.81 —
coating balloon material 2533 (25) — 2.44 — 2.94 3.25 — 3.74 — — 4.84 —
PRODUCT NCEUP2006X
CODE Rapid exchange 1. Nominal pressure: the pressure at which the balloon approximates its labeled diameter
P g 2. Rated burst pressure: the maximum pressure to which a balloon is designed to be inflated — do not exceed
Length
Diameter
Product code
TECHNICAL
Catheter length 142 cm
SIZE INFORMATION
BALLOON BALLOON LENGTH (MM) Platinum iridium marker bands 2.00-5.00 mm Double
DIAMETER
MATRIX ) 06 08 Coating Selective Dura-Trac
Balloon material LIGHT (Low Inflation Growth, High Track)
2.00 NCEUP2006X NCEUP2008X NCEUP2012X NCEUP2015X NCEUP2020X —
MiniWrap 2.00-3.75 mm 3 folds
2.25 NCEUP22506X NCEUP22508X NCEUP22512X NCEUP22515X NCEUP22520X — 4.00-5.00 mm 5 folds
Shaft dimensions
2.50 NCEUP2506X NCEUP2508X NCEUP2512X NCEUP2515X NCEUP2520X NCEUP2527X For 2.00-3.75 mm Proximal 0.69mm (2.1F)
Distal 0.84mm (2.5F)
2.75 NCEUP27506X NCEUP27508X NCEUP27512X NCEUP27515X NCEUP27520X NCEUP27527X Shaft dimensions
For 4.00-5.00 mm Proximal 0.69mm (2.1F)
3.00 NCEUP3006X NCEUP3008X NCEUP3012X NCEUP3015X NCEUP3020X NCEUP3027X Distal 0.91mm (2.7F)
MGCID For 2.00 - 4.00 mm balloon 1.42 mm/0.056 in.
3.25 NCEUP32506X NCEUP32508X NCEUP32512X NCEUP32515X NCEUP32520X NCEUP32527X For 4.50 - 5.00 mm balloon 1.68 mm/0.066 in.
Nominal pressure, atm 12
3.50 NCEUP3506X NCEUP3508X NCEUP3512X NCEUP3515X NCEUP3520X NCEUP3527X
Rated burst pressure (RBP), atm 20
3.75 NCEUP37506X NCEUP37508X NCEUP37512X NCEUP37515X NCEUP37520X NCEUP37527X Cycles to RBP 20
4.00 NCEUP4006X NCEUP4008X NCEUP4012X NCEUP4015X NCEUP4020X NCEUP4027X Lesion entry profile 0.0151in.
4.50 — NCEUP4508X NCEUP4512X NCEUP4515X NCEUP4520X —

5.00 — NCEUP5008X NCEUP5012X NCEUP5015X — —




CATHETERS

CATHETERS

Sprinter Legend™ RX 1.25 mm
Semicompliant Rapid Exchange Balloon Dilatation Catheter

Sprinter Legend™ RX
Semicompliant Rapid Exchange Balloon Dilatation Catheter

GENERAL
CHARACTERISTICS

PRODUCT
DESCRIPTION

FEATURES

ORDERING
INFORMATION

BALLOON BALLOON LENGTH (MM)

DIAMETER (MM)

6 10

1.25 SPL12506X SPL12510X SPL12512X SPL12515X

* Supplied sterile *Items per box: 1 GENERAL
CHARACTERISTICS
The Sprinter Legend™ RX 1.25 mm semicompliant rapid exchange balloon dilatation catheter, with its SuperCrosser Zerofold PRODUCT
Technology, (no balloon wrap or shoulders) helps provide your best chance at crossing even the most difficult lesions DESCRIPTION
Single, Micro-Brite .
mid-marker bands Proximal shaft
Flexible FasTrac tip design
Dura-Trac
hydrophilic
Distal shaft coating  XRZFT balloon material
» Lesion entry profile: 0.41 mm (0.016") COMPLIANCE
= Crossing profile: 0.5 mm (0.020") DATA PRODUCT
* Profile over mid-marker: 0.6 mm (0.024") PRESSURE  BALLOON CODE
. . KPA (ATM) DIAMETER
«No wrapped material allows for ultra-low catheter profile. Expands from a straight 1.25
tube into a balloon
405 (4) 0.60
=No balloon shoulders,! Facilitates balloon passage through the lesion
507 (5) 0.60
608 (6) 0.63
709 (7) 0.67
811(8) 0.75 ORDERING
S INFORMATION
125 mm 912(9) 0.86
balloon 1013 (10) 0.99
1115(11) 1.11
1216(12) 1.20
1317(13) 1.28
SuperCrosser Zerofold Technology (no balloon wrap or shoulders) 0.5 mm (0.020") 1419 (14) 135
|7 crossing profile
I = 1520 (15) 1.40
Micro-Brite 0.41 mm (0.016") ]
= prOﬁle Sk i ===
Rated burst pressure

SPL12520X

1. Test data on file at Medtronic, Inc. Best-in-class profiles based on distal balloon shoulder outer diameter vs. key competitors. Bench test data may not be

indicative of clinical results.

Test data on file at Medtronic, Inc. Bench testing not necessarily indicative of clinical performance.

Nominal pressure: the pressure at which the balloon reaches its labeled diameter. Rated burst pressure: the maximum pressure to which a balloon is designed
to be inflated (95% confidence that 99.9% will not fail below rated burst pressure).

= Supplied sterile =Items per box: 1

A high-performing semicompliant balloon available in a wide range of diameters and lengths, designed to meet a

comprehensive spectrum of interventional needs and maximise your success in treating patients

Platinum iridium
marker bands

Proximal shaft

Flexible FasTrac tip design

Dura-Trac
hydrophilic
coating

Distal shaft

SPL20010X

Rapid exchange

Length
Diameter

Product code

BALLOON BALLOON LENGTH (MM)

DIAMETER (MM) 6 10

1.25 SPL12506X SPL12510X SPL12512X SPL12515X SPL12520X — —

1.50 SPL15006X SPL15010X SPL15012X SPL15015X SPL15020X — —

2.00 SPL20006X SPL20010X SPL20012X SPL20015X SPL20020X SPL20025X SPL20030X
2.25 SPL22506X SPL22510X SPL22512X SPL22515X SPL22520X SPL22525X —

2.50 SPL25006X SPL25010X SPL25012X SPL25015X SPL25020X SPL25025X SPL25030X
2.75 SPL27506X — SPL27512X SPL27515X SPL27520X SPL27525X —

3.00 SPL30006X SPL30010X SPL30012X SPL30015X SPL30020X SPL30025X SPL30030X
3.25 — — SPL32512X SPL32515X SPL32520X — —

3.50 SPL35006X SPL35010X SPL35012X SPL35015X SPL35020X SPL35025X SPL35030X
3.75 — — SPL37512X SPL37515X SPL37520X — —

4.00 SPL40006X SPL40010X SPL40012X SPL40015X SPL40020X SPL40025X SPL40030X




CATHETERS

Sprinter Legend™ RX
Semicompliant Rapid Exchange Balloon Dilatation Catheter

CATHETERS

Sprinter Legend™ 1.25 OTW
Semi-compliant Balloon Dilatation Catheter

GENERAL = Supplied sterile =Items per box: 1 GENERAL = Supplied sterile * ltems per box: 1
CHARACTERISTICS CHARACTERISTICS
. - . . . . .
COMPLIANCE PRESSURE  BALLOON DIAMETER (MM) PRODUCT Spr\mter Legend™ 1.25 QTV\/ se@comphant baHooh is designed to maximise your chances for a successful outcome on
DATA KPA(ATM)  1.25 1.50 2.00 DESCRIPTION highly complex, challenging and tightly occluded lesions.
405 (4) 0.60 1.36 — — — — — — - . o
507 (5) 0.60 1.41 — — — — — — — — — . . . .
FEATURES = Superb push and track—for easier lesion access = Excellent postinflation profile—for smooth recross
. 1.47 1.91 2.2 2.34 2. 2.81 .14 .32 .61 . . . . .
c0816) 063 ? ? ? o 8 ? > - - » Ultralow crossing profiles—for advanced lesion crossing * 152-cm catheter length—to facilitate extended vasculature
709 (7) 0.67 1.53
811(8) 0.75 1.58
Enhanced shaft is responsive to provide powerful push No wrapped material allows for a 0.5 mm
912 (9) 0.86 1.61 2.03 2.38 2.53 2.79 3.04 3.35 3.57 3.86 4.12 (0.020") crossing profile
1013(10)  0.99 1.64 2.06 2.41 2.57 2.84 3.09 3.40 3.63 3.93 4.18 EXpancsieniatashiitbaiptalalkaliocn
1115(11) 1.11 1.67 2.09 2.44 2.61 2.89 3.14 3.44 3.68 3.98 4.23 SuperCrosser Zerofold Techno\ogy (HO balloon wrap or Shoulders)
1216 (12) 1.20 1.70 2.12 2.47 2.64 2.93 3.18 3.48 3.73 4.02 4.29 l |
e ————— —— e ———————————— e e
1317 (13) 1.28 1.73 2.14 2.51 2.67 2.96 3.22 3.52 3.77 4.07 4.35 |
1419 (14) 1.35 1.75 2.16 2.54 2.70 3.00 3.25 3.56 3.82 4.12 4.40
1520(15)  1.40 1.78 2.19 2.58 2.73 3.03 3.29 3.59 3.87 4.16 4.45 Micro-Brite low-profile marker band FasTrac tapered tip—0.041-mm (0.016") lesion
entry profile, for superior crossability in any lesion
1621 (16) — — 2.21 2.61 2.76 3.07 3.33 3.64 3.92 4.21 4.50
PRODUCT SPL12510 WL COMPLIANCE
1. Nominal pressure: the pressure at which the balloon approximates its labeled diameter
2. Rated burst pressure: the maximum pressure to which a balloon is designed to be inflated — do not exceed CODE | Qver the wire DATA
Length
TECHNICAL Diameter
Catheter length (cm) 142 Product code PRESSURE BALLOON
INFORMATION : KPA (ATM)  DIAMETER
Distal shaft length (cm) 21 1.25
Platinum iridium marker bands Platinum iridium | Proximal shaft
1.25-1.50 mm Single marker band 405 (4) 0.60
2.00-4.00 mm Double
507 (5) 0.60
Coating Selective Dura-Trac
MiniWrap Flexible FasTrac tip design 608 (6) 0.63
1.25mm Zero Fold 709(7) 0.67
1.50 mm 2 folds Dura-Trac :
2.00 mm-3.75mm 3 folds hvdrophili
ydrophilic 811(8) 0.75
4.00 mm 5 folds Distal shaft coating
Shaft dimensions for 1.25-3.5mm 912(9) 0.86
Proximal 1.9F
Distal 2.4F/2.6F 1013 (10) 0.99
i:'::itn:’;“ensims for 3.75-4.00 mm o TECHNICAL Catheter length (cm) 150 1115 (11) 111
i INFORMATION
Distal 2.5F/2.7F Distal shaft length (cm) 22.5 1216 (12) 1.20
MGCID 1.4 mm/0.056" (1.25-3.50) Platinum iridium marker band
. 1317 (13) 1.28
1.25mm single
Coating Selective Dura-Trac 1419 (14) 1.35
t—:_ == SuperCrosser Zerofold technology 1520 (15) 1.40
Shaft dimensions
Proximal 3.2F 1621(16)
Distal 2.4F/2.6F
MGCID 1.42 mm/0.056" Nominal pressure &
rated burst pressure
Crossing profile 1.25MM 0.5 mm (0.020in)
ORDERING
BALLOON BALLOON LENGTH (MM)
INFORMATION DIAMETER (MM) 3

= Compatible with 6 F kissing balloon technique

= Any combination of two Sprinter Legend rapid exchange balloon models (1.25 - 3.50 mm) can be used for the Kissing Balloon Technique withina 6 F (MGCID 0.070")
guide catheter. Test data on file at Medtronic, Inc

1.25

SPL12506WL

SPL12510WL

SPL12515WL

SPL12520WL




CATHETERS

Sprinter” OTW
Semi-compliant Over-the-Wire Balloon Dilatation Catheter

GENERAL » Supplied sterile * ltems per box: 1
CHARACTERISTICS
PRODUCT A high-performing semicompliant balloon available in a wide range of diameters and lengths, designed to meet a
DESCRIPTION comprehensive spectrum of interventional needs and maximise your success in treating patients.
Gold-swaged marker bands Proximal shaft
Flexible FasTrac tip
— . ) Fulcrum™ balloon material
‘ Dura-Trac hydrophilic coating
Distal shaft
PRODUCT SPL20010W
CODE
W = Over-the-Wire
Length
Diameter
Product code
ORDERING BALLOON BALLOON LENGTH (MM)
INFORMATION DIAMETER (MM) ¢ 0
1.50 SPR15006W SPR15010W SPR15012W SPR15015W SPR15020W — —
2.00 SPR20006W SPR20010W SPR20012W SPR20015W SPR20020W SPR2025W SPR2030W
2.25 SPR22506W SPR22510W SPR22512W SPR22515W SPR22520W — —
2.50 SPR25006W SPR25010W SPR25012W SPR25015W SPR25020W SPR2525W SPR2530W
2.75 SPR27506W — SPR27512W SPR27515W SPR27520W — —
3.00 SPR30006W SPR30010W SPR30012W SPR30015W SPR30020W SPR3025W SPR3030W
3.25 — — SPR32512W SPR32515W SPR32520W — —
3.50 SPR35006W SPR35010W SPR35012W SPR35015W SPR35020W SPR3525W SPR3530W
3.75 — — SPR37512W SPR37515W SPR37520W — —
4.00 SPR40006W SPR40010W SPR40012W SPR40015W SPR40020W SPR4025W SPR4030W

CATHETERS

Sprinter” OTW

Semi-compliant Over-the-Wire Balloon Dilatation Catheter

COMPLIANCE
DATA

TECHNICAL
INFORMATION

PRESSURE ~ BALLOON DIAMETER (MM)

KPA(ATM) 1,50 2.00

405 (4) 1.37 1.77 2.00 2.22 2.40 2.62 2.87 3.01 3.35 3.48
507 (5) 1.42 1.83 2.07 2.29 2.49 2.71 2.98 3.14 3.48 3.64
608 (6) m 1.88 2.14 2.37 2.57 2.81 3.08 3.25 3.60 3.78
709(7) 1.52 1.93 2.20 2.44 2.66 2.90 3.18 3.37 3.70 3.91
811 (8) 1.55

912 (9) 1.58 2.01 2.30 2.55 2.80 3.05 3.32 3.55 3.87 4.11
1013 (10) 1.60 2.04 2.33 2.59 2.85 3.10 3.38 3.62 3.93 4.19
1115(11) 1.63 2.07 2.37 2.63 2.89 3.14 3.42 3.68 3.98 4.25
1216 (12) 1.65 2.10 2.40 2.66 2.93 3.18 3.46 3.72 4.03 431
1317 (13) 1.67 2.12 2.43 2.69 2.97 3.22 3.51 3.77 4.08 437
1419 (14) 1.69 2.15 2.46 2.72 3.00 3.26 3.55 3.82 4.13 4.42
1520 (15) 1.72 2.17 2.49 2.76 3.04 3.29 3.59 3.87 4.19 4.48
1621 (16) - 2.19 2.53 2.79 3.08 3.33 3.64 3.92 4.24 4.54
1723 (17) - 2.21 2.56 2.82 3.11 3.37 3.69 3.97 4.30 4.60
1824 (18) - 2.24 2.59 2.86 3.15 3.42 3.73 4.02 4.38 4.67

Nominal pressure?!

1. Nominal pressure: the pressure at which the balloon approximates its labeled diameter

Rated burst pressure?

2. Rated burst pressure: the maximum pressure to which a balloon is designed to be inflated — do not exceed.

Catheter length 138cm
Gold-swaged marker bands

1.5mm Single
2.00-4.00mm Double

Coating Dura-Trac selective
Balloon material Falcrum™
MiniWrap

1.5mm 2 folds
2.00-3.75mm 3 folds
4.00-5.00mm 5 folds

Shaft dimensions for 1.5 - 3.5mm

Proximal 3.2F

Distal 2.4F/26F
Shaft dimensions for 3.75 - 4.0mm

Proximal 3.2F

Distal 25F

MGCID 1.42 mm/0.056"




CATHETERS CATHETERS

NC Sprinter™ NC Sprinter™

Noncompliant Rapid Exchange Balloon Dilatation Catheter Noncompliant Rapid Exchange Balloon Dilatation Catheter
GENERAL * Supplied sterile * ltems per box: 1 COMPLIANCE PRESSURE  BALLOON DIAMETER (MM)
CHARACTERISTICS DATA KPA(ATM)  2.00 2.25 2.50
811(8) 1.98 2.17 2.45 2.70 2.97 3.09 3.36 3.62 3.87 4.27 4.75
912 (9) 2.00 2.20 2.49 2.74 3.01 3.15 3.42 3.68 3.93 4.34 4.84
PRODUCT The NC Sprinter™ noncompliant rapid exchange balloon dilatation catheter combines proven Sprinter technology with the 1013 (10)
DESCRIPTION high-pressure capability and controlled expansion of a noncompliant balloon-performance for optimal stenting results.
1115(11) 2.03 2.24 2.53 2.80 3.07 3.22 3.49 3.76 4.01 4.44 4.97
1216 (12) 2.05 2.26 2.55 2.82 3.10 3.25 3.52 3.79 4.05 4.48 5.01
Gold-swaged | Proximal shaft 1317 (13) 2.07 2.28 2.57 2.84 3.13 3.28 3.55 3.82 4.08 4.51 5.06
marker bands 1419 (14) 2.08 2.30 2.58 2.87 3.15 3.31 3.58 3.85 4.11 4.55 5.10
1520 (15) 2.10 2.32 2.60 2.89 3.18 3.33 3.61 3.88 4.15 4.58 5.14
1621 (16) 2.12 2.33 2.62 2.91 3.20 3.36 3.63 3.90 4.18 4.61 5.18
-T Flexible FasTrac tip design
— 1723 (17) 2.13 2.36 2.63 2.93 3.23 3.39 3.65 3.93 4.22 4.65 5.22
N Dura-Trac
) hydrophiic Soft Fulerum Plus 1824 (18) 2.15 2.38 2.65 2.95 3.26 3.41 3.68 3.96 4.25 4.68 5.26
Distal shaft coating balloon material 1925(19)  2.17 2.40 2.66 2.98 3.29 3.44 3.71 3.99 4.29 472 5.30
2026 (20) 2.19 2.42 2.68 3.00 — 3.47 3.73 4.02 — 4.76 —
2128(21) 2.21 2.44 2.70 3.03 — 3.50 3.77 4.05 — 4.80 —
2229 (22) 2.23 2.46 2.72 3.05 — 3.53 — 4.08 — 4.84 —

PRODUCT NCSP2009X
CODE 1. Nominal pressure: the pressure at which the balloon approximates its labeled diameter
2. Rated burst pressure: the maximum pressure to which a balloon is designed to be inflated — do not exceed
Rapid exchange
Length
Diameter
Productcode TECHNICAL Catheter length 142cm
INFORMATION Gold-swaged marker bands
2.00 - 5.00mm Double
Coating Selective Dura-Trac
ORDERING BALLOON BALLOON LENGTH (MM) )
Balloon material Soft Fulcrum Plus
INFORMATION DIAMETER (MM) 5
MiniWrap
2.00 NCSP2006X NCSP2009X NCSP2012X NCSP2015X NCSP2021X — 2.00mm - 3.75mm 3 folds
4.00mm - 5.00mm 5 folds
2.25 NCSP22506X — NCSP22512X — NCSP22521X —
Shaft dimensions for 2.00 - 3.75mm
2.50 NCSP2506X NCSP2509X NCSP2512X NCSP2515X NCSP2521X NCSP2527X Proximal 0.65 mm (1.9F)
Distal 0.81 mm/0.86 mm (2.4F/2.6F)
2.75 NCSP27506X NCSP27509X NCSP27512X NCSP27515X NCSP27521X —
Shaft dimensions for 4.00 - 5.00mm
3.00 NCSP3006X NCSP3009X NCSP3012X NCSP3015X NCSP3021X NCSP3027X Proximal 0.65 mm (1.9F)
Distal 1.02 mm (3.0F)
3.25 NCSP32506X NCSP32509X NCSP32512X NCSP32515X NCSP32521X —
MGCID
3.50 NCSP3506X NCSP3509X NCSP3512X NCSP3515X NCSP3521X NCSP3527X 2.00mm - 4.00mm 1.42 mm/.056"
4.50mm - 5.00mm 1.68 mm/.066"
3.75 NCSP37506X NCSP37509X NCSP37512X NCSP37515X NCSP37521X —
4.00 NCSP4006X NCSP4009X NCSP4012X NCSP4015X NCSP4021X NCSP4027X
4.50 — — — NCSP4515X NCSP4521X —

5.00 — — — NCSP5015X — —
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DRUG ELUTING DRUG ELUTING
BALLOONS BALLOONS

In.Pact Falcon™

In.Pact Falcon™

Paclitaxel-Eluting Coronary Balloon Catheter Paclitaxel-Eluting Coronary Balloon Catheter
GENERAL * Supplied sterile; items per box: 1 COMPLIANCE
o v PRESSURE  BALLOON LENGTH (MM)
CHARACTERISTICS DATA KPA (ATM)
o ) ) _ ) o 507 (5) 1.90 2.15 2.40 2.65 2.90 3.15 3.40 3.65 3.90
PRODUCT The balloon's unique FreePac coating combines urea and paclitaxel molecules into a compound that provides increased drug
DESCRIPTION solubility and optimal diffusion into the vessel wall, short-term drug delivery and continued antirestenotic protection. 608 (6) 1.95 2.20 2.45 2.70 2.95 3.20 3.45 3.70 3.95
709(7)
811(8) 2.02 2.27 2.52 2.78 3.03 3.28 3.54 3.80 4.05
FEATURES " Paclitaxel drug 912(9) 2.04 2.29 2.54 2.82 3.07 332 3.58 3.85 4.10
=Urea drug carrier
1013 (10) 2.06 2.31 2.57 2.86 3.11 3.36 3.62 3.90 4.15
*Falcon™ Bravo semi-compliant balloon
1115(11) 2.08 2.34 2.60 2.90 3.15 3.40 3.66 3.95 4.20
Proximal shaft
Platinum iridium 1216(12) 2.11 2.37 2.63 2.94 3.19 3.45 3.70 4.00 4.25
marker bands
1317 (13) 2.14 2.40 2.67 2.98 3.23 3.50 3.75 4.05 4.30
p— 1419 (14) 2.17 2.43 2.71 3.02 3.27 3.55 3.80 4.10 4.35
Sensor tip design 1520(15) 2.20
1621 (16)
5 F guide compatibility 1723 (17) — — - - — —
Distal shaft FreePac matrix  Flexitec HF semicompliant _
coating balloon material Nominal pressure
1. Do not exceed rated burst pressure.
Test data on file at Medtronic, Inc.
PRODUCT FLC P20 014 B12 Com e e
CODE | Semi-compliant construction
Length
Diameter
Product code TECHNICAL Catheter length, cm 142
INFORMATION Platinum iridium marker bands
2.00-4.00 mm Double
Coating FreePac matrix
ORDERING BALLOONDIAMETER  BALLOON LENGTH (MM)
INFORMATION (MM) Balloon material Flexitec HF
@ Guide compatibility 5F
2.00 FLC P20014 B12 FLC P20 020B12 FLC P20 030B12 — .
Nominal pressure, atm 7
2.25 FLCP22014B12 FLC P22 020B12 FLCP22030B12 — Rated burst pressure (RBP), atm 2.00mm 17
2.25-2.50mm 16
2.50 FLC P25 014 B12 FLC P25 020 B12 FLC P25 030B12 FLC P25 040 B12 2.75 - 4.00 mm 15
2.75 FLCP27014B12 FLC P27 020B12 FLC P27 030B12 —
3.00 FLC P30014 B12 FLC P30020B12 FLC P30030B12 FLC P30 040B12
3.25 FLCP32014B12 FLC P32020B12 FLCP32030B12 —
3.50 FLC P35014 B12 FLC P35 020B12 FLC P35030B12 FLC P35 040B12
3.75 FLCP37014B12 FLC P37020B12 FLCP37030B12 —

4.00 FLCP40014B12 FLC P40020B12 — —
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CORONARY CORONARY
GUIDE CATHETER FAMILY GUIDE CATHETER FAMILY

LAUNCHER™ ZUMA 2™
= Balanced guide for stable and consistent performance * Soft, flexible distal segment for atraumatic engagement
= Workhorse construction suitable for a variety of anatomies and takeoffs * Soft tip polymer construction to minimize vessel trauma
= Flexible distal segment for manipulation if case requires

= Large 6F 1.D. (0.071"). allows for increased contrast flow for enhanced visualization

= Multiple guide catheter platforms provide options for guide engagement

ZUMA™

= Supportive stiff guide for passive use

= Available sizes: 6F - 9F

SHERPA NX™ ACTIVE

= Soft distal segment for active engagement with soft tip and advanced material liner for
consistent low-friction device passage

= Distal segment allows for manipulation of the catheter to obtain stable position

= Distal segment can reshape in anatomy

= Large I.D. allows for enhanced contrast flow and better visualization

UNIQUE FULL WALL TECHNOLOGY

= Encapsulated flat wire braid enables thinner, robust walls without compromising
support or retention

SHERPA NX™ BALANCED

= Balanced guide for stable consistent performance with soft tip and advanced HDPE
liner for smooth, low-friction device passage

= Workhorse construction suitable for a variety of anatomies and takeoffs * Designed for large lumens and enhanced flexibility without loss of support

= Flexible distal segment for manipulation if case requires

= Supportive secondary curve for increased backup support and curve retention

= Large ID for maximum contrast flow and absolute visualization

1. SH available on all curves. 2. Custom built curves also available.
The curve recommendations on this sheet are not intended to replace patient specific clinical judgement.
Caution: Federal (USA) law restricts these devices to sale by or on the order of a licensed healthcare practioner.
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Curve Selection
Femoral approach

COMMON ANATOMIES

Three Types of Ostial Takeoffs (Canoccurinright or left arteries)

Three Types of Aortic Roots

NORMAL INFERIOR SUPERIOR NORMAL NARROW DILATED
aorticroot aortic root aorticroot
3.5-4.0cm <3.5cm >4.0cm

Normal Left Takeoffs Normal Right Takeoffs

NORMAL NARROW DILATED NORMAL NARROW DILATED

aorticroot aortic root aorticroot aorticroot aortic root .

aorticroot

Standard: Standard: Standard: Standard: Standard: Standard

JL4.0 JL35 JL45 JR 4.0, RMHSI JR3.5 JR45

3 Specialty: Specialty: Specialty: : Specialty: Specialty: Specialty:

EBU3.75, EBU35, EBU45, Champ™ 1.5, Champ 1.5, R

EBU4.0, JCL35 JCL 45 RBU 4.0, RBU 3.5, JCRAF; '

JCL4.0 JCR4.0 JCR35

Superior Left Takeoffs Superior Shepherd's Crook Right Takeoffs

NORMAL NARROW DILATED Ncl’:_MA"t NA:_ROWt DILATED

aorticroot aortic root aorticroot aorticroo aorticroo aortic root

Standard: Standard: Standard: gtg;dard. ?&;iﬂrdgg | Standard:

JL40 JL35 JL45 3.5, 0 SCR5.0, HS Il

Specialt: Specialty: Specialt 3 - Speciatty Specialt:

- P 4 P Y- P 4 ' Specialty: MAC 3.0 o P Y

EBU 3.5, EBU 3.0, EBU 4.5, MAC 3.5 Champ 10 Champ 1.5

Champ 3.0 Champ 2.5 Champ 3.5 Champ 15

Inferior Left Takeoffs Inferior Right Takeoffs

NOR.MAL NAR.ROW DILA.TED NORMAL NARROW DILATED

aortic root aorticroot aortic root aortic root aortic root o

Standard: Standard: J Standard: Standard: Standard:

JL4.0 L35 JL4.5 Standard:
JR4.0 JR3.5,SAR1.0 JR45.AL3.0

4 Specialty: Specialty: Specialty: . | o o

EBU 3.75, EBU3.5 - EBU 4.5 . Specialty Specialty - SALZO

EBU 40 ECR 4.0, ECR3.5, Specialty:

: RBU40 RBU 3.5 .
Normal Takeoffs and Short Left Mains Normal Takeoffs and Proximal Lesions in the RCA

NORMAL NARROW DILATED NORMAL NARROW DILATED

aortic root aorticroot aorticroot aortic root aorticroot aortic root

sl 4.0, sl 3.5, sl4.5, Standard: Standard: Standard:

SAL20 SAL1.0 SAL25 SAL 2.0, SAL1.0 SAL 2.5,
RMHS I ~

- - - Specialty: - Specialty:
Specialty: NOTO NOTO

NOTO

BYPASS GRAFTS

SVGTOLCX SVGTORCA IMATO LAD
Standard: Standard: Standard:
LCB,MB1 RCB, HS I IMA 90 cm
Specialty: Specialty: Specialty:
Champ 2.0 Champ 1.5 Champ 0.5

CORONARY

GUIDE CATHETER FAMILY

Curve Selection
Transradial approach

EBU EXTRA BACKUP

Patented curve design for
left coronary arteries
Sizing:

JL35=EBU35
JL40=EBU35
JL50=EBU40

AR (AMPLATZ RIGHT)

Right coronary artery curve
providing maximum backup
support with secondary
curve seated firmly in
aortic root

Sizing:

Same as femoral

Multi-aortic curve for left

or

right coronary artery

Sizing:

Lateral takeoff and small root-
MAC30. Superior takeoff and
small root-MAC35/40. Superior
takeoff and large root-MAC40.
Lateral and large root-MAC35/40

f)
g

RRAD

Designed for both lateral

and superior-oriented right
coronary arteries. Modification
of the MRADIAL curve.
Provides good support from
contralateral wall

Sizing:

One sizefits all

HOCKEY STICK

Multipurpose curve is easy
to engage for right coronary
artery. Gentle primary curve
and long distal tip for device
delivery

Sizing: i
Available in HSI for <3.5cm
aortic roots and HSII for
3.5-4.0 cm aortic roots RMHSII

(Relaxed Modified HSII) has a
relaxed primary curve

JR

Standard right coronary
artery curve

Sizing:

Same as femoral approach

AL20

Designed for left coronary
artery. Provides backup
support with secondary
curve seated firmly in
aortic root

Sizing:

Same as femoral approach

MAC3030

Universal guide for left
and right coronary artery
engagement

Sizing:

One sizefits all

LARA

Provides excellent support
from aortic root leverage
and contralateral wall

Sizing:
One size fits all with
Judkins-like engagement

PAPA

Designed for left and right
coronary arteries with
contralateral wall support,
and also available in PAPA 1,
which has an angled tip

LY Y-

Sizing:

One sizefits all

JL

Standard left coronary
artery curve with open
primary curve

Sizing:

Downsize the curve by 0.5
mm from what is used for
femoral approach

MULTIPURPOSE -
MB1/MP2

Gentle curve design
provides ease of
engagement for lateral to
inferiororiented arteries
Sizing:

One sizefits all

ERADL

Delivers excellent backup
support and easy engagement
Sizing:

Easy Radial Left for standard
size aorta. Easy Radial Left
Long Tip for enlarged aorta
Easy Radial Left Short. Tip for
narrowed aorta

ALR12

Designed for right coronary
artery. Provides maximum
backup support with
secondary curve seated
firmly in aortic root

Sizing:

One size fits all

MULTIPURPOSE SHORT TIP

AL

Left coronary artery curve
designed for maximum
backup support with
secondary curve seated
firmly in aortic root
Sizing:

Same as femoral

MRADIAL

Designed for left and right
coronary artery engagement.
Provides excellent support
from contralateral wall and
aortic root leverage

Sizing:

One size fits all
ERADR

Excellent backup support
and easy engagement
Sizing:

Easy Radial Right for standard
size aorta. Easy Radial Short
Tip for narrowed aorta

MRESS

Designed for right coronary
artery. Provides excellent
support from contralateral
wall and aortic root leverage
Sizing:

One size fits all

Standard curve for right coronary

artery and may be helpful for
inferior takeoffs

Engagement Recommendations:
Use a gentle clockwise rotation
technique similar to the Judkins
Right coronary approach and the
MAC Pullback may be required to
carefully engage the artery

Sizing:

Same as femoral approach

CURVE
ABBREVIATION
KEY

ERAD = Easy Radial

EBU = Extra Backup

HS = Hockey Stick

LCB = Left Coronary Bypass
MAC = Multi-aortic Curve
NOTO = No Torque Right
RBU = Right Backup

RCB = Right Coronary Bypass

RMHS = Relaxed Modified Hockey Stick
SAL = Short Amplatz Left

SL = Short Left

NOTE: Curves in BLUE text indicate
type of curve used inillustration.

Note: SH available on all curves
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Launcher™ Guide Catheter Launcher™ Guide Catheter
Left Coronary Curve Short Left Coronary Curve
GENERAL  Supplied sterile Items per box: 1 = Label colour: 5F: Grey, 6F: Green, 7F: Orange, 8F: Blue GENERAL = Supplied sterile Items per box: 1 =Label colour: 5F: Grey, 6F: Green, 7F: Orange, 8F: Blue
CHARACTERISTICS . Lumeninner diameter: 5F =0.058", 6F =0.071", 7F = 0.081", 8F = 0.090" CHARACTERISTICS - Lumeninner diameter: 5F = 0.058", 6F =0.071", 7F = 0.081", 8F = 0.090"
PRODUCT Full-Wall Technology construction provides kink resistance and stable torque control; large ID allows for increased contrast PRODUCT Full-Wall Technology construction provides kink resistance and stable torque control; large ID alloes for increased contrast
DESCRIPTION flow for enhanced visualization. Vest-Tech Nylon outer jacket provides excellent hub to tip radiopacity. DESCRIPTION flow for enhanced visualization. Vest-Tech Nylon outer jacket provides excellent hub to tip radiopacity.
FEATURES * Custom lengths and custom curve program available FEATURES = Custom lengths and custom curve program available
+Over 230 specialty curves available = Over 230 specialty curves available
*SH available on all curves *SH available on all curves
SL3.0 SL4.5
JL3.0 /) JLas ( ) JcLzo Q JcLas >
\
SL3.5 SL5.0
JL3.5 JL5.0 JCL35 JCL5.0
D s - D
JCL4.O SL4.0 SL6.0
JL4.0 ‘ ) JL6.0 , )
LEFT PRODUCT CODE 5F 6F 7F 8F SHORT PRODUCT CODE 5F 6F 7F 8F
STANDARD LEFT
1.D.0.058 IN.) (.D.0.071 IN.) (1.D.0.081IN.) (1.D.0.090IN.) (1.D.0.058 IN.) (.D.0.071 IN.) (1.D.0.081 IN.) (1.D.0.090IN.)
JLs.0 LASJL30 LAGJL30 LA7JL30 LA8JL30 SL3.0 LA5SL30 LA6SL30 LA7SL30 LA8SL30
JL3.5 LA5JL35 LA6JL35 LA7JL35 LA8JL35 SL3.5 LA5SL35 LA6SL35 LA7SL35 LA8SL35
JL4.0 LA5JL40 LA6JL40 LA7JL40 LA8JL40 SL4.0 LA5SL40 LA6SL40 LA7SL40 LA8SL40
JLas LA5JL45 LA6JL45 LA7JL45 LA8JL45 SL4.5 LA5SL45 LA6SL45 LA7SL45 LA8SL45
JL5.0 LA5JL50 LA6JL50 LA7JL50 LA8JL50 SL5.0 LA5SL50 LA6SL50 LA7SL50 LA8SL50
JL6.0 LA5JL60 LA6JL60 LA7JL60 LA8JL60 SL6.0 LA5SL60 LA6SL6E0 LA7SL60 LA8SL60
JcLs.o LA5JCL30 LA6JCL30 LA7JCL30 LA8JCL30
JCL3.5 LA5JCL35 LA6JCL35 LA7JCL35 LA8JCL35
JcLa.0 LA5JCL40 LA6JCL40 LA7JCL40 LA8JCL40
JcLa.s LA5JCL45 LA6JCLA45 LA7JCL45 LA8JCL45

JCL5.0 LA5JCL50 LA6JCL50 LA7JCL50 LA8JCL50
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Launcher™ Guide Catheter Launcher™ Guide Catheter
Amplatz Left Coronary Curve Short Amplatz Left Coronary Curve
GENERAL * Supplied sterile ltems per box: 1 =Label colour: 5F: Grey, 6F: Green, 7F: Orange, 8F: Blue GENERAL = Supplied sterile Items per box: 1 =Label colour: 5F: Grey, 6F: Green, 7F: Orange, 8F: Blue
CHARACTERISTICS . Lumeninner diameter: 5F =0.058", 6F =0.071", 7F = 0.081", 8F = 0.090" CHARACTERISTICS - Lumen inner diameter: 5F = 0.058", 6F = 0.071", 7F = 0.081", 8F = 0.090"
PRODUCT Full-Wall Technology construction provides kink resistance and stable torque control; large ID allows for increased contrast PRODUCT Full-Wall Technology construction provides kink resistance and stable torque control; large ID alloes for increased contrast
DESCRIPTION flow for enhanced visualization. Vest-Tech Nylon outer jacket provides excellent hub to tip radiopacity. DESCRIPTION flow for enhanced visualization. Vest-Tech Nylon outer jacket provides excellent hub to tip radiopacity.
FEATURES * Custom lengths and custom curve program available FEATURES = Custom lengths and custom curve program available

+Over 230 specialty curves available = Over 230 specialty curves available

*SH available on all curves *SH available on all curves

5 SAL75 >
AL75 AL25
SAL25
SAL1O
ALLO
AL3.0
SAL3.0
ALLS SAL1S
AL4O
AL20 SAL2.0 ) SALA0

AMPLATZ SHORT

PRODUCT CODE 5F 6F 7F 8F PRODUCT CODE 5F 6F 7F 8F
LEFT AMPLATZ LEFT
1.D. 0.058 IN.) (.D.0.071 IN.) (.D.0.081IN.) (1.D. 0.090 IN.) (.D.0.058 IN.) (1.D.0.071IN.) (.D.0.081IN.) (.D. 0.090 IN.)

AL75 LASAL75 LAGAL75 LA7AL75 LABAL75 SAL75 LA5SAL75 LA6SAL75 LA7SAL75 LA8SAL75
ALL.0 LA5AL10 LAG6AL10 LA7AL10 LABAL10 SAL1.0 LA5SAL10 LAGSAL10 LA7SAL10 LA8SAL10
ALL5 LA5AL15 LAGAL15 LA7AL15 LABAL15 SAL1.5 LA5SAL15 LAGSAL15 LA7SAL15 LA8SAL15
AL2.0 LA5AL20 LAGAL20 LA7AL20 LASAL20 SAL2.0 LASSAL20 LAGSAL20 LA7SAL20 LA8SAL20
AL2.5 LA5AL25 LAGAL25 LA7AL25 LABAL25 SAL2.5 LA5SAL25 LAGSAL25 LA7SAL25 LABSAL25
AL3.0 LA5AL30 LAGAL30 LA7AL30 LABAL30 SAL3.0 LA5SAL30 LAGSAL30 LA7SAL30 LA8SAL30

AL4.0 LA5AL40 LA6AL40 LA7AL40 LASAL40 SAL4.0 LA5SAL40 LA6SAL40 LA7SAL40 LA8SAL40



CORONARY
GUIDE CATHETERS

Launcher™ Guide Catheter

CORONARY
GUIDE CATHETERS

Launcher™ Guide Catheter

Left Coronary Backup Support Right Coronary Curve
GENERAL * Supplied sterile ltems per box: 1 =Label colour: 5F: Grey, 6F: Green, 7F: Orange, 8F: Blue GENERAL = Supplied sterile Items per box: 1 =Label colour: 5F: Grey, 6F: Green, 7F: Orange, 8F: Blue
CHARACTERISTICS * Lumen inner diameter: 5F = 0.058", 6F = 0.071", 7F = 0.081", 8F = 0.090" CHARACTERISTICS - .umen inner diameter: 5F = 0.058", 6F =0.071", 7F =0.081", 8F = 0.090"
PRODUCT Full-Wall Technology construction provides kink resistance and stable torque control; large ID alloes for increased contrast PRODUCT Full-Wall Technology construction provides kink resistance and stable torque control; large ID alloes for increased contrast
DESCRIPTION flow for enhanced visualization. Vest-Tech Nylon outer jacket provides excellent hub to tip radiopacity. DESCRIPTION flow for enhanced visualization. Vest-Tech Nylon outer jacket provides excellent hub to tip radiopacity.
FEATURES * Custom lengths and custom curve program available FEATURES = Custom lengths and custom curve program available
+Over 230 specialty curves available = Over 230 specialty curves available
*SH available on all curves = SH available on all curves
JCR3.5 7~ \
EBU3.0 EBU4.0 JR3.0 %
JCjL/\
JR3.5 m
EBU3.5 EBU4.5
JCRL/\
JR4.0 W
JCR5.0
EBU3.75 EBUS5.0 \
EBU (EXTRA PRODUCT CODE 5F 6F 7F 8F RIGHT PRODUCT CODE 5F 6F 7F 8F
BACKUP) STANDARD
1.D. 0.058 IN.) (.D.0.071 IN.) (.D. 0.081 IN.) (.D. 0.090 IN.) (.D. 0.058 IN.) (.D.0.071 IN.) (.D. 0.081 IN.) (1.D. 0.090 IN.)
EBU3.0 LA5SEBU30 LAG6EBU30 LA7EBU30 LA8BEBU30 JR3.0 LA5JR30 LA6JR30 LA7JR30 LA8JR30
EBU3.5 LA5EBU35 LAGEBU35 LA7EBU35 LASEBU35 JR3.5 LA5JR35 LA6JR35 LA7JR35 LA8JR35
EBU3.75 LASEBU375 LAGEBU375 LA7EBU375 LASEBU375 JR4.0 LA5JR40 LA6JR40 LA7JR40 LA8JR40
EBU4.0 LASEBU40 LAGEBU40 LA7EBU40 LASEBU40 JR4.5 LA5JR45 LA6JR45 LA7JR45 LA8JR45
EBU4.5 LASEBU45 LAGEBU45 LA7EBU45 LABEBU45 JR5.0 LA5JR50 LA6JR50 LA7JR50 LA8JR50
EBU5.0 LA5EBU50 LA6EBUS50 LA7EBU50 LASEBU50 JR6.0 LA5JR60 LA6JR60 LA7JR60 LA8JR60
JCR3.5 LA5JCR35 LA6JCR35 LA7JCR35 LA8JCR35
JCR4.0 LA5JCR40 LA6JCR40 LA7JCR40 LA8JCR40
JCR4.5 LA5JCR45 LA6JCR45 LA7JCR45 LA8JCR45
JCR5.0 LA5JCR50 LA6JCR50 LA7JCR50 LA8JCR50



CORONARY CORONARY
GUIDE CATHETERS GUIDE CATHETERS

™ - ™ -

Launcher™ Guide Catheter Launcher™ Guide Catheter
Short Right Coronary Curve Amplatz Right Coronary Curve
GENERAL * Supplied sterile ltems per box: 1 =Label colour: 5F: Grey, 6F: Green, 7F: Orange, 8F: Blue GENERAL = Supplied sterile Items per box: 1 =Label colour: 5F: Grey, 6F: Green, 7F: Orange, 8F: Blue
CHARACTERISTICS . Lumeninner diameter: 5F =0.058", 6F =0.071", 7F = 0.081", 8F = 0.090" CHARACTERISTICS - Lumen inner diameter: 5F = 0.058", 6F = 0.071", 7F = 0.081", 8F = 0.090"
PRODUCT Full-Wall Technology construction provides kink resistance and stable torque control; large ID alloes for increased contrast PRODUCT Full-Wall Technology construction provides kink resistance and stable torque control; large ID alloes for increased contrast
DESCRIPTION flow for enhanced visualization. Vest-Tech Nylon outer jacket provides excellent hub to tip radiopacity. DESCRIPTION flow for enhanced visualization. Vest-Tech Nylon outer jacket provides excellent hub to tip radiopacity.
FEATURES * Custom lengths and custom curve program available FEATURES = Custom lengths and custom curve program available

+Over 230 specialty curves available = Over 230 specialty curves available

*SH available on all curves *SH available on all curves

AR1.0 ALR1-2
SR3.0 SR4.5
o /\ SR5.0
\ AR2.0

SR4.0 A SR6.0

SHORT AMPLATZ

PRODUCT CODE 5F 6F 7F 8F PRODUCT CODE 5F 6F 7F 8F

RIGHT RIGHT

1.D.0.058 IN.) (1.D.0.071IN.) (.D.0.081 IN.) (1.D.0.090IN.) (1.D.0.058IN.) (1.D.0.071IN.) (1.D.0.081 IN.) (1.D. 0.090IN.)

SR3.0 LA5SR30 LAGSR30 LA7SR30 LA8SR30 ARLO LASAR10 LAGAR1O LA7AR10 LASAR1O
SR3.5 LA5SR35 LA6SR35 LA7SR35 LA8SR35 AR2.0 LA5AR20 LAGAR20 LA7AR20 LABAR20
SR4.0 LA5SR40 LA6SR40 LA7SR40 LA8SR40 ALR1-2 LASALR12 LAGALR12 LA7ALR12 LASALR12
SR4.5 LA5SR45 LA6SR45 LA7SR45 LA8SR45
SR5.0 LA5SR50 LAGSR50 LA7SR50 LABSR50

SR6.0 LA5SR60 LAGSR60 LA7SR60 LA8SR60



CORONARY
GUIDE CATHETERS

CORONARY
GUIDE CATHETERS

Launcher™ Guide Catheter
Short Amplatz Right Coronary Curve

Launcher™ Guide Catheter
Shepherd's Crook Coronary Curve

GENERAL
CHARACTERISTICS

PRODUCT
DESCRIPTION

FEATURES

SHORT AMPLATZ
RIGHT

* Supplied sterile ltems per box: 1 =Label colour: 5F: Grey, 6F: Green, 7F: Orange, 8F: Blue
+ Lumen inner diameter: 5F = 0.058", 6F =0.071", 7F = 0.081", 8F = 0.090"

Full-Wall Technology construction provides kink resistance and stable torque control; large ID alloes for increased contrast
flow for enhanced visualization. Vest-Tech Nylon outer jacket provides excellent hub to tip radiopacity. DESCRIPTION

* Custom lengths and custom curve program available
*Over 230 specialty curves available

*SH available on all curves

SAR1.0 SAR2.0

GENERAL = Supplied sterile ltems per box: 1 =Label colour: 5F: Grey, 6F: Green, 7F: Orange, 8F: Blue
CHARACTERISTICS - Lumeninner diameter: 5F = 0.058", 6F = 0.071", 7F = 0.081", 8F = 0.090"

PRODUCT Full-Wall Technology construction provides kink resistance and stable torque control; large ID alloes for increased contrast
flow for enhanced visualization. Vest-Tech Nylon outer jacket provides excellent hub to tip radiopacity.

FEATURES = Custom lengths and custom curve program available
=Over 230 specialty curves available

= SH available on all curves

SCR3.5 SCR4.0

PRODUCT CODE 5F 6F 7F
1.D.0.058IN.) (1.D.0.071IN.) (1.D.0.081IN.)

SAR1.0 LA5SAR10 LA6SAR10 LA7SAR10

SAR2.0 LA5SAR20 LA6SAR20 LA7SAR20

SCR5.0

SHEPHERD’S CROOK

8F PRODUCT CODE 5F 6F 7F 8F

RIGHT
(1.D.0.090IN.) (1.D.0.058IN.) (.D.0.071 IN.) (1.D.0.081 IN.) (1.D.0.090IN.)
LA8SAR10 SCR3.5 LA5SCR35 LA6SCR35 LA7SCR35 LA8SCR35
LA8SAR20 SCR4.0 LA5SCR40 LA6SCR40 LA7SCR40 LA8SCR40

SCR5.0 LA5SCR50 LAESCR50 LA7SCR50 LA8SCR50



CORONARY CORONARY
GUIDE CATHETERS GUIDE CATHETERS

] ™ .
Launcher™ Guide Catheter Launcher™ Guide Catheter
Right Coronary Backup Support Right Coronary Backup Support
GENERAL » Supplied sterile ltems per box: 1 =Label colour: 5F: Grey, 6F: Green, 7F: Orange, 8F: Blue GENERAL = Supplied sterile ltems per box: 1 =Label colour: 5F: Grey, 6F: Green, 7F: Orange, 8F: Blue
CHARACTERISTICS - Lumeninner diameter: 5F =0.058", 6F =0.071", 7F =0.081", 8F = 0.090" CHARACTERISTICS - Lumeninner diameter: 5F = 0.058", 6F =0.071", 7F = 0.081", 8F = 0.090"
PRODUCT Full-Wall Technology construction provides kink resistance and stable torque control; large ID alloes for increased contrast PRODUCT Full-Wall Technology construction provides kink resistance and stable torque control; large ID alloes for increased contrast
DESCRIPTION flow for enhanced visualization. Vest-Tech Nylon outer jacket provides excellent hub to tip radiopacity. DESCRIPTION flow for enhanced visualization. Vest-Tech Nylon outer jacket provides excellent hub to tip radiopacity.
FEATURES * Custom lengths and custom curve program available FEATURES = Custom lengths and custom curve program available
+Over 230 specialty curves available = Over 230 specialty curves available
*SH available on all curves *SH available on all curves
3DRC
ECR3.5 RBU 3.5
ECR 4.0
NOTO
ECR4.5 ’ \
RBU 4.0
3DRIGHT

ECR CURVES PRODUCT CODE 5F 6F 7F 8F RBU CURVES PRODUCT CODE 5F 6F 7F 8F
1.D. 0.058 IN.) (.D.0.071IN.) (1.D.0.081 IN.) (1.D.0.090IN.) (1.D.0.058 IN.) (.D.0.071 IN.) (.D.0.081IN.) (1.D.0.090IN.)
ECR3.5 LASECR35 LAGECR35 LA7ECR35 LABECR35 RBU3.5 LASRBU35 LAGRBU3S LA7RBU3S LASRBU35
ECR4.0 LASECR40 LAGECR40 LA7ECR40 LASECR40 RBU 4.0 LASRBU40 LA6RBUA40 LA7RBU40 LABRBUA40
ECR4.5 LASECR45 LAGECR45 LA7ECR45 LASECR45 3DRC LA63DRC LA73DRC LA83DRC

3DRIGHT LA53DRIGHT LA63DRIGHT LA73DRIGHT

NOTO LASNOTO LA6NOTO LA7NOTO LASBNOTO



CORONARY
GUIDE CATHETERS

Launcher™ Guide Catheter

CORONARY
GUIDE CATHETERS

Launcher™ Guide Catheter

Multipurpose Curves Other Curves

GENERAL * Supplied sterile ltems per box: 1 =Label colour: 5F: Grey, 6F: Green, 7F: Orange, 8F: Blue GENERAL = Supplied sterile Items per box: 1 =Label colour: 5F: Grey, 6F: Green, 7F: Orange, 8F: Blue

CHARACTERISTICS » Lumen inner diameter: 5F = 0.058", 6F =0.071", 7F = 0.081", 8F = 0.090" CHARACTERISTICS - [umeninner diameter: 5F = 0.058". 6F = 0.071". 7F = 0.081", 8F = 0.090"

PRODUCT Full-Wall Technology construction provides kink resistance and stable torque control; large ID alloes for increased contrast PRODUCT Full-Wall Technology construction provides kink resistance and stable torque control; large ID alloes for increased contrast
DESCRIPTION flow for enhanced visualization. Vest-Tech Nylon outer jacket provides excellent hub to tip radiopacity. DESCRIPTION flow for enhanced visualization. Vest-Tech Nylon outer jacket provides excellent hub to tip radiopacity.

FEATURES * Custom lengths and custom curve program available FEATURES

*Over 230 specialty curves available

= Custom lengths and custom curve program available
=Over 230 specialty curves available

*SH available on all curves = SH available on all curves

Hockey Stick | )
. MACSO MAC4.0
Hockey Stick Il
-
MB2 Hockey Stick Relaxed
MACSS MAC4.5
MP1 / Hockey Stick \)
MAC3.75 MAC5.0
MPST El Gamal 3

MULTIPURPOSE PRODUCT CODE 5F 6F 7F 8F MAC PRODUCT CODE 5F 6F 7F 8F
(MULTI-AORTIC
1.D.0.058 IN.) (1.D. 0.071 IN.) (1.D. 0.081 IN.) (1.D. 0.090 IN.) CURVES) (1.D. 0.058 IN.) (1.D.0.071 IN.) (1.D. 0.081 IN.) (1.D. 0.090 IN.)
MB1 LASMB1 LAGMB1 LA7MB1 LA8MB1 MAC3.0 LA5MAC30 LA6MAC30 LA7MAC30 LASMAC30
MB2 LA5MB2 LAEMB2 LA7MB2 LA8MB2 MAC3.5 LA5MAC35 LA6MAC35 LA7MAC35 LABMAC35
MP1 LA5MP1 LAE6MP1 LA7MP1 LA8BMP1 MAC3.75 LA5MAC375 LA6MAC375 LA7MAC375 LA8BMAC375
MP2 LA6MP2 MAC4.0 LA5MAC40 LA6MAC40 LA7MAC40 LA8BMAC40
MB Short Tip LA5MPST LA6MPST LA7MPST LASMPST MAC4.5 LA5MAC45 LA6MAC45 LA7MAC45 LABMAC45
Hockey Stick | LASHSI LAGHSI LA7HSI LA8HSI MAC5.0 LA5MAC50 LA6MACS50 LA7MAC50 LA8BMAC50
Hockey Stick Il LA5HSII LAGHSII LA7HSII LA8HSII
HS Il Relaxed LA5HSREL LA6RMHSII LA7RMHSII LA8RMHSII
Hockey Stick Il LAS5HSIII LAGHSIII LA7HSII LA8HSIII

El Gamal LASELGAMAL LAG6ELGAMAL LA7ELGAMAL LASELGAMAL



CORONARY CORONARY
GUIDE CATHETERS GUIDE CATHETERS

™ " ™ .
Launcher™ Guide Catheter Launcher™ Guide Catheter
Bypass Curves Other Curves
GENERAL * Supplied sterile ltems per box: 1 =Label colour: 5F: Grey, 6F: Green, 7F: Orange, 8F: Blue GENERAL = Supplied sterile Items per box: 1 =Label colour: 5F: Grey, 6F: Green, 7F: Orange, 8F: Blue
CHARACTERISTICS . Lumeninner diameter: 5F =0.058", 6F =0.071", 7F = 0.081", 8F = 0.090" CHARACTERISTICS - Lumen inner diameter: 5F = 0.058", 6F = 0.071", 7F = 0.081", 8F = 0.090"
PRODUCT Full-Wall Technology construction provides kink resistance and stable torque control; large ID alloes for increased contrast PRODUCT Full-Wall Technology construction provides kink resistance and stable torque control; large ID alloes for increased contrast
DESCRIPTION flow for enhanced visualization. Vest-Tech Nylon outer jacket provides excellent hub to tip radiopacity. DESCRIPTION flow for enhanced visualization. Vest-Tech Nylon outer jacket provides excellent hub to tip radiopacity.
FEATURES * Custom lengths and custom curve program available FEATURES = Custom lengths and custom curve program available
+Over 230 specialty curves available = Over 230 specialty curves available
*SH available on all curves *SH available on all curves
Champ0.5 ) Champ2.5 )
LCB IMA
Champ1.0 ) Champ3.0
RCB
Champ1.5 ’ Champ3.5 >
Champ2.0 ’ Champ4.0 X
BYPASS PRODUCT CODE 5F 6F 7F 8F CHAMP PRODUCT CODE 5F 6F 7F 8F
GRAFTS
1.D.0.058 IN.) (1.D.0.0711IN.) (.D.0.081 IN.) (1.D.0.090 IN.) (1.D.0.058 IN.) (1.D.0.0711IN.) (.D.0.081 IN.) (1.D.0.0901IN.)
Lce LAsLCB LA6LCB LA7LCB LAsLCB CHAMP 0.5 LA5CHAMPO5 LA6CHAMPO5 LA7CHAMPO5 LASCHAMPO5
LCB Relaxed - LA6RELAXLCB - - CHAMP 10 LA5CHAMP10 LA6CHAMP10 LA7CHAMP10 LA8CHAMP10
RCB LA5RCB LAG6RCB LA7RCB LASRCB CHAMP 15 LA5CHAMP15 LA6CHAMP15 LA7CHAMP15 LA8CHAMP15
RCB (90 cm) LA5RCBD LA6RCBD LA7RCBD LA8RCBD CHAMP 20 LA5CHAMP20 LA6CHAMP20 LA7CHAMP20 LA8CHAMP20
IMA LA5IMA LA6IMA LA7IMA LASIMA CHAMP 25 LA5CHAMP25 LA6CHAMP25 LA7CHAMP25 LA8CHAMP25
IMA (90 cm) LA5IMAD LAG6IMAD LA7IMAD LASIMAD CHAMP 30 LA5CHAMP30 LA6CHAMP30 LA7CHAMP30 LA8CHAMP30

CHAMP 35 LA5CHAMP35 LA6CHAMP35 LA7CHAMP35 LASCHAMP35

CHAMP 40 LA5CHAMP40 LA6CHAMP40 LA7CHAMP40 LASCHAMP40



CORONARY CORONARY
GUIDE CATHETERS GUIDE CATHETERS

Launcher™ Guide Catheter Sherpa NX™ Active

Radial Curves Left Coronary Curve

GENERAL * Supplied sterile Items per box: 1 = Label colour: 5F: Grey, 6F: Green, 7F: Orange, 8F: Blue GENERAL = Supplied sterile, Items per box: 1
CHARACTERISTICS . | umen inner diameter: 5F = 0.058", 6F = 0.071", 7F = 0.081", 8F = 0.090" CHARACTERISTICS ~ -Labelcolour:5F = Grey, 6F = Green

*Lumeninner diameter: 5F =0.058", 6F 0.070"

PRODUCT Full-Wall Technology construction provides kink resistance and stable torque control; large ID alloes for increased contrast ) ) N ) o )
DESCRIPTION flow for enhanced visualization. Vest-Tech Nylon outer jacket provides excellent hub to tip radiopacity. PRODUCT Soft tip and distal sleeve to facilitate ease of engagement. Advanced HDPE liner for smooth, low friction device passage
DESCRIPTION

= Custom lengths and custom curve program available
= Over 230 specialty curves available

= SH available on all curves

MAC3030 MRESS RRAD

JCL3.0

) JL30 f) JL4s / ) C) ’

\

J3s JL5.0 JcL3s i > JCL5.0 ,

MRADIAL LARA ERADL 4 ) ~—_

JCL45

JCL4.0
JL6.O

UL

' JL4.0
ERADLLT ERADLST ERADR
ERADRST

ADDITIONAL PRODUCT CODE oF oF 7F ar LEFT STANDARD
RADIAL CURVES
1.D.0.058 IN.) (.D.0.071IN.) (1.D.0.081IN.) (.D.0.090 IN.) JL3.0 SA5JL30 SA6JL30

MRADIAL LA5MRADIAL LA6MRADIAL - - I35 SA5JL35 SAGJL35
MRESS LA5SMRESS LA6MRESS - - JLao SA5JL40 SA6JL40
RIGHT RADIAL LA5RRAD LA6RRAD - - JLas SASJL45 SA6JLAS
ERADL LASERADL LAGERADL - - JL5.0 SA5JL50 SA6JL50
ERADLLT LASERADLLT LAGERADLLT - - JLe.0 SA5JLEO SA6JLEO
ERADLST LASERADLST LAGERADLST - - JCL3.0 SA5JCL30 SA6JCL30
ERADR LASERADR LAGERADR - - JCL3.5 SA5JCL35 SA6JCL35
ERADRST LASERADRST LAGERADRST - - JcLa.0 SA5JCL40 SA6JCL40
LARA LASLARA LAGLARA B 3 JCcLas SA5JCL45 SAGJCLAS

MAC3030 LA5MAC3030 LA6MAC3030 - - JcLs.0 SASJCL50 SA6JCL50



CORONARY
GUIDE CATHETERS

Sherpa NX™ Active
Short Left Coronary Curve

CORONARY
GUIDE CATHETERS

Sherpa NX™ Active
Amplatz Left Coronary Curve

GENERAL * Supplied sterile, Items per box: 1 GENERAL » Supplied sterile, Items per box: 1

CHARACTERISTICS =Label colour: 5F = Grey, 6F = Green CHARACTERISTICS =Label colour: 5F = Grey, 6F = Green
*Lumen inner diameter: 5F =0.058", 6F 0.070 *Lumen inner diameter: 5F =0.058", 6F 0.070"

PRODUCT Soft tip and distal sleeve to facilitate ease of engagement. Advanced HDPE liner for smooth, low friction device passage PRODUCT Soft tip and distal sleeve to facilitate ease of engagement. Advanced HDPE liner for smooth, low friction device passage

DESCRIPTION DESCRIPTION

AL.75 AL2.5
SL3.0 SL4.5
AL1.0 ’
AL3.0
SL3.5 SL5.0
AL15 ’
SL4.0 SL6.0
— AL4.0
AL2.0
SHORT LEFT
SL3.0 SA5SL30 SA6SL30 AL75 SA5AL75 SABAL75
SL3.5 SA5SL35 SA6SL35 AL1.0 SA5AL10 SABAL10
SL4.0 SA5SL40 SA6SL40 AL1.5 SA5AL15 SABAL15
SL4.5 SA5SL45 SA6SL45 AL2.0 SA5AL20 SA6AL20
SL5.0 SA5SL50 SA6SL50 AL2.5 SA5AL25 SAG6AL25
SL6.0 SA5SL60 SA6SL60 AL3.0 SA5AL30 SA6AL30

AL4.0 SA5AL40 SA6AL40



CORONARY CORONARY
GUIDE CATHETERS GUIDE CATHETERS

Sherpa NX™ Active Sherpa NX™ Active

Short Amplatz Left Coronary Curve Left Coronary Backup Support
GENERAL * Supplied sterile, ltems per box: 1 GENERAL » Supplied sterile, Items per box: 1
CHARACTERISTICS = Label colour: 5F = Grey, 6F = Green CHARACTERISTICS =Label colour: 5F = Grey, 6F = Green
*Lumen inner diameter: 5F = 0.058", 6F 0.070" *Lumen inner diameter: 5F = 0.058", 6F 0.070"
PRODUCT Soft tip and distal sleeve to facilitate ease of engagement. Advanced HDPE liner for smooth, low friction device passage PRODUCT Soft tip and distal sleeve to facilitate ease of engagement. Advanced HDPE liner for smooth, low friction device passage
DESCRIPTION DESCRIPTION

SAL.75 )
SAL2.5
EBU3.0 EBU4.0
SALLO )
SAL3.0 EBU3S ERU4S
SALLS
oAbl , SAL4.0 EBU3.75 EBU5.0
SHORT AMPLATZ EBU
LEFT (EXTRA BACKUP)
SAL75 SA5SAL75 SA6SAL75 EBU3.0 SA5EBU30 SAG6EBU30
SAL1.0 SA5SAL10 SAGSAL10 EBU3.5 SASEBU3S SAGEBU3S
SALLS SASSAL15 SAGSAL15 EBU3.75 SASEBU375 SAGEBU375
SAL2.0 SA5SAL20 SA6SAL20 EBU4.0 SA5EBU40 SA6EBU40
SAL2.5 SA5SAL25 SA6SAL25 EBU4.5 SA5EBU45 SAG6EBU45
SAL3.0 SA5SAL30 SAGSAL30 EBU5.0 SASEBUS0 SAGEBUS0

SAL4.0 SA5SAL40 SA6SAL40



CORONARY CORONARY
GUIDE CATHETERS GUIDE CATHETERS

Sherpa NX™ Active Sherpa NX™ Active
Right Coronary Curve Short Right Coronary Curve
GENERAL » Supplied sterile, ltems per box: 1 GENERAL - Supplied sterile, Items per box: 1
CHARACTERISTICS = Label colour: 5F = Grey, 6F = Green CHARACTERISTICS = Label colour: 5F = Grey, 6F = Green
*Lumen inner diameter: 5F = 0.058", 6F 0.070" *Lumen inner diameter: 5F = 0.058", 6F 0.070"
PRODUCT Soft tip and distal sleeve to facilitate ease of engagement. Advanced HDPE liner for smooth, low friction device passage PRODUCT Soft tip and distal sleeve to facilitate ease of engagement. Advanced HDPE liner for smooth, low friction device passage
DESCRIPTION DESCRIPTION

JR45 Jeres 7 \

JR3.0
SR3.0 /\ SR4.5

JCR4.0

JR5.0 _/-\

JCR45
JR6.0 _ \
s SR4.0 A SR6.0
JCR5.0 \)

N
RIGHT STANDARD SHORT RIGHT
JR3.0 SA5JR30 SA6JR30 SR3.0 SA5SR30 SA6SR30
JR3.5 SA5JR35 SA6JR35 SR3.5 SA5SR35 SAGSR35
JR4.0 SA5JR40 SA6JR40 SR4.0 SA5SR40 SA6SR40
JR4.5 SA5JR45 SA6JR45 SR4.5 SA5SR45 SAGSR45
JR5.0 SA5JR50 SA6JR50 SR5.0 SA5SR50 SAGSR50
JR6.0 SA5JR60 SA6JR60 SR6.0 SA5SR60 SAGSR60
JCR3.5 SA5JCR35 SAGJCR35
JCR4.0 SA5JCR40 SA6JCR40
JCR4.5 SA5JCR45 SA6JCR45

JCR5.0 SA5JCR50 SA6JCR50



CORONARY CORONARY
GUIDE CATHETERS GUIDE CATHETERS

Sherpa NX™ Active Sherpa NX™ Active
Amplatz Right Coronary Curve Short Amplatz Right Coronary Curve
GENERAL » Supplied sterile, ltems per box: 1 GENERAL - Supplied sterile, Items per box: 1
CHARACTERISTICS * Label colour: 5F = Grey, 6F = Green CHARACTERISTICS * Label colour: 5F = Grey, 6F = Green
*Lumeninner diameter: 5F = 0.058", 6F 0.070" *Lumen inner diameter: 5F =0.058", 6F 0.070"
PRODUCT Soft tip and distal sleeve to facilitate ease of engagement. Advanced HDPE liner for smooth, low friction device passage PRODUCT Soft tip and distal sleeve to facilitate ease of engagement. Advanced HDPE liner for smooth, low friction device passage
DESCRIPTION DESCRIPTION
ARL.0 ALR1-2
—— 7 SAR1.0 SAR2.0
AR2.0 \
— N
A
AMPLATZRIGHT SHORT AMPLATZ
RIGHT
AR1.0 SA5AR10 SAG6AR10 SAR1.0 SA5SAR10 SAGSAR10
AR2.0 SA5AR20 SAG6AR20 SAR2.0 SA5SAR20 SAG6SAR20

ALR1-2 SA5ALR12 SABALR12



CORONARY CORONARY
GUIDE CATHETERS GUIDE CATHETERS

Sherpa NX™ Active

Sherpa NX™ Active
Right Coronary Backup Support

Shepherd'’s Crook Right Coronary Curve

GENERAL = Supplied sterile, ltems per box: 1 GENERAL * Supplied sterile, ltems per box: 1
CHARACTERISTICS * Label colour: 5F = Grey, 6F = Green CHARACTERISTICS * Label colour: 5F = Grey, 6F = Green
*Lumen inner diameter: 5F = 0.058", 6F 0.070" *Lumen inner diameter: 5F =0.058", 6F 0.070"
PRODUCT Soft tip and distal sleeve to facilitate ease of engagement. Advanced HDPE liner for smooth, low friction device passage PRODUCT Soft tip and distal sleeve to facilitate ease of engagement. Advanced HDPE liner for smooth, low friction device passage
DESCRIPTION DESCRIPTION
ECR3.5
SCR3.5 SCR4.0
ECR4.0
SCR5.0
ECR4.5
SHEPHERD'S ECR CURVES
CROOKRIGHT
SCR3.5 SA5SCR35 SA6SCR35 ECR3.5 SA5ECR35 SAGECR35
SCR4.0 SA5SCR40 SA6SCR40 ECR 4.0 SA5SECR40 SAGECR40
ECR4.5 SASECRA45 SAGECRA45

SCR5.0 SA5SCR50 SABSCR50



CORONARY CORONARY
GUIDE CATHETERS GUIDE CATHETERS

Sherpa NX™ Active Sherpa NX™ Active

Right Coronary Backup Support Multipurpose Curves
GENERAL * Supplied sterile, ltems per box: 1 GENERAL * Supplied sterile, ltems per box: 1
CHARACTERISTICS = Label colour: 5F = Grey, 6F = Green CHARACTERISTICS *Label colour: 5F = Grey, 6F = Green
*Lumeninner diameter: 5F =0.058", 6F 0.070" *Lumeninner diameter: 5F = 0.058", 6F 0.070"
PRODUCT Soft tip and distal sleeve to facilitate ease of engagement. Advanced HDPE liner for smooth, low friction device passage PRODUCT Soft tip and distal sleeve to facilitate ease of engagement Advanced HDPE liner for smooth, low friction device passage
DESCRIPTION DESCRIPTION

NOTO

RBU 3.5 —
MB1

3DRC Hockey Stick I
—
MB2 Hockey Stick Relaxed

Hockey Stick |

LU

RBU 4.0
3DRIGHT
MP1 Hockey Stick Il
MPST Gamal
MULTIPURPOSE
BACKUP SUPPORT
CURVES RBU 3.5 SA5RBU35 SA6RBU35 MB1 SA5MB1 SA6MB1
RBU 4.0 SA5RBU40 SA6RBU40 MB2 SA5MB2 SA6MB2
3DRC SA63DRC MB Short Tip SA5MPST SA6MPST
3DRIGHT SA53DRIGHT SAG63DRIGHT MP1 SA5MP1 SA6MP1
NOTO LASNOTO LA6NOTO MP2 SA5MP2 SA6MP2
Hockey Stick | SA5HSI SAEHSI
Hockey Stick Il SASHSII SAGHSII
HS Il Relaxed SA5RMHSII SA6RMHSII
Hockey Stick Il SA5HSIII SA6HSIII

El Gamal SASELGAMAL SAGELGAMAL



CORONARY CORONARY
GUIDE CATHETERS GUIDE CATHETERS

™ . ™ .
Sherpa NX™ Active Sherpa NX™ Active
Other Curves Bypass Curves
GENERAL » Supplied sterile, ltems per box: 1 GENERAL - Supplied sterile, Items per box: 1
CHARACTERISTICS * Label colour: 5F = Grey, 6F = Green CHARACTERISTICS * Label colour: 5F = Grey, 6F = Green
*Lumen inner diameter: 5F = 0.058", 6F 0.070" *Lumen inner diameter: 5F =0.058", 6F 0.070"
PRODUCT Soft tip and distal sleeve to facilitate ease of engagement. Advanced HDPE liner for smooth, low friction device passage PRODUCT Soft tip and distal sleeve to facilitate ease of engagement. Advanced HDPE liner for smooth, low friction device passage
DESCRIPTION DESCRIPTION
MAC3.0 MAC4.0
LCB IMA
RCB
MAC3.5 MAC4.5
MAC3.75 MAC5.0
MAC (MULTI- BYPASS CURVES
AORTIC CURVES)
MAC3.0 SA5MAC30 SA6MAC30 LCB SA5LCB SA6LCB
MAC3.5 SA5MAC35 SA6MAC35 LCB (90 cm) SA5LCBD SA6LCBD
MAC3.75 SA5MAC375 SA6MAC375 RCB SA5RCB SA6RCB
MAC4.0 SA5MAC40 SA6MAC40 RCB (90 cm) SA5RCBD SA6RCBD
MAC4.5 SA5MAC45 SA6MAC45 IMA SA5IMA SA6IMA

MAC5.0 SA5MAC50 SAE6MAC50 IMA (90 cm) SA5IMAD SA6IMAD



CORONARY
GUIDE CATHETERS

CORONARY

GUIDE CATHETERS

Sherpa NX™ Active

Other Curves

Sherpa NX™ Active
Radial Curves

GENERAL
CHARACTERISTICS

PRODUCT
DESCRIPTION

CHAMP

= Supplied sterile, ltems per box: 1
=Label colour: 5F = Grey, 6F = Green

*Lumeninner diameter: 5F =0.058", 6F 0.070"

Soft tip and distal sleeve to facilitate ease of engagement. Advanced HDPE liner for smooth, low friction device passage PRODUCT

Champ0.5 )
Champ1.0 )
Champl.5 ’
Champ2.0 ’
CHAMP 0.5 SA5CHAMPO5
CHAMP 10 SA5CHAMP10
CHAMP 15 SA5CHAMP15
CHAMP 20 SA5CHAMP20
CHAMP 25 SA5CHAMP25
CHAMP 30 SA5CHAMP30
CHAMP 35 SA5CHAMP35
CHAMP 40 SA5CHAMP40

GENERAL * Supplied sterile, ltems per box: 1
CHARACTERISTICS =Label colour: 5F = Grey, 6F = Green

*Lumeninner diameter: 5F =0.058", 6F 0.070"

DESCRIPTION

)\

MAC3030
Champ2.5
Champ3.0 > MRADIAL
Champ3.5 )

ERADLLT
Champ4.0 X

SA6CHAMPO5

SA6CHAMP10

SA6CHAMP15

SA6CHAMP20

SA6CHAMP25

SA6CHAMP30

SA6CHAMP35

SA6CHAMP40

ERADRST

RADIAL CURVES

MRADIAL
MRESS

RIGHT RADIAL
ERADL
ERADLLT
ERADLST
ERADR
ERADRST

MAC3030

L

MRESS

LARA

ERADLST

SA5MRADIAL
SA5MRESS
SA5RRAD
SA5SERADL
SA5SERADLLT
SA5SERADLST
SA5ERADR
SA5ERADRST

SA5MAC30303

Soft tip and distal sleeve to facilitate ease of engagement. Advanced HDPE liner for smooth, low friction device passage

RRAD

ERADL

ERADR

SA6MRADIAL

SA6MRESS

SA6RRAD

SA6ERADL

SAGERADLLT

SAGERADLST

SAG6ERADR

SAGERADRST

SA6MAC30303



CORONARY CORONARY
GUIDE CATHETERS GUIDE CATHETERS

Sherpa NX" Balanced Sherpa NX" Balanced

Left Coronary Curve Short Left Coronary Curve
GENERAL = Supplied sterile, ltems per box: 1 GENERAL =Supplied sterile, ltems per box: 1
CHARACTERISTICS =Label colour: 6F = Green, 7F = Orange, 8F = Blue CHARACTERISTICS =Label colour: 6F = Green, 7F = Orange, 8F = Blue
*Lumeninner diameter: 6F =0.070", 7F = 0.080", 8F = 0.088" *Lumeninner diameter: 6F = 0.070", 7F = 0.080", 8F = 0.088"
PRODUCT Soft tip and distal sleeve to facilitate ease of engagement. Advanced HDPE liner for smooth, low friction device passage PRODUCT Soft tip and distal sleeve to facilitate ease of engagement. Advanced HDPE liner for smooth, low friction device passage
DESCRIPTION DESCRIPTION

JL3.0 JLa.5 , ) JCL3.0 i ) JCL4.5 L3.0 SL4.5
SL3.5 SL5.0

JL3.5 JL5.0 JCL3.5 JCL5.0
> — D D
JCL4.0
’ ) JL6.0 , )

JL4.0
SL4.0 SL6.0
LEFT STANDARD SHORT LEFT
JL3.0 SB6JL30 SB7JL30 SB8JL30 SL3.0 SB6SL30 SB75L30 SB8SL30
I35 SB6JL35 SB7JL35 SB8JL35 SL3.5 SB6SL35 SB7SL35 SB8SL35
JL40 SB6JL40 SB7JL40 SB8JL40 SL4.0 SB6SL40 SB7SL40 SB8SL40
JLas SB6JLAS SB7JL45 SB8JLAS SLa.5 SB6SL45 SB7SL45 SB8SL45
JL5.0 SB6JL50 SB7JL50 SB8JL50 SL5.0 SB6SL50 SB7SL50 SB8SL50
JL6.0 SB6JL6O SB7JL70 SB8JL70 SL6.0 SB6SL60 SB7SL70 SB8SL70
JCL3.0 SB6JCL30 SB7JCL30 SB8JCL30
JCL3.5 SB6JCL35 SB7JCL35 SB8JCL35
JCL4.O SB6JCL40 SB7JCL40 SB8JCL40
JCL4S SB6JCLAS SB7JCL45 SB8JCLAS

JCL5.0 SB6JCL50 SB7JCL50 SB8JCL50



CORONARY CORONARY
GUIDE CATHETERS GUIDE CATHETERS

Sherpa NX" Balanced Sherpa NX" Balanced

Amplatz Left Coronary Curve Short Amplatz Left Coronary Curve
GENERAL * Supplied sterile, ltems per box: 1 GENERAL =Supplied sterile, ltems per box: 1
CHARACTERISTICS +Label colour: 6F = Green, 7F = Orange, 8F = Blue CHARACTERISTICS =Label colour: 6F = Green, 7F = Orange, 8F = Blue
*Lumeninner diameter: 6F = 0.070", 7F = 0.080", 8F = 0.088" *Lumeninner diameter: 6F = 0.070", 7F = 0.080", 8F = 0.088"
PRODUCT Soft tip and distal sleeve to facilitate ease of engagement. Advanced HDPE liner for smooth, low friction device passage PRODUCT Soft tip and distal sleeve to facilitate ease of engagement. Advanced HDPE liner for smooth, low friction device passage
DESCRIPTION DESCRIPTION

AL.75 AL2.5 i
SAL.75
SAL2.5
AL1.0 ’ SAL1.0
AL3.0
AL1.5 ’ SAL3.0
SAL1.5
AL4.0
AL2.0
SAL2.0 SAL4.0
AMPLATZ LEFT SHORT AMPLATZ
LEFT
AL75 SB6AL75 SB7AL75 SB8AL75 SAL75 SB6SAL75 SB7SAL75 SB8SAL75
AL1.0 SB6AL10 SB7AL10 SB8AL10 SAL1.0 SB6SAL10 SB7SAL10 SB8SAL10
AL1.5 SB6AL15 SB7AL15 SB8AL15 SAL1.5 SB6SAL15 SB7SAL15 SB8SAL15
AL2.0 SB6AL20 SB7AL20 SB8AL20 SAL2.0 SB6SAL20 SB7SAL20 SB8SAL20
AL2.5 SB6AL25 SB7AL25 SB8AL25 SAL2.5 SB6SAL25 SB7SAL25 SB8SAL25
AL3.0 SB6AL30 SB7AL30 SB8AL30 SAL3.0 SB6SAL30 SB7SAL30 SB8SAL30

AL4.0 SB6AL40 SB7AL40 SB8AL40 SAL4.0 SB6SAL40 SB7SAL40 SB8SAL40



CORONARY CORONARY
GUIDE CATHETERS GUIDE CATHETERS

Sherpa NX" Balanced Sherpa NX" Balanced

Left Coronary Backup Support Right Coronary Curve
GENERAL * Supplied sterile, ltems per box: 1 GENERAL =Supplied sterile, ltems per box: 1
CHARACTERISTICS * Label colour: 6F = Green, 7F = Orange, 8F = Blue CHARACTERISTICS = Label colour: 6F = Green, 7F = Orange, 8F = Blue
*Lumeninner diameter: 6F = 0.070", 7F = 0.080", 8F = 0.088" *Lumeninner diameter: 6F = 0.070", 7F = 0.080", 8F = 0.088"
PRODUCT Soft tip and distal sleeve to facilitate ease of engagement. Advanced HDPE liner for smooth, low friction device passage PRODUCT Soft tip and distal sleeve to facilitate ease of engagement. Advanced HDPE liner for smooth, low friction device passage
DESCRIPTION DESCRIPTION

JCR3.5 7 \

EBU3.0 EBU4.0 JR4.5
M
JCR4.0
JR5.0

EBU3.5 EBU4.5 JR3.5
JCRA45
JR4.0
JCR5.0
EBU3.75 EBUS.0 ~
EBU RIGHT STANDARD
(EXTRA BACKUP)
EBU3.0 SBEEBU30 SB7EBU30 SBBEBU30 JR3.0 SB6JR30 SB7JR30 SB8JR30
EBU3.S SBEBU35 SB7EBU35 SBBEBU35 JR3.5 SB6JR35 SB7JR35 SBBJR3S
EBU3.75 SB6EBU375 SB7EBU375 SB8EBU375 JR4.0 SB6JR40 SB7JR40 SB8JR40
EBU4.0 SB6EBU40 SB7EBU40 SBBEBU40 JR4.5 SB6JR45 SB7JR45 SB8JR45
EBUA4.5 SB6EBU45 SB7EBU45 SB8EBU45 JR5.0 SB6JR50 SB7JR50 SB8JR50
EBU5.0 SB6EBU50 SB7EBU50 SB8EBUS50 JR6.0 SB6JR60 SB7JR70 SB8JR70
JCR3.5 SB6JCR35 SB7JCR35 SB8JCR35
JCR4.0 SB6JCRAO SB7JCRA0 SBBJCRAO
JCRaS SB6JCR4S SB7JCR4S SBBJCR4S

JCR5.0 SB6JCR50 SB7JCR50 SB8JCR50



CORONARY
GUIDE CATHETERS

Sherpa NX™ Balanced
Short Right Coronary Curve

CORONARY
GUIDE CATHETERS

Sherpa NX" Balanced
Amplatz Right Coronary Curve

GENERAL * Supplied sterile, ltems per box: 1

CHARACTERISTICS *Label colour: 6F = Green, 7F = Orange, 8F = Blue
* Lumen inner diameter: 6F = 0.070", 7F = 0.080", 8F = 0.088"

PRODUCT Soft tip and distal sleeve to facilitate ease of engagement. Advanced HDPE liner for smooth, low friction device passage

DESCRIPTION

SR3.5 /\
SR4.0 A

SHORT RIGHT
SR3.0 SB6SR30
SR3.5 SBESR35
SR4.0 SB6SR40
SR4.5 SBESR45
SR5.0 SB6SRS50

SR6.0 SB6SR60

iE::1II-----ll-lI"""-----........-....Q>
SRSOA

SR6.0

SB7SR30

SB7SR35

SB7SR40

SB7SR45

SB7SR50

SB7SR70

SB8SR30

SB8SR35

SB8SR40

SB8SR45

SB8SR50

SB8SR70

GENERAL * Supplied sterile, ltems per box: 1

CHARACTERISTICS *Label colour: 6F = Green, 7F = Orange, 8F = Blue
*Lumen inner diameter: 6F = 0.070", 7F = 0.080", 8F = 0.088"

PRODUCT Soft tip and distal sleeve to facilitate ease of engagement. Advanced HDPE liner for smooth, low friction device passage

DESCRIPTION

AR1.0

AR2.0

AMPLATZ RIGHT

AR1.0 SB6AR10
AR2.0 SB6AR20
ALR1-2 SB6ALR12

ALR1-2

SB7AR10 SB8AR10
SB7AR20 SB8AR20
SB7ALR12 SB8ALR12



CORONARY
GUIDE CATHETERS

Sherpa NX™ Balanced
Short Amplatz Right Coronary Curve

CORONARY
GUIDE CATHETERS

Sherpa NX™ Balanced
Shepherd'’s Crook Right Coronary Curve

GENERAL
CHARACTERISTICS

PRODUCT
DESCRIPTION

SHORT AMPLATZ
RIGHT

= Supplied sterile, Items per box: 1

= Label colour: 6F = Green, 7F = Orange, 8F = Blue
*Lumen inner diameter: 6F = 0.070", 7F = 0.080", 8F = 0.088"

Soft tip and distal sleeve to facilitate ease of engagement. Advanced HDPE liner for smooth, low friction device passage

SAR1.0

[ e—
SAR1.0 SB6SAR10
SAR2.0 SB6SAR20

SAR2.0
SB7SAR10 SB8SAR10
SB7SAR20 SB8SAR20

GENERAL

CHARACTERISTICS

PRODUCT
DESCRIPTION

SHEPHERD'S
CROOK RIGHT

= Supplied sterile, ltems per box: 1
= Label colour: 6F = Green, 7F = Orange, 8F = Blue
*Lumen inner diameter: 6F = 0.070", 7F = 0.080", 8F = 0.088"

Soft tip and distal sleeve to facilitate ease of engagement. Advanced HDPE liner for smooth, low friction device passage

SCR3.5 SCR4.0
SCR5.0
SCR3.5 SB6SCR35 SB7SCR35 SB8SCR35
SCR4.0 SB6SCR40 SB7SCR40 SB8SCR40

SCR5.0 SB6SCR50 SB7SCR50 SB8SCR50



CORONARY CORONARY
GUIDE CATHETERS GUIDE CATHETERS

Sherpa NX™ Balanced Sherpa NX" Balanced

Right Coronary Backup Support Right Coronary Backup Support

GENERAL = Supplied sterile, Items per box: 1 GENERAL = Supplied sterile, Items per box: 1
CHARACTERISTICS * Label colour: 6F = Green, 7F = Orange, 8F = Blue CHARACTERISTICS * Label colour: 6F = Green, 7F = Orange, 8F = Blue

*Lumeninner diameter: 6F =0.070", 7F = 0.080", 8F = 0.088" *Lumeninner diameter: 6F = 0.070", 7F = 0.080", 8F = 0.088"

PRODUCT Soft tip and distal sleeve to facilitate ease of engagement. Advanced HDPE liner for smooth, low friction device passage PRODUCT Soft tip and distal sleeve to facilitate ease of engagement. Advanced HDPE liner for smooth, low friction device passage
DESCRIPTION DESCRIPTION
NOTO
ECR3.5 RBU 3.5 /\ J— \
3DRC
ECR4.0
RBU 4.0
3DRIGHT
ECR4.5
RBU 4.5
ECR CURVES BACKUP SUPPORT
CURVES
ECR3.5 SB6ECR35 SB7ECR35 SB8ECR35 RBU 3.5 SB6RBU35 SB7RBU35 SB8RBU35
ECR 4.0 SB6ECR40 SB7ECRA40 SB8ECRA40 RBU 4.0 SB6RBU40 SB7RBU40 SB8RBU40
ECR4.5 SB6ECRA45 SB7ECRA45 SB8ECRA45 RBU 4.5 SB6RBU45 SB7RBU45 SB8RBUA45
3DRC SB63DRC SB73DRC SB83DRC
3DRIGHT SB63DRIGHT SB73DRIGHT SB83DRIGHT

NO TORQUE Right SB6NOTO SB7NOTO



CORONARY CORONARY
GUIDE CATHETERS GUIDE CATHETERS

Sherpa NX" Balanced Sherpa NX" Balanced

Multipurpose Curves Other Curves
GENERAL * Supplied sterile, ltems per box: 1 GENERAL = Supplied sterile, ltems per box: 1
CHARACTERISTICS +Label colour: 6F = Green, 7F = Orange, 8F = Blue CHARACTERISTICS =Label colour: 6F = Green, 7F = Orange, 8F = Blue
*Lumeninner diameter: 6F = 0.070", 7F = 0.080", 8F = 0.088" *Lumeninner diameter: 6F = 0.070", 7F = 0.080", 8F = 0.088"
PRODUCT Soft tip and distal sleeve to facilitate ease of engagement. Advanced HDPE liner for smooth, low friction device passage PRODUCT Soft tip and distal sleeve to facilitate ease of engagement. Advanced HDPE liner for smooth, low friction device passage
DESCRIPTION DESCRIPTION
Hockey Stick | )
Ve MACS0 MAC4.0
Hockey Stick I
—
MB2 Hockey Stick Relaxed
HRess MAC4.5
MP1 / Hockey Stick Ill \)
MAC3.75 MAC5.0
MPST El Gamal 3
MULTIPURPOSE MAC
(MULTI-AORTIC
MB1 SBE6MB1 SB7MB1 SB8MB1 CURVES) MAC3.0 SBEMAC30 SB7MAC30 SB8MAC30
MB2 SB6MB2 SB7MB2 SB8MB2 MAC3.5 SB6MAC35 SB7MAC35 SB8MAC35
MB Short Tip SB6MPST SB7MPST SB8MPST MAC3.75 SB6MAC375 SB7MAC375 SB8MAC375
MP1 SB6MP1 SB7MP1 SB8MP1 MAC4.0 SB6MAC40 SB7MAC40 SB8MAC40
MP2 SBE6MP2 SB7MP2 SB8MP2 MAC4.5 SBEMACA45 SB7MACA45 SB8MACA45
Hockey Stick | SBEHSI SB7HSI SB8HSI MAC5.0 SBE6MACS50 SB7MAC50 SB8MACS50
Hockey Stick Il SB6HSII SB7HSII SB8HSII
HS Il Relaxed SB6RMHSII SB7RMHSII SB8RMHSII
Hockey Stick Il SB6HSIII SB7HSIII SB8HSIII

El Gamal SB6ELGAMAL SB7ELGAMAL SB8ELGAMAL



CORONARY

GUIDE CATHETERS

Sherpa NX" Balanced
Bypass Curves

CORONARY
GUIDE CATHETERS

Sherpa NX" Balanced

Other Curves

GENERAL * Supplied sterile, ltems per box: 1

CHARACTERISTICS = Label colour: 6F = Green, 7F = Orange, 8F = Blue
*Lumeninner diameter: 6F = 0.070", 7F = 0.080", 8F = 0.088"

PRODUCT Soft tip and distal sleeve to facilitate ease of engagement. Advanced HDPE liner for smooth, low friction device passage

DESCRIPTION

BYPASS CURVES

LCB
LCB (90 cm)
RCB
RCB (90 cm)
IMA

IMA (90 cm)

SB6LCB

SB6LCBD

SB6RCB

SB6RCBD

SB6IMA

SB6IMAD

IMA

SB7LCB

SB7LCBD

SB7RCB

SB7RCBD

SB7IMA

SB7IMAD

SB8LCB

SB8LCBD

SB8RCB

SB8RCBD

SB8IMA

SB8IMAD

GENERAL
CHARACTERISTICS

PRODUCT
DESCRIPTION

CHAMP

= Supplied sterile, ltems per box: 1
=Label colour: 6F = Green, 7F = Orange, 8F = Blue

*Lumeninner diameter: 6F = 0.070", 7F = 0.080", 8F = 0.088"

Soft tip and distal sleeve to facilitate ease of engagement. Advanced HDPE liner for smooth, low friction device passage

Champ0.5 )
Champ1.0 )
Champ1.5 ’
Champ2.0 ’

CHAMP 0.5 SB6CHAMPO5

CHAMP 10 SB6CHAMP10

CHAMP 15 SB6CHAMP15

CHAMP 20 SB6CHAMP20

CHAMP 25 SB6CHAMP25

CHAMP 30 SB6CHAMP30

CHAMP 35 SB6CHAMP35

CHAMP 40 SB6CHAMP40

Champ2.5 >
Champ3.0 )
Champ3.5 )
Champ4.0 X

SB7CHAMPO5 SB8CHAMPO5

SB7CHAMP10 SB8CHAMP10

SB7CHAMP15 SB8CHAMP15

SB7CHAMP20 SB8CHAMP20

SB7CHAMP25 SB8CHAMP25

SB7CHAMP30 SB8CHAMP30

SB7CHAMP35 SB8CHAMP35

SB7CHAMP40 SB8CHAMP40



CORONARY CORONARY
GUIDE CATHETERS GUIDE CATHETERS

Sherpa NX" Balanced Zuma2™

Radial Curves Left Coronary Curve
GENERAL * Supplied sterile, ltems per box: 1 GENERAL = Supplied sterile ltems per box: 1
CHARACTERISTICS * Label colour: 6F = Green, 7F = Orange, 8F = Blue CHARACTERISTICS * Label colour: 5F = Grey, 6F = Green, 7F = Orange, 8F = Blue
*Lumen inner diameter: 6F =0.070", 7F = 0.080", 8F = 0.088" *Lumen inner diameter: 5F =0.058", 6F =0.070", 7F = 0.081", 8F = 0.091"
PRODUCT Soft tip and distal sleeve to facilitate ease of engagement. Advanced HDPE liner for smooth, low friction device passage PRODUCT Soft, flexible distal segment for atraumatic engagement. Soft tip polymer construction to minimize vessel trauma.
DESCRIPTION DESCRIPTION

MRESS RRAD

JL35 I )
LARA ERADL
JL4a0 ’ ) FL3.0
ERADLLT ERADLST ERADR
JLas , ) FL3.5

ERADRST

MACZ
MAC3030 5.0

JL6.0

MRADIAL

)

JOJD

L

RADIAL CURVES LEFT CORONARY
MRADIAL SB6MRADIAL SB7MRADIAL JL3.0 ZM5JL30 Z26JL30 Z27JL30 Z28JL30
MRESS SBEMRESS SB7MRESS JL3.5 ZM5JL35 Z26JL35 Z27JL35 Z28JL35
RIGHT RADIAL SB6RRAD SB7RRAD JL4.0 ZM5JL40 Z26JL40 Z27JL40 Z28JL40
ERADL SBEERADL JLa.s ZM5JL45 Z26JL45 Z27JL45 728JL45
ERADLLT SB6ERADLLT JL5.0 ZM5JL50 Z26JL50 Z27JL50 Z28JL50
ERADLST SB6ERADLST JL6.0 ZM5JL60 Z26JL60 Z27JL60 Z28JL60
ERADR SB6ERADR FL3.0 ZMS5FL30 Z26FL30 Z27FL30 Z28FL30

ERADRST SB6ERADRST FL3.5 ZM5FL35 Z26FL35 Z27FL35 Z28FL35



CORONARY CORONARY
GUIDE CATHETERS GUIDE CATHETERS

™ ™
Zuma?2 Zuma?2
Left Coronary Curve Short Left Coronary Curve
GENERAL * Supplied sterile ltems per box: 1 GENERAL » Supplied sterile Items per box: 1
CHARACTERISTICS - Label colour: 5F = Grey, 6F = Green, 7F = Orange, 8F = Blue CHARACTERISTICS * Label colour: 5F = Grey, 6F = Green, 7F = Orange, 8F = Blue

*Lumen inner diameter: 5F =0.058", 6F =0.070", 7F = 0.081", 8F =0.091" * Lumen inner diameter: 5F = 0.058", 6F = 0.070", 7F = 0.081", 8F = 0.091"

PRODUCT Soft, flexible distal segment for atraumatic engagement. Soft tip polymer construction to minimize vessel trauma PRODUCT Soft, flexible distal segment for atraumatic engagement. Soft tip polymer construction to minimize vessel trauma
DESCRIPTION DESCRIPTION

FL4.0 ' JCL3.5 { )
S—
FL4.5 ! ’ SL3.0 SL4.5
JCL4.0
FL5.0 { ) = :
SL3.5 SL5.0
FL6.0 4 ) JCL4.5 ,
SL4.0 SL6.0
JCL3.0
\ JCL5.0
LEFT CORONARY SHORT TIP LEFT
CORONARY
FL4.0 ZM5FL40 Z26FL40 Z27FL40 Z28FL40 SL3.0 ZM5SL30 Z265L30 Z275L30 7285130
FL4.5 ZM5FL45 Z26FL45 Z27FL45 Z28FL45 SL3.5 ZM5SL35 Z265L35 Z275L35 Z285L35
FL5.0 ZMS5FL50 Z26FL50 Z27FL50 Z28FL50 SL4.0 ZM5SL40 Z265L40 Z275L40 2285140
FL6.0 ZM5FL60 Z26FL60 Z27FL60 Z28FL60 SL4.5 ZM5SL45 Z265L45 Z275L45 7285145
JcL3.0 ZM5JCL30 Z26JCL30 Z27JCL30 Z28JCL30 SL5.0 ZM5SL50 Z26SL50 Z27SL50 Z285L50
JCL3.5 ZM5JCL35 Z26JCL35 Z27JCL35 Z28JCL35 SL6.0 ZM5SL60 Z265L60 Z275L60 Z285L60
JCL4.0 ZM5JCL40 Z26JCL40 Z27JCL40 Z28JCL40
JCcLa.5 ZM5JCL45 Z26JCL45 Z27JCL45 Z28JCL45

JCL5.0 ZM5JCL50 Z26JCL50 Z27JCL50 Z28JCL50



CORONARY CORONARY
GUIDE CATHETERS GUIDE CATHETERS

™ ™
Zuma?2 Zuma?2
Amplatz Left Coronary Curve Short Amplatz Left Coronary Curve
GENERAL * Supplied sterile Items per box: 1 GENERAL » Supplied sterile Items per box: 1
CHARACTERISTICS =Label colour: 5F = Grey, 6F = Green, 7F = Orange, 8F = Blue CHARACTERISTICS = Label colour: 5F = Grey, 6F = Green, 7F = Orange, 8F = Blue

*Lumeninner diameter: 5F =0.058", 6F =0.070", 7F =0.081", 8F =0.091" *Lumen inner diameter: 5F =0.058", 6F =0.070", 7F = 0.081", 8F =0.091"

PRODUCT Soft, flexible distal segment for atraumatic engagement. Soft tip polymer construction to minimize vessel trauma PRODUCT Soft, flexible distal segment for atraumatic engagement. Soft tip polymer construction to minimize vessel trauma
DESCRIPTION DESCRIPTION

SAL.75 )
AL.75 > AL2.5 SAL25
SAL1.0 )
AL1O ’
AL3.0
SAL3.0
SAL1.5
AL15
AL4.0
SAL2.0 SAL4.0
AL2.0
AMPLATZ LEFT SHORT TIP
AMPLATZ LEFT
AL75 ZM5AL75 Z26AL75 Z27AL75 Z28AL75 SAL75 ZM5SAL75 Z26SAL75 Z27SAL75 Z28SAL75
AL1.0 ZM5AL10 Z26AL10 Z27AL10 Z28AL10 SAL1.0 ZM5SAL10 Z26SAL10 Z27SAL10 Z28SAL10
AL15 ZM5AL15 Z26AL15 Z27AL15 Z28AL15 SAL1.5 ZM5SAL15 Z26SAL15 Z27SAL15 Z28SAL15
AL2.0 ZM5AL20 Z26AL20 Z27AL20 Z28AL20 SAL2.0 ZM5SAL20 Z26SAL20 Z27SAL20 Z28SAL20
AL2.5 ZM5AL25 Z26AL25 Z27AL25 Z28AL25 SAL2.5 ZM5SAL25 Z26SAL25 Z27SAL25 Z28SAL25
AL3.0 ZM5AL30 Z26AL30 Z27AL30 Z28AL30 SAL3.0 ZM5SAL30 Z26SAL30 Z27SAL30 Z28SAL30

AL4.0 ZM5AL40 Z26AL40 Z27AL40 Z28AL40 SAL4.0 ZM5SAL40 Z26SAL40 Z27SAL40 Z28SAL40



CORONARY CORONARY
GUIDE CATHETERS GUIDE CATHETERS

™ ™
Zuma?2 Zuma?2
Left Coronary Backup Support Right Coronary Curve
GENERAL =Supplied sterile ltems per box: 1 GENERAL = Supplied sterile ltems per box: 1
CHARACTERISTICS = Label colour: 5F = Grey, 6F = Green, 7F = Orange, 8F = Blue CHARACTERISTICS = Label colour: 5F = Grey, 6F = Green, 7F = Orange, 8F = Blue
*Lumeninner diameter: 5F =0.058", 6F =0.070", 7F =0.081", 8F =0.091" *Lumen inner diameter: 5F =0.058", 6F =0.070", 7F = 0.081", 8F =0.091"
PRODUCT Soft, flexible distal segment for atraumatic engagement. Soft tip polymer construction to minimize vessel trauma PRODUCT Soft, flexible distal segment for atraumatic engagement. Soft tip polymer construction to minimize vessel trauma
DESCRIPTION DESCRIPTION
JR3.0
EBU3.0 EBU4.0
JR3.5
EBU3.5 EBU4.5
% o
EBU3.75 EBU5.0
FR3.5
EBU RIGHT CORONARY
(EXTRA BACKUP) CURVE
EBU3.0 ZM5EBU30 Z26EBU30 Z27EBU30 Z28EBU30 JR3.0 ZM5JR30 Z26JR30 Z27JR30 Z28JR30
EBU3.5 ZM5EBU35 Z26EBU35 Z27EBU35 Z28EBU35 JR3.5 ZM5JR35 Z26JR35 Z27JR35 Z28JR35
EBU3.75 ZM5EBU375 Z26EBU375 Z27EBU375 Z28EBU375 JR4.0 ZM5JR40 Z26JR40 Z27JR40 Z28JR40
EBU4.0 ZM5EBU40 Z26EBU40 Z27EBU40 Z28EBU40 JR4.5 ZM5JR45 Z26JR45 Z27JR45 Z28JR45
EBU4.5 ZM5EBUA45 Z26EBU45 Z27EBUA45 Z28EBU45 JR5.0 ZM5JR50 Z26JR50 Z27JR50 Z28JR50
EBUS5.0 ZM5EBUS50 Z26EBU50 Z27EBU50 Z28EBU50 JR6.0 ZM5JR60 Z26JR60 Z27JR60 Z28JR60
FR3.0 ZM5FR30 Z26FR30 Z27FR30 Z28FR30

FR3.5 ZM5FR35 Z26FR35 Z27FR35 Z28FR35



CORONARY
GUIDE CATHETERS

CORONARY
GUIDE CATHETERS

Zuma2™
Short Right Coronary Curve

Zumaz2™
Right Coronary Curve
GENERAL * Supplied sterile Items per box: 1

CHARACTERISTICS = Label colour: 5F = Grey, 6F = Green, 7F = Orange, 8F = Blue

*Lumeninner diameter: 5F =0.058", 6F =0.070", 7F = 0.081", 8F =0.091"

PRODUCT Soft, flexible distal segment for atraumatic engagement. Soft tip polymer construction to minimize vessel trauma

DESCRIPTION

FR4.0

FR6.0

RIGHT CORONARY

CURVE
FR4.0 ZM5FR40 Z26FR40
FR4.5 ZM5FR45 Z26FR45
FR5.0 ZM5FR50 Z26FR50
FR6.0 ZM5FR60 Z26FR60
JCR3.5 ZM5JCR35 Z26JCR35
JCR4.0 ZM5JCR40 Z26JCR40
JCR4.5 ZM5JCR45 Z26JCR45

JCR5.0 ZM5JCR50 Z26JCR50

JCR3.5

JCR4.0 A

JCR4.5 A

JCR5.0
Z27FR40 Z28FR40
Z27FR45 Z28FR45
Z27FR50 Z28FR50
Z27FR60 Z28FR60
Z27JCR35 Z28JCR35
Z27JCR40 Z28JCR40
Z27JCR45 Z28JCR45
Z27JCR50 Z28JCR50

GENERAL * Supplied sterile ltems per box: 1
CHARACTERISTICS =Label colour: 5F = Grey, 6F = Green, 7F = Orange, 8F = Blue
*Lumen inner diameter: 5F =0.058", 6F =0.070", 7F = 0.081", 8F =0.091"

PRODUCT Soft, flexible distal segment for atraumatic engagement. Soft tip polymer construction to minimize vessel trauma

DESCRIPTION

SR3.0 /\ m

SR4.0 P T SR6.0

SHORT TIP RIGHT

CORONARY
SR3.0 ZM5SR30 Z265R30
SR3.5 ZM5SR35 Z265R35
SR4.0 ZM5SR40 Z26SR40
SR4.5 ZM5SR45 Z26SR45
SR5.0 ZM5SR50 Z26SR50
SR6.0 ZM5SR60 Z26SR60

Z27SR30

Z27SR35

Z27SR40

Z27SR45

Z27SR50

Z27SR60

Z28SR30

Z28SR35

Z28SR40

Z28SR45

Z28SR50

Z28SR60



CORONARY CORONARY
GUIDE CATHETERS GUIDE CATHETERS

™ ™
Zuma?2 Zuma?2
Amplatz Right Coronary Curve Short Amplatz Right Coronary Curve
GENERAL = Supplied sterile ltems per box: 1 GENERAL = Supplied sterile ltems per box: 1
CHARACTERISTICS * Label colour: 5F = Grey, 6F = Green, 7F = Orange, 8F = Blue CHARACTERISTICS * Label colour: 5F = Grey, 6F = Green, 7F = Orange, 8F = Blue
*Lumen inner diameter: 5F = 0.058", 6F = 0.070", 7F = 0.081", 8F = 0.091" *Lumen inner diameter: 5F = 0.058", 6F = 0.070", 7F = 0.081", 8F = 0.091"
PRODUCT Soft, flexible distal segment for atraumatic engagement. Soft tip polymer construction to minimize vessel trauma. PRODUCT Soft, flexible distal segment for atraumatic engagement. Soft tip polymer construction to minimize vessel trauma.
DESCRIPTION DESCRIPTION
ARL.0 ALR1-2
SAR1.0 SAR2.0
AR2.0
— N
]
AMPLATZRIGHT SHORT TIP
AMPLATZ
ARL.0 ZM5AR10 Z26AR10 Z27AR10 Z28AR10 RIGHT SARL.0 ZM5SAR10 Z26SAR10 Z27SAR10 Z28SAR10
AR2.0 ZM5AR20 Z26AR20 Z27AR20 Z28AR20 SAR2.0 ZM5SAR20 Z26SAR20 Z27SAR20 Z28SAR20

ALR1-2 ZM5ALR12 Z26ALR12 Z27ALR12 Z28ALR12



CORONARY
GUIDE CATHETERS

Zuma2™
Shepherd’s Crook Right Coronary Curve

CORONARY
GUIDE CATHETERS

Zuma2™
Right Coronary Backup Support

GENERAL * Supplied sterile ltems per box: 1
CHARACTERISTICS =Label colour: 5F = Grey, 6F = Green, 7F = Orange, 8F = Blue
*Lumeninner diameter: 5F =0.058", 6F =0.070", 7F = 0.081", 8F =0.091"

PRODUCT Soft, flexible distal segment for atraumatic engagement. Soft tip polymer construction to minimize vessel trauma.

DESCRIPTION

SCR4.0

SHEPHERD'S

CROOK

RIGHT SCR3.5 ZM5SCR35 Z26SCR35 Z27SCR35 Z28SCR35
SCR4.0 ZM5SCR40 Z26SCR40 Z27SCR40 Z28SCR40
SCR5.0 ZM5SCR50 Z26SCR50 Z27SCR50 Z28SCR50

GENERAL * Supplied sterile ltems per box: 1
CHARACTERISTICS =Label colour: 5F = Grey, 6F = Green, 7F = Orange, 8F = Blue
*Lumen inner diameter: 5F =0.058", 6F =0.070", 7F = 0.081", 8F =0.091"

PRODUCT Soft, flexible distal segment for atraumatic engagement. Soft tip polymer construction to minimize vessel trauma.

DESCRIPTION

NOTO

ECR3.5 \

ECR 4.0
3DRIGHT
ECR 4.5
—
ECR CURVES

ECR3.5 Z26ECR35 Z27ECR35 Z28ECR35
ECR4.0 Z26ECR40 Z27ECR40 Z28ECR40
ECR4.5 Z26ECR45 Z27ECR45 Z28ECR45
3D RIGHT - Z263DRIGHT
NO TORQUE Right ZM5NOTO Z26NOTO Z27NOTO Z28NOTO



CORONARY CORONARY
GUIDE CATHETERS GUIDE CATHETERS

™ ™
Zuma?2 Zuma?2
Multipurpose Curves Other Curves
GENERAL = Supplied sterile ltems per box: 1 GENERAL = Supplied sterile ltems per box: 1
CHARACTERISTICS = Label colour: 5F = Grey, 6F = Green, 7F = Orange, 8F = Blue CHARACTERISTICS = Label colour: 5F = Grey, 6F = Green, 7F = Orange, 8F = Blue
*Lumeninner diameter: 5F =0.058", 6F =0.070", 7F = 0.081", 8F =0.091" *Lumen inner diameter: 5F =0.058", 6F =0.070", 7F = 0.081", 8F =0.091"
PRODUCT Soft, flexible distal segment for atraumatic engagement. Soft tip polymer construction to minimize vessel trauma PRODUCT Soft, flexible distal segment for atraumatic engagement. Soft tip polymer construction to minimize vessel trauma
DESCRIPTION DESCRIPTION
MB1 Hockey Stick |

) MAC3.0 MAC4.0

MB2 fockey Stick Il
— MAC3.5 MAC4.5
Hockey Stick Il
El Gamal MAC3.75 MACS5.0
MULTIPURPOSE MAC (MULTI-
AORTIC CURVES)
MB1 ZM5MB1 Z26MB1 Z27MB1 Z28MB1 MAC3.0 ZM5MAC30 Z26MAC30 Z27MAC30 Z28MAC30
MB2 ZM5MB2 Z26MB2 Z27MB2 Z28MB2 MAC3.5 ZM5MAC35 Z26MAC35 Z27MAC35 Z28MAC35
Hockey Stick | ZM5HSI Z26 HSI Z27 Hsl Z28 HSI MAC3.75 ZM5MAC375 Z26MAC375 Z27MAC375 Z28MAC375
Hockey Stick Il ZMS5HSII Z26HSII Z27HSII Z28HSII MAC4.0 ZM5MAC40 Z26MAC40 Z27MAC40 Z28MAC40
Hockey Stick IlI ZM5HSIII Z26HSIII Z27HSII Z28HSlII MAC4.5 ZM5MAC45 Z26MAC45 Z27MAC45 Z28MAC45

El Gamal ZM5ELGAMAL Z26ELGAMAL Z27ELGAMAL Z28ELGAMAL MAC5.0 ZM5MAC50 Z26MAC50 Z27MAC50 Z28MAC50



CORONARY

GUIDE CATHETERS

Zuma2™
Bypass Curves

CORONARY

GUIDE CATHETERS

Zuma2™
Other Curves

GENERAL * Supplied sterile Items per box: 1

CHARACTERISTICS = Label colour: 5F = Grey, 6F = Green, 7F = Orange, 8F = Blue
*Lumen inner diameter: 5F = 0.058", 6F =0.070", 7F =0.081", 8F = 0.091"

PRODUCT Soft, flexible distal segment for atraumatic engagement. Soft tip polymer construction to minimize vessel trauma
DESCRIPTION
LCB IMA
RCB
BYPASS GRAFTS
LCB ZM5LCB Z26LCB Z27LCB Z28L.CB
RCB ZM5RCB Z26RCB Z27RCB Z28RCB
RCB (90 cm) ZM5RCBD Z26RCBD Z27RCBD Z28RCBD
IMA ZM5IMA Z26IMA Z27IMA Z28IMA
IMA (90 cm) ZM5IMAD Z26IMAD Z27IMAD Z28IMAD

GENERAL * Supplied sterile ltems per box: 1
CHARACTERISTICS =Label colour: 5F = Grey, 6F = Green, 7F = Orange, 8F = Blue
*Lumen inner diameter: 5F =0.058", 6F =0.070", 7F = 0.081", 8F =0.091"

PRODUCT Soft, flexible distal segment for atraumatic engagement. Soft tip polymer construction to minimize vessel trauma

DESCRIPTION

Champ0.5

Champ1.0

)

“hamp1.5

(@]

hamp?2.0

_ L L L

CHAMP

CHAMP 0.5
CHAMP 10
CHAMP 15
CHAMP 20
CHAMP 25
CHAMP 30
CHAMP 35

CHAMP 40

ZM5CHAMPO5

ZM5CHAMP10

ZM5CHAMP15

ZM5CHAMP20

ZM5CHAMP25

ZM5CHAMP30

ZM5CHAMP35

ZM5CHAMP40

Z26CHAMPO5

Z26CHAMP10

Z26CHAMP15

Z26CHAMP20

Z26CHAMP25

Z26CHAMP30

Z26CHAMP35

Z26CHAMP40

Champ2.5

Champ3.0

Champ3.5

)
)
D
)

Champ4.0
Z27CHAMPO5 Z28CHAMPO5
Z27CHAMP10 Z28CHAMP10
Z27CHAMP15 Z28CHAMP15
Z27CHAMP20 Z28CHAMP20
Z27CHAMP25 Z28CHAMP25
Z27CHAMP30 Z28CHAMP30
Z27CHAMP35 Z28CHAMP35
Z27CHAMP40 Z28CHAMP40



CORONARY CORONARY
GUIDE CATHETERS GUIDE CATHETERS

™ ™
Zuma Zuma
Left Coronary Curve Left Coronary Curve
GENERAL * Supplied sterile ltems per box: 1 GENERAL * Supplied sterile ltems per box: 1
CHARACTERISTICS +Label colour: 6F = Green, 7F = Orange, 8F = Blue, 9F = Grey, CHARACTERISTICS = Label colour: 6F = Green, 7F = Orange, 8F = Blue, 9F = Grey,
*Lumen inner diameter: 6F =0.068", 7F =0.081", 8F =0.091", 9F = 0.103" *Lumen inner diameter: 6F =0.068", 7F =0.081", 8F =0.091", 9F = 0.103"
PRODUCT Supportive stiff guide for passive use PRODUCT Supportive stiff guide for passive use
DESCRIPTION DESCRIPTION
JL3.0 ’ JL5.0 l ’ FL4.0 ' JCL3.5 { )
S—
e FL45
JL3.5 JL6.0
JCL4.0
FL5.0 A ) — :
JL4.0 ’ ) FL3.0 O
FLeo 4 ) JcLas ,
JL4.5 , ) FL3.5 ! )
JCL3.0
\ JCL5.0
LEFT CORONARY LEFT CORONARY
JL3.0 ZM6JL30 ZT7JL30 ZS8JL30 ZM9JL30 FL4.0 ZM6FL40 ZT7FL40 ZS8FL40 ZM9FL40
JL3.5 ZM6JL35 ZT7JL35 ZS8JL35 ZM9JL35 FL4.5 ZM6FLA45 ZT7FL45 ZS8FL45 ZMO9FL45
JL4.0 ZM6JL40 ZT7JL40 ZS8JL40 ZM9JL40 FL5.0 ZM6FL50 ZT7FL50 ZS8FL50 ZMOFL50
JLas ZM6JL45 ZT7JL45 ZS8JL45 ZM9JL45 FL6.0 ZM6FL60 ZT7FL60 ZS8FL60 ZMOFL60
JL5.0 ZM6JL50 ZT7JL50 ZS8JL50 ZM9JL50 JCL3.0 ZM6JCL30 ZT7JCL30 ZS8JCL30 ZM9JCL30
JL6.0 ZM6JL60 ZT7JL60 ZS8JL60 ZM9JL60 JCL3.5 ZM6JCL35 ZT7JCL35 ZS8JCL35 ZM9JCL35
FL3.0 ZM6FL30 ZT7FL30 ZS8FL30 ZM9FL30 JcL4.0 ZM6JCL40 ZT7JCL40 ZS8JCL40 ZM9JCL40
FL3.5 ZM6FL35 ZT7FL35 ZS8FL35 ZMYFL35 JCcL4s ZM6JCLA45 ZT7JCL45 ZS8JCL45 ZM9JCL45
JCL5.0 ZM6JCL50 ZT7JCL50 ZS8JCL50 ZM9JCL50



CORONARY
GUIDE CATHETERS

CORONARY
GUIDE CATHETERS

Zuma™
Short Left Coronary Curve

Zuma™
Amplatz Left Coronary Curve

GENERAL = Supplied sterile Items per box: 1
CHARACTERISTICS = Label colour: 6F = Green, 7F = Orange, 8F = Blue, 9F = Grey,

*Lumeninner diameter: 6F = 0.068", 7F =0.081", 8F =0.091", 9F = 0.103"

PRODUCT Supportive stiff guide for passive use
DESCRIPTION
SL3.0 SL4.5
SL3.5 SL5.0
SL4.0 SL6.0
SHORT TIP LEFT
CORONARY
SL3.0 ZM6SL30 ZT75L30
SL3.5 ZM6SL35 ZT7SL35
SL4.0 ZM6SL40 ZT7SL40
SL4.5 ZM6SL45 ZT7SL45
SL5.0 ZM6SL50 ZT7SL50
SL6.0 ZM6SL60 ZT7SL60

ZS8SL30

ZS8SL35

ZS8SL40

ZS8SL45

ZS8SL50

ZS8SL60

ZM9SL30

ZM9SL35

ZM9SL40

ZM9SL45

ZM9SL50

ZM9SL60

GENERAL * Supplied sterile ltems per box: 1

CHARACTERISTICS * Label colour: 6F = Green, 7F = Orange, 8F = Blue, 9F = Grey,
-Lumeninner diameter: 6F =0.068", 7F =0.081", 8F =0.091", 9F =0.103"

PRODUCT Supportive stiff guide for passive use
DESCRIPTION
AL.75 > AL2.5
AL1.0 ’
AL3.0
AL1.5 ’
AL4.0
AL2.0
AMPLATZLEFT
AL75 ZMBAL75 ZT7AL75
AL1.O ZM6AL10 ZT7AL10
AL15 ZM6AL15 ZT7AL15
AL2.0 ZM6AL20 ZT7AL20
AL2.5 ZM6AL25 ZT7AL25
AL3.0 ZM6AL30 ZT7AL30
AL4.0 ZM6AL40 ZT7AL40

ZS8AL75

ZS8AL10

ZS8AL15

ZS8AL20

ZS8AL25

ZS8AL30

ZS8AL40

ZM9AL75

ZM9AL10

ZM9YAL15

ZMYAL20

ZM9AL25

ZM9AL30

ZM9AL40



CORONARY
GUIDE CATHETERS

Zuma™
Short Amplatz Left Coronary Curve

CORONARY
GUIDE CATHETERS

Zuma"™
Left Coronary Backup Support

GENERAL * Supplied sterile ltems per box: 1
CHARACTERISTICS * Label colour: 6F = Green, 7F = Orange, 8F = Blue, 9F = Grey,
*Lumen inner diameter: 6F = 0.068", 7F =0.081", 8F =0.091", 9F = 0.103"

PRODUCT Supportive stiff guide for passive use
DESCRIPTION

SAL.75 ,
SAL2.5
SAL1.0 )
SAL3.0
SALL5
SAL2.0 ) SAL4.0
SHORT TIP
AMPLATZ LEFT
SAL75 ZM6SAL75 ZT7SAL75
SAL1.0 ZM6SAL10 ZT7SAL10
SAL1.5 ZM6SAL15 ZT7SAL15
SAL2.0 ZM6SAL20 ZT7SAL20
SAL2.5 ZM6SAL25 ZT7SAL25
SAL3.0 ZM6SAL30 ZT7SAL30

SAL4.0 ZM6SAL40 ZT7SAL40

ZS8SAL75

ZS8SAL10

ZS8SAL15

ZS8SAL20

ZS8SAL25

ZS8SAL30

ZS8SAL40

ZM9SAL75

ZM9SAL10

ZM9SAL15

ZM9SAL20

ZM9SAL25

ZM9SAL30

ZM9SAL40

GENERAL * Supplied sterile ltems per box: 1
CHARACTERISTICS =Label colour: 6F = Green, 7F = Orange, 8F = Blue, 9F = Grey,
*Lumen inner diameter: 6F =0.068", 7F =0.081", 8F =0.091", 9F = 0.103"

PRODUCT Supportive stiff guide for passive use
DESCRIPTION
EBU3.0 EBU4.0
EBU3.5 EBU4.5
EBU3.75 EBU5.0
EBU (EXTRA
BACKUP)
EBU3.0 ZM6EBU30 ZT7EBU30 ZS8EBU30 ZM9EBU30
EBU3.5 ZM6EBU35 ZT7EBU35 ZS8EBU35 ZM9EBU35
EBU3.75 ZM6EBU375 ZT7EBU375 ZS8EBU375 ZM9EBU375
EBU4.0 ZMBEBU40 ZT7EBU40 ZS8EBU40 ZM9EBU40
EBU4.5 ZM6EBUA45 ZT7EBU45 ZS8EBU45 ZM9EBU45
EBU5.0 ZM6EBU50 ZT7EBU50 ZS8EBU50 ZM9EBU50



CORONARY
GUIDE CATHETERS

™
Zuma
Right Coronary Curve
GENERAL * Supplied sterile ltems per box: 1
CHARACTERISTICS = Label colour: 6F = Green, 7F = Orange, 8F = Blue, 9F = Grey,
*Lumen inner diameter: 6F =0.068", 7F =0.081", 8F =0.091", 9F = 0.103"
PRODUCT Supportive stiff guide for passive use
DESCRIPTION
JR3.0
JR6.0
% o
JR45 FR3.5 ﬁ
RIGHT CORONARY
CURVE
JR3.0 ZM6JR30 ZT7JR30 ZS8JR30 ZM9JR30
JR3.5 ZM6JR35 ZT7JR35 ZS8JR35 ZM9JR35
JR4.0 ZM6JR40 ZT7JR40 ZS8JR40 ZM9JR40
JR4.5 ZM6JR45 ZT7JR45 ZS8JR45 ZM9JR45
JR5.0 ZM6JR50 ZT7JR50 ZS8JR50 ZM9JR50
JR6.0 ZM6JR60 ZT7JR60 ZS8JR60 ZM9JR60
FR3.0 ZM6FR30 ZT7FR30 ZS8FR30 ZM9FR30
FR3.5 ZM6FR35 ZT7FR35 ZS8FR35 ZM9FR35

CORONARY
GUIDE CATHETERS

Zuma™

Right Coronary Curve

GENERAL

CHARACTERISTICS

PRODUCT
DESCRIPTION

RIGHT CORONARY
CURVE

= Supplied sterile ltems per box: 1

=Label colour: 6F = Green, 7F = Orange, 8F = Blue, 9F = Grey,
*Lumen inner diameter: 6F =0.068", 7F =0.081", 8F =0.091", 9F = 0.103"

Supportive stiff guide for passive use

FR4.0

FR4.5

FR5.0

FR6.0
FR4.0 ZM6FR40
FR4.5 ZM6FR45
FR5.0 ZM6FR50
FR6.0 ZM6FR60
JCR3.5 ZM6JCR35
JCR4.0 ZM6JCR40
JCR4.5 ZM6JCR45
JCR5.0 ZM6JCR50

JCR3.5

JCR4.0

JCR5.0

ZT7FR40

ZT7FR45

ZT7FR50

ZT7FR60

ZT7JCR35

ZT7JCR40

ZT7JCR45

ZT7JCR50

ZS8FR40

ZS8FR45

ZS8FR50

ZS8FR60

ZS8JCR35

ZS8JCR40

ZS8JCR45

ZS8JCR50

ZM9FR40

ZM9FR45

ZM9FR50

ZM9FR60

ZM9JCR35

ZM9JCR40

ZM9JCR45

ZM9JCR50



CORONARY

GUIDE CATHETERS

Zuma™

Short Right Coronary Curve

CORONARY

GUIDE CATHETERS

Zuma™

Amplatz Right Coronary Curve

GENERAL * Supplied sterile ltems per box: 1

CHARACTERISTICS * Label colour: 6F = Green, 7F = Orange, 8F = Blue, 9F = Grey,

*Lumen inner diameter: 6F = 0.068", 7F =0.081", 8F =0.091", 9F = 0.103"

PRODUCT Supportive stiff guide for passive use

DESCRIPTION

SR3.0

SR3.5

N

>

SR4.0

/\}

SHORT TIP RIGHT
CORONARY
SR3.0

SR3.5
SR4.0
SR4.5
SR5.0

SR6.0

ZM6SR30

ZM6SR35

ZM6SR40

ZM6SR45

ZMB6SR50

ZMB6SR60

ZT7SR30

ZT7SR35

ZT7SR40

ZT7SR45

ZT7SR50

ZT7SR60

SR5.0

__/_\

SR6.0
ZS8SR30 ZM9SR30
ZS8SR35 ZM9SR35
ZS8SR40 ZM9SR40
ZS8SR45 ZM9SR45
ZS8SR50 ZM9SR50
ZS8SR60 ZM9SR60

GENERAL » Supplied sterile ltems per box: 1
CHARACTERISTICS * Label colour: 6F = Green, 7F = Orange, 8F = Blue, 9F = Grey,

*Lumen inner diameter: 6F =0.068", 7F =0.081", 8F = 0.091", 9F =0.103"

PRODUCT Supportive stiff guide for passive use

DESCRIPTION

AR1.0

AR2.0

AMPLATZ RIGHT

AR1.0
AR2.0

ALR1-2

ZM6AR10

ZM6AR20

ZM6ALR12

ZT7AR10

ZT7AR20

ZT7ALR12

ALR1-2

ZS8AR10

ZS8AR20

ZS8ALR12

ZM9AR10

ZM9AR20

ZM9YALR12



CORONARY
GUIDE CATHETERS

Zuma"™
Short Amplatz Right Coronary Curve

CORONARY
GUIDE CATHETERS

Zuma™

Shepherd'’s Crook Right Coronary Curve

GENERAL * Supplied sterile ltems per box: 1
CHARACTERISTICS * Label colour: 6F = Green, 7F = Orange, 8F = Blue, 9F = Grey,
*Lumen inner diameter: 6F = 0.068", 7F = 0.081", 8F =0.091", 9F = 0.103"

PRODUCT Supportive stiff guide for passive use
DESCRIPTION

SAR1.0 SAR2.0

SHORT TIP

AMPLATZ RIGHT
SAR1.0 ZM6SAR10 ZT7SAR10 ZS8SAR10

SAR2.0 ZM6SAR20 ZT7SAR20 ZS8SAR20

ZM9SAR10

ZM9SAR20

GENERAL
CHARACTERISTICS

PRODUCT
DESCRIPTION

SHEPHERD'S
CROOK
RIGHT

= Supplied sterile ltems per box: 1
=Label colour: 6F = Green, 7F = Orange, 8F = Blue, 9F = Grey,
*Lumen inner diameter: 6F = 0.068", 7F =0.081", 8F =0.091", 9F = 0.103"

Supportive stiff guide for passive use

SCR3.5 SCR4.0
SCR5.0
SCR3.5 ZM6SCR35 ZT7SCR35 ZS8SCR35 ZM9SCR35
SCR4.0 ZM6SCR40 ZT7SCR40 ZS8SCR40 ZM9SCR40

SCR5.0 ZM6SCR50 ZT7SCR50 ZS8SCR50 ZM9SCR50



CORONARY
GUIDE CATHETERS

Zuma™
Right Coronary Backup Support

CORONARY

GUIDE CATHETERS

Zuma"™
Multipurpose Curves

GENERAL * Supplied sterile ltems per box: 1
CHARACTERISTICS * Label colour: 6F = Green, 7F = Orange, 8F = Blue, 9F = Grey,
*Lumen inner diameter: 6F = 0.068", 7F = 0.081", 8F =0.091", 9F = 0.103"

PRODUCT Supportive stiff guide for passive use
DESCRIPTION

NOTO

LEFT CORONARY

NO TORQUE Right ZM6ENOTO ZT7NOTO

ZS8NOTO

ZM9NOTO

GENERAL » Supplied sterile ltems per box: 1
CHARACTERISTICS * Label colour: 6F = Green, 7F = Orange, 8F = Blue, 9F = Grey,
* Lumen inner diameter: 6F = 0.068", 7F = 0.081", 8F =0.091", 9F = 0.103"

PRODUCT Supportive stiff guide for passive use

DESCRIPTION

El Gamal

MULTIPURPOSE

MB1

MB2

Hockey Stick |
Hockey Stick Il
Hockey Stick Il

El Gamal

ZM6MB10

ZM6MB2

ZMeHIS

ZMe6HSII

ZM6HSIII

ZMBELGAMAL

ZT7MB1

ZT7MB2

ZT7HSI

ZT7HSII

ZT7HSII

ZT7ELGAMAL

Hockey Stick |

Hockey Stick I

—

Hockey Stick Il

ZS8MB1

ZS8MB2

ZS8HSI

ZS8HSII

ZS8HSslIl

ZS8ELGAMAL

ZM9MB1

ZM9MB2

ZMYHIS

ZMIHSII

ZMOHSIII

ZM9ELGAMAL



CORONARY
GUIDE CATHETERS

Zuma™
Other Curves

CORONARY
GUIDE CATHETERS

Zuma"™
Bypass Curves

GENERAL
CHARACTERISTICS

PRODUCT
DESCRIPTION

MAC (MULTI-
AORTIC CURVES)

 Supplied sterile Items per box: 1
* Label colour: 6F = Green, 7F = Orange, 8F = Blue, 9F = Grey,
*Lumen inner diameter: 6F = 0.068", 7F = 0.081", 8F =0.091", 9F = 0.103"

Supportive stiff guide for passive use

MAC3.0

MACA4.0
MAC3.5 MAC4.5
MAC3.75 MAC5.0
MAC3.0 ZM6MAC30 ZT7MAC30
MAC3.5 ZM6MAC35 ZT7MAC35
MAC3.75 ZM6MAC375 ZT7MAC375
MAC4.0 ZM6MAC40 ZT7MAC40
MAC4.5 ZMEMAC45 ZT7MAC45

MAC5.0 ZM6MAC50 ZT7MAC50

ZS8MAC30

ZS8MAC35

ZS8MAC375

ZS8MAC40

ZS8MAC45

ZS8MAC50

ZM9MAC30

ZM9MAC35

ZM9MAC375

ZM9MAC40

ZM9MAC45

ZM9MAC50

GENERAL » Supplied sterile ltems per box: 1
CHARACTERISTICS = Label colour: 6F = Green, 7F = Orange, 8F = Blue, 9F = Grey,
*Lumeninner diameter: 6F = 0.068", 7F =0.081", 8F =0.091", 9F = 0.103"

PRODUCT Supportive stiff guide for passive use
DESCRIPTION
M
LcB MA
RCB
BYPASS GRAFTS
LCB ZM6LCB ZT7LCB ZS8LCB ZM9ILCB
RCB ZM6RCB ZT7RCB ZS8RCB ZM9RCB
RCB (90 cm) ZM6RCBD ZT7RCBD ZS8RCBD ZM9RCBD
IMA ZM6IMA ZT7IMA ZS8IMA ZM9IMA
IMA (90 cm) ZM6IMAD ZT7IMAD ZS8IMAD ZM9IMAD



CORONARY
GUIDE CATHETERS

™
Zuma
Other Curves
GENERAL * Supplied sterile Items per box: 1
CHARACTERISTICS +Label colour: 6F = Green, 7F = Orange, 8F = Blue, 9F = Grey,
*Lumeninner diameter: 6F = 0.068", 7F =0.081", 8F =0.091", 9F = 0.103"
PRODUCT Supportive stiff guide for passive use
DESCRIPTION
Champ0.5 ) Champ2.5 >
Champ1.0 ) Champg ’
Champl.5 ’ Champ3.5 )
Champ2.0 ’ Champ4.0 X
CHAMP
CHAMP 0.5 Z26CHAMPO5 ZT7CHAMPO5 ZS8CHAMPO5 ZM9CHAMPO5
CHAMP 10 Z26CHAMP10 ZT7CHAMP10 ZS8CHAMP10 ZM9CHAMP10
CHAMP 15 Z26CHAMP15 ZT7CHAMP15 ZS8CHAMP15 ZM9CHAMP15
CHAMP 20 Z26CHAMP20 ZT7CHAMP20 ZS8CHAMP20 ZM9CHAMP20
CHAMP 25 Z26CHAMP25 ZT7CHAMP25 ZS8CHAMP25 ZM9CHAMP25
CHAMP 30 Z26CHAMP30 ZT7CHAMP30 ZS8CHAMP30 —
CHAMP 35 Z26CHAMP35 ZT7CHAMP35 ZS8CHAMP35 ZM9CHAMP35
CHAMP 40 Z26CHAMP40 ZT7CHAMP40 ZS8CHAMP40 ZM9CHAMP40
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GUIDEWIRE
FAMILY

INTERVENTIONAL
GUIDEWIRES

Medtronic offers a wide array of guidewires
to support different clinical needs

Zinger™ Light
Stainless steel workhorse guidewire

ZINGER™
Stainless steel workhorse guidewire

When you need steerability and torque control

Stainless steel core wire provides torque transmission for advanced steerability and control. Available
in a range of support levels for a variety of clinical situations: light, marker, medium and support.

INTUITION™
Advanced workhorse guidewire

Confidently cross your more challenging workhorse cases

Torqgue performance and one-gram tip weight give you precision and confidence during
your more difficult workhorse cases. Accu-Core Technology provides torque and improved
crossability.

COUGAR™
Nitinol workhorse guidewire

When you need trackability for distal and tortuous access

Nitinol core wire provides steerability and support through tortuous anatomy and for multivessel
treatment. Double coil tip is soft and atraumatic for shape retention.

PROVIA™
Crossing guidewire

Designed to cross your most demanding lesions

Available in a wide range of weights and lengths. Accu-Core Technology offers
torque performance, tactile feel, improved lesion penetration and a 1-mm nonhydrophilic tip.

GENERAL * Supplied sterile* Items per box: 5
CHARACTERISTICS

THUNDER™
Extra-support guidewire

When you need extra support

Stainless steel, core-to-tip design provides torque, tip control and steering for situations requiring
extra support.

[ unnmmnmm‘
o " \\\\H PRODUCT The Zinger™ line of guidewires is the latest advancement in highly trackable guidewires with excellent torque control.
"“"“H““H““ DESCRIPTION * Available with Pro/Pel™ silicone coating or Hydro-Track™ hydrophilic coating for more treatment strategies.
= Zinger™ is available in various support levels as well as a marker version to meet your preference and clinical challenge.
= 2-cm radiopaque tip for visibility.
= Zinger™ Light is a highly trackable light support guidewire with floppy tip for tortuous anatomy.
ORDERING PRODUCT  PRODUCT LENGTH  COATING TIP Tip style: Forming ribbon
INFORMATION CODE (CM
ZINGERLS ZNGRLS180HS 180 Hydro-Track Straight tip Outer Coating: Eyd/rsirraCk or
ro/Pe
ZINGERLS ZNGRLS180S 180 Pro/Pel Straight tip
i ZINGERLS ZNGRLS180HJ 180 Hydro-Track J-tip
[~ Tip Stiffness Support
T ZINGERLS ZNGRLS180J 180 Pro/Pel J-tip
bOSOLY ZINGERLS ZNGRLS300HS 300 Hydro-Track Straight tip
ZINGERLS ZNGRLS300S 300 Pro/Pel Straight tip s D D H s |:| D H
ZINGERLS ZNGRLS300HJ 300 Hydro-Track J-tip
ZINGERLS ZNGRLS300J 300 Pro/Pel J-tip




INTERVENTIONAL
GUIDEWIRES

Zinger™ Marker
Stainless steel workhorse guidewire

GENERAL
CHARACTERISTICS

= Supplied sterile *Items per box: 5

INTERVENTIONAL
GUIDEWIRES

Zinger™ Medium
Stainless steel workhorse guidewire

GENERAL
CHARACTERISTICS

* Supplied sterile =Iltems per box: 5

PRODUCT The Zinger™ line of guidewires is the latest advancement in highly trackable guidewires with excellent torque control. PRODUCT The Zinger™ line of guidewires is the latest advancement in highly trackable guidewires with excellent torque control.
DESCRIPTION = The Hydro-track hydrophylic coating offers optimal lubricity and durability. DESCRIPTION * The Hydro-track hydrophylic coating offers optimal lubricity and durability.
= Zinger™ is available in various support levels as well as a marker version to meet your preference and clinical challenge. + Zinger™ is available in various support levels as well as a marker version to meet your preference and clinical challenge.
= Zinger™ Marker is a light support guidewire with two radiopaque markers for reference measure of vessels and lesions. + Zinger™ Medium is a medium weight "workhorse" wire, ideal for general use in varied anatomy.
| e— [ ____Coema
Measuring zone lcm lcm 2cm
ORDERING PRODUCT PRODUCT LENGTH COATING TIP Tip style: Forming ribbon ORDERING PRODUCT PRODUCT LENGTH COATING TIP Tip style: Core-to-tip
INFORMATION CODE (el . INFORMATION CODE (CM
ZINGER MK ZNGRMK180HS 180 Hydro-Track Straight tip Outer coating: Hydro-Track or ZINGER MS ZNGRMS180HS 180 Hydro-Track Straight tip Outer coating: ;{yd/rsflTrack or
Pro/Pel ro/Pe
ZINGER MK ZNGRMK180S 180 Pro/Pel Straight tip ZINGER MS ZNGRMS180S 180 Pro/Pel Straight tip
ZINGER MK ZNGRMK180HJ 180 Hydro-Track J-tip ZINGER MS ZNGRMS180HJ 180 Hydro-Track J-tip
) Tip Stiffness Support ) Tip Stiffness Support
ZINGER MK ZNGRMK180J 180 Pro/Pel J-tip ZINGER MS ZNGRMS180J 180 Pro/Pel J-tip
ZINGER MK ZNGRMK300HS 300 Hydro-Track Straight tip ZINGER MS ZNGRMS300HS 300 Hydro-Track Straight tip
ZINGER MK ZNGRMK300S 300 Pro/Pel Straight tip u D D H u |:| D H ZINGER MS ZNGRMS300S 300 Pro/Pel Straight tip u D D H u |:| |:| H
ZINGER MK ZNGRMK300HJ 300 Hydro-Track J-tip ZINGER MS ZNGRMS300HJ 300 Hydro-Track J-tip
ZINGER MK ZNGRMK300J 300 Pro/Pel J-tip ZINGER MS ZNGRMS300J 300 Pro/Pel J-tip




INTERVENTIONAL
GUIDEWIRES

Intuition™
Advanced workhorse guidewire

INTERVENTIONAL
GUIDEWIRES

Zinger™ Support
Stainless steel workhorse guidewire

GENERAL = Supplied sterile *Items per box: 5 GENERAL = Supplied sterile *ltems per box: 5
CHARACTERISTICS CHARACTERISTICS
PRODUCT The Intuition™ guidewire offers torque performance and one-gram tip weight to give precision and
PRODUCT The Zinger™ line of guidewires is the latest advancement in highly trackable guidewires with excellent torque control. DESCRIPTION confidence during more difficult workhorse cases.
DESCRIPTION * The Hydro-track hydrophylic coating offers optimal lubricity and durability. - Rounded tip and body provide control.
= Zinger™ is available in various support levels as well as a marker version to meet your preference and clinical challenge. » Accu-Core technology provides torque performance to control and direct the wire.
= Zinger™ Support is designed with added support for stent placement, yet trackable. *Femoral (proximal) me?rkers onwire, 90 cm and 100 cmifrom distal tip.
* Available with Pro/Pel™ silicone coating or Hydro-Track™ hydrophilic coating for more treatment strategies.
* 3-cm radiopaque tip for visibility.
oL L Lo Lo LLLL Lo bbb L L L L L L L L L L L L L L LLLLLLLLLLEeREbRbbb
ORDERING PRODUCT PRODUCT LENGTH  COATING TIP Tip style: Forming ribbon ORDERING PRODUCT  PRODUCT LENGTH  COATING TIP Tip style: Core-to-tip
INFORMATION CODE (el yie: INFORMATION CODE (CM
ZINGER S ZNGRS180HS 180 Hydro-Track Straight tip Outer coating: Hydro-Track or Intuition INTU1E0MS 180 Hydro-Track Straight tip Outer coating: Hydro-Track or
Pro/Pel Pro/Pel
ZINGERS ZNGRS1805 180 Pro/Pel Straight tip Intuition INTU180SS 180 Pro/Pel Straight tip
ZINGER S ZNGRS180HJ 180 Hydro-Track J-tip
Tip Stiffness Support Intuition INTU300HS 300 Hydro-Track Straight tip Tip Stiffness Support
ZINGER S ZNGRS180J 180 Pro/Pel J-tip
ZINGER'S ZNGRS300HS 300 Hydro-Track Straight tip Intuition INTU3005S 500 Pro/pel Straight tip
ZINGER S ZNGRS300S 300 Pro/Pel Straight tip u D D H u |:| |:| |:| - D D H s D D H
ZINGER S ZNGRS300HJ 300 Hydro-Track J-tip
ZINGER S ZNGRS300J 300 Pro/Pel J-tip




INTERVENTIONAL INTERVENTIONAL
GUIDEWIRES GUIDEWIRES

Cougar™LS Cougar™ XT

Nitinol workhorse guidewire Nitinol workhorse guidewire
GENERAL * Supplied sterile =Iltems per box: 5 GENERAL  Supplied sterile =I1tems per box: 5
CHARACTERISTICS CHARACTERISTICS
PRODUCT The Cougar™ Steerable Guidewire offers the performance and support required for workhorse cases.
PRODUCT The Cougar™ Steerable Guidewire offers the performance and support required for workhorse cases. DESCRIPTION - Nitinol core wire
DESCRIPTION «Nitinol core wire * Double coil tip design offers a soft tip with outstanding tip shape retention.

* Available in Hydro-Track™ hydrophilic or Pro/Pel™ silicone coating. The Hydro-Track hydrophilic coating
offers optimal lubricity and durability.

* The Pro/Pel silicone coating offers traditional performance for situations that require reduced lubricity.

* 3-cm radiopaque tip for visibility.

*Double coil tip design offers a soft tip with outstanding tip shape retention.

* Available in Hydro-Track™ hydrophilic or Pro/Pel™ silicone coating. The Hydro-Track hydrophilic coating offers optimal
lubricity and durability.

* The Pro/Pel silicone coating offers traditional performance for situations that require reduced lubricity.

+ 3-cm radiopaque tip for visibility.

ORDERING PROD PROD LENGTH COATING TIP Tip style: Forming ribbon ORDERING PROD PRODU LENGTH COATING TIP Tip style: Forming ribbon
INFORMATION CODE (CM INFORMATION CODE (CM
ing: - Outer coating: Hydro-Track or
Cougar LS CGRLS190HS 190cm Hydro-Track Straight tip Outer coating: Hydro Track or Cougar XT CGRXT190HS 190cm Hydro-Track Straight tip 9 Y
Pro/Pel Pro/Pel
Cougar LS CGRLS190S 190cm Pro/Pel Straight tip Cougar XT CGRXT190S 190cm Pro/Pel Straight tip
CougarLS CGRLS190HJ 190cm Hydro-Track J-tip Tip Stiffness Support Cougar XT CGRXT190HJ 190cm Hydro-Track J-tip Tip Stiffness Support
Cougar LS CGRLS190J 190cm Pro/Pel J-tip Cougar XT CGRXT190J 190cm Pro/Pel J-tip
Cougar LS CGRLS300HS 300cm Hydro-Track Straight tip m D D H H B D D H H Cougar XT CGRXT300HS 300cm Hydro-Track Straight tip o D D H H . |:| D H H
Cougar LS CGRLS300S 300cm Pro/Pel Straight tip Cougar XT CGRXT300S 300cm Pro/Pel Straight tip
Cougar LS CGRLS300HJ 300cm Hydro-Track J-tip Cougar XT CGRXT300HJ 300cm Hydro-Track J-tip
Cougar LS CGRLS300J 300cm Pro/Pel J-tip Cougar XT CGRXT300J 300cm Pro/Pel J-tip




INTERVENTIONAL
GUIDEWIRES

ProVia™
Crossing guidewire

INTERVENTIONAL
GUIDEWIRES

ProVia™
Crossing guidewire

GENERAL = Supplied sterile * ltems per box: 5 GENERAL = Supplied sterile =Items per box: 5
CHARACTERISTICS CHARACTERISTICS
PRODUCT The ProVia™ Crossing Guidewire is designed to cross demanding lesions. PRODUCT The ProVia™ Crossing Guidewire is designed to cross demanding lesions.
DESCRIPTION * Accu-Core wire technology is designed to provide torque performance to control and direct the wire. DESCRIPTION * Accu-Core wire technology is designed to provide torque performance to control and direct the wire.
*Rounded tip and body provide control. *Rounded tip and body provide control.
= Tapered tip on ProVia™ 9 and 12 wires. = Tapered tip on ProVia™ 9 and 12 wires.
= 1-mm noncoated tip on the hydrophilic version. = 1-mm noncoated tip on the hydrophilic version.
*Femoral (proximal) markers on wire, 90 cm and 100 cm from distal tip. *Femoral (proximal) markers on wire, 90 cm and 100 cm from distal tip.
* Available in Hydro-Track™ hydrophilic or Pro/Pel™ silicone coating. The Hydro-Track hydrophilic coating * Available in Hydro-Track™ hydrophilic or Pro/Pel™ silicone coating. The Hydro-Track hydrophilic coating
offers optimal lubricity and durability. offers optimal lubricity and durability.
= The Pro/Pel silicone coating offers traditional performance for situations that require reduced lubricity. * The Pro/Pel silicone coating offers traditional performance for situations that require reduced lubricity.
= 3-cm radiopaque tip for visibility = 3-cm radiopaque tip for visibility
= TM
ProVia™ 3 i e e e e e er e e REeREEREEFEE e EEEFFEFFEFEEFFEF ProVia™ 9

Tapered tip (0.009 in.)

Straight tip (0.014 in.)
P ——— | |

L 3cm |
N
ORDERING PRODUCT PRODUCT SIZE(G) LENGTH COATING  TIP Tip style: Core-to-tip ORDERING PRODUCT PRODUCT SIZE(G) LENGTH COATING  TIP Tip style: Core-to-tip
INFORMATION CODE (CM INFORMATION CODE (CM
Outer coating: Hydro-Track or Outer coating: Hydro-Track or
ProVia 3 3PROV180HS 3 180 Hydro-Track  Straight tip Pro/Pel ProVia 9 9PROV180HS 9 180 Hydro-Track  Tapered tip Pro/Pel
ProVia 3 3PROV180SS 3 180 Pro/Pel Straight tip ProVia 9 9PROV180SS 9 180 Pro/Pel Tapered tip
ProVia3 3PROV300HS 3 300 Hydro-Track  Straight tip Tip Stiffness Support ProVia 9 9PROV300HS 9 300 Hydro-Track  Tapered tip Tip Stiffness Support
ProVia 3 3PROV300SS 3 300 Pro/Pel Straight tip ProVia 9 9PROV300SS 9 300 Pro/Pel Tapered tip
)| ] allf ]
= T™M
ProVia™ 12

ProVia™ 6

Straight tip (0.014 in.)

i
oA A AR AR A A A A AR AR SR A A4

n o
44 {4

L4444

1l

Tapered tip (0.009 in.)

maamasAR A A A A A AR A A A
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ORDERING PRODUCT PRODUCT SIZE(G) LENGTH COATING  TIP Tip style: Core-to-tip ORDERING PRODUCT PRODUCT SIZE(G) LENGTH COATING  TIP Tip style: Core-to-tip
INFORMATION CODE (CM INFORMATION CODE (CM
Outer coating: Hydro-Track or Outer coating: Hydro-Track or
ProVia 6 6PROV180HS 6 180 Hydro-Track  Straight tip Pro/Pel ProVia 12 12PROV180HS 12 180 Hydro-Track  Tapered tip Pro/Pel
ProVia 6 6PROV180SS 6 180 Pro/Pel Straight tip ProVia 12 12PROV180SS 12 180 Pro/Pel Tapered tip
ProVia 6 6PROV300HS 6 300 Hydro-Track  Straight tip Tip Stiffness Support ProVia 12 12PROV300HS 12 300 Hydro-Track  Tapered tip Tip Stiffness Support
ProVia 6 6PROV300SS 6 300 Pro/Pel Straight tip ProVia 12 12PROV300SS 12 300 Pro/Pel Tapered tip
DDHHH DDHHH DDHHH DDHHH




INTERVENTIONAL INTERVENTIONAL
GUIDEWIRES GUIDEWIRES

ProVia™ Thunder™

Crossing guidewire Extra-Support guidewire

GENERAL = Supplied sterile *ltems per box: 5 GENERAL = Supplied sterile =Items per box: 5= Label color: Silver

CHARACTERISTICS CHARACTERISTICS

PRODUCT The ProVia™ Crossing Guidewire is designed to cross demanding lesions.

DESCRIPTION * Accu-Core wire technology is designed to provide torque performance to control and direct the wire. PRODUCT The Thunder™ Guidewire has a stainless steel core-to-tip design which provides enhanced support and stability while
*Rounded tip and body provide control. DESCRIPTION maintaining excellent torque characteristics with precise tip control and steering.

= Tapered tip on ProVia™ 9 and 12 wires.

= 1-mm noncoated tip on the hydrophilic version.

=Femoral (proximal) markers on wire, 90 cmn and 100 cm from distal tip.

= Available in Hydro-Track™ hydrophilic or Pro/Pel™ silicone coating. The Hydro-Track hydrophilic coating
offers optimal lubricity and durability.

= The Pro/Pel silicone coating offers traditional performance for situations that require reduced lubricity.

= 3-cm radiopaque tip for visibility

*11 cm transition zone (rail) which provides support for accurate device placement
= Available in Pro/Pel Silicone coating for track ability and smooth device delivery
=3 cm Radiopaque Tip for visibility

T

LLLPRRP

AAAAAAAAAAAAAAAAAAAAA A AAAA A4

ProVia™ 15 eeeeeOLTLEr {1 111111

Tapered tip (0.009 in.)

L1111

uunululnlllllll‘

amanas AR A A A A A A A A A A A A A A A A A A A A A A A A A

ﬁ:lz-'%il::l';l\?'ION PRODUCT (P:%ODI%UCT SIZE (G) I(_CEMGTH COATING TIP Tip style: Core-to-tip I?\l':'l())ERlﬁlT\s'ION PRODUCT EROODIZEUCT I(_(ISZIDIIGTH COATING TIP Tip style: Core-to-tip
ProVia 15 15PROV18OHS 15 180 Hydro-Track  Tapered tip Outer coating: ng/rse_‘ﬂmk o THUNDER THNDR190S 190 Pro/Pel Straight tip Outer coating:  Pro/Pel
ProVia 15 15PROV180SS 15 180 Pro/Pel Tapered tip THUNDER THNDR190J 190 Pro/Pel J-tip
ProVia 15 15PROV300HS 15 300 Hydro-Track  Tapered tip Tip Stiffness Support THUNDER THNDR300S 300 Pro/Pel Straight tip Tip Stiffness Support
ProVia 15 15PROV300SS 15 300 Pro/Pel Tapered tip THUNDER THNDR300J 300 Pro/Pel J-tip
afffj -l al] ]
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ASPIRATION ASPIRATION
CATHETERS CATHETERS

Export Advance™ Export™ AP

GENERAL * Supplied sterile =ltems per box: 1 *Includes two syringes, one filter cup and extension line with stopcock. GENERAL = Supplied sterile = ltems per box: 1 *Includes two syringes, one filter cup and extension line with stopcock.
CHARACTERISTICS CHARACTERISTICS
PRODUCT The Export™ AP aspiration catheter uses a manual locking syringe to remove embolic material throughout the arterial
DESCRIPTION system.
PRODUCT The Export Advance™ aspiration catheter features a preloaded stylet and manual locking syringe to remove embolic
DESCRIPTION material throughout the arterial system.
FEATURES = Full Wall Variable Braiding Technology shaft construction FEATURES = Full Wall Variable Braiding Technology shaft construction
*Preloaded stylet * Extended hydlophilic coating (40 cm)
*Buddy wire compatibility * Forward-facing atraumatic tip

= Large extraction lumen (0.044" proximal; 0.043" distal)

= Soft, short, forward-facing tip

Shaft using variable
braiding technology

Preloaded stylet

Proximal markers located

Lubricious hydrophilic 38-cm coating reduces Radiopaque tip marker provides Luer Tip
friction and ensures smoother advancement exceptional distal visualisation for _at 9_0 crmand 190 e .
through difficult vessels precise device placement indicate the point at which
aspiration catheter exits
guide catheter, minimising
X-ray exposure
TECHNICAL Distal O.D. (in) 0.067 TECHNICAL Lumen L.D. (in.) 0.043
INFORMATION INFORMATION
o o Lumen I.D. (in.) 0.043 (distal), 0.044 (proximal) Lumen O.D. (in.) 0.068
Length (cm) 140 Guide catheter compatibility (in.) 6F (min ID 0.070)
Braiding Variable, hub to tip Guide wire compatibility (in.) 0.014
Tip design Soft, short, beveled tip Delivery System Rapid Exchange
Coating Hydrophilic (38 cm) Length (cm) 140
Syringe (cc) 2x30 Radio-opaque marker 1.5 mm from distal tip

Product code ADVANCECE Product code EXPORTAPCE




ASPIRATION
CATHETERS

Export™ 7 F

GENERAL * Supplied sterile. * Includes two syringes and two filters.

CHARACTERISTICS

PRODUCT The Export™ Aspiration Catheter uses a manual locking syringe to remove embolic material throughout the arterial system.
DESCRIPTION Export™ 7 French delivers double the aspiration power.

FEATURES * Distal lumen (in.) 0.050

*Lumen O.D. (in) 0.078
* Guide catheter compatibility (in.) 7F (min ID 0.080)

Extended braid for improved pushability | #_

2

TECHNICAL

PRODUCT CODE GUIDE COMPATIBILITY (IN.) WIRE COMPATIBILITY (IN.) LENGTH (CM)
INFORMATION

GEZ62007B 7F min. guide 1.D. 0.080 0.014 145
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CORONARY DIAGNOSTIC
CATHETERS

DxTerity™

Features Full-Wall Technology: a proprietary extrusion process that melts layers together to form a solid shaft. This
construction process is applied from hub to tip, providing the DxTerity diagnostic catheter with superior torque and lubricity
for precise manipulation and enhanced deliverability.

Enhanced deliverability:
=InSlide™ polymer additive for superior lubricity to reduce friction and enhance deliverability

Precise manipulation:
= Unique, ergonomic, winged hub design for easy manipulation
- Double-braid wire applied from hub to tip enhances strength, torque and kink resistance

Excellent image quality:
- Soft, atraumatic radiopaque tip allows for increased visibility
= Large lumen enables high flow of contrast media to increase visualization

Broad catheter portfolio:

= Optimized for both radial and femoral procedures

= Wide range of shapes and sizes

*Includes expanded offerings of long (125 cm) lengths

Solid shaft construction for
i efficient torque and overall
J catheter performance

Unique, ergonomic,
winged hub makes for
easy manipulation

»—

Double-braid wire
enhances strength,
torgue and kink resistance

Soft, atraumatic,
radiopaque tip
increases visibility

5F 6F
Catheter O.D. (in) 0.066 0.079
Lumen I.D. (in) 0.047 0.056
Braiding Hub to tip Hub to tip
Dye flow rate at: 600 psi 1200 psi 600 psi 1200 psi
(mL/sec) 19 27 28 40

1. Based on bench test data comparing leading competitors. Bench test data may not be indicative of clinical performance

CORONARY DIAGNOSTIC
CATHETERS

DxTerity™
Standard Curve Selection

LEFT CURVES

Judkins Left

Availablein: 3.5,4.0,4.5,5.0,6.0

Amplatz Left

Availablein: 1.0, 2.0, 3.0

Femoral Radial Femoral Femoral Radial Radial
LCA LCA LCA LCA LCA LCA
JL4.0 JL4.0 AL1.0 AL2.0 AL 1.0 AL2.0

0

RIGHT CURVES
Judkins Right

Availablein: 3.5,4.0, 4.0 ST, 4.0 MOD, 5.0, 6.0

3DRC

Onesize

Femoral Femoral Radial Radial Femoral Radial
RCA RCA RCA Inferior RCA RCA RCA
JR40 JR4.0 JR4.0 JR4.0 3DRC 3DRC
MOD Short Tip
=4 Narrow
aortic root’

Amplatz Right

Availablein: 1.0, 2.0, MOD

NOTO

Onesize

Femoral Femoral Femoral Radial Femoral Radial
RCA RCA RCA RCA RCA RCA
AR 1.0 AR 1.0 ARMOD AR 1.0 NOTO NOTO

Narrow i 1

aortic

root!

MULTIPURPOSE CURVES
MPA

One size fits all

Femoral Femoral Femoral Femoral Radial Radial
LCA RCA SVGTO LCA LCA RCA
MPA MPA Lex MPA MPA MPA
MPA
Dilated i
aortic - .
root!
One sizefits all
Femoral Femoral Radial
Inferior LCA Superior LCA LCA
MPB MPB MPB
Dilated = Dilated
aortic root! aortic root*

Normal anatomy is shown unless otherwise indicated.

1. In porcine models. Based on preclinical data on file at Medtronic




CORONARY DIAGNOSTIC CORONARY DIAGNOSTIC
CATHETERS CATHETERS

DxTerity™ DxTerity™
Standard Curve Selection Universal Radial Curve Selection

BYPASS CURVES UNIVERSAL RADIAL CURVES

One size One size One size TRApease curve TRAnsformer curve TRActive curve TRAcker curve
Femoral Radial Femoral Radial Femoral Relaxed secondary curve Provides excellent 30-degree soft tip Provides excellent
SVGto SVGto SVGto SVGto IMATO allows for easy engagement support from the ortic after the primary curve, support from the
RCA RCA LCX LCX LAD of the coronary artery ostia. root and offers more allowing it to engage the contrateral walland aortic
Includes additional tertiary reach to engage coronary artery ostia. root leverage.
RCB RCB LcB LCcB IMA curve for additional support. thcoronary artery ostia
PIGTAIL CURVES TRApease Curve TRAnsformer Curve
Available in: 3.5, 4.0, 4.5 Available in: 3.5, 4.0, 4.5
Straight 145° 155°
Radial Radial Radial Radial
Femoral Femoral Radial Femoral Radial LCA RCA LCA RCA
Pigtall Pigtai Pigtail Pigtai Pigtai TRApease TRApease TRAnsformer TRAnsformer
Straight 145° 145° 155° 155° 40 4.0 35 35
TRActive Curve TRAcker Curve
One size fits all One size fits all
Radial Radial Radial Radial
LCA RCA LCA RCA
TRActive TRActive TRAcker TRAcker

1. Normal aortic root, 3.5-4.0 cm; narrow aortic root, <3.5 cm; dilated aortic root > 4.0 cm




CORONARY DIAGNOSTIC CORONARY DIAGNOSTIC
CATHETERS CATHETERS

DxTerity™ Packaging options for DxTerity™

Standard Curves Angio-kits Standard curve

GENERAL * 5 catheters per box = Supplied sterile * Color-coded hub and packaging GENERAL * 5 catheters per box* Supplied sterile * Maximum guidewire: 5F = 0.038"; 6 F = 0.038"
CHARACTERISTICS . Maximum guidewire: 5F = 0.038"; 6 F = 0.038" CHARACTERISTICS

PRODUCT Features Full-Wall Technology: a proprietary extrusion process that melts layers together to form a solid shaft. This PRODUCT Angio-kit contains:

DESCRIPTION construction process is applied from hub to tip, providing the DxTerity diagnostic catheter with superior torque and lubricity DESCRIPTION

+One Judkins Left 4.0 catheter (JL4.0)
=One Judkins Right 4.0 catheter (JR 4.0)
*One Straight or Angled Pigtail catheter

for precise manipulation and enhanced deliverability.

PRODUCT DXT5MPASHA
CODE | Length
Sidehole
Curve Style
French Size
Product Code
ORDERING 5F 6F ORDERING PRODUCT CODE CURVES LENGTH (CM) SIZE
INFORMATION CURVESTVES CURVESIZE LERCULSEC PRODUCTCODE ~ PRODUCTCODE ~ J'DEHOLES INFORMATION
AKSTAN501 Judikins Left 4.0 100 5F
JL3.5 100 DXT5JL35 DXT6JL35 0
JL4.0 100 DXT5JL40 DXT6JL40 0 Judkins Right 4.0 100 5F
JL40 125 DXT5JL40X DXT6JL40X 0 Straight Pigtail 110 5F
Judkins Left JL4.5 100 DXT5JL45 DXT6JL45 0 AKSTAN502 Judikins Left 4.0 100 5F
JL45 125 DXT5JL45X DXT6JL45X 0
JL5.0 100 DXT5JL50 DXT6JL50 0 Judkins Right 4.0 100 SF
JL5.0 125 DXT5JL50X DXT6JL50X 0 145 Pigtail 110 5F
JL6.0 100 DXT5JL60 DXT6JL60 0 AKSTAN601 Judikins Left 4.0 100 6F
JR3.5 100 DXT5JR35 DXT6JR35 0
Judkins Right 4.0 100 6F
JR3.5 125 DXT5JR35X DXT6JR35X 0
JR4.0 100 DXT5JR40 DXT6JRA0 0 Straight Pigtail 110 6F
JR4.0 125 DXT5JR40X DXT6JRA0X 0 AKSTAN602 Judikins Left 4.0 100 6F
Judkins Right JR4.0 MOD 100 DXT5JR4M DXT6JR4M 0
Judkins Right 4.0 100 6F
JRA.0ST 100 DXT5JR4ST DXT6JRAST 0
JR5.0 100 DXT5JR50 DXT6JR50 0 145 Pigtail 110 6F
JR5.0 125 DXT5JR50X DXT6JR50X 0
JR6.0 100 DXT5JR60 DXT6JR60 0
AL1.0 100 DXT5AL10 DXT6AL10 0
Amplatz Left AL2.0 100 DXT5AL20 DXT6AL20 0
AL3.0 100 DXT5AL30 DXT6AL30 0
AR1.0 100 DXT5AR10 DXT6AR10 0
Amplatz Right AR2.0 100 DXT5AR20 DXT6AR20 0
AR MOD 100 DXT5ARM DXT6ARM 0
MPA 100 DXT5MPA DXT6MPA 0
MPA 110 DXT5MPAA DXT6MPAA 0
MPA 100 DXT5MPASH DXT6MPASH 2
Multipurpose MPA 110 DXT5MPASHA DXT6MPASHA 2
MPB 100 DXT5MPB DXT6MPB 0
MPB 110 DXT5MPBA DXT6MPBA 0
MPB 100 DXT5MPBSH DXT6MPBSH 2
MPB 110 DXT5MPBSHA DXT6MPBSHA 2
NOTO 100 DXT5NOTO DXT6NOTO 0
3DRC 100 DXT53DRC DXT63DRC 0
Specialty RCB 100 DXT5RCB DXT6RCB 0
LCB 100 DXT5LCB DXT6LCB 0
IMA 100 DXT5IMA DXT6IMA 0
PIG STR 110CM DXT5PIGSTA DXT6PIGSTA 6
bigtais PIG STR 125CM DXT5PIGSTX DXT6PIGSTX 6
PIG 145 110CM DXT5PIG45A DXT6PIGA5A 6
PIG 155 110CM DXT5PIG55A DXT6PIG55A 6




CORONARY DIAGNOSTIC CORONARY DIAGNOSTIC
CATHETERS CATHETERS

DxTerity™ Packaging options for DxTerity™

Universal Radial Curves Angio-kits Universal Radial Curves

GENERAL + 5 catheters per box = Supplied sterile * Color-coded hub and packaging * Maximum guidewire: 5F = 0.038"; 6 F = 0.038" GENERAL = 5 catheters per box= Supplied sterile * Maximum guidewire: 5F = 0.038"; 6 F = 0.038"
CHARACTERISTICS CHARACTERISTICS

PRODUCT Features Full-Wall Technology: a proprietary extrusion process that melts layers together to form a solid shaft. This PRODUCT Angio-kit contains:

DESCRIPTION construction process is applied from hub to tip, providing the DxTerity diagnostic catheter with superior torque and lubricity DESCRIPTION

= One Universal Radial Curve with sideholes (TRAP4.0 o TRAN3.5)

for precise manipulation and enhanced deliverability. - One Straight or Angled Pigtail catheter

DxTerity™ TRA diagnostic catheters are specifically adapted for radial use, offering four universal radial curve shapes to
engage both coronaries without catheter exchange.

PRODUCT U5TRAP35SHA
CODE | Length
Sidehole
Curve Style
French Size
Product Code
ORDERING CURVE STYLE CURVE SIZE LENGTH (CM) 5F 6F SIDEHOLES ORDERING PRODUCT CODE CURVES LENGTH (CM) SIZE
INFORMATION INFORMATION
PRODUCT CODE  PRODUCT CODE AKUNIV501 TRApease 4.0 SH 100 5F
TRApease TRAP3.5 100 USTRAP35 USTRAP35 0 Straight Pigtai 110 -
TRAP3.5 100 USTRAP35SH U6TRAP35SH 2 AKUNIV502 TRApease 4.0 SH 100 -
TRAP 3.5 110 USTRAP35SHA USTRAP35SHA 2 145 Pigtai 110 -
TRAP 4.0 100 USTRAP40 U6TRAP40 ° AKUNIV503 TRAnsformer 3.5 SH 100 sF
TRAP 4.0 100 USTRAP4OSH USTRAP4OSH 2 Straight Pigtai 110 .
TRAP 4.0 110 USTRAP4OSHA USTRAP40SHA 2 AKUNIVS04 TRAnsformer 3.5 SH 100 -
TRAP 4.5 100 USTRAP45 USTRAP45 0 145 Pigtai 110 .
TRAP 4.5 100 USTRAP45SH USTRAP45SH 2 AKUNIVEOL TRApease 4.0 SH 100 o
TRAP 4.5 110 USTRAP45SHA USTRAP45SHA 2 Straight Pigtail 110 p
TRAnsformer TRAN 3.5 100 USTRAN3S USTRAN35 0
AKUNIV602 TRApease 4.0 SH 100 6F
TRAN3.5 100 USTRAN35SH USTRAN35SH 2
145 Pigtail 110 6F
TRAN 3.5 110 USTRAN35SHA USTRAN35SHA 2
AKUNIV603 TRAnsformer 3.5 SH 100 6F
TRAN 4.0 100 USTRAN40 USTRAN40 0
Straight Pigtail 110 6F
TRAN 4.0 100 USTRAN4OSH USTRAN4OSH 2
AKUNIV604 TRAnsformer 3.5 SH 100 6F
TRAN 4.0 110 USTRAN4OSHA UGTRAN4OSHA 2 —
145 Pigtail 110 6F
TRAN 4.5 100 USTRAN4S USTRAN4S5 0
TRAN 4.5 100 USTRAN45SH UGTRAN45SH 2
TRAN 4.5 110 USTRAN45SHA USTRAN45SHA 2
TRAcker TRACK 100 USTRACK USTRACK 0
TRACK 100 USTRACKSH USTRACKSH 2
TRACK 110 USTRACKSHA UBTRACKSHA 2
TRActive TRACT 100 USTRACT USTRACT 0
TRACT 100 USTRACTSH U6TRACTSH 2

TRACT 110 U5STRACTSHA UBTRACTSHA 2




ANGIOGRAPHIC ANGIOGRAPHIC
CATHETERS CATHETERS

Sones™ Woven Coronary Catheters Sones™ Woven Coronary Catheters
Curve Style A Standard Curve Style A Hi-Flow
GENERAL * Supplied sterile * Maximum guidewire:7F, 7,5F and 8F standard: 0.035" 7F and 8 F Hi-Flow: 0.038" GENERAL * Supplied sterile. * Maximum guidewire: 7F, 7.5F & 8F Standard: 0.035"; 7F & 8F Hi-Flow: 0.038"

CHARACTERISTICS

*ltems per box: 10 CHARACTERISTICS = ltems per box: 10+ All tips taper to 5.5F
PRODUCT The Sones™ coronary catheter was developed with F. Mason Sones, MD, to meet the evolving clinical needs of the PRODUCT The Sones™ coronary catheter was developed with F. Mason Sones, MD, to meet the evolving clinical needs of the
DESCRIPTION brachial angiographer. DESCRIPTION brachial angiographer.

Two Unique Design Features: Two Unique Design Features:

= The woven core provides excellent torque control. = The woven core provides excellent torque control.

* The tapered tip easily adapts to anatomical variations. = The tapered tip easily adapts to anatomical variations.

Medtronic supplies a variety of catheter constructions and curve style tips as illustrated. Medtronic supplies a variety of catheter constructions and curve style tips as illustrated.

Typical Sones™ Catheter Tip Typical Sones” Catheter Tip

b D
8F lin. 1.5in. 5.5F Tip 8F lin. 1.5in. 5.5F Tip
Shaft Taper Tip Shaft Taper Tip
Length Length Length Length
7F Standard Sones” Hi-Flow
Polyurethane Woven Core Polyurethane Woven Wire Nylon
Buildup Buildup Outer Core Braid Inner Core
(Thin Wall)
CURVESTYLEA PRODUCT CODE  FRENCH SIZE LENGTH (CM) TIP LENGTH (IN.) MINIMUM TIP COMMENTS CURVESTYLEA PRODUCT CODE  FRENCH SIZE LENGTH (CM) TIP LENGTH (IN.) MINIMUM TIP COMMENTS
STANDARD 1.D. (IN.) HI-FLOW 1.D. (IN.)
007764 7 80 1.5 0.036 Extra stiffness—tip & shaft 008976 7 80 1.5 0.040
007536 7 100 1.5 0.036 008977 7 100 1.5 0.040
008718 8 80 1.5 0.040

008971 8 100 1.5 0.040




ANGIOGRAPHIC
CATHETERS

Sones™ Woven Coronary Catheters
Curve Style A Standard Nylon Core

GENERAL * Supplied sterile. *Maximum guidewire: 7F, 7.5F & 8F Standard: 0.035"; 7F & 8F Hi-Flow: 0.038"

CHARACTERISTICS *ltems per box: 10+ All tips taper to 5.5F

PRODUCT The Sones™ coronary catheter was developed with F. Mason Sones, MD, to meet the evolving clinical needs of the

DESCRIPTION brachial angiographer.
Two Unique Design Features:
= The woven core provides excellent torque control.

* The tapered tip easily adapts to anatomical variations.

Medtronic supplies a variety of catheter constructions and curve style tips as illustrated.

Typical Sones™ Catheter Tip

8F lin. 1.5in. 5.5F Tip
Shaft Taper Tip
Length Length

8F Standard Nylon Core

COMMENTS

Polyurethane Woven Outer Nylon
Buildup Core Inner Core
CURVESTYLEA PRODUCT CODE  FRENCHSIZE ~ LENGTH (CM) TIP LENGTH (IN.)
STANDARD NYLON
CORE 007538 8 80 1.5
007539 8 100 1.5
007766 8 80 1.5

Extra stiffness—tip & shaft

007540 8 125 1.5

ANGIOGRAPHIC
CATHETERS

Sones™ Woven Coronary Catheters
Curve Style A Positrol” Nylon Core

GENERAL * Supplied sterile. » Maximum guidewire: 7F, 7.5F & 8F Standard: 0.035"; 7F & 8F Hi-Flow: 0.038"

CHARACTERISTICS = ltems per box: 10+ All tips taper to 5.5F

PRODUCT The Sones™ coronary catheter was developed with F. Mason Sones, MD, to meet the evolving clinical needs of the

DESCRIPTION brachial angiographer.
Two Unique Design Features:
= The woven core provides excellent torque control.

* The tapered tip easily adapts to anatomical variations.

Medtronic supplies a variety of catheter constructions and curve style tips as illustrated.

Typical Sones” Catheter Tip

8F 1in. 1.5in. 5.5F Tip
Shaft Taper Tip
Length Length

Sones’ Positrol  Nylon Core

0 €

Polyurethane Woven Wire Nylon
Buildup Outer Braid Inner
Core Core
CURVESTYLEA PRODUCT CODE  FRENCHSIZE  LENGTH (CM) TIP LENGTH (IN)
POSITROL™
NYLON CORE

008541 7.5 100 1.5

MINIMUMTIP

1.D. (IN.)

0.036

COMMENTS

Extra stiffness—shaft




ANGIOGRAPHIC
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Sones™ Woven Coronary Catheters
Curve Style B Standard

ANGIOGRAPHIC
CATHETERS

Sones™ Woven Coronary Catheters
Curve Style B Hi-Flow

GENERAL
CHARACTERISTICS

GENERAL
CHARACTERISTICS

* Supplied sterile. * Maximum guidewire: 7F, 7.5F & 8F Standard: 0.035"; 7F & 8F Hi-Flow: 0.038" * Supplied sterile. » Maximum guidewire: 7F, 7.5F & 8F Standard: 0.035"; 7F & 8F Hi-Flow: 0.038"

*ltems per box: 10+ All tips taper to 5.5F *Items per box: 10 =All tips taper to 5.5F

PRODUCT The Sones™ coronary catheter was developed with F. Mason Sones, MD, to meet the evolving clinical needs of the PRODUCT The Sones™ coronary catheter was developed with F. Mason Sones, MD, to meet the evolving clinical needs of the
DESCRIPTION brachial angiographer. DESCRIPTION brachial angiographer.
Two Unique Design Features: Two Unique Design Features:
= The woven core provides excellent torque control. * The woven core provides excellent torque control.
* The tapered tip easily adapts to anatomical variations. * The tapered tip easily adapts to anatomical variations.
Medtronic supplies a variety of catheter constructions and curve style tips as illustrated. Medtronic supplies a variety of catheter constructions and curve style tips as illustrated.
Typical Sones” Catheter Tip .
g Typical Sones Catheter Tip
| | : )
8F lin. 1.5in. 5.5F Tip | | ‘ ‘
Shaft Taper Tip
Length Length 8F lin. 1.5in. 5.5F Tip
Shaft Taper Tip
Length Length
8F Standard Nylon Core
é f’=’ () Sones” Hi-Flow
Polyurethane Woven Outer Nylon
Buildup Core Inner Core
Polyurethane Woven Wire Nylon
Buildup Outer Core Braid Inner Core
(Thin Wall)
CURVESTYLEB PRODUCT CODE  FRENCH SIZE LENGTH (CM) TIP LENGTH (IN.) MINIMUM TIP COMMENTS CURVESTYLEB PRODUCT CODE  FRENCH SIZE LENGTH (CM) TIP LENGTH (IN.) MINIMUM TIP COMMENTS
STANDARD HI-FLOW
1.D. (IN.) 1.D. (IN.)
007548 7 100 15 0.036 008978 7 80 15 0.040
008979 7 100 1.5 0.040
008719 8 80 1.5 0.040




ANGIOGRAPHIC ANGIOGRAPHIC
CATHETERS CATHETERS

Sones™ Woven Coronary Catheters Sones™ Woven Coronary Catheters
Curve Style B Standard Nylon Core Curve Style B Positrol" Woven Core
GENERAL * Supplied sterile. * Maximum guidewire: 7F, 7.5F & 8F Standard: 0.035"; 7F & 8F Hi-Flow: 0.038" GENERAL * Supplied sterile. * Maximum guidewire: 7F, 7.5F & 8F Standard: 0.035"; 7F & 8F Hi-Flow: 0.038"

CHARACTERISTICS

*ltems per box: 10+ All tips taper to 5.5F CHARACTERISTICS *ltems per box: 10= All tips taper to 5.5F
PRODUCT The Sones™ coronary catheter was developed with F. Mason Sones, MD, to meet the evolving clinical needs of the PRODUCT The Sones™ coronary catheter was developed with F. Mason Sones, MD, to meet the evolving clinical needs of the
DESCRIPTION brachial angiographer. DESCRIPTION brachial angiographer.

Two Unique Design Features: Two Unique Design Features:

= The woven core provides excellent torque control. = The woven core provides excellent torque control.

* The tapered tip easily adapts to anatomical variations. = The tapered tip easily adapts to anatomical variations.

Medtronic supplies a variety of catheter constructions and curve style tips as illustrated. Medetronic supplies a variety of catheter constructions and curve style tips as illustrated.

Typical Sones” Catheter Tip Typical Sones” Catheter Tip

8F lin. 1.5in. 5.5F Tip 8F lin. 1.5in. 5.5F Tip
Shaft Taper Tip Shaft Taper Tip
Length Length Length Length

8F Standard Nylon Core Sones’ Positrol” Nylon Core

7

Polyurethane Woven Outer Nylon Polyurethane Woven Wire Nylon
Buildup Core Inner Core Buildup Outer Braid Inner
Core Core
CURVE STYLEB PRODUCT CODE  FRENCHSIZE  LENGTH (CM) TIPLENGTH(ON)  MINIMUM TIP COMMENTS CURVE STYLE B PRODUCT CODE  FRENCHSIZE ~ LENGTH (CM) TIPLENGTH(IN.)  MINIMUM TIP COMMENTS
STANDARD NYLON .D. (IN) POSITROL™ 1.D. (IN)
CORE 007550 8 80 1.5 0.036 WOVEN CORE 007561 7.5 80 1.5 0.036 Wire-reinforced
007551 8 100 15 0.036

007562 7.5 100 1.5 0.036 Wire-reinforced




ANGIOGRAPHIC

ANGIOGRAPHIC
CATHETERS

CATHETERS

Sones™ Woven Coronary Catheters

Sones™ Woven Coronary Catheters
Curve Style B Positrol” Nylon Core

Curve Style C Hi-Flow

GENERAL
CHARACTERISTICS

* Supplied sterile. *Maximum guidewire: 7F, 7.5F & 8F Standard: 0.035"; 7F & 8F Hi-Flow: 0.038" GENERAL

*Items per box: 10+ All tips taper to 5.5F CHARACTERISTICS

= ltems per box: 10+ All tips taper to 5.5F

= Supplied sterile. * Maximum guidewire: 7F, 7.5F & 8F Standard: 0.035"; 7F & 8F Hi-Flow: 0.038"

PRODUCT The Sones™ coronary catheter was developed with F. Mason Sones, MD, to meet the evolving clinical needs of the PRODUCT The S_ones“_coronary catheter was developed with F. Mason Sones, MD, to meet the evolving clinical needs of the
DESCRIPTION brachial angiographer. DESCRIPTION brachial angiographer.
Two Unique Design Features: Two Unique Design Features:
= The woven core provides excellent torque control. = The woven core provides excellent torque control.
* The tapered tip easily adapts to anatomical variations. * The tapered tip easily adapts to anatomical variations.
Medtronic supplies a variety of catheter constructions and curve style tips as illustrated. Medtronic supplies a variety of catheter constructions and curve style tips as illustrated.
i Typical Sones” Catheter Tip
Typical Sones” Catheter Tip
8F lin. 1.5in. 5.5F Tip
8F lin. 1.5in. 5.5F Tip Shaft Taper Tip
Shaft Taper Tip Length Length
Length Length
. ) Sones’ Positrol” Nylon Core
Sones’ Positrol Nylon Core &
Polyurethane Woven Wire Nylon
Polyurethane Woven Wire Nylon Buildup OQuter Braid Inner
Buildup Outer Braid Inner Core Core
Core Core
CURVE STYLEB PRODUCT CODE  FRENCHSIZE  LENGTH (CM) TIP LENGTH (IN.) MINIMUM TIP COMMENTS CURVESTYLEC PRODUCT CODE  FRENCHSIZE ~ LENGTH (CM) TIPLENGTH(IN.)  MINIMUM TIP COMMENTS
POSITROL™ LD. (N S L
NYLON CORE 008554 7.5 100 15 0.036 Extra stiffness—shaft 008980 7 80 15 0.040
008981 7 100 1.5 0.040
008720 8 80 15 0.040




ANGIOGRAPHIC
CATHETERS

Sones™ Woven Coronary Catheters
Curve Style C Positrol” Nylon Core

ANGIOGRAPHIC
CATHETERS

GENERAL * Supplied sterile. * Maximum guidewire: 7F, 7.5F & 8F Standard: 0.035"; 7F & 8F Hi-Flow: 0.038"

CHARACTERISTICS *ltems per box: 10+ All tips taper to 5.5F

PRODUCT The Sones™ coronary catheter was developed with F. Mason Sones, MD, to meet the evolving clinical needs of the

DESCRIPTION brachial angiographer.
Two Unique Design Features:

= The woven core provides excellent torque control.

* The tapered tip easily adapts to anatomical variations.

Medtronic supplies a variety of catheter constructions and curve style tips as illustrated.

Typical Sones” Catheter Tip

b D
8F 1in. 1.5in. 5.5F Tip
Shaft Taper Tip
Length Length

Sones’ Positrol” Nylon Core

0 .

Sones™ Woven Coronary Catheters
Brachial LTX-S

BRACHIAL LTX-S

Polyurethane Woven Wire Nylon
Buildup Outer Braid Inner
Core Core
CURVESTYLEC PRODUCT CODE FRENCHSIZE  LENGTH (CM) TIPLENGTH (IN.) MINIMUM TIP COMMENTS
POSITROL™ 1.D. (IN.)
NYLON CORE 008538 7.5 80 15 0.036
008539 7.5 100 1.5 0.036
008356 8 80 1.5 0.036 Standard nylon core

GENERAL * Supplied sterile. * Maximum guidewire: 7F, 7.5F & 8F Standard: 0.035"; 7F & 8F Hi-Flow: 0.038"

CHARACTERISTICS = ltems per box: 10+ All tips taper to 5.5F

PRODUCT The Sones™ coronary catheter was developed with F. Mason Sones, MD, to meet the evolving clinical needs of the

DESCRIPTION brachial angiographer.
Two Unique Design Features:

= The woven core provides excellent torque control.

* The tapered tip easily adapts to anatomical variations.

Medtronic supplies a variety of catheter constructions and curve style tips as illustrated.

Typical Sones” Catheter Tip

8F lin. 1.5in. 5.5F Tip
Shaft Taper Tip
Length Length

Sones’ Positrol" Woven Core

Polyurethane Wire Woven
Buildup Braid Inner Core

COMMENTS

PRODUCT CODE  FRENCH SIZE LENGTH (CM) TIPLENGTH (IN.)
007770 8 80 Long tip
007771 8 100 Long tip




ANGIOGRAPHIC ANGIOGRAPHIC
CATHETERS CATHETERS

Sones™ Woven Coronary Catheters NIH
Standard Nylon Core Woven Coronary catheters High-Volume
GENERAL * Supplied sterile. * Maximum guidewire: 7F, 7.5F & 8F Standard: 0.035"; 7F & 8F Hi-Flow: 0.038" GENERAL * Supplied sterile. * Items per box: 10+ Nylon core = Closed end * Six sideholes = Thin-wall construction
CHARACTERISTICS *ltems per box: 10+ All tips taper to 5.5F CHARACTERISTICS
PRODUCT The Sones™ coronary catheter was developed with F. Mason Sones, MD, to meet the evolving clinical needs of the PRODUCT The NIH catheter is designed with a thin wall and nylon core construction to provide maximum flow rates and catheter
DESCRIPTION brachial angiographer. DESCRIPTION stability.

Two Unique Design Features: The flexible tip makes positioning in the cardiopulmonary system easier. This catheter is used to visualize the aorta,

) ventricles, pulmonary vasculature and the great veins.
= The woven core provides excellent torque control.

* The tapered tip easily adapts to anatomical variations.

Medtronic supplies a variety of catheter constructions and curve style tips as illustrated.

Typical Sones” Catheter Tip

8F lin. 1.5in. 5.5F Tip
Shaft Taper Tip
Length Length
NIH PRODUCT CODE FRENCH SIZE DESIGN STYLE LENGTH (CM)
L -
001348 % 5 Thin wall 50
8F Standard Nylon Core 001353 & 6 Thin wall 80
E O * Pediatric item
Polyurethane Woven Outer Nylon
Buildup Core Inner Core
STANDARD PRODUCT CODE FRENCHSIZE  LENGTH (CM) TIPLENGTH (IN.) MINIMUM TIP COMMENTS
NYLON CORE 1.D. (IN.)

008358 8 80 1.5 0.036 Straight tip

008359 8 100 1.5 0.036 Straight tip




ANGIOGRAPHIC ANGIOGRAPHIC
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Pediatric NIH Pediatric NIH with Cardio-Marker Image Bands

Woven Coronary catheters High-Volume Woven Coronary catheters High-Volume

GENERAL . Supplied sterile. = Items per box: 10=Closed end = Six sideholes (4F catheter has four sideholes) * Thin-wall construction GENERAL » Supplied sterile. = ltems per box: 5= Closed end = Six sideholes * Thin-wall construction » Band width: 1mm
CHARACTERISTICS CHARACTERISTICS

PRODUCT This thin-walled catheter is designed to provide maximum flow and flexibility. PRODUCT This thin-walled catheter is designed to provide maximum flow and flexibility. The catheter can be used for aortic,
DESCRIPTION DESCRIPTION ventricular, pulmonary and large-vein contrast studies.

The catheter can be used for aortic, ventricular, pulmonary and large-vein contrast studies.
Bandwidth: 1 mm;two marker bands 1 cm apart +-0.5 mm (leading edge to leading edge)

/
e

PEDIATRIC NIH

PRODUCT CODE FRENCH SIZE DESIGN STYLE SIDEHOLES LENGTH (CM)

001375 % 4 Thin wall 4 50 PEDIATRIC NIH PRODUCT CODE FRENCH SIZE DESIGN STYLE LENGTH (CM)
001377 & 5 Thin wall 6 50 ‘(I:VA!:II;EIO-MARKER 010010 % 5 Thin wall 010010 - 65
001378 % 5 Thin wall 6 80 IMAGE BANDS 010011 & 6 Thin wall 010011 - 80
001380 % 6 Thin wall 6 50 010012 % 7 Thin wall 010012 - 80
001381 % 6 Thin wall 6 80 & Pediatricitem

001382 & 6 Thin wall 6 100

* Pediatricitem




ANGIOGRAPHIC ANGIOGRAPHIC
CATHETERS CATHETERS

Pediatric Curved NIH Lehman™ Ventriculography

Woven Coronary catheters High-Volume Woven Coronary catheters High-Volume

GENERAL » Supplied sterile. = ltems per box: 10+ Closed end = Six sideholes = Thin-wall construction GENERAL » Supplied sterile. = ltems per box: 10+ Closed end = Four sideholes = Thin-wall construction

CHARACTERISTICS CHARACTERISTICS

PRODUCT This thin-walled catheter is designed to provide maximum flow and flexibility. PRODUCT J.S. Lehman, MD, developed the Lehman™ ventriculography catheter. This catheter is specifically designed to be placed
DESCRIPTION The catheter can be used for aortic, ventricular, pulmonary and large-vein contrast studies. DESCRIPTION easily into the left ventricle via the aorta. The flexible, tapered distal tip is slightly curved to assist passage through the aortic

valve and to sit freely in the contour of the left ventricle.

The location of the four sideholes enables the angiographer to record proximal aortic pressures without removing the tip
from the aortic valve. This catheter provides excellent flow rates and catheter stability due to its thin-wall

construction.
LEHMAN™ PRODUCT CODE FRENCH SIZE DESIGN STYLE LENGTH (CM) COMMENTS
VENTRICULOGRAPHY 001415 7 Thin wall 100 Closed end

PEDIATRIC CURVED PRODUCT CODE FRENCH SIZE DESIGN STYLE LENGTH (CM)
o 008761 % 5 Thin wall 65

008762 % 6 Thin wall 65

008763 & 7 Thin wall 80

* Pediatricitem




ANGIOGRAPHIC ANGIOGRAPHIC
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Gensini™ Catheter Gensini™ Catheter
Woven Coronary Catheters High-Volume Woven Coronary catheters General Purpose and Transvalvular

GENERAL * Supplied sterile. * ltems per box: 10+ Open end = Six sideholes * Thin-wall construction GENERAL * Supplied sterile. = ltems per box: 10+ Open end* No sideholes = Standard wall construction

CHARACTERISTICS CHARACTERISTICS

PRODUCT Goffredo G. Gensini, MD, is responsible for the first designed catheter with an open end hole. This catheter has a tapered PRODUCT Designed by Andre Cournand, MD, in 1939, the Cournand™ Catheter was the first to be manufactured specifically for use
DESCRIPTION tip that fits securely over a guidewire for percutaneous introduction. DESCRIPTION in the heart. The gradually curved tip facilitates easy access to the right heart. The Cournand™ catheter is used for blood

o ) ) ) ) ) ) ) sampling and pressure measurements.
The six sideholes and thin-wall construction provide maximum flow rates. The catheter is used for aortic, ventricular, pul-
monary, and large-venous contrast studies. The general construction of these catheters consists of a woven outer core and a high-density polyurethane coating.

_ /

GENSINI PRODUCT CODE FRENCH SIZE DESIGN STYLE MINIMUM TIP LENGTH (CM) COMMENTS
PERCUTANEOUS 1.D. (IN.)
001323 % 5 Thin wall 0.026 100 Use with 0.025 in. guidewire
COURNAND™ PRODUCT CODE FRENCH SIZE DESIGN STYLE MINIMUM TIP LENGTH (CM)
001339 & 6 Thin wall 0.036 80 Use with 0.035 in. guidewire
CATHETER 1.D. (IN)
# Pediatric item
001433 6 Standard wall 0.036 100
001434 6 Standard wall 0.036 125
007455 7 Standard wall 0.046 100

007456 7 Standard wall 0.046 125




ANGIOGRAPHIC
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Lehman™ Catheter
Woven Coronary catheters General Purpose and Transvalvular

ANGIOGRAPHIC
CATHETERS

Goodale-Lubin™ Catheter
Woven Coronary catheters General Purpose and Transvalvular

GENERAL - Supplied sterile. = Items per box: 10-Open end+ Two laterally opposed sideholes. = Thin-wall or standard-wall construction
CHARACTERISTICS

GENERAL » Supplied sterile. = ltems per box: 10=Open end=No sideholes = Thin-wall construction
CHARACTERISTICS

PRODUCT J.S. Lehman, MD, designed a catheter for right heart studies similar to the Cournand™ catheter. However, the Lehman™ PRODUCT The general construction of these catheters consists of a woven outer core and a high-density polyurethane coating.

DESCRIPTION catheter has a thin-wall construction that maximizes catheter flexibility and flow rates. DESCRIPTION Walter T. Goodale, MD, and Martin Lubin, MD, developed standard-wall and thin-wall catheters similar to the Cournand™ and

The general construction of these catheters consists of a woven outer core and a high-density polyurethane coating. Lehman™ catheters in construction and tip curve.

The additional feature of the Goodale-Lubin™ catheter is the two laterally opposed sideholes just proximal to the tip for
improved disbursement of contrast during right heart angiography.

Thin Wall Standard Wall
LEHMAN PRODUCT CODE FRENCH SIZE DESIGN STYLE MINIMUM TIP LENGTH (CM)
CATHETER 1.D.(IN.) ™
: GOODALE-LUBIN PRODUCT CODE FRENCH SIZE DESIGN STYLE MINIMUM TIP LENGTH (CM)
001253 % 5 Thin wall 0.032 50 CATHETER 1.D. (IN.)
001254 & 5 Thin wall 0032 80 001279 # 5 Thin wall 0.032 80
001263 7 Thin wall 0.055 100 001453 % 5 Standard wall 0.026 50
001264 7 Thin wall 0.055 125 001284 6 Thin wal 0.043 100
* Pediatric item 001288 7 Thin wall 0.055 100
007459 7 Standard wall 0.046 100
007460 7 Standard wall 0.046 125

* Pediatricitem




ANGIOGRAPHIC
WIRES

PTFE-Coated Guidewires: Fixed Core
Straight Tip

GENERAL

CHARACTERISTICS

= Supplied sterile. * Packaged in coiled hoops. * ltems per box: 10

PRODUCT This design has a gradually tapered core that minimizes trauma to the vessel. Angiography guidewires come with a PTFE
DESCRIPTION coating applied over the entire core, enabling free movement and a smooth sliding action.
A unique 'J' tip configuration is available on the fixed core wires. This 'J' tip can be "fingertip-straightened" from virtually any
point of the wire shaft. This built-in convenience eliminates the need for a 'J' straightening tool for wire loading.
Medtronic offers a variety of tip configurations, sizes and styles. The two most common tip configurations are straight and
'J'. Medtronic guidewires are available in a range of diameters and are compatible with the minimal needle sizes noted in the
table.
Fixed Core
Spring Coil Core Wire Safety Wire
B
| Safety Wire
Spring Coil
o Core Wire
Guidewire Minimum | Minimal Needle
Diameter Needle Size Compatability
in./mm Size
0.025/0.6 19 gauge
0.032/0.8 18 gauge
0.035/0.9 18 gauge
0.038/1.0 18 gauge
0.045/1.1 16 gauge
TRAIGHT TIP
S G PRODUCT CODE SIZE IN./MM LENGTH (CM) COMMENTS
007468 0.035/0.9 145 Extralong taper core 15 cm
007643 0.038/1.0 145 Extra long taper core 15 cm
007467 0.035/0.9 145 Long taper core 10 cm
007642 0.038/1.0 145 Long taper core 10cm
007641 0.025/0.6 120 Standard taper core 6 cm
010387 0.025/0.6 145 Standard taper core 6 cm
007644 0.032/0.8 120 Standard taper core 6 cm
007645 0.032/0.8 145 Standard taper core 6 cm
007045 0.035/0.9 120 Standard taper core 6 cm
007046 0.035/0.9 145 Standard taper core 6 cm
008629 0.035/0.9 175 Standard taper core 6 cm
007048 0.038/1.0 145 Standard taper core 6 cm

ANGIOGRAPHIC
WIRES

PTFE-Coated Guidewires: Fixed Core

1.5-mm*'J’

Tip

GENERAL

CHARACTERISTICS

PRODUCT
DESCRIPTION

* Supplied sterile. = Packaged in coiled hoops. * ltems per box: 10

This design has a gradually tapered core that minimizes trauma to the vessel. Angiography guidewires come witha PTFE
coating applied over the entire core, enabling free movement and a smooth sliding action.

A unique 'J' tip configuration is available on the fixed core wires. This 'J' tip can be "fingertip-straightened"” from virtually any
point of the wire shaft. This built-in convenience eliminates the need for a 'J' straightening tool for wire loading.

Medtronic offers a variety of tip configurations, sizes and styles. The two most common tip configurations are straight and
'J'. Medtronic guidewires are available in a range of diameters and are compatible with the minimal needle sizes noted in the
table.

Fixed Core

\

Spring Coil Core Wire Safety Wire

.

| Safety Wire
Spring Coil
- Core Wire
Guidewire Minimum | Minimal Needle
Diameter Needle Size Compatability
in./mm Size
0.025/0.6 19 gauge
0.032/0.8 18 gauge
0.035/0.9 18 gauge
0.038/1.0 18 gauge
0.045/1.1 16 gauge
1.5-MM*J' TIP
B J PRODUCT CODE SIZE IN./MM LENGTH (CM) COMMENTS
008944 0.035/0.9 175 Rosen guidewire
008945 0.038/1.0 175 Rosen guidewire




ANGIOGRAPHIC
WIRES

PTFE-Coated Guidewires: Fixed Core
3-mm‘J' Tip

GENERAL

CHARACTERISTICS

- Supplied sterile. - Packaged in coiled hoops. = ltems per box: 10

PRODUCT This design has a gradually tapered core that minimizes trauma to the vessel. Angiography guidewires come with a PTFE
DESCRIPTION coating applied over the entire core, enabling free movement and a smooth sliding action.
A unique 'J' tip configuration is available on the fixed core wires. This 'J' tip can be "fingertip-straightened"” from virtually any
point of the wire shaft. This built-in convenience eliminates the need for a 'J’ straightening tool for wire loading.
Medtronic offers a variety of tip configurations, sizes and styles. The two most common tip configurations are straight and
'J'. Medtronic guidewires are available in a range of diameters and are compatible with the minimal needle sizes noted in the
table.
Fixed Core
Spring Coil Core Wire Safety Wire
@iy,
%
) &
| Safety Wire
Spring Coil
L Core Wire
Guidewire Minimum | Minimal Needle
Diameter Needle Size Compatability
in./mm Size
0.025/0.6 19 gauge
0.032/0.8 18 gauge
0.035/0.9 18 gauge
0.038/1.0 18 gauge
0.045/1.1 16 gauge
-MM'J'TIP
3 J PRODUCT CODE SIZE IN./MM LENGTH (CM) COMMENTS
010388 0.025/0.6 145 Standard taper core 6 cm
008952 0.028/0.7 145 Standard taper core 6 cm
008953 0.032/0.8 145 Standard taper core 6 cm
007041 0.035/0.9 120 Standard taper core 6 cm
007042 0.035/0.9 145 Standard taper core 6 cm
008627 0.035/0.9 175 Standard taper core 6 cm
007044 0.038/1.0 145 Standard taper core 6 cm
008628 0.038/1.0 175 Standard taper core 6 cm
010003 0.035/0.9 145 Long taper core 10cm
010004 0.038/1.0 145 Long taper core 10 cm

ANGIOGRAPHIC
WIRES

PTFE-Coated Guidewires: Fixed Core
6-mm 'J’' Tip

GENERAL

CHARACTERISTICS

PRODUCT
DESCRIPTION

= Supplied sterile. * Packaged in coiled hoops. * Items per box: 10

This design has a gradually tapered core that minimizes trauma to the vessel. Angiography guidewires come with a PTFE
coating applied over the entire core, enabling free movement and a smooth sliding action.

Aunique 'J" tip configuration is available on the fixed core wires. This 'J' tip can be "fingertip-straightened” from virtually any
point of the wire shaft. This built-in convenience eliminates the need for a 'J' straightening tool for wire loading.

Medtronic offers a variety of tip configurations, sizes and styles. The two most common tip configurations are straight and
'J'. Medtronic guidewires are available in a range of diameters and are compatible with the minimal needle sizes noted in the
table.

Fixed Core

\

Spring Coil Core Wire Safety Wire

g,
R
o

2
K2

e AT :
| Safety Wire
Spring Coil

. Core Wire

Guidewire Minimum | Minimal Needle

Diameter Needle Size Compatability

in./mm Size

0.025/0.6 19 gauge

0.032/0.8 18 gauge

0.035/0.9 18 gauge

0.038/1.0 18 gauge

0.045/1.1 16 gauge

-MMJ'TIP
B J PRODUCT CODE SIZE IN./MM LENGTH (CM) COMMENTS

007441 0.035/0.9 145 Standard taper core 6 cm
007443 0.038/1.0 145 Standard taper core 6 cm




ANGIOGRAPHIC ANGIOGRAPHIC
WIRES WIRES

PTFE-Coated Guidewires: Fixed Core PTFE-Coated Guidewires: Movable Core
15-mm‘J' Tip Straight Tip

GENERAL * Supplied sterile. * Packaged in coiled hoops. * Items per box: 10 GENERAL * Supplied sterile. * Packaged in coiled hoops. * Variable stiffness. * ltems per box: 10
CHARACTERISTICS CHARACTERISTICS
PRODUCT This design has a gradually tapered core that minimizes trauma to the vessel. Angiography guidewires come with a PTFE PRODUCT This design allows the wire softness to be adjusted manually by moving the core wire back and forth, allowing the operator
DESCRIPTION coating applied over the entire core, enabling free movement and a smooth sliding action. DESCRIPTION to lengthen or shorten at will.
A unique 'J'" tip configuration is available on the fixed core wires. This 'J' tip can be "fingertip-straightened” from virtually any Angiography guidewires come with a PTFE coating applied over the entire core, enabling free movement and a smooth
point of the wire shaft. This built-in convenience eliminates the need for a 'J' straightening tool for wire loading. sliding action.
Medtronic offers a variety of tip configurations, sizes and styles. The two most common tip configurations are straight and A unique 'J' tip configuration is available on the movable core wires. This 'J' tip can be "fingertipstraightened"” from virtually
'J'. Medtronic guidewires are available in a range of diameters and are compatible with the minimal needle sizes noted in the any point of the wire shaft.
table.
This built-in convenience eliminates the need for a 'J' straightening tool for wire loading. Medtronic offers a variety of tip

configurations, sizes and styles. The two most common tip configurations are straight and 'J". Medtronic guidewires are
available in a range of diameters and are compatible with the minimal needle sizes noted in the table.

Fixed Core Moveable Core
; Spring Coil Core Wire Safety Wire
\ e TR U ot
|
Handle Safety Wire

Spring Coil Core Wire Safety Wire

\“\\\\\\\\\nmmumu///u//ww///,
W Z
W ",

Spring Coil Core Wire

Safety Wire

. i \\\ ]
Spring Coil “\\\\\\\\\\w\“ Handle
Core Wire .
Guidewire Minimum | Minimal Needle Guidewire Minimum | Minimal Needle
Diameter Needle Size Compatabilit; Diameter Needle Size Compatabilit
in./ Si P v in./ Si P v
n./mm 1ze n./mm 1ze
0.025/0.6 19 gauge 0.025/0.6 19 gauge
0.032/0.8 18 gauge 0.032/0.8 18 gauge
0.035/0.9 18 gauge 0.035/0.9 18 gauge
0.038/1.0 18 gauge 0.038/1.0 18 gauge
0.045/1.1 16 gauge 0.045/1.1 16 gauge
15-MM*J'TIP PRODUCT CODE FRENCH SIZE LENGTH (CM) COMMENTS STRAIGHT TIP PRODUCT CODE SIZE INJMM LENGTH (CM)
007471 0.035/0.9 145 Standard taper core 6 cm 007647 0.032/0.8 145
007472 0.038/1.0 145 Standard taper core 6 cm 007051 0.035/0.9 145

007053 0.038/1.0 145




ANGIOGRAPHIC

WIRES

PTFE-Coated Guidewires: Movable Core

3-mm‘J' Tip

GENERAL
CHARACTERISTICS

PRODUCT
DESCRIPTION

= Supplied sterile. * Packaged in coiled hoops. * Variable stiffness. = ltems per box: 10

This design allows the wire softness to be adjusted manually by moving the core wire back and forth, allowing the operator
to lengthen or shorten at will.

Angiography guidewires come with a PTFE coating applied over the entire core, enabling free movement and a smooth
sliding action.

A unique 'J' tip configuration is available on the movable core wires. This 'J' tip can be "fingertipstraightened"” from virtually
any point of the wire shaft.

This built-in convenience eliminates the need for a 'J' straightening tool for wire loading. Medtronic offers a variety of tip
configurations, sizes and styles. The two most common tip configurations are straight and 'J". Medtronic guidewires are
available in a range of diameters and are compatible with the minimal needle sizes noted in the table.

Moveable Core

Spring\COi' Core Wire Sa1|’ety Wire
=21 1
|
Hondie Safety Wire
X T
Spring Coil Core Wire m\w‘t
o

I
Handle

Guidewire Minimum
Diameter Needle
in./mm Size

70.025/0.6 19 gauge
70.052/0.8 18 gauge
70.035/0.9 18gauge
T0.038/1.0 18gauge
T0.045/1.1 16gauge

3-MM'J' TIP

Minimal Needle
Size Compatability

PRODUCT CODE SIZE IN./MM LENGTH (CM)
007648 0.032/0.8 120
007649 0.032/0.8 145
007446 0.035/0.9 120
007447 0.035/0.9 145

007054 0.038/1.0 145

ANGIOGRAPHIC

WIRES

PTFE-Coated Guidewires: Movable Core

6-mm 'J’' Tip

GENERAL
CHARACTERISTICS

PRODUCT
DESCRIPTION

- Supplied sterile.- Packaged in coiled hoops. = Variable stiffness. - ltems per box: 10

This design allows the wire softness to be adjusted manually by moving the core wire back and forth, allowing the operator
to lengthen or shorten at will.

Angiography guidewires come with a PTFE coating applied over the entire core, enabling free movement and a smooth
sliding action.

A unique 'J' tip configuration is available on the movable core wires. This 'J' tip can be "fingertipstraightened” from virtually
any point of the wire shaft.

This built-in convenience eliminates the need for a 'J' straightening tool for wire loading. Medtronic offers a variety of tip
configurations, sizes and styles. The two most common tip configurations are straight and 'J’. Medtronic guidewires are
available in a range of diameters and are compatible with the minimal needle sizes noted in the table.

Moveable Core

Spring\CoiI Core Wire Safety Wire
D T
I
Hendee Safety Wire
C e g,
Spring Coil Core Wire R

RS

I
Handle

Guidewire Minimum
Diameter Needle
in./mm Size

70.025/0.6 19 gauge
70.032/0.8 18 gauge
70.035/0.9 18 gauge
70.038/1.0 18 gauge

0.045/1.1 16 gauge

6-MM'J' TIP

RN

2

S
W

Minimal Needle
Size Compatability

PRODUCT CODE SIZE IN./MM LENGTH (CM)

007445 0.035/0.9 145




ANGIOGRAPHIC ANGIOGRAPHIC
WIRES WIRES

Support and Exchange wires Support and Exchange wires
3-mm 'J’ Tip Exchange Wire: Fixed Core Straight Tip Exchange Wire: Fixed Core

GENERAL * Supplied sterile. = Packaged in coiled hoops. = PTFE coated. *Items per box: 10 GENERAL * Supplied sterile. = Packaged in coiled hoops. = PTFE coated. *Items per box: 10

CHARACTERISTICS CHARACTERISTICS

PRODUCT PRODUCT
DESCRIPTION DESCRIPTION

S Fixed Core

\

Spring Coil Core Wire Safety Wire Spring Coil Core Wire Safety Wire

™

o TOTIITT Hil i TR "‘*§ 2 TOTITT
| Safety Wire | Safety Wire
Spring Coil Spring Coil
= Core Wire Core Wire

Guidewire Minimum M_"“mal NeEdle_ . Guidewire Minimum | Minimal Needle

Diameter Needle Size Compatability Diameter Needle Size Compatability

in./mm Size in./mm Size

0.025/0.6 19 gauge 0.025/0.6 19 gauge

0.032/0.8 18 gauge 0.032/0.8 18 gauge

0.035/0.9 18 gauge 0.035/0.9 18 gauge

0.038/1.0 18 gauge 0.038/1.0 18 gauge

0.045/1.1 16 gauge 0.045/1.1 16 gauge
ZE,;(I\(’I:IEAJN;IEPW|RE ASEESIRSCES SEE A LabteEhel CONMENTS :;zﬁIAG:;ET\II\ZRE PRODUCT CODE SIZE IN./MM LENGTH (CM) COMMENTS

) 008631 0.035/0.9 260 Standard taper core 6 cm : 008633 0.035/0.9 260 Standard taper core 6 cm

FIXED CORE FIXED CORE

008634 0.038/1.0 260 Standard taper core 6 cm 008632 0.038/1.0 260 Standard taper core 6 cm




ANGIOGRAPHIC ANGIOGRAPHIC
WIRES WIRES

Support and Exchange wires Specialty Guidewires
PTFE-Coated 0.063" Guidewire Sos Open-Ended Guidewire
GENERAL * Supplied sterile. = Packaged in coiled hoops. = PTFE coated. *Items per box: 10 GENERAL * Supplied sterile. = Packaged in coiled hoops. = Items per box: 10
CHARACTERISTICS CHARACTERISTICS
PRODUCT For placement of guiding catheter (flexible distal tip, fixed core) PRODUCT Movable/removable core wire is packaged with removable luer lock hub, product code 006210
DESCRIPTION DESCRIPTION
Fixed Core

50/50 Renografin” 76 @ 37°C

\ ‘ Maximum recommendation
Spring Coil Core Wire Safety Wire pressure =200 psi

g

Hand injection recommendation
=5-cc syringe

\\\\\\\‘\\\\“\\mmu/////,%

&

| Safety Wire S 6 .g;?n g:g%
Spring Coil ) / |
Core Wire % 4 / —
o /
3?2 ’
k)
[T
100 200 300 400 500 600
Pressure (PSI)
PTFE-COATED PRODUCT CODE TIP DIAMETER (IN.) LENGTH (CM)
0.063" GUIDEWIRE 008418 6-mm‘J’ 0.063 160
SOS OPEN-ENDED PRODUCT CODE SIZE IN./MM LENGTH (CM) COMMENTS
GUIDEWIRE
006203 0.035/0.9 145 Standard taper core 6 cm
006200 0.038/1.0 145 Standard taper core 6 cm
006204 0.035/0.9 145 Long taper core 10 cm
006201 0.038/1.0 145 Long taper core 10 cm

Renografin’is a registered trademark of Olin Mathieson Chemical Corporation.




ANGIOGRAPHIC ANGIOGRAPHIC
WIRES WIRES

Specialty Guidewires
Removable Luer Lock Hub

Specialty Guidewires
Steerable Guidewire with Steering Handle

GENERAL * Supplied sterile. * ltems per box: 10 GENERAL * Supplied sterile. » Packaged in coiled hoops. * PTFE coated. = Iltems per box: 5
CHARACTERISTICS

CHARACTERISTICS

//

REMOVABLE LUER STEERABLE

. PRODUCT CODE SIZE IN./MM FOR USE WITH GUIDEWIRE WITH PRODUCT CODE SIZE IN./MM LENGTH (CM) COMMENTS

010037 0.035/0.9 145 3 flexible ti
006210 Fits all sizes Sos Open-Ended Guidewire STEERING HANDLE cmilexivetp

010038 0.038/1.0 145 3 cm flexible tip




ANGIOGRAPHIC
WIRES

Specialty Guidewires
Softwire

GENERAL * Supplied sterile. = Packaged in coiled hoops. = PTFE coated. *Items per box: 10
CHARACTERISTICS

//
//

Flexible Tip

SOFTWIRE PRODUCT CODE SIZE IN./MM LENGTH (CM) COMMENTS

006305 0.035/0.9 145 Extra long taper core 15 cm

006307 0.038/1.0 145 Extra long taper core 15 cm
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RADIAL RADIAL
INTRODUCERS INTRODUCERS

InTRAKit™ InTRAKit™

Access Kit Access Kit
- cODw
GENERAL ltems per box: 5= Supplied sterile ORDERING 4 FRENCH ORDER CODES (CFN)
CHARACTERISTICS INFORMATION CFN Sheath Length Needle Size Needle Type Wire Type Wire Length
INT4F07B1 7cm 20G IV Catheter Stainless steel 45cm
. . . INT4F07B3 7cm 20G IV Catheter Plastic-jacketed 45cm
PRODUCT INTRAKIt™ access kit delivers excellent components for the transradial approach: !
INT4F07C1 7cm 21G Micropuncture Stainless steel 45cm
DESCRIPTION * IV catheter and micropuncture needles feature sharp tips for easy insertion INTAF11A3 11cm 22G IV Catheter Plastic-jacketed 45 cm
=Needle hubs offer excellent flashback visualization and excellent grip INT4F11B1 llcm 206G IV Catheter Stainless steel 45¢cm
. . . . L . . INT4F11B3 1lcm 20G IV Catheter Plastic-jacketed 45cm
= Mini-guidewire options include stainless steel, nitinol, or plastic- jacketed — all with atraumatic tips
INT4F11C1 1lcm 21G Micropuncture Stainless steel 45cm
* Tapered design ensures a smooth dilator-to-sheath transition INT4F11C2 11cm 21G Micropuncture Nitinol 45 cm
* Hydrophilic coating for enhanced lubricity INT4F23B4 23cm 20G IV Catheter Stainless steel 80cm
INT4F23C4 23cm 21G Micropuncture Stainless steel 80cm

= Sheath provides excellent kink resistance

5 FRENCH ORDER CODES (CFN)

CFN Sheath Length Needle Size Needle Type Wire Type Wire Length
PRODUCT INTaFo7AT INT5F07B1 7cm 20G IV Catheter Stainless steel 45cm
CODE Wire Type INT5FO7B2 7 cm 20G IV Catheter Nitinol 45cm
Needle Type INT5F07B3 7cm 20G IV Catheter Plastic-jacketed 45cm
Sheath Length (cm) INT5F07C1 7cm 21G Micropuncture Stainless steel 45cm
French Size (F) INT5F07C2 7cm 21G Micropuncture Nitinol 45cm
Product code INT5F07D1 7cm 18G Micropuncture Stainless steel 45cm
INT5F07D2 7cm 18G Micropuncture Nitinol 45cm
INT5F11A3 1lcm 22G IV Catheter Plastic-jacketed 45cm
Tapered design Sharp Needle Needle hub with Innovative Mini-guidewire options INT5F11B1 1lcm 20G IV Catheter Stainless steel 45cm
ensuresa n_eedle hub offers excellent grip for packaging keeps includ_e _stainless ste_el, INT5F11B2 11cm 20G IV Catheter Nitinol 45cm
smooth dilator- tip makes excellent better control? components nitinol, or plastic-
to-sheath insertion flashback together jacketed — all with INTSF11B3 11cm 206G IV Catheter Plastic-jacketed 45¢cm
transition? easy visualisation®? atraumatic tips INT5F11C1 1lcm 21G Micropuncture Stainless steel 45cm
= INT5F11C2 11cm 21G Micropuncture Nitinol 45cm

- INT5F11D1 1lcm 18G Micropuncture Stainless steel 45cm

. INT5F11D2 1lcm 18G Micropuncture Nitinol 45cm
— | %, INT5F23B4 23cm 20G IV Catheter Stainless steel 80cm
L %

o = '\1' INT5F23C4 23cm 21G Micropuncture Stainless steel 80cm
\ INT5F23D4 23cm 18G Micropuncture Stainless steel 80cm

1 Ergonomic

!,n. * sheath and

w o ‘!é, — e R ] dilator hubs 6 FRENCH ORDER CODES (CFN)
- . A provide . : :
EealEm CFN Sheath Length Needle Size Needle Type Wire Type Wire Length

‘ L grip? INT6FO7B1 7cm 20G IV Catheter Stainless steel 45cm
2 INT6FO7B2 7cm 20G IV Catheter Nitinol 45cm

-
| - INT6FO7B3 7cm 20G IV Catheter Plastic-jacketed 45cm

- - &Ll -
INT6FO7C1 7cm 21G Micropuncture Stainless steel 45cm
INT6FO7C2 7cm 21G Micropuncture Nitinol 45cm
Excellent - -
Sheath provides Hydrophilic Highly visible bevel haemostasis valve INT6FO7D1 7cm 18G Micropuncture Stainless steel 45cm
excellent kink coating enhances indicator simplifies prevents blood INT6F11A3 11cm 22G IV Catheter Plastic-jacketed 45cm
: 1 T ayih f N2 1
TeSEEEE lubricity needle orientation kelege INT6F11B1 11cm 20G IV Catheter Stainless steel 45cm
INT6F11B2 11cm 20G IV Catheter Nitinol 45cm
INT6F11B3 1lcm 20G IV Catheter Plastic-jacketed 45cm
ORDERING INT6F11C1 1lcm 21G Micropuncture Stainless steel 45cm
SHEATH THICKNESS FRENCH SIZE (F) SHEATH LENGTH (CM) NEEDLE TYPE WIRE TYPE INTeF11C2 11 216G i . Nitio! s
INFORMATION . o cm icropuncture itinol cm
Standard 4 07 A: IV Cath 22G 1: Stainless steel 45 cm INT6F11D1 11cm 18G Micropuncture Stainless steel 45cm
5 11 B: IV Cath 20G 2: Nitinol 45 cm INT6F23B4 23cm 20G IV Catheter Stainless steel 80cm
INT6F23C4 23cm 21G Micropuncture Stainless steel 80cm
6 23 C: Micropuncture 21 G 3: Plastic-jacketed 45 cm
INT6F23D4 23cm 18G Micropuncture Stainless steel 80cm
D: Micropuncture 18 G 4: Stainless steel 80 cm

cal results

dy and compared to participants' current clinical experience; data on file at Medtronic

cal data may not be indicative of clinical performance




FEMORAL FEMORAL
INTRODUCERS INTRODUCERS

Input™ TS Input™ TS

Introducer Sheath Introducer Sheath with Needle and Guidewire
GENERAL = Supplied sterile. * Maximum guidewire: 0.038" = Items per box: 5 GENERAL * Supplied sterile. » Maximum guidewire: 0.038" = [tems per box: 5
CHARACTERISTICS CHARACTERISTICS
PRODUCT = FEP sheath with silicone coating. PRODUCT * FEP sheath with silicone coating
DESCRIPTION - Silicone hemostasis valve DESCRIPTION * Silicone hemostasis valve.
= Polyethylene dilator with silicone coating. * Polyethylene dilator with silicone coating.
*Double distal 'J' stainless steel guidewire (included in 7-cm and 11-cm sheaths only). *Double distal 'J' stainless steel guidewire (included in 7-cmand 11-cm sheaths only)
= See obturators, dilators and sterile sleeves. * See obturators, dilators and sterile sleeves.
i b i
Input TS Introducer Sheath Dilator Input TS Introducer Sheath Dilator
Input TS Introducer Sheath with Dilator Input TS Introducer Sheath with Dilator
INPUT™ TS PRODUCT CODE  FRENCH SIZE OBTURATOR COLORCODE LENGTH(CM) DILATORLENGTH WIRESTYLE (IN.) ™
INTRODUCER INCLUDED (cM) INPUT™TS PRODUCT CODE FRENCH SIZE SHEATHLENGTH (CM)  NEEDLE LENGTH(CM)  NEEDLE GAUGE
SHEATH INTRODUCER 051102 5 i 7 18
040028A 5 No Gray 7 13 0.038 DDJ SHEATH WITH
040031A 6 No Green 7 13 0.038 DDJ NEEDLE AND 061102A 6 1 7 18
040035A 7 No Orange 7 13 0.038 DDJ GUIDEWIRE 071102A 7 1 7 18
051101A 5 No Gray 11 17 0.038 DDJ 081102A 8 1 7 18
061101A 6 No Green 11 17 0.038 DDJ 091102A 9 1 7 18
071101A 7 No Orange 11 17 0.038 DDJ
081101A 8 No Blue 11 17 0.038 DDJ
091101A 9 No Gray 11 17 0.038 DDJ
010101A 10 No Dk Blue 11 17 0.038 DDJ
011101A 11 No Red 11 17 0.038 DDJ
060037A 6 Yes Green 23 29 N/A
070037A 7 Yes Orange 23 29 N/A
080037A 8 Yes Blue 23 29 N/A

090037A 9 Yes Gray 23 29 N/A




FEMORAL FEMORAL
INTRODUCERS INTRODUCERS

Input™PS Input™PS

Introducer Sheath Introducer Sheath with Needle and Guidewire
GENERAL » Supplied sterile. » Maximum guidewire: 0.038" = Items per box: 5 GENERAL » Supplied sterile.  Maximum guidewire diameter: 0.038" - Items per box: 5= Color code: see chart below
CHARACTERISTICS CHARACTERISTICS
PRODUCT =Pebax™ sheath PRODUCT =Pebax™ sheath.
DESCRIPTION = Silicone hemostasis valve DESCRIPTION = Silicone hemostasis valve.
= Polyethylene dilator =Polyethylene dilator.
- Double distal 'J' stainless steel guidewire (included in 11-cm sheaths only). *Double distal "J" stainless steel guidewire (included in 11-cm sheaths only).
*Hydro/Pel™ hydrophilic coating: water-activated, super-lubricious coating on the distal portions of the sheath *Hydro/Pel™ hydrophilic coating: water-activated, super-lubricious coating on the distal portions of the sheath
assembly allows for easy insertion. assembly allows for easy insertion
=See obturators, dilators, sterile sleeves. =See obturators, dilators, sterile sleeves.

—{ o —_— 1 P ———

Input™ PS Introducer Sheath Input™ PS Introducer Sheath

INPUT™PS PRODUCT CODE  FRENCHSIZE OBTURATOR COLORCODE  SHEATH DILATORLENGTH  WIRE STYLE (IN.) INPUT™PS PRODUCT CODE ~ FRENCHSIZE ~ SHEATH NEEDLE NEEDLE GAUGE COLOUR CODE
INTRODUCER INCLUDED LENGTH(CM)  (CM) INTRODUCER (F) LENGTH(CM)  LENGTH (CM)
SHEATH 050011 5 No Gray 11 17 0.038 DDJ SHEATH WITH 553311 5 11 7 18 Gray
NEEDLE
060011 6 No Green 11 17 0.038 DDJ AND GUIDEWIRE 563311 6 11 7 18 Green
070011 7 No Orange 11 17 0.038DDJ 573311 7 11 7 18 Orange
080011 8 No Blue 11 17 0.038 DDJ 583311 8 11 7 18 Blue
060023 6 Yes Green 23 31 N/A Pebax™ is a registered trademark of Atofina Corporation France.
070023 7 Yes Orange 23 39 N/A
080023 8 Yes Blue 23 39 N/A
863311 6 No Green 11 17 N/A
873311 7 No Orange 11 17 N/A
883311 8 No Blue 11 17 N/A

Pebax'is a registered trademark of Atofina Corporation France.




FEMORAL FEMORAL
INTRODUCERS INTRODUCERS

™ . ™ .
Input™ Accessories Input™ Accessories
Obturator Obturator
GENERAL = Supplied sterile. = Color-coded for easy identification of compatible sheath. *ltems per box: 10 GENERAL = Supplied sterile.* Color-coded for easy identification of compatible sheath. = [tems per box: 10
CHARACTERISTICS CHARACTERISTICS
PRODUCT = Helps maintain sheath patency and protects from outside contamination. PRODUCT = Helps maintain sheath patency and protects from outside contamination
DESCRIPTION = Twist 'N Shut locking system locks obturator in place to prevent backout from sheath. DESCRIPTION = Twist ‘N Shut locking system locks obturator in place to prevent backout from sheath.

= Inserted into the introducer sheath when placement of the transvenous temporary pacing electrode or intravascular cath-

= Inserted into the introducer sheath when placement of the transvenous temporary pacing electrode or intravascular cath-
eteris delayed or removed

eteris delayed or removed.

Input Introducer Sheath Short

Input Introducer Sheath Short
(11 cm) Obturator

(11 cm) Obturator

Input Introducer Sheath Long

Input Introducer Sheath Long
(23 cm) Obturator

(23 cm) Obturator

INPUT™PS PRODUCT CODE  USE WITH COLORCODE OBTURATORID. OBTURATORO.D. OBTURATOR LENGTH INPUT™TS PRODUCT CODE  USE WITH COLORCODE  OBTURATORI.D. OBTURATORO.D. OBTURATOR LENGTH
INTRODUCER INTRODUCER (CM) INTRODUCER INTRODUCER (CM)
SHEATH 205211 050011 Gray 5 4 11 SHEATH 206211A 061101A Green 6 6 11
OBTURATOR OBTURATOR
206211 060011 Green 6 5 11 207211A 071101A Orange 7 7 11
207211 070011 Orange 7 6 11 209223A 090037A Gray 9 9 23

209223 090023 Gray 9 8 23




FEMORAL
INTRODUCERS

FEMORAL
INTRODUCERS

Input™ Accessories
Vessel Dilator

Input™ Accessories
Vessel Dilator

GENERAL * Supplied sterile. * ltems per box: 10
CHARACTERISTICS

PRODUCT *For use in arterial or venous applications
DESCRIPTION = Polyethylene dilator.

GENERAL * Supplied sterile. * Items per box: 10
CHARACTERISTICS

PRODUCT
DESCRIPTION

*For use in arterial or venous applications.

* Polyethylene dilator.

ﬂj:_ ﬂj:_

Input Introducer Sheath Vessel Dilator

INPUT™PS PRODUCT CODE FRENCH SIZE
INTRODUCER
SHEATH VESSEL 653311 5
DILATOR

673311 7

673323 7

MAXIMUM WIRE SIZE

DILATOR LENGTH (CM)

Input Introducer Sheath Vessel Dilator

INPUT™TS PRODUCT CODE FRENCH SIZE COLOR CODE MAXIMUM WIRE SIZE
INTRODUCER
SHEATH VESSEL 040037A 5 Gray
DILATOR
040042A 6 Green
040044A 7 Orange

040049A 9 Gray

DILATOR LENGTH (CM)




FEMORAL
INTRODUCERS

FEMORAL
INTRODUCERS

Input™ Accessories
Sterile Sleeve

Mullins
Transseptal Catheter Introducer Sheath

GENERAL * Supplied sterile. * ltems per box: 10
CHARACTERISTICS

PRODUCT = Maintains sterility of indwelling catheter shaft proximal to the introducer hub

GENERAL . Supplied sterile. . ltems per box: 1
CHARACTERISTICS

PRODUCT Sets include one sheath and one dilator. Used with Brockenbrough™ needle, except where noted.

DESCRIPTION = Twist ‘N Shut locking system locks sleeve into input hub. DESCRIPTION

=S ImE U

Input Introducer Sheath Sterile Sleeve
-
-
INPUT™ PRODUCT CODE LENGTH (CM) FOR USE WITH Mullins Transseptal Catheter Introducer Sheath
INTRODUCER 026000 26 Input™ Introducer Sheaths
SHEATH STERILE
SLEEVE 060000 60 Input™ Introducer Sheaths
MULLINS PRODUCT CODE FRENCH SIZE MAXIMUM WIRE SIZE SHEATHLENGTH (CM)  DILATOR LENGTH (CM)
TRANSSEPTAL (IN)
CATHETER 008550 6 0.032 59 67
INTRODUCER
SHEATH 008551 7 0.032 59 67

008552 8 0.032 59 67




FEMORAL
INTRODUCERS

FEMORAL
INTRODUCERS

Pediatric Mullins

Transseptal Catheter Introducer Sheath

Mullins

Transseptal Catheter Introducer Sheath with Hemostasis Valve

GENERAL

CHARACTERISTICS

PRODUCT
DESCRIPTION

MULLINS
TRANSSEPTAL
CATHETER
INTRODUCER
SHEATH

. Supplied sterile..ltems per box: 1

Sets include one sheath and one dilator. Used with Brockenbrough™ needle, except where noted.

rd

-
-

Mullins Transseptal Catheter Introducer Sheath

PRODUCT CODE FRENCH SIZE MAXIMUM WIRE SIZE SHEATHLENGTH (CM)  DILATORLENGTH (CM)
(IN.)

008530 % 6 0.025 44 52

008531 & 7 0.025 44 52

008532 % 8 0.025 44 52

% Pediatric item

GENERAL

CHARACTERISTICS

PRODUCT
DESCRIPTION

TRANSSEPTAL
CATHETER
INTRODUCER
SHEATH WITH
HEMOSTASIS
VALVE

= Supplied sterile. = ltems per box: 1

Sets include one sheath and one dilator. Used with Brockenbrough™ needle.

Transseptal catheter introducer sheath has attached sidearm with stopcock and hemostasis valve.

Y
]

Transseptal Catheter Introducer Sheath with Hemostasis Valve

PRODUCT CODE FRENCH SIZE MAXIMUM WIRE SIZE SHEATHLENGTH (CM)  DILATORLENGTH (CM)

(IN.)

008591 8 0.032 59 67




INTERVENTIONAL
ACCESSORIES
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INTERVENTIONAL INTERVENTIONAL
ACCESSORIES ACCESSORIES

TRAcelet™ Everest™

Hemostasis Device Disposable Inflation Device and Accessories
GENERAL * ltems per 5+ St d sterile GENERAL * Supy sterile. = Items per box: 1 *Kits per box
CHARACTERISTICS CHARACTERISTICS

PRODUCT = The TRAcelet™ compressior ce is an innovative solution for simplified pr ontro PRODUCT * Available with a 3-way s
DESCRIPTION *Its dual- pression balloon system uniformly delivers pressure to the access site to stop bleeding, while maintaining DESCRIPTION * The pistol-grip fits comfortably in either hand and its trigger mechanism is easy to use for all operators
radial artery patency ) ’ o ’
A Hhe cath (AR es Fhe curinae mravided with tFhe TRA~olotTM ~amnroeccinn dovics far mreccl re amtirmi—atin * A 20-cc syringe capacity provides rapid negative pressures to speed deflation time
*In the cath lab: use the syringe provided with the TRAcelet™ compression device for pressure optimization ’
*Inthe recovery area: use the dial-based system for controlled pressure adjustments without the need for a syringe bar luminescent gauges are easy to read under low light conditions. Accurate readings within
lLarge viewing Bl el
window enables .
N 5 prevents patient
to clearly visualise IS
$ the access site! pering
| v
| %
L |
e Ji
& |
a
g ‘ & Q} N r
F g :. & Purple-to-purple colour indicators
- o E identify the connection point between
"{ the syringe and air injection port
Slide-through strap makes
fastening the band eas
J 4 "o EVEREST PRODUCT CODE DESCRIPTION PACKAGED WITH
Two band sizes and curved #i ) INFLATION Everest20
strap edges ensure a £ Syringe DEVICE AC2200 Inflation Device 1 three-way stopcock
comfortable fit for patients* Intuitive dial endcapt
markings help prevents
to keep track attachment AC3200 E::]Z:Z?Igevice 1 three-way stopcock
of pressure \ to sheath
adjustments? ¥ 7 stopcocks Everest20 1 Everest20 atm inflation device, 1 three-way
AC2205P stopcock, Piton” Y-adapter, guidewire

Survival Kit

insertion tool, and torque handle

1 Everest30 atm inflation device, 1 three-way
stopcock, Piton” Y-adapter, guidewire
insertion tool, and torque handle

Everest30
Survival Kit

AC3205P

TECHNICAL INFLATION VOLUME NUMBERS (CC) STRAP LENGTHS (C CFN STRAP LENGTHS (CM)
13

M)
SPECIFICATIONS
Regular 19.2 TRACR Regular

Nominal

Maximum 18 Large 25.2 TRACL Large




INTERVENTIONAL INTERVENTIONAL
ACCESSORIES ACCESSORIES

Piton™

Piton™
Disposable PTCA Y-Adaptor and Y-Adaptor Kits Disposable PTCA Y-Adaptor and Y-Adaptor Kits

GENERAL » Supplied sterile. * ltems per box: 5 GENERAL * Supplied sterile. * Items per box: 5
CHARACTERISTICS CHARACTERISTICS
PRODUCT = Designed for today's smaller shafted balloon catheters PRODUCT * Designed for today's smaller shafted balloon catheters
DESCRIPTION = Large, ridged cap and extra length simplify handling DESCRIPTION *Large, ridged cap and extra length simplify handling
= Cap won't fall off
= Lubricious gasket allows better maneuverability allows better maneuverability
Piton” Y-Adaptor Piton™ Y-Adaptor
H:%: Insertion Tool
Insertion Tool
Torque Handle
PITON PRODUCT CODE COLOR LUMEN I.D. (IN.) PACKAGED WITH
Y-ADAPTOR _— —
AC4001M Clear/Blue 0.110 1Piton” Y-Adaptor, 1 insertion tool
PITON™ PRODUCT CODE LUMEN 1.D. (IN.) PACKAGED WITH
Y-ADAPTORKIT AC4003M 0.110 1 Piton” Y-Adaptor, 1 insertion tool, 1 torque handle




INTERVENTIONAL INTERVENTIONAL
ACCESSORIES ACCESSORIES

Piton™
Disposable PTCA Y-Adaptor and Y-Adaptor Kits

Metal guidewire insertion tool

GENERAL * Supplied sterile. * ltems per box: 5 GENERAL « Supplied sterile. * Items per box: 5
CHARACTERISTICS CHARACTERISTICS
PRODUCT = Designed for today's smaller shafted balloon catheters PRODUCT or use with Piton™ Y-Adaptors and Tri-Adaptors
DESCRIPTION e e e , DESCRIPTION

= Large, ridged cap and extra length simplify handling.

= Cap won't fall off

= Lubricious gasket allows better maneuverability

@ Stretch Insertion Tool
Piton™ Tri-Adaptor INSERTION TOOL 006073 Stretch insertion tool
Insertion Tool

PITON™ PRODUCT CODE LUMEN L.D. (IN.) PACKAGED WITH

TRI-ADAPTORS

AC4002M 0.110 1 Piton” Tri-Adaptor, 1 insertion tool




INTERVENTIONAL
ACCESSORIES

HEMODYNAMIC MONITORING

CATHETERS

Steering Handle

Pulmonary Wedge Pressure (PWP) Catheter

GENERAL * Supplied sterile. * ltems per box: 5
CHARACTERISTICS

PRODUCT For use with PTCA guidewires
DESCRIPTION Plastic nut with metal jaws

STEERING HANDLE

008958

sterile. = F¢

GENERAL
CHARACTERISTICS

PRODUCT * Provides rapid and accurate placement for hemody

DESCRIPTION

PULMONARY PRODUCT CODE
WEDGE

PRESSURE (PWP)

CATHETER

150075

<aged with balloc

= Large lumen for blood

on inflation syringe

£

or single use. = Maximum guidewire: 0.038

sampling and excellent pressure tracing:

p—

Balloolnn flatilo.n5c ¢

FRENCH SIZE

7

LENGTH (CM)

110




PEDIATRIC AND
TRANSSEPTAL
PRODUCTS




PEDIATRIC
PRODUCTS

Lehman™ Catheter
Pediatric Woven Coronary Catheters

GENERAL
CHARACTERISTICS

PRODUCT
DESCRIPTION

LEHMAN™
CATHETER

= Supplied sterile. = [tems per box: 10+ Maximum guidewire equals minimum tip I.D. = Closed end.
= Thin-wall construction.

J.S. Lehman, MD, loped the Lehman™ ventriculography catheter. This catheter is specifically designed to be placed
easily into the le \tricle via the aorta. The fle t tip is slightly curved to assist p
valve and to sit freely in the contour of the left ventricle. This catheter provides excellent flow rates and catheter st
due toits thin-wall construction.

tap C

ability

PRODUCT CODE FRENCH SIZE DESIGN STYLE MINIMUM TIP LENGTH (CM) COMMENTS
1.D.(IN.)

001253 % 5 Thin wall 0.032 50 No sideholes

001254 % 5 Thin wall 0.032 80 No sideholes

* Pediatric item

e through the aortic

PEDIATRIC
PRODUCTS

Goodale-Lubin™ Catheter
Pediatric Woven Coronary Catheters

GENERAL
CHARACTERISTICS

PRODUCT
DESCRIPTION

GOODALE-LUBIN™
CATHETER

= Supplied st

erile.=Items per box: 10 = Maximum guidewire equals minimum tip I.D.*Open end

= Two laterally opposed sideholes. * Thin-wall or standard-wall construction

Walter T. Goodale, MD, and Martin Lubin, MD, developed standard-wall and thin-wall catheters similar to the Cournand
Lehman™ catheters in construction and tip curve.

The additional feature of the Goodale-Lubin™ catheter is the two laterally opposed sideholes just proximal to the tip for
improved disbursement of contrast during right heart angiography

Thin Wall

Standard Wall

PRODUCT CODE FRENCH SIZE DESIGN STYLE MINIMUM TIP SIDEHOLES LENGTH (CM)
1.D. (IN.)

001279 & 5 Thin wall 0.032 2 80

001453 % 5 Standard wall 0.026 2 50

* Pediatric item

and




PEDIATRIC PEDIATRIC
PRODUCTS PRODUCTS

= 2TM
Gensini" Percutaneous Catheter NIH
Pediatric Woven Coronary Catheters Pediatric Woven NIH Catheters
GENERAL * Supplied sterile. * ltems per box: 10=Maximum guidewire equals minimum tip 1.D. = Open end. GENERAL » Supplied sterile. . ltems per box: 10 = Maximum guidewire equals minimum tip I.D. = Nylon core.
CHARACTERISTICS - Sixsideholes: = Thin-wall construction CHARACTERISTICS * Closed end. = Six sideholes. = Thin-wall construction.
PRODUCT Goffredp G. Gensini, MD, is r@sp()jswh\e for the first designed catheter with an open end hole. This catheter has a tapered PRODUCT The NIH (National Institutes of Health) catheter is designed with a thin wall and nylon core construction to provide
DESCRIPTION tip that fits securely over a guidewire for percutaneous introduction. DESCRIPTION maximum flow rates and catheter stabilty.
he six sideholes and thin-we uc prov a w rates. The catheter is used for aortic, ventricule - : - . :
The six sideholes and thin-wall construction provide maximum flow rates. The catheter is used for aortic, ventricular. pul The flexible tip makes positioning in the cardiopulmonary system easier. This catheter is used to visualize the aorta,
monary and large-venous contrast studies. ventricles, pulmonary vasculature and the great veins.
The flexible tip makes positioning in the cardiopulmonary system easier. This catheter is used to visualize the aorta,
ventricle, pulmonary vasculature and the great veins
GENSINI PRODUCT CODE FRENCH SIZE DESIGN STYLE MINIMUM TIP LENGTH (CM) COMMENTS
PERCUTANEOUS 1.D. (IN.) NIH
CATHETER PRODUCT CODE FRENCH SIZE DESIGN STYLE SIDEHOLES LENGTH (CM)
001323 % 5 Thin wall 0.026 100 Use with 0.025 in. guidewire 001348 & 5 Thi I 6 50
Inwa
001339 % 6 Thin wall 0.036 80 Use with 0.035 in. guidewire 001353 & 6 Thi I 6 50
Inwal

+ Pediatric item .
% Pediatric item




PEDIATRIC
PRODUCTS

PEDIATRIC
PRODUCTS

Pediatric NIH

Pediatric Woven NIH Catheters

Pediatric Curved NIH
Pediatric Woven NIH Catheters

GENERAL
CHARACTERISTICS

PRODUCT
DESCRIPTION

PEDIATRIC
NIH

= Supplied sterile. = ltems per box: 10+ Maximum guidewire equals minimum tip I.D. *Nylon core
*Closed end. = Six sideholes (4F Catheter has four sideholes). = Thin-wall construction.

This thin-walled catheter is designed to provide maximum flow and flexibility. The catheter can be used for aortic, ventricu-
lar, pulmonary and large-vein contrast studies.

The flexible tip makes positioning in the cardiopulmonary system easier. This catheter is used to visualize the aorta, ventri-

cle, pulmonary vasculature and the great veins.

PRODUCT CODE FRENCH SIZE DESIGN STYLE SIDEHOLES LENGTH (CM)
001375 % 4 Thin wall 4 50

001377 % 5 Thin wall 6 50

001378 % 5 Thin wall 6 80

001380 % 6 Thin wall 6 50

001381 % 6 Thin wall 6 80

001382 % 6 Thin wall 6 100

% Pediatric item

GENERAL
CHARACTERISTICS

PRODUCT
DESCRIPTION

PEDIATRIC
CURVED
NIH

* Supplied sterile. = ltems per box: 10 = Maximum guidewire equals minimum tip I.D. = Nylon core.
 Closed end. = Six sideholes. * Thin-wall construction.

This thin-walled catheter is designed to provide maximum flow and flexibility. The catheter can be used for aortic, ventricu-
lar, pulmonary and large-vein contrast studies

The flexible tip makes positioning in the cardiopulmonary system easier. This catheter is used to visualize the aorta, ventri-
cle, pulmonary vasculature and the great veins.

PRODUCT CODE FRENCH SIZE DESIGN STYLE LENGTH (CM)
008761 % 5 Thin wall 65
008762 % 6 Thin wall 65
008763 % 7 Thin wall 80

* Pediatric item




PEDIATRIC
PRODUCTS

PEDIATRIC
PRODUCTS

Pediatric NIH with Cardio-Marker Image Bands
Pediatric Woven NIH Catheters

Rashkind™ Recessed Balloon Catheter
Pediatric Septostomy Balloon Catheters

GENERAL
CHARACTERISTICS

PRODUCT
DESCRIPTION

PEDIATRIC NIH
WITH
CARDIO-MARKER
IMAGE BANDS

= Supplied sterile. = tems per box: 5+ Maximum guidewire equals minimum tip I.D. . Closed end
* Six sideholes * Thin-wall construction.

This thin-walled catheter is designed to provide maximum flow and flexibility. The catheter can be used for aortic,
ventricular, pulmonary and large-vei

Band width: 1 mm.

Two marker bands 1 cm apart +- 1/2 mm (leading edge to leading edge).

S

PRODUCT CODE FRENCH SIZE DESIGN STYLE SIDEHOLES LENGTH (CM)
010010 % 5 Thin wall 6 65
010011 % 6 Thin wall 6 80
010012 % 7 Thin wall 6 80

% Pediatric item

GENERAL * Supplied sterile. = ltems per box: 1
CHARACTERISTICS

PRODUCT -Woven shaft design
DESCRIPTION = Shaftlength: 50 cm

RASHKIND PRODUCT CODE SHAFT SIZE (F) RECOMMENDED RECOMMENDED
RECESSED INFLATED BALLOON INTRODUCER (F)

BALLOON DIAMETER (MM)
CATHETER 008764 % 6 1 .

% Pediatric item

Rashkind'is a registered trademark of William J. Rashkind, M.D.

COMMENTS

Single lumen




PEDIATRIC
PRODUCTS

Rashkind™ Balloon Catheter Single Lumen
Pediatric Septostomy Balloon Catheters

GENERAL
CHARACTERISTICS

PRODUCT
DESCRIPTION

RASHKIND™
BALLOON
CATHETER SINGLE
LUMEN

= Supplied sterile. * [tems per box: 1

= Woven shaft design

= Shaftlength: 50 cm

PRODUCT CODE

007161 %
007160 %

% Pediatric item

SHAFT SIZE (F)

RECOMMENDED
INFLATED BALLOON
DIAMETER (MM)

11

12

Rashkind"is a registered trademark of William J. Rashkind, M.D.

RECOMMENDED
INTRODUCER (F)

COMMENTS

Single lumen

Single lumen

PEDIATRIC
PRODUCTS

Rashkind™ Balloon Catheter Double Lumen
Pediatric Septostomy Balloon Catheters

GENERAL
CHARACTERISTICS

PRODUCT
DESCRIPTION

RASHKIND™
BALLOON
CATHETER DOUBLE
LUMEN

=Woven shaft design

=Shaftlength: 50 cm

PRODUCT CODE

007158

% Pediatric item

= Supplied sterile. = ltems per box: 1

SHAFT FRENCH SIZE

RECOMMENDED
INFLATED BALLOON
DIAMETER (MM)

14

RECOMMENDED
INTRODUCER (F)

COMMENTS

Double lumen




PEDIATRIC TRANSSEPTAL PRODUCTS &
PRODUCTS ACCESSORIES

Pediatric Mullins Mullins

Transseptal Catheter Introducer Sheath Transseptal Catheter Introducer Sheath

GENERAL * Supplied sterile. * Maximum guidewire: 0.025" =Items per box: 1 GENERAL * Not supplied sterile. = Single-use device. *ltems per box: 1

CHARACTERISTICS CHARACTERISTICS

PRODUCT = Sets include one sheath and one dilator PRODUCT Sets include one sheath and one dilator. Used with Brockenbrough™ needle, except where noted
DESCRIPTION - For use with Pediatric Brockenbrough™ Needle DESCRIPTION For use with Brockenbrough™ Needle.

5 S

Mullins Transseptal Catheter Introducer Sheath Mullins Transseptal Catheter Introducer Sheath
PEDIATRIC MULLINS PRODUCT CODE FRENCH SIZE MAXIMUMWIRE SIZE ~ SHEATHLENGTH(CM)  DILATOR LENGTH (CM) MULLINS PRODUCT CODE FRENCH SIZE MAXIMUMWIRE SIZE ~ SHEATHLENGTH(CM)  DILATORLENGTH (CM)
TRANSSEPTAL (IN.) TRANSSEPTAL (IN.)
INTRODUCER CATHETER 008550 6 0.032 59 67
SHEATH 008530 % 6 0.025 44 52 INTRODUCER
008551 7 0.032 59 67
SHEATH
008531 % 7 0.025 44 52 008552 8 0.032 59 67
008532 % 8 0.025 44 52 For use with Brockenbrough” Needle.

% Pediatric item




2.BARE METAL 5. GUIDE 6.INTERVENTIONAL 8. ANGIOGRAPHIC 9.INTRODUCERS 12. RENAL
STENTS CATHETER GUIDEWIRES CATHETERS DENERVATION
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DENERVATION

RENAL




RENAL
DENERVATION

Symplicity Spyral™ Multi-Electrode Renal Denervation Catheter

GENERAL = Supplied sterile =ltems per box: 1 =Label color: Orange.

CHARACTERISTICS

PRODUCT The Symplicity Spyral™ Multi-Electrode Catheter offers an improved renal denervation procedure. Consistent four-quad-
DESCRIPTION rant ablation pattern, self-expanding helical design conforms to a wide range of artery shapes and sizes (3-8mm) and a low

6F guide catheter compatibility, delivered over a standard 0.014" guidewire with rapid exchange system.

ORDERING

CATALOG PROD!
CHART NUMBER
RDNO16 Symplicity Spyral™ Catheter
RDNO17 Symplicity G3™ Generator, supplied standard with remote control
RDNO19 Cart, Symplicity G3™ Generator Component
RDNO12 Replacement foot switch
PRT075-XX Replacement power cable (country-specific)

(Contact Medtronic representative for catalog number)




Medtronic

Europe

Medtronic International Trading Sarl.

Route du Molliau 31
Case postale

CH-1131 Tolochenaz
Tel: +41(0)21 802 70 00
Fax: +41(0)21 802 79 00

www.medtronic.eu

United Kingdom/Ireland

Medtronic UK Ltd.

Building 9

Croxley Park

Watford

Hertfordshire WD18 8WW

UK

www.medtronic.co.uk

Tel: +44(0)1923 212213 UC201804901EE © 2017 Medtronic. All rights reserved.
Fax: +44(0)1923 241004 Printed in Europe. Not for distribution in France.



LIFE IS
DIFFERENT

CoreValve™
Evolut™R

Transcatheter Aortic
Valve Replacement
(TAVR) Platform

Medtronic




BUILT ON A
PROVEN FOUNDATION

The CoreValve™ System continues to
demonstrate exceptional outcomes
— and we've taken what we've learned
from the design of that platform and
appliedit to the Evolut™ R System.

Supra-annular Valve Design
Self-expanding Nitinol Frame

Porcine Pericardial Tissue
Low Delivery Profile

SUPERIOR LONG-TERM
CLINICAL OUTCOMES

Lower Rate of
Mortality or Stroke

All-Cause Mortality or Stroke

70%
== CoreValve Log-rank P=0.006

—— SAVR
60%
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10%

0%
0 12 24
Months Post-Procedure
No. at Risk
TAVR 391 319 273
SAVR 359 257 208

The CoreValve™ Platform shows superior outcomes
vs. surgery.’

1. CoreValve™ US Pivitol High Risk Trial 3-year Outcomes Presented at ACC 2016.

Unsurpassed Sustained
Hemodynamic Performance

Echocardiographic Findings®

=@~ CoreValve
-l- SAVR

1.72

Aortic-Valve Area, cm?
BbH wuw ‘quaipe.is uesp AY

Baseline Discharge 1Month 2 Years 3 Years

*Site-reported

CoreValve™ system had significantly better valve
performance over SAVR at all follow-up visits (P<0.001)*



UNSURPASSED
HEMODYNAMICS

Supra-annular valve design maximizes

leaflet coaptation and promotes single o W\
digit gradients and large EOA's. it N "’\_.l
in I
WY MR -
Y '\ N E t I
NN\ S xceptiona
7 5 H \...-"‘_ {8 \X » - ]
.' mm g i‘\\ '\\ : Supra-annular Valve | Optimizes coaptation in S u rVIva I
smgle dlglt iy \ b non-circular anatomy with supra-annular valve position
gradients ":-\;:
\.
'y
2.0 cm? \
Large EOA !
{
\
\

Annulus | Conforms to the native annulus
Evolut™R 30 Day Outcomes.
CoreValve™ Evolut™R System Instructions for Use 2016 Rev. 1F.



CONTROL
DURING DEPLOYMENT

ACCURATE POSITIONING

1:1 response provides immediate feedback
between the deployment knob and the
movement of the capsule

RECAPTURE
AND REPOSITION

EnVeo™ R provides option to recapture and
reposition for accurate placement.

'Ie Indicator
- ~2/3 Deployment

.y

' 'st Prior to Point
of No Recapture’

]

tUp to 80% deployment.

ACCESS
MORE PATIENTS

BROADEST ANNULUS RANGE ON THE MARKET™

The only TAVR platform indicated to treat annulus up to 30 mm

i “ ‘ i "‘ ’l

i fk }\

X 1
AV
. .". ; h
¥ 1

| {. \‘.

\\

17/18

LOWEST DELIVERY PROFILE

The only TAVR system with a vessel indication down to 5.0 mm™

“Bro: d tannulus range based on CT derived diameters
M urement fo TAV n-SAV only.
" Evi I t"R23,26a d29 mm valves. 34 mm valve minimum vesselindication 2 5.5 mm



INDICATIONS The Medtronic CoreValve and CoreValve Evolut R systems are indicated for use in patients with symptomatic heart
disease dueto either severe native calcificaortic stenosis or failure (stenosed, insufficient, or combined) of a surgical bioprosthetic
aortic valve who are judged by a heart team, including a cardiac surgeon, to be at high or greater risk for open surgical therapy (ie,
Society of Thoracic Surgeons predicted risk of operative mortality score 28% or at a 215% risk of mortality at 30 days)

CONTRAINDICATIONS The CoreValve and CoreValve Evolut R systems are contraindicated for patients presenting with any of
the following conditions: known hypersensitivity or contraindication to aspirin, heparin (HIT/HITTS) and bivalirudin, ticlopidine,
clopidogrel, Nitinol (Titanium or Nickel), or sensitivity to contrast media, which cannot be adequately premedicated; ongoing
sepsis, including active endocarditis; preexisting mechanical heart valve in aortic position.

WARNINGS General Implantation of the CoreValve and CoreValve Evolut R systems should be performed only by physicians who
have received Medtronic CoreValve training. This procedure should only be performed where emergency aortic valve surgery can
be performed promptly. Mechanicalfailure of the delivery catheter systemand/or accessories may resultin patient complications
Transcatheter Aortic Valve (Bioprosthesis) Accelerated deterioration of the bioprosthesis may occur in patients presenting with
an altered calcium metabolism.

PRECAUTIONS General The safety and effectiveness of the CoreValve and CoreValve Evolut R systems have not been evaluated
inthe pediatric population. The safety and effectiveness of the bioprosthesis for aortic valve replacement have not been evaluated
in the following patient populations: patients who do not meet the criteria for symptomatic severe native aortic stenosis as
defined: (1) symptomatic severe high gradient aortic stenosis — aortic valve area <1.0cm? or aortic valve area index <0.6 cm?/m?,
a mean aortic valve gradient 240 mmHg; or a peak aortic-jet velocity 24.0 m/s, (2) symptomatic severe low-flow/low-gradient
aortic stenosis —aortic valve area <1.0cm? or aortic valve area index <0.6 cm?/m?, a mean aortic valve gradient <40 mmHg; and
apeak aortic-jet velocity <4.0 m/s : who are at moderate or low surgical risk (predicted perioperative mortality risk of <15%]; with
untreated, clinically significant coronary artery disease requiring revascularization; with a preexisting prosthetic heart valve with
arigid support structure in either the mitral or pulmonic position if either the preexisting prosthetic heart valve could affect the
implantation or function of the bioprosthesis or the implantation of the bioprosthesis could affect the function of the preexisting
prosthetic heart valve; with cardiogenic shock manifested by low cardiac output, vasopressor dependence, or mechanical
hemodynamic support. The safety and effectiveness of a CoreValve or CoreValve Evolut R bioprosthesis implanted within a failed
preexisting transcatheter bioprosthesis has not been demonstrated. Implanting a CoreValve or CoreValve Evolut R bioprosthesis
in a degenerated surgical bioprosthesis [transcatheter aortic valve in surgical aortic valve (TAV in SAV)] should be avoided in the
following conditions. The degenerated surgical bioprosthesis presents with a: significant concomitant perivalvular leak (between
the prosthesis and the native annulus), is not securely fixed in the native annulus, or is not structurally intact (eg, wireform frame
fracture); partially detached leaflet that in the aortic position may obstruct a coronary ostium; stent frame with a manufacturer’s
labeled inner diameter <17 mm. The safety and effectiveness of the bioprosthesis for aortic valve replacement have not been
evaluated in patient populations presenting with the following: blood dyscrasias as defined: leukopenia (WBC <1000 cells/mm?),
thrombocytopenia (platelet count <50,000 cells/mm?), history of bleeding diathesis or coagulopathy, or hypercoagulable states;
congenital bicuspid or unicuspid valve; mixed aortic valve disease (aortic stenosis and aortic regurgitation with predominant
aortic regurgitation [3-4+]); moderate to severe (3-4+) or severe (4+) mitral or severe (4+) tricuspid regurgitation; hypertrophic
obstructive cardiomyopathy: new or untreated echocardiographic evidence of intracardiac mass, thrombus, or vegetation; native
aortic annulus size <18 mm or >29 mm for CoreValve and <18 mm or >30 mm for CoreValve Evolut R per the baseline diagnostic
imaging or surgical bioprosthetic aortic annulus size <17 mm or >29 mm for CoreValve and <17 mm or >30 mm for CoreValve
Evolut R; transarterial access not able to accommodate an 18 Frintroducer sheath or the 14 Fr equivalent EnVeo R InLine sheath
when using Model ENVEOR-US or transarterial access not able to accommodate a 20 Frintroducer sheath or the 16 Fr equivalent
EnVeo R InLine sheath when using Model ENVEOR-N-US; sinus of valsalva anatomy that would prevent adequate coronary
perfusion; moderate to severe mitral stenosis; severe ventricular dysfunction with left ventricular ejection fraction (LVEF) <20%;
symptomatic carotid or vertebral artery disease; severe basal septal hypertrophy with an outflow gradient.

Prior to Use Exposure to glutaraldehyde may cause irritation of the skin, eyes, nose, and throat. Avoid prolonged or repeated
exposure to the vapors. Damage may result from forceful handling of the catheter. Prevent kinking of the catheter when removing
it from the packaging. This device was designed for single patient use only. Do not reuse, reprocess, or resterilize this product.
Reuse, reprocessing, or resterilization may compromise the structuralintegrity of the device and/or create arisk of contamination
of the device, which could result in patient injury, illness, or death. The bioprosthesis size must be appropriate to fit the patient's
anatomy. Proper sizing of the device is the responsibility of the physician. Refer to Instructions for Use for available sizes. Failure to
implantadevice withinthe sizingmatrix could lead to adverse effects suchas those listed below. Patients must present with access
vesseldiameters of 26 mm for the CoreValve system, 5 mm for the CoreValve Evolut R system when using Model ENVEOR-US, or
25.5 mm when using Model ENVEOR-N-US, or patients must present with an ascending aortic (direct aortic) access site 260 mm
from the basal plane for both systems. Implantation of the bioprosthesis should be avoided in patients with aortic root angulation
(angle between plane of aortic valve annulus and horizontal plane/vertebrae) of >30° for right subclavian/axillary access or >70° for
femoraland left subclavian/axillary access. Use caution when using the subclavian/axillary approach in patients with a patent LIMA
graft or patent RIMA graft. For direct aortic access, ensure the access site and trajectory are free of patent RIMA or a preexisting
patent RIMA graft.

During Use For direct aortic and subclavian access procedures, care must be exercised when using the tip-retrieval mechanism
to ensure adequate clearance to avoid advancement of the catheter tip through the bioprosthesis leaflets during device closure.
For direct aortic access procedures, use a separate introducer sheath; do not use the EnVeo R InLine sheath. Adequate rinsing of
the bioprosthesis with sterile saline, as described in the Instructions for Use, is mandatory before implantation. During rinsing, do
not touch the leaflets or squeeze the bioprosthesis. If a capsule becomes damaged during loading or the capsule fails to close,
replace the entire system (bioprosthesis, catheter, and CLS). Do not use a catheter with adamaged capsule. After a bioprosthesis
has been inserted into a patient, do not attempt to reload that bioprosthesis on the same or any other catheter. AccuTrak DCS
Only: Duringimplantation, if resistance to deployment is encountered (e.g., the micro knob starts clicking or is tight or stuck), apply
upward pressure to the macro slider while turning the micro knob. If the bioprosthesis still does not deploy, remove it from the
patient and use another system. AccuTrak DCS Only: Once deployment is initiated, retrieval of the bioprosthesis from the patient
(e.g..use of the catheter) is not recommended. Retrieval of a partially deployed valve using the catheter may cause mechanical
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failure of the delivery catheter system, aortic root damage, coronary artery damage, myocardial damage, vascular complications,
prosthetic valve dysfunction (including device malposition), embolization, stroke, and/or emergent surgery. AccuTrak DCS Only:
During deployment, the bioprosthesis can be advanced or withdrawn as long as annular contact has not been made. Once annular
contact is made, the bioprosthesis cannot be advanced in the retrograde direction; if necessary, and the frame has only been
deployed <2/3 of its length, the bioprosthesis can be withdrawn (repositioned) in the antegrade direction. However, use caution
when moving the bioprosthesisin the antegrade direction. EnVeo R DCS Only: If a misload is detected, unsheath the bioprosthesis
and examine the bioprosthesis for damage (for example, permanent frame deformation, frayed sutures, or valve damage). Do
not attempt to reload a damaged bioprosthesis. Do not load the bioprosthesis onto the catheter more than 2 times or after it
has been inserted into a patient. EnVeo R DCS Only: Use the deployment knob to deploy and recapture the bioprosthesis. Do
not use the trigger for deploying or recapturing because it could cause inaccurate placement of the bioprosthesis. EnVeo R
DCS Only: Once the radiopaque capsule marker band reaches the distal end of the radiopaque paddle attachment (point of no
recapture), retrieval of the bioprosthesis from the patientis not recommended. Retrieval after the point of no recapture may cause
mechanical failure of the delivery catheter system, aortic root damage, coronary artery damage, myocardial damage, vascular
complications, prosthetic valve dysfunction (including device malposition), embolization, stroke, and/or emergent surgery. EnVeo
R DCS Only: During deployment, the bioprosthesis can be advanced or withdrawn as long as annular contact has not been made.
Onceannular contactis made, the bioprosthesis cannot be advancedin the retrograde direction; recapture until the bioprosthesis
is free fromannular contact, and thenrepositionin the retrograde direction. If necessary, and the radiopaque capsule marker band
has not yet reached the distal end of the radiopaque paddle attachment, the bioprosthesis can be withdrawn (repositioned) in
the antegrade direction. However, use caution when moving the bioprosthesis in the antegrade direction. While the catheter is
in the patient, ensure the guidewire is extending from the tip. Do not remove the guidewire from the catheter while the catheter
is inserted in the patient. Use the handle of the delivery system to reposition the bioprosthesis. Do not use the outer catheter
sheath. Once deployment is complete, repositioning of the bioprosthesis (e.g., use of a snare and/or forceps) is not recommended
Repositioning of a deployed valve may cause aortic root damage, coronary artery damage, myocardial damage, vascular
complications, prosthetic valve dysfunction (including device malposition), embolization, stroke, and/or emergent surgery. Do
not attempt to retrieve or to recapture (EnVeo DCS only) a bioprosthesis if any one of the outflow struts is protruding from the
capsule. If any one of the outflow struts has deployed from the capsule, the bioprosthesis must be released from the catheter
before the catheter can be withdrawn. Ensure the capsule is closed before catheter removal. When using a separate introducer
sheath, ifincreased resistance is encountered when removing the catheter through the introducer sheath, do not force passage
Increased resistance may indicate a problem and forced passage may result in damage to the device and/or harm to the patient
If the cause of resistance cannot be determined or corrected, remove the catheter and introducer sheath as a single unit over
the guidewire, and inspect the catheter and confirm that it is complete. Clinical long-term durability has not been established
for the bioprosthesis. Evaluate bioprosthesis performance as needed during patient follow-up. Postprocedure, administer
appropriate antibiotic prophylaxis as needed for patients at risk for prosthetic valve infection and endocarditis. Postprocedure,
administer anticoagulation and/or antiplatelet therapy per physician/clinical judgment. Excessive contrast media may cause
renal failure. Preprocedure, measure the patient’s creatinine level. During the procedure, monitor contrast media usage. Conduct
the procedure under fluoroscopy. The safety and efficacy of a CoreValve or CoreValve Evolut R bioprosthesis implanted within
a transcatheter bioprosthesis have not been demonstrated. However, in the event that a CoreValve or CoreValve Evolut R
bioprosthesis must be implanted within a transcatheter bioprosthesis to improve valve function, valve size and patient anatom
must be considered before implantation of the bioprosthesis to ensure patient safety (for example, to avoid coronary obstruction
Inthe event that valve function or sealingis impaired due to excessive calcification orincomplete expansion, a postimplant balloon
dilatation of the bioprosthesis may improve valve function and sealing. To ensure patient safety, valve size and patient anatomy
must be considered when selecting the size of the balloon used for dilatation. The balloon size chosen for dilatation should not
exceed the diameter of the native aortic annulus or, for surgical bioprosthetic valves, the manufacturer's labeled inner diameter.
Refer to the specific balloon catheter manufacturer's labeling for proper instruction on the use of balloon catheter devices. Note:
Bench testing has only been conducted to confirm compatibility with NuMED Z-MED II"™" Balloon Aortic Valvuloplasty catheters
where CoreValve or CoreValve Evolut R bioprosthesis device performance was maintained after dilation. Data on File

For EnVeo R DCS: For transfemoral access, use caution in patients who present with multiplanar curvature of the aorta, acute
angulation of the aortic arch, an ascending aortic aneurysm, or severe calcification in the aorta and/or vasculature. If 22 of these
factors are present, consider an alternative access route to prevent vascular complications. There will be some resistance when
the catheteris advanced through the vasculature. If there s a significant increase inresistance, stop advancement and investigate
the cause of the resistance (for example, magnify the area of resistance) before proceeding. Do not force passage. Forcing passage
could increase the risk of vascular complications (for example, vessel dissection or rupture). Persistent force on the catheter can
cause the catheter to kink, which could increase the risk of vascular complications (for example, vessel dissection or rupture).

POTENTIAL ADVERSE EVENTS Potential risks associated with the implantation of the CoreValve or CoreValve Evolut R
transcatheter aortic valve may include, but are not limited to, the following: « death « myocardial infarction, cardiac arrest,
cardiogenic shock, cardiac tamponade « coronary occlusion, obstruction, or vessel spasm (including acute coronary closure) «
cardiovascular injury (including rupture, perforation, tissue erosion, or dissection of vessels, ascending aorta trauma, ventricle,
myocardium, or valvular structures that may require intervention) « emergent surgical or transcatheter intervention (for
example, coronary artery bypass, heart valve replacement, valve explant, percutaneous coronary intervention [PCI], balloon
valvuloplasty) « prosthetic valve dysfunction (regurgitation or stenosis) due to fracture; bending (out-of-round configuration) of
the valve frame; underexpansion of the valve frame; calcification; pannus; leaflet wear, tear, prolapse, or retraction; poor valve
coaptation; suture breaks or disruption; leaks; mal-sizing (prosthesis-patient mismatch); malposition (either too high or too low)/
malplacement « prosthetic valve migration/embolization « prosthetic valve endocarditis « prosthetic valve thrombosis « delivery
catheter system malfunction resulting in the need for additional re-crossing of the aortic valve and prolonged procedural time «
delivery catheter system component migration/embolization « stroke (ischemic or hemorrhagic), transient ischemic attack (TIA),
or other neurological deficits « heart failure « cardiac failure or low cardiac output « ancillary device embolization « individual organ
(for example, cardiac, respiratory, renal [including acute kidney failure]) or multi-organ insufficiency or failure « major or minor
bleeding that may require transfusion or intervention (including life-threatening or disabling bleeding) « vascular access-related
complications (eg, dissection, perforation, pain, bleeding, hematoma, pseudoaneurysm, irreversible nerve injury, compartment
syndrome, arteriovenous fistula, stenosis) » mitral valve regurgitation or injury « conduction system disturbances (for example,
atrioventricular node block, left-bundle branch block, asystole], which may require a permanent pacemaker « infection (including
septicemia) « hypotension or hypertension « hemolysis * peripheral ischemia « bowel ischemia * abnormal lab values (including
electrolyte imbalance) » allergic reaction to antiplatelet agents, contrast medium, or anesthesia * exposure to radiation through
fluoroscopy and angiography « permanent disability.

Pleasereference the CoreValveand CoreValve EvolutRInstructions for Use for moreinformation
regarding indications, warnings, precautions and potential adverse events.

CAUTION Federal law (USA) restricts this device to sale by or on the order of a physician.

©2016 Medtronic. Allrights reserved.
Medtronic, Medtroniclogo and Further, Together are trademarks of Medtronic.
™*Third party brands are trademarks of their respective owners. All other brands

are trademarks of a Medtronic company.
UC201704294EN 10/2016
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ASPIRATION CATHETER

The Export Advance™ aspiration catheter delivers consistent, high-performing
aspiration power when it matters most—restoring flow and protecting patients.

ty' and Kink Resistance

Combining innovative technology with precision
and performance, the Export Advance catheter
confidently delivers in a wide range of anatomies.

Full Wall Variable Braiding Technology shaft

X : : . Proximal shaft
construction provides variable levels of stiffness ..
without joints for optimal catheter performance Rl enhiances
pushability

Preloaded stylet facilitates dependable delivery
to target aspiration site

hances stiffness’ in the shaft during




e, High-Performing Aspiration Power

When every second counts, the Export Advance catheter’s
sleek design effectively extracts thrombus.

Large extraction lumen (0.044" proximal; 0.043" distal)
increases aspiration power

+ Optimised hub geometry provides improved flow

« Soft, short, forward-facing tip design permits
excellent particle capture

t" Patients Treated
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Export Advance”

ASPIRATION CATHETER

Lubricious hydrophilic 38-cm coating reduces friction and
ensures smoother advancement through difficult vessels

Radiopaque tip marker
provides exceptional
distal visualisation for

Product
Code

ADVANCECE

Guide
(in.)

6 F min. guide

1.D.0.070

precise device placement

Wire

(in.)

0014

Compatibility Compatibility Length
(cm)

Indications for Use

The Export™ aspiration catheter is indicated for use in the central and peripheral
circulatory system, including saphenous vein grafts to:
- Contain and aspirate embolic material (thrombus/debris) while performing
percutaneous transluminal coronary angioplasty, percutaneous transluminal
angioplasty and/or stenting procedures, and
« To subselectively infuse/deliver diagnostic or therapeutic fluids with or without

vessel occlusion.

Important Information

Prior to use, refer to the product Instructions for Use supplied with these devices
for indications, contraindications, side effects, suggested procedure, warnings

and precautions.

Trademarks may be registered and are the property of their respective owners.
For distribution only in markets where Export Advance™ aspiration catheter has
been approved. Not for distribution in the USA, Japan or France.
© 2013 Medtronic, Inc. All rights reserved. Printed in EU. UC201305018ML 3/13
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Europe

Medtronic Intl. Trading SARL
Route du Molliau 31

Case Postale

CH-1131 Tolochenaz
Switzerland

Tel: 41.21.802.7000

Fax: 41.21.802.7900
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Canada

Medtronic of Canada Ltd.
99 Hereford Street
Brampton, Ontario L6YOR3
Canada

Tel: 905.460.3800

Fax: 905.460.3998

Toll-free: 800.268.5346

Asia Pacific

Medtronic Intl. Ltd.

49 Changi South Avenue 2
Nasaco Tech Centre
Singapore 486056
Singapore

Tel: 65.6436.5000

Fax: 65.6776.6335

Latin America
Medtronic USA, Inc.
Doral Corporate Center |l

3750 NW 87th Avenue, Suite 700

Miami, FL 33178
USA

Tel: 305.500.9328
Fax: 786.709.4244

Proximal markers located
at 90 cm and 100 cm
indicate point at which
aspiration catheter exits
guide catheter, minimising
X-ray exposure



Fluency is a registered trademark of C. R. Bard, Inc. or an affiliate in the EU and certain other countries.

® BARD, BARD S.A.FE. and angiomed are registered trademarks of C. R. Bard, Inc. or an affiliate.
* S.AFE. designates Secure Adhesive FreE Tip-Design

Copyright © 2005 C. R. Bard, Inc. All Rights Reserved. 99571411 (07/2005-R)

™ Puzzle is a trademark of C. R. Bard, Inc. or an affiliate.

PULL-BACK DEVICE — e, -

Iuemu’q Deployment system working length: 80 cm 117 cm
p— ) Expanded Stent Delivery v v
I SIS Stent Graft Graft System
Diameter Length Diameter Order No. Order No.
Vascular Stent Graft [mm] (mm] [F]
D | ki | h 20 8 FVM05020 FVL05020
eployment system working lengt 30 8 FVMO05030 FVL05030
80 cm and 117 cm, Guidewire 0.035 in il 8 LI FVL05040
5 60 8 FVM05060 FVL05060
80 8 FVM05080 FVL05080
100 8 FVM05100 FVL05100
120 8 FVM05120 FVL05120
20 8 FVM06020 FVL06020
30 8 FVM06030 FVL06030
40 8 FVM06040 FVL06040
6 60 8 FVMO06060 FVL06060
80 8 FVMO06080 FVL06080
100 8 FVM06100 FVL06100
120 8 FVMO06120 FVL06120
20 8 FVM07020 FVL07020
30 8 FVM07030 FVL07030
40 8 FVMO07040 FVL07040
7 60 8 FVM07060 FVL07060
80 9 FVMO07080 FVL07080
uncovered 100 9 FVM07100 FVL07100
stent graft 120 9 FVYMO07120 FVL07120
end: 2 mm 20 9 FVM08020 FVL08020
1 30 9 FVM08030 FVL08030
e ina| i 40 9 FVM08040 FVL08040
SiiiE A 8 60 9 FVM08060 FVL08060
graft A/ / 80 9 FVM08080 FVL08080
e 100 9 FUM08100 FVL08100
(without WA 120 9 FVMO08120 FVL08120
i LA 30 9 FVMO09030 FVL09030
markers)
40 9 FVM09040 FVL09040
9 60 9 FVM09060 FVL09060
80 9 FVM09080 FVL09080
100 9 FVM09100 FVL09100
120 9 FVM09120 FVL09120
30 9 FVM10030 FVL10030
40 9 FVM10040 FVL10040
10 60 9 FVM10060 FVL10060
80 9 FVM10080 FVL10080
100 9 FVYM10100 FVL10100
120 9 FVM10120 FVL10120
30 10 FVM12030 FVL12030
40 10 FVM12040 FVL12040
12 60 10 FVM12060 FVL12060
80 10 FVM12080 FVL12080
100 10 FVYM12100 FVL12100
120 10 FVM12120 FVL12120
30 10 FVM14030 FVL14030
40 10 FVM14040 FVL14040
135 60 10 FVM14060 FVL14060
80 10 FVM14080 FVL14080
100 10 FVYM14100 FVL14100
120 10 FVM14120 FVL14120
Minimum order quantity: 1 unit
Not For Distribution in the U.S. or to any U.S. customer.
Please consult product labels and inserts for any
indications, contraindications, hazards, warnings,
cautions and directions for use.
angiomed
‘ " [BARID
N [BARD angiomed GmbH & Co. Medizintechnik KG P\
PERIPHERAL Subsidiary of C. R. BARD, Inc. PERIPHERAL
h VASCULAR WachhausstraBe 6 ® D-76227 Karlsruhe, Germany VASC U LA R
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VASCULAR STENT GRAFT

_ The FLUENCY?® Plus Stent Graft
consists of a self-expanding Nitinol
skeleton, encapsulated with two

ultrathin layers of ePTFE

_ The luminal surface of the
ePTFE is impregnated with
Carbon

 Highly radiopaque PUZZLE™
Tantalum Markers provide superior
fluoroscopic visualization during the
entire Stent Graft placement
procedure

_ The excellent radial
expansion force and the
2mm flared bare Stent
Graft ends minimize the
risk of dislocation

Patient with
iliac artery

occlusion

_ Minimal Stent Graft
- foreshortening during

0 3 _ deployment further con-

" i tributes to placement
.RFOprletaéy accuracy

A PUZZLE™ Tantalum

\NGPiovides superior F N _ FLUENCY® Plus
visibility of stent . Stent Grafts are

MRI safe and

compatible

After implantation of a FLUENCY® Plus
Vascular Stent Graft
(8 mm diameter/40 mm length)

Continuing the innovation, the FLUENCY® Plus Stent Graft now features the
BARD S.A.F.E.®" DELIVERY SYSTEM including the unique catheter tip,
which is formed from the outer sheath. During deployment the new tip

disappears from the distal end of the deployment system.

During the retraction there is no tip visible on the inner catheter.
The tip of the BARD S.A.F.E.®” DELIVERY SYSTEM
is retracted as part of the outer sheath.

This proprietary delivery system technology features a multifunction braided

catheter with optimal balance between shaft Pushability and progressive
Flexibility at the catheter tip, providing excellent Trackability to the
target lesion site.

® Unique Catheter Tip Design
@ Multifunctional Braided Catheter

® Low profile 8F, 9F and 10F delivery systems
reduce trauma to the patient

® The soft and atraumatic tip is tapered
to fit 0.035 in guide wires

@ The "tipless inner catheter" reduces
the risk of catheter entanglement post
stent graft deployment

® A radiopaque marker band is
integrated into the outer sheath and
moves towards the handle during
stent graft deployment substantially
contributing to placement control
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Instructiuni de utilizare

o Legeafederald (SUA) restrictioneazs acest dispozitiv la vanzarea, distributia si utilizare de ctre, sau la ordinul unui medic.
o Acest dispozitiv trebuie utilizat numai de citre medici care au o intelegere aprofundat a angiografiei si a procedurilor neuro-

interventionale percutanate.

DESCRIERE
Bobina detasabild AXIUM ™ consta dintr-o bobina de embolizare de platina atasata la un impingator compozit pentru plantarea a implantului ce
are un marker de pozitionare radioopac si un dispozitiv de decuplare instantanee (1.D.) care, atunci cnd este activat, detaseazi bobina de varful
PGLA sau mici

impingétorului. Unele dintre bobinele detasabile AXIUM ™ sunt imbinate cu micr din nailon. I.D. se vinde

separat.

OMPATIBILITTATEA DISPOZITIVULUI
Pentru utilizarea sistemului cu bobina detasabila AXIUM™ sunt necesare urmatoarele dispozitive:

AVERTIZARI

«  Dacé sub imagistica fluoroscopici este observatd o miscare anormal3 a bobinei detasabile AXIUM™ dup plantarea bobinei si inainte de
detasare, scoateti bobina si inlocuiti-o cu o alts bobind il AXIUM ™ de dimensiuni mai adecvate. Miscarea bobinei poate indica
faptul cd bobina ar putea migra, dup ce este detasata. De asemenea, trebuie efectuate controalele angiografice inainte de detasarea
bobinei, pentru a se asigura c& masa bobinei nu extravazeaz3 din vasul principal.

*  Maparea fluoroscopic digitala de inalt3 calitate este obligatorie pentru a realiza cateterizarea siguré a anevrismului sau a vasului, si
pentru plasarea corect3 a primei bobine. Tn cazul anevrismelor mai mici, acesta este un pas deosebit de important.

*  Daci este necesar repozitionarea bobinei detasabile AXIUM™, aveti grij deosebitd s3 retrageti bobina sub fluoroscopie intr-o miscare
I cuimpingstorul i i. Dacs bobina nu se miscs cu manevra unu-la-unu sau repozitionarea este dificil, bobina a fost
intins si s-ar putea rupe. Scoateti-le lent si aruncati atét cateterul, cat si bobina

«  Datoritd naturii delicate a bobinei detasabile AXIUM™, in cilor vasculare sinuoase citre anumite anevrisme si vase, si datorits
morfologiilor variate ale anevrismelor intracraniene, bobina se poate intinde ocazional in timp ce este manevrata. intinderea este un
precursor al unor potentiale defectiuni, cum ar fi spargerea bobinei si migrarea sa.

Dac3, in timpul retragerii bobine detasabile AXIUM™ care se afl4 intr-un unghi acut fat3 de varful cateterului, operatorul simte rezistent3,
prin repozitionarea cu atentie a varfului distal al cateterului la ostiumul anevrismului, sau doar usor in interiorul arterei de baz3, este
posibil s3 se evite intinderea sau ruperea bobinei.

*  Aveti grija sd nu intepati manusile sau drapajele sterile in timp ce manipulati impingatorul implantului.
*  Pentru a obtine ocluzia necesard in unele anevrisme sau vase, poate fi necesara plantarea mai multor bobine detasabile AXIUM™.

«  Efectul pe termen lung al acestui produs asupra fesuturilor extravasculare nu a fost stabilit, asa 3 trebuie s3 aveti grija ca dispozitivul s3

©  Acest dispozitiv este furnizat STERIL numai pentru o singura utilizare. Nu reutilizati si nu sterilizati. Reutilizarea si sterilizarea cresc riscul

it performantele

ils AXIUM™ cu grijs, pentru a evita deteriorarea, inainte sau in timpul tratamentului.

Alte produse accesorii (necesare pentru executarea unei proceduri)
Cateter de ghidaj 6-8F *

Microcateter cu doud bandelete de marcare (vezi mai sus*

Fire de ghidaj compatibile cu microcateterul*

Set infuzie continui de solutie salind /heparina *

Supape hemostatice rotative (RHV)*

Robinet cu trei cai*

Robinet cu o cale*

Stativ V¥

Teacd femurala*

* Nu este livrat ca parte asi i; este ales pe baza tei si preferintelor medicului.
INDICATII DE UTILIZARE
Bobinele detasabile AXIUM ™ sunt destinate embolizérii endovasculare a anevrismelor intracraniene. Bobinele detasabile AXIUM ™ sunt, de

asemenea, destinate embolizérii altor anomalii neuro-vasculare, cum ar fi ile arteri sifistulele arteri

COMPLICATII POSIBILE

Complicatiile potentiale includ, dar nu se limiteaz3 la acestea:

*  Hematom lalocul de intrare * Episoade trombo-embolice

*  Perforarea vasului sanguin *  Deficite neurologic, inclusiv accident vascular cerebral si deces
«  Spasmul vascular « Tromboza vasculari

«  Hemoragie « Ischemie

AVE

ZARI

+  Bobina detasabils AXIUM ™, piesa de livrare si teaca introductoare sunt furnizate intr-un pachet steril si nepirogen, nedeschis si
nedeteriorat. Pachetul trebuie verificat pentru eventuale deteriorari. Bobinele detasabile AXIUM ™ deteriorate nu trebuie utilizate,
deoarece aceasta poate duce la ranirea pacientului.

«  Bobinele detasabile AXIUM ™ sunt de unics folosint. 1.D. furnizat steril si poate fi utilizat doar la un singur pacient. Dup4 utilizare, nu
resterilizati si / sau refolositi. sau ili pot promite i structurald a i si / sau pot
duce la defectarea dispozitivului care, la randul siu, poate duce la rinirea pacientului, la boal sau deces.

¢ Nu utilizati daca ambalajul steril a fost compromis sau deteriorat.

«  impingstorul si / sau bobinele de plantare a implantului deteriorate pot afecta desfésurarea bobinei si stabilitatea in interiorul
vasului sau anevrismului, ceea ce poate duce la migrarea sau extravazarea bobinei.

¢ Nu rotiti impingétorul implantului fn timpul sau dupa plantare bobinei in anevrism. Rotirea impingatorului dupa livrarea bobinei in
anevrism poate duce la intinderea bobinei sau la detasarea prematura a bobinei de la imping3tor, ceea ce ar putea duce la migrarea
bobinei.

¢ Nu utilizati dispozitive hemostatice pentru a avansa impingatorul. Acest lucru poate duce la indoirea impingatorului, ceea ce poate
duce la detasarea prematura a bobinei.

« Tnainte de detasarea bobinei detasabile AXIUM ™ verificati ca axul distal al microcateterului s3 nu fie tensionat.. Compresia axial sau
fortele de intindere ar putea fi acumulate in microcateter, provocand miscarea varfului in timpul plantdrii bobinei detasabile
AXIUM™. Miscarea varfului microcateterului poate provoca ruperea anevrismului sau a vasului.

+  Avansareaimpingitorului dincolo de varful microcateterului, dup3 ce bobina a fost desfésuraté si detasatd, implica riscul de rupere a
anevrismului sau de perforatie a vasului.

Nu avansati bobina detasabils AXIUM™ dac simiiti rezistent, ci doar dupé ce cauza rezistentei a fost eliminaté sub vizualizare fluoroscopics.

Tipul Diametrul (mm) Diametrul interior minim Decuplare
al micro-cateterului
axium™ rimana in spatiul intravascular
Bobine detasabile Neizolat Toate 0.0165 1.D.
|Axium™ infectarii paci i si
Bobine detasabile PGLA Dela2la 10 0.0165 1.D.
[podum™ PGLA De la 12in sus 0.020 1D
Bobine detasabile - -
™ PRECAUTII
Bobine detasabile Nailon Dela2la4 0.0165 1.D.
. ipulati bobina
|Axium™ . . .
Bobine detasabile Nailon De la5insus 0.020 1.D.

Avansarea bobinei in astfel de situatii poate duce la distrugerea acesteia si /sau a cateterului, sau la perforarea vasului.

Este esential s& confirmati compatibilitatea cateterului cu bobina detasabila AXIUM™. Diametrul exterior al bobinei detasabile AXIUM™

trebuie verificat pentru v asigura ca bobina nu va bloca cateterul.

Pista dispensorului, teaca introductorului si dispozitivul 1.D. nu sunt destinate contactului cu pacientul.

Nu utilizati bobina detasabils AXIUM™ si 1.D. dup4 data de expirare tiparits pe eticheta produsului.

Pentru a obtine o performant3 optimé a bobinei detasabile AXIUM™, si pentru a reduce riscul de complicatii tromboembolice, este esential

s& se mentina perfuzarea continud a unei solutie de spalare adecvats.

Avansati si retrageti bobinele detasabile AXIUM™ incet silin, in special in anatomia sinuoas3. Scoateti bobina dac se observ o frecare
neobisnuits sau,zgériere”. Dacé se observa frictiune intr-o a doua bobin3, examinati cu atentie atat bobina, ct si cateterul, pentru a

observa posibile deteriorari, cum ar fi flambarea sau inclinarea axului cateterului, sau o imbinare fuzionatd necorespunzator.

Daci se observa sau inclinarea fr

i, apucati partea cea mai distal3 a imping3torului, distal3 fata de zona de flambare,
blocare sau rupere si scoateti-| din microcateter.

Nu avansati fortat bobina dac aceasta s-a asezat i interiorul sau fn afara microcateterului. Identificati rezistentei si, daci este necesar,

scoatefi sistemul.

Dacé se simte rezistenté la ispozitivului de impingere a i i, trageti simultan cateterul de perfuzie pand cand dispozitivul

de impingere poate fi indepartat fara rezistents.

Dacé se simte rezistent in timpul livrérii bobinei, scoateti sistemul i verificati dacé existd deteriordri ale cateterului.

PASTRARE

Pastrati bobinele detasabile AXIUM™ in incdperi ricoroase si uscate.

Unele dintre bobinele detasabile AXIUM™ sunt imbinate cu microfilamente PGLA. Péstrati si aceste configuratii intr-un loc récoros si uscat, cu o
temperatura maximé de depozitare care nu depéseste 50 °C (122 °F). Un indicator de temperaturd este amplasat pe fiecare cutie si pungs pentru
configuratiile PGLA ale bobinei detasabile AXIUM™. Daca produsul a fost expus la temperaturi mai mari de 50 ° C (122 ° F), indicatorul de

temperaturé de pe cutie si/sau pungd se va schimba in rosu.

AVERTIZARE

+  Nuutilizati produsul dacé indicatorul de temperaturd de pe pungs sau din cutie este rosu. Indicatorul rosu inseamné c& produsul a fost
expus la o temperaturd mai mare de 50 °C (122 °F). Utilizarea produsului care a fost expus la temperaturi mai mari de 50 ° C (122° F)
poate compromite siguranta pacientului.

PREGATIREA PENTRU UTILIZARE

1. Pentru a obtine o functionare optima a bobinei detasabile AXIUM™, si pentru a reduce riscul de complicatii tromboembolice, este
recomandat s& se mentina spélarea continué cu solutie salin a) teaca femural3 si cateterul de ghidaj, b) microcateterul si cateterul de ghidaj
si ¢) microcateter si dispozitivul de impingere ai i si bobina i13 AXIUM™.

2. Introduceti cateterul de ghidaj corespunzitor, urménd procedurile recomandate. Conectati o supap& hemostatic rotativa (RHV) la butucul
cateterului de ghidaj. Atasati un robinet cu 3 ci la bratul lateral al RHV, apoi conectati o linie pentru splarea continus.

3. Atasati un al doilea RHV la butucul microcateterului. Atasati un robinet cu sens unic la bratul lateral al RHV, apoi conectati o linie pentru
splare continus.
Pentru bobinele detasabile AXIUM™: se recomands o piciturs din punga de presiune la fiecare 3-5 secunde.
Pentru bobine detasabile AXIUM™ din microfilament PGLA sau Nylon: se recomands o picturé din punga de presiune la fiecare 1-3

secunde.

4. Verificati toate armturile astfel incat s v asigurafi ¢ nu a intrat aer in cateterul de ghidaj, sau in microcateter, in timpul spalarii continue.

IMAGISTICA RMN DE DIAGNOSTIC

Testarea non-clinics a demonstrat c& bobinele detasabile AXIUM™ sunt utilizabile cu imagistici RMN in anumite conditii. Bobinele detasabile
AXIUM™ pot fi scanate in siguranta in urmétoarele conditii:

s Camp magnetic static de 3-Tesla sau mai putin

«  Gradientul cmpului spatial de 720 Gauss/cm sau mai putin

«  Ratamedie specific de absorbtie (SAR) de 3 W/kg, la 15 minute de scanare.

i testele non-clinice, bobinele detasabile AXIUM™ au produs o crestere de 0,6 °C a temperaturi, la o rats maxima medie de absorbtie specifici
(SAR) de 3 W/kg la 15 minute de scanare RMN, intr-un sistem de scanare MR 3-Tesla (Excite, Software G3.0-0528, General Electric Healthcare,
Milwaukee, WI).
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INDICATII DE UTILIZARE 12.  Tnainte de a atasa I.D., verificati daci RHV este corect blocat in jurul impingatorului implantului, pentru a v asigura ci bobina nu se

R misca in timpul procesului de tare. Asigurati ca i este liniar intre RHV si I.D. Tndreptarea acestei
1. indepértati incet si simultan bobina detasabil3 AXIUM™ si teaca intr din calea de acces. Verificati impingétorul proximal al

sectiuni a impingstorului optimizeazi alinierea la 1.D.
implantului pentru nereguli. Dacé exista nereguli, inlocuiti cu 0 noud bobina detasabils AXIUM™.

13, Tineti capitul proximal al impingitorului la captul distal al indicatorului de incércare. Avansati I.D. peste capéitul proximal al
5 i verificati dac existd posibile nereguli

ale bobinei sau ale zonei de detasare. Datorita riscului potential de deteriorare, trebuie s3 existe verificare vizual3. Dacé exist3 probleme,
inlocuiti cu 0 noud bobina detasabils AXIUM™.

2. Avansati lent bobina detasabils AXIUM™ in afara teaca intr i, in palma m L P R - -
impingatorului, pan cand indicatorul de incircare intr3 complet in orbita si impingitorul este asezat ferm in actuator (vezi Figura 3)..

2. 3.

5 & Figura 3

Indicator de limita proximald de incércare

>

Gata de detasare

. Apucati impingitorul aici atunci cand RHV si impingtorul implantului sunt in linie
avansati 1.0, peste impingtorul implantului. dreapts, iar capatul distal al indicatorului de

incércare este complet introdus in butucul 1.D.

~
v

Figural

w

1. Implant

2. Zon4 de detasare

3. Marker aliniere bobind

4. Tmpingétor

5. Indicator rupere hipotub (HBI)
6. Indicator de incarcare pozitiva

. Avansati 1.D. peste impingétor.

Nots: Daci banda indicatoare este in continuare afisat3 (asa ca in Figura 4 de mai jos), 1.D. trebuie avansat mai mult, pan3 cand
3. Scufundati lent bobina detasabils AXIUM™ si zona de detasare a acesteia in solutie salina heparinizat3. Avetj grija 3 nu intindeti bobina in PR, ) . o )

! s $ s ) ’ ! ! imping&torul implantului este asezat complet in butuc, asa ca in Figura 3 de mai sus.
timpul acestei proceduri, pentru a putea péstra memoria bobinei. In timp ce elementele sunt incé scufundate in solutia salin&

heparinizats, asezati teaca introductoare, la vertical, in solutie salin3, si trageti usor varful distal al bobinei in teaca introductoare.

4. Introduceti capétul distal al tecii introductoare prin supapa hemostaticé rotativé (RHV) si in butucul microcateterului pand cand teaca este
asezats ferm. Strangeti RHV in jurul tecii, pentru a preveni intoarcerea fluxului sanguin, dar nu atat de strans inct s3 deterioreze bobina 1.
in timpul introducerii sale in cateter.

5. Transferati bobina detasabils AXIUM™ in microcateter, avansand lent i continuu fmpingatorul implantului, (curse de 1-2 cm). Odats ce
portiunea flexibilé a dispozitivului de fmpingere a i i a intrat in axul cateterului, sl3biti RHV si indepértati teaca introductoare

peste capitul proximal al dispozitivului de fimpingere a implantului. Nu incercati s3 avansati intregul dispozitiv de impingere in teaca

introductoare, deoarece aceasta poate cauza indoirea proximal3 a dispozitivul de impi Opriti-vé la aproximativ 15 cm de capatul

distal al imping3torului. Odats finalizat, strangeti RHV in jurul impingatorului. Dacd veti l3sa teaca introductoare in pozitie, aceasta va
intrerupe infuzia normal3 de solutie de sp3lare, si va permite fluxul de singe s revina fnapoi in microcateter. Fiqura 4
6. Verificati vizual dacé solutia de splare este perfuzats normal. Odat4 confirmat, slabiti RHV suficient pentru a avansa impingétorul 9

implantului, dar nu suficient pentru a permite flux de sange inapoi in impingétorul.
]} I, . R . 1. nu este incércat complet
7. Avansati bobina detasabila AXIUM™, sub vizualizare fluoroscopic3, si pozitionati-o cu atentie in locul dorit. Dacé plasarea bobinei nu este P

satisfacitoare, retrageti-o lent, trigand de impingatorul implantului, apoi avansati din nou, incet, pentru a repozitiona bobina. Dacé 14. Pentru a detasa bobina, puneti

D. i palmé si retrageti glisorul cu degetul mare, pana cand se opreste si face lic, apoi l3sati lent glisorul
als. Demontati 1.D.

dimensiunea bobinei nu este adecvat, scoateti-o si inlocuiti-o cu o bobina de dimensiuni adecvate. pentru sé revind la pozitia i

a.  Daca se observi flambarea sau incovoierea impingdtorului, apucati partea cea mai distald a acestuia, distal fata de zona de Not3: 1.D. poate fi, de asemenea, indepértat la sfarsitul cursei, daca se doreste. Pentru a indeparta 1.D.) la sfarsitul cursei, tineti glisorul

incovoiere, flambare sau rupere, si scoateti-l din microcateter. cu degetului mare in pozitia cea mai anterioara si scoateti I,D. (vezi Figura 5).

L— >

Nu utilizati dispozitive hemastatice pentru a incerca s& avansati impingatorul. Acest lucru poate indoi impingatorul, ceea ce poate duce la
detasare prematurd a bobinei.

8. Continuafis& avansafi bobina detasabils AXIUM™ pani cand markerul de aliniere cu bobina al impingétorului este aproape distal fatd de
markerul proximal al microcateterului (vedeti figura 2).
b.  Avansati markerul de aliniere a bobinei imediat dincolo de banda de marcare din zona proximal3 a cateterului, apoi retrageti
impingéitorul pani cand markerul de aliniere a bobinei creeaz4 un ,T” cu banda proximal3 de marcare a cateterului, sub
vizualizare fluoroscopics. Aceastd manevra scade presiunea la inaintare, care poate duce la detasarea fals pozitivi a bobinei.

1.

Figuras

1. Gata pentru detasare 2. Capatul distal al indicatorului de incarcare este intrat complet in butucul 1.D.

15.  Detasare completd a bobinei trebuie verificatd prin monitorizare fluoroscopics, pentru a putea confirma c& bobina s-a desprins. Trageti
incet impingatorul in timp ce il urmriti fluoroscopic, pentru a v asigura ci bobina nu se miscé. In cazul, putin probabil, c4 bobina se
miscs, repetati pasii 12-14. Dac este necesar, avansati impingatorul implantului pentru a restabili alinierea markerului bobinei cu

=

R

I cateterul. Verificati detasarea bobinei asa cum am descris mai sus.
= S R 16.  Daca doriti sa confirmati detasarea, apucati indicatorul de incarcare pozitivd intre degetul mare si ardtatorul mainii stangi si capatul
k proximal al impingatorului de livrare a i i cu degetul mare si arititorul mainii drepte. Trageti usor de cap3tul proximal al
impingatorului. Dacs se deplaseaz liber prin tub, sistemul este detasat corect. Daci nu, repetati pasii 13-15.
—— 2 3. Not: Dac bobina nu se desprinde dupé 3 incercéri, eliminati 1.D. si inlocuiti-l cu un nou ID.
Fi gura 2 17.  Tncazul, foarte rar, in care bobina nu se desprinde si nu poate fi scoasi din dispozitivul de impingere a implantului, urmati pasii de mai jos

pentru detasare.
a. Prindeti hipotubul la aproximativ 5 cm distal fat3 de indicatorul de sarcin pozitiva, a indicatorul de rupere a hipotubul, si
1. Marker aliniere bobina Indoiti impingatorul - doar distal fat3 de HBI, la 180°,
;: E::g: mareere iz‘tee‘fe’r";“’s’:';‘“a‘ b.  indreptati apoi impingitorul spre inapoi, si continuati indoirea si pani cand tubul impingstorului se deschide
expunand elementul de eliberare (Figura 6).

9. Stréngeti RHV pentru a preveni deplasarea impingstorului.

10.  Scoatetil.D. din ambalajul s3u protector si asezati-| in cAmpul steril. I.D. este ambalat separat, ca dispozitiv steril, si este destinat
utilizarii pe un singur pacient.

11.  Confirmati din nou, sub vizualizare fluoroscopic3, c& markerul de aliniere a bobinei impingatorului este in ,T” cu markerul proximal al
microcateterului.

W]



Figura 6

. Separati lent capetele proximale si distale ale impingtorului deschis. Apoi, sub fluoroscopie, trageti portiunea proximals a
impingatorului implantului aproximativ 2-3 cm, pentru a confirma detasarea implantului, conform instructiunilor de utilizare a
acestuia (Figura 7).

2em -3 cmf——>~ -

>—3X Tl O

Figura 7

18, Odats ce a fost detectats detasarea bobinei si confirmat fluoroscopic, retrageti incet impingétorul din microcateter.

AVERTIZARE

In cazul in care

a. I cazul unei detaséri fals pozitive (incercarea de detasare a esuat), scoateti bobina din zona de tratare si din microcateter, si
fnlocuiti-o cu 0 noud bobina detasabild AXIUM™.

b, n cazul unei detaséri fals negative (bobina se detaseaza prematur), indepartati impingatorul implantului si

i) Avansati bobing cea nous fn asa fel incat s& impingd coada rimasé a bobinei detasate prematur in zona de tratament.

ii) Scoateti bobina detasatd prematur, cu ajutorul dispozitivul de recuperare ct 5
19, Daci este necesard plantarea unei bobine suplimentare, repetati pasii 1-18,.
20 Dupi finalizarea proceduri, eliminati 1.D.

AVERTIZARE

« Nuresterilizati 1.D. Acesta poate fi utilizat pe un singur pacient.

+ LD, este proiectat pentru un maxim de 25 de cicluri.

35



GLOSAR DE SIMBOLURI
INTERNATIONALE

122°F
50°C

STERILE[EO] | onscc e

Limita superioars de temperatura

0 singurs utilizare

lAtentie: Legea federal3 (SUA) restrictioneaz3 vanzarea acestui dispozitiv de citre, sau la ordinul unui

°N LY medic

Evitati temperaturile extreme
Nu resteriliza

Atentie, consultati documentele insotitoare

REF INumir de catalog

Utilizare conditionata cu RMN

Producétor

Folositi inainte de data...

Lot| -

Nepirogen

Continutul ambalajului
\ pastrati ferit de lumina directs a soarelui CONTENTS
()

.
T pastrati uscat




Detachment Tips

Suboptimal Conditions Indication

Verify under fluoroscopy that the coil has detached by slowly
pulling back on the delivery wire and monitoring the fluoro
image to ensure the coil does not move. If the coil moves,
check marker band alignment with microcatheter, check and
adjust flush, and flush the system to remove contrast, then
repeat detachment process.

Patient Needs Grounding

The InZone® System detected a Legacy GDC® or Matrix2®
Detachable Coil. The patient needs to be grounded using

the 1ZDS® Connecting Cable and a sterile 20- or 22-gauge
uncoated stainless steel hypodermic needle. When a complete
circuit is detected, the amber light will stop blinking and
become steady and the OK indicator will show a solid green
light accompanied by a single beep. When the detach button is
pressed and released, the GROUNDING indicator will turn off.

If the GROUNDING indicator is still blinking after following
the grounding instructions, verify that the IZDS Connecting
Cable is securely connected, the needle is uncoated, the
coil is properly aligned, and that the coil has not detached.
If the GROUNDING indicator continues to blink, the IZDS
Connecting Cable and/or needle may need to be replaced.

Grounding Indicator llluminated While Using
Target® Detachable Coil

Remove the InZone Detachment System completely from the

delivery wire and reinsert the wire in the InZone Detachment
System. If after several insertion attempts the device fails to

recognize the Target® Detachable Coil, replace the device and

notify your Stryker Neurovascular representative.

Grounding Indicator Not llluminated

\While Using Legacy Coil

Remove the InZone Detachment System completely

from the delivery wire and reinsert the wire in the InZone
Detachment System. If after several insertion attempts
the device fails to recognize a Legacy GDC or Matrix2
Detachable Coil, replace the device and notify your Stryker
Neurovascular representative.

InZone Detachment System Will Not
Power On

If the InZone Detachment System remains powered off
for more than one second, remove the system completely
from the delivery wire and reinsert the wire in the InZone
Detachment System, allowing the system one second

to power on. If after several insertion attempts there is
still no power, replace the device and notify your Stryker
Neurovascular representative.

InZone Detachment System Sounds a Single
Beep and No Indicator Light is llluminated
The delivery wire was incompletely inserted, was removed,
or lost electrical contact before the detachment cycle was
completed. To restart detachment, simply reinsert the wire
to establish the contact connection and begin the
detachment process.

InZone Detachment System Will Not Come
Out of Sleep Mode

If pressing the DETACHMENT BUTTON does not bring the
system out of Sleep Mode, the coil delivery wire has lost
contact with the InZone Detachment System. Remove the
InZone Detachment System completely from the delivery
wire and reinsert the wire in the InZone Detachment System
to reset the system.

THE UPGRADED

INZone®

°,

LED Summary

”‘.0 DETACHMENT SYSTEM

SYSTEM Solid Green

READY 1 Beep Ready to Detach

#0:E00 Solid Green
FLOW No Sound

Current Flowing
(Do Not Remove)

Solid Green
3 Short Beeps: Detachment Detected*
CYCLE <10 second cycle

COMPLETE Flashing Green

1 Long Beep:
10 second cycle

Second Detach Cycle is
Recommended*
(Suboptimal Conditions)

Flashing Amber
1 Beep

Patient Needs Grounding

GROUNDING :
Solid Amber

1 Beep

Patient Grounding Complete

LOW Flashing Amber
=ymi=:44 - No Sound

System Battery is Low
(Replace Device)

*Verify detachment under fluoro

Stroke: Our Only Focus. Our Ongoing Promise.

stryker

Neurovascular

Target® Detachable
Coil Accessories

Product
Number

Description

InZone
Detachment 451009-5
System

[ZDS®
Connecting 451102-5
Cable




InZone® Detachment System

See package insert for
complete indications,
contraindications, warnings
and instructions for use.

INDICATIONS FOR USE

The InZone Detachment System is
intended for use with all versions of
Stryker Neurovascular detachable
coils in the embolization of intracranial
aneurysms and other vascular
malformations of the neuro and
peripheral vasculature.

CONTRAINDICATIONS
None known.

POTENTIAL ADVERSE EVENTS

No adverse events are associated with
the use of the InZone Detachment
System as a stand alone device.
Failure to detach might result in
prolongation of the procedure or
additional intervention. Refer to
Stryker Neurovascular Detachable Coil
Directions for Use for adverse events
associated with the use of Stryker
Neurovascular detachable coils. Please
be aware that potential adverse
effects may arise even with the proper
use of medical devices. Accordingly,
this device should only be used by
persons qualified in the procedures for
which it is indicated.

Please notify your Stryker
Neurovascular representative
immediately if a device malfunctions
or patient complication or injury is
experienced or suspected associated
with the use of this device. Please
make every attempt to retain any
suspect device, its associated

components and their packaging for
return to Stryker Neurovascular.

WARNINGS

o Contents supplied STERILE using an
ethylene oxide (EO) process. Do not
use if sterile barrier is damaged. If
damage is found, call your Stryker
Neurovascular representative.

For single use only. Do not reuse,
reprocess or resterilize. Reuse,
reprocessing or resterilization may
compromise the structural integrity
of the device and/or lead to device
failure which, in turn, may result in
patient injury, illness or death. Reuse,
reprocessing or resterilization may
also create a risk of contamination

of the device and/or cause patient
infection or cross-infection, including,
but not limited to, the transmission of
infectious disease(s) from one patient
to another. Contamination of the
device may lead to injury, illness or
death of the patient.

After use, dispose of product and
packaging in accordance with
hospital, administrative and/or local
government policy.

This device should only be used

by physicians who have received
appropriate training in interventional
neuroradiology or interventional
radiology and preclinical training on
the use of this device as established
by Stryker Neurovascular.

The InZone Detachment System

can only be used with Stryker
Neurovascular detachable coils
(Target® GDC®, and Matrix?®) and
the 1ZDS® Connecting Cable. DO
NOT SUBSTITUTE any components
or devices from other manufacturers
or injury to the patient or user could
result.

® Advancing the coil delivery wire
beyond the microcatheter tip once the
coil has detached may increase the
risk of aneurysm or vessel rupture.

* Sliding the detachment system with
too much force or failing to tighten
the microcatheter RHV prior to
detachment may cause the delivery
wire to kink or result in displacement
of the coil and/or microcatheter tip
in the vessel, which could lead to
failed detachment, suboptimal coil
position postdetachment, vessel
perforation, aneurysm perforation,
pseudoaneurysm, or aneurysm
rupture. Do not advance the InZone
Detachment System over the coil
delivery wire against significant
resistance.

o After use, the InZone Detachment
System (excluding packaging)
should be handled and processed
as biohazardous material. After use,
dispose of the InZone Detachment
System unit in accordance with
hospital, administrative, and/or
local government policy for the
handling, processing, and disposal of
biohazardous materials. Dispose of
packaging, delivery wires, introducer
sheaths, IZDS Connecting Cable (UPN
M00345110250, if applicable), and
needle (if applicable) in accordance
with hospital, administrative, and/or
local government policy.

The use of cables and/or other
medical devices other than the IZDS
Connecting Cable specified may result
in increased emissions or decreased
immunity of the InZone Detachment
System.

The InZone Detachment System
should not be used adjacent to or
stacked with other equipment; if
adjacent or stacked use is necessary,

the InZone Detachment System
should be observed to verify normal
operation in the configuration in
which it will be used.

* No madification of the equipment is
allowed.

CAUTIONS:

o Federal Law (USA) restricts this
device to sale by or on the order of a
physician.

e Prior to beginning a procedure,
confirm that there are enough
detachment systems on the shelf to
complete the anticipated number of
detachments required. In addition,
one extra InZone® Detachment
System is required as backup for all
procedures. Verify that the InZone
Detachment Systems to be used are
within their indicated shelf life.

¢ One extra IZDS® Connecting Cable
(UPN M00345110250) and sterile
20- or 22-gauge uncoated stainless

steel hypodermic needle are required
as backup for all procedures using the
InZone Detachment System to detach

GDC® or Matrix?® Detachable Coils.
Verify that the cables and needles
to be used are within their indicated
shelf life.

¢ While it is essential to sufficiently

tighten the microcatheter RHV around

the coil delivery wire prior to using

the InZone Detachment System, over-

tightening the RHV could cause the
delivery wire to kink.

e Batteries are pre-loaded into the
InZone Detachment System. Do not
attempt to replace batteries or open
the enclosure.

e Increased detachment times may
occur when:

e Other embolic agents are present.

® Detachment zone is in contact
with the coil mass.

 Delivery wire and microcatheter
markers are not properly aligned.

© Thrombus is present on the coil
detachment zone.

 The IZDS Connecting Cable
has been resterilized. The IZDS
Connecting Cable is supplied
for one use only and should be
discarded after each procedure
(Only applicable when detaching

GDC or Matrix? Detachable Coils).

e |f device is set down, take care to
gently place it in a stable position
so that it does not slide off of the
delivery wire during detachment. If
device is held, take care to gently
hold it in a stable position so that
it does not slide off of the delivery
wire during detachment.

* In some ECG equipment,
perturbations may be observed
immediately before illumination of
the CYCLE COMPLETE indicator on
the InZone Detachment System.

Copyright © 2013 Stryker
90550208.AE

© Because coils are not always
detached following completion

of a cycle, ALWAYS verify under
fluoroscopy that the coil has
detached by slowly pulling back on
the delivery wire while monitoring
the fluoro image to make sure
there is no movement of the coil.

In the unlikely event the coil moves
(indicating it is still attached to the
delivery wire), check and adjust the
flush system, flush the system to
clear any contrast that may exist
around the detachment zone, check
and adjust the grounding setup
(only applicable when detaching
GDC or Matrix? Detachable Coils),
realign the delivery wire with the
microcatheter, tighten the RHV, and
repeat the detachment procedure.
Needle must not be coated.

If the patient experiences pain

at the site of the needle, or if
detachment times are increasing,
replace the needle with a new
needle ata new insertion site.

 The IZDS Connecting Cable is
intended for single patient use
only. Do not resterilize and/or
reuse. Resterilization could corrode
the connecting cable, resulting in
increased detachment times.

Disconnection or poor connection
of any part of the grounding setup
after the detachment system
indicates SYSTEM READY may
result in an inability to detach GDC
or Matrix? Detachable Coils.

The safety and performance
characteristics of the InZone
Detachment System when used
with another manufacturer’s
devices (whether coils, coil delivery
devices, catheters, guidewires
and/or other accessories), have
NOT been established. Due to the
potential incompatibility of non-
Stryker Neurovascular components
with the InZone Detachment
System, the use of another
manufacturer's device(s) with

the InZone Detachment System

is not recommended.

 The InZone Detachment System
needs special precautions
regarding EMC. Use of the InZone
Detachment System should be
according to the EMC information
provided within the Directions
for Use.

 Portable and mobile RF
communications equipment may
affect the performance of the
InZone Detachment System.

 eo [ree|
RAQA Manager

Stryker France S.A.S.
ZAC-Avenue de Satolas Green

Stryker Neurovascular
47900 Bayside Parkway

69330 Pusignan

France

C € osue |

Fremont, CA 94538-6515

stryker.com/neurovascular
stryker.com/emea/neurovascular
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Launcher™
Guide Catheter

ACTIVE
FLEXIBILITY

SUPPORTIVE
SECONDARY
CURVE

Encapsulated Wire Braid

MEDTRONIC FULL-WALL TECHNOLOGY:
Encapsulated flat-wire braid enables thinner,

more robust walls without compromising support,

retention, or torque response.

BALANCED
PERFORMANCE
THAT'S AHEAD OF
THE CURVE

The Launcher™ guide catheter offers you a blend
of flexibility, support and visualisation — the
capability you need to respond to your
challenging cases.

Advanced Platform Designed for Multiple

Interventional Approaches

m Designed for radial and femoral approaches

m Soft distal segment enables you to actively engage the guide
for backup support

m Full-Wall Technology construction provides kink resistance
and stable torque control

Enhanced Visualisation

m Large 5F1.D.(0.058 inches) allows for increased contrast flow
for enhanced visualisation

m Vest-Tech Nylon outer jacket provides excellent hub to
tip radiopacity

Full Range of Traditional and Specialty Curves

m Extensive collection of specialty transradial and
brachial curves



LAUNCHER™ 5 F GUIDE CATHETERS

LA5JL20 LA5SL30 LA5JCL15 LA5AL75 LA5SAL75 LA5EBU20
LA5JL30 LA5SL35 LA5JCL30 LA5AL10 LA5SAL10 LA5EBU30
LA5JL35 LA5SL40 LA5JCL35 LA5AL15 LA5SAL15 LA5EBU35
LA5JL40 LA5SL45 LA5JCL40 LA5AL20 LA5SAL20 LA5EBU375
LA5JL45 LA5SL50 LA5JCL45 LASAL25 LA5SAL25 LA5SEBU40
LA5JL50 LA5SL50 LA5JCL50 LA5AL30 LA5SAL30 LA5EBUA45
LA5JL60 LA5SL60 LA5AL40 LA5SAL40 LA5EBUS50

RIGHT CORONARY CURVES

Right Standard Short Right Amplatz Right Shepherd's Crook Right Backup Support Right

LA5JR30 LA5SR30
LA5JR35 LA5SR35
LA5JR40 LA5SR40
LA5JR45 LA5SR50
LA5JR50 LA5SR60
LA5JR60

OTHER CURVES

LA5JCR35
LA5JCR40
LA5JCR45
LA5JCR50

LA5AR10
LA5AR20
LA5ALR12

LA5SCR35
LA5SCR40
LA5SCR50

Short Amplatz Right

LA5SAR10
LA5SAR20

LA5RBU35
LA5RBU40

ECR

LA5SECR35
LA5SECR40
LA5ECR45

3-Dimensional

LA53DRIGHT

Multipurpose MAC (Multi-Aortic) Radial Specialty NOTO

LA5MB1 LA5MAC30
LA5MB2 LA5MAC35
LA5SMPST LA5MAC375
LA5HSI LA5MAC40
LASHSII LA5MACA45
LASHSIII LA5MAC50
LA5HSREL

LA5IMA
LA5LCB
LA5RCB
LAS5RCBII

Shaft Diameter:5F Inner Diameter:0.058in. 5 packs available in select curves

Indications for Use: The Medtronic Guiding Catheter is designed to provide a pathway through which therapeutic devices are introduced. The guiding catheter is intended to be used in the coronary or peripheral vascular system

LA5CHAMPO5
LAS5CHAMP10
LA5CHAMP15
LA5CHAMP20
LASCHAMP25
LAS5CHAMP30
LA5CHAMP35
LA5CHAMP40

Important Information: Refer to Instructions for Use supplied with the device for indications, warnings, precautions, and adverse effects.
CAUTION: Federal (USA) law restricts this device to sale by or on the order of a physician.
The curve recommendations in this guide are not meant to replace patient-specific clinical judgement.

Medtronic

Medtronic
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Santa Rosa, CA 95403
USA

Tel: 707.525.0111

LifeLine Customer Support
Tel: 877.526.7890
Tel: 763.526.7890

Product Services
Tel: 888.283.7868
Fax:800.838.3103

medtronic.com

Europe

Medtronic Intl. Trading SARL
Route du Molliau 31

Case Postale

CH-1131 Tolochenaz
Switzerland

Tel: 41.21.802.7000
Fax:41.21.802.7900

Canada

Medtronic of Canada Ltd.
99 Hereford Street
Brampton, Ontario L6Y OR3
Canada

Tel: 905.460.3800
Fax:905.460.3998
Toll-free: 800.268.5346
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LA5SMRADIAL
LA5MRESS
LA5RRAD

Asia Pacific

Medtronic Intl. Ltd.

49 Changi South Avenue 2
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Singapore 486056
Singapore

Tel: 65.6436.5000
Fax:65.6776.6335

© 2017 Medtronic. All rights reserved. Medtronic, Medtronic logo and Further, Together are trademarks of Medtronic. All other brands are trademarks of a Medtronic company.
For distribution only in markets where the Launcher™ guide catheter has been approved. Not for distribution in Japan or France. UC201701776IE 8/17
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Launcher™
Guide Catheter

MID-RANGE
FLEXIBILITY

SUPPORTIVE
SECONDARY
CURVE

MEDTRONIC FULL-WALL TECHNOLOGY:
Encapsulated flat-wire braid enables thinner,
more robust walls without compromising support,
retention, or torque response.

Encapsulated Wire Braid

BALANCED
PERFORMANCE
THAT'S AHEAD OF
THE CURVE

The Launcher™ guide catheter offers you a blend
of flexibility, support and visualisation — the
capability you need to respond to your
challenging cases.

Advanced Platform Designed for Multiple
Interventional Approaches
m Designed for radial and femoral approaches

m Flexible distal segment enables you to engage the guide for
backup support

m Full-Wall Technology construction provides kink resistance
and stable torque control

m Supportive secondary curve forincreased backup support
and curve retention

Enhanced Visualisation

m Large 6 F1.D.(0.071 inces) allows for increased contrast flow
for enhanced visualisation

m Vest-Tech Nylon outer jacket provides excellent hub to
tip radiopacity
Full Range of Traditional and Specialty Curves

m Extensive collection of traditional and specialty coronary
curves available




LAUNCHER™ 6 F GUIDE CATHETERS

LEFT CORONARY CURVES

Left Standard (JL) Short Left (SL) Amplatz Left Short Amplatz Left

LA6JL25 LABSL30 LA6JCL30 LABAL75 LABSAL75 LAGEBU30
LA6JL30 LABSL35 LABJCL35 LABAL10 LABSAL10 LAGEBU325
LA6JL35 LABSL40 LA6JCL40 LAGAL15 LABSAL15 LABGEBU35
LA6JL40 LABSL45 LA6JCL45 LABAL175 LA6SAL20 LAGEBU375
LAG6JL40P" LABSL50 LA6JCL50 LABAL20 LABSAL25 LAGEBU40
LA6JL45 LABSL60 LABAL25 LABSAL30 LAGEBU45
LA6JL50 LABAL30 LABSAL40 LABGEBUS50
LA6JLE0 LAGAL40

LABAL50
LAGFL35 LABFL35ST
LA6FL40 LAGFL40ST
LABFL40GA" LABFL45ST
LAGFL40PA LAGFL50ST

RIGHT CORONARY CURVES

Right Standard Short Right Amplatz Right Shepherd's Crook Right Backup Support Right

LA6JR30 LA6SR30 LAB6JCR35 LABARIO LA6SCR35 LABRBU35
LA6JR35 LA6SR35 LA6JCR40 LABAR20 LA6SCR40 LA6RBU40
LA6JR40 LAB6SR40 LA6JCR45 LABALR12 LA6SCR50 LA6RBU45
LA6JR40PA LA6SR45 LA6JCR50
LAGJR45 LAGSR50 ECR
LA6JR50 LAB6SR60 LA6SAR10 LA6ECR30
LA6JR60 LAB6SAR20 LAGECR35
LABECR40
LABFR35
LA63DRC
LA63DRIGHT
LA6MB1 LAB6MAC30 LA6LCB LA6CHAMPO5 LA6CHAMP 15K+ LAGLARA
LA6MB2 LAB6MAC35 LA6LCBD* LA6CHAMP10 LA6CHAMP20K+ LA6MRADIAL
LA6MP1 LAB6MAC375 LABRCB LA6CHAMP15 LA6CHAMP25K+ LA6G6MRESS
LA6MP2 LAEMAC40 LAB6RCBD* LA6CHAMP20 LABIMAK+ LA6RRAD
LAB6MPST LAEMAC45 LAGRCBII LA6CHAMP25 LA6JR40K+
LABHSI LAEMAC50 LABIMA LA6CHAMP30 LAB6MP 1K+
LABHSII LABIMAD* LA6CHAMP35 LABMPHK+ LAEGNOTO
LAGRMHSII LA6CHAMP40 LAGPK1IW++
LAGHSII LAGRDCK+
LABELGAMAL

D*=90cmshaftlength Shaft Diameter:6F K+=55cmshaftlength InnerDiameter:0.071in. W++=47 cmshaftlength P7=Posterior
To order curves with sideholdes, please add "SH" to end of modelnumber G*"=Anterior 5 packs availablein select curves

Indications for Use: The Medtronic Guiding Catheter is designed to provide a pathway through which therapeutic devices are introduced. The guiding catheter is intended to be used in the coronary or peripheral vascular system
Important Information: Refer to Instructions for Use supplied with the device for indications, warnings, precautions, and adverse effects.

CAUTION: Federal (USA) law restricts this device to sale by or on the order of a physician.

The curve recommendations in this guide are not meant to replace patient-specific clinical judgement.
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Launcher™
Guide Catheter

MID-RANGE
FLEXIBILITY

SUPPORTIVE
SECONDARY
CURVE

Encapsulated Wire Braid

MEDTRONIC FULL-WALL TECHNOLOGY:
Encapsulated flat-wire braid enables thinner,
more robust walls without compromising support,
retention, or torque response.

BALANCED
PERFORMANCE
THAT'S AHEAD OF
THE CURVE

The Launcher™ guide catheter offers you a blend
of flexibility, support and visualisation — the
capability you need to respond to your
challenging cases.

Optimal Balance Between Flexibility and Support

m Flexible distal segment enables you to engage the guide for
backup support

m Full-Wall Technology construction provides kink resistance
and stable torque control

m Supportive secondary curve for backup support when
delivering larger profile devices

Enhanced Visualisation

m Large 7 F1.D.(0.081 inches) allows for increased contrast flow
for enhanced visualisation

m Vest-Tech Nylon outer jacket provides excellent hub to
tip radiopacity

m Radiopaque marker band facilitates tip orientation for
ostial engagement

Full Range of Traditional and Specialty Curves

m Extensive collection of traditional and specialty coronary
curves available



LAUNCHER™ 7 F GUIDE CATHETERS

LEFT CORONARY CURVES Backup Support Left
Left Standard (JL) Short Left (SL) Amplatz Left Short Amplatz Left

LA7JL30
LA7JL35
LA7JL35GAA
LA7JL35P~
LA7JL40
LA7JL40D*
LA7JL40GA
LA7JL40P~
LA7JL45
LA7JL50
LA7JL60

LA7SL30
LA7SL35
LA7SL40
LA7SL45
LA7SL50
LA7SL60

Left Standard (FL)

LAGFL35
LAGFL40
LABFL40GAN

LAGFL40P~

LA7JR30
LA7JR35
LA7JR40
LA7JR40D*
LA7JR40PA
LA7JR45
LA7JR50
LA7JR60

FCR
LA7FCR35
LA7FCR40

OTHER CURVES

RIGHT CORONARY CURVES

Right Standard Short Right Amplatz Right

LA7SR30
LA7SR35
LA7SR40
LA7SR45
LA7SR50
LA7SR60

LA7JCL30
LA7JCL35
LA7JCL40
LA7JCL45
LA7JCL50

LA7JCR35
LA7JCR40
LA7JCR45
LA7JCR50

LA7AL75
LA7AL10
LA7AL10D*
LA7AL15
LA7AL20
LA7AL20D*
LA7AL25
LA7AL30
LA7AL40

LA7AR10
LA7AR10D*
LA7AR20
LA7AR20D*
LA7ALR12

LA7SAL75
LA7SAL10
LA7SAL15
LA7SAL20
LA7SAL25
LA7SAL30
LA7SAL40

LA7SCR35
LA7SCR40
LA7SCR50

Short Amplatz Right

LA7SAR10
LA7SAR20

Multipurpose MAC (Multi-Aortic) Peripheral

LA7HSI
LA7HSII
LA7RMHSII
LA7ZHSII
LA7HSIV
LA7MB1
LA7MB2
LA7MP1
LA7MP1D*
LA7MPST

D* =90 cmshaftlength Shaft Diameter: 7F K+ =55 cm shaftlength
To order curves with sideholdes, please add "SH" to end of model number

LA7MAC30
LA7MAC35
LA7MAC375
LA7MAC40
LA7MAC45
LA7MAC50

LA7IMA
LA7IMAD*
LA7LCB
LA7LCBD*
LA7RCB
LA7RCBD*
LA7RCBII

Inner Diameter: 0.081 in.
G~ "= Anterior

LA7CHAMPO5
LA7CHAMPO5D*
LA7CHAMP10
LA7CHAMP10D*
LA7CHAMP15
LA7CHAMP20
LA7CHAMP25
LA7CHAMP30
LA7CHAMP35
LA7CHAMP40

W++=47 cm shaft length

LA7CHAMP 15K+
LA7CHAMP20K+
LA7CHAMP25K+
LA7IMAK+
LA7JR40K+
LA7MPHK+
LA7MP1K+
LA7MPHK+
LA7PKIW++
LA7RDCK+
LA7SCR40K+
LA7STRD*

PA=Posterior

5 packs available in select curves

Shepherd's Crook Right

LA7EBU30
LA7EBU30D*
LA7EBU35
LA7EBU35D*
LA7EBU375
LA7EBU40
LA7EBU40D*
LA7EBU45
LA7EBUS50

Backup Support Right
LA7RBU35
LA7RBU40

ECR

LA7ECR35
LA7ECR40
LA7ECR45

3-Dimensional

LA73DRC
LA73DRIGHT

NOTO
LA7NOTO

EL GAMAL

LA7ELGAMAL

Indications for Use: The Medtronic Guiding Catheter is designed to provide a pathway through which therapeutic devices are introduced. The guiding catheter is intended to be used in the coronary or peripheral vascular system
Important Information: Refer to Instructions for Use supplied with the device for indications, warnings, precautions, and adverse effects.
CAUTION: Federal (USA) law restricts this device to sale by or on the order of a physician.
The curve recommendations in this guide are not meant to replace patient-specific clinical judgement.
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Launcher™
Guide Catheter

FLEXBILITY B AL AN CED

PERFORMANCE

THAT'S AHEAD OF
THE CURVE

ARy The Launcher™ guide catheter offers you a blend

of flexibility, support and visualisation — the
capability you need to respond to your
challenging cases.

Optimal Balance Between Flexibility and Support

m Flexible distal segment enables you to engage the guide for
backup support

m Full-Wall Technology construction provides kink resistance
and stable torque control

m Supportive secondary curve for backup support when
delivering larger profile devices

Enhanced Visualisation

m Large 8 F1.D.(0.090inches) allows for enhanced vessel
visibility and device passage

m Vest-Tech Nylon outer jacket provides excellent hub to
tip radiopacity

m Radiopaque marker band facilitates tip orientation for
ostial engagement

MEDTRONIC FULL-WALL TECHNOLOGY:
Encapsulated flat-wire braid enables thinner,
more robust walls without compromising
support, retention, or torque response.

Full Range of Traditional and Specialty Curves

m Extensive collection of traditional and specialty coronary
curves available

m 90 cm length catheters available for your specialty cases

Encapsulated Wire Braid




LAUNCHER™ 8 F GUIDE CATHETERS

LEFT CORONARY CURVES

Backup Support Left

Left Standard (JL) Short Left (SL) Amplatz Left Short Amplatz Left EBU

LA8JL30
LA8JL35
LA8JL40
LA8JL40D*
LA8JL45
LA8JL50
LA8JLEO
LA8JL70
LA8JL8O

LA8SL30
LA8SL35
LA8SL40
LA8SL45
LA8SL50
LA8SL60

RIGHT CORONARY CURVES

Right Standard Short Right Amplatz Right Shepherd'’s Crook Right Backup Support Right

LA8JR30 LA8SR30 LA8JCR35 LA8AR10 LA8SCR35 LA8RBU35
LA8JR35 LA8SR35 LA8JCR40 LA8AR20 LA8SCR40 LA8RBU40
LA8JR35D LA8SR40 LA8JCR45 LA8SALR12 LA8SCR50 LA8RBU40D
LA8JR40 LA8SR45 LA8JCR50
LA8JR40D LA8SR50 ECR
LA8JR45 LA8SR60 LA8ECR35
LA8JR50 LABECR40
LABJR60 LABECR45
LA8SAR10
LA8SAR20
LA83DRC
OTHER CURVES
Peripheral NOTO
LA8HSI LABMAC30 LA8IMA LABCHAMPO5 LA8CARL3D* LABNOTO
LA8SHSII LA8BMAC35 LA8IMAD* LABCHAMP10 LABCARLD*
LASRMHSII LABMAC375 LA8LCB LABCHAMP15 LABCHAMP 15K+
LASHSIII LASMAC40 LA8LCBD* LABCHAMP20 LABCHAMP20K+
LASMB1 LABMAC45 LA8BRCB LABCHAMP25 LABCHAMP25K+
LA8SMB1D* LABMAC50 LA8RCBD* LABCHAMP30 LABIMAK+
LASMB2 LA8BRCBII LABCHAMP35 LA8JR40K+
LABMB2D* LASCHAMP40 LABMP1K+
LASMP1 LASMPHK+ LASBELGAMAL
LABMPST LABPKIW++ LASELGAMAL2
LA8BRDCK+ LASELGAMAL3
LA8SCR40K+
LA8STRD*
LA8STRK+
LA8SW1
LABSW1D*
D* =90 cmshaftlength Shaft Diameter:8F K+ =55cmshaftlength Inner Diameter:0.090in. W++=47 cm shaftlength
To order curves with sideholdes, please add "SH" to end of model number 5 packs available in select curves
Indications for Use: The Medtronic Guidin esigned to prov path hrough which therapeutic devi introduced. The guiding catheter is intended to be used in the coronary or peripheral vascular system
Important Information: Refer to for pplied with the device for indications, warnings, precautions, and adverse effects
CAUTION: Federal (USA) law restricts this device to sale by or on the order of a physician.
The curve recommendations in this guide are not meant to replace patient-specific clinical judgement.
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Medtronic LifeLine Customer Support Europe Canada Asia Pacific Latin America
3576 Unocal Place Tel: 877.526.7890 Medtronic Intl. Trading SARL Medtronic of Canada Ltd. Medtronic Intl. Ltd. Medtronic

Santa Rosa, CA 95403
USA
Tel: 707.525.0111

medtronic.com

© 2017 Medtronic. All rights rese
For distribution only in markets

Tel: 763.526.7890

Product Services
Tel: 888.283.7868
Fax:800.838.3103

ed. Medtronic

ogo and Further, Tos
where the Launcher™ guide catheter has been a

LA8JCL30
LA8JCL35
LA8JCL35D*
LA8JCL40
LA8JCL40D*
LA8JCL45
LA8JCL45D*
LA8JCL50

Route du Molliau 31
Case Postale
CH-1131 Tolochenaz
Switzerland

Tel: 41.21.802.7000
Fax:41.21.802.7900

> t

rademarks of Medtronic. All other br.
ved. Not for distribution in Japan or France. UC

LABAL75
LASAL10
LABAL10D*
LABAL15
LABAL20
LA8BAL20D*
LABAL25
LABAL30
LA8AL40
LABAL40D*
LABAL50

99 Hereford Street
Brampton, Ontario L6Y OR3
Canada

Tel: 905.460.3800
Fax:905.460.3998
Toll-free: 800.268.5346

LA8SAL75
LA8SAL10
LA8SAL15
LA8SAL20
LA8SAL25
LA8SAL30
LA8SAL40

49 Changi South Avenue 2
Nasaco Tech Centre
Singapore 486056
Singapore

Tel: 65.6436.5000
Fax:65.6776.6335

LASEBU30
LASEBU35
LABEBU35D*
LASEBU375
LASEBU40
LABEBU40D*
LASEBU45
LASEBU50

9850 Doral Bivd., 4th Floor
Miami, FL 33178

USA

Tel: 786.709.4200
Fax:786.709.4244



COMPATIBLE
WITH PHENOM™ 21
AND 27 CATHETERS

48 AND 64 WIRE
DFT BRAIDS
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REDESIGNED
RESHEATHING
MECHANISM

FEATURING
SHIELD TECHNOLOGY™

THE
VANTAGE
POINT
INERE@)YY
DIVERSION

Pipeline™

' VANTAGE

Embolization Device
With Shield Technology™

Medtronic



Pipeline™

VANTAGE

Embolization Device

With Shield Technology™

OPTIMIZED
- Pore density

* Implant wall
thickness

Medtronic

Europe The Pipeline™ Vantage Embolization Device with Shield Technology™ is intended for endovascular treatment of adults (22 years of age or older)
Medtronic International with wide-necked intracranial aneurysms located in the internal carotid artery (up to the terminus). Phenom™ catheters are intended for the
g@ﬂg%iiﬁou‘au 0 introduction of interventional devices and infusion of diagnostic or therapeutic agents into the neuro, peripheral, and coronary vasculatures.
%_fjf(log"f;g;gzzoo See the device manual for detailed information regarding the instructions for use, indications, contraindications, warnings, precautions, and poten-
Fax: +41 (0)21 802 79 00 tial adverse events. For further information, contact your local Medtronic representative and/or consult the Medtronic website at medtronic.eu
medtronic.eu UC202009996EE © 2020 Medtronic. All rights reserved.

ENHANCED
* Distal opening
* Wall apposition

IMPROVED
* Delivery force
* Resheathing force

Product Catalog | Diameter
Number (mm)

COMMERCIALLY AVAILABLE SIZES

Peos-ozi-2s010 | 250 |
(pevs-ozi-zsoiz | s0 | 12|
pevs-ozi-zsote | s0 | 14|
[pevs-ozi-asozo | zs0 | 20|
w0 |
|

[peps-ozr-ao0zs | a0 | 25|
[peps-ozr-a000 | a0 | 30|
[pes-ozr-aso-1z | 50 | 12|
[peps-ozr-aso-14 | 50 | 14|
[peps-ozr-as0-16 | 50 | 16|
[Peps-ozr-as00 | 50 | 20|
[peps-ozr-asozs | as0 | 25|
[peps-ozr-as0-0 | 50 | 30|
[peps-oor-ss0-0 | 50 | s0_|
[peps-oars00-1a | 500 | 14|
[pes-oors00-16 | 500 | 16|
[pes-oars0020 | 500 | 20|
[pes-oors00zs | 50 | 25|
[peps-oar-s0030 | 500 | 30|
[peps-oar-s00-40 | 500 | 40|
[pes-oar-s5020 | 50 | 20|
[peps-oar-ss0-40 | 50 | 40|
[peps-oar-ss050 | 50 | 50|
[pes-oor-s0020 | o0 | 20|
[peos-oors00-40 | o0 | w0 |
s o oo w00 o]

SHIP TO ORDER SIZES

27
2
pevsoanarszo | 25 | 20|
pevsoanazsiz | 325 | 12|
pevsoznszseie | 325 | 14|

EC
0|
EZ
E
E
E
E
| PED3-027-350-12 | 350 | 12|
E
E
E
EC
400 |
a0 |
00|
00|

pevs-czi-sas-is | 32 | 16
pepscasasz | s | m
pes-car-ssots | s | 16
peps-czr-ssoa0 | s | 30
peps-car-ao0-ts | 6o | 16
peps-ozr-600-30 | 600 | 30



INTERVENTIONAL INTERVENTIONAL
ACCESSORIES ACCESSORIES

TRAcelet™ Everest™

Hemostasis Device Disposable Inflation Device and Accessories
GENERAL * ltems per 5+ St d sterile GENERAL * Supy sterile. = Items per box: 1 *Kits per box
CHARACTERISTICS CHARACTERISTICS

PRODUCT = The TRAcelet™ compressior ce is an innovative solution for simplified pr ontro PRODUCT * Available with a 3-way s
DESCRIPTION *Its dual- pression balloon system uniformly delivers pressure to the access site to stop bleeding, while maintaining DESCRIPTION * The pistol-grip fits comfortably in either hand and its trigger mechanism is easy to use for all operators
radial artery patency ) ’ o ’
A Hhe cath (AR es Fhe curinae mravided with tFhe TRA~olotTM ~amnroeccinn dovics far mreccl re amtirmi—atin * A 20-cc syringe capacity provides rapid negative pressures to speed deflation time
*In the cath lab: use the syringe provided with the TRAcelet™ compression device for pressure optimization ’
*Inthe recovery area: use the dial-based system for controlled pressure adjustments without the need for a syringe bar luminescent gauges are easy to read under low light conditions. Accurate readings within
lLarge viewing Bl el
window enables .
N 5 prevents patient
to clearly visualise IS
$ the access site! pering
| v
| %
L |
e Ji
& |
a
g ‘ & Q} N r
F g :. & Purple-to-purple colour indicators
- o E identify the connection point between
"{ the syringe and air injection port
Slide-through strap makes
fastening the band eas
J 4 "o EVEREST PRODUCT CODE DESCRIPTION PACKAGED WITH
Two band sizes and curved #i ) INFLATION Everest20
strap edges ensure a £ Syringe DEVICE AC2200 Inflation Device 1 three-way stopcock
comfortable fit for patients* Intuitive dial endcapt
markings help prevents
to keep track attachment AC3200 E::]Z:Z?Igevice 1 three-way stopcock
of pressure \ to sheath
adjustments? ¥ 7 stopcocks Everest20 1 Everest20 atm inflation device, 1 three-way
AC2205P stopcock, Piton” Y-adapter, guidewire

Survival Kit

insertion tool, and torque handle

1 Everest30 atm inflation device, 1 three-way
stopcock, Piton” Y-adapter, guidewire
insertion tool, and torque handle

Everest30
Survival Kit

AC3205P

TECHNICAL INFLATION VOLUME NUMBERS (CC) STRAP LENGTHS (C CFN STRAP LENGTHS (CM)
13

M)
SPECIFICATIONS
Regular 19.2 TRACR Regular

Nominal

Maximum 18 Large 25.2 TRACL Large




MICRO CATHETERS

MICRO CATHETERS

Echelon™ Micro Catheter

The Echelon™ micro catheter is a steam shapeable micro catheter with variable nitinol braiding and a flexible distal tip for optimal device delivery.
The Echelon™ micro catheter is DMSO compatible.

Rebar™ Reinforced Micro Catheter

Rebar™ micro catheter is a stainless steel coil reinforced micro catheter offering high kink resistance for optimal device delivery. Rebar™ micro
catheter is compatible with Onyx™ liquid embolic system.

PRODUCT PRODUCT OUTER DIAMETER DISTAL INNER USABLE MAX GUIDEWIRE MARKER
NAME CATALOGUE NO. (FR) DIAMETER LENGTH (IN) BANDS
((1\Y)] (CM)

105-5078-153 2.3-1.7 0.015 158 153 0.012 1
Rebar™ 10

105-5078-153C 2.3-1.7 0.015 158 153 0.012 2
Rebar™ 18 105-5081-153 2.7-2.4 0.021 158 153 0.018 2
Rebar™ 27 105-5082-130 2.8-2.8 0.027 135 130 0.021 1

PRODUCT PRODUCT OUTER DISTAL INNER USABLE MAX TIP SHAPE
NAME CATALOGUE DIAMETER | DIAMETER LENGTH GUIDEWIRE
NO. (FR) (IN) (CM) (IN)
105-5091-150 2.1-1.7 0.017 155 150 0.014 = Straight
Echelon™10 145-5091-150 2.1-1.7 0.017 155 150 0.014 2.5 45°
190-5091-150 2.1-1.7 0.017 155 150 0.014 5 90°
105-5092-150 2.4-1.9 0.017 155 150 0.014 - Straight
Echelon™14 145-5092-150 2.4-19 0.017 155 150 0.014 2.5 45°
190-5092-150 2.4-1.9 0.017 155 150 0.014 5 90°

INDICATIONS: The Echelon™ micro catheter is intended to access peripheral and neurovasculature for the controlled selective infusion of physician-specified therapeutic agents such as
embolization materials and of diagnostic materials such as contrast media.

Marksman™ Micro Catheter

All Marksman™ micro catheters are specially designed for the optimal and safe delivery of the Pipeline™ embolization device except Marksman™
160 micro catheter specially designed for Stroke. Proximally the design is offering a stainless steel coil and a stainless steel braiding for optimised
handling and support. The Marksman™ catheter has a high kink resistant stainless steel braiding for a smooth device delivery.

INDICATIONS: The Rebar™ micro catheter is intended for the controlled selective infusion of physician-specified therapeutic agents or contrast media into the vasculature of the peripheral
and neuro anatomy.

PRODUCT CATALOGUE OUTER DIAMETER INNER DIAMETER WORKING LENGTH DISTAL FLEXIBLE
\[eX DISTAL/PROXIMAL (IN) (CM) LENGTH

(FR) (CM)
FA-55105-1015 2.8/3.2 0.027 105 10
FA-55135-1030 2.8/3.2 0.027 135 10
FA-55150-1030 2.8/3.2 0.027 150 10
FA-55160-1030 2.8/3.2 0.027 160 10

INDICATIONS : The Marksman™ micro catheter is intended for the introduction of interventional and infusion of diagnostic or therapeutic agents into the neuro, peripheral, and
coronary vasculature.

Neuro Radiology Access and Delivery Devices 21



TECHNICAL FEATURES

Technical Features Telescope™ GEC

Catheterlength 150cm

Distal extension length 25cm

Marker band material Platinum iridium

Marker band lengths and locations ' 1 mm long, 2 mm from distal tip

3 mm long, spade-shaped at entry port

Coating Hydrophilic, outer layer of distal 21 cm
Pushwire length 125cm

Tapered pushwire portion 10cm

On-ramp length 4cm

On-ramp material Nylon-based polymer

TruFlex™ tip 2mm

Shelf life 2 years

DIMENSIONAL COMPARISON

French

Required
Size (F) GEC Name

GCI.D. (in)

I.D. (in) ‘ O.D. (in)

GuidelLiner™* V3 GEC®  0.051 0.063 6F>0.066
Telescope™ GEC 0.056 0.067 6F>0.070
6 GuideLiner™* V3 GEC®  0.056 0.067 6F>0.070
6 Guidezilla™* || GEC’ 0.057 0.067 6F >0.070
Telescope™ GEC 0.062 0.075 7F>0.078
7 GuideLiner™* V3 GEC®  0.062 0.075 7F>0.078
7 Guidezilla™* || GEC’ 0.063 0.073 7F>0.078
ORDERING INFORMATION
French French
Size (F) CFN Size (F) CFN
6 7
(240)TELE6F (240)TELE7F
Medtronic
Medtronic LifeLine Customer Support  Europe Canada

3576 Unocal Place
SantaRosa, CA95403  Tel: 763.526.7890
USA Case Postale

Tel: 877.526.7890
Route du Molliau 31

Product Services
Tel: 888.283.7868
Fax: 800.838.3103

Tel: 707.525.0111 CH-1131 Tolochenaz Canada
Switzerland
Tel: 41.21.802.7000

medtronic.com Fax: 41.21.802.7900

Medtronic Intl. Trading SARL ~ Medtronic of Canada Ltd.
99 Hereford Street
Brampton, Ontario L6Y OR3  Nasaco Tech Centre

Tel: 905.460.3800
Fax: 905.460.3998
Toll-free: 800.268.5346

Important Information

Prior to use, refer to the product Instructions for

Use supplied with these devices for indications,
contraindications, side effects, suggested procedure,
warnings, and precautions.

CAUTION: Federal (USA) law restricts these devices
to sale by or on the order of a licensed healthcare
practitioner. See package inserts for full product
information.

Asia Pacific Latin America

Medtronic Intl. Ltd. Medtronic USA, Inc.

49 Changi South Avenue 2 Doral Corporate Center Il

3750 NW 87th Avenue, Suite 700
Singapore 486056 Miami, FL 33178

Singapore USA

Tel: 65.6436.5000 Tel: 305.500.9328

Fax: 65.6776.6335 Fax: 786.709.4244

©2019 Medtronic. All rights reserved. Medtronic, Medtronic logo, and Further, Together are trademarks of Medtronic. ™*Third-party brands are trademarks of their respective owners. All other brands are trademarks of a
Medtronic company. For distribution only in markets where the Telescope™ guide extension catheter has been approved. Not for distribution in Japan or France. UC201909449 IE 3/19

AN

Telescope™
Guide Extension
Catheter

THE PERFORMANCE YOU WANT FOR
YOUR COMPLEX CLINICAL PRACTICE

Today's PCls are becoming increasingly complex. In difficult cases,
guide extension catheters provide additional backup support and
improve access to distal lesions.”

Medtronic

Further, Together



OPE™ GEC
AN EXTENSIC
OF YOU

Strong pushwire® and
coil-reinforced distal
segment enhance
performance.

Soft Tip Compression

Our extruded TruFlex™ p<0.001

soft* polymer tip 5 -
. ©

responsively deflects g g

and provides flexibility. g =

g &

2 &
3
=

Telescope™ GuideLiner™ GuideLiner™ Guidezilla™ Il
6 F GEC V35.5FGEC V36FGEC 6 F GEC
Entry port

contributes to smooth

SmoothPass device entry and delivery

Technology includes |

three components ' ——
that work together

to smoothly channel

interventional devices.

Flexible 2-mm
TruFlex" soft
polymer tip

2.5-cm proximal
jacket made of rigid
polymer selected
to maintain luminal
integrity®

4-cm polymer
on-ramp to channel
interventional
devices

Positioning markers
90 cmand 100 cm
from distal tip

T

Ergonomic, color-
coded hub matches
industry French size
conventions

1-mmlong 21-cm hydrophilic- Entry portand Solid, round pushwire
distal marker coated main jacket unigue 3-mm increases push force
2 mm from forincreased spade-shaped transmitted along
end of tip deliverability? marker band Tapered pushwire catheter

Deliverability

p<0.001

-
o
2
(0]
=
o
w
(0]
ot
o
[0]
=

Max Force Required (gf)

Guidezilla™ Il GuideLiner™ GuideLiner™
6 FGEC V355FGEC V36FGEC

Telescope™
6 F GEC

1-mm distal

marker band
2-mm

TruFlex™ tip

The TruFlex™ tip
required at least
39% less force

to deflect.”

5-mm distal segment
featuring soft polymer

Short 4-cm polymer on-ramp
maintains superior deliverability?
and channels interventional devices

" Sambu N, Fernandez J, Shah NC, O'Kane P. The Guideliner®: an interventionalist's experience of their first 50 cases:
“the mostly good, rarely bad, beware of the ugly!" Interv. Cardiol.2013;5(4):389-404

2 Deliverability bench testing: Telescope™ 6 F GEC vs. GuideLiner™* V3 5.5 F/6 F GEC vs. Guidezilla™* Il 6 F GEC
Differences among the means are significant if p < 0.05. N = 8 for each GEC tested. 10 test cycles per GEC. Results
measure maximum force.

* Pushability bench testing: Telescope™ 6 F GEC vs. GuideLiner™* V3 6 F GEC vs. Guidezilla™* |1 6 F GEC. Differences
among the means are significant if p < 0.05. N = 8 for each GEC tested. Results measure maximum force.

“Soft tip compression bench testing: Telescope™ 6 F GEC vs. GuideLiner™* V3 5.5 F/6 F GEC vs. Guidezilla™* 11 6 F GEC.

Differences among the means are significant if p < 0.05. N = 8 for each GEC tested. Results measure maximum force.
® Details on luminal integrity are in the Telescope™ GEC design freeze document (internal design document).
6 GuideLiner™* V3 GEC measurements are from the product brochure.
7 Guidezilla™* || GEC measurements are from the product brochure
Bench test data may not be indicative of clinical performance.

Max Force Transferred (gf)

Pushability

Telescope™

6 FGEC

p<0.001

Higher |Is Better

Guidezilla™ Il GuideLiner™
6 FGEC V36 FGEC

Main jacket

Tapered distal pushwire section
transitions from solid, round
proximal pushwire for flexibility

Medtronic

Further, Together




NC Solarice SPECIFICATII TEHNICE

CATETER CU BALON DE
DILATARE NON-COMPLIANT

Caracteristici si beneficii
. Durabile, cu capacitatea de reumflare de pana la 10 ori, fara a se sparge
. Capacitate de Tnaintare si retragere imbunatétite’

. Profil redus de crestere i

2.00 NCSLC2006X NCSLC2008X INCSLC2012X INCSLC2015X NCSLC2020% -

2.25 NCSLC22508X — INCSLC22512X |~ INCSLC22520X -

250 NCSLC2506X NCSLC2508X INCSLC2512X INCSLC2515% NCSLC2520X NCSLC2527X
2.75 NCSLC27508X NCSLC27508X INCSLC27512X NCSLC27515X INCSLC27520% =

3.00 NCSLC3006X NCSLC3008X NCSLC3012X NCSLC3015X NCSLC3020X NCSLC3027X
3.25 NCSLC32508% NCSLC32508X% NCSLC32512X NCSLC32515% NCSLC32520X -

3.50 NCSLC3506X NCSLC3508X NCSLC3512X NCSLC3515X INCSLC3520% NCSLC3527X
3.75 NCSLC37508X NCSLC37508X INCSLC37512% INCSLC37515X INCSLC37520X 5

4.00 NCSLC4008X NCSLC4008X NCSLC4012X INCSLC4015% NCSLC4020X NCSLC4027X
4,50 - NCSLC4508X NCSLC4512X INCSLC4515X INCSLC4520% -

5.00 INCSLC5008X NCSLC5012X INCSLC5015X

Lungimi de inlocuire: inlocuirea baloanelor NC Sprinter™ de 9mm cu baloane de 8mm si inlocuirea baloanelor NC Sprinter™ de 21mm cu baloane de 20mm
Culoarea portocalie = dimensiune suplimentara peste matricea de balon NC Sprinter™

Modificari ale

Imbunatatiri tehnice Caracteristicilor Tehnice
Cateter cu balon de Cateter cu balon de Ak - . ¥ -
AR dilatare non- dilatare non- Caracteristici tehnice Balon NC Soclarice™ Balon NC Sprinter™
compliant NC compliant NC
Solarice™ Sprinter™ Material balon Elr_elveta!. pebazdde [|soft Fulcrum™ Plus
nailon
Presiune nominalé (atm) 12 10 A
I Invelis hidrofil Micio modificare Selective Dura-Trac
Presiune de spargere (RBP) {atm) {20 18
parg ) ) Lungime cateter (cm) Micio modificare 142
Capacitate de depreciere a 10 10 —
s e ; Balon MiniWrap
I‘Irldtt?fla:il!ul (il pgna 18- RBF) 2.00 mm-3.75 mm MNicio modificare 3 pliur
Cateter distal O.D. (F) ) 2 6 F la deniveldn si 4 00 mm-5.00 mm Micio modificare 5 pliuri
2.00 mm-3.75 mm Uniferm 2.5 F b4 F
4.00 mm-5.00 mm Uniform 2.7 F Uniform 3.0 F e e eon Nicio modificare 1.42 mmi0.056"
Material banda marcaj Flating Iridiu Aur MGC ID pentru balon . » R
|4 00-5.00-mm MNicio madificare 1.68 mm/0.066
Profit de intrare in leziune {in.) 0.015 0.016

Testare comp faid de baloanele® NG Trek™* s NC Quantum Apex™
Testara col fald de baloaneie® NC Q

et °
fa antum Apex™
Datele de testars pe banc pat 38 nu fie elocvente pentru performania clinicd emro n lc

MINISTERUL JUSTITIEI

LAMBRU ISABELA-RA

TRADUCATOR AUTORIZ/
NR, 3461212012 A\ /|
ENGLEZA - SPANIOLA™ /




CATETER CU BALON DE DILATARE NON-COMPLIANT NC Solarice™

Date de complianta

Presiune
kPa (atm)

Diametru mediu balon (mm)
2.00 2.25 2.50 2.75 3.00 3.25 3.50 3.75 4.00 4.50 5.00

608 (6) 1.89 2.35 4.09 4 .64
709 (7) 1.91 2.37 57 2.80 2.97 2.17 3.72 4.14 14 71
811 (8) 1.93 240 12.60 2.84 3.01 3.22 3.78 4.19 4.79
912 (9} 1.85 2.43 2.63 2.87 3.06 3.27 3.84 4.25 4.86
1013 (10) 1.87 2.46 2.66 2.91 3.10 3.32 3.890 i4.31 4.92
1317 (13) 2,00 2,26 2.51 2.73 2.89 3.21 3.44 14.03 4. 47 5.04
1419 (14) 2.02 2.28 2.53 2.75 3.01 3.23 .47 14.07 4.51 5.08
1520 (15) 2.03 2.29 2.54 2.77 3.03 3.26 3.50 4.10 4.54 5.12
1621 {16) 2.04 2.30 2.56 2.78 3.05 3.28 3.52 4,13 4.58 515
1723 (17) 2.056 12.31 2.58 2.80 3.07 3.30 3.55 4.15 4.60 5.19
1824 (18) 2.06 12.33 2.59 2.81 3.09 3.33 3.57 418 463 5.23
1925 (19) 2.07 2.34 2.61 b= 3.11 3.35 3.59 4.21 4 .66 5.27
2128 (21) 2.10 2.37 2.65 12.86 3.15 3:39 3.64 3.93 4.28 .72 5.35
2229 (22) 2,12 2.39 2.66 2.88 3.17 3.41 3.66 3.96 4.31 4.75 5.39
2330 (23) 2.14 2.40 2.68 2.90 3.20 3.43 3.69 3.99 [4.34 4.78 b

2432 (24) 2,15 242 2.71 2.92 3.22 — 3.71 — — 4.81 —

2533 (25) — 2.44 — 2.94 3.25 — 374 — f-= 4.84 —

; Preslune nominald: presiunes la care balonul atinge diametrul de pe stichata
Presiune nominala’ “Prasiunea de spargere— a nu se depdsi. Presiunea de spargera’ presiunea maxima la care un
belon este proisciat 53 fie umflat

Europa Canada

Medtronic intl. Trading SARL Medtronic of Canada Ltd.

Route du Molliau 31 99 Hereford Street 2020 Mediranic, Toate drepluriie razervata, Madtronic, lago-ul Medironic
Case Postale Brampton, Ontario si Further, Together sunt mérci inregisirate als Medtronic. ™* Marci
CH-1131 Tolochenaz L6Y OR3 Canada terje sunt marci inregi ivi i

Elvetia Tel: 905.460.3800 MENCT sunt marci inr 2 ale ul

Tel: 41.21.802.7000 Fax: 905 460 3998 distribuire strict pe plajele unde cateterul cu balon de dilstare non-

Fax: 41.21.802 7900 Gratuit: B00.268 5346 compliant NC Solarice™ a fost aprobat, UC201 707856 ML 0372020

Medtroni.c medtronic.com

Subsemnata, Lambru Isabela Raisa, traducdtor autorizat de Ministerul de Justitie din Roménia cu autorizatia
numdrul 34612/2012, certific exactitatea traducerii in limba romana cu inscrisul in limba engleza, care a fost vizat
de mine.

TRADUCATOR, A\ N
[\V |
| |
| MINISTERUL AUBTH IEI
LAMBRU ISABELA-RAISA
TRADUCATOR.AUTORIZAT
NR. 34612/2012
ENGLEZA - SPANIOLA




Obtura

Vascular Closure Device




Obtura’ Meii

Vascular Closure Device

The Obtura™ Vascular Closure Device is a mechanical closure system which provides an unassailable sealing of the arterial
puncture without exchanging Introducer Sheath making it easy to use and providing rapid hemostasis.

« NO exchange of Introducer Sheath

« Less procedural time

+ Rapid Hemostasis and less blood loss
+ 90 days absorption

« Easy to use Mechanical technique

[ —e Hub [ * Slider Bypass Tube —— ¢ Inner Tibe

-G i |
|0~ | i -

Cuter Tube o— | RHHE o

Device Specifications:

Device Size (F) 6and8

Device Total Length (mrm) 205

Device Effective Length(mm) 1585

Complete Degradation Period (days) 90

Device Size Compatibility 6F device compatible with 8F & 7F Introducer Sheath

8F device compatible with 8F & 9F Intraducer Sheath

Introducer Sheath Compatibility Meditronic: InPut Introducer Sheath
Cordis Corporation: AVANTI™ Introducer Sheath
Terumo Corporation: PINNACLE Introducer Sheath
Oscor Inc: Adelante
Merit Medical: Prelude

Compatible Introducer Sheath Length(cm) 12

Simple Three Step Procedure:

Step 1: Grasp the device at Bypass tube between Step 2: Pull the Hub until the Black Marker Step 3: Grasping the three components Hub,

two fingers like a pen such that size indicator 6F/8F appears, Slider Hub and Hub of the Introducer Sheath in
on Hub and Arrow mark on Slider Hub appears paim, retract the entire device along with the
upwards. introducer sheath, Keep the tension on Suture.

Ordering Information:

OBT6F 6F
OBT8F 8F

Meril Life Sciences Pvt. Lid.



Obtura’

Vascular Closure Device

The Obtura™ Vascular Closure Device is a mechanical closure system which provides an unassailable sealing of the arterial
puncture without exchanging Introducer Sheath making it easy to use and providing rapid hemostasis.

»  NO exchange of Introducer Sheath

- Less procedural time

- Rapid Hemostasis and less blood loss
= 90 days absorption

« Easy to use Mechanical technique

i + Hub T

' = . - == i

|
Quter Tubg  —— Anchor =

= Slider Bypass Tube » i » Inner Tube

Device Specifications:

Device Size (F) 6and 8

Device Total Length {mm) 205

Device Effective Length(mm) 155

Complete Degradation Period (days) a0

Device Size Compatibility BF device compatible with 6F & 7F Introducer Sheath

8F device compatible with 8F & 9F Introducer Sheath

Intreducer Sheath Compatibility Medtronic: InPut Introducer Sheath
Cordis Corporation; AVANTI™ Introducer Sheath
Terumo Corporation: PINNACLE Introducer Sheath
Oscor Inc: Adelante
Merit Medical: Prelude

Compatible Introducer Sheath Length(cm) 12

Simple Three Step Procedure:

Step 1: Grasp the device at Bypass tube between ~ Step 2: Pull the Hub until the Black Marker  Step 3: Grasping the three components Hub,

two fingers like a pen such that size indicator 6F/8F  appears. Slider Hub and Hub of the Introducer Sheath in
on Hub and Arrow mark on Slider Hub appears palm, retract the entire device along with the
upwards. introducer sheath. Keep the tension on Suture.

Ordering Information:

OBT6F 6F
OBT8F 8F



RIGHT CASE
RIGHT TIME
PREVAIL

Prevail™
Paclitaxel Coated PTCA
Balloon Catheter




Prevail
Paclitaxel Coated PTCA
Balloon Catheter

Performance you want for treating
complex lesions?:

= Superior deliverability?? — deliberately designed
to maximise pushability

= Rapid absorption of paclitaxel* —facilitated by
biocompatible urea excipient?

= Excellent safety and efficacy — demonstrated in
the IN.PACT Falcon clinical program; confirmed by
the PREVAIL Study*




SUPERIOR |
DELIVERABILITYT \

and a hydrophilic coating
facilitate superior

deliverability and device | /" =
performance.'? m—

2 PUSHABILITY

Prevail DCB is 2x more
pushable vs. IN.PACT
Falcon DCB*

-
()
)
)
()
o
(]
-
(O}
£
=
I

Max Force Transferred (gf)

Prevail IN.PACT™ SeQuent® Please SeQuent® AGENT™ Magic Touch™
DCB Falcon DCB NEO DCB Please DCB DCB DCB



RAPID
ABSORPTION
OF PACLITAXEL"

combines
two proven components that
work together.®

Open coating process provides for reliable, uniform

_ FreePac coating.’
Paclitaxel — potent

antirestenotic drug that FreePaccoating ===-=- Protected FreePac coating
. remains in tissue throughout
the healing process’?® s
/
-1
"t“:‘\
\“\~
Urea — biocom pati ble Balloon open while FreePac Balloon folding 65% of drug is protected
coating is applied within the folds®

excipient that enables
rapid drug delivery within
30-60 seconds*'?




EXCELLENT
SAFETY AND
EFFICACY

As demonstrated in the

Q/ 10 trials

’% > 1400 patients

And confirmed in the
PREVAIL Study*:

= Includes complex
lesions

= 54.7% ISR

= 75% small vessel
in de novo lesions

VERY LOW LATE LOSS IN ALL PATIENTS

0.12 £ 0.45

-0.04 £ 0.41 -

AT 6 MONTHS*
(92}
(%]
(@)
4
c
o
£
5
1 —
9 £
c £
-
c
o)
ke
© 0.05 + 0.44
el
< 4 N
All patients
(N =50) de novo
(n=22)

ISR
(n=28)

0% STENT THROMBOSIS, TV-MI, OR
CARDIAC DEATH FOR ALL PATIENTS

B 6-month
B 12-month

9

0

0]

o

o 6.0 6.0

= 4.0 4.0

g 0 0 0

L

TLF Cardiac TV-MI CD-TLR Stent
death thrombosis

All patients (N = 50)



Ordering Information

Platinum-iridium

marker bands Proximal shaft

PowerTrac Technology

PRV025010RX

Exchange
Length
Diameter '
Distal shaft FreePac™ coating Ultra-slim
Product Code balloon material
Balloon Diameter Balloon Length (mm)
(mm) 10 15 20 25 30
2.00 PRV020010RX PRV020015RX PRV020020RX PRV020025RX PRV020030RX
2.25 PRV022510RX PRV022515RX PRV022520RX PRV022525RX —
2.50 PRV025010RX PRV025015RX PRV025020RX PRV025025RX PRV025030RX
2.75 PRV027510RX PRV027515RX PRV027520RX PRV027525RX —
3.00 PRV030010RX PRV030015RX PRV030020RX PRV030025RX PRV030030RX
3.50 PRV035010RX PRV035015RX PRV035020RX PRV035025RX PRV035030RX
4.00 PRV0O40010RX PRV0O40015RX PRV040020RX PRV040025RX PRV0O40030RX

Compliance Data

Pressure Average Balloon Diameter (mm)

kPa (atm)

608 (6) 2.03 2.27 2.50 2.70 2.92 3.39 3.88
709 (7) 2.05 2.30 2.52 2.73 2.95 3.43 393
811(8) | 2.07

912 (9) 2.09 2.35 2.58 2.80 3.03 3.53 4.04
1013 (10) 2.12 2.38 261 2.84 3.06 3.58 4.10
1115(11) 2.14 2.41 2.64 2.87 3.10 3.62 4.14
1216(12) 2.17 2.43 2.67 291 3.14 3.67 4.19
1317 (13) 2.19 2.46 2.70 2.94 3.17 3.71 4.23
1520(15) 2.25 2.52 2.76 3.02 3.25 3.81 4.33
1621 (16) 2.28 2.56 2.79 3.06 3.29 3.86 4.38
1723 (17) = 2.60 2.83 3.11 3.34 3.91 4.43

Rated burst pressure — do not exceed.

"Third-party brands are trademarks of their respective owners.
"Based on bench test data. Bench test data may not be indicative of clinical performance.

! Prevail Instructions for Use.

2Compared with IN.PACT Falcon DCB, SeQuent®’ Please NEO DCB, Agent™ DCB, and MagicTouch™" DCB. Deliverability defined as pushability. Based on bench test data, 2020.
Barrett BJ. Contrast nephrotoxicity. J Am Soc Nephrol. August 1994;5(2):125-137.
“Latib A, et al. PREVAIL Study, presented at PCR 2020, results through 12 months. IN.PACT Falcon DCB and Prevail DCB use the same FreePac™ coating. PREVAIL study did not have powered endpoints.
299% improved push force compared to IN.PACT Falcon DCB.
5Virmani R. Arterial wall response to drug-coated balloons. Confluence. September 2016;13:15-19.
"Cremers B, Clever Y, Schaffner S, Speck U, Bbhm M, Scheller B. Treatment of coronary in-stent restenosis with a novel paclitaxel urea coated balloon. Minerva Cardioangiol. October 2010;58(5):583-588.

8PS762 preclinical study report: An Evaluation of the Medtronic Drug Coated IN.PACT" Euphora™ Coronary Balloon Catheter in a Porcine Artery Model, 2016. On file at Medtronic.

?Depending on DCB fold configuration. D00277875 report on file at Medtronic

Medtronic

Europe
Medtronic Intl. Trading SARL
Tel: 41.21.802.7000

Asia Pacific
Medtronic Intl. Ltd.
Tel: 65.6436.5000

Latin America
Medtronic USA, Inc.
Tel: 786.709.4200

medtronic.com/PrevailDCB

UC202107331 ML ©2020 Medtronic. All rights reserved. Medtronic and the Medtronic logo
are trademarks of Medtronic. All other brands are trademarks of a Medtronic company. For
distribution only in markets where the Prevail paclitaxel coated PTCA balloon catheter has been
approved. Not for distribution in the USA, France, or Japan. 09/2020



Solarice B SPECIFICATII TEHNICE

Cateter cu balon de
dilatare semi-compliant

Caracteristici si beneficii
. Livrare imbunététité‘ — capacitate de inaintare marita

. For:g necesare scazute pentru inaintare si retragere printr-un cateter de ghidaj
de 6F ~

. Benzi de marcaj cu profil redus — traversabilitate imbunatatits’

Matrice de dimensiuni

Diametru Lungime balon (mm)

balon

{mm) 06 10

1.50 SLC1508X SLC1510X SLC1512X SLC1515X SLC1520X e =

2.00 SLC2006X SLC2010X SLC2012X SLC2015X SLC2020X SLC2025X SLC2030X I
2.25 SLC22508X SLC22510X SLC22512X SLC22515X SLC22520X SLC22525X —

2.50 SLCZ506X SLC2510X SLC2512X SLC2515X SLC2520X SLC2525X SLC2530X
275 SLC27508X = SLC27512X SLC27515X SLC27520X% SLC27525X —

3.00 SLC3008X SLC3010X SLC3012X SLC3015X SLC3020X SLC3025X SLC3030X
3.25 l— — SLC32512X SLC32515X SLC32520X — —

3.50 SLC3506X SLC3510X SLC3512X SLC3515X SLC3520X SLC3525X4 SLC3530X
3.75 |— — SLC37512X SLC37515X SLC37520X% -— —

4.00 SLC4006X SLC4010X SLC4012X SLC4015X SLC4020X SLC4025X SLC4030X

Modificari ale

Imbunatatiri tehnice Caracteristicilor Tehnice
Cotutar cu bajon - Caguler it halan do Ca;atfteristim Balon Solarice™ Balon Sprinter™
Caracteristici tehnice de dilatare semi- dilatare semi- tehnice
compliant compliant Sprinter™
Solarice™ Legend™ haterial balon Fulcrum™ Lite Fulcrum™
1.25 mm: 12 I
Presiune nominald (atm) 5 1.60 mm: 6 invelis hidrofil MNicio modificare Selective Dura-Trac
2.00-4.00 mm: 8
; 1.25-1 50 mm: 12 Lungime cateter (cm) |Nicio modificare 142
[ . v fatrrt 14 B0 .
Presiune de spargere (RBP) {atm)|1.50-4.00 mm: 14 > 00-4.00 mm- 14
Capacitate de depreciere a 1.50 mm: 2 pliur 1:25 mm: 0 pliuri
materialului (cicluri pana la RBP) 110 10 2alon MiniWrap 200 mm-3.50 mm: 3 pliuri 1.50 mm: 2 pliuri .
: = - - 3 78 mmed 00 mm: 5 phur 2.00 mm-3.75 mm: 3 pliur
Dimensiunea axului 1.50-3.50 mm 1.25-3.50 mm: » N3P 4.00 mm: 5 pliuri
FProximal 068 mm (2.1 F) RX18F OTW32F
tal 0.84 2EF 24 F/26 MGC ID tru balor - -
e il J ARREF 1_20_40&?;‘“ <on Micio modificare 1.42 mm/0.056"
Dimensiunea axulul 3.75 mm-4.00 mm: (3.75 mm-4.00 mm:
Proximal 0.89 mm (2.1 F) RX18F OTW3.2F
Distal 0.1 mm(27F) [25FR27F
Material banda marcaj Nicio modificare Plating Iridiu
Profil de intrare in leziune {in.) Micio modificare 0.016

Testare comparativa faja de baloanele Trek™*, Emarge ™", Sprinter™ Legend™ 31 Ryujin™~ Plus. Testare cu baloane 2.50-mm x 15-mm
“Pa baza testani 6 F KBT.
Datete de testare pe banc pot 58 nu fie elocvente pentru performanta clinica




Cateter cu balon de dilatare semi-compliant Solarice™

Date de Complianta

Diametru mediu balon (mm)

1.50 2.00

912 (9) 1.54 208 2.35 2.58 2.80 3.03 3.30 3.53 3.80 4.04
1013 (10) 1.55 2 12 238 2 51 .84 3.0 3.34 3.58 3.85 4.10
1115 (11) 1.57 > 14 2 41 264 2.87 3.10 3.38 3.62 3.90 4.14
1216 (12) 1.58 217 2.43 2.67 291 3.14 3.42 3.67 3.95 4.19
1317 (13) 1.60 2.19 2.45 2.70 > 94 3.17 3.48 3.71 4.00 4.23
1520 (15) 1.62 .25 252 276 3.02 3.95 3.56 3.81 4.10 4.33
1621 (16) 1.64 228 2.56 2.78 3.0 3.29 3.6 5.86 4.18 4.38
1723 (17) 1.65 = 260 283 3.11 3.34 3.66 Ja.o1 422 443

. 'Presiune nominalé; presiunes |a care balonul atinge diametrul de pe etichets
Presiune nominala’' | “Presiunes de spargere— a nu 2e depasl. Presiunea de spargens: presiunea maxima |a care un
balon esle proleciat 3 fie umflat

Europa Canada

Medtronic Intl. Trading SARL Medtronic of Canada Ltd.

Route du Melliau 31 99 Hereford Street

i‘ﬂ‘s?‘pusmie E{EIT]D[?I"I, Ontario 2020 Medtranic. Toate dreplurile razervate, Madtronic, lago-ul

CH- b 131 Tolochenaz LEY OR3 Canada Madtronic si Further, Together sunt marc inreglstrate ale I'ui&dlronlr: T
Elvetia Tel: 905.460.3800 Marcile tere sunt marci inregistrate ale raspeciviior propristari Toate
Tel: 41.21.802.7000 Fax: 905.460.3998 = trat mpanil Medironic,
Fax: 41.21.802.7900 Gratuit: B00.268 5345 cu bialon de dilatare

TOTAGS ML 032020

MEdtronic medtronic.com

Subsemnata, Lambru Isabela Raisa, traducator autorizat de Ministerul de Justitie din Roméania cu autorizatia
numdrul 34612/2012, certific exactitatea traducerii in limba roméanda cu inscrisul in limba englezd, care a fost vizat

de mine.
TRADUCATOR, ./
N
MINISTERU ) TITIEN
LAMBRU ISABEFLA-RAISA

TRADUCATOR-AUTORIZAT
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stryker

Synchro? Support Guidewires

S2SPS14215 Access Length, Support 215cm 35cm .014in (0.36mm)
S2SPP14215 Access Length, Support, Pre-shaped 215cm 35cm .014in (0.36mm)
S2SPS14300 Exchange Length, Support 300cm 35cm .014in (0.36mm)
S2SPP14300 Exchange Length, Support, Pre-shape 300cm 35cm .014in (0.36mm)

Synchro2 Soft, Standard and
Support Guidewires

See package insert for complete indications,
contraindications, warnings and instructions
for use.

Indications for use

The Synchro2 Guidewire series is intended for
general intravascular use, including neurovascular
and peripheral vasculatures. It can be used to
selectively introduce and position catheters and other
interventional devices within the peripheral and
neurovasculature. This device should be used only
by physicians trained in percutaneous, intravascular
techniques and procedures.

This document is intended
solely for the use of healthcare
professionals.

A physician must always rely on his or her own
professional clinical judgment when deciding whether
to use a particular product when treating a particular
patient. Stryker does not dispense medical advice

and recommends that physicians be trained in the

use of any particular product before using it in a
procedure. The information presented is intended to
demonstrate the breadth of Stryker product offerings.
A physician must always refer to the package insert,
product label and/or instructions for use before using
any Stryker product. Products may not be available in
all markets because product availability is subject to
the regulatory and/or medical practices in individual
markets. Please contact your Stryker representative
if you have questions about the availability of Stryker
products in your area.

o]

Synchro?” Support

Start with more.

Australian Stryker Neurovascular
Sponsor Address 47900 Bayside Parkway

K o Stryker Australia Pty Ltd Fremont, CA 94538
The absence of a product, feature, or service name, or logo from this list does not 8 Herbert Street
constitute a waiver of Stryker’s trademark or other intellectual property rights erbe ce

St Leonards, NSW 2065

concerning that name or logo.
Australia Date of Release: APR/2020

Stryker Corporation or its divisions or other corporate affiliated entities own, use,
or have applied for the following trademarks or service marks: GentleTip, Stryker,
Synchro?. All other trademarks are trademarks of their respective owners or holders.

AUSs

strykerneurovascular.com

Copyright © 2020 Stryker
AP002832 v2.0 EX EN IL




Start with .

Built on the trusted 0.014in Synchro? Guidewire platform,
Synchro? Support provides more support with uncompromised distal
access designed to improve navigation of large-bore catheters to the clot.

More

Achieved with a more robust core wire

Stiffness profile

20 Synchro? Support
Guidewire
laying the foundation
16 for catheter stability
®
g 12
£
~Q
E 8
g
3]
4 / Syr.u:hro-2 Soft
Guidewire
0
10 50 100 150 200 250
Distal Distance from distal tip (mm) Proximal :
More of large bore catheters ~

Makes it easier to navigate through tortuosity

Peak track force of 0.068in intermediate catheter

80 100 120 140
Force (g)
More Less
trackable trackable
0.068in intermediate catheter tracked over 0.027in
microcatheter and guidewire

o
N}
=]
N
o

More to accommodate a triaxial set up
With longer 215cm length

A A A
FA 00 BT T e—

A A 0 N W

if.

Synchro? Guidewire
construction

Enhanced features for proven performance

Pushability and
torque control
from the microfabricated
nitinol distal hypotube

Dependable distal access
Consistent 0.014in tip-to-end diameter

0.014in

diameter

Gentle vessel contact
with Synchro? GentleTip Technology
offered in straight and pre-shaped tips

Testing performed by Stryker. Data on file at Stryker.
Bench test results may not necessarily be indicative of clinical performance.

Guidewire



Selection Guide

Synchro?™ Guidewires

Hydrophilic

Product Number Description Total Length Distal Segment Proximal/Distal OD
M00326010 Access Length, Soft 200cm 35cm .014in (0.36mm)
M00326110 Access Length, Soft, Pre-shaped 200cm 35cm .014in (0.36mm)
M00326410 Access Length, Standard 200cm 35cm .014in (0.36mm)
M00326420 Access Length, Standard, Pre-shaped 200cm 35cm .014in (0.36mm)
M00326310 Exchange Length, Soft 300cm 35cm .014in (0.36mm)
M00326320 Exchange Length, Soft, Pre-shaped 300cm 35cm .014in (0.36mm)
M00326510 Exchange Length, Standard 300cm 35cm .014in (0.36mm)
M00326520 Exchange Length, Standard, Pre-shaped 300cm 35cm .014in (0.36mm)

Original Synchro™-14 Guidewires

Product Number Description Total Length Distal Segment Proximal/Distal OD
M00313010 Access Length 200cm 35cm .014in (0.36mm)
M00313020 Access Length 200cm 45¢cm .014in (0.36mm)
M00313310 Exchange Length 300cm 35cm .014in (0.36mm)
M00313320 Exchange Length 300cm 45cm .014in (0.36mm)
M00313410 Support Access 200cm 35cm .014in (0.36mm)

Synchro-10 Guidewires

Product Number Description Total Length Distal Segment Proximal/Distal OD
M00316310 Access Length 200cm 55cm .012in/.010in (0.30mm/0.25mm)
M00316330 Exchange Length 300cm 55cm .012in/.010in (0.30mm/0.25mm)

Synchro™ Neuro Guidewire

See package insert for complete indications,
contraindications, warnings and instructions
for use.

INDICATIONS FOR USE

The Synchro Neuro Guidewire series is intended

for neurovascular use. It can be used to selectively
introduce and position catheters and other
interventional devices within the neurovasculature.
This device should be used only by physicians trained in
percutaneous, intravascular techniques and procedures.

Copyright © 2014 Stryker
90638986.AC

THIS DOCUMENT IS INTENDED
SOLELY FOR THE USE OF HEALTHCARE
PROFESSIONALS.

A physician must always rely on his or her own
professional clinical judgment when deciding whether
to use a particular product when treating a particular
patient. Stryker does not dispense medical advice
and recommends that physicians be trained in the
use of any particular product before using itina
procedure. The information presented is intended to
demonstrate the breadth of Stryker product offerings.
A physician must always refer to the package insert,
product label and/or instructions for use before using
any Stryker product. Products may not be available in
all markets because product availability is subject to
the regulatory and/or medical practices in individual
markets. Please contact your Stryker representative

if you have questions about the availability of Stryker
products in your area. The Stryker products listed
above are CE marked according to the Medical Device
Directive 93/42/EEC.

wl

Stryker Neurovascular
m 47900 Bayside Parkway
RAQA Manager Fremont, CA 94538-6515
Stryker France S.A.S. stryker.com/neurovascular

ZAC-Avenue de Satolas Green  stryker.com/emea/neurovascular

69330 Pusignan )
France Date of Release: JAN/2014
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stryker

Neurovascular

Synchro™

GUIDEWIRES
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Advanced Design for Access

Stroke: Our Only Focus. Our Ongoing Promise.




Synchro™

GUIDEWIRES

Access Transformed
= Designed for Torque Control
= [ntended for reliable Stability and Flexibility
= Offered in both Shapeable Tip and Pre-shaped
= Presented with Standard and Soft Tip options

Round Stainless-Steel
Proximal Core Wire
Offers pushability and
stability where it counts.

Platinum-Tungsten Alloy Coil Tip
The platinum-tungsten alloy coil provides
for fluoroscopic visualization for the distal
length of 10cm in Synchro2™ Guidewires
and 15¢cm in Synchro-14 Guidewires.

Distal Support Profiles* Versatile Optimized Support

Less
Flexible 7.0

Synchro? Soft Guidewires
with Floppy Body
Comparable to original 5.0
Synchro-14 Guidewires

6.0

40
Synchro2 Guidewires
with Standard Body
Comparable to Transend™ EX 20
Guidewires and Transend EX
Platinum Guidewires

3.0

More £
Flexible 0.0 |
10 15 20 25 30 35 40
Distal mm From Tip

*Ten samples of each wire were tested using a cantilever beam test method.
Stiffness is measured in El (107-4 inA2-Ib). Error bars represent minimum and
maximum observed values to provide an indication of data variability.

Bench testing conducted by Stryker Neurovascular. Data on file.
Bench test results are not necessarily indicative of clinical performance.

—

Flat-Ribbon Distal Core Wire
Enhances shape retention
in Synchro? Guidewires.

Transend EX
Platinum Guidewire
Transend EX Guidewire

Synchro?2
Standard Guidewire

Original Synchro-14
Guidewire

Established Synchro™ Guidewire Technology

distal proximal Torque Transfer

Synchro Guidewires

Majority of torque applied to the proximal

end is transmitted by the microfabricated

outer structure extending along the length
to the tip.

Conventional Guidewires

Torque is only transmitted by the inner
core wire and diminishes along the
length as the core wire tapers.

Microfabricated Nitinol Distal Hypotube
Transmits torque efficiently from proximal
end to distal tip and engineered to provide
standard and soft tip options.

Variety of Soft Atraumatic Tips

Less than 2gf Prolapse Force

2
P I; 25
S35 20
(G
© o
£
>~2 15 L
e N=10
S22
. 52 19 oy
PTFE-Coated Proximal Shaft doe ° N=10 st s
The proximal shaft features a PTFE 29 - NelO
coating engineered to enhance tracking £z 05 -
and manipulation of the guidewire e
within the microcatheter. g< 0.0
£ Original Transend™ EX  Synchro?™
Synchro-14 Platinum Standard
Guidewire Guidewire Guidewire

1y

Y 1 % 0 e y

o L AT o o : a
X P orsdind) 1“&“1“5"?’"{‘ ¢

Bench testing conducted by Stryker Neurovascular. Data on file.
Bench test results are not necessarily indicative of clinical performance.



Target™ 360
DETACHABLE COILS

Conformability from frame to finish

Open loop configuration designed to conform to
different aneurysm shapes, fill uniformly, and minimize
compartmentalization.

Target” 3D
DETACHABLE COILS

Consistent framing

Alternating large and small loops are
designed to create a stable frame.

Target XL"
DETACHABLE COILS

Larger and longer

Target X" Coils provide two times more fill and 40% more width
than Target 10-size coils. All deliverable through Excelsior™ SL-10™

and XT-17™ Microcatheters.

Target” Nano™
DETACHABLE COILS
Beyond soft

2x softer than Target™ Ultra Coils with advanced microcatheter
stability. Designed to fill small spaces and conform to the final

spaces within aneurysms.

InZone™
DETACHMENT SYSTEM

Smarter detachment

Electrolytic detachment affords a small and
flexible coil junction, enhancing coil delivery.

SNV-1737 Target Fam Broch INTL_EMEA_M4b.indd 1-3

Target™ Detachable Coil

See package insert for complete indications,
contraindications, warnings and instructions for use.

INTENDED USE / INDICATIONS FOR USE

Target Detachable Coils are intended to endovascularly
obstruct or occlude blood flow in vascular abnormalities of the
neurovascular and peripheral vessels.

Target Detachable Coils are indicated for endovascular
embolization of:
® |ntracranial aneurysms

o Other neurovascular abnormalities such as arteriovenous
malformations and arteriovenous fistulae

o Arterial and venous embolizations in the peripheral vasculature

Copyright © 2016 Stryker
NV00002009.AD

InZone™ Detachment System

See package insert for complete indications,

contraindications, warnings and instructions for use.

INDICATIONS FOR USE

The InZone Detachment System is intended for use with all
versions of Stryker Neurovascular detachable coils in the
embolization of intracranial aneurysms and other vascular
malformations of the neuro and peripheral vasculature.

THIS DOCUMENT IS INTENDED SOLELY FOR
THE USE OF HEALTHCARE PROFESSIONALS.

A physician must always rely on his or her own professional
clinical judgment when deciding whether to use a particular
product when treating a particular patient. Stryker does not
dispense medical advice and recommends that physicians be
trained in the use of any particular product before using it in a
procedure. The information presented is intended to demonstrate
the breadth of Stryker product offerings. A physician must always
refer to the package insert, product label and/or instructions

for use before using any Stryker product. Products may not be
available in all markets because product availability is subject

to the regulatory and/or medical practices in individual markets.
Please contact your Stryker representative if you have questions
about the availability of Stryker products in your area. The Stryker
products listed above are CE marked according to the Medical
Device Directive 93/42/EEC.

l

m Australian Stryker Neurovascular
Sponsor Address 47900 Bayside Parkway
Stryker Australia Pty Ltd Fremont, CA 94538

8 Herbert Street
St Leonards, NSW 2065

Australia

strykerneurovascular.com
Date of Release: JUN/2016
EX_EN_IL

DETACHABLE COILS
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Neurovascular
Purposeful innovation in mind.
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Selection Guide

DETACHABLE COILS

| | |
Target™ 360

Target™ 360 Target XL" Helical Target™ Helical
Soft Coils Nano™ Coils Soft Coils Nano Coils

6 20 | M0036106200 . 6 | M0035463060 2 4 | M0035472040 1 2 | M0035421020 3 6 | M0036153060 5 15" | M0036115150 1 M0035431010
7 20 | M0036107200 8 | M0035463080 6 | MO0035473060 3 | M0035421030 4 8 | M0036154080 6 20" | M0036116200 1 2 | M0035431020
8 30 | M0036108300 8 | M0035464080 3 8 | M0035473080 2 | M0035421520 5 10 | M0036155100 7 20" | M0036117200 3 | M0035431030
9 30 | M0036109300 4 10 | M0035464100 10 | M0035473100 15 3 | M0035421530 6 15 | M0036156150 8 30" | M0036118300 1 M0035431510 :
10 40 | M0036101040 15 | M0035464150 | 3.5 10 | M0035473510 4 | M0035421540 7 15 | M0036157150 9 30" | M0036119300 . 2 | M0035431520 Consistently smooth
12 45 | M0036101240 : 15 | M0035465150 6 | M0035474060 , 3 | M0035442030 8 25 | M0036158250 10 40 | M0036111040 3 | M0035431530 deployment and exceptional
14 50 | M0036101450 20 | M0035465200 8 | M0035474080 4 | M0035442040 10 30 | M0036151030 12 50" | M0036111250 4 | M0035431540 _ —
16 50 | M0036101650 15 | M0035466150 4 10 | M0035474100 25 4 M0035442540 14 50" | M0036111450 2 | M0035452020 microcatheter stability.
18 50 | M0036101850 6 20 | M0035466200 15 | M0035474150 , 4 | M0035443040 , 3 | M0035452030
20 50 | M0036102050 30 | M0035466300 = 45 12| M0035474510 6 | M0035443060 4 | M0035452040
22 50 | M0036102250 15 | M0035467150 10 | M0035475100 35 6 | M0035443560 6 | M0035452060
24 50 | M0036102450 7 20 | M0035467200 5 15 | M0035475150 — 3 | M0035452530
30 | M0035467300 20 | M0035475200 25 4 | M0035452540
Target XL" 360 Ultra Coils 16 50 | M0036111650
Soft Coils . 20 | M0035468200 10 | M0035476100 5 50 | M0036111850 6  M0035452560
30 | M0035468300 . 15 | M0035476150 2 50 | MO036112080 4 | M0035453040
. 20 | M0035469200 20 | M0035476200 5 0038422030 ’ 0 | MO036112250 3 6 | M0035453060
2 3 | M0036122030 SO [0 SR SO 2 4 | M0035422040 24 50 | M0036112450 ERE oo 3080
) s | M0036122060 10 30 | M0035461030 15 | M0035477150 s | MO035422060 Target™ Helical
) 6 | M0036123060 1 30 | M0035461130 7 20 | M0035477200 ,e 4 | Moo35a22540
2 o | M0036123090 12 30 | M0035461230 30 | M0035477300 4 | M0035423040
. s | M0036124080 13 30 | M0035461330 . 20 | M0035478200 s | M0035423060
4 12| M0036124120 e S0 IODEELEE S0 S0 BRI 8 | M0035423080 1 | M0035432010
5 10 | M0036125100 2 40 | M0035461540 9 N e 10 | M0035423100 2 | M0035432020 . W
5 15 | MO0036125150 30 | MO035479300 | | 55 8 | M0035423580 3 | M0035432030 == N
6 20 | M0036126200 e O LU ol O 6 | M0035424060 2 4 | M0035432040 \ % M \\“\.Q\\“\ﬁﬁm}»ﬂw )
7 20 | M0036127200 Ul S0 ORI 8 | M0035424080 6 | M0035432060 {77 LA A *,__\QQ\\\})}\ -
8 30 | M0036128300 12 A0 [MOTE D 4 10 | M0035424100 8 | M0035432080 T 7 % \}'
9 30 | M0036129300 12 AU MU D 15 | M0035424150 3 | M0035432530
10 40 | MO0036121040 & S0 | MOUSS471430 Rus 10 | M0035424510 25 4 | M0035432540
12 45 | M0036121240 : 10 | M0035425100 6 | MO0035432560
14 50 | M0036121450 15 | M0035425150 4 | M0035433040
16 50 | M0036121650 6 | MO0035433060
18 50 | M0036121850 ? 8 | M0035433080
20 50 | M0036122050 10 | M0035433100
35 6 | M0035433560
6 | MO0035434060
4 8 | M0035434080
 Comparable-to.Soft Coils InZone™ Detachment System M00345100950 15 M0035434150
IZDS™ Connecting Cable M00345110250 45 8 M0035434580

Not all products are available for sale in all countries.

SNV-1737 Target Fam Broch INTL_EMEA_M4b.indd 6 6/16/16 11:20 AM



ORDER INFORMATION

REF. N°

90CM

PCF 040 150 090
PCF 040 200 090
PCF 040250090
PCF 040 300 090
PCF 050150090
PCF 050 200 090
PCF 050250090
PCF 050 300 090
PCF 060 150 090
PCF 060 200 090
PCF 060250090
PCF 060 300 090
PCF 070150090
PCF 070 200 090
PCF 070250090

REF. N°

USABLE LENGTH USABLE LENGTH

130CM

REF. N°
USABLE
LENGTH
180CM

PCF 040150130 PCF 040150180

PCF 040200 130
PCF 040250130
PCF 040 300 130
PCF 050150130
PCF 050200 130
PCF 050250130
PCF 050 300 130
PCF 060150130
PCF 060200130
PCF 060250130
PCF 060300 130
PCF 070150130
PCF 070200 130
PCF 070250130

PCF 050150 180

ORDER INFORMATION

REF. N°
90CM

PCE 020020090
PCE 020 040090
PCE 020060090
PCE 020080 090
PCE 020 120090
PCE 020 150090
PCE 025020090
PCE 025040090
PCE 025060 090
PCE 025 080 090
PCE 025120090
PCE 025 150 090
PCE 030020 090
PCE 030040 090
PCE 030060 090
PCE 030080 090
PCE 030120090
PCE 030 150 090
PCE 035020090
PCE 035040090
PCE 035060 090
PCE 035080 090
PCE 035120090
PCE 035 150090
PCE 040020090
PCE 040 040 090
PCE 040 060 090
PCE 040 080 090
PCE 040120090
PCE 050 020 090
PCE 050 040 090
PCE 050060 090
PCE 050080 090
PCE 050 120090
PCE 060020090
PCE 060 040 090
PCE 060 060 090
PCE 060 080 090
PCE 060 120090
PCE 070020090
PCE 070040 090
PCE 070060 090
PCE 070080090
PCE 070120090

USABLE LENGTH USABLEL

REF. N°
130CM

PCE 020020130
PCE 020040 130
PCE 020060130
PCE 020080130
PCE 020120130
PCE 020 150 130
PCE 025020130
PCE 025040130
PCE 025060 130
PCE 025080 130
PCE 025120130
PCE 025 150 130
PCE 030020 130
PCE 030040 130
PCE 030060 130
PCE 030080 130
PCE 030120130
PCE 030150130
PCE 035020130
PCE 035040 130
PCE 035060 130
PCE 035080 130
PCE 035120130
PCE 035 150 130
PCE 040020130
PCE 040040 130
PCE 040060 130
PCE 040080 130
PCE 040120130
PCE 050020 130
PCE 050040 130
PCE 050060 130
PCE 050080130
PCE 050120 130
PCE 060020130
PCE 060040130
PCE 060060 130
PCE 060080 130
PCE 060120130
PCE 070020 130
PCE 070040 130
PCE 070060 130
PCE 070080130
PCE070120130

N
ENGTH

REF. N°
USABLE
LENGTH
180CM

PCE 020040180

PCE 020080 180

PCE020120 180

PCE020150180

PCE025040180

PCE025080180

PCE025120180

PCE025150180

PCE030040 180

PCE030080180

PCE030120180
PCE030150 180

PCE040040180

PCE 040080180
PCE 040120180

PCE 050040180
PCE 050060 180
PCE 050080 180
PCE050120180
PCE 060040 180

PCE 060080 180
PCE060120 180

PCE070040 180

PCE070080 180
PCE070120180

BALLOON BALLOON

LS C, I C, R R T, R C B S, B T ¥, I N S N R S

RECOM.
SHEATH (F)

L e I S e e e IR TR T e o e S e e e e e e S e e O I S N e e S S e S SN S

NOMINAL

RBP
INTRODUCER PR:—:BSAS'SRE (BAR)

TECHNICAL
SPECIFICATIONS

Over the wire (OTW),

RECOM.  NOMINAL ... CATHETER DESIGN Sl
INTRODUCER PRESSURE  (o,0) = =
SHEATH (F) (BAR) BALLOON MATERIAL  [IISGeep ity

BALLOON COATING LFC Hydrophilic

2 swaged,
Platinum Iridium

BALLOON MARKER

SHAFT DIAMETER 3.9F-4.2F

USABLE SHAFT
LENGTHS

GUIDEWIRE
COMPATIBILITY

90, 130, 180cm

0.018"

(<)o) BN ) I B« B e ) B =) I e )T o) I e ) B =) B e ) B ) IR o ) T ) )

TECHNICAL
SPECIFICATIONS

Over the Wire (OTW),
Coaxial Shaft

STARKOIO )\ VANIANVNM Proprietary
:7\MKeJe]\feloxN)[\[ef Hydrophilic Coating
2 Swaged, Platinum
Iridium

SHAFT DIAMETER 4.0F

USABLE SHAFT
LENGTHS
MAXIMUM

GUIDEWIRE 0.018"
COMPATIBILITY

CATHETER DESIGN

BALLOON MARKER

90, 130, 180cm

CO 00 00 00 00 00 0O 00 00 00 0 00 0O 00 00 0 o 00 0O 00 O 0 00 00 0O 00 0 0 0o 00 00 0 0 0 00 00 00 0 0 00 00 0

Only for distribution in markets where Pacific™ Plus is approved for commercial sale.

Medtronic

Europe
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Route du Molliau 31
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CH-1131 Tolochenaz
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Fax: +41(0)21 802 79 00
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PACIFIC™
PLUS

PTA Catheter OTW 0.018"

PACIFIC™
XTREME

PTA Balloon Catheter

OTW0.018"

Medtronic

Further, Together



THE PACIFIC™ FAMILY OF BALLOON
CATHETERS OFFERS COMPLEMENTARY
OPTIONS FOR EVERYDAY USE AND XTREME

GOING TO EXTREME LENGTHS

DEFINING PERFORMANCE IN LOWER
LIMB INTERVENTIONS

» Versatile shaft lengths and guidewire compatibility for more access options

= Balloons from 150-300 mm for treating long femoropopliteal lesions = Proprietary balloon technology allows for great crossability*

Strong pushability and kink resistance combined with excellent flexibility « Improved shaft design for faster deflation*

» Low profile introducer sheath compatibility for less possible puncture trauma**

*Bench test data on file at Medtronic, Inc. Test data not indicative of clinical performance.
**4F/5F depending on diameter and length

Medtronic Covidien/ev3 Boston Bard
Pacific™ Plus PowerCross Scientific Ultraverse 014
Sterling

Medtronic Covidien/ev3 Boston Cordis Bard
Pacific™ Plus PowerCross Scientific Savvy Ultraverse 014
Sterling

Actual

.
S I Ze 1Six samples of each brand tested, 5 mm x 40 mm. Medtronic data on file. Bench test results may not be indicative of clinical performance.



&> Medtronic
NC Solarice”

NONCOMPLIANT BALLOON DILATATION CATHETER

Technical Specifications

Features and Benefits

Durable with ability to reinflate up to 10 times without bursting

Enhanced pushability and trackability*

« Low growth profile’

Size Matrix

Balloon Balloon Length (mm)
Diameter
(mm) 06 08 12 15 20 27
2.00 NCSLC2006X NCSLC2008X NCSLC2012X NCSLC2015X NCSLC2020X —
2.25 NCSLC22506X = NCSLC22512X = NCSLC22520X =
2.50 NCSLC2506X NCSLC2508X NCSLC2512X NCSLC2515X NCSLC2520X NCSLC2527X
2.75 NCSLC27506X NCSLC27508X NCSLC27512X NCSLC27515X NCSLC27520X —
3.00 NCSLC3006X NCSLC3008X NCSLC3012X NCSLC3015X NCSLC3020X NCSLC3027X
3.25 NCSLC32506X NCSLC32508X NCSLC32512X NCSLC32515X NCSLC32520X —
3.50 NCSLC3506X NCSLC3508X NCSLC3512X NCSLC3515X NCSLC3520X NCSLC3527X
3.75 NCSLC37506X NCSLC37508X NCSLC37512X NCSLC37515X NCSLC37520X —
4.00 NCSLC4006X NCSLC4008X NCSLC4012X NCSLC4015X NCSLC4020X NCSLC4027X
450 = NCSLC4508X NCSLC4512X NCSLC4515X NCSLC4520X —
5.00 — NCSLC5008X NCSLC5012X NCSLC5015X — —
Replacement lengths: 8-mm balloon replacing 9-mm NC Sprinter™ balloon and 20-mm balloon replacing 21-mm NC Sprinter balloon
Orange color = new size over NC Sprinter balloon matrix
.
Changes in Selected
o Ll
Technical Improvements Technical Features
NC Solarice™ NC Sprinter NC Solarice NC Sprinter
Technical Feature Balloon Balloon Technical Feature Balloon Balloon
Nominal pressure (atm) 12 10 Balloon material Proprietary nylon-based Soft Fulcrum™ Plus
Rated burst pressure (RBP) (atm) 20 18 Hydrophilic coating No change Selective Dura-Trac
Fatigue capability (cycles to RBP) 10 10 Catheter length (cm) No change 142
Catheter distal O.D. (F) ) Balloon MiniWrap
2.00 mm-3.75 mm gira!gpt 53 E Bumpsid ,2'2!:;8(; 25[F 2.00 mm-3.75 mm No change 3 folds
4.00 mm-5.00 mm raignt 2 Eglit A 4.00 mm-5.00 mm No change 5 folds
MGC ID for 2.00— y
Marker band material Platinum iridium Gold 4.00-mm balloon No change 142 mm/0.056
MGC ID for 4.00— "
Lesion entry profile (in.) 0015 0016 500-mm balloon No change 1.68 mm/0.066

*Competitive testing vs. NC Trek and NC Quantum Apex™ balloons.
*Competitive testing vs. NC Quantum Apex balloon.

Bench test data may not be indicative of clinical performance.




Compliance Data

PSSt Average Balloon Diameter (mm)
Ll 3.00 3.25 3.50
608 (6) 1.89 212 235 254 277 294 313 343 367 4.09 464
709 (7) 191 215 237 2.57 2.80 297 3.17 347 3.72 4.14 4.71
811 (8) 1.93 217 240 2.60 2.84 3.01 322 3.51 3.78 4.19 479
912 (9) 1.95 2.19 243 2.63 2.87 3.06 3.27 3.56 3.84 4.25 4.86
1013 (10) 197 221 246 2.66 291 3.10 332 3.61 3.90 431 492
1115 (11) 1.98 223 248 2.69 294 3.14 337 3.66 3.95 437 4.95
1216 (12) 1.99 2.25 2.50 2.71 297 3.18 3.41 3.70 3.99 4.42 5.00
1317 (13) 2.00 226 2.51 2.73 2.99 321 344 3.73 4.03 447 5.04
1419 (14) 2.02 2.28 253 275 3.01 3.23 347 3.76 407 451 5.08
1520 (15) 203 2.29 254 277 3.03 3.26 3.50 3.78 4.10 4.54 512
1621 (16) 2.04 2.30 2.56 2.78 3.05 3.28 3.52 3.81 413 4.58 5.15
1723 (17) 2.05 231 258 2.80 3.07 3.30 3.55 3.83 4.15 4.60 5.19
1824 (18) 2.06 233 2.59 2.81 3.09 333 3.57 3.86 4.18 4.63 523
1925 (19) 2.07 2.34 261 — 3.1 335 3.59 3.88 421 4.66 527
2027 (20) 2.09 2.36 2.63 2.84 3.13 3.37 3.62 3.91 4.24 4.69 5.30
2128 (21) 210 2.37 2.65 2.86 3.15 339 3.64 393 428 4.72 535
2229 (22) 2.12 2.39 2.66 2.88 3.17 341 3.66 3.96 431 4.75 5.39
2330 (23) 214 240 2.68 2.90 3.20 343 3.69 3.99 4.34 4.78 L
2432 (24) 215 242 271 292 322 — 3.71 — — 481 —
2533 (25) — 244 — 294 3.25 — 3.74 — — 4.84 =

| Nominal pressure | Rated burst pressure*|

*Rated burst pressure—do not exceed.

Nominal pressure: the pressure at which the balloon reaches its labeled diameter
Rated burst pressure: the maximum pressure to which a balloon is designed to be inflated

ly in markets where the NC Solarice™ noncompliant balloon dilatation catheter

www.medtronic.com

Europe

Medtronic Intl. Trading SARL
Route du Molliau 31

Case Postale

CH-1131 Tolochenaz
Switzerland

Tel: 41.21.802.7000
Fax:41.21.802.7900

has been approved: Germany, The Netherlands, Poland and Turkey. © 2015 Medtronic, Inc. All rights reserved. UC201504416EE 2/15

Trademarks may be registered and are the property of their respective owners. For distributi

&% Medtronic



@ Medironic

Solarice’

SEMICOMPLIANT BALLOON DILATATION CATHETER

Size Matrix

Technical Specifications

Features and Benefits

« Enhanced deliverability*—improved pushability

« Low-profile marker bands—improved crossability*

#

« Low insertion and retraction forces through a 6 F guide catheter*t

Balloon Balloon Length (mm)

Diameter
(mm) 06 10 12 15 20 25 30
1.50 SLC1506X SLC1510X SLC1512X SLC1515X SLC1520X — —
2.00 SLC2006X SLC2010X SLC2012X SLC2015X SLC2020X SLC2025X SLC2030X
2.25 SLC22506X SLC22510X SLC22512X SLC22515X SLC22520X SLC22525X —
2.50 SLC2506X SLC2510X SLC2512X SLC2515X SLC2520X SLC2525X SLC2530X
2.75 SLC27506X — SLC27512X SLC27515X SLC27520X SLC27525X —
3.00 SLC3006X SLC3010X SLC3012X SLC3015X SLC3020X SLC3025X SLC3030X
3.25 — — SLC32512X SLC32515X SLC32520X — —
3.50 SLC3506X SLC3510X SLC3512X SLC3515X SLC3520X SLC3525X SLC3530X
3.75 — — SLC37512X SLC37515X SLC37520X — —
4.00 SLC4006X SLC4010X SLC4012X SLC4015X SLC4020X SLC4025X SLC4030X

L]
Changes in Selected
Technical Improvements Technical Features
Technical Feature ‘ Solarice™ Balloon ‘ Sprlntggrl‘oL:rt_‘;end"" Technical Feature ‘ Solarice Balloon ‘ Sprinter Balloon
Nominal pressure (atm) 8 11'%550%%:162 Balloon material Fulcrum™ Lite Fulcrum™
2.00-4.00 mm: 8

Rated burst pressure (RBP) (atm)

1.50-4.00 mm: 14

1.25-1.50 mm: 12
2.00-4.00 mm: 14

Hydrophilic coating

No change

Selective Dura-Trac

Catheter length (cm)

No change

142

Fatigue capability (cycles to RBP) 10 10
Shaft dimensions 1.50-3.50 mm: 1.25-3.50 mm:
Proximal 0.69 mm (2.1 F) RX19F,OTW32F
Distal 0.84 mm (2.5 F) 24F/26F

Balloon MiniWrap

1.50 mm: 2 folds
2.00 mm-3.50 mm: 3 folds
3.75 mm-4.00 mm: 5 folds

1.25 mm: Zerofold

1.50 mm: 2 folds
2.00 mm-3.75 mm: 3 folds

4.00 mm: 5 folds

Shaft dimensions

3.75 mm-4.00 mm:

3.75 mm-4.00 mm:

MGC ID for 1.50-4.00-mm balloon

Proximal 069 mm 2.1 F) RX19F OTW32F

Distal 091 mm (2.7 F) 25F/27F
Marker band material No change Platinum iridium
Lesion entry profile (in.) No change 0.016

No change

1.42 mm/0.056"

*Bench testing vs. Trek, Emerge™, Sprinter Legend and Ryujin™ Plus balloons. 2.50 mm x 15 mm balloons tested.

tBased on 6 F KBT testing.

Bench test data may not be indicative of clinical performance.




Compliance Data

Pressure Average Balloon Diameter (mm)
kPa (atm) 2.50 2.75 3.00 3.25
608 (6) 1.49 2.03 2.27 2.50 2.70 2.92 3.17 3.39 3.66 3.88
709 (7) 1.51 2.05 2.30 2.52 2.73 2.95 3.21 3.43 3.70 3.93
811 (8) 1.52 2.07 2.32 2.55 2.77 2.99 3.25 3.48 3.75 3.99
912 (9) 1.54 2.09 235 2.58 2.80 3.03 3.30 3.53 3.80 4.04
1013 (10) 1.55 2.12 2.38 261 2.84 3.06 3.34 3.58 3.85 4.10
1115(11) 1.57 2.14 241 2.64 2.87 3.10 3.38 3.62 3.90 4.14
1216 (12) 1.58 2.17 243 2.67 291 3.14 342 3.67 3.95 4.19
1317 (13) 1.60 2.19 2.46 2.70 2.94 3.17 3.46 3.71 4.00 4.23
1419 (14)
1520 (15) 1.62 2.25 2.52 2.76 3.02 3.25 3.56 3.81 4.10 4.33
1621 (16) 1.64 2.28 2.56 2.79 3.06 3.29 3.61 3.86 4.16 4.38
1723 (17) 1.65 — 2.60 2.83 3.11 3.34 3.66 3.91 4.22 443

Rated burst pressure*

*Rated burst pressure—do

not exceed.

www.medtronic.com

Europe

Medtronic Intl. Trading SARL
Route du Molliau 31

Case Postale

CH-1131 Tolochenaz
Switzerland

Tel: 41.21.802.7000
Fax:41.21.802.7900

£ Medtronic

Nominal pressure: the pressure at which the balloon approximates its labeled diameter
Rated burst pressure: the maximum pressure to which a balloon is designed to be inflated

Trademarks may be registered and are the property of their respective owners. For distribution only in markets where the Solarice™ semicompliant balloon dilatation catheter has been approved: Germany,

The Netherlands, Poland and Turkey. © 2015 Medtronic, Inc. All rights reserved. UC201505128EE 3/15



% Medtronic

Resolute Onyx”

ZOTAROLIMUS-ELUTING CORONARY STENT SYSTEM

OAD

THE ADVANCED
WORKHORSE POWERED BY i




With an impressive series of product introductions planned

over the next two years, the Medtronic Interventional Portfolio

brings unmatched innovation today and tomorrow.

TCV  PCI RDN CRDM

—00 00—

The latest stent addition to the Medtronic Interventional Portfolio.

(W ]
THE ADVANCED | 0\ ooy s

WORKHORSE (U]



THE MOST DELIVERABLE DES

Featuring Core Wire Technology

PROCEDURAL
SUCCESS

Resolute Onyx DES builds on the Integrity™ pla

procedural success? for even greater flexibility

The Integrity platform utilises bid technology,
offers key performance attributes.

EVEN GREATER DELIVERABILITY
AND PUSHABILITY

MOST DELIVERABLE*

Resolute Onyxw DES
3.00 mmx 18 mm

100

Resolute Integritym DES

3.00 mmx 18 mm E!’
v
“ m n Xience Xpedition DES L
3.00 mmx 18 mm v
CORE WIRE g
TECHNOLOGY X = IEES b
. ynergy >
VY VY e 3.00 mm x 20 MM -
CORE WIRE TECHNOLOGY ENABLES: = ' fgganis Premict ADES 208
M\ 3.00 mm x 20 mm
« Increased deliverability . ™ Lowe e
- Thinner struts with enhanced radiopacity
» No compromise to structural strength
—_— = . —_———T
&{f‘:: "\---.._-'j — ey i
T &
—

'3 Based on bench test data vs. Promus Premier DES, Synergy Il DES, Xience Xpedition DES and Resolute Integrity DES.
2 DELIVER study
4Bench test data of 3.00-mm stents on file at Medtronic, Inc.

MOST PUSHABLE*

175

142

163

143

Higher Is

SUSTAINED RADIAL STRENGTH*

Resolute Onyx DES
3.00 mmx 18 mm

Resolute Integrity DES
3.00mmx 18 mm

Xience Xpedition DES
3.00 mm x 18 mm

Average Force (gf)

Synergy Il DES
3.00 mm x 20 mm

Compression Resistance (N.mm)

Promus Premier DES
3.00 mm x 20 mm

Better

Higher Is Better

INUOUS SINUSOID TECHNOLOGY

Helical wrap

Laser-fused Fluid range of motion



BROADEST SIZE MATRIX COMPLEX

To Optimise Treatment of Complex Clinical Scenarios CASES

Resolute Onyx DES offers meaningful ne
expanding treatment opportunities for p

EXCELLENT RESULTS IN
EXTRA-SMALL-VESSEL EXCELLENT PERFORMANCE
(RVD <2.25 mm) PATIENTS® IN COMPLEX PATIENTS?
iy Long gions UA RESOLUTE Pooled—Extra-Small Vessel All Patients TLF (%) p=0.95 MACE (%) p=0.36
.';Lf;?ﬁ:wﬁﬂ 2 (RVD <2.25 mm) vs. Small Vessel (RVD >2.25 mm At
b\ CTOS Small vessels but <2.75 mm) Stenting TLR at 3 Years m
DAPT: LOW RISK OF ST 30 o

== Extra-Small Vessel (N = 1304)
25 = Small Vessel (N =2773)

ACS AFTERONE MONTH® /SH

Simple

S
8 (33%) Resolute™ Xience V™ Resolute Xience V
*Please see Page 8 for further DAPT discussion. 5 20 p=0.52 DES DES DES DES

o] n=764 n=756 n=764 n=756
Diabetes Multivessels Total occlusions £ 15 Almost 70% of RESOLUTE All Comers, 5-Year Results,

g RESOLUTE All Comers Complex Patient Subgroup

Bifurcations i 10 i Patients Are Complex
=1 — D
A NI I S g 5 % — 2 ~—F% 4.6
V' ) e
0 6 12 18 24 30 36

Time After Initial Procedure (months)

o o Post-hoc RESOLUTE Pooled analysis was not powered for the analysis shown.
Featu”ng a 2' 00 mm dlameter RESOLUTE FIM, RESOLUTE All Comers, RESOLUTE International, RESOLUTE US, RESOLUTE US 38 mm, RESOLUTE Jap:

’Including AMI (within 72 hours), multivessel treatment (>2), renal insufficiency, ISR, bifurcation, bypass graft, LVEF
and Ionger Sten t IengthS RESOLUTE All Comers was not powered for the analysis shown.




PROVEN LONG-TERM

SAFETY

SAFETY AND EFFICACY S

Demonstrated in the Global RESOLUTE Program

Comprehensive, unique Global RESOLUTE
Program with more than patients enrollec

SUSTAINED SAFETY OF 1.2% ST

THROUGH FIVE YEARS IN MORE NO INCREASED RISK FOR ST WITH INTERRUPTION OR
THAN 7500 PATIENTS?® DISCONTINUATION OF DAPT AFTER ONE MONTH?

One year data from the RESOLUTE Clinical Program indicates RESOLUTE Pooled Stent Thrombosis
low stent thrombosis rates for those that interrupted or (ARC Definite/Probable) at 5 Years . .
! Interruption duration >1 day Interrupted 1-12 mo

Timing of First DAPT Interruption and ST Through 1 Year

discontinued DAPT any time after one month. While physicians
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| J d
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—DAPT language in CE Mark IFU 0 1 2 3 4 5
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8Di Mario C. Safety update and long-term clinical outcomes from all studies in the RESOLUTE Global Clinical Program. EuroPCR.
2014. Post-hoc RESOLUTE Pooled analysis was not powered for the analysis shown. RESOLUTE FIM, RESOLUTE All Comers,
RESOLUTE International, RESOLUTE US, RESOLUTE US 38 mm, RESOLUTE Japan, RESOLUTE China RCT, RESOLUTE China «
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RONYX22508X

Rapid Exchange
Length
Diameter

Product Code

Ordering Information

Stent

Stent Length (mm)

a2 | 15 | 18 | 22

PRODUCT INFORMATION

2.00 RONYX20008X RONYX20012X RONYX20015X RONYX20018X RONYX20022X RONYX20026X RONYX20030X — —
225 RONYX22508X RONYX22512X RONYX22515X RONYX22518X RONYX22522X RONYX22526X  RONYX22530X  RONYX22534X RONYX22538X
250 RONYX25008X RONYX25012X RONYX25015X RONYX25018X RONYX25022X RONYX25026X | RONYX25030X  RONYX25034X RONYX25038X
275 RONYX27508X RONYX27512X RONYX27515X RONYX27518X RONYX27522X RONYX27526X | RONYX27530X RONYX27534X RONYX27538X
3.00 RONYX30008X RONYX30012X RONYX30015X RONYX30018X RONYX30022X RONYX30026X | RONYX30030X | RONYX30034X | RONYX30038X
3.50 RONYX35008X RONYX35012X RONYX35015X RONYX35018X RONYX35022X RONYX35026X RONYX35030X  RONYX35034X RONYX35038X
4.00 RONYX40008X RONYX40012X RONYX40015X RONYX40018X RONYX40022X RONYX40026X | RONYX40030X | RONYX40034X | RONYX40038X
450 — RONYX45012X RONYX45015X RONYX45018X RONYX45022X RONYX45026X RONYX45030X
5.00 — RONYX50012X RONYX50015X RONYX50018X RONYX50022X RONYX50026X RONYX50030X
O Indicates new sizes
0.69 mm (2.1 F) Minimal balloon
proximal shaft overhang
oy

2.00-4.00 mm: 0.91 mm (2.7 F)
4.50-5.00 mm: 1.07 mm (3.2 F)
distal shaft

L Proximal and distal J

radiopaque markers
(platinum iridium)

Compliance Data

Stent Diameter
Deployed Stent I.D. (mm)

SO 500 | 225 | 250 | 275 | 300 | 350 | 400 | 450 | 500

Pressure

709 (7) 185 2.05 225 245 275 3.05 3.60 210 4.55

811 (8) 1.90 2.10 230 255 2.80 3.15 3.70 4.20 465

912 (9) 1.90 2.15 235 2.60 2.90 325 3.80 4.30 4.80
1013(10)  1.95 220 245 265 2.95 335 3.85 4.40 4.90
1115 (1) 2.00 225 2.50 270 3.00 3.40 3.95 445 4.95
1216(12) 2.05 230 255 275 3.05 345 400 450 5.05
1317 (13)  2.05 235 255 2.80 3.10 3.50 4.05 4.55 5.10
1419014 2.0 235 2.60 2.80 3.10 355 4.05 4.60 5.15
1520 (15)  2.10 235 2.60 2.85 3.15 3.55 4.10 4.65 5.20
1621 (16) 215 240 2.65 2.90 3.20 3.60 415 5.25
1723(17) 215 240 270 2.90 3.20 365 4.20 4.80 530
1824 (18) 325 | 3.70 | 4.25 4.85 5.35
1925(19)  2.20 245 275 3.00 330 375 4.30 — —
2027 (20) 225 2.50 275 3.00 335 3.80 435 — —
2128 (21) 225 2.50 2.80 3.05 3.40 3.80 4.40 — -

MSID 3.25 3.25° 3.25° 3.75 3.75" 475" 4.75" 5.75* 5.75%

Nominal pressure Rated burst pressuret Maximum stent I.D.

"Do not postdilate greater than listed value.
Do not exceed rated burst pressure.
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Bioprosthesis Loading System Catheter

EnVeo PRO Loading System EnVeo PRO Delivery Catheter
23,26,29 mm TAV System with InLine Sheath
\.‘«.\ 14 Fr Equivalent
A Evolut R
WAL 23mm Valve
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e )]. Model Number:
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L |
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Ny W 26 mm Valve
i |
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WAAAY 29 mm Valve
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Model Number: L-ENVPRO-14 Model Number: ENVPRO-14
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Symplicity Spyral™

Multi-Electrode Renal Denervation Catheter

As arecognised leader in renal denervation innovation, we partner with industry experts who share our commitment
to fighting hypertension and sustaining health. Our Symplicity Spyral™ catheter and Symplicity G3™ generator offer a
sophisticated multi-electrode helical solution that smoothly moves through vessels and conforms naturally to a broad
range of patient anatomies. Four electrodes deliver radiofrequency (RF) energy simultaneously to the treatment site
over a 0.014" guidewire, providing exceptional delivery with reduced procedural time.

PRODUCT DESCRIPTION

The Symplicity Spyral™ catheter consists of:
= Catheter: 6 F guide catheter-compatible
® fFlectrodes: 4 RF monopolar, gold, radio-opaque, 1.50-mm length
® Thermocouple: T-type
® Tip marker: Platinum/Iridium alloy
= Handle: injection molded
® |ntegrated extension cable for connection with the Symplicity G3™ generator

MATERIALS

HANDLE = ABS, thermoplastic elastomer overmold

CATHETER ® Proximal shaft: polyether block amide laminated over stainless steel
® |ntermediate shaft: polyether block amide with braided stainless steel
= Distal electrode array jacket: thermoplastic urethane
® Tip: thermoplastic urethane
= Guidewire lumen: high-density polyethlene liner
® Spiral shaping element: nickel/titanium
® Guidewire loading tool: thermoplastic vulcanisates

THERMOCOUPLE = T-type

SIZES

CATHETER ® 117-cmlength-compatible with 100 cm or shorter guide catheters
® 6 F guide catheter-compatible
® 0.054" maximum profile

PERFORMANCE

CATHETER

= RX design compatible with 0.014" guidewire

® Guidewire retraction used to deploy the spiral electrode array

= RXjoint: 30 cm from distal tip

= Vessel diameter treatment range: 3-8 mm

= Four independently controlled RF monopolar gold electrodes, spaced 6.5 mm apart
® Treatmentlength: 17-21 mm if all electrodes are activated

= Tiplength: 5mm

® Tip marker: 1 mm proximal of distal tip

® Femoral shaft marker: 55 cm from distal tip

STERILISATION PROCESS ® F-beamand 10° SAL
SHELF LIFE = ] year

LATEX = Not present
PHTHALATE = Not present

ANIMAL SUBSTANCE = Not present

Refer to the Instructions for Use (IFU) for full product information.

Medtronic

Further, Together
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Symplicity Spyral™

Multi-Electrode Renal Denervation Catheter

Symplicity Spyral™
multi-electrode renal
denervation catheter

Symplicity G3™ renal
denervation RF generator

!Compared to Symplicity Flex™ catheter
?Data on file at Medtronic

PERFORM WITH ACCURACY.
DELIVER WITH CONSISTENCY.

Built on Symplicity™ technology by Medtronic, the
Symplicity Spyral™ catheter offers animproved' renal
denervation procedure to help bring your hypertension
patients under control.

Consistent four-quadrant ablation pattern

= Helical four-electrode design delivers energy
simultaneously
= Fast 60-second ablation time

Treats a wide range of anatomies

= The self-expanding helical design conforms to a
wide range of artery shapes and sizes
= Single catheter can treat 3—8-mm diameter arteries

Exceptional deliverability?

= Exceptional deliverability with low 4 F profile catheter
= Delivery over a standard 0.014" guidewire with rapid
exchange system

SYMPLICITY G3™ RENAL
DENERVATION RF GENERATOR

Symplicity G3™ generator algorithm for
patient safety

= Touchscreen interface allows for customisation
of electrodes

= Fully visible electrode monitoring

= Remote control (right) and foot switch (not shown)
enable easy activation

Helical ablation pattern:

°
B
g
g

Remote control for
Symplicity G3™ RF
generator

Medtronic

Further, Together



Symplicity Spyral™

Multi-Electrode Renal Denervation Catheter

Symplicity™ Renal Denervation System Components
DESCRIPTIONS

= Symplicity Spyral™ multi-electrode renal denervation catheter: single-use RDN
catheter for use only with the Symplicity G3™ generator with remote control and
DVI-D output

= Symplicity G3™ renal denervation RF generator: reusable RF generator for use with
the Symplicity Spyral™ and Symplicity Flex™ catheters

= Symplicity G3™ generator component; cart

= Foot switch: used to activate generator

= Power cable: supplies power to generator unit

Ordering Information

CATALOG NUMBER PRODUCT
RDNO16 Symplicity Spyral™ catheter
RDNO17 Symplicity G3™ generator; supplied standard with remote control
RDNO19 Symplicity G3™ generator component; cart
RDNO12 Replacement foot switch
PRTO75-XX Replacement power cable (country-specific)

(Contact Medtronic representative for catalog number.)
THND190S Thunder™ guidewire
SABRDND1K Sherpa NX™ Active 6 F 55-cm guide catheter with RDND1 curve
SBERDND1K Sherpa NX™ Balanced 6 F 55-cm guide catheter with RDND1 curve
LABIMAK Launcher™ 6 F 55-cm guide catheter with IMA curve
SABIMAK Sherpa NX™ Active 6 F 55-cm guide catheter with IMA curve
SB6IMAK Sherpa NX™ Balanced 6 F 55-cm guide catheter with IMA curve

Medtronic

Europe Canada Asia Pacific Latin America

Medtronic Intl. Trading SARL ~ Medtronic of Canada Ltd. Medtronic Intl. Ltd. Medtronic

Route du Molliau 31 99 Hereford Street 49 Changi South Avenue 2~ 9850 Doral Bivd., 4th Floor
Case Postale Brampton, Ontario L6Y OR3 ~ Nasaco Tech Centre Miami, FL 33178
CH-1131 Tolochenaz Canada Singapore 486056 USA

Switzerland Tel: 905.460.3800 Singapore Tel: 786.709.4200

Tel: 41.21.802.7000 Fax:905.460.3998 Tel: 65.6436.5000 Fax:786.709.4244
Fax:41.21.802.7900 Toll-free: 800.268.5346 Fax:65.6776.6335

medtronic.com

© 2017 Medtronic. All rights reserved. Medtronic, Medtronic logo and Further, Together are trademarks of Medtronic. All other brands are trademarks
of a Medtronic company. For distribution only in markets where the Symplicity Spyral™ multi-electrode renal denervation catheter and the Symplicity
G3™ renal denervation RF generator have been approved. Not for distribution in the USA, Japan or France.UC201710475ML 5/17
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ATRIOSEPTOSTOMY CATHETER
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CAUTION: Federal (USA) Law restricts this device
to sale by or on the order of a
physician.

NuMED
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Instructions for Use

INDICATIONS

Recommended for balloon atrioseptostomy, an accepted technique in most pediatric cardiology centers for the palliation of several
congenital cardiac defects. Balloon atrioseptostomy is performed in conjunction with diagnostic cardiac catheterization and has been
carried out after the diagnosis of several congenital cardiac defects: transposition of the great arteries, total anomalous pulmonary
venous drainage without pulmonary obstruction, tricuspid atresia, mitral stenosis, mitral atresia, and pulmonary atresia with intact
ventricular septum. The SPT002 - 9.5mm is primarily for infants less than 2 kg.

CATHETER DESCRIPTION

The NuMED Atrioseptostomy Catheter is a new balloon catheter designed for the neonate with congenital heart disease requiring
septostomy. It is a dual lumen catheter, 50cm in length. The SPT002 has a 9.5mm * 0.5mm non-compliant balloon, at 1.0cc volume,
on the distal end. The SPT003 has a 13.5mm + 0.5mm non-compliant balloon, at 2.0cc volume, on the distal end. The SPT002 -
9.5mm catheter also features an end hole that will accommodate an 0.014" guidewire, the SPT003 - 13.5mm catheter also features
an end hole that will accommodate an 0.018" to 0.021" guidewire. The inflated geometry of the balloon is a sphere. There is an
imaging band under the balloon for balloon positioning in the left atrium. The catheter tip is angled at 35° to facilitate passage through
the interarterial opening in the left atrium. To inflate the balloon of the SPT002 - 9.5mm catheter to its maximum diameter, 1cc of
diluted contrast media is pushed into the balloon extension after purging. To inflate the balloon of the SPT003 - 13.5mm catheter to
it's maximum diameter, 2cc of diluted contrast media is pushed into the balloon extension after purging. Catheters are supplied with a
one way stopcock for balloon sealing.

HOW SUPPLIED

Supplied sterilized by ethylene oxide gas. Sterile and non-pyrogenic if package is unopened or undamaged. Do not use the product if
there is doubt as to whether the product is sterile. Avoid extended exposure to light. Upon removal from package, inspect the product
to ensure no damage has occurred.

WARNING

* CAUTION: Do not exceed the rated volume of 1cc for the SPT002 - 9.5mm Catheter. Over inflation may cause balloon rupture.

* CAUTION: Do not exceed the rated volume of 2cc for the SPT003 - 13.5mm Catheter. Over inflation may cause balloon rupture.

* Use only appropriate balloon inflation medium. Do not use air or gaseous medium to inflate the balloon.

* Use only a 3cc inflation device with pressure gauge for inflation.

* Use a 3cc inflation device with pressure gauge for deflation. (For faster deflation, up to a 10cc inflation device with pressure
gauge may be used).

* Do not exceed an injection pressure of 300 psi for the SPT002 - 9.5mm Catheter.

* Do not exceed an injection pressure of 600 psi for the SPT003 - 13.5mm Catheter.

* Do not advance the guidewire, septostomy catheter, or any other component if resistance is met, without first determining the
cause and taking remedial action.

* This catheter is not recommended for pressure measurement or fluid injection.

* This device is intended for single use only. Do not resterilize and/or reuse it, as this can potentially result in compromised device
performance and increased risk of cross-contamination.

* The use of excessive force to pull the balloon across the atrial septum must be avoided.

PRECAUTIONS

¢ NuMED recommends the SPT002 - 9.5mm catheter be used with a 5F introducer to insure admittance.

¢ NuMED recommends the SPT003 - 13.5mm catheter be used with a 6F introducer to insure admittance.

* Balloon atrioseptostomy should not be performed for infants older than six weeks. These infants will have thick atrial septums.
Reference AHA/ACC guidelines.

+ Dilatation procedures should be conducted under fluoroscopic/MRI guidance with appropriate x-ray equipment.

* Guidewires are delicate instruments. Care should be exercised while handling to help prevent the possibility of breakage.

* Careful attention must be paid to the maintenance of tight catheter connections and by aspiration before proceeding to avoid air
introduction into the system.

¢ Under no circumstances should any portion of the catheter system be advanced against resistance. The cause of the resistance
should be identified with fluoroscopy/MRI and action taken to remedy the problem.

* If resistance is felt upon removal, then the balloon, guidewire and the sheath should be removed together as a unit, particularly if
balloon rupture or leakage is known or suspected. This may be accomplished by firmly grasping the balloon catheter and sheath
as a unit and withdrawing both together, using a gentle twisting motion combined with traction.

* Before removing the catheter from the sheath it is very important that the balloon is completely deflated.

* Proper functioning of the catheter depends on its integrity. Care should be used when handling the catheter. Damage may result
from kinking, stretching, or forceful wiping of the catheter.

& MRI Safety Information

Non-clinical testing has demonstrated that NuMED’s Balloon Catheter Systems are MR Conditional. The following labeling is
specific to NUMED’s catheters and does not apply to guidewires or other accessories used in combination with NuMED’s Balloon
Catheter Systems. Users should consult the instructions for use and MRI safety information of other accessory devices used with
NuMED’s catheters. NUMED’s Balloon Catheter Systems may be safely scanned anywhere in the body at 1.5T or 3.0T under the
following conditions. Failure to follow these conditions may result in injury.

Parameter Condition

Device Name NuMED'’s Balloon Catheter Systems

Static Magnetic Field Strength (B0) 1.5T and 3T

MR Scanner Type Cylindrical

Maximum Spatial Field Gradient 19 T/m (1,900 G/cm)

RF Excitation Circularly Polarized (CP)

RF Transmit Coil Type Integrated Whole Body Transmit Coil

Operating Mode Normal Operating Mode

RF Conditions Maximum Whole-body SAR: 2.0 W/kg

Scan Duration 2 W/kg whole-body average SAR for 60 minutes of continuous RF scanning

Image Artifact The presence of a NUMED Balloon Catheter in combination with an 0.035” MR
Conditional guidewire may produce a radial image artifact of 1.8 cm.
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POTENTIAL COMPLICATIONS
Potentlal complications & adverse effects associated with device use and indication include:

Infection * Rhythm and conduction disturbances
¢ Inflammation * Perforation of the left atrial appendage
¢ Thromboembolic Events ¢ Damage to the vascular intima
¢ Air embolism * Bleeding
* Potential balloon separation with subsequent need of ¢ Hematoma Formation

snare ¢ Conduction system Injury
* Vascular perforation requiring surgical repair * Death

Any serious incident that has occurred in relation to the device should be reported to NUMED & the Competent Authority in the
country of use.

INSPECTION AND PREPARATION
Insert guidewire through the distal tip until guidewire exceeds proximal port.

2. Remove balloon protector. Inspect the catheter for damage prior to insertion.

3. Attach a 3cc inflation device with pressure gauge half filled with normal saline and attach it to the stopcock, already attached to
the balloon port.

4. Purge and flush the catheter through lumen thoroughly, observing for leaks.

5. Point inflation device with pressure gauge nozzle downward, aspirate until all air is removed from the balloon, and bubbles no
longer appear in the contrast medium.

6. Turn the stopcock off to maintain the vacuum in the balloon.

7. Remove guidewire.

INSERTION: VASCULAR

1. Prepare a 30% mixture by volume of contrast medium and normal saline.

2. Prepare the subject for the procedure.

3. Catheters may be introduced by percutaneous approach or by transumbilical vein. The SPT002 - 9.5mm catheter requires a 5F
introducer sheath, the SPT003 - 13.5mm catheter requires a 6F introducer sheath (see Precautions) when utilizing this approach.
In case of failure of this access technique, venous cutdown may be used.

4. The placement of the catheter can be accomplished under fluoroscopic/MRI guidance or under special conditions using two-
dimensional echocardiographic guidance. Once through the sheath the catheter is passed to the inferior vena cava and into the
right atrium. The angled tip facilitates passage across the interarterial opening to the left atrium. In case of difficulty in positioning
a 0.014" guidewire for the SPT002 - 9.5mm catheter, or a 0.021" guidewire for the SPT003 - 13.5mm catheter may be used to
achieve safe positioning. The guidewire should be pulled back into the catheter shaft or removed completely before proceeding
with septostomy.

5. Balloon septostomy is most safely performed under fluoroscopy, MRI or 2-D echo. The balloon must be well identified in the left
atrium. The balloon of the SPT002 - 9.5mm catheter is inflated with 1cc of fluid, the balloon of the SPT003 - 13.5mm catheter is
inflated with 2cc of fluid and the stopcock is closed. CAUTION: Do not exceed the 1cc volume for the SPT002 - 9.5mm catheter
or the 2cc volume for the SPT003 - 13.5mm catheter. Over-inflation may cause balloon rupture. The balloon is then pulled into
the right atrium with a fast, snapping motion. This pulling maneuver must be stopped at the inferior vena cava-right atrial junction
and the balloon rapidly readvanced into the right atrium (since balloon is non-compliant, it will not conform to the shape of the IVC
and tearing is a possibility). Immediately deflate the balloon by applying negative pressure to the inflation device with pressure
gauge (a 3cc is recommended unless faster deflation is needed, then up to a 10cc inflation device with pressure gauge may be
used).

The use of excessive force to pull the balloon across the atrial septum must be avoided. Specifically, the physician should avoid
using the entire arm when pulling the balloon across the septum and should instead use only the motion of the wrist. If the
balloon does not easily cross the septum using this method, it is recommended that a smaller volume of fluid be used initially.
The amount of fluid can then be gradually increased in volume until the desired result is achieved. If the first two steps are not
successful, consider static balloon dilation of the atrial septum.

If necessary the catheter can be repositioned in the left atrium and the process can be repeated. The number of repeated
septostomies performed during one catheterization is determined by the clinical state of the patient and the estimation of effective
palliation.

6. Gently withdraw the catheter. As the balloon exits the vessel, use a smooth, gentle, steady motion. If resistance is felt upon
removal, then the balloon, guidewire, and the sheath should be removed together as a unit under fluoroscopic/MRI guidance,
particularly if balloon rupture or leakage is known or suspected. This may be accomplished by firmly grasping the balloon
catheter and sheath as a unit and withdrawing both together, using a gentle twisting motion combined with traction.

7. Apply pressure to the insertion site according to standard practice or hospital protocol for percutaneous vascular procedures.
8. Dispose of device after use according to standard hospital protocol for biohazardous devices.

WARNING: NuMED catheters are placed in the extremely hostile environment of the human body. Catheters may fail to function for a
variety of causes including, but not limited to, medical complications or failure of catheters by breakage. In addition, despite the
exercise of all due care in design, component selection, manufacture and testing prior to sale, catheters may be easily damaged
before, during, or after insertion by improper handling or other intervening acts. Consequently, no representation or warranty is made
that failure or cessation of function of catheters will not occur or that the body will not react adversely to the placement of catheters or
that medical complications will not follow the use of catheters.

NuMED cannot warrant or guarantee NUMED accessories because the structure of the accessories may be damaged by improper
handling before or during use. Therefore, no representations or warranties are made concerning them.

Warranty and Limitations
Catheters and accessories are sold in an ‘as is’ condition. The entire risk as to the quality and performance of the catheter is with the
buyer. NUMED disclaims all warranties, expressed or implied, with respect to catheters and accessories, including but not limited to,
any implied warranty of merchantability or fitness for a particular purpose. NUMED shall not be liable to any person for any medical
expenses or any direct or consequential damages resulting from the use of any catheter or accessory or caused by any defect,
failure, or malfunction of any catheter or accessory, whether a claim for such damages is based upon warranty, contract, tort, or
otherwise. No person has any authority to bind NUMED to any representation or warranty with respect to catheters and accessories.



Z-5™ Balloon Sizing Chart
SPT002 - 9.5mm Balloon Sizing Chart

Injected Volume Resultant Balloon Diameter Injected Volume Resultant Balloon Diameter
0.7 cc 7.95mm + 0.5mm 0.9cc 8.65mm + 0.5mm
0.8 cc 8.00mm + 0.5mm 1.0cc 9.35mm + 0.5mm

SPT003 - 13.5mm Balloon Sizing Chart

Injected Volume Resultant Balloon Diameter Injected Volume Resultant Balloon Diameter
0.5cc 8.0mm  0.5mm 1.5c¢cc 12.0mm £ 0.5mm
1.0cc 10.5mm  0.5mm 2.0cc 13.5mm £ 0.5mm

FRANGAIS

Mode d’emploi

INDICATIONS

Recommandé pour I'atrioseptostomie au ballon, une technique acceptée dans la plupart des centres de cardiologie pédiatrique pour
pallier plusieurs anomalies cardiaques congénitales. L'atrioseptostomie au ballon est effectuée en conjonction avec la cathétérisation
cardiaque de diagnostic ; cette technique a été utilisée aprés le diagnostic de plusieurs anomalies cardiaques congénitales :
transposition des gros vaisseaux, drainage veineux pulmonaire anormal total sans obstruction pulmonaire, atrésie tricuspide,
sténose mitrale, atrésie mitrale et atrésie pulmonaire avec septum ventriculaire intact. Le SPT002 - 9,5 mm est essentiellement
destiné aux enfants de moins de 2 kg.

DESCRIPTION DU CATHETER

Le cathéter d’atrioseptostomie NUMED est un nouveau cathéter a ballon congu pour les nouveaux-nés souffrant d’une maladie
cardiaque congénitale nécessitant une septostomie. Il s’agit d’'un cathéter a double lumiére d’une longueur de 50 cm. Le SPT002 est
pourvu d’un ballon non-compliant de 9,5 mm + 0,5 mm, a un volume de 1,0 cm®, a lextrémité distale. Le SPT003 est pourvu d’un
ballon non-compliant de 13,5 mm, & un volume de 2,0 cm3, a I'extrémité distale. De plus, I'orifice distal du cathéter SPT002 - 9,5 mm
permet d'utiliser un guide métallique de 0,014 po. ; I'orifice distal du SPT003 - 13,5 mm permet d'utiliser un guide métallique de
0,018 & 0,021 po. Une fois gonflé, le ballon a la forme d’une sphére. Une bande d'imagerie située sous le ballon permet de le
positionner dans I'oreillette gauche. Courbée, I'extrémité du cathéter forme un angle de 35° pour faciliter son passage dans
l'ouverture interatriale de I'oreillette gauche. Un cm® du médium de contraste dilué est poussé dans I'extension du ballon aprés la
purge afin de gonfler le ballon du cathéter SPT002 - 9,5 mm & son diamétre maximum. Deux cm® du médium de contraste dilué sont
poussés dans I'extension du ballon apres la purge afin de gonfler le ballon du cathéter SPT003 - 13,5 mm & son diamétre maximum.
Les cathéters sont fournis avec un robinet & une voie assurant leur fermeture hermétique.

CONTENU DE L’'EMBALLAGE

Fourni stérilisé a 'oxyde d’éthylene. Stérile et apyrogene si 'emballage n’a pas été ouvert ou endommagé. Ne pas utiliser en cas de
doute sur la stérilité du produit. Eviter une exposition prolongée a la lumiére. Examiner le produit aprés I’avoir sorti de son emballage
pour s’assurer qu'il n’a pas été endommagé.

AVERTISSEMENT

* MISE EN GARDE : ne dépassez pas le volume maximal de 1 cm® avec le cathéter SPT002 - 9,5 mm. Le gonflement excessif du
ballon risque de provoquer sa rupture.

* MISE EN GARDE : ne dépassez pas le volume maximal de 2 cm® avec le cathéter SPT003 - 13,5 mm. Le gonflement excessif
du ballon risque de provoquer sa rupture.

¢ Utilisez exclusivement un médium approprié pour gonfler le ballon. N'utilisez pas d’air ni de médium gazeux pour gonfler le
ballon.

«  Utilisez un dispositif de gonflage de 3 cm® avec un capteur de pression pour le gonflage.

« Utilisez un dispositif de gonflage de 3 cm® avec un capteur de pression pour le dégonflage. (Un dispositif de gonflage de 10 cm®
peut également étre utilisé pour accélérer le processus de dégonflage.)

* Ne dépassez pas la pression d'injection de 300 psi avec le cathéter SPT002 - 9,5 mm.

* Ne dépassez pas la pression d’injection de 600 psi avec le cathéter SPT003 - 13,5 mm.

* En cas de résistance, ne faites avancer ni le guide métallique, ni le cathéter de septostomie, ni aucun autre composant avant
d’avoir déterming la cause de la résistance et d’avoir remédié a celle-ci.

¢ Ce cathéter n’est pas recommandé pour les mesures de pression ni pour les injections de fluide.

* Ce dispositif est prévu pour une seule utilisation. Ne pas restériliser ni réutiliser, au risque de compromettre les performances du
dispositif et d'augmenter le risque de contamination croisée.

«  Evitez d’exercer une force excessive pour tirer le ballonnet a travers le septum interauriculaire.

PRECAUTIONS

* NuMED recommande d’utiliser un introducteur 5F avec le cathéter SPT002 - 9,5 mm afin d’assurer son admission.

*  NuMED recommande d'utiliser un introducteur 6F avec le cathéter SPT003 - 13,5 mm afin d’assurer son admission.

* Neffectuez pas d’atrioseptostomie au ballon sur les enfants de plus de six semaines. Ces enfants ont des septums atriaux épais.
Directives AHA/ACC de référence.

* Laprocédure de dilatation doit étre effectuée sous guidage fluoroscopique/IRM avec les équipements radiographiques
appropriés.

* Les guides métalliques sont des instruments délicats. Manipulez-les avec soin pour éviter de les briser.

* Avant d’entamer la procédure, vérifiez avec soin que les connexions et I'aspiration du cathéter sont étanches afin d’éviter que de
I'air soit introduit dans le systeme.

¢ Enaucun cas ne faire avancer une partie du systéme de cathéter en cas de résistance. Identifier la cause de la résistance par
fluoroscopie/IRM et prendre les mesures nécessaires pour remédier au probléme.

* En cas de résistance lors du retrait, retirez le ballon, le guide métallique et la gaine en tant qu’une seule unité¢, notamment si vous
savez ou suspectez que le ballon est rompu ou fuit. Ceci s’effectue en saisissant fermement le cathéter a ballon et la gaine en
tant qu’une seule unité, puis en les retirant simultanément & I'aide d’une traction combinée a une légére rotation.
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Il est trés important que le ballon soit complétement dégonflé avant de retirer le cathéter de la gaine.
Le bon fonctionnement du cathéter dépend de son intégrité. Manipulez le cathéter avec précaution. Vous risquez d’endommager
le cathéter si vous le pliez, I'étirez ou I'essuyez avec force.

A Informations concernant la sécurité de I'lRM

Des tests non cliniques ont démontré que les systémes de cathéter a ballonnet de NUMED sont compatibles avec I'lRM sous
certaines conditions. L'étiquette suivante est spécifique aux cathéters NUMED et ne s’applique pas aux guides ou aux autres
accessoires utilisés en combinaison avec les systémes de cathéter a ballonnet de NUMED. Les utilisateurs doivent consulter le
mode d’emploi et les informations concernant la sécurité de I''RM des autres accessoires utilisés avec les cathéters NUMED. Les
systémes de cathéter a ballonnet de NUMED peut étre scannés sans risque n’importe ot dans le corps 21,5 T et 3,0 T dans les
conditions suivantes : Le non-respect de ces conditions peut entrainer des blessures.

Parametre Condition

Nom du dispositif Les systemes a cathéter a ballonnet de NuMED

Champ magnétique statique (BO) 15Tet3T

Type de scanner IRM Cylindrique

Champ a gradient spatial maximum 19 T/m (1.900 gauss/cm)

Excitation RF Polarisé de maniére circulaire (PC)

Type d’antenne d’émission RF Antenne d’émission intégrée corps entier

Mode de fonctionnement Mode de fonctionnement normal

Conditions RF DAS maximum corps entier : 2,0 W/kg

Durée d'acquisition Débit d'absorption spécifique (DAS) moyenné pour le corps entier de 2 W/kg
pendant 60 minutes d'acquisition RF continue

Artefact d'image La présence d'un cathéter a ballonnet NUMED en combinaison avec un guide
de 0,035 po (0,889 mm) compatible avec I''RM sous certaines conditions peut
produire un artefact d'image de 1,8 cm.

COMPLICATIONS EVENTUELLES
Parmi les complications et les effets indésirables potentiels associés a I'utilisation du dispositif et les indications, on citera les points

suivants :
¢ Infection ¢ Perturbations du rythme et de la conduction
¢ Inflammation ¢ Perforation de I'appendice auriculaire gauche
*  Evénements thromboemboliques ¢ Lésions de l'intima vasculaire
* Embolie gazeuse ¢ Saignement
* Séparation éventuelle du ballon, puis nécessité ¢ Formation d’hématome
d'utiliser une anse métallique *  Lésion du systéme de conduction
* Perforation vasculaire nécessitant une réfection e Déces
chirurgicale

Tout incident grave survenant en rapport avec le dispositif doit étre signalé a NUMED et a I'autorité compétente du pays ou il est
utilisé.

INSPECTION ET PREPARATION
1.

2.
3.

4.
5.

6.
7.

Insérez le guide métallique dans la partie distale jusqu’a ce qu'il dépasse le port proximal.

Retirez la protection du ballon. Inspectez le cathéter avant de I'insérer afin de vérifier qu'il n’est pas endommagé.

Utilisez un dispositif de gonflage de 3 cm? avec capteur de pression, & demi rempli de solution saline normale, et attachez-le au
robinet déja attaché au port du ballon.

Purgez et rincez abondamment le cathéter par sa lumiére en vérifiant qu'’il ne fuit pas.

Placez le dispositif de gonflage de maniére a ce que le bec du capteur de pression soit orienté vers le bas, et aspirez jusqu’a ce
que tout I'air ait été retiré du ballon et que plus aucune bulle n’apparaisse dans le médium de contraste.

Fermez le robinet pour conserver le vide dans le ballon.

Retirez le guide métallique.

INSERTION : VASCULAIRE

1.
2.
3.

Préparez une solution saline a 30 % (par rapport au volume) de médium de contraste.

Préparez le sujet pour la procédure.

Les cathéters peuvent étre introduits par voie percutanée ou transombilicale (veine). Le cathéter SPT002 - 9,5 mm nécessite une
gaine d'introduction 5F, et le cathéter SPT003 - 13,5 mm nécessite une gaine d’introduction 6F (reportez-vous aux précautions)
lorsque cette approche est utilisée. La technique de dissection veineuse peut étre utilisée en cas d’échec de la technique d’acces
mentionnée ci-dessus.

La mise en place du cathéter peut étre accomplie sous guidage fluoroscopique/IRM ou dans des conditions spéciales sous
guidage échocardiographique bi-dimensionnel. Une fois sorti de la gaine, le cathéter est acheminé dans la veine cave inférieure
et dans l'oreillette droite. L'extrémité angulée facilite le passage au travers de I'ouverture interauriculaire vers l'oreillette gauche.
En cas de difficulté lors du positionnement, un guide de 0,014 po pour le cathéter SPT002 - 9,5 mm, ou un guide de 0,021 po
pour le cathéter SPT003 - 13,5 mm peut étre utilisé pour assurer un positionnement sir. Le guide doit étre ramené dans le corps
du cathéter ou retiré complétement avant de procéder a la réalisation d’'une septostomie.

Pour assurer une sécurité optimale, réaliser une septostomie a ballonnet par fluoroscopie, sous IRM ou a l'aide d'une
échocardiographie 2D. Le ballonnet doit étre clairement identifié dans I'oreillette gauche. Le ballonnet du cathéter SPT002 -

9,5 mm est gonflé avec 1 cc de liquide, le ballonnet du cathéter SPT003 - 13,5 mm est gonflé avec 2 cc de liquide et le robinet
est fermé. MISE EN GARDE : Ne pas dépasser le volume de 1 cc pour le cathéter SPT002 - 9,5 mm ou le volume de 2 cc pour
le cathéter SPT003 - 13,5 mm. Un gonflage excessif du ballonnet peut provoquer sa rupture. Le ballonnet est tiré ensuite dans
l'oreillette droite d’'un mouvement sec et rapide. Cette manceuvre de traction doit étre interrompue au niveau de la jonction entre
la veine cave inférieure et l'oreillette droite, et le ballonnet doit étre avancé de nouveau dans l'oreillette droite (comme le
ballonnet est non-compliant, il ne s’adapte pas a la forme de la VCI et une déchirure est possible). Dégonfler immédiatement le
ballonnet en appliquant une pression négative au dispositif de gonflage a I'aide d’'un manomeétre (un dispositif de gonflage de

3 cc est recommandé sauf si un dégonflage plus rapide est requis ; dans ce cas, un dispositif de gonflage de 10 cc maximum
muni d'un manométre peut étre utilisé).

L'utilisation d’'une force excessive pour tirer le ballonnet au travers du septum inter-auriculaire doit étre évitée. Spécifiquement, le
médecin doit éviter d'utiliser le bras entier en tirant le ballonnet au travers du septum et doit utiliser uniquement un mouvement
du poignet. Si le ballonnet ne franchit pas facilement le septum en employant cette méthode, il est recommandé d'utiliser un
volume de liquide plus petit au départ. Il est possible d’augmenter ensuite progressivement le volume de liquide jusqu’a ce que le
résultat souhaité soit obtenu. Si les deux premiéres étapes ne sont pas réussies, envisager la dilatation statique par ballonnet du
septum inter-auriculaire.

Si nécessaire, le cathéter peut étre repositionné dans l'oreillette gauche et le processus répété. Le nombre de septostomies
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répétées réalisées pendant un cathétérisme est déterminé par I'état clinique du patient et une estimation de I'efficacité des soins
palliatifs.

6. Retirer délicatement le cathéter. Lorsque le ballonnet quitte le vaisseau, exercer un léger mouvement, doux et constant. En cas
de résistance lors du retrait, retirer le ballonnet, le guide et la gaine d'un seul tenant sous guidage fluoroscopique/IRM,
notamment en cas de rupture ou de fuite suspectée ou avérée du ballonnet. Cette opération peut étre réalisée en saisissant
fermement le cathéter a ballonnet et la gaine d’un seul tenant pour les retirer simultanément par une traction associée a une
légeére rotation.

7. Appliquez une pression sur le site d’insertion conformément a la pratique standard ou au protocole hospitalier applicable aux
procédures vasculaires percutanées.

8. Eliminer le dispositif aprés I'emploi conformément au protocole standard de I'hépital pour les dispositifs présentant un danger
biologique.

AVERTISSEMENT : Les cathéters NUMED sont placés dans un environnement extrémement hostile du corps humain. Il est possible
que les cathéters ne fonctionnent pas correctement pour les raisons les plus diverses dont, sans toutefois s’y limiter, des
complications médicales ou leur rupture. De plus, malgré le controle rigoureux appliqué durant les phases de conception, de
sélection des composants, de fabrication et de tests préalables a la vente, les cathéters peuvent s’endommager facilement avant,
pendant ou aprés leur insertion s'ils sont manipulés de maniére inadéquate ou dans d’autres circonstances d’origine extérieure. Par
conséquent, aucune déclaration ni aucune garantie indiquant que la défaillance ou la cessation du fonctionnement des cathéters ne
se produira pas, que le corps ne réagira pas de maniére indésirable ou encore que des complications médicales ne se produiront
pas aprés ['utilisation des cathéters, ne sont émises.

NuMED ne peut pas assurer ni garantir les accessoires NUMED, car la structure des accessoires peut étre endommagée s'ils sont
manipulés de maniére inappropriée avant ou pendant leur utilisation. Par conséquent, aucune déclaration ni aucune garantie ne sont
émises a leur égard.

Garantie et limitations
Les cathéters et les accessoires sont vendus “en I'état”. L'intégralité du risque relatif & la qualité et aux performances du cathéter est
assumé par I'acheteur. NUMED dénie toutes les garanties, expresses ou implicites, quant aux cathéters et aux accessoires, dont,
sans toutefois s’y limiter, toutes les garanties de qualité commerciale ou d’adaptation & un objectif particulier. NUMED ne peut étre
tenu responsable envers quiconque de tout frais médical ou de tout dommage direct ou indirect résultant de I'utilisation de quelque
cathéter ou accessoire que ce soit ou encore provoqué par tout défaut, défaillance ou fonctionnement incorrect de quelque cathéter
ou accessoire que ce soit, que la déclaration desdits dommages soit basée sur une garantie, un contrat, un acte délictuel ou autre.
Aucun individu n’a l'autorité nécessaire pour obliger NUMED a assumer quelque déclaration ou garantie que ce soit ayant trait aux
cathéters et accessoires.

Tableau des dimensions des ballons Z-5™
Tableau des dimensions des ballons du SPT002 - 9,5 mm

Volume Injecté Diamétre de ballon résultant Volume Injecté Diameétre de ballon résultant
0,7 cc 0,9 cc
(0,7 cm®) 7,95 mm £ 0,5 mm (0,9 o) 8,65 mm £ 0,5 mm
0,8 cc 1,0 cc
(0,8 cm?) 8,00 mm £ 0,5 mm (1,0 o) 9,35 mm £ 0,5 mm
Tableau des dimensions des ballons du SPT003 - 13,5 mm
Volume Injecté Diamétre de ballon résultant Volume Injecté Diamétre de ballon résultant
0,5cc 1,5cc
(0,5 cm?) 8,0mm £ 0,5 mm (1,5 om?) 12,0 mm £ 0,5 mm
1,0 cc 2,0 cc
(1,0 cm?) 10,5 mm £ 0,5 mm (2.0 cm?) 13,6 mm £ 0,5 mm

ITALIANO

Istruzioni per I'uso

INDICAZIONI

Consigliato per atriosettostomia con palloncino, una tecnica accettabile nella maggior parte dei centri cardiaci pediatrici per
I'attenuazione di diversi difetti cardiaci congeniti. L'atriosettostomia con palloncino viene condotta insieme alla caterizzazione
cardiaca diagnostica ed eseguita in seguito alla diagnosi di numerosi difetti cardiaci congeniti: trasposizione delle grandi arterie,
completo drenaggio venoso polmonare anomalo in assenza di ostruzione polmonare, atresia tricuspide, stenosi mitrale, atresia
mitrale e atresia polmonare con setto ventricolare intatto. SPT002 - 9,5mm & adatto principalmente ai neonati con peso inferiore ai 2
Kg.

DESCRIZIONE DEL CATETERE

Il catetere per atriosettostomia NuMED & un nuovo catetere con palloncino ideato per i neonati con malattia cardiaca congenita che
richiede settostomia. E un catetere a lume doppio, lungo 50 cm. L’'SPT002 & dotato di un palloncino non conforme da 9,5mm %
0,5mm al volume di 1 cc, sull’'estremita distale. L'SPT003 & dotato di un palloncino non conforme da 13,5 mm + 0,5 mm, a 2 cc di
volume, sull’'estremita distale. Il catetere SPT002 - 9,5mm inoltre ha un foro all’estremita per la guida angiografica da 0,014", Anche il
catetere SPT003 - 13,5mm & dotato di un foro all'estremita per una guida angiografica da 0,018" a 0,021". La forma geometrica del
palloncino gonfiato & una sfera. Sotto al palloncino ¢’é un insieme di immagini che serve per posizionare il palloncino nell’atrio
sinistro. La punta del catetere ha un angolo di 35° che facilita il passaggio lungo I'apertura interatreale nell’atrio sinistro. Per gonfiare
il palloncino del catetere SPT002 - 9,5mm al massimo diametro, dopo lo spurgo nell’estensione del palloncino viene spinto 1 cc di
mezzo di contrasto diluito. Per gonfiare il palloncino del catetere SPT003 - 13,5mm al massimo diametro, dopo lo spurgo
nell’estensione del palloncino vengono spinti 2 cc di mezzo di contrasto diluito. | cateteri sono forniti con un rubinetto a unica
direzione come sigillo del palloncino.

MODALITA DI FORNITURA

Fornito sterilizzato mediante ossido di etilene. Sterile e non pirogenico se la confezione & chiusa e integra. Non utilizzare il prodotto
in caso di dubbi sulla sua sterilita. Evitare I'esposizione prolungata alla luce. Dopo averlo tolto dalla confezione, esaminare il prodotto
per verificare che non abbia subito danni.



AVVERTENZA

ATTENZIONE: per il catetere SPT002 - 9,5mm non superare il volume nominale di 1 cc. Un gonfiaggio eccessivo potrebbe
causare la rottura del palloncino.

ATTENZIONE: per il catetere SPT003 - 13,5mm non superare il volume nominale di 2 cc. Un gonfiaggio eccessivo potrebbe
causare la rottura del palloncino.

Usare solo il liquido di gonfiaggio del palloncino appropriato. Non usare aria o0 mezzi gassosi.

Per il gonfiaggio usare solamente un dispositivo da 3 cc con indicatore di pressione.

Per lo sgonfiaggio usare un dispositivo da 3 cc con indicatore di pressione (per uno sgonfiaggio pit veloce & possibile usare un
dispositivo di gonfiaggio da 10 cc con indicatore di pressione).

Per il catetere SPT002 - 9,5 mm non superare la pressione di iniezione di 300 psi.

Per il catetere SPT003 - 13,5 mm non superare la pressione di iniezione di 600 psi.

In caso di resistenza, non fare avanzare la guida angiografica, il catetere per settostomia o alcun altro componente, senza aver
prima determinato la causa dell'ostacolo e avervi posto rimedio.

Non si consiglia di usare questo catetere per misurare la pressione o per iniettare fluido.

Questo dispositivo & esclusivamente monouso. Per evitare prestazioni inadeguate e un maggior rischio di contaminazione
crociata, non risterilizzare e/o riutilizzare il dispositivo.

Evitare di applicare una eccessiva forza durante la fase di passaggio del palloncino attraverso il setto atriale.

PRECAUZIONI

NuMED consiglia di usare il catetere SPT002 - 9,5mm con un introduttore vasale 5F per garantirne I'introduzione.

NuMED consiglia di usare il catetere SPT003 - 13,5mm con un introduttore vasale 6F per garantirne I'introduzione.

Non eseguire I'atriosettostomia nei neonati con pitl di sei settimane di vita in quanto il loro setto atriale & piu spesso. Consultare
le norme AHA/ACC.

Eseguire la procedura di dilatazione sotto osservazione fluoroscopica/RM con apparecchiature adatte.

Le guide angiografiche sono strumenti delicati. Per evitarne possibili rotture, fare molta attenzione durante il trattamento.

Per evitare l'introduzione di aria nel sistema, prima di procedere eseguire con cura la manutenzione delle fisse connessioni del
catetere e di aspirazione.

Non forzare in nessun caso I'avanzamento di alcuna porzione del catetere. Identificare la causa della resistenza tramite
fluoroscopia/RM e adottare le procedure piu indicate per risolvere il problema.

Se si osserva resistenza al momento della rimozione, togliere il palloncino, la guida angiografica e la guaina come unica unita,
particolarmente se si sospetta o si & osservata una lesione o una perdita del palloncino. Allo scopo afferrare fermamente il
catetere del palloncino e la guaina come unica unita e farli fuoriuscire insieme, con un movimento delicato e ruotante abbinato a
trazione.

Prima di rimuovere il catetere dalla guaina, accertarsi che il palloncino sia completamente sgonfio.

L'integrita del catetere & essenziale per garantirne il funzionamento corretto. Trattare con cura il dispositivo in quanto eventuali
attorcigliamenti, prolungamenti o puliture del catetere eseguite con forza possono causare danni.

A Informazioni sulla sicurezza in ambiente RM

Prove non cliniche hanno dimostrato che i sistemi con catetere a palloncino NUMED sono a compatibilita RM condizionata.
L’etichettatura seguente & specifica per i cateteri NUMED e non si applica alle guide o agli altri accessori usati insieme ai sistemi
con catetere a palloncino NUMED. Gli operatori devono consultare le istruzioni per I'uso e le informazioni sulla sicurezza in
ambiente RM degli altri dispositivi accessori utilizzati con i cateteri NUMED. | sistemi con catetere a palloncino NUMED in qualsiasi
parte del corpo possono essere sottoposti a scansione in sicurezza a 1,5 T 0 3,0 T alle condizioni seguenti. Il mancato rispetto
delle condizioni indicate pud essere causa di lesioni.

Parametro Condizione

Nome dispositivo Sistemi con catetere a palloncino NUMED

Intensita di campo magnetico statico (B0) 15Te3T

Tipo di scanner RM Cilindrico

Massimo gradiente spaziale di campo 19 T/m (1.900 G/cm)

Eccitazione RF Polarizzazione circolare (CP)

Tipo di bobina tr ittente RF Bobina trasmittente a corpo intero integrata

Modalita operativa Modalita operativa normale

Condizioni RF SAR massimo sul corpo intero 2,0 W/kg

Durata scansione SAR mediato sul corpo intero di 2 W/kg per 60 minuti di scansione continua

Artefatto d'immagine La presenza di un catetere a palloncino NUMED abbinato a una guida a
compatibilita RM condizionata da 0,035 pollici (0,889 mm) pud causare un
artefatto d'immagine radiale di 1,8 cm.

POTENZIALI COMPLICAZIONI
Le complicanze e gli effetti avversi potenziali associati all'uso del dlsposmvo e alla sua indicazione includono:

Infezione Disturbi ritmici e di conduzione
Infiammazione * Perforazione dell’appendice atriale sinistra
Eventi tromboembolici * Danno alla parete vascolare profonda
Embolia ¢ Emorragia

Potenziale separazione del palloncino con successiva * Formazione di ematoma

necessita di cappio * Lesione del sistema di conduzione
Perforazione vascolare che richiede un intervento *« Morte

chirurgico

Gli incidenti gravi verificatisi con I'uso del dispositivo devono essere segnalati a NUMED e all'autoritd competente del Paese di
utilizzo.

ISPEZIONE E PREPARAZIONE

2.
3.

4.
5

No

Inserire la guida angiografica lungo la punta distale fino a che la guida non supera la porta prossimale.

Rimuovere la protezione del palloncino. Prima di inserire il catetere controllarlo al fine di verificare che non sia danneggiato.
Attaccare il dispositivo di gonfiaggio da 3 cc con l'indicatore di pressione riempito a meta di soluzione salina normale e collegarlo
al rubinetto gia attaccato alla porta del palloncino.

Purgare e sciacquare il catetere accuratamente lungo il lume ed osservare se vi siano delle perdite.

Puntare il dispositivo di gonfiaggio con il becco dell'indicatore di pressione rivolto verso il basso, aspirare fino a che non si &
rimossa tutta I'aria dal palloncino e non appaiono pit bolle nel mezzo di contrasto.

Spegnere il rubinetto per mantenere il vuoto nel palloncino.

Rimuovere la guida angiografica.




INSERIMENTO: VASCOLARE
1. Preparare una miscela con volume al 30% di mezzo di contrasto e di soluzione salina normale.

2. Preparare il soggetto per la procedura.

3. E possibile inserire i cateteri per via percutanea o per vena transumbilicale. In questi casi il catetere SPT002 - 9,5 mm richiede
l'uso di una guaina per introduttore vasale 5F, il catetere SPT003 - 13,5 mm richiede I'uso di una guaina per introduttore vasale
6F (vedere Precauzioni). Nel caso in cui questa tecnica non funzioni, si possono provare vie venose.

4. |l catetere pud essere posizionato sotto osservazione fluoroscopica/RM o in condizioni speciali impiegando I'ecocardiografia 2D.
Dopo aver oltrepassato la guaina, introdurre il catetere nella vena cava inferiore e successivamente nell'atrio destro. La punta
angolata ne agevola il passaggio attraverso I'apertura interatriale fino all’atrio sinistro. Se si riscontra difficolta, per un
posizionamento sicuro si pud utilizzare una guida da 0,014 pollici per il catetere SPT002 da 9,5 mm o una guida da 0,021 pollici
per il catetere SPT003 da 13,5 mm. La guida deve essere ritirata nello stelo del catetere oppure rimossa completamente prima
di eseguire la settostomia.

5. Per eseguire in sicurezza la settostomia mediante palloncino, avvalersi della fluoroscopia, della RM o dell’ecocardiografia 2D. Il
palloncino deve essere chiaramente visibile nell’atrio sinistro. Gonfiare il palloncino del catetere SPT002 da 9,5 mm con 1 cc di
liquido; gonfiare il palloncino del catetere SPT003 da 13,5 mm con 2 cc di liquido e chiudere il rubinetto. ATTENZIONE: non
superare il volume di 1 cc per il catetere SPT002 da 9,5 mm e il volume di 2 cc per il catetere SPT003 da 13,5 mm, poiché il
gonfiaggio eccessivo del palloncino pud causarne la rottura. Tirare poi il palloncino nell’atrio destro con uno scatto rapido.
Interrompere la manovra di trazione in corrispondenza della giunzione della vena cava inferiore con I'atrio destro; fare avanzare
nuovamente e rapidamente il palloncino. Dato che il palloncino non &€ compliante, non assumera la forma della vena cava
inferiore, pertanto esiste il rischio che si laceri. Sgonfiare immediatamente il palloncino applicando pressione negativa con il
dispositivo di gonfiaggio dotato di manometro. Si consigliano 3 cc, a meno che non sia necessario sgonfiare piu rapidamente il
palloncino; si possono usare fino a 10 cc se si utilizza un dispositivo di gonfiaggio dotato di manometro.

Evitare di tirare con forza eccessiva il palloncino attraverso il setto atriale. Nello specifico, il medico non deve usare tutto il
braccio per tirare il palloncino attraverso il setto: deve usare invece solo il movimento del polso. Se con questo metodo il
palloncino non attraversa con facilita il setto, si consiglia di impiegare inizialmente un volume di liquido minore. Il volume di
liquido puo poi essere aumentato gradatamente fino a ottenere il risultato desiderato. Se i primi due passaggi non riescono,
prendere in considerazione la dilatazione del setto atriale con il palloncino in posizione statica.

Se necessario, il catetere pud essere riposizionato nell’atrio sinistro e il procedimento pud essere ripetuto. Il numero di
settostomie eseguite durante un intervento di cateterismo dipende dallo stato clinico del paziente e dalla stima dell’effetto
palliativo.

6. Ritirare delicatamente il catetere. Man mano che il palloncino fuoriesce dal vaso sanguigno, impartire un movimento costante,
delicato e uniforme. Se si incontra resistenza al momento della rimozione, estrarre insieme il palloncino, la guida e la guaina
come unica unita sotto osservazione fluoroscopica/RM, soprattutto in caso di rottura o perdita dal palloncino, sospetta o
accertata. Per fare cio, afferrare saldamente il catetere a palloncino e la guaina come unica unita e ritirarli insieme associando
alla trazione un delicato movimento di rotazione.

7. Esercitare pressione al sito di penetrazione seguendo la pratica standard o il protocollo ospedaliero relativo alle procedure
vascolari percutanee.

8. Smaltire il dispositivo dopo I'uso attenendosi al protocollo ospedaliero standard sui dispositivi biopericolosi.

AVVERTENZA: i cateteri NUMED vengono usati in parti del corpo umano che sono estremamente ostili per cui potrebbero non
funzionare a causa di diversi motivi, tra cui possibili complicazioni mediche o il mancato funzionamento del dispositivo a causa di una
rottura. Inoltre, nonostante il design dettagliato, la selezione accurata dei componenti e della produzione e il collaudo prima della
vendita, i cateteri potrebbero danneggiarsi facilmente prima, durante o dopo inserimento a causa di un uso scorretto o della
presenza di altri fattori. Di conseguenza non viene data alcuna rappresentanza o garanzia dell’assenza di eventuali guasti o di
interruzioni di funzionamento o che il corpo non funzionera in modo avverso all'inserimento del catetere o che non vi saranno
complicazioni dovute all'uso dei cateteri.

NuMED non garantisce gli accessori NUMED poiché la struttura potrebbe essere stata danneggiata a causa di un trattamento
scorretto prima o durante I'uso. Di conseguenza non viene data alcuna rappresentanza o garanzia a riguardo.

Garanzia e limitazioni
| cateteri e gli accessori vengono venduti come sono. Il rischio della qualita e delle prestazioni del catetere sono esclusivamente
dell’acquirente. NUMED non offre alcuna garanzia, espressa o implicita, dei cateteri e degli accessori, tra cui eventuali garanzie
implicite di commerciabilita o adeguatezza per un certo scopo. NUMED non €& da ritenersi responsabile nei confronti di alcuna
persona o di eventuali spese mediche o di danni diretti o conseguenti che risultano dall’'uso di un catetere o accessorio o che sono
causati da difetti, mancato funzionamento del catetere o dell’accessorio, sia che il reclamo si basi su garanzia, contratto, torto o altra
forma. Nessuno ha alcuna autorita di vincolare NUMED a rappresentare o garantire i cateteri e gli accessori.

Tabella delle dimensioni del palloncino dello Z-5™
SPT002 - 9,5 mm Tabella delle dimensioni del palloncino

Diametro del palloncino
che ne risulta

Diametro del palloncino

Volume inseri H
olume inserito che ne risulta

Volume inserito

0,7 cc 7,95 mm + 0,5 mm 0,9 cc 8,65 mm + 0,5 mm

0,8 cc 8,00 mm + 0,5 mm 1,0 cc 9,35 mm + 0,5 mm

SPT003 - 13,5 mm Tabella delle dimensioni del palloncino

Diametro del palloncino Diametro del palloncino

Volume inserito Volume inserito

che ne risulta che ne risulta
0,5cc 8,0 mm £ 0,5 mm 1,5¢cc 12,0 mm £ 0,5 mm
1,0 cc 10,5 mm £ 0,5 mm 2,0cc 13,5 mm + 0,5 mm




DEUTSCH

Gebrauchsanweisung

INDIKATION

Fir Ballonatrioseptostomie, eine in den meisten Kardiologiezentren zur Behandlung bestimmter angeborener Herzfehler bei Kindem
angewendete Technik empfohlen. Ballonatrioseptostomie wird in Verbindung mit diagnostischer Herzkatheterisierung und nach der
Diagnose verschiedener angeborener Herzfehler durchgefiihrt: Transposition der groRen Arterien, totale Lungenvenenfehimiindung
ohne Lungenobstruktion, Trikuspidalatresie, Mitralstenose, Mitralatresie und Pulmonalatresie mit intaktem Ventrikelseptum. Der
Katheter SPT002 - 9,5 mm ist vor allem fiir Sduglinge unter 2 kg vorgesehen.

KATHETERBESCHREIBUNG

Der NUuMED Atrioseptostomie-Katheter ist ein neuer Ballonkatheter, der fiir Neugeborene mit einer angeborenen Herzkrankheit
konzipiert ist, die eine Septostomie erfordert. Es handelt sich um einen 50 cm langen Zwei-Lumen-Katheter. Der Katheter SPT002 ist
am distalen Ende mit einem nicht dehnbaren Ballon (9,5 mm + 0,5 mm bei einem Volumen von 1,0 cc) versehen. Der Katheter
SPT003 ist am distalen Ende mit einem nicht dehnbaren Ballon (13,5 mm + 0,5 mm bei einem Volumen von 2 cc) versehen. Der
Katheter SPT002 - 9,5 mm verfligt auch Uber eine Endoffnung fiir einen Fiihrungsdraht mit einem Durchmesser von 0,014 Zoll
(0,0356 cm), wahrend der Katheter SPT003 - 13,5 mm eine Endéffnung fiir einen Fiihrungsdraht mit einem Durchmesser von 0,018
bis 0,021 Zoll (0,046 cm bis 0,053 cm) aufweist. Der aufgeblasene Ballon ist kugelférmig. Unter dem Ballon befindet sich ein
bildgebendes Band zur Positionierung des Ballons im linken Vorhof. Die Katheterspitze ist abgewinkelt (35°), damit sie durch die
interatriale Offnung im linken Vorhof geschoben werden kann. Zum Aufblasen des Ballons des Katheters SPT002 - 9,5 mm auf den
maximalen Durchmesser wird nach dem Entfernen der Luft 1 cc verdiinntes Kontrastmittel in die Ballonverlangerung eingefiillt. Zum
Aufblasen des Ballons des Katheters SPT003 - 13,5 mm auf den maximalen Durchmesser werden nach dem Entfernen der Luft 2 cc
verdiinntes Kontrastmittel in die Ballonverléangerung eingefiillt. Im Lieferumfang der Katheter ist ein Einwegabsperrhahn zum
VerschlieRen des Ballons enthalten.

LIEFERFORM

Bei Lieferung steril und pyrogenfrei, sofern die Verpackung ungedffnet und unbeschéadigt ist. Sterilisiert mit Ethylenoxid-Gas. Das
Produkt nicht anwenden, wenn Zweifel dariiber bestehen, ob das Produkt steril ist. Ldngere Lichteinwirkung vermeiden. Das Produkt
nach dem Entfernen aus der Verpackung auf mdgliche Beschadigungen Uberpriifen.

WARNUNG:

* ACHTUNG: Beim Katheter SPT002 - 9,5 mm darf das Nennvolumen von 1 cc nicht iberschritten werden. Wenn der Ballon zu
stark aufgeblasen wird, kann ein Riss entstehen.

* ACHTUNG: Beim Katheter SPT003 - 13,5 mm darf das Nennvolumen von 2 cc nicht Gberschritten werden. Wenn der Ballon zu
stark aufgeblasen wird, kann ein Riss entstehen.

* Verwenden Sie nur eine geeignete Ballonfiillung. Verwenden Sie zum Aufblasen des Ballons weder Luft noch ein gasférmiges
Mittel.

* Verwenden Sie zum Aufblasen nur einen 3-cc-Inflator mit Druckmesser.

* Verwenden Sie zur Deflation einen 3-cc-Inflator mit Druckmesser. (Zur schnelleren Deflation kann ein Inflator bis zu 10 cc mit
Druckmesser verwendet werden.)

* Beim Katheter SPT002 - 9,5 mm darf der Einspritzdruck von 300 psi nicht Uberschritten werden.

* Beim Katheter SPT003 - 13,5 mm darf der Einspritzdruck von 600 psi nicht Uberschritten werden.

* Fihren Sie den Filhrungsdraht, den Septostomie-Katheter bzw. andere Komponenten nicht ein, wenn Widerstand zu spiiren ist,
ohne vorher die Ursache zu ermitteln und geeignete GegenmaRnahmen zu ergreifen.

* Dieser Katheter sollte nicht zur Druckmessung oder zum Einspritzen von Fliissigkeit verwendet werden.

* Dieses Produkt ist nur zum Einmalgebrauch vorgesehen. Nicht resterilisieren und/oder wiederverwenden, da sonst die
Produktleistung beeintrachtigt werden kann und ein erhdhtes Kreuzkontaminationsrisiko besteht.

+ Den Ballon nicht mit Gewalt iber das Vorhofseptum ziehen.

VORSICHTSMASSNAHMEN

* NuMED empfiehlt, den Katheter SPT002 - 9,5 mm mit einer 5F-Einfiihrschleuse zu verwenden, um das Einfiihren zu erleichtern.

* NuMED empfiehlt, den Katheter SPT003 - 13,5 mm mit einer 6F-Einfiihrschleuse zu verwenden, um das Einfiihren zu
erleichtern.

* Die Ballonatrioseptostomie sollte nur bei Sauglingen bis zum Alter von sechs Wochen durchgefiihrt werden. Diese Séuglinge
haben ein dickes Vorhofseptum. Siehe Richtlinien der AHA/ACC.

+ Die Dilatation sollte bei gleichzeitigem Durchleuchten/MRT mit einer geeigneten Vorrichtung erfolgen.

¢ Ein Fiihrungsdraht ist ein zerbrechliches Instrument. Bei der Verwendung ist &uRerste Vorsicht geboten, damit der Fiihrungsdraht
nicht bricht.

* Vor der Verwendung sind die Katheteranschliisse auf ihre Dichtheit zu tiberpriifen und die gesamte Luft abzusaugen, damit keine
Luft in das System gelangt.

¢ Unter keinen Umstanden darf irgendein Teil des Kathetersystems eingefiihrt werden, wenn Widerstand zu spiiren ist. Die
Ursache fiir den Widerstand sollte per Durchleuchtung/MRT festgestellt werden. AnschlieRend sind die entsprechenden
MaRnahmen zur Behebung des Problems zu ergreifen.

* Wenn beim Entfernen Widerstand zu spiiren ist, sollte der Ballon samt Fiihrungsdraht und Hiille herausgezogen werden. Dies
empfiehlt sich vor allem dann, wenn der Ballon einen Riss hat oder undicht ist bzw. wenn dies der Fall sein kdnnte. Fassen Sie
den Ballonkatheter samt Hiille fest an und ziehen Sie beides durch leichtes Drehen und gleichzeitiges Ziehen heraus.

¢ Vor dem Herausziehen des Katheters aus der Hiille muss der Ballon ganz entleert werden.

* Der Katheter funktioniert nur dann richtig, wenn er vollkommen intakt ist. Bei der Verwendung des Katheters ist Vorsicht geboten.
Der Katheter kann durch Knicken, Dehnen oder zu starkes Abwischen beschadigt werden.

& Angaben zur MRT-Sicherheit

Nichtklinische Tests haben gezeigt, dass die Ballonkathetersysteme von NUMED bedingt MR-sicher sind. Die folgende
Kennzeichnung ist spezifisch fiir die Katheter von NUMED und gilt nicht fiir Fihrungsdrahte oder andere Zubehérteile, die in
Kombination mit den Ballonkathetersystemen von NuMED verwendet werden. Anwender sollten die Gebrauchsanweisung und die
MRT-Sicherheitsinformationen anderer Zusatzprodukte, die mit den Kathetern von NUMED verwendet werden, konsultieren. Die
Ballonkathetersysteme von NUMED kénnen unter den folgenden Bedingungen bei 1,5 T oder 3,0 T an beliebigen Kérperstellen
gefahrlos gescannt werden. Nichteinhaltung dieser Bedingungen kann zu Verletzungen fiihren.

Parameter Bedingung

Name des Produkts Ballonkathetersysteme von NUMED
Statische Magnetfeldstarke (B0O) 15Tund3T

Typ des MR-Scanners Zylindrisch




Maximaler Raumfeldgradient 19 T/m (1900 G/cm)

HF-Anregung Zirkulare Polarisation (CP)

Typ der HF-Sendespule Integrierte Ganzkdrper-Sendespule

Betriebsmodus Normaler Betriebsmodus

HF-Bedingungen Maximale Ganzkorper-SAR: 2,0 W/kg

Scandauer Ganzkorpergemittelte SAR von 2 W/kg wahrend eines kontinuierlichen HF-
Scans von 60 Minuten

Bildartefakte Das Vorhandensein eines NUMED Ballonkatheters in Kombination mit einem
bedingt MR-sicheren Fiihrungsdraht von 0,035 Inch (0,889 mm) kann ein
radiales Bildartefakt von 1,8 cm hervorrufen.

MOGLICHE KOMPLIKATIONEN
Zu den moglichen Komplikationen und unerwiinschten Nebenwirkungen im Zusammenhang mit der Anwendung und der Indikation
gehoren

Infektion ¢ Rhythmus- und Leitungsstérungen
¢ Entzindung * Perforation des linken Vorhofanhangs
¢ Thromboembolien ¢ Verletzung der GefaRintima
¢ Luftembolie ¢ Blutung
* Ballonabtrennung, die die anschlieBende Verwendung ¢ Blutergussbildung

einer Schlinge erfordert. *  Verletzung des Reizleitungssystems
* GefaRperforation, die einen chirurgischen Eingriff *« Tod

erfordert.

Jeder schwerwiegende Vorfall, der im Zusammenhang mit dem Gerét aufgetreten ist, sollte NUMED und der zustandigen Behorde
des Landes, in dem das Gerat verwendet wird, gemeldet werden.

UBERPRUFUNG UND VORBEREITUNG
Fiihren Sie den Fiihrungsdraht durch die distale Spitze ein, bis der Filhrungsdraht tiber den proximalen Anschluss hinausreicht.

2. Entfernen Sie den Ballonschutz. Uberpriifen Sie den Katheter vor der Einfiihrung auf etwaige Schaden.

3. SchlieRen Sie einen mit normaler Salzldsung halb gefiillten 3-cc-Inflator mit Druckmesser an den Absperrhahn an, der bereits am
Ballonanschluss angebracht ist.

4. Entfernen Sie die Luft und spiilen Sie den Durchlass des Katheters griindlich aus, und achten Sie dabei auf etwaige undichte
Stellen.

5. Halten Sie den Inflator mit der Druckmesserdiise nach unten und saugen Sie die ganze Luft aus dem Ballon ab, bis im
Kontrastmittel keine Blasen mehr zu sehen sind.

6. Drehen Sie den Absperrhahn zu, um das Vakuum im Ballon aufrechtzuerhalten.

7. Entfernen Sie den Fiihrungsdraht.

EINFUHRUNG: VASKULAR

1. Bereiten Sie eine Mischung aus 30 % Kontrastmittel und normaler Salzlésung zu.

2. Bereiten Sie den Patienten fiir den Eingriff vor.

3. Katheter kénnen perkutan oder (iber die Nabelvene eingefiihrt werden. Bei einem derartigen Eingriff ist fir den Katheter SPT002
-9,5 mm eine 5F-Einfiihrschleusenhtille und fiir den Katheter SPT003 - 13,5 mm eine 6F-Einfiihrschleusenhiille erforderlich
(siehe VorsichtsmaRnahmen). Wenn diese Methode nicht funktioniert, kann eine Venensektion durchgefiihrt werden.

4. Die Platzierung des Katheters kann unter Durchleuchtung/MRT-Fiihrung oder unter besonderen Bedingungen unter
zweidimensionaler echokardiographischer Fiihrung erfolgen. Durch die Schleuse wird der Katheter in die untere Hohlvene und in
den rechten Vorhof eingefiihrt. Die abgewinkelte Spitze erleichtert die Passage Uber die interatriale Offnung zum linken Atrium.
Bei Schwierigkeiten bei der Positionierung, kann ein 0,355 mm-Fihrungsdraht fiir den SPT002 - 9,5 mm Katheter oder ein 0,533
mm-Flhrungsdraht fiir den SPT003 - 13,5 mm Katheter verwendet werden, um eine sichere Positionierung zu erreichen. Der
Flihrungsdraht sollte in den Katheterschaft zurlickgezogen oder vollstandig entfernt werden, bevor mit der Septostomie
fortgefahren wird.

5. Die Ballon-Septostomie wird am sichersten unter Durchleuchtung, MRT oder 2-D-Echo durchgefiihrt. Der Ballon muss im linken
Atrium gut identifiziert werden. Der Ballon des SPT002 - 9,5 mm Katheters wird mit 1cc Fliissigkeit aufgeblasen, der Ballon des
SPT003 - 13,5 mm Katheters wird mit 2cc Fliissigkeit aufgeblasen und der Absperrhahn wird geschlossen. VORSICHT:
Uberschreiten Sie nicht das Volumen von 1cc fir den SPT002 - 9,5 mm Katheter oder das Volumen von 2cc fiir den SPT003 -
13,5 mm Katheter. UberméaRiges Aufblasen kann zum Aufreien des Ballons fiihren. Der Ballon wird dann mit einer schnellen,
schnappenden Bewegung in den rechten Vorhof gezogen. Dieses Zugmandver muss an der Verbindung zwischen der unteren
Hohlvene und dem rechten Vorhof gestoppt und der Ballon schnell in den rechten Vorhof zuriickgefiihrt werden (da der Ballon
nicht konform ist, passt er sich nicht an die Form der IVC an und es besteht die Moglichkeit, dass er reit). Entleeren Sie den
Ballon sofort, indem Sie die Aufblasvorrichtung mit Manometer mit Unterdruck beaufschlagen (empfohlen werden 3cc, es sei
denn, es wird eine schnellere Entleerung benétigt, dann kann eine Aufblasvorrichtung mit Manometer auf bis zu 10cc Druck
verwendet werden).

Die Anwendung von iibermaBiger Kraft, um den Ballon liber die Vorhofscheidewand zu ziehen, muss vermieden werden.
Insbesondere sollte der Arzt beim Ziehen des Ballons (iber das Septum nicht den gesamten Arm benutzen, sondern nur die
Bewegung des Handgelenks. Wenn der Ballon bei dieser Methode das Septum nicht leicht durchquert, wird empfohlen, zunachst
ein kleineres Fliissigkeitsvolumen zu verwenden. Die Fliissigkeitsmenge kann dann allmahlich im Volumen erh6ht werden, bis
das gewiinschte Ergebnis erreicht ist. Wenn die ersten beiden Schritte nicht erfolgreich sind, erwégen Sie eine stationare
Ballondilatation in der Vorhofscheidewand.

Bei Bedarf kann der Katheter im linken Atrium neu positioniert und der Vorgang wiederholt werden. Die Anzahl der wiederholten
Septostomien, die wahrend einer Katheterisierung durchgefiihrt werden, wird durch den klinischen Zustand des Patienten und
die Abschéatzung der effektiven Palliation bestimmt.

6. Den Katheter vorsichtig entfernen. Beim Austritt des Ballons aus dem GefaR ist eine leichte, sanfte, gleichméRige Bewegung
anzuwenden. Wenn beim Entfernen Widerstand zu spiiren ist, sollte der Ballon samt Fiihrungsdraht und Schleuse unter
Durchleuchtungs-/MRT-Fiihrung herausgezogen werden. Dies empfiehlt sich vor allem dann, wenn der Ballon einen Riss hat
oder undicht ist bzw. wenn dies der Fall sein kdnnte. Hierzu Ballonkatheter und Schleuse fest anfassen und mit einer leichten
Drehbewegung zusammen herausziehen.

7. Uben Sie entsprechend dem Standardverfahren bzw. Krankenhausprotokoll fiir perkutane GefaReingriffe auf die Einfiihrstelle
Druck aus.

8. Entsorgen Sie das Geréat nach dem Gebrauch gemaR dem Standard-Krankenhausprotokoll fiir biogefahrdende Gerate.

WARNUNG: NuMED Katheter kommen in einer duRerst aggressiven Umgebung im menschlichen Kérper zum Einsatz. Katheter
konnen aus verschiedenen Griinden wie beispielsweise aufgrund medizinischer Komplikationen oder infolge eines Katheterbruchs
ausfallen. AuRerdem kénnen Katheter trotz sorgfaltigster Konzeption, Komponentenauswahl, Fertigung und Erprobung vor dem
Verkauf leicht vor, wahrend oder nach der Einfiihrung durch unsachgeméfe Handhabung oder andere Eingriffe beschadigt werden.
Folglich werden keinerlei Zusicherungen oder Garantien abgegeben, dass es zu keinem Versagen oder Ausfall des Katheters kommt
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oder dass durch Verwendung von Kathetern keine Nebenwirkungen oder medizinischen Komplikationen auftreten.

NuMED kann fiir NuMED Zubehérteile keinerlei Garantie gewahren, da die Zubehdrteile durch unsachgeméafie Handhabung vor oder
wahrend der Verwendung beschéadigt werden kdnnen. Aus diesem Grund werden fiir Zubehdrteile keinerlei Zusicherungen oder
Garantien abgegeben.

Garantie und Haftungsbeschrankung
Katheter und Zubehorteile werden ohne Gewahr verkauft. Der Kaufer trégt das gesamte Risiko hinsichtlich der Qualitat und
Leistungsfahigkeit der Katheter. NUMED schliet alle ausdriicklichen oder stillschweigenden Garantien im Zusammenhang mit den
Kathetern und Zubehérteilen einschlieflich, aber nicht beschrankt auf die Gewahrleistung der Eignung fiir den gewdhnlichen
Gebrauch oder der Eignung fiir einen bestimmten Zweck aus. NUMED tibernimmt keinerlei Haftung fiir medizinische Ausgaben bzw.
unmittelbare Schaden oder Folgeschaden, die durch die Verwendung eines Katheters bzw. Zubehdrteils oder einen Defekt, einen
Ausfall oder eine Funktionsstérung eines Katheters oder Zubehdrteils entstehen, wobei es keine Rolle spielt, ob sich eine etwaige
Schadenersatzforderung auf die Garantie, einen Vertrag, eine unerlaubte Handlung oder sonstiges bezieht. Niemand ist berechtigt,
im Namen von NUMED im Zusammenhang mit Kathetern und Zubehérteilen verbindliche Zusicherungen oder Garantien abzugeben.

Z-5™ BallongréRentabelle
SPT002 - 9,5 mm - BallongréRentabelle

E}:ﬁﬁ::; Entsprechender Ballondurchmesser|Einspritz- Volumen| Entsprechender Ballondurchmesser
0,7 cc 7,95 mm £ 0,5 mm 0,9 cc 8,65 mm £ 0,5 mm
0,8 cc 8,00 mm + 0,5 mm 1,0cc 9,35 mm £ 0,5 mm
SPT003 - 13,5 mm - BallongroRentabelle
Einspritz- Einspritz-
Volumen Entsprechender Ballondurchmesser Volumen Entsprechender Ballondurchmesser
0,5cc 8,0 mm £ 0,5 mm 1,5cc 12,0 mm £ 0,5 mm
1,0cc 10,5 mm £ 0,5 mm 2,0cc 13,5mm £ 0,5 mm

ESPAN

Instrucciones de utilizacion

INDICACIONES

Recomendado para atrioseptostomia con balén, una técnica aceptada en la mayoria de los centros pediatricos para la mitigacion de
varias cardiopatias congénitas. La atrioseptostomia con balén se realiza en conjunto con la cateterizacion cardiaca de diagndstico y
se ha llevado a cabo después del diagnéstico de varias cardiopatias congénitas: transposicion de las arterias principales, drenaje
venoso pulmonar totalmente anémalo sin obstruccién pulmonar, atresia trictspide, estenosis mitral, atresia mitral y atresia pulmonar
con septo ventricular intacto. El catéter SPT002 - 9,5 mm esta primordialmente disefiado para bebés con un peso inferior a 2 kg.

DESCRIPCION DEL CATETER

El catéter de atrioseptostomia NUMED es un nuevo catéter de balén disefiado para nifios recién nacidos con cardiopatias
congénitas que requieren septostomia. Es un catéter de dos vias, de 50 cm de longitud. El catéter SPT002 tiene un balén no
amoldable de 9,5 mm + 0,5 mm, a un volumen de 1,0 cc, en el extremo distal. El catéter SPT003 tiene un balén no amoldable de
13,5 mm + 0,5 mm, a 2,0 cc de volumen, en el extremo distal. El catéter SPT002 - 9,5 mm tiene también un orificio terminal que
admite una guia de 0,014" (0,3556 mm), y el catéter SPT003 - 13,5 mm tiene un orificio terminal adecuado para una guia de 0,018"
(0,4572 mm) a 0,021" (0,5334 mm). La forma geométrica del balén inflado es una esfera. Hay una franja de imagen debajo del balén
para su ubicacién en la auricula izquierda. La punta del catéter forma un angulo de 35° para facilitar su paso a través de la abertura
interatrial en la auricula izquierda. Para inflar el balén del catéter SPT002 - 9,5 mm hasta su didmetro maximo, se introduce 1 cc de
medio de contraste diluido en la extension del balon después del vaciado. Para inflar el balén del catéter SPT003 - 13,5 mm hasta
su diametro maximo, se introducen 2 cc de medio de contraste diluido en la extension del balén después del vaciado. Los catéteres
se suministran con una llave de paso de una via para el sellado del balén.

COMO SE SUMINISTRA

Se suministra esterilizado con gas de ¢xido de etileno. Estéril y apirégeno si el paquete esta sin abrir y sin dafios. No usar el
producto si existe la duda de si esta esterilizado. Evitar la exposicion prolongada a la luz. Después de sacarlo del paquete,
inspeccionar el producto para asegurarse de que no se ha producido dafio alguno.

ADVERTENCIA

* ATENCION: No exceda del volumen nominal de 1 cc para el catéter SPT002 - 9,5 mm. El inflado excesivo puede producir la
rotura del balén.

« ATENCION: No exceda del volumen nominal de 2 cc para el catéter SPT003 - 13,5 mm. El inflado excesivo puede producir la
rotura del balon.

* Utilice solo el medio de inflado adecuado para el balén. No utilice aire o un medio gaseoso para inflar el balén.

* Utilice sdlo un dispositivo de inflado de 3 cc con indicador de presién para inflar el balon.

* Utilice sélo un dispositivo de inflado de 3 cc con indicador de presion para desinflar el balén. (Para desinflar mas rapidamente el
balén se puede utilizar un dispositivo de inflado de hasta 10 cc con indicador de presion).

* No sobrepase una presion de inyeccion de 300 psi para el catéter SPT002 - 9,5 mm.

* No sobrepase una presion de inyeccién de 600 psi para el catéter SPT003 - 13,5 mm.

* Sisiente resistencia, no haga avanzar la guia, el catéter de septostomia o cualquier otro componente sin determinar primero la
causa y tomar las medidas necesarias para resolver el problema.

* No se recomienda utilizar este catéter para medicion de presion o inyeccion de fluidos.

* Este dispositivo es de un solo uso. No lo resterilice ni reutilice, ya que puede poner en peligro el rendimiento del dispositivo y
aumentar el riesgo de contaminaciones.

* Debe evitarse aplicar demasiada fuerza para empujar el globo por el tabique interauricular.

PRECAUCIONES
* NuMED recomienda utilizar el catéter SPT002 - 9,5 mm con un introductor de 5F para asegurar el acceso.
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NuMED recomienda utilizar el catéter SPT003 - 13,5 mm con un introductor de 6F para asegurar el acceso.

No se debe realizar atrioseptostomia de balén en bebés mayores de seis semanas. Estos bebés tienen septos auriculares
gruesos. Consulte las normas de la AHA/ACC.

Los procedimientos de dilatacion se deben realizar bajo radioscopia o imagen por RM con equipos adecuados.

Las guias son instrumentos delicados. Se debe tener mucho cuidado al manipularlas para evitar posibles roturas.

Se debe prestar especial atencion al mantenimiento de conexiones de catéter ajustadas y a la aspiracién antes de seguir con el
procedimiento para evitar la entrada de aire en el sistema.

Bajo ninguna circunstancia se debe hacer avanzar ninguna parte del sistema del catéter si se siente resistencia. Se debe
identificar la causa de la resistencia mediante radioscopia o imagen por RM y adoptar medidas para resolver el problema.

Si se siente resistencia durante la extraccion, se deben extraer el balén, la guia y la funda como una unidad, especialmente si se
ha detectado o se sospecha una posible rotura o fuga del balén. Eso se puede realizar tomando con firmeza el catéter de balon
y la funda como una unidad y retirdndolos juntos, aplicando un suave movimiento de torsién combinado con traccion.

Para extraer el catéter de la funda es muy importante que el balon esté completamente desinflado.

El funcionamiento adecuado del catéter depende de su integridad. Se debe tener cuidado al manipular el catéter. Se pueden
producir dafios al doblar, estirar o frotar con fuerza el catéter.

A Informacion de seguridad sobre laresonancia magnética

Las pruebas no clinicas han demostrado que los sistemas de catéter balén de NuMED son compatibles con RM bajo ciertas
condiciones. El siguiente etiquetado es especifico para los catéteres de NUMED y no se aplica a las guias u otros accesorios
utilizados en combinacién con los sistemas de catéter balén de NUMED. Los usuarios deben consultar las instrucciones de uso y la
informacién de seguridad de RM de otros productos complementarios utilizados con los catéteres de NUMED. Los sistemas de
catéter balén de NUMED pueden escanearse de forma segura en cualquier lugar del cuerpoa 1,5 T 0 3,0 T, en las siguientes
condiciones. El incumplimiento de estas condiciones puede dar lugar a lesiones.

Parametro Condicién

Nombre del producto Sistemas de catéter balén de NuMED

Intensidad de campo magnético estatico (BO) 15Ty3T

Tipo de escaner de RM Cilindrico

Gradiente de campo espacial maximo 19 T/m (1900 G/cm)

Excitacién por RF Circular polarizada (CP)

Tipo de bobina de transmisién de RF Bobina de transmisién de cuerpo entero integrada

Modo de funcionamiento Modo de funcionamiento normal

Condiciones de RF SAR de cuerpo entero maxima: 2,0 W/kg

Duracién de la exploracién SAR promedio de cuerpo entero de 2 W/kg durante 60 minutos de exploracién
de RF continua

Artefactos de imagen La presencia de un catéter balén de NUMED en combinaci6én con una guia de
0,035” (0,889 mm) segura bajo ciertas condiciones de la resonancia
magnética puede producir un artefacto radial en la imagen de 1,8 cm.

COMPLICACIONES POTENCIALES
Posnbles complicaciones y efectos adversos asociados con el uso y las lndlcacmnes del producto:

Infeccién Alteraciones de ritmo y conduccién
Inflamacion ¢ Perforacion del apéndice auricular izquierdo
Episodios tromboembodlicos ¢ Lesion de la intima vascular

Embolia aérea ¢ Hemorragia

Posible separacion del balén con necesidad posterior * Formacion de hematomas

de aplicar un procedimiento de extraccion con cordén ¢ Lesion del sistema de conduccion

metalico ¢ Muerte

Perforacion vascular que requiera correccion quirirgica

Cualquier incidente grave que haya ocurrido en relacion con el producto debe notificarse a NUMED y a la autoridad competente en
el pais donde se utilice el producto.

INSPECCION Y PREPARACION

2.
3.
4.
5

6
7.

Inserte la guia a través del extremo distal hasta que sobrepase el puerto préximo.

Extraiga el protector del balén. Inspeccione el catéter para descartar dafios antes de la insercién.

Coloque un dispositivo de inflado de 3 cc con indicador de presion lleno hasta la mitad con solucién salina normal en la llave de
paso, ya colocada en el puerto del balén.

Vacie y enjuague el catéter a fondo a través de la via, para detectar fugas.

Oriente el dispositivo de inflado con la boquilla del indicador de presién hacia abajo, aspire hasta eliminar todo el aire del balén y
ya no aparezcan burbujas en el medio de contraste.

Cierre la llave de paso para mantener el vacio dentro del balén.

Extraiga la guia.

INSERCION: VASCULAR

1.
2.
3.

Prepare una mezcla al 30% del volumen de medio de contraste y solucién salina normal.

Prepare al paciente para el procedimiento.

Los catéteres se pueden introducir por método percutaneo o a través de la vena transumbilical. El catéter SPT002 - 9,5 mm
requiere una funda de introductor de 5F, el catéter SPT003 - 13,5 mm requiere una funda de introductor de 6F (consulte la
seccion Precauciones) si se utiliza este método. Si esta técnica de acceso fallara, podria realizarse un corte venoso.

La colocacién del catéter puede realizarse bajo radioscopia o imagen por RM, o en condiciones especiales mediante guiado
ecocardiografico bidimensional. Una vez que el catéter esté colocado en la vaina, se hace pasar a la vena cava inferior y a la
auricula derecha. La punta en angulo facilita el paso a través de la abertura interauricular a la auricula izquierda. Si hay
dificultades durante la colocacion, puede utilizarse una guia de 0,035 cm (0,014") para el catéter SPT002 de 9,5 mm o una guia
de 0,053 cm (0,021") para el catéter SPT003 de 13,5 mm para lograr una colocacién segura. La guia debe retraerse hacia atras
al interior del cuerpo del catéter, o debe retirarse por completo antes de continuar con la septostomia.

La septostomia con balén se realiza con mayor seguridad bajo radioscopia, RM o ecografia 2D. El balén debe estar bien
identificado en la auricula izquierda. El balén del catéter SPT002 de 9,5 mm se infla con 1 cc de liquido y el balén del catéter
SPT003 de 13,5 mm se infla con 2 cc de liquido, y se cierra la llave de paso. AVISO: No exceda el volumen de 1 cc para el
catéter SPT002 de 9,5 mm o el volumen de 2 cc para el catéter SPT003 de 13,5 mm. Un inflado excesivo puede producir la
ruptura del balén. A continuacion, el balén se introduce en la auricula derecha con un movimiento répido de encaje. Esta
maniobra de traccion debe detenerse en la union entre la vena cava inferior y la auricula derecha, y el balén debe hacerse
avanzar de nuevo rapidamente dentro de la auricula derecha (dado que el balén no es distensible, no se ajustara a la forma de
la VCly es posible que se rompa). Desinfle el balén inmediatamente aplicando presién negativa al dispositivo de inflado con un
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manometro (se recomienda un volumen de 3 cc a menos que sea necesario un desinflado mas rapido; después puede utilizarse
un volumen de 10 cc si se utiliza un dispositivo de inflado con manémetro).

Se debe evitar aplicar una fuerza excesiva para tirar del balén a través del tabique auricular. En concreto, el médico debe evitar
usar todo su brazo al tirar del balén a través del tabique; en su lugar, debe utilizar solo el movimiento de la mufieca. Si el balén
no cruza facilmente el tabique con este método, se recomienda utilizar un volumen menor de liquido al inicio. El volumen de
liquido puede aumentarse gradualmente hasta que se logre el resultado deseado. Si los dos primeros pasos no tienen éxito,
considere realizar una dilatacion estatica con balon del tabique auricular.

Si es necesario, el catéter puede recolocarse en la auricula izquierda y el proceso puede repetirse. El nimero de septostomias
repetidas realizadas durante un cateterismo viene determinado por el estado clinico del paciente y la estimacion de la terapia
efectiva.

6. Extraiga con cuidado el catéter. A medida que el balén vaya saliendo del vaso, utilice un movimiento suave, cuidadoso y
continuo. Si se siente resistencia durante la extraccion, debe extraerse conjuntamente el balén, la guia y la vaina mediante
radioscopia o imagen por RM, especialmente si se ha detectado o se sospecha una posible rotura o fuga del balén. Para
extraerlos, sujete con firmeza el catéter balon y la vaina y retirelos juntos, aplicando un suave movimiento de torsién combinado
con traccién.

7. Aplique presion en el sitio de insercién segun la practica estandar o el protocolo hospitalario para procedimientos vasculares
percutaneos.

8. Deseche el dispositivo después de utilizarlo de acuerdo con el protocolo estandar del hospital relativo a productos que presenten
un riesgo bioldgico.

ADVERTENCIA: Los catéteres NUMED se colocan en el entorno extremadamente hostil del cuerpo humano. El funcionamiento de
los catéteres puede fallar debido a varias razones, entre las que se incluyen, entre otras, las complicaciones médicas o el fallo de
los catéteres por rotura. Ademas, aun cuando se apliquen las maximas precauciones en cuanto al disefio, seleccion de
componentes, fabricacion y ensayos antes de la venta, los catéteres se pueden dafiar con facilidad antes, durante o después de la
insercion debido a una manipulacion incorrecta u otras acciones. En consecuencia, no se declara ni se garantiza que no se
producira fallo o parada de funcionamiento de los catéteres, o que el cuerpo no reaccionara de forma adversa frente a la colocacion
de catéteres, o que no se produciran complicaciones médicas después de su utilizacion.

NuMED no puede garantizar los accesorios NUMED debido a que la estructura de los accesorios se puede dafiar por manipulacion
no adecuada antes o durante su utilizacién. Por lo tanto, no se hacen declaraciones ni se concede garantia con relacién a los
accesorios.

Garantia y limitaciones
Los catéteres y accesorios se venden “tal cual estan”. El comprador asume completamente el riesgo con relacién a la calidad y
rendimiento del catéter. NUMED no concede ningln tipo de garantia, tanto expresa como implicita, con relacion a los catéteres y
accesorios, incluyendo, entre otras, toda garantia implicita de comerciabilidad o aptitud para un propésito determinado. NuMED no
se hara responsable ante ninguna persona de ninguin gasto médico, dafio directo o perjuicio resultante de la utilizacién de un catéter
0 accesorio, o causados por defectos, fallos o por el mal funcionamiento de un catéter o accesorio, sin tener en cuenta si la
demanda por tales dafios y perjuicios se basa en garantias, contratos, agravios u otro motivo. Ninguna persona tendra autoridad
para vincular a NUMED con relacion a declaraciones o garantias sobre catéteres o accesorios.

Tabla de medidas del balén Z-5™
Tabla de medidas del balén SPT002 - 9,5 mm

Volumen P inyectado P
inyectado resultante del balon Diametro Volumen resultante del balon Diametro
0,7 cc 7,95 mm = 0,5 mm 0,9 cc 8,65 mm + 0,5 mm
0,8 cc 8,00 mm + 0,5 mm 1,0 cc 9,35 mm + 0,5 mm
Tabla de medidas del balén SPT003 - 13,5 mm
Volumen PR inyectado PR
inyectado resultante del balén Diametro Volumen resultante del balon Diametro
0,5cc 8,0 mm £ 0,5 mm 1,5cc 12,0 mm £ 0,5 mm
1,0 cc 10,5 mm £ 0,5 mm 2,0cc 13,5 mm £ 0,5 mm

VENSKA

Bruksanvisning

INDIKATIONER

Rekommenderas for ballongatriseptostomi, som utgér ett accepterat forfarande vid de flesta pediatriska kardiologicentra for lindring
av flera olika medfédda hjartdefekter. Ballongatrioseptostomi utfors tillsammans med diagnostisk hjartkatetrisering, och har
genomforts efter diagnos av flera medfédda hjartdefekter: transposition av de stora artarerna, fullstandigt onormalt vendst
lungdrénage utan pulmonér obstruktion, trikupsidalatresi, mitral stenos, mitral atresi och pulmonar atresi med intakt ventrikular
septum. SPT002 - 9,5 mm &r i forsta hand avsedd fér spadbarn som vager mindre an 2 kg.

KATETERBESKRIVNING

NuMED:s atrioseptostomikateter ar en ny ballongkateter, som ar avsedd for neonatala patienter med medfédd hjértsjukdom som
kraver septostomi. Det &r en dubbellumenkateter med en langd pa 50 cm. SPT002 har en icke-eftergivlig ballong pa 9,5 mm + 0,5
mm, vid en volym pa 1,0 cc, i den distala &nden. SPT003 har en icke- eftergivlig ballong pa 13,5 mm + 0,5 mm, vid en volym pa 2,0
cc, i den distala &nden. SPT002 - 9,5 mm-katetern har dessutom ett &ndhal dimensionerat for en ledare pa 0,014 tum, och SPT003 -
13,5 mm-katetern har dessutom ett andhal dimensionerat for en ledare pa 0,018-0,021 tum. Efter uppblasning ar ballongen sfarisk.
Det finns ett avbildningsband under ballongen for ballongplacering i vénster formak. Kateterspetsen ar vinklad i 35° for att underlatta
passage genom den interarteriella 6ppningen i vanster formak. For att blasa upp ballongen pa SPT002 - 9,5 mm-katetern till dess
maximala diameter trycks 1 cc utspatt kontrastmedel in i ballongforiangningen efter luftning. For att blasa upp ballongen pa SPT003 -
13,5mm-katetern till dess maximala diameter trycks 2 cc utspéatt kontrastmedel in i ballongférlangningen efter luftning. Katetrarna ar
forsedda med en envégskran for ballongtatning.
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PRODUKTINFORMATION

Produkten levereras steriliserad med etylenoxid. Steril och icke-pyrogen om férpackningen ar odppnad och oskadad. Anvénd inte
produkten om det rader tveksamhet om dess sterilitet. Undvik l&ngre exponering for ljus. Granska produkten i samband med
uppackningen for att sékerstalla att den inte skadats.

VARNING

*  FORSIKTIGHET: Overskrid inte den nominella volymen 1 cc fér SPT002 - 9,5 mm- katetern. Overuppblasning kan leda till
ballongbristning.

*  FORSIKTIGHET: Overskrid inte den nominella volymen 2 cc fér SPT003 - 13,5 mm- katetern. Overuppblasning kan leda till
ballongbristning.

* Anvand endast det ballonguppblasningsmedel som rekommenderas. Blas aldrig upp ballongen med Iuft eller nagot medel i
gasform.

* Anvand endast en uppblasningsanordning pa 3 cc med tryckmatare for uppblasningen.

* Anvand en uppblasningsanordning pa 3 cc med tryckmétare for tdmningen. (For snabbare tdmning kan en
uppblasningsanordning pa upp till 10 cc anvandas.)

*  Overskrid inte ett ijiceringstryck pa 300 psi for SPT002 - 9,5 mm-katetern.

«  Overskrid inte ett ijiceringstryck pa 600 psi for SPT003 - 13,5 mm-katetern.

* Forinte fram ledaren, septostomikatetern eller ndgon annan komponent om ett motstand kan kénnas, utan att forst ta reda pa
orsken till motstandet och vidta atgarder.

* Denna kateter rekommenderas inte for tryckmétning eller vatskeinjektion.

* Denna anordning ar endast avsedd for engangsbruk. Far ej resteriliseras och/eller ateranvéndas eftersom detta potentiellt kan
leda till att anordningens funktion dventyras samt 6kad risk for korskontamination.

¢ Undvik att anvanda alltfor stark kraft for att dra ballongen 6ver formaksskiljevaggen.

FORSIKTIGHETSATGARDER

*  NuMED rekommenderar att SPT002 - 9,5 mm-katetern anvands med en 5F-introducer for att sakerstalla tilltrade.

*  NuMED rekommenderar att SPT003 - 13,5 mm-katetern anvands med en 6F-introducer for att sékerstalla tilltrade.

* Ballongatrioseptostomi ska inte utféras pa barn som &r &ldre &n sex veckor, eftersom sadana barn har grova atriella septum. Se
AHA / ACC-riktlinjerna.

* Dilatationsprocedurer ska utféras under fluoroskopisk/MRT-végledning med lamplig utrustning.

¢ Ledare ar kénsliga instrument. Var forsiktig vid hanteringen sa att de inte gar sénder.

¢ Var noga med att kontrollera att alla kateteranslutningar &r atdragna, och med aspiration, fére férfarandet sa att det inte kommer
in luft i systemet.

* Ingen del av katetersystemet far under nagra som helst férhallanden féras fram mot ett motstand. Orsaken till motstandet ska
faststéllas med fluoroskopi/MRT och atgarder ska vidtas for att avhjélpa problemet.

* Om ett motstand kan kénnas vid uttagning ska ballongen, ledaren och skyddet tas ut tillsammans som en enhet, i synnerhet vid
ballongbristning eller ballonglackage, eller om bristning eller Iackage missténks. Det gér man genom att ta ett stadigt tag om
ballongen och skyddet tillsammans, och sedan ta ut bada tillsammans med en I4tt vridrérelse samtidigt som man drar.

* Det ar viktigt att ballongen &r helt témd innan den tas ut ur skyddet.

* For att katetern ska fungera pa avsett satt maste den vara hel. Var forsiktig vid hantering av katetern. Skador kan uppkomma till
féljd av bojning eller strackning av katetern, eller pa grund av kraftig avtorkning av den.

A MR-séakerhetsanvisningar

Icke-kliniska tester har visat att ballongkatetersystem fran NUMED &r MR-villkorliga. Féljande markning géller endast for katetrar
frdn NUMED och géller inte ledare eller andra tillbehdr som anvénds tillsammans med ballongkatetersystem fran NuMED.
Anvandare ska lasa bruksanvisningarna och MR-sékerhetsanvisningarna till andra tillbehdrsenheter som anvénds tillsammans
med katetrar fr&n NUMED. Ballongkatetersystem fran NUMED kan sakert skannas 6verallt i kroppen vid 1,5 T eller 3,0 T under
foljande villkor. Om dessa villkor inte féljs kan det resultera i skada.

Parameter Tillstand

Produktnamn Ballongkatetersystem fran NuMED

Statisk magnetisk faltstyrka (B0) 15Toch3T

Typ av MR-skanner Cylindrisk

Maximal spatial faltgradient 19 T/m (1 900 G/cm)

RF Excitation Cirkulart polariserad (CP)

Typ av RE-6verforingsspole Integrerad dverforingsspole for helkropp

Driftlage Normalt driftlage

RF-villkor Maximal helkropps-SAR: 2,0 W/kg

Skanningsduration 2 W/kg genomsnittlig specifik absorptionsniva (SAR) for hela kroppen under
60 minuters kontinuerlig RF-skanning

Bildartefakt Foérekomsten av en NuMED-ballongkateter i kombination med en 0,035 tum
(0,089 cm) MR-villkorad ledare kan ge en radial bildartefakt pd 1,8 cm.

MOJLIGA KOMPLIKATIONER
Mojliga komplikationer och biverkningar i samband med anvéndning av enheten och dess indikationer omfattar:

¢ Infektion ¢ Rytm- och ledningsstorningar
¢ Inflammation ¢ Perforation av vanster atriella bihang
* Tromboemboliska héndelser ¢ Skada pa den vaskuléra intiman
¢ Luftemboli ¢ Blodning
* Potentiell ballongseparation som medfér att snara ¢ Hematombildning
behoéver anvandas * Skador pa ledningssystemet
¢ Vaskular perforation som kréver kirurgisk reparation «  Dodsfall

Alla allvarliga héandelser som har intraffat i samband med enheten ska rapporteras till NUMED och till behérig myndighet i det land
dar den anvénts.

BESIKTNING OCH FORBEREDANDE

1. Forin ledaren genom den distala spetsen tills den kommer ut genom den proximala utgangen.

2. Ta bort ballongskyddet. Besiktiga katetern med avseende pa skador innan den fors in.

3. Anslut en uppblasningsanordning pa 3 cc med tryckmatare, till halften fylld med normal saltldsning. Anslut den till kranen som
redan anslutits till ballongutgangen.

4. Lufta och spola katetern omsorgsfullt fenom lumen och kontrollera om det férekommer négra lackor.

5. Vand munstycket pa uppblasningsanordningen med tryckmatare nedat och aspirera tills all luft &r borta fran ballongen, och det
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inte langre finns nagra bubblor i kontrastmedlet.
6. Stang kranen for att bibehalla vakuumet i ballongen.
7. Ta bort ledaren.

INFORANDE VASKULART:
Gor iordning en 30-procentig (volymprocent) blandning av kontrastmedel och vanlig saltldsning.

2. Forbered patienten for forfarandet.

3. Katetrar kan inféras med perkutana metoder eller via transumbilikalvenen.SPT002 - 9,5 mm-katetrar kraver ett inféringsskydd pa
5F och SPT003 - 13,5 mm-katetern kraver ett inféringsskydd pa 6F (se Forsiktighetsatgarder) nar denna metod anvands. Om
denna atkomstteknik misslyckas kan ett vendst snitt anvandas.

4. Placeringen av katetern kan atfoljas av fluoroskopisk/MRT-vagledning eller, under vissa omsténdigheter, med tvadimensionell
ekokardiografisk vagledning. Nar katetern ar igenom hylsan férs den in i den nedre halvenen och in i hdger férmak. Den vinklade
spetsen underlattar passagen genom &ppningen mellan férmaken och in till vanster férmak. Om det ar svart att placera, kan
saker placering uppnas genom att anvénda en 0,014 inch (0,035 cm) ledare for katetem SPT002 — 9,5 mm eller en 0,021 inch
(0,053 cm) ledare for katetern SPT003 —13,5 mm. Ledaren ska dras tillbaka in i kateterskaftet eller aviagsnas helt innan man
fortsatter med septostomi.

5. Ballongseptostomi utférs sékrast under fluoroskopi, MRT eller 2D-eko. Ballongen maste vara tydligt identifierad i vanster formak.
Ballongen pa katetern SPT002 — 9,5 mm fylls med 1 ml vatska, ballongen pa katetern SPT003 — 13,5mm fylls med 2 ml vatska
och kranen stings. VAR FORSIKTIG! Overskrid inte volymen 1 ml fér katetern SPT002 — 9,5 mm eller volymen 2 ml fér katetern
SPT003 — 13,5 mm. Overfylining kan géra att ballongen spricker. Ballongen dras sedan in i héger férmak med en snabb,
snappande rérelse. Den har dragrérelsen maste stoppas vid forbindningen mellan den nedre halvenen och héger formak och
ballongen snabbt ater féras fram in i hoger formak (eftersom ballongen inte ar eftergivlig kommer den inte att anpassas till den
nedre halvenens form och det finns risk for revor). Tém ballongen omedelbart genom att applicera undertryck i
pafyliningsenheten med tryckmanometer (3 ml rekommenderas savida inte snabbare témning krévs, i vilket fall en
pafyliningsenhet med tryckmanometer pa upp till 10 ml kan anvandas).

For stor kraft nér ballongen dras genom férmaksseptum maste undvikas. | synnerhet maste kirurgen undvika att anvanda hela
armen nar ballongen dras genom septum och ska i stallet endast anvanda handledens rérelse. Om ballongen inte passerar latt
igenom septum med den har metoden rekommenderas att en mindre vatskevolym anvénds initialt. Mangden vétska kan sedan
gradvis Okas tills dnskat resultat uppnatts. Om de forsta tva stegen inte lyckas ska statisk ballongdilatation av férmaksseptum
overvagas.

Om sa kravs kan katetern placeras om i vanster formak och proceduren upprepas. Antalet upprepade septostomier som kan
utféras under en katetrisering bestdms av patientens kliniska status och hur effektiv lindringen uppskattas vara.

6. Avlagsna forsiktigt katetern. Anvand en jamn, mjuk, stadig rérelse medan ballongen kommer ut ur kérlet. Om ett motstand kanns
av vid avlagsnandet ska ballongen, ledaren och hylsan avldgsnas tillsammans som en enda enhet under fluoroskopisk/MRT-
vagledning, i synnerhet om man vet eller missténker att ballongen har brustit eller lacker. Detta kan goras genom att fatta ett
stadigt tag om ballongkatetern och hylsan som en enda enhet och sedan avlagsna dem bada tillsammans, med en latt vridrorelse
i kombination med dragning.

7. Applicera ett tryck mot inféringspunkten enligt sjukhusets normala principer fér perkutana vaskulérférfaranden.

8. Kassera enheten enligt normala sjukhusrutiner for biologiskt avfall efter anvandning.

VARNING: NuMED:s katetrar placeras i den extremt fientliga miljé som ménniskokroppen utgér. Det finns manga orsaker till att
katetrar inte fungerar, daribland, men inte begrénsat till, medicinska komplikationer eller kateterbrott. Trots all tilldmplig omsorg vid
konstruktion, komponentval, tillverkning och testning fore forsaljningen kan katetrar latt skadas fére, under och efter inférande till féljd
av felaktig hantering eller andra mellankommande skeenden. Darfér Iamnas inga utféstelser eller garantier om att katetrar eventuellt
inte fungerar, eller upphor att fungera, eller om att kroppen inte kommer att reagera negativt pa placering av katetrar, eller om att
medicinska komplikationer inte kommer att folja p4 anvéndning av katetrar.

NuMED lamnar inga garantier for NuMED-tillbehdren eftersom tillbehdrens strukturer kan skadas av felaktig hantering fore eller
under anvandning. Darfér Iamnas inga garantier med avseende pa dem.

Garanti och garantibegransningar
Katetrarna och tillbehoren séljs i “befintligt skick”. Kdparen tar hela risken med avseende pa katerterns kvalitet och prestanda.
NuMED fransager sig darfor allt ansvar, uttryckligt eller underforstatt, med avseende pa katetrar och tillbehér, innefattande men inte
begransat till varje underforstatt ansvar med avseende pa saljbarjet eller Iamplighet fér en viss anvandning. NUMED &r inte ansvariga
gentemot nagon person for eventuella sjukvardskostnader, eller for direkta skador eller féljdskador, som uppkommer till f6ljd av
anvandning av en kateter eller ett tillbehor, eller som orsakats av en defekt, ett fel eller en felfunktion hos en kateter eller ett tillbehér,
vare sig sadant ersattningsansprak grundar sig pa garanti, kontrakt, otillaten handling eller nagonting annat. Ingen person ager ratt
att binda NuMED till n4gon garanti eller framstélining med avseende pa katetrar och tillbehor.

Z-5™ - ballongstorleksdiagram
SPT002 - 9,5 mm - ballongstorleksdiagram

Injicerad volym Resulterande ballong- diameter Injicerad volym Resulterande ballong- diameter
0,7 cc 7,95 mm £ 0,5 mm 0,9 cc 8,65 mm £ 0,5 mm
0,8 cc 8,00 mm £ 0,5 mm 1,0 cc 9,35 mm £ 0,5 mm

SPT003 - 13,5 mm - ballongstorleksdiagram

Injicerad volym Resulterande ballong- diameter Injicerad volym Resulterande ballong- diameter
0,5cc 8,0 mm £ 0,5 mm 1,5cc 12,0 mm 0,5 mm
1,0 cc 10,5 mm = 0,5 mm 2,0cc 13,5 mm +0,5 mm
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DANSK

Brugsanvisning

INDIKATIONER

Anbefalet til ballon-atrieseptostomi — en accepteret teknik i de fleste paediatrisk kardiologiske afdelinger til lindring af forskellige
medfedte hjertedefekter. Ballon-atrieseptostomi udferes sammen med diagnostisk hjertekateterisation og er blevet udfert efter
diagnose af forskellige medfadte hjertedefekter: transposition af de store arterier, total anomal lungevenedraenage uden pulmonal
obstruktion, trikuspidalatresi, mitral stenose, mitral atresi og pulmonal atresi med intakt ventrikuleer septum. Et SPT002 - 9,5 mm er
primeert til nyfedte, der vejer mindre end 2 kg.

KATETERBESKRIVELSE

NuMED atrieseptostomikatetret er et nyt ballonkateter designet til nyfadte med medfadte hjertesygdomme, der kraever septostomi.
Det er et duallumen kateter, 50 cm langt. SPT002 katetret har en 9,5 mm + 0,5 mm non-compliant ballon med en volumen pa 1,0 cc
(1 cm?) i den distale ende. SPT003 katetret har en 13,5 mm + 0,5 mm non-compliant ballon med en volumen pa 2,0 cc (2 cm?) i den
distale ende. SPT002 - 9,5 mm katetret er udstyret med et endehul til en 0,014" (0,3556 mm) guidewire, SPT003 - 13,5 mm katetret
er udstyret med et endehul til en 0,018 til 0,021" (0,4572 mm til 0,5334 mm) guidewire. Den insufflerede ballon har form som en
sfeere. Der findes et billeddannende band under ballonen til placering af ballonen i venstre atrium. Kateterspidsen er drejet til en
vinkel pa 35° for at gere indfering i den interatriale &bning i venstre atrium lettere. Ballonen i SPT002 - 9,5 mm katetret insuffleres til
den maksimale diameter ved at skubbe 1,0 cc (1 cm?®) fortyndet kontrastmiddel ind i ballonforlzengelsen efter udtemning. Ballonen i
SPT003 - 13,5 mm katetret insuffleres til den maksimale diameter ved at skubbe 2,0 cc (2 cm?®) fortyndet kontrastmiddel ind i
ballonforlzengelsen efter udtemning. Katetrene er udstyret med en envejsstophane til ballon.

LEVERES

Leveres steriliseret med etylenoxidgas. Steril og ikke-pyrogen, hvis emballagen er uabnet og ubeskadiget. Produktet ma ikke bruges,
hvis der er tvivl om dets sterilitet. Undga lzengere udszettelse for lys. Efter produktet er taget ud af emballagen, skal det inspiceres for
at sikre, at det ikke er blevet beskadiget.

ADVARSEL

* FORSIGTIG: Den nominelle volumen pa 1 cc (1 cm?) for SPT002 - 9,5 mm katetret ma ikke overstiges. Overdreven insufflering
kan forarsage ballonruptur.

* FORSIGTIG: Den nominelle volumen pa 2 cc (2 cm?) for SPT003 - 13,5 mm katetret mé ikke overstiges. Overdreven insufflering
kan forarsage ballonruptur.

¢ Der ber kun anvendes passende ballon-insuffleringsmiddel. Anvend ikke Iuft eller et gasformigt middel til insufflering af ballonen.

* Anvend kun et 3 cc (3 cm?) insuffleringsapparat med trykmaler.

* Et3cc (3 cm?) insuffleringsapparat med trykmaler skal anvendes til desufflering. (@nskes hurtigere desufflering, kan
insuffleringsudstyr med trykmaler op til 10 cc (10 cm?) anvendes).

* Overstig ikke et injektionstryk pa 300 psi for SPT002 - 9,5 mm katetret.

*  Overstig ikke et injektionstryk pa 600 psi for SPT003 - 13,5 mm katetret.

* Fremfor ikke guidewiren, septostomikatetret eller nogen anden del under modstand uden farst at bestemme og afhjeelpe
arsagen.

* Dette kateter anbefales ikke til trykmaling eller vaeskeinjektion.

* Dette instrument er kun beregnet til engangsbrug. Det ma ikke steriliseres igen og/eller genbruges, da dette kan medfgre en
kompromitteret ydeevne og @ge risikoen for krydskontaminering.

* Det skal undgas at bruge voldsom kraft til at treekke ballonen pa tveers af atrieseptum.

FORHOLDSREGLER

¢ NuMED anbefaler, at SPT002 - 9,5 mm katetret anvendes med en 5F introducer for at sikre indleeggelsen.

* NuMED anbefaler, at SPT003 - 13,5 mm katetret anvendes med en 6F introducer for at sikre indlaeggelsen.

* Ballon-atrieseptostomi ber ikke udfgres pa nyfedte, der er eeldre end seks uger. Disse nyfgdte har tyk atrieseptum. Se AHA/ACC
retningslinjerne.

+ Dilatationsprocedurer bgr kun foretages under fluoroskopisk/MR-vejledning med passende udstyr.

¢ Guidewirer er sarte instrumenter. Man skal udvise forsigtighed ved handtering for at undga at beskadige dem.

* Man skal veere szerlig opmaerksom pa vedligeholdelsen af teette katetertilslutninger og aspiration, fer man fortszetter, sa luftindtag
i systemet kan undgas.

* Ingen del af katetersystemet ma under nogen omsteendigheder fremfares under modstand. Arsagen til modstanden skal
identificeres med fluoroskopi/MR-scanning, og problemet skal afhjeelpes.

* Hvis der opstar modstand under fiernelsen, skal ballon, guidewire og sheath fiernes samlet som en enhed, iseaer hvis der er
mistanke om eller kendt ballonruptur eller lzekage. Det kan udfgres ved at gribe ballonkatetret og sheathen som en enhed med et
fast tag og udtraekke begge samlet med en forsigtigt drejende beveegelse, mens man treekker.

* For katetret fiernes fra sheathen, er det yderst vigtigt, at ballonen er fuldstaendigt desuffleret.

* Korrekt funktion af katetret afhaenger af dets integritet. Man skal vaere forsigtig, nar man handterer katetret. Snoninger, straekning
eller for kraftig afterring af katetret kan forarsage beskadigelse.

& Oplysninger om sikkerhed af MR-scanning

Ikke-klinisk testning har pavist, at NUMED’s ballonkatetersystemer kan scannes under visse betingelser (MR Conditional).
Folgende mzerkning er specifik for NUMED'’s katetre og geelder ikke guidewirer eller andet tilbeher, der anvendes i kombination
med NUMED'’s ballonkatetersystemer. Brugere skal konsultere brugsanvisningen og sikkerhedsinformationen vedrgrende MR-
scanning for andet tilbehersudstyr, der anvendes sammen med NUMED’s katetre. NUMED’s ballonkatetersystem kan scannes
sikkert hvor som helst i kroppen ved 1,5 T eller 3,0 T under falgende betingelser. Manglende overholdelse af disse betingelser kan
medfgre personskade.

Parameter Betingelse

Udstyrets navn NuMED's ballonkatetersystemer

Statisk magnetfeltstyrke (BO) 15Tog3T

MR-scannertype Cylindrisk

Maksimal rumlig feltgradient 19 T/m (1.900 G/cm)

RF-magnetisering Cirkulzert polariseret (CP)

RF-transmitter spoletype Integreret helkrops transmitterspole

Driftstil d Normal driftsti d

RF-betingelser Maksimal helkrops SAR: 2,0 W/kg

Scanningsvarighed 2 W/kg helkrops gennemsnitlig SAR i 60 minutters kontinuerlig RF-scanning
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Billedartefakt Tilstedevaerelsen af et NUMED ballonkateter i kombination med en 0,035”
(0,889 mm) MR-betinget guidewire kan producere et radialt billedartefakt pa
1,8cm.

POTENTIELLE KOMPLIKATIONER
Potentielle komplikationer og bivirkninger forbundet med brug af udstyret og indikationen herfor omfatter:

¢ Infektion * Rytme- og overledningsforstyrrelser
¢ Inflammation ¢ Perforering af venstre atriums aurikel
¢ Tromboemboliske haendelser * Beskadigelse af karrets intima
¢ Luftemboli ¢ Blgdning
* Potentiel ballonadskillelse med efterfalgende behov for ¢ Hzematomdannelse

snare. * Beskadigelse af ledningssystemet
¢ Vaskuleer perforation der kraever kirurgisk opheling. ¢ Dgd

Alle alvorlige haendelser, der er forekommet i relation til udstyret, skal indberettes til NUMED og den kompetente myndighed i
brugslandet.

INSPEKTION OG FORBEREDELSE

Indfer guidewiren gennem den distale spids, indtil guidewiren overskrider den proksimale studs.

Fjern ballonbeskyttelseshylstret. Inspicér katetret for beskadigelse for indfgring.

Fastger et 3 cc (3 cm?) insuffleringsapparat med trykmaler, halvfyldt med fysiologisk saltvand, til stophanen pa ballonstudsen.
Udtem og skyl katetret grundigt gennem lumen for at kontrollere for laekager.

Ret insuffleringsudstyret med trykmalerstudsen nedad og aspirer, indtil al luften er fiernet fra ballonen, og der ikke lzengere
fremkommer bobler i kontrastmidlet.

Luk pa stophanen for at vedligeholde vakuumet i ballonen.

Fjern guidewiren.

g wN e

No

INDFZRING VASKULART
Klarger en blanding med 30 % kontrastmiddel i fysiologisk saltvand.

2. Forbered emnet til proceduren.

3. Katetre kan indfgres perkutant eller i transumbilikal vene. SPT002 - 9,5 mm katetret kraever en 5F introducer sheath, SPT003 -
13,5 mm katetret kreever en 6F introducer sheath (se Forholdsregler), nar denne metode anvendes. Hvis denne teknik ikke er
mulig, kan vengs nedskeering anvendes.

4. Anleeggelsen af katetret kan ske under fluoroskopisk/MR-vejledning eller, under seerlige forhold, under todimensional
ekkokardiografisk vejledning. Nar katetret er passeret igennem sheathen, fores det videre til vena cava inferior og ind i hgjre
atrium. Den vinklede spids letter passage hen over den interartriale abning til venstre atrium. Hvis der er vanskeligheder med
placeringen, kan en 0,014 tomme guidewire anvendes til SPT002 - 9,5 mm katetret, eller en 0,021 tomme guidewire anvendes til
SPT003 - 13,5 mm katetret, for at foretage sikker placering. Guidewiren skal traekkes tilbage og ind i kateterskaftet eller fiernes
fuldsteendigt fer der forsaettes med septostomi.

5. Det er mest sikkert at udfere ballon-septostomi under fluoroskopi, MR-scanning eller 2D ekko. Ballonen skal vaere vel
identificeret i venstre atrium. Ballonen til SPT002 - 9,5 mm katetret inflateres med 1 ml vaeske, mens ballonen til SPT003 - 13,5
mm katetret inflateres med 2 ml vaeske, og stophanen lukkes. FORSIGTIG: Overstig ikke maengden pa 1 ml til SPT002 - 9,5 mm
katetret eller maengden pa 2 ml til SPT003 - 13,5 mm katetret. Overinflation kan f& ballonen til at briste. Ballonen traekkes
derefter ind i hajre atrium med en hurtig, rykkende bevaegelse. Denne traekkemangvre skal stoppes ved overgangen mellem
vena cava inferior og hgjre atrium, hvorpa ballonen hurtigt igen feres frem og ind i hgjre atrium (da ballonen ikke er eftergivelig,
vil den ikke tilpasse sig vena cava inferiors facon, og der kan vaere risiko for bristning). Deflatér straks ballonen ved at danne
vakuum i inflationsanordningen med trykmaler (en inflationsanordning pa 3 ml anbefales, men hvis der er behov for hurtigere
temning, kan en inflationsanordning pa 10 ml anvendes, hvis den har en trykmaler).

Undga at bruge for stor kraft til at treekke ballonen hen over atrieseptum. Neermere bestemt skal lzegen undgé at bruge hele
armen, nar ballonen traekkes hen over septum, men skal i stedet blot bruge en handledsbevaegelse. Hvis ballonen ikke krydser
let over septum med denne metode, anbefales de indledningsvist at bruge en mindre maengde vaeske. Maengden af vaeske kan
derefter gges gradvist, indtil det enskede resultat opnas. Hvis de to farste trin ikke lykkes, kan statisk ballondilatation af
atrieseptum overvejes.

Hvis det er nadvendigt, kan katetret placeres i venstre atrium igen, og processen gentages. Antallet af gentagne septostomier,
der udferes i Izbet af en kateterisering, bestemmes ud fra patientens kliniske tilstand og en vurdering af lindringens effektivitet.

6. Treek forsigtigt katetret tilbage. Ballonen skal fares ud af karret med en jeevn, forsigtig, og rolig beveegelse. Hvis der opstar
modstand under fiernelsen, skal ballon, guidewire og sheath fiernes samlet som en enhed under fluoroskopisk/MR-vejledning,
iszer hvis der er mistanke om eller kendt ballonruptur eller laekage. Det kan udferes ved at gribe ballonkatetret og sheathen som
en enhed med et fast tag og udtraekke begge samlet med en forsigtigt drejende bevaegelse, mens man treekker.

7. Pafer tryk pa indferingsstedet i overensstemmelse med standardpraksis eller hospitalets protokol for perkutane, vaskulzere
procedurer.

8. Bortskaf enheden efter brug i henhold til standard hospitalsretningslinjer for biologisk farligt udstyr

ADVARSEL: NuMED-katetre placeres i et ekstremt aggressivt miljg i den menneskelige krop. Katetre kan svigte af flere forskellige
arsager, inklusive men ikke kun, medicinske komplikationer eller katetersvigt efter beskadigelse. Derudover, og selv om der udvises
den sterste omhyggelighed i design, udvaelgelse af bestanddele, fremstilling, og testning for salg, kan katetre let beskadiges fer,
under eller efter indfaring ved forkert handtering eller andre indgribende handlinger. Konsekvensen deraf er, at der ikke findes
erklzeringer om eller garantier for, at svigt eller funktionsopher ikke kan opsta, eller at kroppen ikke reagerer mod placeringen af
katetret, eller at der ikke opstar medicinske komplikationer som fglge af brugen af katetret.

NuMED kan ikke garantere NUMED tilbeher, da strukturen af tilbehoret kan beskadiges ved forkert handtering fer eller under brug.
Derfor fremsaettes der ingen erkleeringer om eller garantier for det.

Garanti og garantibegraensninger
Katetre og tilbehar szelges ‘som de er’. Hele risikoen omkring katetrets kvalitet og ydelse ligger hos kunden. NUMED fralzegger sig
alle garantier, udtrykt eller implicit, med hensyn til katetre og tilbehgr, deriblandt, men ikke begraenset til, alle implicitte garantier
omkring salgbarhed eller egnethed til et specifikt formal. NUMED kan ikke holdes ansvarlig for nogen persons medicinske udgifter
eller andre direkte eller falgende beskadigelser forarsaget af brugen — eller forarsaget af defekt, svigt eller fejifunktion — af et hvilken
som helst kateter eller tilbehgr, uanset om et krav for sddanne skader er baseret pa garantier, kontrakter, erstatningsforpligtende
retsbrud eller andet. Ingen person har autoritet til at forpligte NuMED til erkleeringer om eller garantier for katetre og tilbeher.
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Z-5™ Oversigt over ballonstorrelser
SPT002 - 9,5 mm Oversigt over ballonsterrelser

Injiceret volumen Resulterende ballondiameter \I/r:jli:emr:rt‘ Resulterende ballondiameter
(0(,)’770(:‘:1:3) 7,95 mm £ 0,5 mm (o%gccrﬁg) 8,65 mm £ 0,5 mm
08 om) 8,00 mm 0,5 mm (1o 9,35 mm £ 0,5 mm
SPT003 - 13,5 mm Oversigt over ballonstorrelser
Injiceret volumen Resulterende ballondiameter \Il'::ojlit‘l:ﬁ::; Resulterende ballondiameter
(o(,)ésc(i;) 8,0 mm £ 0,5 mm (11‘55;23) 12,0 mm £ 0,5 mm
(11,(’)00(:‘23) 10,5 mm £ 0,5 mm (zébocf;:g) 13,5 mm £ 0,5 mm

NEDERLANDS

Gebruiksaanwijzing

INDICATIES

Aanbevolen voor ballonatrioseptostomie, een in het merendeel van de cardiologiecentra voor kindergeneeskunde aanvaarde
techniek voor de palliatieve behandeling van ernstige aangeboren hartaandoeningen. Ballonatrioseptostomie wordt in conjunctie
met een diagnostische hartkatheterisatie verricht, en werd uitgevoerd na diagnose van verscheidene aangeboren hartaandoeningen:
transpositie van de grote arterién, totale abnormale pulmonale veneuze return in de afwezigheid van pulmonale obstructie,
tricuspidalisatresie, mitralisstenose, mitralisatresie en pulmonalisatresie bij een intact ventrikelseptum. De SPT002 — 9,5 mm is
voornamelijk bestemd voor zuigelingen van minder dan 2 kg.

BESCHRIJVING VAN DE KATHETER

De NuMED atrioseptostomiekatheter is een nieuwe ballonkatheter, ontworpen voor neonaten met aangeboren hartaandoeningen die
septostomie vereisen. Het is een 50 cm lange katheter met dubbel lumen. De SPT002 is op het distale uiteinde voorzien van een
niet- rekbare ballon van 9,5 mm + 0,5 mm bij een volume van 1,0 cc. De SPT003 is op het distale uiteinde voorzien van een niet-
rekbare ballon van 13,5 mm + 0,5 mm bij een volume van 2,0 cc. De SPT002 - 9,5 mm katheter is ook voorzien van een opening
aan het einde, om een voerdraad van 0,014" (0,36 mm) te kunnen bevatten; de SPT003 - 13,5 mm katheter is ook voorzien van een
opening aan het einde, om een voerdraad van 0,018" tot 0,021" (0,46 mm tot 0,53 mm) te kunnen bevatten. De configuratie van de
gevulde ballon is bolvormig. Er is een beeldvormingsstrook onder de ballon om hem in de linkerboezem te helpen plaatsen. De
kathetertip is onder een hoek van 35° om doorgang door de interarteriéle opening in de linkerboezem te vergemakkelijken. Om de
ballon van de SPT002 - 9,5 mm katheter tot zijn maximale diameter te vullen, wordt 1 cc verdund contrastmiddel na het spoelen in
het ballonverlengstuk geduwd. Om de ballon van de SPT003 - 13,5 mm katheter tot zijn maximale diameter te vullen, worden 2 cc
verdund contrastmiddel na het spoelen in het ballonverlengstuk geduwd. De katheters worden geleverd met een eenwegafsluitkraan
voor ballonverzegeling.

HOE WORDT HET PRODUCT GELEVERD?

Gesteriliseerd met behulp van ethyleenoxide. Steriel en niet-pyrogeen indien verpakking ongeopend en onbeschadigd is. Het product
niet gebruiken indien er twijfel bestaat of het product steriel is. Vermijd langdurige blootstelling aan licht. Inspecteer het product als
het uit de verpakking wordt gehaald om het te controleren op beschadiging.

WAARSCHUWING

¢ LET OP: U mag het nominale volume van 1 cc voor de SPT002 - 9,5 mm katheter niet overschrijden. Overmatig vullen kan de
ballon doen breken.

¢ LET OP: U mag het nominale volume van 2 cc voor de SPT003 - 13,5 mm katheter niet overschrijden. Overmatig vullen kan de
ballon doen breken.

¢ Gebruik uitsluitend een geschikt ballonvulmiddel. Gebruik geen lucht of een gasvormig vulmiddel om de ballon te vullen.

¢ Gebruik voor het vullen uitsluitend een vulinstrument van 3 cc, voorzien van een drukmeter.

*  Gebruik voor het legen uitsluitend een vulinstrument van 3 cc, voorzien van een drukmeter. (Om het legen sneller te doen
verlopen, mag een vulinstrument van maximaal 10 cc voorzien van een drukmeter worden gebruikt).

* De injectiedruk voor de SPT002 - 9,5 mm katheter mag 300 psi niet overschrijden.

¢ De injectiedruk voor de SPT003 - 13,5 mm katheter mag 600 psi niet overschrijden.

* Voer de voerdraad, de septostomiekatheter of enig ander onderdeel niet op als u weerstand ondervindt, zonder er eerst de oorzaak van
te achterhalen en de nodige maatregelen te treffen.

* Deze katheter is niet bestemd om de druk te meten, of vioeistof te injecteren.

* Dit hulpmiddel is uitsluitend bestemd voor eenmalig gebruik. Het mag niet opnieuw worden gesteriliseerd en/of opnieuw gebruikt,
aangezien dit de prestaties van het hulpmiddel kan aantasten en kan leiden tot een verhoogd risico op kruisbesmetting.

* Vermijd het gebruik van overmatige kracht om de ballon langs het atriumseptum te trekken.

VOORZORGSMAATREGELEN

¢ NuMED raadt aan een introducer van 5 F met de SPT002 - 9,5 mm katheter te gebruiken, om de toegang te verzekeren.

¢ NuMED raadt aan een introducer van 6 F met de SPT003 - 13,5 mm katheter te gebruiken, om de toegang te verzekeren.

* Ballonatrioseptostomie mag niet worden verricht bij zuigelingen van meer dan 6 weken oud. Deze zuigelingen hebben dikke
boezemsepta. Raadpleeg de AHA/ACC richtlijnen.

* De dilatatieprocedure moet onder doorlichting/MRI-visualisatie worden uitgevoerd met gebruik van passende apparatuur.

¢ Voerdraden zijn delicate instrumenten. Ze dienen met zorg te worden gehanteerd om de kans op breuk te helpen vermijden.

* Erdient, alvorens verder te gaan, zorgvuldige aandacht te worden besteed aan het behoud van nauwsluitende
katheteraansluitingen en aan het opzuigen, om luchttoetreding in het systeem te voorkomen.

* Onder geen beding mag een onderdeel van het kathetersysteem worden opgevoerd tegen weerstand in. De oorzaak van de
weerstand moet worden vastgesteld door middel van doorlichting/MRI en er moeten maatregelen worden getroffen om het
probleem te verhelpen.

* Als er bij het verwijderen weerstand ondervonden wordt, moeten de ballon, de voerdraad en de huls samen als een geheel
worden verwijderd, vooral als er breuk of lekkage van de ballon vastgesteld is, of vermoed wordt. Om dit te doen neemt u de
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ballonkatheter en de huls als een geheel stevig vast, en trekt u ze beide tezamen terug, met een voorzichtig draaiende en
tegelijkertijd trekkende beweging.

Alvorens de katheter uit de huls te verwijderen is het uitermate belangrijk dat de ballon volledig

leeggelopen is.

Een goede werking van de katheter is afhankelijk van zijn integriteit. De katheter dient met zorg te worden gehanteerd. Door
knikken, uitrekken of met overmatige kracht afvegen kan de katheter beschadigd worden.

MRI-veiligheidsinformatie

VAN

Door middel van niet-klinische tests is aangetoond dat de ballonkathetersystemen van NUMED onder bepaalde voorwaarden veilig
voor MRI zijn. De onderstaande documentatie geldt specifiek voor de katheters van NUMED en is niet van toepassing op voerdraden
of andere accessoires die in combinatie met de ballonkathetersystemen van NUMED worden gebruikt. Gebruikers moeten de
gebruiksaanwijzing en MRI-veiligheidsinformatie raadplegen van andere accessoirehulpmiddelen die samen met de katheters van
NuMED worden gebruikt. De ballonkathetersystemen van NUMED kunnen om het even waar in het lichaam onder de volgende
voorwaarden bij 1,5 T of 3,0 T worden gescand. Nalatigheid in het volgen van deze voorwaarden kan leiden tot letsel.

Parameter Voorwaarde

Naam hulpmiddel Ballonkathetersystemen van NUMED

Sterkte statisch magnetisch veld (B0) 15Ten3T

Type MRI-scanner Cilinder

Maximale ruimtelijke gradiént van veld 19 T/m (1900 G/cm)

RF-excitatie Circulair gepolariseerd (CP)

Type RF-zendspoel Geintegreerde zendspoel over het hele lichaam

Bedrijfsmodus Normale bedrijfsmodus

RF-voorwaarden Maximale SAR over het gehele lichaam: 2,0 W/kg

Scanduur 2 W/kg over het gehele lichaam gemiddelde SAR gedurende 60 minuten continu
RF-scanning

Beeldartifact De aanwezigheid van een NUMED-ballonkatheter in combinatie met een
0,035 inch (0,889 mm) voerdraad die onder bepaalde voorwaarden veilig voor
MRI is, kan een radiaal beeldartefact produceren van 1,8 cm.

MOGELIJKE COMPLICATIES
Mogelqke complicaties en ongewenste effecten in verband met het gebrmk en het voorschrijven van het hulpmiddel zijn onder meer:

.

Infectie Ritme- en geleidingsstoornissen
Inflammatie ¢ Perforatie van het linker hartoor
Trombo-embolie * Beschadiging van de vaatwanden
Luchtembolie * Bloeding

Mogelijk losraken van de ballon en de daaropvolgende ¢ Hematoomvorming

noodzaak een strik te gebruiken ¢ Letsel van het geleidingssysteem
Vaatperforatie die operatieve herstelling vereist + Overlijden

Elk ernstig incident dat zich heeft voorgedaan in verband met het hulpmiddel, moet worden gemeld aan NUMED en aan de bevoegde
autoriteit in het land waar het wordt gebruikt.

INSPECTEREN EN PREPAREREN

2.
3.
4.
5

6.
7

Breng de voerdraad door de distale tip in, totdat de voerdraad uit de proximale poort komt.

Verwijder de ballonbeschermer. Controleer de katheter op beschadiging alvorens hem in te brengen.

Bevestig een vulinstrument van 3 cc, voorzien van een drukmeter, half gevuld met fysiologische zoutoplossing, en bevestig het
aan de afsluitkraan die reeds aan de ballonpoort bevestigd is.

Purgeer en spoel het doorvoerlumen van de katheter grondig, en kijk na of er geen lekken zijn.

Houd het vulinstrument met de drukmetertuit neerwaarts gericht, en zuig aan tot al de lucht uit de ballon verwijderd is, en er geen
belleties meer in het contrastmiddel te zien zijn.

Draai de afsluitkraan naar de stand “off’ om het vacuiim in de ballon te behouden.

Verwijder de voerdraad.

INBRENGEN: VASCULAIR

1.

2.
3.

Prepareer een mengsel van 30 volumeprocent contrastmiddel en normale fysiologische zoutoplossing.

Prepareer de patiént voor de ingreep.

Katheters kunnen percutaan ofwel via de vena umbilicalis worden ingebracht. Bij gebruik van deze benadering vereist de
SPT002 - 9,5 mm katheter een introducerhuls van 5 F, en vereist de SPT003 - 13,5 mm katheter een introducerhuls van 6 F (zie
Voorzorgsmaatregelen). Als deze toegangstechniek faalt, kan een venapunctie worden uitgevoerd.

Plaatsing van de katheter kan onder doorlichting/MRI-visualisatie geschieden, of onder bijzondere omstandigheden met behulp
van tweedimensionale echocardiografische visualisatie. Na het passeren van de sheath wordt de katheter opgevoerd naar de v.
cava inferior en het rechter atrium in. De hoektip vergemakkelijkt het doorvoeren door de interatriale opening naar het linker
atrium. Bij moeilijkheden bij het positioneren kan voor de SPT002 - 9,5 mm-katheter een voerdraad van 0,36 mm (0,014 inch), of
voor de SPT003 - 13,5 mm-katheter een voerdraad van 0,53 mm (0,021 inch) worden gebruikt om een veilige plaatsing te
verkrijgen. De voerdraad moet worden teruggetrokken in de katheterschacht of volledig worden verwijderd voordat u overgaat tot
septostomie.

De veiligste manier om ballonseptostomie uit te voeren, is onder doorlichting, MRI-visualisatie of 2D-echografie. De ballon moet
duidelijk herkenbaar zijn in het linker atrium. De ballon van de SPT002 - 9,5 mm-katheter wordt gevuld met 1 ml vioeistof, de
ballon van de SPT003 - 13,5 mm-katheter wordt gevuld met 2 ml vioeistof en de afsluitkraan wordt gesloten. LET OP: Gebruik
niet meer dan het volume van 1 ml voor de SPT002 - 9,5 mm-katheter of het volume van 2 ml voor de SPT003 - 13,5 mm-
katheter. Overmatig vullen kan leiden tot scheuren van de ballon. Vervolgens wordt de ballon met een snelle rukbeweging in het
rechter atrium getrokken. Dit trekmanoeuvre moet worden gestopt bij de overgang tussen de v. cava inferior en het rechter atrium
en de ballon moet dan snel opnieuw worden opgevoerd in het rechter atrium (omdat de ballon niet-compliant is, vormt hij niet de
vorm van de v. cava inferior en bestaat er kans op scheuren). Leeg de ballon onmiddellijk door onderdruk uit te oefenen op het
vulinstrument met de manometer (een instrument van 3 ml wordt aanbevolen tenzij sneller legen vereist is; in dat geval kan een
vulinstrument van maximaal 10 ml met een manometer worden gebruikt).

Gebruik van overmatige kracht om de ballon door het atriale septum te trekken moet worden vermeden. In het bijzonder moet de
arts niet de gehele arm gebruiken wanneer de ballon door het septum wordt getrokken; in plaats hiervan moet slechts een
polsbeweging worden gebruikt. Als de ballon het septum niet gemakkelijk passeert met deze methode, wordt aanbevolen om
aanvankelijk een kleiner vioeistofvolume te gebruiken. Het vloeistofvolume kan dan geleidelijk worden opgevoerd totdat het
gewenste resultaat is verkregen. Als de eerste twee stappen niet het gewenste resultaat opleveren, overweeg dan statische
ballondilatatie van het atriale septum.

Zo nodig kan de katheter opnieuw worden gepositioneerd in het linker atrium en kan het proces worden herhaald. Het aantal
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herhaalde septostomieén dat bij één katheterisatie wordt uitgevoerd, wordt bepaald door de klinische toestand van de patiént en
de inschatting van effectieve palliatie.

6. Trek de katheter voorzichtig terug. Terwijl de ballon uit het vat komt, gebruikt u een soepele, voorzichtige, constante beweging.
Als bij de verwijdering weerstand wordt gevoeld, moeten de ballon, voerdraad en sheath samen als één geheel onder
doorlichting/MRI-visualisatie worden verwijderd, met name als de ballon zeker of vermoedelijk gescheurd is of lekt. Hiertoe pakt u
de ballonkatheter en de sheath stevig als één geheel vast en trekt u ze samen terug, waarbij u tegelijkertijd voorzichtig draait en
trekt.

7. Oefen druk uit op de inbrengplaats, volgens de standaardpraktijken of volgens het protocol van het ziekenhuis voor percutane
vasulaire operaties.

8. Voer het hulpmiddel na het gebruik af volgens het standaardprotocol van het ziekenhuis voor biologisch gevaarlijke
hulpmiddelen.

WAARSCHUWING: NuMED katheters worden in een uiterst onvriendelijk milieu in het menselijke lichaam geplaatst. Katheters
kunnen om verscheidene redenen falen zoals 0.a. wegens medische complicaties of faling van de katheter ten gevolge van breuk.
Ondanks de uiterste zorg besteed bij het ontwerp, de selectie van de onderdelen, de fabricage en het testen kunnen katheters
bovendien wegens onjuiste hantering of andere voorvallen voor, tijdens of na het inbrengen gemakkelijk beschadigd raken. Bijgevolg
wordt geen enkele bewering gemaakt, noch garantie gegeven dat de katheters niet zullen falen of stoppen te werken, of dat het
lichaam niet slecht zal reageren op de plaatsing van de katheters, of dat er zich geen medische complicaties zullen voordoen na
gebruik van de katheters.

NuMED kan geen garantie geven of de NUMED accessoires garanderen aangezien de accessoires kunnen worden beschadigd door
onjuiste hantering voor of tijdens gebruik ervan. Om die reden worden omtrent deze accessoires geen beweringen gemaakt, noch
garanties gegeven.

Garantie en beperkingen
De katheters en accessoires worden verkocht in hun huidige conditie. Het gehele risico betreffende de kwaliteit en de prestaties van
de katheter berust bij de koper. NUMED wijst alle uitdrukkelijke of stilzwijgende garanties met betrekking tot de katheters en de
accessoires af, met inbegrip van, maar niet beperkt tot enige stilzwijgende garantie van verkoopbaarheid of geschiktheid voor een
bepaald doel. NUMED zal niet aansprakelijk worden gesteld t.o.v. enige persoon voor medische kosten of enige directe of
gevolgschade voortvloeiende uit het gebruik van enige katheter of accessoire of veroorzaakt door enig defect, faling of slechte
werking van enige katheter of accessoire, ongeacht of dergelijke vordering gebaseerd is op een garantie, contract, onrechtmatige
daad, of anderszins. Geen enkele persoon heeft machtiging om NUMED aan enige bewering of garantie te binden met betrekking tot
de katheters en accessoires.

Tabel met Z-5™ ballonmaten
Tabel met SPT002 - 9,5 mm ballonmaten

Geinjecteerd

Resulterende ballon-

Geinjecteerd

Resulterende ballon-

volume diameter volume diameter
0,7 cc 7,95 mm £ 0,5 mm 0,9 cc 8,65 mm £ 0,5 mm
0,8 cc 8,00 mm = 0,5 mm 1,0 cc 9,35 mm + 0,5 mm

Tabel met SPT003 - 13,5 mm ballonmaten

Geinjecteerd

Resulterende ballon-

Geinjecteerd

Resulterende ballon-

volume diameter volume diameter
0,5cc 8,0 mm £ 0,5 mm 1,5cc 12,0 mm £ 0,5 mm
1,0 cc 10,5 mm £ 0,5 mm 2,0cc 13,5 mm £ 0,5 mm

PORTUGUES

Instrucgdes de utilizagcdo

INDICAGOES

Recomendado para atrioseptostomia com baldo, uma técnica aceite na maior parte dos centros de cardiologia pediatrica para o
alivio de diversos defeitos cardiacos congénitos. A atrioseptostomia com baldo é efectuada em conjunto com a cateterizagéo
cardiaca de diagndstico e tem sido feita apds o diagnéstico de diversos defeitos cardiacos congénitos: transposicao das grandes
artérias, drenagem venosa pulmonar andmala total sem obstrugdo pulmonar, atresia tricispide, estenose mitral, atresia mitral e
atresia pulmonar com septo ventricular intacto. O SPT002 - 9,5mm destina-se principalmente a criangas com menos de 2 kg.

DESCRIGAO DO CATETER

O cateter de atrioseptostomia NUMED ¢ um novo cateter de baldo concebido para neonatos com cardiopatia congénita que
necessitem de septostomia. E um cateter de dois limens com 50cm de comprimento. O SPT002 tem um baldo nao deformavel de
9,5mm + 0,5mm, com volume de 1,0cc, na ponta distal. O SPT003 tem um baldo nao deformavel de 13,5mm + 0,5mm, com volume
de 2,0cc, na ponta distal. O cateter SPT002 - 9,5mm também inclui um orificio terminal que ird acomodar um fio-guia de 0,014"
(0,36 mm); o cateter SPT003 - 13,5mm também inclui um orificio terminal que ir4& acomodar um fio-guia de 0,018" a 0,021" (0,46 a
0,53 mm). A geometria insuflada do baldo € uma esfera. Existe uma faixa de imagiologia sob o baldo para posicionar o baldo na
auricula esquerda. A ponta do cateter faz um angulo de 35° para facilitar a passagem através da abertura interauricular na auricula
esquerda. Para insuflar o baldo do cateter SPT002 - 9,5mm até ao diametro maximo, € introduzido 1cc de meio de contraste diluido
na extensdo do bal&o apds a purga. Para insuflar o baldo do cateter SPT003 - 13,5mm até ao didmetro méaximo, séo introduzidos
2cc de meio de contraste diluido na extensao do baldo ap6s a purga. Os cateteres séo fornecidos com uma torneira de uma via para
selagem do baldo.

COMO E FORNECIDO

E fornecido esterilizado a gas de éxido de etileno. Estéril e apirogénico se a embalagem n&o estiver aberta nem danificada. Nao use
o produto se tiver duvidas se esta ou néo esterilizado. Evite a exposigéo prolongada a luz. Depois de retirar da embalagem,
inspeccione o produto para garantir que ndo esta danificado.

AVISO
* ATENCAO: N&o exceda o volume nominal de 1cc para o Cateter SPT002 - 9,5mm. A sobre-insuflagéo pode provocar a ruptura
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do baléo.

ATENGAO: Nao exceda o volume nominal de 2cc para o Cateter SPT003 - 13,5mm. A sobre-insuflagio pode provocar a ruptura
do baldo.

Utilize apenas o meio adequado de insuflagao do baldo. N&o utilize ar ou meios gasosos para insuflar o baléo.

Utilize apenas um dispositivo de insuflagdo de 3cc com manémetro de presséo para a insuflagéo.

Utilize um dispositivo de insuflagdo de 3cc com mandémetro de presséo para a desinsuflagdo. (Para uma desinsuflagdo mais
rapida, é possivel utilizar um dispositivo de desinsuflagéo até 10cc com mandmetro de presséo).

Nao exceda a presséo de injecgao de 300 psi para o Cateter SPT002 - 9,5mm.

Nao exceda a presséo de injecgao de 600 psi para o Cateter SPT003 - 13,5mm.

Néo faga avangar o fio-guia, o cateter de septostomia nem qualquer outro componente se encontrar resisténcia, sem primeiro
determinar a causa e tomar medidas para a resolver.

Este cateter ndo é recomendado para medigéo de presséo ou injecgdo de fluidos.

Este dispositivo destina-se apenas a uma Unica utilizagéo. Nao o reesterilizar e/ou reutilizar, uma vez que tal podera resultar
potencialmente num desempenho comprometido do dispositivo e num risco acrescido de contaminagéo cruzada.

Deve-se evitar a utilizagdo de forga excessiva para puxar o baldo através do septo auricular.

PRECAUGOES

A NuMED recomenda a utilizagdo do cateter SPT002 - 9,5mm com um introdutor 5F para assegurar a entrada.

A NuMED recomenda a utilizagéo do cateter SPT003 - 13,5mm com um introdutor 6F para assegurar a entrada.

A atrioseptostomia com balédo nao deve ser efecutada em criangas com mais de seis semanas. Estas criangas tém septos
auriculares espessos. Consulte as directivas AHA/ACC.

Os processos de dilatagdo devem ser efetuados sob orientagao fluoroscdpica/RMN com equipamento adequado.

Os fios-guia séo instrumentos delicados. Deve ter-se muito cuidado ao manusear os mesmos, para evitar a possibilidade de
ruptura.

E necessario ter muita atengdo a manutengao das ligagdes de cateteres estanques e aspiragdo antes de prosseguir, para evitar
a entrada de ar no sistema.

Em situagao alguma se deve fazer avangar alguma parte do sistema de cateter quando for sentida resisténcia. A causa da
resisténcia deve ser identificada com fluoroscopia/RMN e devem ser tomadas medidas para resolver o problema.

Se for encontrada resisténcia durante a remog&o, o baldo, fio-guia e bainha devem ser [etirados em conjunto como uma sé
unidade, especialmente se tiver ocorrido ou se suspeitar de ruptura ou fugas no bal&o. E possivel fazé-lo agarrando firmemente
no cateter do baldo e na bainha como uma s6 unidade e retirando ambos ao mesmo tempo, utilizando um ligeiro movimento de
torgéo associado a tracgao.

Antes de remover o cateter da bainha, ¢ muito importante verificar se o baldo esta completamente esvaziado.

O funcionamento correcto do cateter depende da respectiva integridade. Deve ter-se cuidado ao manusear o cateter. Podem
resultar danos de nds, estiramentos ou da limpeza forcada do cateter.

A Informacé&o sobre seguranga em RMN

Testes n&o clinicos demonstraram que os sistemas de cateter de baldo da NUMED s&o MR Conditional (pode ser submetido a
exames de RM sob determinadas condic6es). A rotulagem seguinte é especifica para os cateteres da NUMED e néo se aplica a
fios-guia ou outros acessérios utilizados em combinagdo com os sistemas de cateteres de baldo da NUMED. Os utilizadores
devem consultar as instrucées de utilizacéo e as informacdes de seguranca em RMN de outros dispositivos acessérios utilizados
com os cateteres da NUMED. Os sistemas de cateteres de baldo da NUMED podem ser submetidos com seguranca a um exame
em qualquer parte do corpo a 1,5 T ou 3,0 T sob as seguintes condi¢des. O ndo cumprimento destas condi¢des pode resultar em
lesdes.

Parametro Condigao

Nome do dispositivo Sistemas de cateteres de baldo da NUMED

Forca de campo magnético estatico (BO) 15Te3T

Tipo de scanner de RMN Cilindrico

Gradiente de campo espacial maximo 19 T/m (1.900 G/cm)

Excitac&o por RF Polarizado circularmente (CP)

Tipo de bobina de transmisséo por RF Bobina de transmiss&o para todo o corpo integrada

Modo de funcionamento Modo de funcionamento normal

Condicdes de RF SAR méxima para todo o corpo: 2,0 W/kg

Duracéo da varredura 2 W/kg de SAR média para todo o corpo durante 60 minutos de varredura
continua por RF

Artefacto de imagem A presenca de um cateter de baldo NuUMED em combinag&o com um fio-guia
de 0,035" (0,889 mm) condicional para RM pode produzir um artefacto de
imagem radial de 1,8 cm.

COMPLICAGOES POTENCIAIS
As potenciais complicagdes e efeitos adversos associados a utilizagéo e indicagéo do dispositivo incluem:

Infeccao * Perturbagdes de ritmo e condugéo
Inflamagao ¢ Perfuragdo do apéndice auricular esquerdo
Tromboembolias * Lesbes na intima vascular

Embolia gasosa ¢ Hemorragias

Potencial separagéo do baldo com necessidade ¢ Formagéao de hematomas

subsequente de extracgéo por gancho * Lesdes no sistema condutor

Perfuragéo vascular com necessidade de reparagéo *«  Morte

cirirgica

Qualquer incidente grave que tenha ocorrido relacionado com o dispositivo deve ser notificado & NUMED e & autoridade competente
do pais de utilizag&o.

INSPEC(;AO E PREPARAGAO

2.
3.

4.
5

Insira o fio-guia através da ponta distal até o fio-guia exceder o orificio proximal.

Remova a protecgéo do baldo. Verifique se o cateter apresenta danos antes da insergéo.

Anexe um dispositivo de insuflagdo de 3cc com mandmetro de pressdo meio cheio com soro fisiolégico normal e ligue-o a
torneira, ja ligada ao orificio do baldo.

Efectue a purga e irrigue bem o lumen directo do cateter, verificando se existem fugas.

Aponte o dispositivo de insuflagdo com o bocal do manémetro de presséo para baixo, aspire até todo o ar ser removido do baldo
e ndo aparecerem mais bolhas no meio de contraste.

Rode a torneira para a fechar e manter o vacuo no baldo.
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7. Retire o fio-guia.

INSERGAO: VASCULAR
1. Prepare uma mistura de 30% por volume de meio de contraste e soro fisiolégico normal.

2. Prepare o individuo para o procedimento.

3. Os cateteres podem ser introduzidos por abordagem percutanea ou pela veia transumbilical. Ao utilizar esta abordagem, o
cateter SPT002 - 9,5mm necessita de uma bainha introdutora 5F; o cateter SPT003 - 13,5mm necessita de uma bainha
introdutora de 6F (consulte as Precaugdes). No caso de esta técnica de acesso falhar, € possivel utilizar um corte venoso.

4. Acolocagéo do cateter pode ser concretizada sob orientagédo fluoroscopica/RMN ou em condigdes especiais, utilizando
orientacéo ecocardiografica bidimensional. Uma vez através da bainha, o cateter é passado para a veia cava inferior e para a
auricula direita. A ponta angulada facilita a passagem através da abertura interauricular para a auricula esquerda. Em caso de
dificuldade no posicionamento, pode ser utilizado para conseguir um posicionamento seguro um fio-guia de 0,014 polegadas
para o cateter SPT002 (9,5 mm) e o fio-guia de 0,021 polegadas para o cateter SPT003 (13,5 mm). O fio-guia deve ser puxado
para tras para o corpo do cateter ou removido completamente antes de prosseguir com a septostomia.

5. A septostomia com baldo é realizada com mais seguranga sob fluoroscopia, RMN ou eco 2-D. O balado deve ser bem identificado
na auricula esquerda. O baldo do cateter SPT002 (9,5 mm) é cheio com 1 ml de fluido, o baldo do cateter SPT003 (13,5 mm) é
cheio com 2 ml de fluido e a torneira é fechada. ATENGAO: Nao exceda o volume de 1 ml para o cateter SPT002 (9,5 mm) e os
2 ml para o cateter SPT003 (13,5 mm). O excesso de enchimento pode causar a rutura do baldo. O baldo é entdo puxado para
a auricula direita com um movimento rapido e instantaneo. Esta manobra de puxar para tras deve ser interrompida na jungéo
auricular da veia cava inferior direita e o baldo rapidamente avangado de novo na auricula direita (uma vez que o baldo nao é
complacente, este ndo se ajustara a forma da VCI e a rutura € uma possibilidade). Esvazie imediatamente o balao aplicando
uma presséo negativa no dispositivo de enchimento com manémetro (recomenda-se 3 ml, a menos que seja necessaria
esvaziar mais rapidamente, onde entdo pode ser utilizado um dispositivo de enchimento de 10 ml com mandémetro).

A utilizacdo de forga excessiva para puxar o baldo através do septo auricular deve ser evitada. Especificamente, o médico deve
evitar utilizar o brago inteiro ao puxar o baldo através do septo e, em vez disso, deve utilizar apenas o movimento do pulso. Se o
baldo nao atravessar facilmente o septo utilizando este método, recomenda-se que um volume menor de fluido seja utilizado
inicialmente. A quantidade de fluido pode ser aumentada gradualmente em volume até que o resultado desejado seja alcangado.
Se os dois primeiros passos ndo forem bem-sucedidos, considere a dilatagéo por baldo estatico do septo auricular.

Se necessario, o cateter pode ser reposicionado na auricula esquerda e o processo pode ser repetido. O nimero de
septostomias repetidas realizadas durante um cateterismo € determinado pelo estado clinico do doente e pela estimativa de
paliagéo eficaz.

6. Retire o cateter com cuidado. A medida que o balo sai do vaso, realize um movimento suave, ligeiro, firme. Se for sentida
resisténcia ao retirar, o baldo, o fio-guia e a bainha devem ser retirados em conjunto como uma Unica unidade com orientagéo
fluoroscopica/RMN, especialmente se tiver ocorrido ou se suspeitar de rutura ou fugas no baldo. E possivel fazé-lo agarrando
firmemente o cateter de baldo e a bainha como uma Unica unidade e retirando ambos ao mesmo tempo, utilizando um ligeiro
movimento de tor¢éo associado a tragéo.

7. Aplique presséo no local de insergdo segundo as praticas padrao ou o protocolo hospitalar para procedimentos vasculares
percutaneos.

8. Elimine o dispositivo apds a utilizagéo, de acordo com o protocolo padréo do hospital para dispositivos com risco bioldgico.

AVISO: Os cateteres NUMED sao colocados no ambiente extremamente hostil do corpo humano. As falhas de funcionamento dos
cateteres podem ter uma variedade de causas, incluindo, entre outras, complicagdes médicas ou avaria dos cateteres por ruptura.
Para além disso, apesar de todo o cuidado tido na concepgéo, selecgdo de componentes, fabrico e testes anteriores as vendas, os
cateteres podem facilmente ser danificados antes, durante ou ap6s a insergéo, devido a manuseamento incorrecto ou a outras
acgdes. Assim, ndo ha qualquer declaragéo ou garantia de que os cateteres ndo avariem ou deixem de funcionar, de que o corpo
néo reaja de forma adversa a colocagéo de cateteres ou de que néo haja complicagdes médicas devidas a utilizagéo de cateteres.

A NuMED n&o pode oferecer garantias sobre os acessorios NUMED porque a estrutura dos acessorios pode ser danificada devido a
manuseamento incorrecto antes ou durante a utilizagdo. Consequentemente, ndo se emitem quaisquer declaragdes ou garantias em
relagdo aos mesmos.

Garantia e limitagoes
Os cateteres e acessorios séo vendidos ‘tal como estéo’. Todos os riscos relacionados com a qualidade e funcionamento do cateter
sao assumidos pelo comprador. A NUMED né&o se responsabiliza por quaisquer garantias, expressas ou implicitas, no que diz
respeito a cateteres e acessorios, incluindo, entre outras, qualquer garantia implicita de comercializagédo ou adequagdo a um
objectivo em particular. A NUMED n&o ser responsabiliza por pessoa alguma relativamente a despesas médicas ou quaisquer danos
directos ou consequentes resultantes da utilizagdo de qualquer cateter ou acessorio ou provocados por quaisquer defeitos, avarias
ou mau funcionamento de qualquer cateter ou acessério, seja a reclamac&o por tais danos feita com base na garantia, contrato,
prejuizo ou outros. Nenhuma pessoa tem autoridade para sujeitar a NUMED a qualquer obrigacéo legal relativamente a declaragdes
ou garantias no que diz respeito a cateteres e acessorios.

Grafico de calibragao do balao Z-5™
Grafico de dimensdes do baldao SPT002 - 9,5mm

. ‘s 5 Volume ‘s =
Volume Injectado Diametro resultante do balao Injectado Diametro resultante do baldo
0,7 cc 7,95mm + 0,5mm 0,9 cc 8,65mm + 0,5mm
0,8 cc 8,00mm £ 0,5mm 1,0 cc 9,35mm £ 0,5mm

Grafico de dimensoes do baldo SPT003 - 13,5mm

Volume Injectado Diametro resultante do balao v.°|ume Diametro resultante do baldo
Injectado
0,5cc 8,0mm + 0,5mm 1,5cc 12,0mm £ 0,5mm
1,0 cc 10,5mm + 0,5mm 2,0cc 13,5mm + 0,5mm




TURKGE

Kullanim Talimatlari

ENDIKASYONLARI

Bazi dogumsal kalp hastaliklarinin tedavisi amaci ile birgok pediatrik kardiyoloji merkezinde kabul edilmis bir tekniktir. Balon
Atrioseptostomy islemi, bazi dogumsal kalp hastaliklarini ortaya gikaran diagnostik kardiyak kateterizasyon islemi ile birlikte
gergeklestiriimelidir. Bu hastaliklar biyiik arterlerin transpozisyonu, pulmoner obstriiksiyon olmaksizin total anormal pulmoner ven6z
bosaltim, trikiispid atrezi, mitral darlik,mitral atrezi ve bozulmamis ventrikiler septum ile birlikte pulmoner atrezidir. SPT002 - 9,5 mm
oncelikle 2 kg altindaki bebekler igin kullanilir.

AGIKLAMA

NuMED atrioseptostomi kateteri, septostomi islemi gerektiren dogumsal kalp hastaligina sahip yenidoganlarda kullaniimak tizere
dizayn edilmis yeni bir balon kateterdir. 50 cm uzunlugunda dual limen bir kateterdir. SPT002, distal ucunda 1,0 cc'lik 9,5 mm +0,5
mm komplian olmayan bir balona sahiptir. SPT003, distal ucunda 2,0 cc’lik 13,5 mm + 0,5 mm komplian olmayan bir balona sahiptir.
SPT002 - 9,5 mm’lik kateterin ucu delik olup iginden 0,014 ing capinda kilavuz tel geger, SPT003 - 13,5 mm’lik kateterin ucu delik
olup i¢inden 0,018 ing ile 0,021 ing arasinda kilavuz tel geger. Sisirilmis balon, kiire seklindedir. Sol atriumda balonun
pozisyonlandiriimasina olanak saglamak icin balonun altinda bir marker (isaretleyici) bulunur. 1 cc seyreltiimis kontrast madde ile
sisirildiginde SPT002 - 9,5 mm’lik balon maksimum gapina eristirilir. 2 cc seyreltilmis kontrast madde ile sisirildiginde

SPT002 - 13,5 mm'’lik balon maksimum ¢apina eristirilir. Kateterler tek yollu musluk ile birliktedir.

TEDARIK SEKLI

Etilen oksitle sterilize edilmis sekilde tedarik edilir. Ambalaj agilmamissa ve hasar gérmemisse sterildir ve pirojenik degildir. Uriiniin
steril olup olmadigi ile ilgili tereddtiinliz varsa riinii kullanmayin. Uzun siire 1siga maruz birakmaktan kaginin. Ambalajdan
cikardiktan sonra herhangi bir hasar olup olmadigindan emin olmak igin Griinii inceleyin.

UYARILAR

* DIKKAT: SPT002 - 9,5 mm'lik balon igin nominal sisirme hacmi olan 1 cc'yi asmayiniz. Daha fazla sigirme balonun patlamasina
sebep olabilir.

* DIKKAT: SPT003 - 13,5 mm’lik balon igin nominal sigirme hacmi olan 2 cc’yi asmayiniz. Daha fazla sisirme balonun patlamasina
sebep olabilir.

* Uygun balon sisirme malzemesi kullaniniz. Hava veya gaz ile sigirmeyiniz.

* Balonu sisirmek igin izerinde basing géstergesi olan 3 cc’lik sisirme aleti kullaniniz.

¢ Balonu indirmek igin lizerinde basing gdstergesi olan 3 cc'lik sisirme aleti kullaniniz. (Daha hizli indirme iglemi icin Uzerinde
basing gdstergesi olan 10 cc'lik sisirme aleti kullaniniz.)

* SPT002 - 9,5 mm'lik kateter igin 300 psi enjeksiyon basincini agsmayiniz.

* SPT003 - 13,5 mm'lik kateter i¢in 600 psi enjeksiyon basincini agsmayiniz.

* lIslem sirasinda herhangi bir direngle karsilasilirsa kilavuz tel, septostomi kateteri veya herhangi diger komponenti ilerletmeyiniz.
Once sebebini bulunuz ve gerekli énlemleri aliniz.

* Bu kateterle basing dlglilmesi veya sivi enjeksiyonu yapilmasi tavsiye ediimez.

* Bu cihaz sadece tek kullanimliktir. Yeniden sterilize etmeyin ve/veya yeniden kullanmayin ¢linki bu biiyiik olasilikla cihazin
performansini etkileyebilir ve gapraz bulagma riskini arttirabilir.

* Balonu atriyal septum boyunca gekmek igin asir kuvvet uygulamaktan kaginiimaldir.

ONLEMLER

* NuMED, SPT002 - 9,5 mm'lik kateter ile birlikte 5F kaliniginda kilif kullaniimasini tavsiye eder.

* NuMED, SPT003 - 13,5 mm'lik kateter ile birlikte 6F kaliniginda kilif kullaniimasini tavsiye eder.

* Balon atrioseptostomi islemi 6 haftaliktan kiiglik cocuklarda yapilmamalidir. Bu ¢ocuklar kalin bir atrial septuma sahip
olacaklardir. Referans: AHA/ACC kilavuzlari

* Dilatasyon islemi floroskopi/MRG altinda uygun cihaz ile yapiimaldir.

* Kilavuz teller kolayca zarar gorebilir. Kirlmayi 6nlemek igin 6zen gosteriniz.

* Kateter baglantilarinin 6zenle yapiimasi ve islem 6ncesi sistemde hava bulunmasini 6nleme amaci ile aspirasyon yapiniz.

* Higbir kosulda kateter sisteminin herhangi bir kismi dirence kars! ilerletimemelidir. Direncin nedeni floroskopi/MRG ile tespit
edilmeli ve sorunu gidermek igin 6nlem alinmahidir.

* Kateteri geri gekerken herhangi bir direngle karsilasildiginda balon, kilavuz tel ve kilif hep birlikte ayni anda geri ¢cekilmelidir. Bu
islem balonun patlamasi veya sizinti durumu halinde de uygulanmalidir. Cekme islemi sirasinda hafifge rotasyon iglemi
yapilmaldir.

* Kateteri kiliftan ¢ikarmadan 6nce balonun tamamen indirilmis oldugundan emin olunmalidir.

* Uygun kateterizasyon islemi igin kateteri dikkatle tutmak gerekir. Kateterin blkilmesi, gekistirilmesi, silerken lzerine fazla kuvvet
uygulanmasi zarar verebilir.

& MRG Givenlik Bilgisi

Klinik olmayan testler NuMED Balon Kateter Sistemleri'nin MR Kosullu oldugunu géstermistir. Asagidaki etiketlendirme NuMED

kateterlerine 6zglidiir ve NUMED Balon Kateter Sistemleri ile birlikte kullanilan kilavuz teller ve diger aksesuarlar igin gecerli

degildir. Kullanicilar NUMED kateterleri ile birlikte kullanilan diger aksesuar cihazlarin kullanim talimatina ve MRG glivenlik

bilgilerine bakmalidir. NuMED Balon Kateter Sistemleri, asagidaki kosullarda 1,5 T veya 3,0 T'de viicudun herhangi bir yerinde

glvenle taranabilir. Bu kosullara uyulmamasi yaralanmaya neden olabilir.

Parametre Kosul

Cihaz Adi NuMED Balon Kateter Sistemleri

Statik Manyetik Alan Giicti (BO) 15Tve3T

MR Tarayici Tipi Silindirik

Maksimum Uzamsal Alan Gradyani 19 T/m (1.900 G/cm)

RF Uyarimi Dairesel Polarize (CP)

RF iletim Bobini Tipi Entegre Tam Viicut iletim Bobini

Calisma Modu Normal Calisma Modu

RF Kosullar Maksimum Tam Viicut SAR degeri: 2,0 W/kg

Tarama Suresi 60 dakikalik surekli RF taramasi icin 2 W/kg tam viicut ortalama SAR degeri

Goriinti Artefakti 0,035 in¢ (0,889 mm) MR Kosullu kilavuz tel ile kombinasyon halinde bir
NuMED Balon Kateterinin varligi, 1,8 cm'lik bir radyal gériintl artefakti
olusturabilir.
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POTANSIYEL KOMPLIKASYONLAR
Cihazin kullanimi ve endikasyonu ile iligkili olasi komplikasyonlar ve advers etkiler sunlari igerir:

* Enfeksiyon * Sol atriyal ekin yirtilmasi
* Inflamasyon * Damar intimasinin hasari
* Tromboembolitik olaylar ¢ Kanama

* Hava embolisi ¢ Hematom olusmasi

¢ Balon yirtiimasi * lletim sistemi hasar

* Cerrahi onarim gerektiren damar yirtiimasi e Olim

* Ritim ve iletim rahatsizligi

Cihazla iligkili herhangi bir ciddi olay meydana geldiyse bu durum NuMED ve cihazin kullanildigi Glkede Uyum Yetkilisine
bildirilmelidir.

KONTROL VE HAZIRLAMA

1. Kilavuz teli kateterin proximal ucundan ¢ikincaya kadar distal ucundan sokunuz.

2. Balon koruyucuyu gikariniz ve kateteri kullanmadan énce kateterde kirilma ve biikiilme olup olmadigini kontrol ediniz.

3. lIginde yari yariya normal salin soliisyonu dolu olan basing géstergeli 3 cc'lik sisirme aletini kateterin balon limenine bagl olan
musluga baglayiniz.

Kateter limeninin igine vererek sizinti olup olmadigini gozleyiniz.

Sisirme aletinin pistonunu geri cekerek balondaki tiim havayi aliniz.

Balonun igindeki vakumu koruyacak sekilde muslugu kapatiniz.

Kilavuz teli gikariniz.

No oA~

DAMARA YERLESTIRME
%30 kontrast madde ile normal salin sollisyonu karisimi hazirlayiniz.

2. Islem igin gerekli olan malzemeleri hazirlayiniz.

3. Kateterler perkitan yaklasim veya transumblikal yoldan génderilebilir. Bu yaklagimlarda SPT002 - 9,5 mm kateter ile 5F
kalinhiginda kilif, SPT003 - 13,5 mm’lik kateter ile 6F kaliniginda kilif kullaniimalidir. Bu giris tekniklerinin giigliglinde veya
yetersizliginde vendz cutdown teknigi kullanilabilir.

4. Kateterin yerlestirimesi, floroskopi/MRG kilavuzlugunda veya 6zel durumlarda 2 boyutlu ekokardiografi rehberliginde yapilabilir.
Kateter, kilifin iginden ilerletilerek inferior vena cava’'dan gegerek sag atriyuma génderilir. Kateterin ucunun agili olmasi interatriyal
acikliktan sol atriyuma gegisi kolaylastirir. Pozisyonlandirmada zorluk halinde, SPT002 - 9,5 mm’lik kateter igin 0,014 in¢
kalinhiginda ve SPT003 - 13,5 mm’lik kateter i¢in 0,021 ing kalinliginda kilavuz tel, emin ve daha rahat pozisyonlandirma igin
kullanilabilir. Septostomi isleminden 6nce kilavuz tel kateter safti icine gekilmelidir veya tamamen geri gekilip ¢ikariimalidir

5. Balon septostomi islemi en emin sekilde floroskopi, MRG veya 2-D eko esliginde yapilir. Balon sol atriyum iginde iyi bir sekilde
tespit ediimelidir. SPT002 - 9,5 mm’lik kateterin balonu 1 cc hacminde sivi ile, SPT003 - 13,5 mm’lik kateterin balonu 2 cc'lik sivi
ile sigirilir ve musluk kapatilir. DIKKAT: SPT002- 9,5 mm’lik kateterin balonu igin 1 cc ve SPT003 - 13,5 mm’lik kateterin balonu
igin 2 cc sisirme hacmini agsmayiniz. Daha fazla sisirme balonun patlamasina sebep olabilir. Balon sonra ani ve hizli bir sekilde
sag atriyuma gekilir. Bu gekme islemi inferior vena cava-sag atriyal baglantisinda durdurulmali ve balon hizli bir sekilde tekrar sag
atriyuma dogru itilmelidir (balon uyumlu olmadidi igin IVC'nin sekline uymayacak ve balonun yirtilma olasiligi olacaktir). Balonu
basing gostergeli bir sisirme cihazina negatif basing uygulayarak hemen séndiriin (daha hizl bir sekilde séndiriilmesi
gerekmiyorsa 3 cc Onerilir, aksi takdirde basing géstergeli, en fazla 10 cc'lik bir sisirme cihazi kullanilabilir).

Balonu atriyal septumdan gekmek igin asiri giig kullanimindan kaginiimalidir. Ozellikle, doktor, balonu septumdan gekerken tim
kol glictinii kullanmaktan kaginmali ve yalnizca bilek hareketiyle gekmelidir. Bu yéntem kullanildiginda balon septumdan kolayca
cekilemezse, dncelikle az miktarda sivi kullanilmasi 6nerilir. Daha sonra istenen sonug elde edilene kadar sivi miktari yavas
yavas artirilabilir. Bu ilk iki adim basarili olmazsa, atriyal septuma statik balon dilasyonu islemi uygulamayi géz éniinde
bulundurun.

Gerekli oldugu halde kateter, tekrar sol atriumda pozisyonlandirilarak islem tekrarlanabilir. Tek bir kateterizasyon islemi sirasinda
gergeklestirilen tekrarli septostomi iglemi sayisi hastanin klinik durumu ve tedavinin etkinligi ile belirlenir.

6. Kateteri yavasca geri ¢ekin. Balon damardan ¢ikarken diizglin, yavas ve diizenli bir hareket gergeklestirin. Cikarma sirasinda
direngle karsilagilirsa ve 6zellikle balonun patladigi veya sizinti bulundugu biliniyor veya bunlardan siipheleniliyorsa balon,
kilavuz tel ve kilif floroskopi/MRG kilavuzlugu altinda bir nite halinde birlikte gikariimalidir. Bu, balon kateteri ve kilifi bir (inite
olarak sikica kavrayip hafif bir cevirme hareketiyle traksiyon kullanirken ikisi beraber geri gcekerek gergeklestirebilir.

7. Perkitan Vaskiler igslemlerde hastane protokoll veya standart uygulamalara uygun olarak giris bdlgesine basing uygulayiniz.
8. Cihazi kullandiktan sonra hastanenin biyolojik olarak tehlikeli cihazlar igin olan standart protokoliine gére atiniz.

UYARI: NuMED kateterleri insan viicudunun yabanci maddeye en fazla direng gésteren bélgesine yerlestirilirler. Kateterler, tibbi
komplikasyonlar veya kateterin kirlmasini da kapsayan fakat bunlarla sinirli olmayan bir gok nedenle beklenen fonksiyonu
gostermeyebilirler. Buna ek olarak, dizayn, kullanilacak pargalarin segimi, Uretim ve satis 6ncesi testi konularinda gésterilen
zorunlulugu olan dikkatin gosterilmesine ragmen kateterler viicuda sokulmadan 6nce, viicuda sokulma sirasinda veya viicuda
sokulduktan sonra yanlis tutma veya dider girisim yanlisliklari nedenleriyle zarar gérebilirler. Dolayisiyla, higbir temsil veya garanti
kateterin kullaniminda basarisiz olunmayacak veya kateterin fonksiyonunu yerine getirmesinde engelleme olmayacak, viicut
kateterin yerlestirilmesine engel olacak tepki vermeyecek veya kateter kullaniminin akabinde tibbi komplikasyon olmayacak demek
degildir.

NuMED aksesuarlari, kullanimdan énce veya kullanim sirasinda yanlis tutulma nedeniyle yapisal zarar gérebileceginden NuMED
tarafindan garanti edilmemektedir. Bu nedenle, aksesuarlarla ilgili higbir beyan veya garanti verimemektedir.

Garanti ve Sinirlamalar
Kateterler ve aksesuarlari “oldugu gibi” satilirlar. Kalitesiyle ve performansiyla ilgili riskler aliciya aittir. NUMED kateter ve
aksesuarlariyla ilgili her turli ticari ve belirli bir amaca uygunluk garantisi dahil ancak bunlarla sinirli kalmamak tizere, agik veya
zimni her tiirli garantiyi reddeder. NUMED, kateterin ve aksesuarinin kullaniimasindan ya da kateter veya aksesuarindaki bir
aksaklik, ariza veya hatali galismadan dogan dogrudan veya bunlara bagl olarak olusan hasarlardan (s6z konusu hasar tazminati
garanti, sézlesme, haksiz fiil veya bagka bir gerekgeye dayansa da) veya tibbi masraflardan sorumlu tutulamaz. Hi¢ kimsenin kateter
ve aksesuarlarina iligkin bir temsil veya garanti konusunda NUMED'i baglayici yetkisi yoktur.
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Z-5™ Balon Olgiileri Cizelgesi
SPT002 - 9,5 mm Balon Olgiileri Gizelgesi

Enjekte edilen Enjekte edilen

Sonugta Olusan Balon Capi Sonugta Olusan Balon Gapi

hacim hacim
0,7 cc 7,95mm £ 0,5 mm 0,9 cc 8,65 mm 0,5 mm
0,8 cc 8,00mm = 0,5 mm 1,0 cc 9,35 mm £ 0,5 mm

SPT003 - 13,5 mm Balon Olgiileri Gizelgesi

Enjekte edilen Enjekte edilen

Sonugta Olugan Balon Gapi Sonugta Olugan Balon Gapi

hacim hacim
0,5cc 8,0 mm £ 0,5 mm 1,5 cc 12,0 mm = 0,5 mm
1,0 cc 10,5 mm £+ 0,5 mm 2,0 cc 13,5 mm = 0,5 mm

EAAHNIKA

OBdnyieg xpriong

ENAEIZEIZ

ZuvIoTATal yia KOATTIKH S10@ppayuaTooTOHIa HE PHTTAAGVI, HIa ATTOBEKTA TEXVIKI| OTa TIEPICOOTEPA TTAIBOKAPBIOAOYIKA KEVTPA YIa TV
QAVAKOUQIOTIKN aywyr SIa@opwV ouyyeVWV KapdIoKWwV eANEIPATWY. H KOATTIK Sla@paypaTtooTopia ue JTIaAGVI TTpayHOTOTIOIEITal O
ouvduaopd e dIayvwoTIKO Kapdiakd KaBeTNPIaopS Kal £XEI TTPAYUATOTIOINBET PETE T SIdyvwon Siagopwy KapSIakwV EANEIMPATWY:
UETEBEDN TV PEYAAWY apTNPIWY, ONIKH AVWUAAN EKBOAA TWV TIVEUHOVIKWY QAEBWY XWPIG TIVEUHOVIKY atroégpagn, atpnaia
TPIYAWXIVAG, OTEVWON MITPOEIBOUG, aTpnoia MITPoEISoUg Kal aTpnaia TIVEUUOVIKAG pE aképalo uecokolAiakd didgpayua. O SPT002 -
9,5 mm TTPoopIZETal KUPIWG YIa BPEPN KATW TwV 2 Kg.

MNEPIFPA®H TOY KAGETHPA

O kaBeTripag koATIKAG Siagpayparootopiag NUMED eival évag vEog KaBeTAPAG He UTTAAGVI GXESIOOUEVOG VIO VEOYVA LE GUYYEVH
kapdlomadeia Tou xpridouv diagpaypatooTopiag. Eival évag kabetpag dUo auAwv, prikoug 50 cm. O SPT002 £xel éva pn evOOTIKO
pTraAévi 9,5 mm £ 0,5, og 6yko 1,0 cc, aTo Tepipepikd dkpo. O SPT003 £xel éva un evdoTiké praAdvi 13,5 mm + 0,5, o dyko 2,0 cc,
oTo TIEPIPEPIKG Akpo. O kaBeTrpag SPT002 - 9,5 mm SiaBETel £TioNg pia TEAIKH) 0TI TIou pTTopEi va dexTel 0dnyd olUppa 0,014”, o
kaBetipag SPT003 - 13,5 mm S100€Tel €TioNG piat TENIKNA OTIF TTou UTTopEi va dexTei 0dnyod ouppa 0,018” £wg 0,021”. H yewpeTpia Tou
TANPwWHEVOU pTTaAovioU eival oQaipIKr. YTTEPXE! MIa TaIVIa aTTEIKOVIONG KATW aTTé TO UTTAASVI, yia TNV TOTToB4TNON Tou pTTaAoviol
oToV apIoTEPO KOATTO. To AKpo Tou KabeTripa oxnuaTidel ywvia 35°, yia T dieukoAuvon Tng diEAeucng SIaUEGOU ToU avoiyuaTog
HETAGU TNG QOPTAG KAl TNG TIVEUMOVIKAG apTnpiag atov apioTepd kOATTO. MNa T Sidykwon Tou ptraloviou Tou kabetipa SPT002 - 9,5
mm oTn péyioTn SIGPETPS Tou, WOAOTE 1 cC aPAIWUEVOU OKIayPAPIKOU HEGOU OTNV TTPOEKTOCT TOU UTTAAOVIOU PETA TNV EKKEVWOT
Tou. Ma Tn d1éykwaon Tou utradoviol Tou KaBetpa SPT003 - 13,5 mm oTn PyIoTn JIGPETPS TOu, WONOTE 2 CC apaIWPEVOU
oKIQyPAPIKOU HECOU OTNV TTPOEKTACT) TOU UTTAAOVIOU PETE TV KKEVWOT| Tou. OI KABETAPES TTaPEXOVTal PE HOVOSpOUN OTPOPIYYA, YIa
oTEYAVOTIOiNaN TOu PTraAoviou.

TPOMOZ AIAGEZHZ

MapéxeTal aTTOOTEIPWHEVO PE aéPIO aIBUAEVOEEIDIOU. ATTOOTEIPWHEVO Kl N TTUPETOYOVO EGV N GUOKEUOTIa JeV £XEI QVOIXTE 1) dev
€xel uTToOTEl {NMIA. Mn XPNOIUOTIOIEITE TO TTPOIOV €GV UTTAPXEI aP@IBOAIC WG TTPOG TN OTEIPATNTA TOU TTPOIOVTOG. ATTOQUYETE TNV
TrapaTeTapévn €kBEON Ot PwG. APoU To aaIPECETE ATTO T ouokeuaoia, eAEyETe To TTPOIGV yia va BeBaiwBeite OTI dev £xel TTPOKANBET
nuia.

MPOEIAOMNOIHZH

¢ TMPOZOXH: Mnv utrepPaiveTe TOV OvOPaOTIKG Gyko Tou 1 cc yia Tov kabetipa SPT002 - 9,5 mm. H utrepBoAIKr SIOYKWON PTTOPET
va TTPoKaAETE! prign Tou pTraAoviou.

* [POZOXH: Mnv umrepBaiveTe TOV OVOPAOTIKG YKo Twv 2 cc yia Tov kaBetipa SPT003 - 13,5 mm. H utrepRoAikr didykwan
pTTopEi va TIpokaAéoel prign Tou uTraAovioU.

¢ XpnoIYOTIOIEITE POVO TO EYKEKPIPEVO PECO BIGYKWONG PTTaAovILv. Mn xpnaoipoTroleite aépa rj GAAo aépio u€ao yia va dIoYKWOETE
TO PTTAAGVI.

¢ XpnoipoTroIfoTe HOVO CUOKEUN SIOYKWONG 3 CC JE HAVOUETPO Yia T SIGYKWOT.

*  XpnoipoToinaTe pOvo CUOKeUN SIOYKWONG 3 CC PE HAVOUETPO Yia Tn oUTITUEN. (Ma TaxUTEPN CUPTTTUEN, PTTOPET Va
XpnoipotroinBei ouokeun didykwong £wg kai 10 cc).

¢ Mnv umrepBaivete TV Trieon €yxuong Twv 300 psi yia Tov kaBetpa SPT002 - 9,5 mm.

¢ Mnv umrepBaivete TV Trieon €yxuong Twv 600 psi yia Tov kaBetripa SPTO03 - 13,5 mm.

¢ Mnv mpowbeite To 0dNyd cUPUA, TOV KABETAPA KOATTIKAG S1aQPAYUATOCTOMIAG 1) OTroIodNTIoTE GAAO EEAPTNHA AV CUVAVTHCETE
avTioTaon, Xwpig TTPWTa va TTPOadIoPIoETe TNV aITia kal va AGBETE SIopBwTIKG PETPA.

¢ AuTég 0 KaBeTrpag Sev oUVICTATAI yia JETPNOT THEONG 1y £yXUOn UYpOU.

¢ AuTA n ouoKeun TPoopideTal yia pia xpAan Yévo. Mnv TNV eTTAVATIOCTEIPWVETE A/KAI ETTAVAXPNOIPOTTOIEITE, KABWS KATI TETOIO
pTTOopEi duvnTiKG va uTToaBuicel TNV amddoon TNG CUCKEUNG Kal va augroel Tov Kivduvo dlaoTaupoUuevng HOAuvong.

¢ H xprion utrepBoAIKig Trieong yia TNV €Agn Tou PTTAAOVIOU ETTi TOU ECOKOATTIKOU SIapPAYUaTOG TTPETTEI VO ATTOPEUYETAL.

MPO®YAAZEIZ

¢ H NuMED ouvioTd T Xprion Tou kaBetipa SPT002 - 9,5 mm pe eicaywyéa 5 F, yia T Slao@aAion Tng €10630u.

¢ H NuMED ouviotd T xprion Tou kaBetripa SPT003 - 13,5 mm pe eicaywyéa 6 F, yia T Siao@aAion g €10630u.

¢ Aev Ba TIPETTEN VA TTPAYUATOTIOIEITAI KOATTIKY Sla@paypaTtoaTopia e PTTaAdvi yia Bpé@n nAikiag dvw Twy £€1 BSopadwy. Autd Ta
Bpépn €xouv HECOKOATTIKG Sla@pdypaTa peydAou Traxoug. AvatpégTe oTig kateuBuvTripieg odnyieg Twv AHA/ACC.

¢ H diadikacia SiaoToAig Ba TpéTTel va Sie§dyeTal UTTG aKTIVOOKOTTIKY kaBodrynon/kabodriynon pe payvntikri Todoypagia pe
KATGAANAO OKTIVOYPAPIKG EEOTTAIGUO.

¢ Ta odnyd oUpparta gival euaiodnTta epyaleia. Oa TpéTel va dideTal TTPOCOXH KATE TOV XEIPIOPO WOTE Va amro@euxBei n TlavéTnTa
Bpavong.

¢ TpIv TTPOXWPAOETE, TIPETTEI VO ETTAANBEUCETE PE TIPOCOXN OTI OI GUVOETEIG TOU KOBETAPA Eival OPIKTEG KAl UTTAPXEI avappoenan
yla TNV aTToQUYR €I0aywyng aépa oto oUoTNUa.

¢ Ze kapia TEPITTWON Sev Ba TTPETTEN VA TIPOWBNHOETE OTTOIOBATIOTE TUAKA TOU CUCTAUATOG TOU KABETHPA EAV OUVAVTHOETE
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avtiotaon. Oa TTPETTE VO TTPOCBIOPIOTE N AITia TNG AVTIOTAONG HE OKTIVOOKATTNON/payvnTIK Topoypagia kai va Angdolv péTpa
Yot TNV aTTOKATAaTACN TOU TTPOBARATOG.

Edv ouvavtrioeTe avtioTaon Katé TNV a@aipeot, T0Te To UTTaAdvI, To 03nyo6 oUppa kail To Bnkdpl Ba TPETEN va apaipeBolv Hadi wg
eviaia povada, 181aitepa €AV gival yvwoTh 1 UTTAPXE! uTTowia prgng i diapporg Tou PTraAoviol. AuTd PTTOpPET va ETTITEUXOET
KPATWVTAG OTaBePd TOV KABETAPA pE UTTAAGVI KOl TO BNKAp! WG eviaia povAada Kal aTTooUpOoVTag kai Ta dUo padi, XPnaIUoTIoIWVTag
ATTIA TIEPIOTPOPIKN Kivnon oe ouvOUaoPd pE €ASN.

Mpiv a1ré TNV agaipean Tou KabeTpa atrod 1o Bnkdpl, gival TTOAU ONUAVTIKG TO PTTAAOVI VO £XEI CUPTTTUXBET TTARPWG.

H owoTh Aeimoupyia Tou KaBeTApa egapTaTal ATTO TNV AKEPAIOTNTE TOU. Oa TIPETTEI €I0TE TIPOTEKTIKOI KATA TOV XEIPIOPS TOU
kabetipa. Mmopei va TTpokAnBei {nuid atré oTpEBAwaON, Tvuon I €VTOVO OKOUTTIONA TOU KABETAPA.

A MAnpo@opieg AOPAAEING YIa HAYVNTIKI] TOPOYpaPia

Mn kAIvIKEG DOKIPEG £xouv KaTadeigel 6T Ta ouoTAPATA KABeTAPWY pe PTTaAdvi Tng NUMED eival ac@alr yia Xprion o€ payvnTikr
Topoypagia utto TTpoUToBéoElg. H TTapakdTw etmorpavon ival edIK yia Toug kaBetipeg TNg NUMED kai dev epappoetal ota
0odnyd oupparta fj o AN TTAPEAKOPEVA TTOU XPNOIPOTIOIOUVTAl O€ CUVBUOONO HE Ta CUOTHAHATA KABETAPWY PE UTTAAGVI TG
NuMED. O1 xprioTeg Ba TrpéTrel va oupBouAeUovTal TiG 0dnyieg Xpriong Kai TIg TTANPo@opieg aoPAAEIAg yio payvnTIKr Topoypagia
AMwV TTapeAKOPEVWV TEXVOAOYIKWY TTPOIGVTWYV TTOU XpnolpoTrolouvTal pe Toug KabeTripeg Tng NUMED. Ta ouoTripaTa KaBeTipwy
pe ummaiévi Tng NUMED pmopoUv va capwBouUv otroudritote oto owpa o€ 1,5 T 3,0 T kdTw amé TiIg ak6AouBeg TTpoUTIoBEEIG.
H pn ™pnon autwy Twv TTPoUTroBécEWV PTTOPET VO 0BNYNOEI O€ TPAUUATIONO.

MapdpeTpog Mpoirébeon

‘Ovopa [MpoiévTog ZuoTApaTa KABETHPWY pe uTraAévi Tng NuMED

‘Evraon Ztatikou Mayvnrikou lMediou (BO) 15Tk 3T

Tumog Zapwtrig MayvnTikig Topoypagiag KuAivdpikdg

Medio Méyiotng Xwpikrig Babuidwaong 19 T/m (1.900 G/cm)

Aigyepon Adyw PadloouxvoTATwy KukAikd MoAwpévo (Circularly Polarized - CP)

Tutog MNnviou Metadoong PadioouyvoTiTwy Evowpatwpévo MNnvio OAoowparikig Metddoong

TpoTog Agitoupyiag Kavovikég Tpdtrog Aeitoupyiag

MpouTroBéatig PadloguxvoTriTwy MéyioTog PuBudg Eidikig OAoowparTikrig ATroppdgnaong: 2,0 W/kg

Aidipkeia Zdpwong MéyioTog puBudg €181k g oAoowHaTIKAG amoppdenong 2 W/kg yia 60 AeTrta
0dpwong padloouxVoTATWY

Téxvnua Eikévag H mapouaia kaBetipa pe utraAévi Tng NUMED o€ ouvduaopd pe odnyo ouppa
0,035” (0,889 mm) o oTr0i0g €ival ATPAAAG yIa PAYVNTIKF TOHoypagia uTrd
TIPoUTTOBEDEIS PTTOPET va TTaPAyEl éva aKTIVIKO TEXVNHA EIKOvVag Twv 1,8 cm.

AYNHTIKEZ ENINAOKEZ
2116 duVNTIKEG ETTITTAOKEG Kol aveTmBUUNTA GUPBAVTA TToU OXETIoVTal PE TN XProN Kai TRV £VOEIGN TOu TEXVOAOYIKOU TTPOIOVTOG
ouyKaTaAéyovTal Ta €§AG:

Noipwgn *  Alatapaxég Tou pubpoU Kal TNG aywyidéTnTag
DAgypovry ¢ AidTpnon Tou wTiou Tou apiaTeEpoU KOATIOU
OpouBoepBOAKG cupPBAvVTA *  ZnuId OTOV E0WTEPIKO AYYEIAKS XITWVA
EpBoAi aépa *  Aigoppayia

AuvnTiKdG dIaxwpPICUOS Tou PTTaAoviol pe eTTakGAoudn * Anpioupyia aIJOTWHATOG

avaykn xpiong Bpdxou *  TpaupaTiopdg Tou GUGTAUATOG aYWYAS
Ayyeiakr SIGTPNGN TTOU XPrie! XEIPOUPYIKAG +  @avarog

QTTOKATACTAONG

OTr01001jTTOTE COBAPS CUPPAV TTOU £XEI TTAPOUCIOOTEI OE OXEON PE QUTO TO TEXVOAOYIKS TTPOidV Ba TTpéTrel va avaeépeTal ot NuUMED
Kal 0TV appodia apxr) g XWPag Xprong.

EI'IIG)EQPHZH KAI MPOETOIMAZIA

3
3.
4.
5

6.
7

Eicayayete 0dnyo oUppa SIag€écou Tou TTEPIPEPIKOU GKPOU, HEXPI TO 0dNnyd cUppa va eEEABEI aTrd TV eyyUg BUpa.

A@aipEaTe TO TTPOCTATEUTIKG KGAUPpa Tou PTTaAoviol. EMBewpAoTe Tov KaBeTApa yia {nuid TTpIv aTTé TNV E16aywyn.

MpooapTtioTe pia cuoKeur| BIOYKWONG 3 ¢C PE HAVOUETPO, TTANPWHEVN PEXPI TN HECT PE PUTIOAOYIKG 0pG Kal TIPOCAPTACTE TN OTN
aTpd@Iyya TTou gival AdN TTpocapTnuévn oTn BUpa Tou pTTaAoviol.

E§aepwoTe Kal EKTTAUVETE TOV KABETPa SIOPECOU TOu auAoU TIAPWG, TIAPATNPWVTAG VI TUXOV DIOPPOEG.

ZTPEYTE TN OUOKEUN BIGYKWONG PE TO AKPOPUOTIO TOU HOVOUETPOU TTPOG Ta KATW, avappOoPAOTE PEXPI va apaipeBei GAog o agépag
atd 1o PTTaAGVI Kal va pnv eggavidovral TTAéov QUOaAIdEG aépa OTO OKIAYPAPIKS HETO.

KAeioTe TN oTpd@Iyya, yia va S1aTnpenBei To Kevo oTo PTTaAGVI.

AgaipéoTe 10 0dnY6 oUppa.

EIZArQrH: ArrEIAKH

1.
2.
3.

MapaokeudoTe éva peiypa 30% kar dykov okiaypa@ikoU péaou Kai QualoAoyikou opou.

MpoeToiudoTe Tov acBevn yia T diadikaacia.

Eivail duvaTn n eloaywyr KaBeTpwy HEow SIadeppIKAG TTPOoTIEAAONS i HEoW TNG OUPAAIKNS PAEBag. O kaBeTripag SPT002 - 9,5
mm amaitei Onkapl eicaywyéa 5 F, o kaBetipag SPT003 - 13,5 mm amaitei Bnkapi eioaywyéa 6 F (BAETTe Mpo@uAGEeIg) kard T
XPAoN QUTAG TNG TTPOCTTEAAONG. Z€ TIEPITITWOT ATTOTUXIOG AUTHG TNG TEXVIKAG TTPOOTIEAAONG, UTTOPET VO XPNoIloTToINBEi
@AeBoTopia.

H 1oTr08£TNON TOU KABETAPA UTTOPET VO ETTITEUXOET UTTO AKTIVOOKOTTIKY KaBodrynon/kaBodriynon pe payvntikrj Topoypagia rj utd
€IBIKEG TUVONKEG PE Xprion nxokapdioypa@Ikig kaBodriynong duo diacTtdoewv. MOAIG e10€ABel péoa atrd To Onkapl, o KaBeTApag
SIEPXETAI TIPOG TNV KATW KOIAN QAEBA Kal TOV BEEIO KOATTO. To YWwVIWTO AKPO SIEUKOAUVEL T SIEAEUCT) DIGUECOU TOU HETOKOATTIKOU
QaVOiyHaTOg OTOV apIoTEPS KOATTO. Z€ TTEPITITWON SUCKOAIaG TOTTOBETNONG, PTTOPEi va XpnalpoTroinBei odnyd cuppa 0,36 mm
(0,014") yia Tov kaBetiipa SPT002 - 9,5 mm ) 03nyd auppa 0,53 mm (0,021") yia Tov kaBeTripa SPT003 - 13,5 mm yia v
£TTiTEUEN ao@aloug ToTroBETNONG. To 0dNYd cUppa Ba TIPETTEN va aTTOCUPETAI OTO OTEAEXOG TOU KABETHPA | va apaipeiTal TTARpwG
TIPOTOU TTPOXWPATETE GTNV KOATTIK dIaQPayUaTOCTOMIA.

H KOATTIKA dla@payparoaTopia he UTTAAGVI TIPAYUATOTIOIEITAI HE AOQAAEIR UTTO OKTIVOOKOTINGN, MayvNTIKY) TOHOoypagia i
S108180TaTo UTTEPNXOYPAPNUA. To HTTaAGVI TTPETTEI VA avayVWPIZETaI GAQUWG GTOV aploTePd KOATIO. To UTTAAGVI TOU KABETHpa
SPT002 - 9,5 mm JioykwveTal pe 1 cc uypou, To uTTaAGvI Tou kabetipa SPT003 - 13,5 mm SI0yKWVETAI PE 2 CC UYpOoU Kal N
oTpéQIyya KAgivel. MIPOZOXH: Mnv utrepBaiveTe Tov dyko Tou 1 cc yia Tov kabetripa SPT002 - 9,5 mm 1 Tov dyko Twv 2 cc yia
Tov kaBetipa SPT003 - 13,5 mm. H utrepBoAikr dI6ykwon UTTopEi va TTPOKAAETEl prign Tou uTraAoviou. To PTTaASVI KaToTTIv
arrooUpeTal aTov JegI6 KOATTO pe ypriyopn, xahapr Kivnon. AuTdg o XEIPIoPOG atréoupong TTPETTEl va SIGKOTITETAI OTN OUHBOAR
KATW KOIANG PAEBAG-OEEIOU KOATTOU Kail TO PTTAAGVI VA ETTAVATTPOWBEITAl TaXEWG OTOV JE§I6 KOATIO (KaBWS TO PTTAASVI €ival Un
£VOOTIKG, Bev Ba TTPOTAPOCTEl 0TO OXHa TG KK Kal UTTApXE! EVOEXOHEVO PrgNG). ZUPTITUETE TO PTTAAGVI EQaPPOIOVTag
QAPVNTIKN THECN OTN GUOKEUN JIOYKWONG UE HAVOUETPO (CUVICTATAI CUOKEUN TWV 3 CC €KTOG £Qv amarTeital Taxutepn oUPTITUEN,
KATOTTIV UTTOPE( va XPNOIPOTIOINBEi CUOKEUN SIOYKWONG HE HAVOUETPO Ewg Kal 10 cc).
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H xprion utrepBoAIKrig Trieang yia TNV €AEn Tou UTTAAOVIOU ETTi TOU HECOKOATTIKOU SIa@PAYNATOG TIPETTEI VA ATTOQPEUYETAL.
ZUYKEKPIPEVA, O 10TPOG Ba TTPETTEI va aTTOPEUYEI TN XPrian 6Aou Tou Bpaxiova Kard Tnv atréoupon Tou PTraAovioU €T Tou
SiappaypaTtog Kai Ba TPETTEN va XpnoIdoTIolei pdvo Tnv Kivnon Tou kapTioU. Edv 1o prakdvi dev umropei va SiEABel eUkoAa aTré 1o
Sidppaypa Pe T XPAon autiAg TG peBOdoU, GuVISTATaI N apXIKN XPAan HIKPOTEPOU Bykou uypoU. H TroodTnTa Tou uypoU pTTopei
KATOTIV va augnBei oTadlakd oe 6yKo, PEXPI TV ETTITEUEN Tou £mBUUNTOU atmroteAéopatog. Edv Ta mpwra duo Brparta dev eival
ETMITUYXN, EEETAOTE TO EVOEXOUEVO XPONG SIACTOANG PE OTATIKO UTTAAGVI TOU HECOKOATTIKOU SIa@paypaTog.

Edv eival atmapaitnTo, 0 KaBeTAPAG UTTOPEi va eTTavaToTroBeTNOEI 0TOV apIoTeEPO KOATIO Kal N Siadikaaia PTTopEi va eTmavaAngoei.
O apIBUOG TWV ETTAVOARYEWY TWV SIAPPAYHATOOTONIWY TIOU TIPAYHATOTIOIOUVTAI KATA T SIGPKEIR EVOG KABETNPIACHOU
TpoadlopideTal amd TV KAIVIKA KaTdaTaon Tou acBevolg Kal TV KTINGN TNG ATTOTEAECUATIKAG QVAKOUQPIOTIKAG QYWYNG.

6. ATOOUpETE Ue ATTIEG KIVAOEIG TOV KaBeTrpa. Oco eEépxeTal To PTTaAdVI aTtd TO ayyeio, XpnoldoToIoTe opaAr, HTTIa, oTabEepn
Kivnon. Edv ouvavtioeTe avtioTaon katd Tnv agaipeon, TOTe To PTTaAdvi, To 0dnyd oUppa Kal To Bnkap! Ba TTPéTel va apaipebolv
Hadi wg eviaia povada, UTTé aKTIVOOKOTTIKF KaBodrynon/kaBodrynon He HayvnTikr Topoypagia, ISiaitepa edv gival yvwoTn 1y
UTTGPXE! uTToWia prgng fi dlapporg Tou PTraoviol. AUTO UTTOPET va ETTITEUXBET KPATWVTAG OTABEPd TOV KABETAPA PE HTTAAGVI Kl
T0 BNKAPI WG eviaia pOVAda Kal ATTOGUPOVTAG Kal Ta dUo padi, XPNOIUOTIOIWVTAG ATTIA TTEPICTPOWPIKN Kivnon o€ auvdUaouo6 JE
EAEN.

7. E@apudoTe Triean oTo onpeio ei0aywyrg cUPQWVaA PE TNV TUTTIKF TIPAKTIKN 1 TO TIPWTOKOAAO TOU VOGOKOUEIOU YIO SIOSEPUIKEG
ayyelokég dladIkaaieg.

8. AToppiyTe TO TEXVOAOYIKS TTPOIGV PETA TN XPron CUP@WVA HE TO TIPWTOKOAAO TOU VOOOKOEIOU Yia BIoAOYIKA eTTIKiVOUVA
TEXVOAOYIKG TTpOidvVTQa

MPOEIAOMOIHZH: O1 kabetipeg NUMED ToTr0B0€TOUVTAI OTO ECQIPETIKG EXOPIKS TrEPIBAAAOV TOU avOPWTTIVOU oWpaTog. Or KABETAPEG
HTTOPET VO UN AeIToupyrioouy yia SIApopeg aITieg TTou TrEPIAAUBAVOUY, HETAGU AAAWY, IOTPIKES ETTITTAOKEG I} OTOXiO TWV KABETHPWY
Aoyw Bpauvong. EirAéov, Trapd Tnv atraitodpevn TTpocoxr Tou €xel doBei kaTd Tov oxedIaopd, TV emmAoyR e§apTnudTwyY, TNV
KATAOKEUN Kal T SOKIYM TIPIV aTrd TNV TIWANGCN, Ol KABETAPEG PTTOPOUV EUKOAX VA UTTOGTOUV {NHIG TTPIV, KATA TN SIdPKEIa 1} HETA TNV
eloaywyr), AOyw akatdAANAoU XEIPIoUOU 1) GAANG TTaPEUBATIKNG EVEPYEIAG. ZUVETTWG, eV TIapEXETal Kapia dRAwon 1 eyyunon ot dev
Ba mpokUWel BAGRN i SiakoTr TG AciToupyiag Twv KaBeThpwv A 6T To oWpa dev Ba avTIdPAoel SUCUEVWIG OTNV TOTTOBETNON
KABETAPWY 1} OTI HETA TN XPAON TWV KABETAPWY dev Ba EPPAVIOTOUV IATPIKES ETTITTAOKEG.

H NuMED &ev propei va Tapdoxel eyyunon yia mapeAképeva NUMED, etreidri n Sopr Twv TTAPEAKOUEVWV EVOEXETAI VO UTTOOTET {npId
Aoyw akatdAAnAou Xeipiopou TrpIv i kard T Sidpkeia TNG Xprong. Qg ek TouTou, dev TrapéxovTal SNAWOEIG i EYYUNROEIG OXETIKA PE
auTd.

EyyUnon kai repiopicpoi
O1 KaBeTAPES Kal Ta TIAPEAKOPEVA TIWAOUVTAI O€ KATAOTAON «WwG £x0uv». O ayopaoThg avaAapBdvel 6Aoug Toug KIvEUVoUg TTou
oxeTidovTal Je TNV TTOI6TNTA Kal TNV atrédoan Tou kabetApa. H NUMED amotoieitan k&g eyyunon, pntr fj oiwtnpr, 6oov agopd Toug
KABETAPEG KAl TA TIAPEAKOUEVA, CUPTIEPIAAUBAVOPEVWY, PETAGU GAAWY, KABE CIWTINPAG £YYUNONG EUTTOPEUCINOTNTAG 1)
KataAANASTNTAG yia ouykekpipévo okotrd. H NUMED Sev @épel euBUvn £vavTi OTTOIOUSATIOTE ATOUOU VIO OTIOIEOOATIOTE IATPIKES
SATTAVEG 1) OTTOIECDNTIOTE AUETEG I} ETTAKOAOUBEG {nUieg TTOU TIPOKUTITOUV aTTé TN XPAoN OTIOIOUBATIOTE KABETAPA A TTapeAKOUEVOU
TIOU TTPOKARBNKAV TG OTTOI0dNTIOTE EAGTTWHA, aoToXia 1} SUCAEITOUPYIa OTTOIOUSATIOTE KABETAPA ] TTAPEAKOUEVOU, AVEEAPTNTA ATTO
T0 av n agiwon yia TéTolou €idoug {nuieg Baciletal o€ eyyunon, cuupacn, adikotrpagia i GAAwG. Kavéva dropo dev £xel Tnv ddeia va
Seopevoel TNV NUMED ot otroladrimroTe dnAwon 1 eyyunon 60ov apopd Toug KABETAPES KAl TA TIAPEAKOHEVA.

Aidypappa Tpoodiopiopou peyéoug ptraloviout Z-5™
Aidypappa mpoodiopiouou peyéBoug ptraAoviot SPT002 - 9,5 mm

‘Oykog Tou . . . ‘Oykog TTou AiGpeTpog prraloviou
£yxUBNKe IAIGUETPOG PTTAAOVIOU TTOU TTPOKUTITEI eyXUBNKE TTOU TPOKUTITEI
0,7 cc 7,95 mm + 0,5 mm 0,9 cc 8,65 mm + 0,5 mm
0,8 cc 8,00 mm £ 0,5 mm 1,0 cc 9,35 mm + 0,5 mm
Aigypappa Tpoodiopiopou peyédoug prraAoviod SPT003 - 13,5 mm
Oqug oy IAIGUETPOG PTTAAOVIOU TTOU TTPOKUTITEI 'OVKQG ou Aidperpog un?)‘ov'ou
£YXUOnKe £yXUBNKE TTOU TTPOKUTITEI
0,5cc 8,0 mm = 0,5 mm 1,5cc 12,0 mm £ 0,5 mm
1,0 cc 10,5 mm £ 0,5 mm 2,0cc 13,5 mm £ 0,5 mm
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Anvand senast

Do not resterilize

Ne pas restériiser
Non risterilizzare
Nicht resterilisieren
No reesterilizar

Far inte omsteriliseras

Ma ikke resteriliseres
Niet hersteriliseren

Nao reesterilizar
Yeniden sterilize etmeyin
Mnv emavamooTeipuveTe

Temperature Limitation
Limite de température
Limitazione di temperatura
Temperaturbegrenzung
Limitacion de la temperatura
Temperaturbegransning

Temperaturbegraensning
Temperatuurbeperking
Limite de Temperatura

Isi Sinirlamasi
Mepiopiop6s Bepuokpasiag

Consult Instructions for Use
Consulter le mode d'emploi
Consultare le istruzioni per 'uso
Gebrauchsanweisung beachten
Consultar las instrucciones de uso
Las bruksanvisningen

Konsultér brugsanvisningen
Gebruiksaanwijzing raadplegen
Consultar as instrucdes de utilizagéo
Kullanim talimatina bakin
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Keep Away From Sunlight
Garder & 'abri de la lumigre du soleil
Proteggere dai raggi solari
Sonneneinstrahlung vermeiden
Mantener alejado de la luz solar
Exponera inte for direkt solljus

Holdes veek fra sollys
Uit direct zonlicht houden

Manter Afastado da Luz Solar
Giines Isigindan Uzak Tutun
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Manufacturer / Date of Manufacture
Fabricant / Date de fabrication
Produttore / Data di fabbricazione
Hersteller / Herstellungsdatum
Fabricante / Fecha de fabricacion
Tillverkare / Tillverkningsdatum

Producent / fremstillingsdato
Fabrikant / Productiedatum
Fabricante / Data de Fabrico
Uretici / Uretim Tarihi
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Double Sterile Barrier System
Systéme de double barriere stérile
Sistema di barriera sterile doppia
Doppeltes Sterilbarrieresystem
Sistema de doble barrera estéril
Dubbelt sterilt barriarsystem

Dobbelt sterilt barrieresystem
Systeem met dubbele steriele barriére
Sistema de barreira dupla estéril

Gift steril bariyer sistemi
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Steriized Using Ethylene Oxide
Stérilisé a l'oxyde d'éthyléne
Sterilizzato con ossido di etilene
Sterilisiert mit Ethylenoxid
Esterilizado con oxido de etilen
Steriiserad med etylenoxid

Steriliseret med ethylenoxid
Gesteriliseerd met ethyleenoxide

Esterilizado Usando Oxido de Etileno

Etilen Oksit Kullanilarak Sterilize Edilmistir
ATIOGTEIPGBNKE He Xprion ofeiBiou Tou aiBuAeviou

Authorised Representative in the European Community
Représentant autorisé dans la Communauté européenne
Rappresentante autorizzato nella Comunita Europea
Autorisierter Vertreter in der Européischen Gemeinschaft
Representante autorizado en la Comunidad Europea
Auktoriserad representant inom EU

i Det
Gevolmachtigd ver(egenwnnrdlger in de Europese Gemeenschap
ropei

Avtupa Toplulugunda Yelklh e
oty
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Do not use if package is damaged and consult instructions for use
Ne pas utiliser si l'emballage est endommags et consulter le mode d'emploi

Non usare se la confezione & dannegglala e consullare le istruzioni per l'uso

Bei icht beachten
No uilzar si ol envase esé danado y consultar \as instrucciones de uso

Fér ej anvandas om forpackningen &r skadad och se bruksanvisningen

M ikke anvendes, hvis er Konsultér
Niet gebruiken als de
Nao utilizar se a embalagem cstivr danificaa 6 consular a5 instrugdes de utilizagéo

Paket hasarliysa kullanmayin ve kullanim talimatina bakin
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MR Conditional

Utilisable(s) en environnement IRM sous certaines conditions
A compatibilita RM condizionata

Bedingt MR-sicher

Producto seguro bajo ciertas condiciones de la

resonancia magnética

Villkorligt godkénd for MR

Betinget MR-sikker
MRI-veilig onder bepaalde voorwaarden

MR Conditional (pode ser submetido a exames de RM sob
determinadas condigdes)

MR Kosullu

AGQUAES YIC HaYVIYTIKF} TOHOYPagia UTT® TPOUTIOBETEIS

Medical Device
Dispositif Médical
Dispositivo medico
Medizinprodukt
Producto sanitario
Medicinteknisk produkt

Medicinsk udstyr
Medisch hulpmiddel
Dispositivo médico

Tibbi Cihaz
1aTPOTEXVOAOYIKS TIPOi6Y
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NuMED, Inc.

2880 Main Street
Hopkinton, NY

USA 12965

TEL: (315) 328-4491
FAX: (315) 328-4941
email: info@numedusa.com

www.numedforchildren.com
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European Representative:

G. van Wageningen B.V.
Hallenweg 40, 5683 CT Best,
The Netherlands

TEL: +31-499-377388
FAX: +31-499-377456
email: info@heartmedical.nl
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